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Regulatory Discussion Group 

 

Tuesday, 17 February 2015 

 

THE REGISTRAR OF MEDICINES 

PRIVATE BAG X828 

PRETORIA 

0001 

 

ATTENTION: Dr J Gouws and Dr K Thembo 

 

Dear Registrar 

 

COMMENTS ON GUIDELINES FOR HEALTH SUPPLEMENTS AND LOW-RISK 

MEDICINES 
 

1. This is RDG’s response to the ask for comments on the Health Supplements QSE 

guideline. The proposal offers choices for the regulatory control and pathways for low-

risk medicines. High-risk medicines need registration before sale.  

 

2. RDG’s suggestion covers but one perspective of the current complementary medicines 

industry in South Africa, there are many others. RDG hopes the information provided will 

support the work. The proposal is flexible and useable in many ways (open architecture) 

depending on which final regulatory pathway the regulator follows. The suggestions cover 

the fundamental regulatory issues. 

 

A. RESEARCH 

 

3. RDG has researched the TGA (Australia), European Union, Health Canada and US 

regulatory systems for the control of complementary products. For its proposal, RDG 

blended the findings with the South African legal framework. 

 

4. The research indicates the amended draft definition for a complementary medicine must 

be expanded to include the various complementary medicines ranges in line with current 

trade practice in South Africa. 



RDG HS comments                                                                                                                                             

 

Registration of Medicines  Health Supplements  

  

7.04_QSE_Health_Supplements_Nov14_v1  Nov 2014  Page 2 of 451  

 

B. OVERARCHING COMPLEMENTARY MEDICINES DEFINITION EXPANDED IF 

CONSIDERED NECESSARY 

 

5. Whether an overarching umbrella complementary medicines definition is necessary, is 

questionable. The disciplines involved are very diverse and defy singularity. 

 

6. The RDG definition categorises complementary medicines into two distinct sections, one 

for “modern” complementary medicines (health supplements and herbal medicines) and 

the others into discipline specific medicines used by allied healthcare practitioners – 

discipline specific medicines. 

 

7. Multi-disciplinary herbal medicines (not Phytotherapeutic medicines used by allied 

practitioners) did not find a comfortable home in the discipline specific category as these 

herbal substances follow the biomedical model for justification and are not akin to any 

one discipline specific class. The European Union system found favour here as the EU 

has developed monographs for herbal substances that give guidance for the safe and 

effective use of these herbs.       

 

C. EVIDENCE INCLUDES LONG-STANDING USE 

 

8. Of significance in RDG’s proposal, is the shift from the scientific understanding of safety 

and therapeutic efficacy to a broader interpretation for herbal medicines, which include 

procedures aimed to safeguard public health but removes the differences and 

uncertainties on the status of herbal medicines that existed in the past. 

 

9. This procedure is intended for herbal medicines with a long tradition (at least 30 years, 

some say 75 years), which do not fulfil the rules for scientific validation whereby an 

applicant can show by references to published scientific literature (approved 

monographs) that the constituent or the constituents of the herbal medicine has a well-

established medicinal use with recognised efficacy and level of safety. Posology and 

correct labelling is an important factor in the correct use of the herbal medicine. 
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10. Furthermore, the procedure allows registration of herbal medicines without requiring 

details on tests and trials on safety and efficacy if there is enough evidence of the 

medicinal use (safety and efficacy) of the product for 30 - 75 years.  

 

11. Health supplements and herbal medicines that do not meet the complementary 

medicines’ definition or on the other hand guideline and considered high-risk medicines 

(non-monographed) must follow the typical scientific regulatory pathway. Proof of 

therapeutic efficacy and safety is necessary. 

 

12. On the subject of the quality and manufacture of health supplements and herbal 

medicines, these medicines must meet acceptable quality and manufacturing standards 

(GMP). 

 

D. A MACROSCOPIC VIEW AND A FEW SUGGESTIONS ABOUT PROCEDURE 

 

13. GOVERNMENT’S RESPONSIBILITY AND THE REGULATORY GAP:  

 

13.1. Medicines are not ordinary consumer products. In most instances, consumers are 

not in a position to make decisions about when to use medicines, which medicines 

to use, how to use them and to weigh potential benefits against risks as no medicine 

is completely safe. Professional advice from either authorised prescribers or 

pharmacists are needed in making these decisions. 

  

13.2. The pervasive use of complementary medicines raises several concerns. Many of 

these stem because most complementary medicines are not licensed medicines 

and so evidence of their quality, efficacy and safety has not been assessed by the 

regulator. Medicines of uncertain quality, safety and efficacy can be worse than no 

treatment. It is the responsibility of government to protect patients from harm. 

Medicines affect the lives of people who take them. Government has the 

responsibility to guide and protect their citizens where they cannot protect 

themselves. 

 

13.3. In medicines regulation, the government acts as the guardian of the public by 

controlling private powers for public purposes. Ensuring the safety, efficacy and 

quality of medicines available to the public is the main aim of medicines law. If 

regulatory goals are to be achieved, proper structures must be established and 

suitable activities carried out to realise the desired goals. 
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13.4. Legal structures found medicines regulation but South African medicines laws omit 

areas of pharmaceutical activity from their scope of control resulting in a regulatory 

gap and so for complementary medicines. To protect the public from harmful and 

dubious medicines and practices, medicines laws should be comprehensive enough 

to cover all areas and functions of pharmaceutical activity in the country. 

 

13.5. Since the purpose of medicines regulation is to promote public health and protect 

the public from harmful and dubious medicines, it should cover products for which 

medicinal claims are made and activities associated with the manufacture, 

importation, distribution, dispensing and promotion of medicines.  

 

13.6. Counterfeit products, spiked products of dubious quality and faulty information 

especially exaggerated claims of efficacy are often widespread in the unregulated 

sector and symptoms of inadequate medicines control. Monitoring of 

pharmaceutical activities should cover all sectors.  

 

13.7. Each medicines regulatory function within the national regulatory system helps to 

make sure the efficacy, safety and quality of medicines and their rational use. 

Rational use of medicines means patients receive medications suitable to their 

clinical needs, in doses that meet their own individual needs, for an adequate period, 

and at the lowest cost to them and their community. 

 

14. REGULATORY ELEMENTS – WHO MODEL:  

 

14.1. A host of challenges threatens the safety, efficacy and quality of medicines at every 

stage of their life cycle: Weaknesses in research and development, deficiencies in 

dosage form design, varying standards in ongoing production, damage during 

transport and storage, and inadequate use of products by prescribers and patients. 

An effective system must therefore provide the full range of regulatory functions, 

covering every stage of the cycle. 

 

14.2. The main functions of regulatory control include control of medicines by registration 

and post marketing surveillance (quality monitoring and pharmacovigilance), as well 

as control of activities by licensing and inspection of manufacturers, importers, 

exporters, wholesalers, distributors, pharmacies and retail outlets, control of clinical 

trials and control of promotion of medicines. All elements are necessary for effective 

control to safeguard the quality, safety and efficacy of medicines and suitability of 

use for its intended purpose. 
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Figure 1 WHO – Assessment of medicines regulatory systems in sub-Saharan African countries - © World 
Health Organization 2010 

 

E. REGULATORY ELEMENTS FOR THE CONTROL OF COMPLEMENTARY 

MEDICINES IN SOUTH AFRICA 

 

15. Using the WHO regulatory  model as a foundation and linking the criteria to the control of 

complementary medicines in South Africa, RDG suggests: 
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REGULATORY FUNCTION STATUS OF 

CAM IN SOUTH 

AFRICA 

RDG PROPOSAL 

1. Licensing of the manufacture, import, export, 

distribution, promotion and advertising of 

medicines 

 

 
License all CAM facilities with 

Medicines Act Section 22C 

licenses with minimum barriers to 

entry based on the introduction of 

phased improvements over a 2-

year period to meet GMP norms 

and standards. 

2. Assessing the safety, efficacy and quality of 

medicines, and issuing marketing authorization 

for individual medicines 

 

 
Evaluate high-risk medicines and 

register prior to sale. Low risk 

medicines to follow a pre-

approved monograph system, 

without needing to submit a CTD 

(“exemption”). Inspectorate to 

audit monograph “exempted” 

medicines for quality, safety, 

efficacy and compliance. Call up 

specific medicines for registration 

if warranted. 

3. Inspecting and surveillance of manufacturers, 

importers, wholesalers and dispensers of 

medicines 

 

 
Imported medicines sourced from 

approved manufacturing facilities. 

Medicines only imported by South 

African Section 22 C licensed 

pharmaceutical facilities and 

released for sale by an authorised 

facility if registered or low-risk 

category. Follow MCC guidelines. 

4. Controlling and monitoring the quality of 

medicines on the market 

 

 
Responsibility of the local Section 

22C licensed facility and its 

responsible pharmacist. Standard 

MCC procedures for 

pharmacovigilance in South 

Africa. 

5. Controlling promotion and advertising of 

medicines 

 

 
“Re-instatement” of the ASA and 

its procedures in conjunction with 

Section 18C and supporting 

regulation. Expand Regulation 45 

to promote public welfare, health 
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and safety and foster information 

flow in the public interest. 

6. Monitoring safety of marketed medicines 

including collecting and analysing adverse 

reaction reports 

 

 
Follow MCC guidelines for 

Reporting of Post-Marketing 

Adverse Drug Reactions to 

Human Medicinal Products in 

South Africa. Check trends during 

plant audits. 

7. Providing independent information on 

medicines to professionals and the public 

 

 
Pre-approved monographs, 

registered package insert, or 

patient information leaflet. Monitor 

advertisements for compliance 

with Package insert. 

 

 

F. RISK MANAGEMENT 

 

16. The regulator approves products based on risk assessment against benefits. Medicines 

carry potential risks, some minor, others serious. A regulator, in its decision-making 

process must make sure that the benefits of a product outweigh any risk. 

 

17. In assessing the level of risk, factors such as side effects, potential harm through long 

use, toxicity and the seriousness of the medical condition for which the product is intended  

are taken into account. The level of regulatory control increases with the level of risk the 

medicine can pose.  

 

18. A low-risk product may be safely sold through open shops or business premises 

(Schedule 0) such as general dealers/shops to which the public has access while higher-

risk products may be supplied with a prescription. Pharmacies may sell Schedule 1 and 

higher medicines. 

 

19. The risk-benefit method assures consumers that products they take are safe for their 

intended purpose while still providing access to products essential to their health needs. 

 

G. TWO-TIERED REGULATORY SYSTEM 

 

20. As a way of control, RDG suggests a two-tiered system to register/permit sale of 

medicines, including so-called complementary medicines. The concept of a 
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complementary medicine should be dropped, as the definition serves no purpose in this 

system. If the product is a medicine, it follows either of two regulatory pathways – high 

risk or low risk. 

 

21. High-risk medicines must be registered before sale that involves individually evaluating 

the quality, safety and effectiveness of the product and if successful must follow the 

conditions of registration. 

 

22. Low risk medicines containing pre-approved, low-risk ingredients, dosage and claims can 

be marketed if manufactured and released for sale by a Section 22C licensed 

pharmaceutical facility. 

 

23. Imported products must be released before sale by an approved facility. Products must 

undergo stability testing and low risk products evaluated for quality compliance by the 

inspectorate during inspections of the licensed or approved manufacturer.  

 

24. This practice will lessen the immediate capacity burden on the regulator while at the same 

time give comfort that products available to the public are under scrutiny and surveillance. 

Starting with the most widely used (highest volume) products will further add to reducing 

public risk exposure and potential harm. 

 

H. HEALTHCARE PRACTITIONERS INCLUDING TRADITIONAL HEALERS 

 

25. The Medicines Act does not regulate health practitioners and traditional healers. 

Healthcare practitioners and traditional healers are not bound by the provisions of the 

Medicines Act when operating within their scopes of practice and interfacing directly with 

a patient in a contractual relationship.  

 

26. If healthcare practitioners sell medicines where no direct relationship exists 

(doctor/patient) then the Medicines Act prevails and such medicines are subject to 

registration and control.  

 

27. The exemption for extemporaneously compounded medicines does not cover situations 

where a healthcare practitioner prepares bulk medicines before to expect patients who 

may come onto the premises and ask for that medicine. The Section 14(4) exemption for 

compounded products must be used with circumspection where a direct relationship 

exists between the prescriber and the patient and not for evading the provisions of the 

Medicines Act that are in place to protect public safety. A genuine exception and deviation 
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from best medical practice must exist in the particular circumstance. Patients should be 

informed of any deviation from standard practice and agree to it. 

 

28. Patient specific medicines must relate to a treatment regimen for a specific patient and 

used by the patient for not more than 30 consecutive days from dispensing. 

 

I. PROPOSED LOW RISK MEDICINES CLASSIFICATION RULES 

 

29. The proposed low risk medicines classification rules are: 

 

29.1. Ingredients or dosage forms not listed in Schedule 1 and higher under the Medicines 

Act schedules; 

 

29.2. There is a low and well-characterised incidence of adverse effects, interactions with 

commonly used substances or food and contra-indications; 

 

29.3. The risk profile of the medicine is well defined and the risk factors can be identified 

and managed by a consumer through proper packaging and labelling; 

 

29.4. The use of the medicine at established therapeutic doses is unlikely to produce 

dependency, and the medicine is unlikely to be misused, abused or illicitly used; 

 

29.5. The medicine is for minor ailments or symptoms that can easily be recognised and 

are unlikely to be confused by the consumer with other more serious diseases or 

conditions. Treatment can be managed by the consumer with no medical 

intervention.  

 

29.6. The use of the medicine at established therapeutic dosage levels is not likely to 

mask the symptoms or delay diagnosis of a serious condition; 

 

29.7. The use of the medicine is safe for short-term treatment and the potential for harm 

from wrong use is low. 

 

J. CAVEAT 

 

30. RDG’s suggestion covers but one perspective of the current complementary medicines 

industry in South Africa, there are many others. Since most RDG members are  
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pharmaceutical consultants, its perspective may be broader than others as its members 

see some difficult cases and have to solve problems experienced by its clients at the 

coalface, a valuable experience in itself. This document is a work in progress. RDG hopes 

the information provided will support your work. 

 

 

We thank you for giving RDG an opportunity to comment and hope that our contribution assists 

you.  

 

Yours sincerely for the Regulatory Discussion Group 

   
René Doms FPS  
Healthcare Regulatory Consultant   
Dip Pharm Adv Dip (B&A) BIuris LLB   
South African Registered Pharmacist  
Fellow of the Pharmaceutical Society of South Africa  
Phone: +27 11 884 4888 Fax: +27 86 617 1614 Mobile: +27 82 555 7621  
Website: Forensic Pharmacy Corner Email: Rene Doms Skype: renedoms 
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MEDICINES CONTROL COUNCIL  

                                         
   

  
  

COMPLEMENTARY MEDICINES 

HEALTH SUPPLEMENTS AND HERBAL MEDICINES  

FOR HUMAN USE 

QUALITY, SAFETY AND EFFICACY  

  

This guideline is intended to provide recommendations to applicants wishing to submit applications to register Health Supplements 

and herbal medicines.  This guideline is the Medicines Control Council’s current thinking on the quality, safety, and efficacy of these 

medicines but not intended as an exclusive approach.  Council reserves the right to ask any additional information to show the 

safety, quality and efficacy of a medicine in keeping with the knowledge current at the time of evaluation.  Other approaches may 

be used but these should be scientifically and technically justified.  The MCC is committed to make sure that  registered medicines 

are of the required quality, safety and efficacy.  It is important that applicants adhere to the administrative rules to avoid delays in 

the processing and evaluation of applications.  

Guidelines and application forms are available from the office of the Registrar of Medicines and the website www.mccza.com.  

  

First publication released for comment  November 2014  

Deadline for comment  26 February 2015  

  

  

  

REGISTRAR OF MEDICINES  
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1  INTRODUCTION  

 i)  Purpose  

This Guideline’s purpose is to offer instructions about the quality, safety and efficacy (QSE) rules 

to register Health Supplements and Herbal medicines as a sub-category of a complementary 

medicine in South Africa.  The focus of this document is to make sure that the levels of evidence 

for QSE are enough to protect public health and support consumer confidence while providing a 

defined regulatory pathway to register health supplements and herbal medicines.  

 ii)  Scope and Overview  

Furthermore, products that include any substance of discipline specific origin must follow the 

registration procedure outlined by the Guideline for Complementary Medicines - Quality, Safety 

and Efficacy (Discipline Specific). However, active ingredients may live in one or other sub-

category of a complementary medicine. To explain, herbal active ingredients can offer both 

nutritional and pharmacological effects depending on the dosage and intended use. So each 

such substance must be assessed on its own merits and purpose in the formulation to decide 

whether it classifies for either or both sub-categories of complementary medicines.  

This guidance supports the regulations dealing with the registration, post-marketing surveillance 

and control of health supplements and herbal medicines that are subject to the Medicines and 

Related Substances Act, 1965 (Act 101 of 1965) (Medicines Act).  The guideline gives direction 

about the necessary information to register a health supplement and herbal medicine but should 

not in itself be considered as the final solution or answer.  Where the applicant needs to give 

information not found in this guideline then this information needs scientific and technical 

justification.  

This regulatory pathway to health supplement and herbal medicine registration is restricted to 

schedule 0 substances.  Consult the Schedules to the Medicines Act for details about the 

restrictions. When guideline deviation is necessary, a detailed motivation giving the reason(s) for 

the deviation and justification for the alternative approach must be included in the expert report 

submitted with the application.  Besides, guidelines are evolving because of scientific 

developments and harmonisation of the rules of regional and international regulatory authorities. 

The Medicines Control Council (MCC / Council) endeavours to update the guidelines to reflect 

current thinking and keep its technical requirements and evaluation policies in line with “best 

international medicines regulatory practice”.  

Importantly, data submitted for medicine’s evaluation must substantiate claims (indications) and 

should meet legal and technical rules of quality, safety, and efficacy and be suitable for its 

intended purpose and use.  Also, MCC expects that products sold to the public, which fall under 

this sub-category, meet these criteria given that use of permitted claims associated with individual 

ingredients establishes efficacy for these health supplements and herbal medicines.  Then, 

allowance is made to develop multiple substance formulations (combination products) with their 

combination claims.  

Over time, health supplement and herbal medicine pharmacological classifications will be called 

up for registration in line with permitted designated ingredients and claims in this guidance. 

Multiple substance formulations will be called up for registration when relevant lists 

(ANNEXURES) are finished.  
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1.1  Definition  

A complementary medicine is classified as a medicine in South African law and in particular a 

sub-category of a medicine and so subject to the provisions of the Medicines Act. 

 

A complementary medicine is defined as: 

 

“Complementary medicine” means a sub-category of a medicine that: 

 

a) originates from plants, fungi, algae, seaweeds, lichens, minerals, animals or other 

approved substance as determined by Council, and 

 

b) is a health supplement: 

i. with an approved Schedule 0 active ingredient and health claim;  

ii. presented in a non-injectable pharmaceutical dosage form or delivery 

system taken orally;  

iii. used to change a nutritional physiological metabolic effect in humans in a 

way that complements, assists, maintains and promotes health; and  

iv. is not intended to diagnose, treat, cure or prevent any disease; or 

 

c) is a herbal medicine: 

i. containing one or more approved Schedule 0 herbal substances or herbal 

preparations, alone or in combination; 

a. herbal substances are whole, fragmented or cut plants, plant parts, 

algae, fungi, lichen in an unprocessed dried form but may be 

unprocessed and fresh including exudates;  

b. herbal preparations are obtained by subjecting herbal substances 

to treatments such as extraction, distillation, expression, 

fractionation, purification, concentration or fermentation and 

include comminuted or powdered herbal substances, tinctures, 

extracts, essential oils, expressed juices and processed exudates; 

c. notwithstanding, the inclusion in the herbal medicine of a vitamin 

or mineral is allowed provided the vitamin or mineral action is 

ancillary to the herbal active ingredient about the claimed 

indication;   

ii. herbal substances and preparations have a long-standing use, experience 

and well-established documented efficacy recognised over a period of at 

least 30 years; 

iii. data on the coherent tradition and traditional use are adequate and not 

harmful and with an acceptable level of safety in the given conditions of 

use; 

iv. the pharmacological effects or efficacy are plausible on the basis of long-

standing use and experience;  

v. indicated for a self-limiting disease condition capable of self-diagnosis of 

symptoms and treatment intended and designed for use without health care 

practitioner supervision;  

vi. administrated in accordance with a stipulated strength and posology; 

vii. presented in a non-injectable pharmaceutical dosage form or delivery 

system taken orally, applied topically or by inhalation; and  

viii. is not intended to diagnose, treat, cure or prevent any disease; or 
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d) is a discipline specific traditional medicine prepared and used according to the 

principles of: 

i. Ayurveda;  

ii. Chinese medicine and acupuncture;  

iii. Homeopathy;  

iv. Phytotherapeutic medicine; 

v. Therapeutic aromatherapy;   

vi. Unani Tibb; or  

vii. Other similar traditional medical discipline; or 

 

e) is declared by the Minister, on recommendation by the Council, by notice in the 

Gazette to be a complementary medicine. 

  

In other words, a health supplement is directed at maintaining or promoting health and not 

suitable to treat or prevent a disease or pathological state. Health promotion is the practice of 

enabling people to increase control over, and to improve their health. Therefore, health 

promotion is not just the responsibility of the health sector, but goes beyond healthy life-styles 

to well-being.   

 

Consequently, a health supplement is not:   

• An injectable preparation;  

• A substance listed in scheduled 1 or higher in the Schedules to the Medicines Act or a 

medicine Scheduled 1 or higher by the MCC;  

• Substance or active ingredient not given in the lists of designated substances (unless 

approved  as an active ingredient for inclusion in a health supplement as per ANNEXURE 

B), or  

• Isolates of a designated active ingredient not provided for in the ANNEXURE lists for health 

supplements.  

Herbal medicines, despite their long tradition, do not fulfil the requirements of a well-established 

medicinal use with recognised efficacy and an acceptable level of safety and do not qualify for 

registration. This may influence public health since the guarantees of quality, safety and efficacy 

are not always provided at present. Taking into account the particular characteristics of these 

herbal medicines, especially their long tradition, it is desirable to give a special, simplified 

registration procedure for allowed traditional herbal medicines. Nevertheless, this simplified 

procedure should be used where no registration can be achieved because of a lack of enough 

scientific literature showing a well-established medicinal use with recognised efficacy and an 

acceptable level of safety.  

 

The long tradition of the herbal medicine makes it possible to reduce the need for clinical trials, 

as far as the efficacy of the herbal medicine is plausible based on long-standing use and 

experience. Pre-clinical tests are unnecessary, where the herbal medicine because of the 

information on its traditional use proves not to be harmful in given conditions of use. However, 

even a long tradition does not exclude the possibility that there may be concerns about the 

product's safety, and so the regulator is entitled to ask for data necessary for assessing the 

safety. The quality aspect of the herbal medicine is independent of its traditional use so that no 

derogation should be made for the necessary physico-chemical, biological and microbiological 
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tests. Products should meet quality standards in relevant and acceptable pharmacopoeial 

monographs or those in approved the pharmacopoeia.  

To meet the simplified process of registration, the herbal medicine: 

a) must have indications suitable for composition and purpose,  

 

b) is intended and designed for use without supervision of a healthcare practitioner; 

 

c) not used for diagnostic purposes, prescription or monitoring of treatment; 

 

d) is for administration in line with a given strength and posology; 

 

e) is an oral, external and/or inhalation preparation; 

 

f) ingredient(s) has been available and used traditionally for at least 30 years for the stated 

indication; 

 

g) data on the traditional use are enough;  

 

h) the product proves not to be harmful in the given conditions of use; and 

 

i) pharmacological effects or efficacy of the medicinal product are plausible on the basis 

of long-standing use and experience. 

Notwithstanding, the presence in the herbal medicine of vitamins or minerals for the safety of 

which there is well-documented evidence will not prevent the product from being eligible for 

registration, provided the action of the vitamins or minerals is ancillary to that of the herbal active 

ingredients regarding the specified claimed indication(s). 

  

Designated active ingredients suitable for use in health supplements and herbal medicines are 

listed in the following ANNEXURES: 

  

DESIGNATED ACTIVE INGREDIENT ANNEXURE 

[BLANK] ANNEXURE A 

Motivation for inclusion of Substance ANNEXURE B 

Probiotics  ANNEXURE C  

Prebiotics  ANNEXURE D  

Vitamins  ANNEXURE E  

Minerals  ANNEXURE F  

Amino Acids  ANNEXURE G 

Animal Extracts, Products and Derivatives  ANNEXURE H 

Fats, Oils and Fatty Acids  ANNEXURE I  



RDG HS comments  

Registration of Medicines  Health Supplements  

  

7.04_QSE_Health_Supplements_Nov14_v1  Nov 2014  Page 21 of 451  

Carotenoids  ANNEXURE J  

Bioflavonoids  ANNEXURE K  

Aminosaccharides  ANNEXURE L  

Saccharides  ANNEXURE M  

Enzymes  ANNEXURE N  

Herbals ANNEXURE O 

Other  ANNEXURE P  

 

1.2  Compliance with Good Manufacturing Practice (GMP), Good Laboratory Practice (GLP) and  

Good Agricultural and Collection Practices (GACP)  

A manufacturer of a complementary medicines must follow relevant standards of Good 

Manufacturing Practice as outlined in the latest version of the MCC’s “GUIDE TO GOOD 

MANUFACTURING PRACTICE FOR MEDICINES IN SOUTH AFRICA” and Good Laboratory 

Practice within a period of two years of first publication of this guideline and where applicable, 

the WHO Guidelines on Good Agricultural and Collection Practices (GACP) for Medicinal 

Plants.  

1.3 Format of a health supplement submission  

An applicant applying to register a health supplement must fill in the latest version of the 

Common Technical Document (ZA-CTD) format as published by the MCC.  

 

2  QUALITY REQUIREMENTS  

Refer to the Pharmaceutical & Analytical Guideline where applicable  

To register a health supplement or herbal medicine, information is expected for the product’s 

active ingredient and excipient to prove the quality of the health supplement or herbal medicine 

which includes the identity, impurities and stability of the ingredients in the presentation.  

Furthermore, the data assessment takes into consideration confirmation about the manufacturing 

processes and standards of good manufacturing practice (GMP).   

Details of quality control specifications are necessary to show that the health supplement or 

herbal medicine are made to a consistent quality standard. Stability data defines a shelf life that 

supports the product’s stableness throughout this period. Should the results of any specification-

testing fall outside an acceptable limit then action, which may include rejection or destruction, 

must be taken at once.  

Any animal or plant material used in a health supplement or herbal medicine must not be listed 

in the IUCN Red Data List, (http://www.iucnredlist.org/technicaldocuments/categories-and-

criteria) or South African National Biodiversity Red List of South African Plants 

(http://redlist.sanbi.org/redcat.php) as Near Threatened (NT), Vulnerable (V), Endangered (EN), 

Critically Endangered (CE) or Extinct in the Wild (EW), unless the material is from a licensed 

cultivated, legal source and adheres to the principles of the Convention on International Trade in 

Endangered Species of Wild Fauna and Flora (CITES) of which South Africa is a member. 

http://www.iucnredlist.org/technical-documents/categories-and-criteria
http://www.iucnredlist.org/technical-documents/categories-and-criteria
http://www.iucnredlist.org/technical-documents/categories-and-criteria
http://www.iucnredlist.org/technical-documents/categories-and-criteria
http://redlist.sanbi.org/redcat.php
http://redlist.sanbi.org/redcat.php
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Applicants may need a Convention on International Trade in Endangered Species of Wild Fauna 

and Flora (CITES) import permit if making use of substances (e.g. Hoodia, etc.) listed under the 

National Environmental Management: Biodiversity Act, 2004 (Act 10 of 2004).  Any health 

supplement that has a material of animal origin must follow the Animal Diseases Act, 1984 (Act 

35 of 1984).  

2.1 Designated Active Ingredient(s) (Module 3.2 S)  

2.1.1  Sources and Identification  

Applicants may choose to follow pharmacopoeias or references of equal standard other than 

those approved that may be proper for specific ingredients or a particular health supplement 

or herbal medicine.  

However if a monograph is published in one of these approved pharmacopoeias, the 

pharmacopoeial monograph specification must be considered a minimum standard applied for 

testing of the designated active ingredient and finished product.  If the health supplement or 

herbal medicine’s specification does not include tests and tolerance limits that follow a 

pharmacopoeial monograph, the applicant must justify why the testing is not necessary.  The 

current official version of the entire pharmacopoeial monograph must be applied including 

supportive testing standards and methods.  It is improper to apply requirements from different 

pharmacopoeial monographs unless the monographs are harmonized or a suitable rationale 

for mixing of pharmacopoeial standards exists. The health supplement or herbal medicine 

should meet definitions in the pharmacopoeia as well as general chapters used to set 

standards. The monograph must be applied in total and not partly. 

    
2.1.1  Sources and Identification - continued  

The pharmacopoeias and international standards approved for use as a reference to apply for 

registration of a health supplement or herbal medicine are: 

  

• British Pharmacopoeia (BP)  

• European Pharmacopoeia (Ph. Eur.)  

• Food Chemicals Codex (FCC) 

• International Pharmacopoeia (Ph. Int.)  

• Japanese Pharmacopoeia (JP)  

• Pharmacopée française (Ph.f.)  

• United States Pharmacopeia (USP)  

• USP Dietary Supplements Compendium  

 

Other non-approved pharmacopoeias or monographs are acceptable provided motivated and 

justified as being equal in standing and quality to any of the listed references.  

If an applicant verifies the standards of one of these other pharmacopoeias, then both the 

specific monograph and pharmacopoeia calls for identification. The most recent version of the 

relevant pharmacopoeia should be sourced and referenced.  Any further analysis requires 

explanation or scientific justification why the testing is unnecessary and so recorded. 

To explain, the types of information and level of detail depend on the specific active 

ingredient(s). In every case, the information provided must include:  
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Description (Composition)  

Any necessary information in addition to that included in the monograph/ standard 

description should be supplied.   

Nomenclature  

Give the name of the substance.   

Structure  

Where possible give the chemical structure (graphic), molecular formula, molecular weight 

and Chemical Abstracts Service Registry (CAS) number for the substance, unless provided 

in the relevant monograph or standard.  

General properties  

Provide any physico-chemical information relevant to the characterisation of the 

substance(s) or required for the manufacture, performance or stability of its intended final 

dosage form that is not covered by the relevant monograph or standard (e.g. solubility or 

particle size).  

And must be sufficient to:  

• adequately characterise the active ingredient;  

• determine the time during which the product meets suitable standards when stored under 

defined conditions, and  

• prove that the active ingredient(s) will be of appropriate and consistent quality.  

2.1.2  Manufacture of the Active Ingredient(s) (Module 3.2.S.2)  

Describe the manufacture of the active ingredient.  Applicant must stipulate the manufacturer’s 

name and address, and addresses of sites involved in the manufacture and testing of the 

active ingredient.  

2.1.3  Compositional Information  

This is, in essence, a physicochemical definition of the substance(s). The purpose of the 

compositional information is to give detailed characterisation of the substance. It may be 

straightforward for a single substance formulation and a simple extension of the specifications.  

For multiple substance formulations, the compositional information is more detailed and has a 

significant volume of added qualitative and quantitative data.   

Where possible, a major component (constituent) or marker compound of a substance should 

be determined. In addition, any major or minor constituents having a significant bearing on the 

action of the substance/product should be controlled if the presence, absence or concentration 

of these compounds effects the quality, safety or efficacy of the substance or product (e.g. the 

pulegone content of an essential oil or relative EPA/DHA concentration of a fish oil).  

Many substances used in complementary medicine lack definition or characterisation in a 

monograph acceptable to the MCC.  As a result, an applicant should propose specifications 

and control procedures characterising these substances. In general, this should:  

 

 sufficiently define the nature or character of a substance;  

 allow the substance to be distinguished from adulterants, substitutes or counterfeit 

versions;  

 be specific for components of safety and / or therapeutic significance;  

http://www.cas.org/
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 take into account the biological, chemical and physical variations that may reasonably 

occur between batches of the substance; and  

 be capable of objective validation.  

Data on the nature or chemistry of the active component should be provided.  This may include 

citation of monographs, authoritative references, or in-house data that can be independently 

validated.  

Also, information on solubility (in water and other relevant solvents, such as dissolution media), 

particle size and polymorphic form (specific to health supplement or herbal medicines) should 

be provided, where relevant.  

2.1.4  Control of Active Ingredient / Substance – Specifications (Module 3.2.S.4)  

Starting material specifications should be provided, or a reference cited for each starting 

material. Where a pharmacopoeial reference does not apply to an ingredient, the specification 

should give details of the test methods and test specifications.  These specifications need to 

cover identity and where appropriate, adulteration and contamination, both chemical and 

microbiological.    

The active ingredient specifications are a set of tests and limits applied to the health 

supplement or herbal medicine substance to make sure every batch is of satisfactory 

consistent quality.  The specifications should be used to check parameters (by physico-

chemical testing) where variation may affect the quality or safety of the product.  

The active ingredient manufacturer should apply specifications and control procedures for the 

substance at the time of manufacture.  In the same way, the finished product manufacturer is 

expected to make sure that the active ingredient complies with specifications before using the 

substance in the finished product since the two sets of specifications may not always be the 

same.  

For most health supplements or herbal medicines, the manufacturer of the active ingredient 

will not be controlled to the same extent as the finished product manufacturer, and so the focus 

will be on the specifications applied by the finished product manufacturer before the ingredient 

is used in the finished product.    

    
2.1.4  Control of Active Ingredient / Substance – Specifications - continued  

The applicant must give the active ingredient’s specifications applied by the manufacturer of 

the finished product to test quality before use.  If any differences exist between the active 

ingredient specifications used by the active ingredient manufacturer and the finished product 

manufacturer, these should be identified, explained, discussed and justified.  

Where non-pharmacopoeial specifications are applied, a tabulated summary of the tests, test 

methods and limits should be provided.  The specifications applied should be justified for their 

ability to assure the quality and consistency of the ingredients used.  

Similarly, where a pharmacopoeial monograph is used as the specification, any modification 

to the pharmacopoeial requirements should be justified.  

For example:  

• Permitted isolates and synthetic duplicates of materials of natural origin (e.g. flavonoids 

such as rutin and vitamins) should be identified at the raw material stage by physical 
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description (e.g. colour, crystalline form, melting point or boiling point, optical rotation, etc.) 

and chemical identification tests such as infrared spectroscopy should be performed.  To 

explain, fish oils can be characterized by the fatty acid composition of the oil, acid value, 

anisidine value, peroxide value, total oxidation value, specific peak retention times from 

chromatography compared to a reference standard and/or any other identification tests.  

• If the ingredient is an enzyme, characterization includes details of the source organism. 

Other details such as gel electrophoresis, substrate specificity, isoelectric point, specific 

activity should be documented. Testing can be done according to pharmacopoeial 

methods or methods approved by the International Enzyme Commission.  

• For probiotics where strain identification is necessary, applicants should refer to 

Guidelines for QSE for Probiotics.  

2.1.4.1  Limits and Tests  

If a recognised pharmacopoeial monograph for the active substance exists, it must be used 

unless otherwise justified.  Note that the most recent edition of any pharmacopoeial standard 

or monograph is applicable, or a well-motivated justification for not doing so provided.  The 

requirements of the recognised pharmacopoeias or applicable general monographs in these 

pharmacopoeias must be met except where a justification for not doing so is sufficiently 

motivated by the applicant.   

Sometimes, the pharmacopoeial requirements may be insufficient to control the quality and 

consistency of an ingredient, and an applicant may apply additional tests. But not acceptable 

to:  

• adopt selected tests from a pharmacopoeial monograph with insufficient expert 

motivation;  

• selectively combine tests and/or limits from one specific pharmacopoeial monograph with 

another pharmacopoeial monograph (without having ensured full compliance with either); 

or 

• adopt an earlier edition of the pharmacopoeial monograph or standard when a more 

recent edition that has been accepted by the MCC.  

Where non-pharmacopoeial specifications are applied, a tabulated summary of the tests, test 

methods and limits should be provided (e.g. assay (non-aqueous titrimetry): 99, 0–101, 0 %).  

The specifications applied should be justified for their ability to assure the quality and 

consistency of the ingredients used.  

    
2.1.4.1  Limits and Tests - continued  

In the same way, where a pharmacopoeial monograph is used as the specification, any 

change to the pharmacopoeial requirements should be justified.  

The specifications for the active ingredient should be guided by the compositional information.  

2.1.4.2  Impurities and Incidental Constituents (Module 3.2.S.3.2)  

Starting substances and intermediates must be free of contaminants.  

 

The absence of orthodox pharmaceutical substances (drugs), chemicals or adulterants must 

be confirmed.   
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Information about impurities not dealt with in the monograph or standard should be provided. 

An applicant should be aware that the manufacturing process for the substance may differ 

from the process for the substance upon which the monograph is based and so, different 

impurities may be present.   

One of the key purposes of raw material specifications for health supplements or herbal 

medicines is to define whether the active raw material is free of contaminants having safety 

implications.  Therefore, incidental constituents and impurities need to be considered and 

tests and limits included in the active ingredient specifications. Impurities and incidental 

constituents are those constituents that may be present in a substance as a by-product of the 

production, processing or storage of a substance, and are immaterial to the nature of the 

substance but undesirable.  

The production, processing and storage of substances may cause impurities and unwanted 

constituents; for example, micro-organisms, microbial toxins, radionuclides, metals and non-

metals, pesticide residues, degradation products, general contaminants, solvent residues 

and manufacturing by-products.  These constituents may be hazardous to human health and 

their presence needs to be minimised. An applicant should describe the procedures adopted 

to find these impurities and remove these harmful substances from the finished product.  

An applicant should consider each likely impurity and incidental constituent and decide 

whether relevant to the substance in question.  This should include consideration of the 

following:  

• microbiological limits (moulds and bacterial endotoxins)  

• microbial toxins / mycotoxins e.g. aflatoxins, and ochratoxins;  

• radionuclides;  

• radiolytic residues;  

• metals and non-metals, e.g. lead, arsenic, selenium;  

• agricultural and veterinary chemicals, e.g. pesticides, fungicides;  

• general contaminants, e.g. dioxins, polychlorinated biphenyls;  

• solvent residues; and  

• manufacturing by-products, e.g. reagents, catalysts, co-extractives, degradation 

products.  

2.1.5  Batch Certificates of Analysis (Module 3.2.S.4.4)  

Certificates of analysis should be provided, updated and maintained for at least two recent 

commercial-scale production batches to prove routine compliance with the specification or 

monograph.    

    
2.1.5  Batch Certificates of Analysis - continued  

If data on commercial-scale batches are not available, certificates of analysis should be 

provided for pilot-scale batches manufactured using the same process as intended for 

commercial-scale batches.  

Certificates of analysis should be provided for any batches of material used in toxicity tests 

and clinical trials reported in support of the application.  This will help the MCC to decide 

whether the substance intended for delivery is the same as that on which safety data have 

been provided.  It is important that batch analysis data for the active ingredient are included 

for batches used in clinical trials reported in support of the application.  
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2.1.6  Justification of Specification (Module 3.2.S.4.5)  

If an applicant proposes to use a different monograph or standard when a BP, Ph. Eur. or USP 

standard exists, well-motivated justification for doing so is required.  The justification should 

explain why the standard(s) cannot be met and detail what alternative(s) are proposed and 

why.  

If no relevant monograph or standard for the active ingredient exists, a detailed justification for 

the proposed specifications should be provided.  The justification should address the central 

role of the active ingredient specifications to confirm a consistent high-quality substance in the 

finished product by controlling identification, assay, control of impurities and other quality 

factors of the active ingredient.  

2.1.7  Stability (Module 3.2.S.&)  

Refer also to the Stability guideline  

Stability data must be provided for health supplement or herbal medicine active ingredients to 

help identify any particular degradants or impurities formed and monitored as part of the overall 

stability program.   

2.2  Finished product (Module 3.2.P)  

It is possible to test for a specific active ingredient in a finished product if the ingredient is a 

single chemical entity while the ease of testing is determined by the complexity of the matrix.  

The final dosage form description should be documented as part of the finished product 

identification.  Tests for identification of the finished product might include tests such as 

organoleptic evaluation (sensory characteristics e.g. taste, odour, feel, appearance such as 

colour and shape of the capsule or tablet, etc.).  Where the active ingredient is a defined 

chemical entity, or where a marker is present, chemical identification tests (e.g. comparison of 

a retention time of a High Performance Liquid Chromatography (HPLC) peak with a standard) 

should be used.  

A physical description of the finished product should always be included in the finished product 

specifications (e.g. clear colourless liquid, size 0 capsule red cap, blue body).  

2.2.1  Description and Composition of the Product (Module 3.2.P.1)  

A description of the finished product that includes the following information should be provided:  

• table of the ingredients in the product and their purpose in the formulation (e.g. active, 

disintegrant, antimicrobial preservative);  

• full/complete description of the dosage form, including any special character (e.g. modified 

release, film coated, uncoated);  

• type of container and closure for the product, including the materials.  

2.2.1  Description and Composition of the Product - continued  

The table of ingredients should give greater detail than just the product formulation.  It should 

include overages (additional quantities of ingredients, over the amounts nominated in the 

product’s formulation, added during manufacture) if any.   

Components of a formulation are divided into active ingredients and inactive ingredients.  
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2.2.1.1  Active Ingredients  

Active ingredients in health supplements or herbal medicines are those substances having a 

therapeutic role in the formulation. The “therapeutic role”, in the case of health supplement, 

means the product is used to change a nutritional physiological metabolic effect in humans 

in a way that complements, assists, maintains and promotes health but is not intended to 

diagnose, treat, cure or prevent any disease. 

No added substances should be included in the formulation as active ingredients that do not 

make a direct and proven contribution to the proposed indication(s) for the medicine.   

2.2.1.2  Inactive Ingredients  

Inactive ingredients are substances used to aid in the manufacture of therapeutically active 

substances into dosage forms suitable for administration to consumers.  Each inactive 

ingredient included in a formulation must have a justifiable excipient role and should be 

controlled by specifications.  

Applicants should make sure the intended use of an inactive ingredient is suitable and used 

in amounts to achieve its technical purpose.  Applicants should make sure the excipient is 

approved for use as such.  

2.2.1.3  Additives  

Refer to the Pharmaceutical & Analytical Guideline.  

Health supplements or herbal medicines may not contain:  

• any additive, colourant, flavourant, sweetener or preservative that is not permitted in 

foodstuffs (refer to the Foodstuffs, Cosmetics, and Disinfectants Act, 1972 (Act 54 of 

1972)or with directives of the EU or the register of the FDA);  

• any added fluoride in any form, or  

• any additive which may contain aluminium.  

In addition, the following sweeteners are not suitable for use in health supplement or herbal 

medicines.  

 

Artificial (non-nutritive) sweeteners, namely:  

• Acesulfame K  

• Aspartame  

• Calcium cyclamate  

• Calcium saccharin  

• Saccharin  

• Sodium cyclamate  

• Sodium saccharin  

• Sucralose, or  

• Thaumatin  

Permitted sweeteners would include:  

• Stevia  

• Sugar alcohols, and  

• Mono-and Di-saccharides  



RDG HS comments  

Registration of Medicines  Health Supplements  

  

7.04_QSE_Health_Supplements_Nov14_v1  Nov 2014  Page 29 of 451  

2.2.1.4  Modified Release Products  

Refer to Dissolution and Biostudies Guidelines.  

Controlled release claims of modified release formulation must be confirmed by both 

physicochemical data (dissolution data) and clinical data (bioavailability data).  

2.2.1.5  Batch-to-batch variations in the amount of ingredients  

(i) Routine variations in inactive ingredients:  

It is recognised that it may be necessary to vary the quantities of specific inactive 

ingredients from batch to batch to achieve acceptable results during manufacturing.  

Table 1 lists the changes to the nominal amounts of inactive ingredients that may be 

made in the manufacture of immediate release complementary medicines.  

Table 1. Changes to the nominal amounts of certain excipients may be made as set 

out below.  

Inactive ingredient type  
Acceptable range around 

the nominal formulation  

Quantity of ingredients whose function is to contribute to viscosity  +/– 10 %  

Granulating fluid (fixed composition)  +/– 10 %  

Disintegrant (even if the excipient serves more than one role in the 

formulation)   

up to +25 %  

Talc and water-soluble lubricants and glidants  –25 % to +100 %  

Water-insoluble  lubricants  and  glidants,  except  talc  

(e.g. magnesium stearate, stearic acid)  

+/– 25 %  

Filler (bulking agent) in hard gelatin capsules  +/– 10 %  

Carriers and potency-adjusting ingredients for materials of 

biological and herbal origin  

+ /– 10 %  

Filler (bulking agent) in tablets and soft gelatin capsules to account 

for the changes in the item above  

+ /– 10 %  

 

(ii) Variations in content of some active ingredients  

For some active ingredients, the mass of the active raw material used in a batch of the 

formulated product may vary according to its composition.  

Where the composition varies, fluctuations in the quantity of active raw material may 

affect the proportions of excipients present in the finished product relative to the nominal 

formula.  In this situation, the manufacturer may compensate for the fluctuations in the 

mass of active raw material added by adjusting the amount of a nominated excipient to 

maintain a target mass for the batch.  

This should be identified in the application.  Batch-to-batch approval is not normally 

required.  The formulation given in the application should have an annotation indicating 

that the actual mass of active raw material will vary according to its estimated amount, 

and a formula should be provided showing how the amount of adjustment will be 

calculated.  There should be an indication of which other inactive ingredients will be 

varied, and the limits of the variation.  
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The reasons for proposed ranges in the quantities of any ingredients should be 

described in the product development summary.  Validation data should be provided for 

the proposed ranges.  Where the product is a tablet or capsule, the validation data 

should include dissolution or disintegration data, using the test method in the proposed 

finished product specifications as defined in 2.2.5  

2.2.1.6  Overages  

If an overage (an additional amount of an ingredient added during manufacture and greater 

than the amount nominated in the product’s formulation) is used during manufacture, details 

of the overage used should be included about the maximum allowed overage limit.   

The application’s product development summary should include a justification for the 

proposed overage.  The use of an overage to compensate for poor analytical methodology 

or poor stability performance is not enough justification.  

2.2.2  Product Development (Module 3.2.P.2)  

Information on product development and rationale should be provided, including reference to 

and discussion of the studies that led to the proposed dosage form, formulation, method of 

manufacture and container.  

Where a medicine has modified release characteristics or an unusual method of manufacture, 

the product development summary should include a detailed discussion and justification of the 

development of those characteristics or method and any relationship with the finished product 

specifications.  For example, for an enteric-coated tablet, dissolution and formulation studies 

performed during development should be described and related to the dissolution test in the 

finished product specifications.  

If any overages are proposed, the developmental work that led to the proposed overage should 

also be discussed.  

2.2.3  Manufacture of the Finished Product (Module 3.2.P.3)  

2.2.3.1  Licensing and Control  

The manufacturer’s licence carries details of the types of manufacture permitted under the 

licence (authorised manufacturing and material handling activities). Where a product is 

imported, each nominated overseas manufacturer is expected to demonstrate an acceptable 

standard of GMP. Refer to SA Guide to GMP.  

2.2.3.2  Batch Formulation  

A batch formulation should be provided in table format.  It must include the components used 

in the manufacture of the finished product and their quantities on a per batch basis (including 

any overages), correlated to the unit formula.  

2.2.3.3  Description of Manufacturing Process and In-Process Controls  

Details of the manufacturing process for the finished product should be provided for each 

manufacturing site.  These steps should include the manufacture of the dosage form, 

packaging and labelling, chemical and physical testing, microbiological testing and release 

for sale. The manufacturing details should include information about:  

• solvents that are used even if they are evaporated from the product during manufacture;  
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• polishing agents that do not appear in the formulation.  

2.2.4  Control of Inactive Ingredients – Specifications (Module 3.2.P.4)  

All ingredients in health supplement or herbal medicines, including inactive ingredients, should 

have suitable specifications. 

   

If no relevant monograph or standard for an inactive ingredient exists, full details of the 

specifications for each excipient are required.  

2.2.5  Control of the Finished Product – Specifications (Module 3.2.P.5)  

The finished product specifications are a set of tests and limits that are applied to the finished 

medicinal product to ensure that every batch is of satisfactory and consistent quality at release 

and throughout its shelf life.  The specifications should monitor all parameters (generally by 

physico-chemical testing) where variation would be likely to affect the safety or efficacy of the 

product.  

The specifications against which a finished product is tested before release for sale are 

referred to as the “batch release” specifications in this document; those against which the 

product is tested to ensure satisfactory quality throughout its shelf life are referred to as the 

stability specifications.  

The finished product specifications should be provided, defining the physical, chemical and 

microbiological characteristics of the product and detailing quality-control test methods and 

test specifications.  

2.2.5.1  Data Requirements  

Release and stability specifications must be tabulated separately.  

Tighter limits are applied at batch release to parameters to allow for possible changes to the 

product during storage (e.g. decomposition/degradation of the active ingredient).  

The batch release limits must be chosen to guarantee that batches will follow the expiry 

specifications throughout the product’s shelf life.  

As a minimum, the stability specifications should include all the tests in the batch release 

specifications. 

  

Identification  

• The final product must be identified by accepted pharmacopoeial methods or when 

not available, by validated in-house methods.  Product identification must be 

supported by a documented paper trail.   

• Assay  

• Suitable pharmaceutical or therapeutic markers may be used together with accepted 

and validated test procedures to determine the concentration or strength of starting 

substances and/or final products.  

• Concentrations or quantities of scheduled substances must be specified and 

controlled within the limits stated for a specific Schedule.   

2.2.5.2  Impurity Requirements for Non-pharmacopoeial Products  
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The specifications for finished products for which there is neither a BP, Ph. Eur. nor USP 

monograph for a closely related finished product, should include tests and limits for impurities 

related to the active ingredient.  

For impurity limits, the results of stability studies should be taken into account and reference 

should be made to information on toxicity.  Specifically, the amount and types of impurities in 

the stability studies should be consistent with the stability specifications and the proposed 

shelf life.  

Consideration also needs to be given to the materials examined in the toxicity studies so that 

the product is consistent with the submitted safety data.  

Unless otherwise stipulated by the MCC for a particular product, limits on impurities in finished 

products apply to impurities from all sources except water.   

2.2.5.3  Residual Solvents  

As well as controlling residual solvents in the active ingredient, it is necessary to consider the 

total quantity of residual solvents that may be present in the finished product.  This includes 

solvent residues that are present in the active ingredient and inactive ingredients and solvent 

residues resulting from the manufacture of the finished product.  

Depending on the quantities and types of solvent residues from each of these sources, it may 

be proper to include a test and limits for residual solvents in the finished product 

specifications.  

2.2.5.4  Microbiological Requirements  

Non-Sterile Products  

Every non-sterile dosage forms should include limits for microbial content in the finished 

product batch release and stability specifications.  

Products with significant water content (e.g. oral gels and liquids) are likely to support 

microbial growth.  Such products should include tests and limits for microbial content in both 

the batch release and expiry specifications.  

For products containing an antimicrobial preservative, both the batch release and stability 

specifications should include physico-chemical tests and limits for content of preservatives.  

As the effectiveness of many preservatives is pH dependent, the specifications for such 

products should include requirements for pH that will confirm preservative efficacy.  The 

stability limits for the preservative should be supported by preservative efficacy testing that is 

performed during stability testing.  

If animal-derived proteins are used as raw materials or in the manufacturing process, there 

must be evidence of no risk of transmitting infectious viral agents (such as BSE) or effective 

viral inactivation or removal in the manufacturing process.  

Antimicrobial Ingredients  

Antimicrobial preservatives are ingredients added to dosage forms to protect from 

microbiological growth and associated degradation.  Where antimicrobial preservatives are 

added to a product other than as an active ingredient, tests must be utilised that demonstrate 

the effectiveness of antimicrobial protection are performed on the product.  Test methods 

used and tolerance limits should be as given in an acceptable Pharmacopoeia (e.g. current 
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USP <51>; Ph. Eur. 5.1.3), and should be performed on the final dosage form with suitable 

limits included.  

The concentration of the preservatives effective in the final dosage form should be below a 

level that may be toxic to human beings, and should be at the lowest concentration necessary 

to protect the product.  

2.2.5.5  Tablets and Capsules  

Dissolution may be an indicator for bioavailability and is then considered an important part of 

quality control for solid oral dosage forms.  Refer to Dissolution Guideline.  

 

Modified release products must include dissolution testing in the finished product 

specification.   

2.2.5.6  Analytical Procedures & Validation  

Details should be provided of all analytical methods used in the specifications, together with 

validation data that prove (among other things) accuracy, precision, specificity (e.g. freedom 

from interference by degradation products and other likely impurities), and linearity.  

2.2.5.7  Justification of Finished Product Specifications  

The suitability and acceptability of the tests, limits and test methods proposed for the finished 

product should be justified with reference to the results of the method validation studies and 

the ability of the specifications to guarantee the quality and consistency of the finished 

product.  

A detailed commentary or justification for any unusual features in the finished product 

specifications must be included.  

The limits applied at batch release should be justified in terms of their ability to make sure 

that the product will stay within the expiry specification throughout its shelf life.  For example, 

if the batch release and stability limits for assay are identical, the implication is that there will 

be no loss of the active ingredient throughout the shelf life.  Any changes or unusual variability 

in the results obtained in the stability studies need adequate explanation.  

The reasons for proposed ranges in the quantities of any ingredients should be appropriately 

outlined and justified in the application.   

2.2.6  Batch Certificates of Analysis and Quantification  

At least three certificates of analysis for the final product to show compliance with batch release 

specifications must be provided and made available on request.  These certificates should 

relate to one or more production batches of the medicine or to trial batches if production 

batches have not been manufactured.    

In such a case, the applicant should identify any differences between the trial process and the 

manufacturing process.  The batch certificate for the trial batch and the first production batch 

(if available) must be submitted.  The applicant should identify any differences between the 

trial process and the manufacturing process.  

For imported products, each batch must be accompanied by a Certificate of Analysis and an 

identification and assay test must be performed locally before such a batch is released for sale 
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to demonstrate that product integrity has not been prejudiced during transit, unless exemption 

from this requirement has specifically been granted by the Council.   

Refer to the Post-Importation Testing Guideline.  

If the transport method is properly monitored and the transport complies with the storage 

conditions, then only a description and an identification test by the importer are required. 

Exemption from these requirements may be considered per product.  

Quantification in analysis may take place by assay or input.  

2.2.6.1  Quantification by Assay  

Quantification by assay is a method for determining the presence or quantity of a component 

or ingredient.  In the case of medicinal ingredients are single chemical entities, those that 

contain a constituent used to standardize a product, or for those who have a known biological 

activity, quantitative assay tests can be done at the finished product stage according to proper 

analytical methods described in the pharmacopoeias (e.g. USP, Ph. Eur.).  

    
2.2.6.1  Quantification by Assay - continued  

Botanical ingredients including extracts  

Specific marker compounds may be assayed in whole herbs and extracts of botanical 

ingredients.  

If no pharmacopoeial standard is available for assaying the marker, it is the applicant 

(proposed/holder of certificate of registration) responsibility to determine appropriate limits for 

the marker based on data on safety and efficacy of the product and natural variability of the 

marker.  

Quantitative tests for a particular component in an extract can be done at either the finished 

product stage or at the extract ingredient stage using proper analytical methods.  If the 

evidence supporting a claim is based on the quantity of a particular active component, 

quantification of that component should be performed at the finished product stage.  The 

quantification of a component of any extract can be recorded in the product registration 

application under the column entitled 'potency'.  When a marker compound is declared in the 

application and the label tolerance limits for quantification should be set such as an upper 

and a lower limit.  

Tolerance limits above 120 % may be used if scientifically justified. Safety of higher limits and 

degradation products should always be considered.  

Vitamins and minerals  

For vitamins, quantitative tests should be done on the finished product according to analytical 

methods described in an acceptable pharmacopoeia or other internationally accepted 

methods.  Tolerance limits for the quantity of vitamins and minerals should be as per USP 

limits for the individual vitamins and minerals. Without a pharmacopoeial standard, licence 

holders should have a scientific rationale for quantities that are outside the general tolerance 

limits of 80 - 120 %.  It is recommended that the lower limit for the assay be set at 90 % of 

the label claim to make sure a right quantity of the active ingredient at the expiry date.  

Potency of vitamins and minerals can be declared where suitable.  

Overage is used to compensate for losing vitamins and minerals during manufacture of the 

product or loss/degradation of vitamins and minerals during shelf-life of the finished product.  
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Isolates and synthetic duplicates  

When ingredients are isolates or synthetic duplicates and no pharmacopoeial standard is 

available, tolerance limits of 80 to 120 % of the label claim are suitable.  The safety of 

degradation products should be taken into account when considering to expand tolerance 

limits.  

Enzymes  

The quantity per dosage unit must include the activity of the enzyme.  Tolerance limits for the 

activity of enzymes should be 80 % to 150 % of the label amount.  The activity is measured 

according to the reaction catalysed by individual enzymes (substrate specificity).  Methods 

and units (e.g. FCC Lipase Units, FCC Lactase Units) given in the Food Chemicals Codex 

(FCC) should be used. Quantitative tests for a particular part in an extract can be done at 

either the finished product stage or at the extract ingredient stage using suitable analytical 

methods.  If the quantity of an enzyme is declared by mass, the activity should be declared 

as a potency.  The applicant’s responsibility is to ensure that products meet a minimum of 80 

% of the label claim for potency/activity at the end of the shelf-life.  

2.2.6.2  Quantification by input  

Quantification by input means the active ingredients are not assayed at the finished product 

stage.  The objective evidence that the quantity of a medicinal ingredient (e.g. a plant 

material) has been added to the finished product is calculated using the manufacturing batch 

record controlled by suitable application of GMP and in-process controls.  The quantity of a 

medicinal ingredient is expressed as the targeted mass (e.g. mg) of the processed substance 

in each unit of the dosage form.  It is the responsibility of the applicant to ensure quantification 

by input is apt for the ingredient.  

Quantification by input may be right when the active ingredient is a whole herb or a complex 

extract.  With medicinal ingredients where the health supplement or herbal medicine’s 

formulation is of such complexity that a validated assay method for the quantity of an 

ingredient is unavailable or difficult to achieve (e.g. no published method of analysis for the 

active ingredient, or the excipients interfere with analysis), quantification by "input" may be 

considered to be acceptable.  

It may be acceptable to quantify an ingredient by input for a multi-ingredient product (e.g. 

multivitamin mineral products).  In this case, the product applicant uses controls other than 

assay for some of the ingredients present, and assays critical ingredients.  Raw material 

specifications for the medicinal ingredient(s) to be quantified by input should be 

comprehensive to ensure that adequate control of the medicinal ingredient(s) occurs and 

should be available upon asking.  Standard operating procedures (SOPs) and batch records 

should document the controls that are in place during manufacturing to ensure an adequate 

amount of active ingredient is added to the mix during processing to achieve the labelled 

quantity per dosage unit.  These documents should indicate the target quantity for the 

medicinal ingredient (i.e. 100 % of the label claim) and include controls on mass variation 

during tabletting or encapsulation.  A 5 % variation in mass for individual dosages is 

acceptable.  A description of how batch homogeneity will be controlled should exist and be 

available to the MCC on request if more than one medicinal ingredient is mixed, or if the 

medicinal ingredient is mixed with non-medicinal ingredients.  

2.2.7  Container (Module 3.2.P.7)  
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Refer to Pharmaceutical & Analytical Guideline  

A description of the container and closure system should be provided, including the materials 

used.  The suitability of the container should be justified in terms of its compatibility with the 

product and its ability to protect the product physically and from moisture and light.  

2.2.8  Finished Product Stability (Module 

3.2.P.8)  

Refer to Stability Guideline  

Applications to register a complementary medicine must include stability data for the proposed 

finished product.  Stability data must show with a high probability, that the product intended 

for market will stay safe, of consistent quality and efficacious throughout the product’s shelf-

life.  Stability data will form the basis for setting a shelf-life and recommended storage 

conditions for the product. The following headings are recommended:  

• study design;  

• test methods;  

• commentary on the results obtained in the studies for individual parameters (including 

any trends);  

• conclusions and summary of claims.  

    
2.2.8  Finished Product Stability (Module 3.2.P.8) - continued  

The minimum permitted shelf-life is two years unless otherwise stated or the applicant can 

present data to motivate to allow shelf lives less than two years.  The maximum allowed shelf-

life is 5 years for stable salts.  

2.3  Amendments  

For any amendments or changes to finished products, refer to the Amendments Guideline.  

  

3  SAFETY AND EFFICACY REQUIREMENTS  

3.1  General  

Paramount to the general principles underpinning the registration and post-registration sale of 

Health supplements or herbal medicines are that all products associated within this sub-

category of Complementary Medicines shall NOT CONTAIN: 

   

• any other pharmacological or physiological active substances except those stated on the 

label;   

• any human part or substance derived from any part of the human body;  

• undesirable substances; 

• scheduled substances above Schedule 0 (when indicated for any listed purposes in the 

Annexures);  

• any active substance which is a chemically-defined isolated constituent of plants, fungi, 

algae, seaweeds, lichens, animals or minerals, or a combination of any one or more of 

these, that is documented to exert pharmacological action for medicinal use unless 
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otherwise explicitly provided for in the list of substances associated with each 

classification;  

• agents that can lead to animal-transmissible diseases such as Transmissible Spongiform 

Encephalopathy (TSE), if they contain ingredients derived from animal sources;   

• any colourant, flavourant, preservative or sweetener that is not permitted in foodstuffs 

(Foodstuffs, Cosmetics and Disinfectants Act, 1972 (Act 54 of 1972); or 

• be an injectable preparation.  

 

Unless otherwise stipulated or provided for in another manner, health supplements or herbal 

medicines may contain non-active (inactive) ingredients classified as being Generally Regarded 

as Safe (GRAS)  

(http://www.fda.gov/food/IngredientspackagingLabeling/GRAS/). Applicants are required to 

make reference to the relevant GRAS listing and ensure the substance complies with specified 

requirements.  

In general, health supplements or herbal medicines should not be intended for supply to any 

children under the age of seven (7) months old unless supplementation is warranted under 

medical supervision. Applicants are expected to include such information on their labelling 

(label/s, PIL, and PI).  

3.1.1  Single Substance Formulations  

Products containing single substances must conform to the dosage range provided in the 

relevant ANNEXURE.  All products are required to display any prescribed warnings on the 

label, Package Insert and Patient Information Leaflet.  

3.1.2  Multiple Substance Formulations  

Applicants must present sufficient data showing the combination of such substances are safe 

in the dosages indicated.  Product specific data implying the safe administration should be 

included in any application.  Literature (including references, other acceptable sources and 

monographs) must be submitted in substantiation of the safety profile of the product.  

3.1.2  Multiple Substance Formulations - continued  

Any multiple substance formulation which has a substance of discipline specific origin 

(philosophy) and other substances approved for use for inclusion in a health supplement or 

herbal medicine product, must be submitted as a “combination product” and not as a health 

supplement or herbal medicine. For a discipline specific product, an applicant will need to show 

explicit, cogent philosophies of use amongst every ingredient and traditional use and/or 

associated clinical evidence should accord with the provided claim.  For combination products 

refer to Guideline for Complementary Medicines - Quality, Safety and Efficacy (Discipline 

Specific)  

3.2  Labelling and Allowable Claims  

Health supplements or herbal medicines should be labelled according to labelling regulations 

as stipulated by the Medicines and Related Substances Act, 1965 (Act 101 of 1965).   

Unless specifically pre-approved as a disease risk reduction claim by the MCC, indications 

(claims) that refer (explicitly or implied) to the treatment, or cure of specific diseases are not 

http://www.fda.gov/food/IngredientspackagingLabeling/GRAS/
http://www.fda.gov/food/IngredientspackagingLabeling/GRAS/
http://www.fda.gov/food/IngredientspackagingLabeling/GRAS/
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suitable for use for health supplements or herbal medicines.  Applicants are therefore required 

to make sure that the following disclaimer appears on their labelling where an approved disease 

risk reduction claim is not used: “Registered health supplements or herbal medicines (whichever 

is applicable) are not intended to diagnose, treat, cure or prevent any disease, unless 

supervised by a registered healthcare professional.” Non-registered health supplements or 

herbal medicines must follow the disclaimer as described in the regulations. 

3.2.1  Single Substance Formulations  

Of single substance formulations, only those claims provided in relevant ANNEXURES are 

permitted.  The applicant is expected to choose a health claim which matches the intended 

purpose and use of the health supplement or herbal medicine by the prospective user.  

Applicants must account for the dosage ranges provided for in the relevant ANNEXURE 

provided hereto. Any substance which falls above the maximum dosage limit will not allow 

registration as a Health supplement or herbal medicine. In the case of single substance 

formulation that falls below the minimum dosage, no claim may be used from those stipulated 

for the relevant substance(s).  Applicants may motivate for a claim for such products if efficacy 

for the product (backed up by suitable clinical evidence) can be proven for such claim.  

Health supplements or herbal medicines of single or multi-substance origin matching the 

health supplement or herbal medicine definition and sold without a claim need registration and 

must follow relevant Quality and Safety standards as provided for in this guidance.  

3.2.2  Multiple Substance Formulation Claim Development  

Claims for a multiple substance formulation which conform to the definition of a health 

supplement or herbal medicine may be formulated by the applicant if not given.  Such claims 

are allowed if they conform to the general principles in this guidance coupled with a specific 

motivation that ingredients justify such claim.  

Due to the nature of multiple substance formulations, standardised claims are not always 

provided in the relevant ANNEXURES. As such, applicants may be required to propose an 

acceptable health supplement or herbal medicine claim that will adequately provide for the 

intended action, purpose and use of the product.  

A health supplement or herbal medicine claim is a statement that indicates the intended 

beneficial effect of a product when used following the recommended conditions of use 

including dosage and directions for use, contra-indications, warnings and special precautions, 

interactions, pregnancy and lactation and side-effects.  The term "recommended use or 

purpose" is often interchanged with "health claim" or "indications for use."  Claims associated 

with single substances may be used to generate claims related to multiple substance 

formulations as long as the claim is substantiated and accords with the other substances found 

in the formulation. Labelling and instructions for use of the product must follow the package 

insert and patient information leaflet outline in the regulations which should be included in or 

on the product’s pack. 

3.2.2 Multiple Substance Formulation Claim Development - 

continued  

The choice of wording may include any of:  
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• General health enhancement with no reference to specific diseases1  

• Health maintenance, including nutritional support.   

The use of the words “contributes”, “assists”, “helps”, “aids”, or “maintains” are the basis for 

claim formulation plus a beneficial physiological metabolic effect based on accepted scientific 

evidence.  The applicant is expected to formulate a suitable claim, which matches the product’s 

use.  

The use of any claim must consider minimum and maximum dosage levels prescribed for 

substances where the claim must relate to levels permitted in the relevant ANNEXURE and 

must justify the action of other included substances in the product.  A suitable justification from 

various allowable sources is required to substantiate any developed (non pre-approved) claim.  

In Table 2 is a list of terms and claims (including wording of similar meaning) that may not be 

used or associated with claim development.  This list is not exhaustive and will be updated 

periodically.  

Table 2: Undesirable Terms and Claims for Health supplement or herbal medicines  

100% safe   

Efficacious/Effective   

Guaranteed   

Magical  

Miracle / Miraculously  

No side effects   

Other drugs / products cannot compare with it   

Perpetual youth   

Sensational relief   

The No. 1 (unless substantiated)   

The only product to use   

World’s best   

Anti-ageing   

Arousal, Libido  

Breast enhancement, enlargement, growth   

Enhance intelligence / Increase IQ   

Enhancement of sexual organs  

Height enhancement / growth   

Hormone releaser/enhancer/amplifier   

Longevity   

Penis enlargement  

Reference to the cure, treatment or diagnosis of 

any disease unless specifically provided for.  

Sexual powers   

Alternatively, any terms that would reasonably infer a similar meaning or intention in English or any 

other language.  

 

For multiple substance formulations where any constituents fall below the allowable 

minimums, no claim may be used from those stipulated for the relevant substance(s).  

Applicants may motivate for a claim for such products as long as efficacy for the product 

(backed up by proper clinical evidence) can be proven related to such claim. 

4  TRANSITIONAL ARRANGEMENTS 

In this segment, we bridge the old and new legislation vital for the coherent implementation of 

the new amendment. This guidance defines how circumstances arisen under existing law are 

treated after the amended regulation. 

 

These changes have legal consequences. So, the status of activities or transactions conducted 

or begun under the former law has to be certain.  

 

                                                      
1 Health enhancement claims apply to enhancement of normal health.  They do not relate to enhancement of health from a 

compromised state.  
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It is important for those who relied upon an earlier law to know where they stand after its 

amendment. This segment, addresses these issues. However, where the regulations do not sort 

out existing circumstances upon which the new legislation will work, guidance is needed to clarify 

the legal effects of the changes. As an example, cases arise when it is impractical to move directly 

from the former law to the new law. In those cases, temporary rules are necessary to allow the 

transition to be made. 

 

Transitional arrangements contain rules to allow a smooth transition from operating under the 

former law to operating under new law. They set how activities or circumstances that began under 

the former law are to be dealt with when the new law is in force and set out how those working 

under the former law can adapt their current activities to meet the new legal conditions. Protection 

is needed to keep the legal effect or right despite the amendment. 

 

Then, these saving effects are necessary to maintain a legal position arrived at under the existing 

law, after a change has been made to law by amendment. The legal position may, for example: 

 

 comprise a legal provision or a common law rule; 

 

 be an acquired right or privilege (“vested right”); 

 

 be a duty or liability imposed by or under law. 

 

In sum, saving provisions do not institute changes to a legal position. They essentially preserve 

something that already has legal existence. They are used to prevent the undesired or 

unintended alteration of rights, privileges, duties or liabilities derived under existing law that could 

follow from the amendment of that law. 

 

If a law has been in force for some time, giving full and immediate effect to a major change, and 

to its replacement, may not be straightforward: 

 

It may be too much to ask people who have started an activity under one law to arrange their 

affairs to meet the new regime at once, or to stop their activity and start again under the new law; 

 

Complex changes may need to be phased in and existing arrangements phased out in a 

systematic approach; 

  

It may be impracticable to give effect to parts of the new law from the first moment the amendment 

comes into force.  

 

         Given these points, the plan for the transitional are to: 

 

 State precise steps for bringing the new law into full operation; 

 

 Change effects of the new law, in a transition period, in the interests of those who have 

begun, but not completed, transactions on the basis of the replaced law; 

 

 Make interim arrangements to have effect between the ending of the old provisions and 

the full implementation of the new ones. 
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Considering, the purpose of the savings plan is to protect existing rights for those products that 

qualify and to prevent new rules having a wider effect than is intended. A transitional arrangement 

safeguards against legal consequences valid under existing law. In one sense, the policy 

guarantees the continuation of past matters. This gives legal certainty and continued effect to 

past action taken when justified. 

Now turning to the phasing-in of the new regulatory arrangements, anyone engaged in an activity 

before the new legislation comes into force will be given time to adapt their activity to the new 

rules. This is based on the principle that the law uses the presumption against retrospective 

legislation to conclude new legislation does not apply to cases that arose before its enactment. 

It takes the view the legislature does not alter the legal basis upon which people have entered 

into lawful activities, without good reason and presumes statutes are not intended to change the 

law to cause the legal position of parties to differ from what it was when they started their action 

in reliance on the then current law. The amendment does not have retrospective application.  

 

As a result, the transitional plan has considered the following principles: 

 

 The purpose, coverage, administration and procedures in the new amendment regulatory  

scheme;  

 

 Comparison with the equivalent arrangements in the existing law; 

 

 Establishing in the existing law, or anything that could have been done under it, is to 

continue or requires immediate implementation when the new law comes into force; 

 

 These specified matters are identified and listed for action. 

 

This means nothing in the new law alters the earlier law as it affects the specified matters and 

so, specified matters are to be dealt with as if the law under which they were done continues to 

have force of law for that purpose. These stay unaffected by the new amendment. In other words, 

the existing matters treated as if made under or started under the new amendment as it has 

provisions that accommodate the existing cases as the new amendment does not introduces 

rules at variance or inconsistent with the earlier legislation. The new amendment to be treated as 

supplementing the existing law while the existing law continues unaffected by the new 

amendment. 

This directive applies to health supplements or herbal medicines for which an application for 

registration of a medicine has not been submitted and available for sale and called up for 

registration in terms of Section 14(2) of the Medicines Act.1 

                                                      
1 14.   Prohibition on the sale of medicines which are subject to registration and are not 

registered.—(1)  Save as provided in this section or sections 21 and 22A, no person shall sell 

any medicine which is subject to registration by virtue of a resolution published in terms of 

subsection (2) unless it is registered. 

(2)  (a)  The council may from time to time by resolution approved by the Minister, determine that 

a medicine or class or category of medicines or part of any class or category of medicines mentioned 

in the resolution shall be subject to registration in terms of this Act. 
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The following health supplement or herbal medicines must immediately be withdrawn from the 

market: 

 

 Injectable health supplements or herbal medicines preparations; 

 

 Health supplements or herbal medicines not intended for oral administration - taken 

through the mouth into the gastrointestinal system; 

 

                                                      

(b) Any such resolution may also relate only to medicines which were available for sale in the 

Republic immediately prior to the date on which it comes into operation in terms of paragraph (c) or only 

to medicines which were not then so available. 

[Para. (b) substituted by s. 7 (a) of Act No. 94 of 1991.] 

Wording of Sections 

(c) Any such resolution shall be published in the Gazette by the registrar and shall come into 

operation on 

the date on which it is so published. 

(3)  In the case of a medicine which was available for sale in the Republic immediately prior to 

the date of publication in the Gazette of the resolution by virtue of which it is subject to registration in 

terms of this Act, the provisions of subsection (1) shall come into operation— 

(a) if no application for the registration of such medicine is made within the period of six 

months immediately succeeding that date, on the expiration of that period; or 

(b) if application for the registration of such medicine is made within the said period, on the 

date one month after the date on which a notice in respect of such medicine is published 

in the Gazette in terms of section 15 (10) or section 17 (a). 

[Subs. (3) amended by s. 7 (b) of Act No. 94 

of 1991.] Wording of 

Sections 

(4)  The provisions of subsection (1) shall not apply in respect of the sale of any medicine— 

(a) compounded in the course of carrying on his or her professional activities by a 

pharmacist, veterinarian or person who is the holder of a licence contemplated in section 

22C (1) (a), for a particular patient in a quantity not greater than the quantity required for 

treatment as determined by the medical practitioner, pharmacist, practitioner or 

veterinarian; or 

(b) compounded by a pharmacist in a quantity not greater than that prescribed by regulation 
for sale in the retail trade, subject to the conditions likewise prescribed or in a quantity 

for a particular person or animal as prescribed by a medical practitioner or a dentist or a 
veterinarian or a practitioner or a nurse or other person registered under the Health 
Professions Act, 1974, and referred to in section 22A, as the case may be, 

if such medicine does not contain any component the sale of which is prohibited by this Act or any 

component in respect of which an application for registration has been rejected, and is not or has not 

been advertised: Provided that the active components of such medicine appear in another medicine 

which has been registered under this Act. 

[Subs. (4) substituted by s. 6 of Act No. 17 of 1979, by s. 7 (c) of Act No. 94 of 1991 and by s. 8 (a) of 

Act No. 90 

of 1997.] 
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 Health supplements or herbal medicines containing Schedule 1 or higher substances 

under the Medicines Act; 

 

 Health supplements or herbal medicines containing “banned” substances – such as 

yohimbine, damiana, kava kava and apiol; 

 

 Health supplements or herbal medicines containing substances not listed in the 

Annexures to this guideline; 

 

 Products styled as health supplements or herbal medicines that do not meet the definition 

for a health supplement or herbal medicine under the regulations of the Medicines Act; 

 

 Health supplements or herbal medicines making claims not listed in the Annexures to this 

guideline; 

 

 Recommended to diagnose, treat, cure or prevent any disease; 

 

 Health supplement not recommended to be used to change a nutritional physiological 

metabolic effect in a way that complements, assists, maintains and promotes health; 

 

 A permitted health supplement or herbal medicine ingredient recommending a daily dose 

higher than permitted under the Annexures; 

 

 Recommended for use in children when not permitted by the mini-monograph; 

 

 Recommended for use in pregnant and lactating women when not permitted by the mini-

monograph; 

 

 The regulator has reasonable grounds to believe the product has an ingredient is likely to 

result in injury to the health of a purchaser or consumer and whose presence in a health 

supplement or herbal medicine or other drug has led to a recall of the product or other 

drug, or the sale of the product or other drug being stopped under Section 23 of the 

Medicines Act. 

 

 Any medicine not meeting the prescribed requirements. 

 

The following health supplements or herbal medicines may remain on the market until registered 

or rejected by the regulator: 

 

 None of the above specified restrictions is applicable; 

 

 Registered health supplements or herbal medicines; 

 

 Only contain substances listed in the Annexures and below the maximum listed daily 

dose; 

 

 Only make claims permitted in the Annexures; 
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 Only presented in the pharmaceutical dosage form permitted in the Annexures; 

 

 Labelled according to Regulation 8, 9 & 10 of the General Regulations including the 

information contained in the relevant mini-monograph; 

 

 Manufactured in a Section 22C licenced manufacturing facility permitted to manufacture 

complementary medicines (licenced activity); 

 

 The health supplement or herbal medicine complies with all the relevant guidelines and 

the applicant is licenced and follows the Medicines Act, regulations and the regulator’s 

procedures (administrative guidelines) for the advertising, sale, distribution and recall of 

the product; 

 

 The health supplement or herbal medicine is undergoing stability testing as outlined in the 

relevant guidelines; 

 

 The availability of the health supplement or herbal medicine is in the public interest as 

regards its safety, quality and therapeutic efficacy and is suitable for its intended purpose.  

 

 Health supplements or herbal medicines imported into South Africa for local sale need 

prior approval from the regulator before importation. Conditions for such sale may be 

applicable. 

  

5  GLOSSARY OF TERMS  

This glossary includes terms used about medicines and provides clarity on terminology relevant 

to the registration process of complementary medicines.  

 

Words must be interpreted in context and not in isolation. Otherwise stated, the meaning of words 

of the text should be weighed up against the context in which you find them. There must be a 

balance between the text and context when seeking to interpret a particular word. Consult the 

Medicines and Related Substances Act, 1965 (Act 101 of 1965), as amended, for definitions.  

 

Act  

The Medicines and Related Substances Act, 1965 (Act 101 of 1965), as amended  

Active ingredient  

The therapeutically active component in a medicine’s final formulation that is responsible for its 

physiological,  chemical, pharmacological, immunological or metabolic action, which may include 

a whole substance such as a single herb.  

Active pharmaceutical ingredient (API)  

Therapeutically active component in the final formulation of the medicine, or  

A substance or compound that is intended to be used in the manufacture of a pharmaceutical 

product as a therapeutically active ingredient.  

Active raw material  

The unformulated active chemical substance, usually a powder or a liquid, in the form in which it 

is used to manufacture a dosage form, usually in combination with excipients.  



RDG HS comments  

Registration of Medicines  Health Supplements  

  

7.04_QSE_Health_Supplements_Nov14_v1  Nov 2014  Page 45 of 451  

Analysis  

Includes deconstruction and interpretation of data, examination and testing.  

Animal  

An invertebrate or vertebrate member of the animal kingdom.  

Applicant  

A person who submits an application for the registration of a medicine, an update or 

amendment to an existing registration;  

Application  

An application for registration made to MCC in terms of the provisions of Act 101 of 1965.  

Batch  

“Batch” or “lot” in relation to a medicine means a defined quantity of a medicine manufactured in 

a single manufacturing cycle and which has homogeneous properties.  

Bioburden  

The quantity and characteristics of microorganisms present in the medicines or substances or to 

which the medicines or substances may be exposed in a manufacturing environment.  

Biological products  

Products in which the active ingredient is a biological substance including antisera, antivenins, 

monoclonal antibodies and products of recombinant technology.  

Biological substance  

Substances of biological origin, which are frequently chemically complex and have a molecular 

mass greater than 1 000, such as hormones, enzymes and related substances, but not including 

herbal substances and antibiotics.  Biological substances are not uniquely defined by a chemical 

name because their purity, strength and composition cannot readily be determined by chemical 

analysis.  Substances that can be isolated as a low molecular mass pure substance, such as 

purified steroids, digoxin and ergotamine, are considered to be chemical substances.  

Clinical trial  

A planned study in humans or animals designed to investigate or report upon the effectiveness 

and / or safety of a medicine, which may also include qualitative evidence from appropriately 

designed studies.  

 

Combination herbal supplement 

A single product that contains more than one pre-approved active ingredient in combination 

meeting the requirements for a health supplement or herbal medicine or a discipline specific 

medicine;  

 

Complementary medicine means a sub-category of a medicine that: 

 

a) originates from plants, fungi, algae, seaweeds, lichens, minerals, animals or other 

approved substance as determined by Council, and 
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b) is a health supplement or herbal medicine: 

i. with an approved Schedule 0 active ingredient and health claim;  

ii. presented in a non-injectable pharmaceutical dosage form or delivery 

system taken orally;  

iii. used to change a nutritional physiological metabolic effect in humans in a 

way that complements, assists, maintains and promotes health; and  

iv. is not intended to diagnose, treat, cure or prevent any disease; or 

 

c) is a herbal medicine: 

i. containing one or more approved Schedule 0 herbal substances or herbal 

preparations, alone or in combination; 

a. herbal substances are whole, fragmented or cut plants, plant parts, 

algae, fungi, lichen in an unprocessed dried form but may be 

unprocessed and fresh including exudates;  

b. herbal preparations are obtained by subjecting herbal substances 

to treatments such as extraction, distillation, expression, 

fractionation, purification, concentration or fermentation and 

include comminuted or powdered herbal substances, tinctures, 

extracts, essential oils, expressed juices and processed exudates; 

c. notwithstanding, the inclusion in the herbal medicine of a vitamin 

or mineral is allowed provided the vitamin or mineral action is 

ancillary to the herbal active ingredient about the claimed 

indication;   

ii. herbal substances and preparations have a long-standing use, experience 

and well-established documented efficacy recognised over a period of at 

least 30 years; 

iii. data on the coherent tradition traditional use are adequate and not harmful 

and with an acceptable level of safety in the given conditions of use; 

iv. the pharmacological effects or efficacy are plausible on the basis of long-

standing use and experience;  

v. indicated for a self-limiting disease condition capable of self-diagnosis of 

symptoms and treatment intended and designed for use without health care 

practitioner supervision;  

vi. administrated in accordance with a stipulated strength and posology; 

vii. presented in a non-injectable pharmaceutical dosage form or delivery 

system taken orally, applied topically or by inhalation; and  

viii. is not intended to diagnose, treat, cure or prevent any disease; or 

 

d) is a discipline specific traditional medicine prepared and used according to the 

principles of: 

i. Ayurveda;  

ii. Chinese medicine and acupuncture;  

iii. Homeopathy;  

iv. Phytotherapeutic medicine; 

v. Therapeutic aromatherapy;   

vi. Unani Tibb; or  

vii. Other similar traditional medical discipline; or 
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e) is declared by the Minister, on recommendation by the Council, by notice in the 

Gazette to be a complementary medicine. 

 

Contract manufacture  

Where all or part of the manufacturing process of the medicine is carried out on a contract basis 

by a GMP licensed person other than the applicant, which may include principal manufacturers 

and other (sub) manufacturers.  

Counterfeit medicine  

A medicine in respect of which a false representation has been made with regard to its contents, 

identity or source by any means including its labelling and packaging;  

Dosage form  

The pharmaceutical form in which a product is presented for therapeutic administration, e.g. 

tablet, cream.  

Drug  

See Medicine.  Note that legislative definitions apply in both singular and plural forms.  

Excipient  

Any component of a finished dosage form other than an active ingredient (in some cases the 

distinction between an active ingredient and an excipient may not be clear cut, e.g. use of sodium 

chloride to adjust tonicity of an injection is an excipient).  An inactive ingredient.  

Expiry date  

The date (expressed as the month and year) after which the medicines should not be used.  

Finished product  

The finished or final dosage form of the complementary medicines when all stages of 

manufacture, other than release for sale, have been completed.  

Formulation  

A list of the ingredients used in the manufacture of a dosage form and a statement of the quantity 

of each ingredient in a defined weight, volume, unit or batch.  

Good manufacturing practice (GMP)  

The acronym GMP is used internationally to describe a set of principles and procedures, which, 

when followed by manufacturers of medicines, helps ensure that the products manufactured will 

have the required quality.  A basic tenet of GMP is that quality cannot only be tested into a batch 

of product but must be built into each batch of product during all stages of the manufacturing 

process.  

Herbal substances 

All mainly whole, fragmented or cut plants, plant parts, algae, fungi, lichen in an unprocessed, 

usually dried, form, but sometimes fresh. Certain exudates that have not been subjected to a 

specific treatment are also considered to be herbal substances. Herbal substances are precisely 

defined by the plant part used and the botanical name according to the binomial system (genus, 

species, variety and author).  

Herbal preparations 
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Preparations obtained by subjecting herbal substances to treatments such as extraction, 

distillation, expression, fractionation, purification, concentration or fermentation. These include 

comminuted or powdered herbal substances, tinctures, extracts, essential oils, expressed juices 

and processed exudates. 

Indications  

The specific therapeutic uses of medicines.  

Individual patient data  

In relation to complementary medicines, individual patient data means information, derived from 

clinical trials or observational data recorded during clinical practice, relating to individuals before, 

during and after the administration of the medicines to those individuals, including but not limited 

to, demographic, biochemical and haematological information.  

Label  

A display of printed information:  

a) on or attached to the complementary medicine OR  

b) on or attached to a container or primary pack in which the medicines are supplied OR  

c) supplied with such a container or pack AND in accordance with Regulation 8 of the 

Regulations to the Medicines Act.  

Licence  

A licence under Section 22C of the Act  

Licence number  

The number of the licence issued by the MCC to a manufacturer of complementary medicines 

for use in humans.  

Manufacture  

The production of medicines or any part of the process of producing medicines or bringing the 

medicines to their final state, including engaging in the processing, assembling, packaging, 

labelling, storage, sterilising, testing or releasing for supply of the medicines or of any component 

or ingredient of the medicines as part of that process.  

Manufacturer  

Corporation or person carrying out one or more of the steps specified in the definition of 

manufacture.  

Manufacturing licence  

A licence granted under Section 22C of the Act, relating to manufacturing of medicines.  

Medicine  

'medicine' means any substance or mixture of substances used or purporting to be suitable for 

use or manufactured or sold for use in-  

a) the diagnosis, treatment, mitigation, modification or prevention of disease, abnormal 

physical or mental state or the symptoms thereof in man; or  

b) restoring, correcting or modifying any somatic or psychic or organic function in man, and 

includes any veterinary medicine.  

Medicinal product  
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An alternative term to medicine for the finished, packaged product.  

Nutritional physiological effect  

A beneficial physiological effect brought about by nutritional substances, which is the sum of the 

physical and chemical processes in an organism by which its material substance is produced, 

maintained, and destroyed, and by which energy is made available.   

Oral  

Taken through the mouth into the gastrointestinal system.  

Pack size  

The size of the product in terms of the quantity contained in the container (e.g. volume in a multi-

use container) and / or the number of items in the primary / unit pack (e.g. number of tablets in a 

bottle).  

Presentation  

The way in which the complementary medicines are presented for supply, and includes matters 

relating to the name of the medicines, the labelling and packaging of the medicines, and any 

advertising or other informational material associated with the medicines.  

Primary pack  

The complete pack in which the complementary medicine, or the medicines and their container, 

are to be supplied to consumers.  

Principal manufacturer  

The manufacturer who manufactures the medicines or who performs one or more steps in the 

manufacture of the medicines and also contracts with, or controls the use of other manufacturers 

for the performance of the remaining steps in manufacture of the medicines.   

Product  

The commercial presentation or marketed entity of complementary medicine, excluding pack 

size.  

Proprietary name  

The registered trademark of the complementary medicine or the unique name assigned to the 

medicine by the applicant, approved by the MCC and appearing on the label.  

Quality  

Includes the composition, strength, potency, stability, sterility, purity, bioburden, design, 

construction and performance characteristics of the medicine.  

Regulations  

Regulations to the Medicines and Related Substances Act, 1965 (Act 101 of 1965), as amended.  

Route of administration   

Route by which a complementary medicine is applied on or introduced into the body.  

Scheduling  

In relation to a substance, means the schedule or schedules in which the name or a description 

of the substance is already or is to be included in the list of scheduled substances made in terms 

of Section 22A(2) of the Medicines Act.   
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Step in manufacture  

Any part of the process of bringing medicines to their final state and which may be completed 

separately from other parts of the process.  

Strength  

The quantity or quantities of an ingredient or ingredients in a medicine or a formulation expressed, 

for discrete units, as the nominal weight of the ingredient in the unit for other dosage forms, as 

the nominal weight or volume per unit weight or volume.  

Supply  

Includes supply by way of sale, exchange, gift, lease, loan, hire or hire purchase.  It also includes 

whether free of charge or otherwise, samples or advertisements, supply for testing the safety or 

efficacy, and for treatment of person or animal and includes the definition of “sell” in the Medicines 

Act.  

Therapeutic use / Therapeutic role  

In the case of health supplements, means the health supplement is used to change a nutritional 

physiological metabolic effect in humans in a way that complements, assists, maintains and 

promotes health but is not intended to diagnose, treat, cure or prevent any disease. 

Topical  

Applied to a certain area of the skin for a localised effect.  

6  UPDATE HISTORY  

Date  
Reason for update  Version & publication  

Nov 2014  First publication released for comment  v1 Nov 2014  

  
26 Feb 2015  Deadline for comment  
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ANNEXURE A 

[BLANK] 
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ANNEXURE B  

Motivation for inclusion of Substance as Health supplement or herbal medicine  

If any substance is not listed in the annexures provided as a health supplement or herbal medicine, 

applicants may submit an application to the MCC for consideration of the substance as a health 

supplement or herbal medicine, which outlines:  

• The recognition of another international regulatory body with a similar regulatory 

mechanism/standard as a nutritional substance, dietary supplement, nutritional form or health 

supplement or herbal medicine;  

• The safety profile of the product including:  

o Therapeutic 

profile;  

o Minimum 

effective doses;  

o Maximum safe 

values;  

o Known side 

effects;  

o Contraindicatio

ns, and  

o All known 

interactions 

(including 

interactions 

with medicines, 

other 

complementary 

medicines, 

health 

supplement or 

herbal 

medicines, 

disease 

processes or 

diagnostics 
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procedures), 

and  

• Any other literature or motivation in substantiation of such substance as a health supplement or 

herbal medicine and under specific circumstances.  

The origin of any complementary medicine is defined to be from plants, fungi, algae, seaweeds, lichens, 

minerals, animals or other substance as determined by Council. Where any medicine is not to be of 

plants, fungi, algae, seaweeds, lichens, minerals or animals the applicant should demonstrate that such 

a substance accords with its use as a health supplement or herbal medicine with respect to 

substantiation of dietary supplementation or nutritional physiological support.   

NOTE: Schedule 1 and higher substances or injectable forms of substances will not be considered as 

health supplements or herbal medicines.  Chemically-defined isolated constituents of plants, fungi, 

algae, seaweeds, lichens, animals or minerals, or a combination of any one or more of these will 

generally not be regarded as health supplement or herbal medicines, unless explicit motivation 

including recognition by other international regulatory bodies with a similar regulatory 

mechanism/standard and sufficient safety data is presented.  
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ANNEXURE C 

PROBIOTICS 

Allowable Levels and Claims 

Note: Any claims provided may be used with any of the stipulated dosage ranges.  

Minimum: Minimum Daily Levels required for use of Health supplement Claim/indication  

Maximum: Maximum Daily Levels permitted as Health supplement  

PROBIOTICS HEALTH SUPPLEMENT MINI-MONOGRAPH 

Bifidobacterium adolescentis  

Bifidobacterium animalis 

subsp. Animalis  

Bifidobacterium animalis 

subsp. Lactis  

Bifidobacterium bifidum  

Bifidobacterium breve  

Bifidobacterium lactis  

Bifidobacterium longum subsp. 

Infantis  

Bifidobacterium 

longum subsp. Longum   

Lactobacillus 

acidophilus  

Lactobacillus brevis  

Lactobacillus caucasicus  

Lactobacillus casei  

Lactobacillus fermentum  

Lactobacillus gasseri  

Lactobacillus helveticus  

Lactobacillus johnsonii  

Lactobacillus lactis  

Lactobacillus paracasei  

Lactobacillus 

plantarum 

Lactobacillus reuteri  

Lactobacillus rhamnosus  

Lactobacillus salivarius 

PROPER NAME: 

See column to the left for the proper name for each probiotic. 

 

SOURCE MATERIAL: 

Whole cell and Strain Designation. 

 

Note: The application for the registration of a medicine and 

label, package insert and patient information leaflet must 

identify the strain designation as the source material for 

each microorganism. 

 

Note: Any non-viable form of the active ingredients  (e.g. 

heat-killed, thermostabilised) is excluded from this 

monograph 

 

PHARMACEUTICAL STANDARD: 

Acceptable reference standard including: 

 

 Identifying the strain designation as the source 

material for each microorganism (e.g. Lactobacillus 

acidophilus ABC123 where "ABC123" is the strain 

designation). 

 

 Absence of virulence of each live microorganism 

must be established. 

 

 Stability/viability measures put into place must 

ensure that a minimum of 80% of the quantity 

declared on the product label is present at the end 

of shelf life; this applies to single ingredient counts 

for live microorganisms cultured separately, or total 

counts for blends where multiple live 

microorganisms have been cultured together. 

 

 In the case where the live microorganism can 

interfere with microbial impurity testing, a detailed 

rationale on how the final product complies is 
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required. Such rationale should include measures 

for live microorganism distinguishing at the finished 

product stage, along with a detailed explanation on 

how quality assurance measures are put into place 

to ensure microbial purity. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal 

system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 

modified release, Oral Liquid, Oral Liquid, powder for, Oral 

Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 

multilayer, Tablet, orally disintegrating, Tablet, soluble, 

Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or 

food-like dosage forms such as bars, chewing gums or 

beverages. 

 

PHARMACOLOGICAL ACTION: 

Helps support intestinal/gastrointestinal health. 

 

INDICATIONS: 

When ingested on a regular basis, probiotics should 

improve or normalise the microbial balance in the human 

intestines and thereby improve the functioning of the 

digestive tract/gut. 

 

CONTRA-INDICATIONS: 

If you have an immune-compromised condition (e.g. AIDS, 

lymphoma, patients undergoing long-term corticosteroid 

treatment), do not use this product.  

. 

If any bacterial/fungal strain in the product possesses 

unexplained atypical resistance to any antibiotic/antifungal 

agent, the name(s) of the antibiotic(s)/antifungal(s) agent(s) 

must be indicated as a contraindication on the label as 

follows: 

 

If you are taking XXX, do not use this product (e.g. If you 

are taking ampicillin, do not use this product). 
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WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

If you have fever, vomiting, bloody diarrhoea or severe 

abdominal pain, consult a health care practitioner prior to 

use. 

 

If symptoms of digestive upset (e.g. diarrhoea) occur, 

worsen, or persist beyond 3 days, discontinue use and 

consult a health care practitioner. 

 

Note: If any bacterial/fungal strain in the product has come 

into contact with a priority allergen or derivative (e.g. soy, 

gluten, milk, fish via the culture media)that is not listed as a 

medicinal or non-medicinal ingredient, one of the following 

risk statements must be included on the product label: 

 

 If you have a XXX allergy, do not use this product; 

OR 

 

 (May) contain(s) XXX 

 

INTERACTIONS: 

If you are taking XXX, do not use this product (e.g. If you 

are taking ampicillin, do not use this product). 

 

Always tell your health care professional if you are taking 

any other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please 

consult your doctor, pharmacist or other health care 

professional for advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

≥1 x 109 - CFU per dosage unit. 

 

Children 1-2 years: 

The acceptable pharmaceutical dosage forms are limited to 

emulsion/suspension and solution/drops. 

 

Children 3-5 years: 

The acceptable pharmaceutical dosage forms are limited to 

chewables, emulsion/ suspension, powders and 

solution/drops. 

 

Children 6-12 years, Adolescents 13-17 years, and 

Adults ≥ 18 years: 
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The acceptable pharmaceutical dosage forms include, but 

are not limited to capsules, chewables (e.g. gummies, 

tablets), liquids, powders, strips or tablets. 

 

Directions for use: 

If you are on antibiotic(s), take at least 2-3 hours before or 

after. 

 

If you are on antifungal(s), take at least 2-3 hours before or 

after. 

 

Do not share medicines prescribed for you with any other 

person. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if you 

experience any untoward effects while taking this medicine, 

please consult your doctor, pharmacist or other health care 

professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND 

PARTICULARS OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or 

pharmacist. If neither is available, contact the nearest 

hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

All liquid preparations: 

Store in refrigerator in a tightly closed, light-resistant 

container. 

 

This requirement does not apply to shelf-stable liquid 

preparations such as oil suspensions and emulsions. 

 

All non-liquid preparations (optional): 

Store in refrigerator in a tightly closed container. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if 

it has not received registration with the Medicines Control 

Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines 

Control Council. This medicine is not intended to diagnose, 

treat, cure or prevent any disease.” 
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END  
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ANNEXURE D 

PREBIOTICS 

Allowable Levels and Claims 

Note: Any claims provided may be used with any of the stipulated dosage ranges.  

Minimum: Minimum Daily Levels required for use of Health supplement or herbal medicine 

Claim/indication  

Maximum: Maximum Daily Levels permitted as Health supplement or herbal medicine  

PREBIOTIC HEALTH SUPPLEMENT MINI-MONOGRAPH 

Inulin PROPER NAME: 

Inulin. 

 

SOURCE MATERIAL: 

Cichorium intybus L. - root (Chicory)  

Helianthus tuberosus L. - tuber (Jerusalem artichoke) 

 

PHARMACEUTICAL STANDARD: 

Supplier specification. 

 

Detail:  

Specifications for chicory inulin: Hot water extraction only, no organic 

solvents and/or enzymes used. Specifications for standard inulin from 

chicory root (dwb): Appearance: white powder; Total fibre: 90% up to >98% 

(AOAC 997.08 or AOAC 999.03 method); Sugars: 5-11%; Max 2% if 

desugared; Degree of polymerization (DP) range: 2-60 (2-44 for late 

harvest); Average DP: 7-14; Molecules with DP < 10: 30-36%, up to 59% 

for late harvest; Molecules with DP < 20: 63-71% (up to 88% for late 

harvest); Molecules with DP >= 20: 29-37% (min 12% for late harvest) 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, Capsule, 

modified release, Capsule, soft, Granules, Granules, effervescent, 

Granules, enteric-coated, Granules, modified release, Oral Liquid, Oral 

Liquid, powder for, Oral Liquid, solution, Oral Liquid, suspension, Oral 

Liquid, syrup, Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, effervescent, Tablet, 

enteric coated, Tablet, film coated, Tablet, gelatin coated, Tablet, modified 

release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, soluble, 

Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like dosage 

forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 
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Prebiotics selectively stimulate the growth of the good and beneficial gut 

flora. 

 

INDICATIONS: 

Single substance formulation: 

Source of fibre for the maintenance of good health.  

  

Prebiotics such as [name of specific prebiotic] beneficially affects the 

intestinal flora by selectively stimulating the growth of the good/ beneficial 

gut flora/micro-organisms / positively affects intestinal health.  

  

An average of 6 g prebiotics is needed daily for general digestive health. 

 

Multiple Substance Formulation: 

Prebiotics such as [name of specific prebiotic] beneficially affects the 

intestinal flora by selectively stimulating the growth of the good/ beneficial 

gut flora/micro-organisms / positively affects intestinal health.  

  

An average of 6 g prebiotics is needed daily for general digestive health. 

 

CONTRA-INDICATIONS; 

No statement required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

Products providing ≥ 5 g inulin per dose:   

If you have diabetes, consult a health care practitioner prior to use. 

 

If you have symptoms such as abdominal pain, nausea, vomiting or fever, 

consult a health care practitioner prior to use. 

 

If you are experiencing a sudden change in bowel habits that has persisted 

for more than 2 weeks, undiagnosed rectal bleeding, or have failed to 

defecate following the use of a laxative product, consult a health care 

practitioner prior to use. 

 

INTERACTIONS: 

 

If you are taking medications, which inhibit peristaltic movement, consult a 

health care practitioner prior to use (e.g. opioids, loperamide). 

 

Take two hours before or after taking other medications or natural health 

products since the absorption of these products may be delayed. 

 

PREGNANCY AND LACTATION: 
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If you are pregnant or breastfeeding your baby please consult your doctor, 

pharmacist or other health care professional for advice before taking this 

medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Not suitable for children. 

 

Adults (≥ 18 years), 2 g - Advisory: Average of 6 g daily with a maximum of 

15 g. 

 

Directions for use 

Products providing ≥ 5 g inulin per dose: 

 

Take with 250 ml of water. 

 

Take two hours before or after taking other medications or natural health 

products since the absorption of these products may be delayed. 

 

Do not share medicines prescribed for you with any other person. 

 

SIDE-EFFECTS: 

Hypersensitivity has been known to occur. 

 

May cause mild gastro-intestinal discomfort (such as gas, bloating, 

cramps). 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF ITS 

TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If neither is 

available, contact the nearest hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

Store in well-closed containers at room temperature. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has not 

received registration with the Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 

 

END  
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ANNEXURE E 

VITAMINS 

Allowable Levels and Claims 

Note: Any claims provided may be used with any of the stipulated dosage ranges.  

Minimum: Minimum Daily Levels required for use of Health supplement or herbal medicine Claim  

Maximum: Maximum Daily Levels Permitted as Health supplement or herbal medicine 

 

VITAMINS HEALTH SUPPLEMENT OR HERBAL MEDICINE MINI-MONOGRAPH 

Vitamin A PROPER NAME: 

Vitamin A 

 

SOURCE MATERIAL: 

Vitamin A 

Vitamin A acetate  

Vitamin A palmitate 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of equal 

standard other than those approved that may be proper for specific 

ingredients or a particular health supplement or herbal medicine. However 

if a monograph is published in one of these approved pharmacopoeias, 

the pharmacopoeial monograph specification must be considered a 

minimum standard applied for testing of the designated active ingredient 

and finished product. 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, Capsule, 

modified release, Capsule, soft, Granules, Granules, effervescent, 

Granules, enteric-coated, Granules, modified release, Oral Liquid, Oral 

Liquid, powder for, Oral Liquid, solution, Oral Liquid, suspension, Oral 

Liquid, syrup, Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, effervescent, Tablet, 

enteric coated, Tablet, film coated, Tablet, gelatin coated, Tablet, modified 

release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, soluble, 

Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like dosage 

forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Vitamin(s) X (list in formulation) is/are essential for healthy human growth, 

metabolism, development, and body function. 

 

INDICATIONS: 
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Single substance products: 

Contributes to the maintenance of normal vision 

 

Contributes to the development and maintenance of night vision 

 

Has a role in the process of cell differentiation 

 

Contributes to normal growth 

 

Contributes to normal iron metabolism 

 

 

Contributes to the maintenance of normal mucous membranes 

 

Contributes to the maintenance of normal skin 

 

Contributes to the normal function of the immune system 

 

Contributes to the development and maintenance of bones and teeth 

 

A factor in the maintenance of good health 

 

Multiple Substance Products: 

Contributes to the maintenance of eyesight, skin, membranes and immune  

function  

 

Contributes the development and maintenance of night vision  

 

Contributes to the development and maintenance of bones and teeth  

 

A factor in the maintenance of good health  

 

Multi-vitamin supplement/ Multi-vitamin/mineral supplement   

 

CONTRA-INDICATIONS: 

No statement is required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

WARNING - When taken in excess of 3000 micrograms retinol 

equivalents, vitamin A can cause birth defects. 

 

If you are pregnant, or considering becoming pregnant, do not take vitamin 

A supplements without consulting your healthcare professional. 

 

EITHER 
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Vitamins can only be of assistance if the dietary vitamin intake is 

inadequate. 

OR 

Vitamin supplements should not replace a balanced diet. 

IF APPLICABLE: 

 

EITHER: 

Vitamins and minerals can only be of assistance if dietary intake is 

inadequate  

OR  

Vitamin and/or mineral supplements should not replace a balanced diet. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your doctor, 

pharmacist or other health care professional for advice before taking this 

medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: 

10 months - 3 years   30 μg – 600 ug 

 

4 - 8 years      30 μg – 900 ug 

 

9 - 13 years     30 μg - ≤1 500 μg 

 

14 - 18 years     65 μg - ≤1 500 μg 

 

Adults:      65 μg - ≤1 500 μg (5 000 I.U.)  

Adults includes pregnant and breastfeeding women. 

 

Directions for use: 

Do not share medicines prescribed for you with any other person. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this leaflet. 

Should your general health worsen or if you experience any untoward 

effects while taking this medicine, please consult your doctor, pharmacist 

or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF ITS 

TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If neither 

is available, contact the nearest hospital or poison control centre. 

 



RDG HS comments  

Registration of Medicines  Health Supplements  

  

7.04_QSE_Health_Supplements_Nov14_v1  Nov 2014  Page 66 of 451  

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has not 

received registration with the Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 

 

Vitamin B1 PROPER NAME: 

Thiamine 

 

SOURCE MATERIAL: 

Thiamine 

Thiamine diphosphate  

Thiamine hydrochloride  

Thiamine mononitrate  

Thiamine monophosphate 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of equal 

standard other than those approved that may be proper for specific 

ingredients or a particular health supplement or herbal medicine. However 

if a monograph is published in one of these approved pharmacopoeias, 

the pharmacopoeial monograph specification must be considered a 

minimum standard applied for testing of the designated active ingredient 

and finished product. 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, Capsule, 

modified release, Capsule, soft, Granules, Granules, effervescent, 

Granules, enteric-coated, Granules, modified release, Oral Liquid, Oral 

Liquid, powder for, Oral Liquid, solution, Oral Liquid, suspension, Oral 

Liquid, syrup, Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, effervescent, Tablet, 

enteric coated, Tablet, film coated, Tablet, gelatin coated, Tablet, modified 

release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, soluble, 

Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like dosage 

forms such as bars, chewing gums or beverages. 
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PHARMACOLOGICAL ACTION: 

Vitamin(s) X (list in formulation) is/are essential for healthy human growth, 

metabolism, development, and body function. 

 

INDICATIONS: 

Single substance formulation: 

Helps to metabolise carbohydrates 

 

Helps to metabolise proteins 

 

Helps to metabolise fats 

 

Contributes to normal energy-yielding metabolism 

 

Contributes to the normal functioning of the nervous system 

 

Contributes to normal psychological function 

 

Contributes to the normal function of the heart 

 

Contributes to normal growth 

 

A factor in the maintenance of good health 

 

Multi-substance formulation: 

Helps to metabolise carbohydrates, fats and proteins 

 

Contributes to normal growth 

 

A factor in the maintenance of good health 

 

Multi-vitamin supplement/ Multi-vitamin/mineral supplement 

 

CONTRA-INDICATIONS: 

No statement is required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

EITHER 

Vitamins can only be of assistance if the dietary vitamin intake is 

inadequate. 

OR 

Vitamin supplements should not replace a balanced diet. 

 

IF APPLICABLE: 

 

EITHER: 
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Vitamins and minerals can only be of assistance if dietary intake is 

inadequate  

OR  

Vitamin and/or mineral supplements should not replace a balanced diet. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your doctor, 

pharmacist or other health care professional for advice before taking this 

medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children:  

1- 13 years    0,04 mg - ≤100 mg 

 

14-18 years   0,07 mg - ≤100 mg 

 

Adults:     0,07 mg - ≤100 mg 

Adults includes pregnant and breastfeeding women. 

 

Directions for use: 

Do not share medicines prescribed for you with any other person. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this leaflet. 

Should your general health worsen or if you experience any untoward 

effects while taking this medicine, please consult your doctor, pharmacist 

or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF ITS 

TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If neither 

is available, contact the nearest hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has not 

received registration with the Medicines Control Council the disclaimer: 

 



RDG HS comments  

Registration of Medicines  Health Supplements  

  

7.04_QSE_Health_Supplements_Nov14_v1  Nov 2014  Page 69 of 451  

“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 

Vitamin B2 PROPER NAME: 

Riboflavin 

 

SOURCE MATERIAL: 

Riboflavin 

Riboflavin 5'-phosphate sodium 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of equal 

standard other than those approved that may be proper for specific 

ingredients or a particular health supplement or herbal medicine. However 

if a monograph is published in one of these approved pharmacopoeias, 

the pharmacopoeial monograph specification must be considered a 

minimum standard applied for testing of the designated active ingredient 

and finished product. 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, Capsule, 

modified release, Capsule, soft, Granules, Granules, effervescent, 

Granules, enteric-coated, Granules, modified release, Oral Liquid, Oral 

Liquid, powder for, Oral Liquid, solution, Oral Liquid, suspension, Oral 

Liquid, syrup, Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, effervescent, Tablet, 

enteric coated, Tablet, film coated, Tablet, gelatin coated, Tablet, modified 

release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, soluble, 

Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like dosage 

forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Vitamin(s) X (list in formulation) is/are essential for healthy human growth, 

metabolism, development, and body function. 

 

INDICATIONS: 

Single substance formulation: 

 

Helps to metabolise carbohydrates 

 

Helps to metabolise fats and proteins 

 

Contributes to normal energy-yielding metabolism 
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Contributes to the normal functioning of the nervous system 

 

Contributes to the maintenance of normal mucous membranes 

 

Contributes to the maintenance of normal skin 

 

Contributes to the maintenance of normal vision 

 

Contributes to the normal metabolism of iron 

 

Contributes to the protection of cells from oxidative stress 

 

Contributes to the reduction of tiredness and fatigue 

 

Contributes to tissue formation 

 

A factor in the maintenance of good health 

 

Multiple substance formulation: 

Helps to metabolise carbohydrates, fats and proteins 

 

Contributes to tissue formation 

 

A factor in the maintenance of good health 

 

Multi-vitamin supplement/ Multi-vitamin/mineral supplement 

 

CONTRA-INDICATIONS: 

No statement is required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

EITHER 

Vitamins can only be of assistance if the dietary vitamin intake is 

inadequate. 

OR 

Vitamin supplements should not replace a balanced diet. 

 

IF APPLICABLE: 

 

EITHER: 

Vitamins and minerals can only be of assistance if dietary intake is 

inadequate  

OR  

Vitamin and/or mineral supplements should not replace a balanced diet. 
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INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your doctor, 

pharmacist or other health care professional for advice before taking this 

medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children:  

1- 13 years    0,04 mg - ≤100 mg 

 

14-18 years   0,08 mg - ≤100 mg 

 

Adults:    0,08 mg - ≤100 mg 

 

Adults includes pregnant and breastfeeding women. 

 

Directions for use: 

Do not share medicines prescribed for you with any other person. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this leaflet. 

Should your general health worsen or if you experience any untoward 

effects while taking this medicine, please consult your doctor, pharmacist 

or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF ITS 

TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If neither 

is available, contact the nearest hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has not 

received registration with the Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 

Vitamin B3, 

Nicotinic Acid, 

PROPER NAME: 

Niacin  
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Niacin and 

derivatives) 

SOURCE MATERIAL: 

Niacin (USP 2009 )  

Nicotinic acid  

Vitamin B3 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of equal 

standard other than those approved that may be proper for specific 

ingredients or a particular health supplement or herbal medicine. However 

if a monograph is published in one of these approved pharmacopoeias, the 

pharmacopoeial monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient and 

finished product 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, Capsule, 

modified release, Capsule, soft, Granules, Granules, effervescent, 

Granules, enteric-coated, Granules, modified release, Oral Liquid, Oral 

Liquid, powder for, Oral Liquid, solution, Oral Liquid, suspension, Oral 

Liquid, syrup, Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, effervescent, Tablet, 

enteric coated, Tablet, film coated, Tablet, gelatin coated, Tablet, modified 

release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, soluble, 

Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like dosage 

forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Vitamin(s) X (list in formulation) is/are essential for healthy human growth, 

metabolism, development, and body function. 

 

INDICATIONS: 

Single substance formulation: 

 

Helps to metabolise carbohydrates, fats and proteins 

 

Contributes to the maintenance of normal mucous membranes 

 

Contributes to the maintenance of normal skin 

 

Contributes to normal psychological function 

 

Contributes to the reduction of tiredness and fatigue 
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Contributes to normal growth and development 

 

A factor in the maintenance of good health 

 

Multiple substance formulation: 

Helps to metabolise carbohydrates, fats and proteins 

 

Contributes to normal growth and development 

 

A factor in the maintenance of good health 

 

Multi-vitamin supplement/ Multi-vitamin/mineral supplement 

 

CONTRA-INDICATIONS: 

No statement is required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

EITHER 

Vitamins can only be of assistance if the dietary vitamin intake is 

inadequate. 

OR 

Vitamin supplements should not replace a balanced diet. 

 

IF APPLICABLE: 

 

EITHER: 

Vitamins and minerals can only be of assistance if dietary intake is 

inadequate  

OR  

Vitamin and/or mineral supplements should not replace a balanced diet. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your doctor, 

pharmacist or other health care professional for advice before taking this 

medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children:  

1 - 3 years     0,6 mg – 10 mg 

 

4 - 8 years     0,6 mg – 15 mg 
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9 - 13 years     0,6 mg – 20 mg 

 

14 - 18 years    1 mg – 30 mg 

 

Adults:      1  mg - ≤ 35 mg  

 

Adults includes pregnant and breastfeeding women. 

 

Directions for use: 

Do not share medicines prescribed for you with any other person. 

 

SIDE-EFFECTS: 

Doses greater than or equal to 10 Milligrams per day: 

People sensitive to nicotinic acid may experience flushing of the skin that 

is generally mild and transient 

 

Not all side-effects reported for this medicine are included in this leaflet. 

Should your general health worsen or if you experience any untoward 

effects while taking this medicine, please consult your doctor, pharmacist 

or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF ITS 

TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If neither 

is available, contact the nearest hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has not 

received registration with the Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 

Vitamin B3 - 

Nicotinamide 

(niacinamide) 

PROPER NAME: 

Niacinamide 

 

SOURCE MATERIAL: 

Niacinamide  

Niacinamide ascorbate 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of equal 

standard other than those approved that may be proper for specific 
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ingredients or a particular health supplement or herbal medicine. However 

if a monograph is published in one of these approved pharmacopoeias, the 

pharmacopoeial monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient and 

finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, Capsule, 

modified release, Capsule, soft, Granules, Granules, effervescent, 

Granules, enteric-coated, Granules, modified release, Oral Liquid, Oral 

Liquid, powder for, Oral Liquid, solution, Oral Liquid, suspension, Oral 

Liquid, syrup, Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, effervescent, Tablet, 

enteric coated, Tablet, film coated, Tablet, gelatin coated, Tablet, modified 

release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, soluble, 

Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like dosage 

forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Vitamin(s) X (list in formulation) is/are essential for healthy human growth, 

metabolism, development, and body function. 

 

INDICATIONS: 

Single substance formulation: 

Helps to metabolise carbohydrates, fats and proteins 

 

Contributes to normal growth and development 

 

A factor in the maintenance of good health 

 

Multiple substance formulation: 

Helps to metabolise carbohydrates, fats and proteins 

 

Contributes to normal growth and development 

 

A factor in the maintenance of good health 

 

Multi- Vitamin supplement/ Multi-vitamin/mineral supplement 

 

CONTRA-INDICATIONS: 

No statement is required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 
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Do not exceed the recommended daily dose. 

 

EITHER 

Vitamins can only be of assistance if the dietary vitamin intake is 

inadequate. 

OR 

Vitamin supplements should not replace a balanced diet. 

 

IF APPLICABLE: 

 

EITHER: 

Vitamins and minerals can only be of assistance if dietary intake is 

inadequate  

OR  

Vitamin and/or mineral supplements should not replace a balanced diet. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your doctor, 

pharmacist or other health care professional for advice before taking this 

medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children:  

  1 - 3 years      0,6 mg  – 10 mg 

 

  4 - 8 years      0,6 mg  – 15 mg 

 

  9 - 13 years      0,6 mg  -  20 mg 

 

  14 - 18 years     1 mg     -  30 mg 

 

Adults:       2,4 mg - ≤500 mg 

 

Adults includes pregnant and breastfeeding women. 

 

Directions for use: 

Do not share medicines prescribed for you with any other person. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this leaflet. 

Should your general health worsen or if you experience any untoward 

effects while taking this medicine, please consult your doctor, pharmacist 

or other health care professional for advice. 
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KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF ITS 

TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If neither 

is available, contact the nearest hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has not 

received registration with the Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 

Vitamin B5 

(Pantothenic 

Acid) 

PROPER NAME: 

D-Pantothenic acid 

 

SOURCE MATERIAL: 

Calcium DL-pantothenate Calcium D-pantothenate  

dl-Panthenol  

DL-Pantothenic acid  

d-Panthenol  

Pantethine  

Pantothenic acid 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of equal 

standard other than those approved that may be proper for specific 

ingredients or a particular health supplement or herbal medicine. However 

if a monograph is published in one of these approved pharmacopoeias, the 

pharmacopoeial monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient and 

finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, Capsule, 

modified release, Capsule, soft, Granules, Granules, effervescent, 

Granules, enteric-coated, Granules, modified release, Oral Liquid, Oral 

Liquid, powder for, Oral Liquid, solution, Oral Liquid, suspension, Oral 

Liquid, syrup, Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, effervescent, Tablet, 

enteric coated, Tablet, film coated, Tablet, gelatin coated, Tablet, modified 
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release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, soluble, 

Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like dosage 

forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Vitamin(s) X (list in formulation) is/are essential for healthy human growth, 

metabolism, development, and body function. 

 

INDICATIONS: 

Single substance formulation: 

Helps to metabolise carbohydrates, fats and proteins 

 

Contributes to normal energy-yielding metabolism 

 

Contributes to normal synthesis and metabolism of steroid hormones, 

vitamin D and some neurotransmitters 

 

Contributes to the reduction of tiredness and fatigue 

 

Contributes to normal mental performance 

 

Contributes to tissue formation 

 

A factor in the maintenance of good health 

 

Multiple substance formulation: 

Helps to metabolise carbohydrates, fats and proteins 

 

Contributes to tissue formation 

 

A factor in the maintenance of good health 

 

Multi-vitamin supplement/ Multi-vitamin/mineral supplement 

 

CONTRA-INDICATIONS: 

No statement is required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

EITHER 

Vitamins can only be of assistance if the dietary vitamin intake is 

inadequate. 

OR 

Vitamin supplements should not replace a balanced diet. 
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IF APPLICABLE: 

 

EITHER: 

Vitamins and minerals can only be of assistance if dietary intake is 

inadequate  

OR  

Vitamin and/or mineral supplements should not replace a balanced diet. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your doctor, 

pharmacist or other health care professional for advice before taking this 

medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children:  

  1 – 13 years    0,2 mg - ≤ 200 mg 

 

  14 – 18 years    0,4 mg - ≤ 200 mg 

 

 

Adults:      0,4 mg - ≤ 200 mg 

Adults includes pregnant and breastfeeding women. 

 

Directions for use: 

Do not share medicines prescribed for you with any other person. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this leaflet. 

Should your general health worsen or if you experience any untoward 

effects while taking this medicine, please consult your doctor, pharmacist 

or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF ITS 

TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If neither 

is available, contact the nearest hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 
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Note: in the case of a health supplement or herbal medicine if it has not 

received registration with the Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 

Vitamin B6 PROPER NAME: 

Vitamin B6 

 

SOURCE MATERIAL: 

Pyridoxal 

Pyridoxal 5-phosphate  

Pyridoxal hydrochloride 

Pyridoxamine  

Pyridoxamine 5-phosphate (Pyridoxine 5-phosphate)  

Pyridoxine hydrochloride 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of equal 

standard other than those approved that may be proper for specific 

ingredients or a particular health supplement or herbal medicine. However 

if a monograph is published in one of these approved pharmacopoeias, the 

pharmacopoeial monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient and 

finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, Capsule, 

modified release, Capsule, soft, Granules, Granules, effervescent, 

Granules, enteric-coated, Granules, modified release, Oral Liquid, Oral 

Liquid, powder for, Oral Liquid, solution, Oral Liquid, suspension, Oral 

Liquid, syrup, Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, effervescent, Tablet, 

enteric coated, Tablet, film coated, Tablet, gelatin coated, Tablet, modified 

release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, soluble, 

Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like dosage 

forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Vitamin(s) X (list in formulation) is/are essential for healthy human growth, 

metabolism, development, and body function. 

 

INDICATIONS: 
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Single substance formulation: 

Helps to metabolise carbohydrates, fats and proteins 

 

Contributes to normal cysteine synthesis 

 

Contributes to normal energy-yielding metabolism 

 

Contributes to normal functioning of the nervous system 

 

Contributes to normal homocysteine metabolism 

 

Contributes to normal protein and glycogen metabolism 

 

Contributes to normal psychological function 

 

Contributes to normal red blood cell formation 

 

Contributes to the normal function of the immune function 

 

Contributes to the reduction of tiredness and fatigue 

 

Contributes to the regulation of hormonal activity 

 

Contributes to tissue formation 

 

A factor in the maintenance of good health 

 

Multiple substance formulation: 

Helps to metabolise carbohydrates, fats and proteins 

 

Contributes to tissue formation 

 

A factor in the maintenance of good health 

 

Multi-vitamin supplement/ Multi-vitamin/mineral supplement 

 

CONTRA-INDICATIONS: 

No statement is required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

This medication may be dangerous when used in large amounts or for a 

long time; or WARNING - this product contains [insert pyridoxine 

hydrochloride or pyridoxal 5-phosphate as applicable], which may be 

dangerous when used in large amounts or for a long time. 

 

EITHER 
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Vitamins can only be of assistance if the dietary vitamin intake is 

inadequate. 

OR 

Vitamin supplements should not replace a balanced diet. 

 

IF APPLICABLE: 

 

EITHER: 

Vitamins and minerals can only be of assistance if dietary intake is 

inadequate  

OR  

Vitamin and/or mineral supplements should not replace a balanced diet. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your doctor, 

pharmacist or other health care professional for advice before taking this 

medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children:  

  1 - 3 years     0,05 mg –  30 mg 

 

  4 - 8 years     0,05 mg –  40 mg 

 

  9 - 13 years     0,05 mg –  60 mg 

 

  14 - 18 years    0,1 mg  –  80 mg 

 

 

Adults:      0,1 mg - ≤ 100 mg 

Adults includes pregnant and breastfeeding women. 

 

Directions for use: 

Do not share medicines prescribed for you with any other person. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this leaflet. 

Should your general health worsen or if you experience any untoward 

effects while taking this medicine, please consult your doctor, pharmacist 

or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF ITS 

TREATMENTS: 
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In the event of over dosage, consult your doctor or pharmacist. If neither 

is available, contact the nearest hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has not 

received registration with the Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 

Vitamin B12 PROPER NAME: 

Vitamin B12 

 

SOURCE MATERIAL: 

Cyanocobalamin  

Hydroxocobalamin 

Methylcobalamin 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of equal 

standard other than those approved that may be proper for specific 

ingredients or a particular health supplement or herbal medicine. However 

if a monograph is published in one of these approved pharmacopoeias, the 

pharmacopoeial monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient and 

finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, Capsule, 

modified release, Capsule, soft, Granules, Granules, effervescent, 

Granules, enteric-coated, Granules, modified release, Oral Liquid, Oral 

Liquid, powder for, Oral Liquid, solution, Oral Liquid, suspension, Oral 

Liquid, syrup, Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, effervescent, Tablet, 

enteric coated, Tablet, film coated, Tablet, gelatin coated, Tablet, modified 

release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, soluble, 

Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like dosage 

forms such as bars, chewing gums or beverages. 
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PHARMACOLOGICAL ACTION: 

Vitamin(s) X (list in formulation) is/are essential for healthy human growth, 

metabolism, development, and body function. 

 

INDICATIONS: 

Single substance formulation: 

Helps to metabolise carbohydrates, fats and proteins 

 

Plays a role in the process of cell division 

 

Contributes to normal red blood cell formation 

 

Contributes to normal energy-yielding metabolism 

 

Contributes to normal functioning of the nervous system 

 

Contributes to normal homocysteine metabolism 

 

Contributes to normal psychological function 

 

Contributes to the normal function of the immune system 

 

Contributes to the reduction of tiredness and fatigue 

 

A factor in the maintenance of good health 

 

Multiple substance formulation: 

Helps to metabolise carbohydrates, fats and proteins 

 

Contributes to normal red blood cell formation 

 

A factor in the maintenance of good health 

 

Multi-vitamin supplement/ Multi-vitamin/mineral supplement 

 

CONTRA-INDICATIONS: 

No statement is required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

EITHER 

Vitamins can only be of assistance if the dietary vitamin intake is 

inadequate. 

OR 

Vitamin supplements should not replace a balanced diet. 
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IF APPLICABLE: 

EITHER: 

Vitamins and minerals can only be of assistance if dietary intake is 

inadequate  

OR  

Vitamin and/or mineral supplements should not replace a balanced diet. 

 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your doctor, 

pharmacist or other health care professional for advice before taking this 

medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children:  

  1 - 3 years     0,09 μg - ≤ 100 μg 

  14 - 18 years    0,14 μg - ≤ 100 μg 

 

 Adults:      0,14 μg - ≤ 100 μg 

Adults includes pregnant and breastfeeding women. 

 

Directions for use: 

Do not share medicines prescribed for you with any other person. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this leaflet. 

Should your general health worsen or if you experience any untoward 

effects while taking this medicine, please consult your doctor, pharmacist 

or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF ITS 

TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If neither 

is available, contact the nearest hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has not 

received registration with the Medicines Control Council the disclaimer: 
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“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 

Vitamin C 

(Ascorbic Acid) 

PROPER NAME: 

Vitamin C 

 

SOURCE MATERIAL: 

Ascorbic acid  

Ascorbyl palmitate   

Calcium ascorbate  

Magnesium ascorbate  

Niacinamide ascorbate 

Potassium Ascorbate  

Sodium ascorbate 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of equal 

standard other than those approved that may be proper for specific 

ingredients or a particular health supplement or herbal medicine. However 

if a monograph is published in one of these approved pharmacopoeias, the 

pharmacopoeial monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient and 

finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, Capsule, 

modified release, Capsule, soft, Granules, Granules, effervescent, 

Granules, enteric-coated, Granules, modified release, Oral Liquid, Oral 

Liquid, powder for, Oral Liquid, solution, Oral Liquid, suspension, Oral 

Liquid, syrup, Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, effervescent, Tablet, 

enteric coated, Tablet, film coated, Tablet, gelatin coated, Tablet, modified 

release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, soluble, 

Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like dosage 

forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Vitamin(s) X (list in formulation) is/are essential for healthy human growth, 

metabolism, development, and body function. 

 

INDICATIONS: 

Single substance formulation: 

Contributes to iron absorption from food 
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Helps to metabolise fats and proteins 

 

Contributes to cell protection from free radical damage 

 

Contributes to maintain the normal function of the immune system during 

and after intense physical stress (the claim may be used for a daily intake 

of 200 mg in addition to recommended daily intake) 

 

Contributes to normal collagen formation for the normal function of blood 

vessels 

 

Contributes to normal collagen formation for the normal function of bones 

 

Contributes to normal collagen formation for the normal function of 

cartilage 

 

Contributes to normal collagen formation for the normal function of gums 

 

Contributes to normal collagen formation for the normal function of skin 

 

Contributes to normal collagen formation for the normal function of teeth 

 

Contributes to normal energy-yielding metabolism 

 

Contributes to normal functioning of the nervous system 

 

Contributes to the normal function of the immune system 

 

Contributes to the protection of cells from oxidative stress 

 

Contributes to the reduction of tiredness and fatigue 

 

Contributes to the regeneration of the reduced form of Vitamin E 

 

Helps in connective tissue formation 

 

Contributes to wound healing 

 

An antioxidant for the maintenance of good health 

 

A factor in the maintenance of good health 

 

Multiple substance formulation: 

Helps to metabolise fats and proteins 

 

Helps in the development and maintenance of bones, cartilage, teeth and 

gums 
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Helps in connective tissue formation 

 

Helps in wound healing 

 

An antioxidant for the maintenance of good health 

 

A factor in the maintenance of good health 

 

Multi-vitamin supplement/ Multi-vitamin/mineral supplement 

 

CONTRA-INDICATIONS: 

No statement is required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

EITHER 

Vitamins can only be of assistance if the dietary vitamin intake is 

inadequate. 

OR 

Vitamin supplements should not replace a balanced diet. 

 

IF APPLICABLE: 

 

EITHER: 

Vitamins and minerals can only be of assistance if dietary intake is 

inadequate  

OR  

Vitamin and/or mineral supplements should not replace a balanced diet. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your doctor, 

pharmacist or other health care professional for advice before taking this 

medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

NOTE: Recommended daily dose is equivalent to 100 mg or less of 

ascorbyl palmitate. 

 

Children:  

  1 - 3 years     2,2 mg – 400 mg 

 

  4 - 8 years     2,2 mg – 650 mg 
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  9 - 13 years    2,2 mg - ≤ 1 000 mg 

 

  14 - 18 years    6 mg - ≤ 1 000 mg 

 

 Adults:      6 mg - ≤ 1 000 mg 

Adults includes pregnant and breastfeeding women. 

 

Directions for use: 

Do not share medicines prescribed for you with any other person. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this leaflet. 

Should your general health worsen or if you experience any untoward 

effects while taking this medicine, please consult your doctor, pharmacist 

or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF ITS 

TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If neither 

is available, contact the nearest hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has not 

received registration with the Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 

Vitamin D PROPER NAME: 

Vitamin D 

 

SOURCE MATERIAL: 

Vitamin D2  

Vitamin D3 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of equal 

standard other than those approved that may be proper for specific 

ingredients or a particular health supplement or herbal medicine. However 

if a monograph is published in one of these approved pharmacopoeias, the 

pharmacopoeial monograph specification must be considered a minimum 
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standard applied for testing of the designated active ingredient and 

finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, Capsule, 

modified release, Capsule, soft, Granules, Granules, effervescent, 

Granules, enteric-coated, Granules, modified release, Oral Liquid, Oral 

Liquid, powder for, Oral Liquid, solution, Oral Liquid, suspension, Oral 

Liquid, syrup, Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, effervescent, Tablet, 

enteric coated, Tablet, film coated, Tablet, gelatin coated, Tablet, modified 

release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, soluble, 

Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like dosage 

forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Vitamin(s) X (list in formulation) is/are essential for healthy human growth, 

metabolism, development, and body function. 

 

INDICATIONS: 

Single substance formulation: 

Helps in the absorption and use of calcium and phosphorous 

 

Contributes to normal cell division 

 

Contributes to normal blood calcium levels 

 

Contributes to the development and maintenance of strong bones and 

teeth 

 

Contributes to the maintenance of normal muscle function 

 

Contributes to the normal function of the immune system 

 

Has a role in the process of cell division 

 

Calcium intake, when combined with sufficient vitamin D, a healthy diet 

and regular exercise, may reduce the risk of developing osteoporosis. 

 

A factor in the maintenance of good health 

 

Multiple substance formulation: 

Helps in the development and maintenance of bones and teeth 
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Helps in the absorption and use of calcium and phosphorous 

 

A factor in the maintenance of good health 

 

Calcium intake, when combined with sufficient vitamin D, a healthy diet and 

regular exercise, may reduce the risk of developing osteoporosis 

 

Multi-vitamin supplement/ Multi-vitamin/mineral supplement 

 

CONTRA-INDICATIONS: 

No statement is required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

EITHER 

Vitamins can only be of assistance if the dietary vitamin intake is 

inadequate. 

OR 

Vitamin supplements should not replace a balanced diet. 

 

IF APPLICABLE: 

 

EITHER: 

Vitamins and minerals can only be of assistance if dietary intake is 

inadequate  

OR  

Vitamin and/or mineral supplements should not replace a balanced diet. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your doctor, 

pharmacist or other health care professional for advice before taking this 

medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children:  

  1- 13 years    0,2 μg - ≤ 25 μg 

 

  14- 18 years   0,8 μg - ≤ 25 μg 

 

 Adults:     0,8 μg ≤ 1 000 I.U. (25 μg) 

Adults includes pregnant and breastfeeding women. 
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Directions for use: 

Do not share medicines prescribed for you with any other person. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this leaflet. 

Should your general health worsen or if you experience any untoward 

effects while taking this medicine, please consult your doctor, pharmacist 

or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF ITS 

TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If neither 

is available, contact the nearest hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has not 

received registration with the Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 

Vitamin E PROPER NAME: 

Vitamin E 

 

SOURCE MATERIAL: 

dl-alpha-Tocopherol 

dl-alpha-Tocopheryl acetate  

dl-alpha-Tocopheryl acid succinate 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of equal 

standard other than those approved that may be proper for specific 

ingredients or a particular health supplement or herbal medicine. However 

if a monograph is published in one of these approved pharmacopoeias, the 

pharmacopoeial monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient and 

finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 
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Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, Capsule, 

modified release, Capsule, soft, Granules, Granules, effervescent, 

Granules, enteric-coated, Granules, modified release, Oral Liquid, Oral 

Liquid, powder for, Oral Liquid, solution, Oral Liquid, suspension, Oral 

Liquid, syrup, Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, effervescent, Tablet, 

enteric coated, Tablet, film coated, Tablet, gelatin coated, Tablet, modified 

release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, soluble, 

Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like dosage 

forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Vitamin(s) X (list in formulation) is/are essential for healthy human growth, 

metabolism, development, and body function. 

 

INDICATIONS: 

Single substance formulation: 

Contributes to the protection of cells from oxidative stress 

 

A factor in the maintenance of good health 

 

Multiple substance formulation: 

An antioxidant for the maintenance of good health 

 

A factor in the maintenance of good health 

 

Multi-vitamin supplement/ Multi-vitamin/mineral supplement 

 

CONTRA-INDICATIONS: 

No statement is required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

EITHER 

Vitamins can only be of assistance if the dietary vitamin intake is 

inadequate. 

OR 

Vitamin supplements should not replace a balanced diet. 

 

IF APPLICABLE: 

 

EITHER: 

Vitamins and minerals can only be of assistance if dietary intake is 

inadequate  

OR  
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Vitamin and/or mineral supplements should not replace a balanced diet. 

 

Doses greater than or equal to 180 Milligrams Alpha-Tocopherol per 

day: 

Consult a health care practitioner prior to use if you have cancer 

 

Doses greater than or equal to 268 Milligrams Alpha-Tocopherol per 

day: 

 Consult a health care practitioner prior to use if you have cardiovascular 

disease or diabetes. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

Doses greater than or equal to 360 Milligrams Alpha-Tocopherol per 

day: 

Consult a health care practitioner prior to use if you are taking blood 

thinners 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your doctor, 

pharmacist or other health care professional for advice before taking this 

medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children:  

  1- 3 years     0,6 mg – 100 mg 

 

  4 - 8 years     0,6 mg – 150 mg 

 

  9 - 13 years     0,6 mg - ≤ 273,3 mg 

 

  14 - 18 years    1 mg - ≤ 273,3 mg 

 

 Adults:      1 mg - ≤ 400 I.U.(273,3 

mg) 

Adults includes pregnant and breastfeeding women. 

 

Directions for use: 

Do not share medicines prescribed for you with any other person. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this leaflet. 

Should your general health worsen or if you experience any untoward 

effects while taking this medicine, please consult your doctor, pharmacist 

or other health care professional for advice. 
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KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF ITS 

TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If neither 

is available, contact the nearest hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has not 

received registration with the Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 

Vitamin K PROPER NAME: 

Vitamin K 

 

SOURCE MATERIAL: 

Vitamin K1 

Phylloquinone 

Phytomenadione  

Phytonadione 

Vitamin K2 

Menaquinones 

Menatetrenone 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of equal 

standard other than those approved that may be proper for specific 

ingredients or a particular health supplement or herbal medicine. However 

if a monograph is published in one of these approved pharmacopoeias, the 

pharmacopoeial monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient and 

finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, Capsule, 

modified release, Capsule, soft, Granules, Granules, effervescent, 

Granules, enteric-coated, Granules, modified release, Oral Liquid, Oral 

Liquid, powder for, Oral Liquid, solution, Oral Liquid, suspension, Oral 

Liquid, syrup, Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, effervescent, Tablet, 
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enteric coated, Tablet, film coated, Tablet, gelatin coated, Tablet, modified 

release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, soluble, 

Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like dosage 

forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Vitamin(s) X (list in formulation) is/are essential for healthy human growth, 

metabolism, development, and body function. 

 

INDICATIONS: 

Single substance formulation: 

Contributes to the maintenance of normal bones 

 

A factor in the maintenance of good health 

 

Multiple substance formulation: 

Contributes to the maintenance of normal bones 

 

A factor in the maintenance of good health 

 

CONTRA-INDICATIONS: 

No statement is required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

EITHER 

Vitamins can only be of assistance if the dietary vitamin intake is 

inadequate. 

OR 

Vitamin supplements should not replace a balanced diet. 

 

IF APPLICABLE: 

 

EITHER: 

Vitamins and minerals can only be of assistance if dietary intake is 

inadequate  

OR  

Vitamin and/or mineral supplements should not replace a balanced diet. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

Consult a health care practitioner prior to use if you are taking blood thinners  
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PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your doctor, 

pharmacist or other health care professional for advice before taking this 

medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children:  

  1 - 3 years     3 ug – 30 ug 

 

  4 - 8 years     3 ug – 55 ug 

   

  9 - 13 years     3 ug – 60 ug 

 

  14 - 18 years    6 ug – 60 ug 

 

 Adults:      6 ug ≤ 120 ug 

Adults includes pregnant and breastfeeding women. 

 

Directions for use: 

Do not share medicines prescribed for you with any other person. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this leaflet. 

Should your general health worsen or if you experience any untoward 

effects while taking this medicine, please consult your doctor, pharmacist 

or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF ITS 

TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If neither 

is available, contact the nearest hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has not 

received registration with the Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 

Vitamin H 

(Biotin) 

PROPER NAME: 

Biotin 

 

SOURCE MATERIAL: 
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Biocytin  

Biotin 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of equal 

standard other than those approved that may be proper for specific 

ingredients or a particular health supplement or herbal medicine. However 

if a monograph is published in one of these approved pharmacopoeias, the 

pharmacopoeial monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient and 

finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, Capsule, 

modified release, Capsule, soft, Granules, Granules, effervescent, 

Granules, enteric-coated, Granules, modified release, Oral Liquid, Oral 

Liquid, powder for, Oral Liquid, solution, Oral Liquid, suspension, Oral 

Liquid, syrup, Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, effervescent, Tablet, 

enteric coated, Tablet, film coated, Tablet, gelatin coated, Tablet, modified 

release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, soluble, 

Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like dosage 

forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Vitamin(s) X (list in formulation) is/are essential for healthy human growth, 

metabolism, development, and body function. 

 

INDICATIONS: 

Single substance formulation: 

Helps the body to metabolise carbohydrates, fats and proteins 

 

Contributes to normal energy-yielding metabolism 

 

Contributes to normal functioning of the nervous system 

 

Contributes to normal psychological function 

 

Contributes to the maintenance of normal hair 

 

Contributes to the maintenance of normal mucous membranes 

 

Contributes to the maintenance of normal skin 
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A factor in the maintenance of good health 

 

Multiple substance formulation: 

Helps the body to metabolise carbohydrates, fats and proteins 

 

A factor in the maintenance of good health 

 

Multi-vitamin supplement/ Multi-vitamin/mineral supplement 

 

CONTRA-INDICATIONS: 

No statement is required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

EITHER 

Vitamins can only be of assistance if the dietary vitamin intake is 

inadequate. 

OR 

Vitamin supplements should not replace a balanced diet. 

 

IF APPLICABLE: 

 

EITHER: 

Vitamins and minerals can only be of assistance if dietary intake is 

inadequate  

OR  

Vitamin and/or mineral supplements should not replace a balanced diet. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your doctor, 

pharmacist or other health care professional for advice before taking this 

medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children:  

  1- 13 years     1 ug   - ≤ 500 ug 

 

  14 - 18 years    1,8 ug - ≤ 500 ug 

 

 Adults:      1, 8 ug  - ≤ 500 ug 

Adults includes pregnant and breastfeeding women. 
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Directions for use: 

Do not share medicines prescribed for you with any other person. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this leaflet. 

Should your general health worsen or if you experience any untoward 

effects while taking this medicine, please consult your doctor, pharmacist 

or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF ITS 

TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If neither 

is available, contact the nearest hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has not 

received registration with the Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 

Folic acid PROPER NAME: 

Folic acid 

 

SOURCE MATERIAL: 

Folic acid 

Folate 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of equal 

standard other than those approved that may be proper for specific 

ingredients or a particular health supplement or herbal medicine. However 

if a monograph is published in one of these approved pharmacopoeias, the 

pharmacopoeial monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient and 

finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, Capsule, 

modified release, Capsule, soft, Granules, Granules, effervescent, 
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Granules, enteric-coated, Granules, modified release, Oral Liquid, Oral 

Liquid, powder for, Oral Liquid, solution, Oral Liquid, suspension, Oral 

Liquid, syrup, Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, effervescent, Tablet, 

enteric coated, Tablet, film coated, Tablet, gelatin coated, Tablet, modified 

release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, soluble, 

Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like dosage 

forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Vitamin(s) X (list in formulation) is/are essential for healthy human growth, 

metabolism, development, and body function. 

 

INDICATIONS: 

Single substance formulation: 

Contributes to maternal tissue growth during pregnancy 

 

Helps the body to metabolise proteins 

 

Helps to form red blood cells 

 

Helps to reduce the risk of neural tube defects when taken daily prior to 

becoming pregnant and during early pregnancy 

 

A factor in the maintenance of good health 

 

Multiple substance formulation: 

Helps to reduce the risk of neural tube defects when taken daily prior to 

becoming pregnant and during early pregnancy 

 

Helps the body to metabolise proteins 

 

Helps to form red blood cells 

 

A factor in the maintenance of good health 

 

Multi-vitamin supplement/ Multi-vitamin/mineral supplement 

 

CONTRA-INDICATIONS: 

No statement is required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

EITHER 
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Vitamins can only be of assistance if the dietary vitamin intake is 

inadequate. 

OR 

Vitamin supplements should not replace a balanced diet. 

 

IF APPLICABLE: 

 

EITHER: 

Vitamins and minerals can only be of assistance if dietary intake is 

inadequate  

OR  

Vitamin and/or mineral supplements should not replace a balanced diet. 

 

Do not exceed the stated dose except on medical advice. If you have had 

a baby with a neural tube defect/spina bifida, seek specific medical advice 

(or words to that effect). 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your doctor, 

pharmacist or other health care professional for advice before taking this 

medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children:  

  1- 13 years     15 ug   - ≤ 199 ug 

 

  14 - 18 years    30 ug - ≤ 500 ug 

 

 Adults:      30 ug  - ≤ 500 ug 

Adults includes pregnant and breastfeeding women. 

 

Directions for use: 

Do not share medicines prescribed for you with any other person. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this leaflet. 

Should your general health worsen or if you experience any untoward 

effects while taking this medicine, please consult your doctor, pharmacist 

or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF ITS 

TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If neither 

is available, contact the nearest hospital or poison control centre. 
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STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has not 

received registration with the Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 

END  
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 ANNEXURE F 

MINERALS 

Allowable Levels and Claims 

Note: Any claims provided may be used with any of the stipulated dosage ranges.  

Minimum: Minimum Daily Levels required for use of Health supplement or herbal medicine Claim  

Maximum: Maximum Daily Levels Permitted as Health supplement or herbal medicine  

 

MINERALS HEALTH SUPPLEMENT OR HERBAL MEDICINE MINI-MONOGRAPH 

Boron PROPER NAME: 

Boron 

 

SOURCE MATERIAL: 

Boracic acid/Orthoboric acid 

Borax/Disodium tetraborate/Sodium biborate/Sodium borate/Sodium 

pyroborate/Sodium tetraborate 

Boron aspartate 

Boron citrate 

Boron glycinate 

Boron hydrolyzed animal protein (HAP) chelate 

Boron hydrolyzed vegetable protein (HVP) chelate 

Calcium borate/Calcium pyroborate/Calcium tetraborate 

Calcium borogluconate/Calcium diborogluconate 

Calcium fructoborate 

Magnesium borate 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of equal 

standard other than those approved that may be proper for specific 

ingredients or a particular health supplement or herbal medicine. 

However if a monograph is published in one of these approved 

pharmacopoeias, the pharmacopoeial monograph specification must be 

considered a minimum standard applied for testing of the designated 

active ingredient and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, Capsule, 

modified release, Capsule, soft, Granules, Granules, effervescent, 

Granules, enteric-coated, Granules, modified release, Oral Liquid, Oral 

Liquid, powder for, Oral Liquid, solution, Oral Liquid, suspension, Oral 

Liquid, syrup, Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, effervescent, 

Tablet, enteric coated, Tablet, film coated, Tablet, gelatin coated, Tablet, 
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modified release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, 

soluble, Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like dosage 

forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Mineral(s) X (list in formulation) is/are essential for nutrition. 

 

INDICATIONS: 

Single substance formulation: 

A factor in the maintenance of good health 

 

Multiple substance formulation: 

A factor in the maintenance of good health 

 

Mineral supplement/ Vitamin/ Mineral supplement/ Multi-mineral 

supplement 

 

CONTRA-INDICATIONS: 

No statement is required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

EITHER: 

Minerals can only be of assistance if dietary intake is inadequate  

OR  

Mineral supplements should not replace a balanced diet. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

   

 Adults:      225 ug -  ≤ 3 mg 

 

Directions for use: 

Do not share medicines prescribed for you with any other person. 

 

SIDE-EFFECTS: 
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Not all side-effects reported for this medicine are included in this leaflet. 

Should your general health worsen or if you experience any untoward 

effects while taking this medicine, please consult your doctor, pharmacist 

or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF ITS 

TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If neither 

is available, contact the nearest hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has not 

received registration with the Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 

Calcium PROPER NAME: 

Calcium 

 

SOURCE MATERIAL: 

Bone meal 

Calcium acetate Calcium ascorbate Calcium bisglycinate (Calcium 

carbonate  

Calcium chloride   

Calcium chloride, hexahydrate 'Neil et al. 2006)  

Calcium chloride dihydrate 

Calcium citrate Calcium citrate malate 

Calcium citrate tetrahydrate  

Calcium fumarate 

Calcium glubionate anhydrous  

Calcium glubionate monohydrate  

Calcium gluceptate Calcium gluconate Calcium gluconate monohydrate  

Calcium glutarate Calcium glycerophosphate Calcium hydrolyzed animal 

protein (HAP) chelate 

Calcium hydrolyzed vegetable protein (HVP) chelate 

Calcium hydroxide Calcium lactate Calcium lactate gluconate  

Calcium lactate pentahydrate  

Calcium lactate trihydrate 

Calcium lactobionate dihydrate  

Calcium levulinate 

Calcium levulinate dihydrate 

Calcium malate Calcium oxide  
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Calcium phosphate, dibasic 

Calcium phosphate, monobasic  

Calcium phosphate, tribasic  

Calcium pidolate 

Calcium pyrophosphate 

Calcium silicate Calcium sodium lactate  

Calcium succinate  

Calcium sulphate  

Calcium sulphate dihydrate  

Coral (Whole) 

Dolomite 

Oyster (Shell) 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of equal 

standard other than those approved that may be proper for specific 

ingredients or a particular health supplement or herbal medicine. 

However if a monograph is published in one of these approved 

pharmacopoeias, the pharmacopoeial monograph specification must be 

considered a minimum standard applied for testing of the designated 

active ingredient and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, Capsule, 

modified release, Capsule, soft, Granules, Granules, effervescent, 

Granules, enteric-coated, Granules, modified release, Oral Liquid, Oral 

Liquid, powder for, Oral Liquid, solution, Oral Liquid, suspension, Oral 

Liquid, syrup, Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, effervescent, 

Tablet, enteric coated, Tablet, film coated, Tablet, gelatin coated, Tablet, 

modified release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, 

soluble, Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like dosage 

forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Mineral(s) X (list in formulation) is/are essential for nutrition. 

 

INDICATIONS: 

Single substance formulation: 

Contributes to the development and maintenance of bones and teeth; 

 

Contributes to normal muscle function 
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Contributes to normal blood clotting 

 

Contributes to normal energy-yielding metabolism 

 

Contributes to normal neurotransmission 

 

Contributes to normal function of digestive enzymes 

 

Has a role in the process of cell division and specialisation 

 

Calcium intake, when combined with sufficient vitamin D, a healthy diet, 

and regular exercise, may reduce the risk of developing osteoporosis 

 

A factor in the maintenance of good health 

 

Multiple substance formulation: 

Contributes to the development and maintenance of bones and teeth 

 

A factor in the maintenance of good health 

 

Mineral supplement/ Vitamin/Mineral supplement/ Multi-mineral 

supplement 

 

Calcium intake, when combined with sufficient vitamin D, a healthy diet, 

and regular exercise, may reduce the risk of developing osteoporosis 

 

CONTRA-INDICATIONS: 

No statement is required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

EITHER: 

Minerals can only be of assistance if dietary intake is inadequate  

OR  

Mineral supplements should not replace a balanced diet. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children:  
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1 - 18 years      65 mg  - ≤ 1 300 mg 

   

 Adults:      65 mg  - ≤ 1 300 mg  

Directions for use: 

Do not share medicines prescribed for you with any other person. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this leaflet. 

Should your general health worsen or if you experience any untoward 

effects while taking this medicine, please consult your doctor, pharmacist 

or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF ITS 

TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If neither 

is available, contact the nearest hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has not 

received registration with the Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 

Chromium PROPER NAME: 

Chromium 

 

SOURCE MATERIAL: 

Chromium (III) bisglycinate/Chromic bisglycinate 

Chromium (III) chloride/Chromic chloride 

Chromium (III) chloride hexahydrate/Chromic chloride hexahydrate 

Chromium (III) citrate/Chromic citrate 

Chromium (III) dinicotinate/Chromic dinicotinate 

Chromium (III)-enriched yeast/Chromic-enriched yeast 

Chromium (III) fumarate/Chromic fumarate  

Chromium (III) glutarate/Chromic glutarate 

Chromium (III) HAP chelate/Chromic HAP chelate 

Chromium (III) HVP chelate/Chromic HVP chelate 

Chromium (III) malate/Chromic malate 

Chromium (III) nicotinate/Chromic nicotinate 

Chromium (III) pidolate/Chromic pidolate 

Chromium (III) polynicotinate/Chromic polynicotinate 
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Chromium (III) potassium sulphate dodecahydrate/Chromic potassium 

sulphate dodecahydrate 

Chromium (III) succinate/Chromic succinate 

Chromium (III) sulphate/Chromic sulphate 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of equal 

standard other than those approved that may be proper for specific 

ingredients or a particular health supplement or herbal medicine. 

However if a monograph is published in one of these approved 

pharmacopoeias, the pharmacopoeial monograph specification must be 

considered a minimum standard applied for testing of the designated 

active ingredient and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, Capsule, 

modified release, Capsule, soft, Granules, Granules, effervescent, 

Granules, enteric-coated, Granules, modified release, Oral Liquid, Oral 

Liquid, powder for, Oral Liquid, solution, Oral Liquid, suspension, Oral 

Liquid, syrup, Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, effervescent, 

Tablet, enteric coated, Tablet, film coated, Tablet, gelatin coated, Tablet, 

modified release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, 

soluble, Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like dosage 

forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Mineral(s) X (list in formulation) is/are essential for nutrition. 

 

INDICATIONS: 

Single substance formulation: 

Contributes to normal macronutrient metabolism 

 

Contributes to the maintenance of normal blood glucose levels 

 

Helps the body to metabolise carbohydrates and fats 

 

A factor in the maintenance of good health 

 

Multiple substance formulation: 

Provides support for healthy glucose metabolism 

 

Helps the body to metabolise carbohydrates and fats 
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A factor in the maintenance of good health 

 

Mineral supplement/ Vitamin/ Mineral supplement/ Multi-mineral 

supplement 

 

CONTRA-INDICATIONS: 

No statement is required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

EITHER: 

Minerals can only be of assistance if dietary intake is inadequate  

OR  

Mineral supplements should not replace a balanced diet. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

   

 Adults:      2,2 μg  - ≤ 50 μg 

 

Directions for use: 

Do not share medicines prescribed for you with any other person. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this leaflet. 

Should your general health worsen or if you experience any untoward 

effects while taking this medicine, please consult your doctor, pharmacist 

or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF ITS 

TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If neither 

is available, contact the nearest hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 
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Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has not 

received registration with the Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 

Copper PROPER NAME: 

Copper 

 

SOURCE MATERIAL: 

Calcium copper edetate  

Copper (II) acetate  

Copper (II) bisglycinate Copper (II) carbonate 

Copper (II) chloride  

Copper (II) chloride dihydrate) 

Copper (II) citrate Copper (II) fumarate  

Copper (II) gluconate  

Copper (II) glutarate  

Copper (II) malate  

Copper (II) succinate Copper (II) sulphate  

Copper (II) sulphate pentahydrate  

Copper hydrolyzed animal protein (HAP) chelate  

Copper hydrolyzed vegetable protein (HVP) chelate 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of equal 

standard other than those approved that may be proper for specific 

ingredients or a particular health supplement or herbal medicine. 

However if a monograph is published in one of these approved 

pharmacopoeias, the pharmacopoeial monograph specification must be 

considered a minimum standard applied for testing of the designated 

active ingredient and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, Capsule, 

modified release, Capsule, soft, Granules, Granules, effervescent, 

Granules, enteric-coated, Granules, modified release, Oral Liquid, Oral 

Liquid, powder for, Oral Liquid, solution, Oral Liquid, suspension, Oral 

Liquid, syrup, Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, effervescent, 

Tablet, enteric coated, Tablet, film coated, Tablet, gelatin coated, Tablet, 
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modified release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, 

soluble, Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like dosage 

forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Mineral(s) X (list in formulation) is/are essential for nutrition. 

 

INDICATIONS: 

Single substance formulation: 

Contributes to normal iron transport and metabolism 

 

Contributes to the protection of cells from oxidative stress 

 

Contributes to normal energy- yielding metabolism 

 

Contributes to normal functioning of the nervous system 

 

Contributes to normal hair pigmentation 

 

Contributes to normal skin pigmentation 

 

Contributes to maintenance of normal connective tissues 

 

Contributes to the normal function of the immune system 

 

Helps to produce and repair connective tissue 

 

Helps to form red blood cells 

 

A factor in the maintenance of good health 

 

Multiple substance formulation: 

Helps to produce and repair connective tissue 

 

Helps to form red blood cells 

 

A factor in the maintenance of good health 

 

Mineral supplement/ Vitamin/ Mineral supplement/ Multi-mineral 

supplement 

 

CONTRA-INDICATIONS: 

No statement is required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 
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EITHER: 

Minerals can only be of assistance if dietary intake is inadequate  

OR  

Mineral supplements should not replace a balanced diet. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

Zinc supplementation can cause a copper deficiency 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children:  

1 - 3 years    35 μg - 700 μg 

 

4 - 8 years    35 μg - 2 500 μg 

 

9 - 18 years    35 μg - ≤ 4 000 μg  

   

 Adults:    65 μg - ≤ 4 mg  

 

Directions for use: 

Do not share medicines prescribed for you with any other person. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this leaflet. 

Should your general health worsen or if you experience any untoward 

effects while taking this medicine, please consult your doctor, pharmacist 

or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF ITS 

TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If neither 

is available, contact the nearest hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 
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Note: in the case of a health supplement or herbal medicine if it has not 

received registration with the Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 

Iodine PROPER NAME: 

Iodine 

 

SOURCE MATERIAL: 

Kelp (species from the order Laminariales)  

Potassium iodate 

Potassium iodide 

Sodium Iodide  

Ascophyllum nodosum 

Fucus serratus  

Fucus vesiculosus (Thallus) 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of equal 

standard other than those approved that may be proper for specific 

ingredients or a particular health supplement or herbal medicine. 

However if a monograph is published in one of these approved 

pharmacopoeias, the pharmacopoeial monograph specification must be 

considered a minimum standard applied for testing of the designated 

active ingredient and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, Capsule, 

modified release, Capsule, soft, Granules, Granules, effervescent, 

Granules, enteric-coated, Granules, modified release, Oral Liquid, Oral 

Liquid, powder for, Oral Liquid, solution, Oral Liquid, suspension, Oral 

Liquid, syrup, Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, effervescent, 

Tablet, enteric coated, Tablet, film coated, Tablet, gelatin coated, Tablet, 

modified release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, 

soluble, Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like dosage 

forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Mineral(s) X (list in formulation) is/are essential for nutrition. 

 

INDICATIONS: 
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Single substance formulation: 

Contributes to the normal production of the thyroid hormones and normal 

thyroid function 

 

Contributes to normal cognitive function 

 

Contributes to normal energy-yielding metabolism 

 

Contributes to normal functioning of the nervous system 

 

Contributes to the maintenance of normal skin 

 

A factor in the maintenance of good health 

 

Multiple substance formulation: 

Contributes to the normal production of the thyroid hormones and normal 

thyroid function 

 

A factor in the maintenance of good health 

 

Mineral supplement/ Vitamin/ Mineral supplement/ Multi-mineral 

supplement 

 

CONTRA-INDICATIONS: 

No statement is required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

EITHER: 

Minerals can only be of assistance if dietary intake is inadequate  

OR  

Mineral supplements should not replace a balanced diet. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children:  

1 - 3 years     6 μg  -  133 μg 
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4 - 13 years     6 μg  -  ≤ 150 μg  

 

> 14 years     14 μg  - ≤ 150 μg 

  

 Adults:     14 ug  - ≤ 150 μg  

 

Directions for use: 

Do not share medicines prescribed for you with any other person. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this leaflet. 

Should your general health worsen or if you experience any untoward 

effects while taking this medicine, please consult your doctor, pharmacist 

or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF ITS 

TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If neither 

is available, contact the nearest hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has not 

received registration with the Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 

Iron PROPER NAME: 

Iron 

 

SOURCE MATERIAL: 

Ferritin 

Ferrocholinate  

Iron, carbonyl (not pentacarbonyl) 

Iron-dextrin complex  

Iron, electrolytic 

Iron hydrolyzed animal protein (HAP) chelate  

Iron hydrolyzed vegetable protein (HVP) chelate 

Iron, reduced 

Iron-sorbitol-citric acid complex 

Iron (II) ascorbate/Ferrous ascorbate  

Iron (II) aspartate/Ferrous aspartate  

Iron (II) aspartate tetrahydrate/Ferrous aspartate tetrahydrate  
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Iron (II) bisglycinate/Ferrous bisglycinate 

Iron (II) carbonate/Ferrous carbonate 

Iron (II) chloride/Ferrous chloride 

Iron (II) chloride tetrahydrate/Ferrous chloride tetrahydrate  

Iron (II) citrate/Ferrous citrate (IOM 2003; O'Neil et al. 2006) 

Iron (II) fumarate/Ferrous fumarate 

Iron (II) gluceptate/Ferrous gluceptate 

Iron (II) gluconate/Ferrous gluconate 

Iron (II) gluconate dihydrate/Ferrous gluconate dihydrate  

Iron (II) glutarate/Ferrous glutarate  

Iron (II) glycine sulphate/Ferrous glycine sulphate  

Iron (II) lactate/Ferrous lactate 

Iron (II) lactate trihydrate/Ferrous lactate trihydrate  

Iron (II) malate/Ferrous malate 

Iron (II) oxalate/Ferrous oxalate •Iron (II) oxalate dihydrate/Ferrous 

oxalate dihydrate  

Iron (II) succinate/Ferrous succinate 

Iron (II) sulphate/Ferrous sulphate 

Iron (II) sulphate dried (monohydrate)/Ferrous sulphate dried 

(monohydrate)  

Iron (II) sulphate heptahydrate/Ferrous sulphate heptahydrate Iron (II) 

tartrate/Ferrous tartrate 

Iron (III) ammonium citrate/Ferric ammonium citrate  

Iron (III) citrate/Ferric citrate 

Iron (III) glycerophosphate/Ferric glycerophosphate  

Iron (III) phosphate/Ferric phosphate  

Iron (III) pyrophosphate/Ferric pyrophosphate  

Iron (III) sulphate/Ferric sulphate 

Saccharated iron oxide 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of equal 

standard other than those approved that may be proper for specific 

ingredients or a particular health supplement or herbal medicine. 

However if a monograph is published in one of these approved 

pharmacopoeias, the pharmacopoeial monograph specification must be 

considered a minimum standard applied for testing of the designated 

active ingredient and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, Capsule, 

modified release, Capsule, soft, Granules, Granules, effervescent, 

Granules, enteric-coated, Granules, modified release, Oral Liquid, Oral 

Liquid, powder for, Oral Liquid, solution, Oral Liquid, suspension, Oral 

Liquid, syrup, Pill, Powder, oral, Suspension, Suspension, powder for, 
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Tablet, Tablet, chewable, Tablet, dispersible, Tablet, effervescent, 

Tablet, enteric coated, Tablet, film coated, Tablet, gelatin coated, Tablet, 

modified release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, 

soluble, Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like dosage 

forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Mineral(s) X (list in formulation) is/are essential for nutrition. 

 

INDICATIONS: 

Single substance formulation: 

Contributes to normal energy -yielding metabolism 

 

Contributes to normal oxygen transport in the body 

 

Contributes to normal formation of red blood cells and haemoglobin and 

proper function 

 

Contributes to normal cognitive function 

 

Contributes to the reduction of tiredness and fatigue 

 

Contributes to the normal functioning of the immune system 

 

A factor in the maintenance of good health 

 

Multiple substance formulation: 

Helps to form red blood cells and helps in their proper function 

 

A factor in the maintenance of good health 

 

Mineral supplement/ Vitamin/ Mineral supplement/ Multi-mineral 

supplement 

 

CONTRA-INDICATIONS: 

No statement is required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

EITHER: 

Minerals can only be of assistance if dietary intake is inadequate  

OR  

Mineral supplements should not replace a balanced diet. 
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If the package contains more than the equivalent of 250 mg of elemental 

iron: Keep out of reach of children. There is enough iron in this package 

to seriously harm a child. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 

 

For products targeted to pregnant women, providing iron at doses 

16-35 mg per day, the following statement is required: 

  

Taking a daily prenatal multi-vitamin mineral supplement along with this 

product may result in constipation, diarrhoea, and/or vomiting due to the 

high intake of iron. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children:  

0 - 18 years    0,6 mg - ≤ 24 mg 

  

 Adults:     1,4 mg - ≤ 24 mg  

 

Directions for use: 

Do not share medicines prescribed for you with any other person. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this leaflet. 

Should your general health worsen or if you experience any untoward 

effects while taking this medicine, please consult your doctor, pharmacist 

or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF ITS 

TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If neither 

is available, contact the nearest hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has not 

received registration with the Medicines Control Council the disclaimer: 
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“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 

Magnesium PROPER NAME: 

Magnesium 

 

SOURCE MATERIAL: 

Magnesium acetate 

Magnesium acetate tetrahydrate  

Magnesium ascorbate  

Magnesium aspartate 

Magnesium carbonate  

Magnesium chloride   

Magnesium chloride hexahydrate 

Magnesium citrate 

Magnesium fumarate   

Magnesium gluceptate   

Magnesium gluconate  

Magnesium gluconate dihydrate   

Magnesium glutarate 

Magnesium glycerophosphate 

Magnesium glycinate  

Magnesium hydrolyzed animal protein (HAP) chelate  

Magnesium hydrolyzed vegetable protein (HVP) chelate 

Magnesium hydroxide  

Magnesium lactate  

Magnesium malate 

Magnesium oxide 

Magnesium phosphate dibasic trihydrate  

Magnesium phosphate tribasic tetra-, penta-, or octahydrate   

Magnesium pidolate   

Magnesium succinate  

Magnesium sulphate   

Magnesium sulphate heptahydrate 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of equal 

standard other than those approved that may be proper for specific 

ingredients or a particular health supplement or herbal medicine. 

However if a monograph is published in one of these approved 

pharmacopoeias, the pharmacopoeial monograph specification must be 

considered a minimum standard applied for testing of the designated 

active ingredient and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 
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PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, Capsule, 

modified release, Capsule, soft, Granules, Granules, effervescent, 

Granules, enteric-coated, Granules, modified release, Oral Liquid, Oral 

Liquid, powder for, Oral Liquid, solution, Oral Liquid, suspension, Oral 

Liquid, syrup, Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, effervescent, 

Tablet, enteric coated, Tablet, film coated, Tablet, gelatin coated, Tablet, 

modified release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, 

soluble, Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like dosage 

forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Mineral(s) X (list in formulation) is/are essential for nutrition. 

 

INDICATIONS: 

Single substance formulation: 

Contributes to normal energy yielding metabolism 

 

Contributes to normal functioning of the nervous system 

 

Contributes to normal electrolyte balance 

 

Contributes to a reduction of tiredness and fatigue 

 

Contributes to the maintenance of normal muscle function 

 

Contributes to normal protein synthesis 

 

Contributes to normal psychological function 

 

Has a role in the process of cell division 

 

Contributes to the maintenance of normal bones 

 

Contributes to the maintenance of normal teeth 

 

Helps to metabolise carbohydrates, fats and proteins 

 

Contributes to tissue formation 

 

A factor in the maintenance of good health 

 

Multiple substance formulation: 

Helps to metabolise carbohydrates, fats and proteins 
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Contributes to the development and maintenance of bones and teeth 

 

Contributes to tissue formation 

 

Contributes to the maintenance of normal muscle function 

 

A factor in the maintenance of good health 

 

Mineral supplement/ Vitamin/ Mineral supplement/ Multi-mineral 

supplement 

 

CONTRA-INDICATIONS: 

No statement is required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

EITHER: 

Minerals can only be of assistance if dietary intake is inadequate  

OR  

Mineral supplements should not replace a balanced diet. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children:  

1 - 3 years     12 mg - 65 mg 

 

4 - 8 years     12 mg - ≤ 100 mg  

 

9 - 13 years     12 mg - ≤ 150 mg  

 

14 - 18 years    20 mg - ≤ 250 mg 

   

 Adults:     20 mg  - ≤ 250 mg 

 

Directions for use: 

Do not share medicines prescribed for you with any other person. 

 

SIDE-EFFECTS: 
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Not all side-effects reported for this medicine are included in this leaflet. 

Should your general health worsen or if you experience any untoward 

effects while taking this medicine, please consult your doctor, pharmacist 

or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF ITS 

TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If neither 

is available, contact the nearest hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has not 

received registration with the Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 

Manganese PROPER NAME: 

Manganese 

 

SOURCE MATERIAL: 

Manganese (II) bisglycinate/Manganous bisglycinate 

Manganese (II) chloride/Manganous chloride 

Manganese (II) chloride tetrahydrate/Manganous chloride tetrahydrate 

Manganese (II) citrate/Manganous citrate 

Manganese (II) gluconate/Manganous gluconate 

Manganese (II) glycerophosphate/Manganous glycerophosphate 

Manganese (II) HAP chelate/Manganous HAP chelate 

Manganese (II) HVP chelate/Manganous HVP chelate 

Manganese (II) sulphate/Manganous sulphate 

Manganese (II) sulphate monohydrate/Manganous sulphate monohydrate  

Manganese (II) sulphate tetrahydrate/Manganous sulphate tetrahydrate  

Manganese (IV) dioxide 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of equal 

standard other than those approved that may be proper for specific 

ingredients or a particular health supplement or herbal medicine. 

However if a monograph is published in one of these approved 

pharmacopoeias, the pharmacopoeial monograph specification must be 

considered a minimum standard applied for testing of the designated 

active ingredient and finished product. 
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ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, Capsule, 

modified release, Capsule, soft, Granules, Granules, effervescent, 

Granules, enteric-coated, Granules, modified release, Oral Liquid, Oral 

Liquid, powder for, Oral Liquid, solution, Oral Liquid, suspension, Oral 

Liquid, syrup, Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, effervescent, 

Tablet, enteric coated, Tablet, film coated, Tablet, gelatin coated, Tablet, 

modified release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, 

soluble, Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like dosage 

forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Mineral(s) X (list in formulation) is/are essential for nutrition. 

 

INDICATIONS: 

Single substance formulation: 

Helps the body to metabolise carbohydrates, fats and protein 

 

Contributes to the development and maintenance of normal bones 

 

Contributes to the protection of cells from oxidative stress 

 

Contributes to normal energy-yielding metabolism 

 

Contributes to the normal formation of connective tissue 

 

A factor in the maintenance of good health 

 

Multiple substance formulation: 

Helps the body to metabolise carbohydrates, fats and protein 

 

Contributes to the development and maintenance of normal bones 

 

A factor in the maintenance of good health 

 

Mineral supplement/ Vitamin/ Mineral supplement/ Multi-mineral 

supplement 

 

CONTRA-INDICATIONS: 

No statement is required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 



RDG HS comments  

Registration of Medicines  Health Supplements  

  

7.04_QSE_Health_Supplements_Nov14_v1  Nov 2014  Page 126 of 451  

Do not exceed the recommended daily dose. 

 

EITHER: 

Minerals can only be of assistance if dietary intake is inadequate  

OR  

Mineral supplements should not replace a balanced diet. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

   

 Adults:      0,13 mg - 4 mg 

 

Directions for use: 

Do not share medicines prescribed for you with any other person. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this leaflet. 

Should your general health worsen or if you experience any untoward 

effects while taking this medicine, please consult your doctor, pharmacist 

or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF ITS 

TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If neither 

is available, contact the nearest hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has not 

received registration with the Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 

Molybdenum PROPER NAME: 
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Molybdenum  

 

SOURCE MATERIAL: 

Ammonium molybdate (VI) 

Ammonium molybdate (VI) tetrahydrate 

Molybdenum bisglycinate 

Molybdenum citrate 

Molybdenum fumarate 

Molybdenum glutarate 

Molybdenum HAP chelate 

Molybdenum HVP chelate 

Molybdenum malate 

Molybdenum succinate 

Sodium molybdate (VI) 

Sodium molybdate (VI) dihydrate 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of equal 

standard other than those approved that may be proper for specific 

ingredients or a particular health supplement or herbal medicine. 

However if a monograph is published in one of these approved 

pharmacopoeias, the pharmacopoeial monograph specification must be 

considered a minimum standard applied for testing of the designated 

active ingredient and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, Capsule, 

modified release, Capsule, soft, Granules, Granules, effervescent, 

Granules, enteric-coated, Granules, modified release, Oral Liquid, Oral 

Liquid, powder for, Oral Liquid, solution, Oral Liquid, suspension, Oral 

Liquid, syrup, Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, effervescent, 

Tablet, enteric coated, Tablet, film coated, Tablet, gelatin coated, Tablet, 

modified release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, 

soluble, Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like dosage 

forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Mineral(s) X (list in formulation) is/are essential for nutrition. 

 

INDICATIONS: 

Single substance formulation: 

Contributes to normal sulphur amino acid metabolism 
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Helps the body to metabolise proteins 

 

A factor in the maintenance of good health 

 

Multiple substance formulation: 

Helps the body to metabolise proteins 

 

A factor in the maintenance of good health 

 

Mineral supplement/ Vitamin/ Mineral supplement/ Multi-mineral 

supplement 

 

CONTRA-INDICATIONS: 

No statement is required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

EITHER: 

Minerals can only be of assistance if dietary intake is inadequate  

OR  

Mineral supplements should not replace a balanced diet. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

   

 Adults:      2,5 μg  - ≤ 230 μg 

 

Directions for use: 

Do not share medicines prescribed for you with any other person. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this leaflet. 

Should your general health worsen or if you experience any untoward 

effects while taking this medicine, please consult your doctor, pharmacist 

or other health care professional for advice. 
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KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF ITS 

TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If neither 

is available, contact the nearest hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has not 

received registration with the Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 

Phosphorus PROPER NAME: 

Phosphorus 

 

SOURCE MATERIAL: 

Bone meal 

Calcium glycerophosphate 

Calcium phosphate dibasic 

Calcium phosphate monobasic 

Calcium phosphate tribasic 

Potassium phosphate dibasic 

Potassium phosphate monobasic 

Sodium phosphate dibasic 

Sodium phosphate dibasic dihydrate 

Sodium phosphate dibasic dodecahydrate 

Sodium phosphate dibasic heptahydrate 

Sodium phosphate monobasic 

Sodium phosphate monobasic dihydrate 

Sodium phosphate monobasic monohydrate 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of equal 

standard other than those approved that may be proper for specific 

ingredients or a particular health supplement or herbal medicine. 

However if a monograph is published in one of these approved 

pharmacopoeias, the pharmacopoeial monograph specification must be 

considered a minimum standard applied for testing of the designated 

active ingredient and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 
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PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, Capsule, 

modified release, Capsule, soft, Granules, Granules, effervescent, 

Granules, enteric-coated, Granules, modified release, Oral Liquid, Oral 

Liquid, powder for, Oral Liquid, solution, Oral Liquid, suspension, Oral 

Liquid, syrup, Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, effervescent, 

Tablet, enteric coated, Tablet, film coated, Tablet, gelatin coated, Tablet, 

modified release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, 

soluble, Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like dosage 

forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Mineral(s) X (list in formulation) is/are essential for nutrition. 

 

INDICATIONS: 

Single substance formulation: 

Helps to metabolise carbohydrates, fats and proteins 

 

Contributes to the development and maintenance of normal bones 

 

Contributes to normal function of the cell membranes 

 

Contributes to energy-yielding metabolism 

 

Contributes to the development and maintenance of normal teeth 

 

Helps to metabolise carbohydrates, fats and proteins 

 

A factor in the maintenance of good health 

 

Contributes to normal functioning of the nervous system 

 

Contributes to normal muscle function 

 

Contributes to the maintenance of normal blood pressure 

 

A factor in the maintenance of good health 

 

Multiple substance formulation: 

Helps to metabolise carbohydrates, fats and proteins 

 

Contributes to the development and maintenance of normal bones and 

teeth 

 

A factor in the maintenance of good health 
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Mineral supplement/ Vitamin/ Mineral supplement/ Multi-mineral 

supplement 

 

CONTRA-INDICATIONS: 

No statement is required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

EITHER: 

Minerals can only be of assistance if dietary intake is inadequate  

OR  

Mineral supplements should not replace a balanced diet. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children:  

1 years - 18 years    62 mg  - ≤ 250 mg 

   

 Adults:       62 mg  - ≤ 250 mg 

 

Directions for use: 

Do not share medicines prescribed for you with any other person. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this leaflet. 

Should your general health worsen or if you experience any untoward 

effects while taking this medicine, please consult your doctor, pharmacist 

or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF ITS 

TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If neither 

is available, contact the nearest hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 
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CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has not 

received registration with the Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 

Potassium PROPER NAME: 

Potassium 

 

SOURCE MATERIAL: 

Potassium acetate 

Potassium aspartate 

Potassium bicarbonate 

Potassium carbonate 

Potassium chloride 

Potassium citrate 

Potassium citrate monohydrate 

Potassium gluconate 

Potassium glycerophosphate 

Potassium glycerophosphate trihydrate 

Potassium sulphate 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of equal 

standard other than those approved that may be proper for specific 

ingredients or a particular health supplement or herbal medicine. 

However if a monograph is published in one of these approved 

pharmacopoeias, the pharmacopoeial monograph specification must be 

considered a minimum standard applied for testing of the designated 

active ingredient and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, Capsule, 

modified release, Capsule, soft, Granules, Granules, effervescent, 

Granules, enteric-coated, Granules, modified release, Oral Liquid, Oral 

Liquid, powder for, Oral Liquid, solution, Oral Liquid, suspension, Oral 

Liquid, syrup, Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, effervescent, 

Tablet, enteric coated, Tablet, film coated, Tablet, gelatin coated, Tablet, 

modified release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, 

soluble, Tablet, sugar coated, Tablet, uncoated.  
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This mini-monograph is not intended to include foods or food-like dosage 

forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Mineral(s) X (list in formulation) is/are essential for nutrition. 

 

INDICATIONS: 

Single substance formulation: 

Contributes to normal functioning of the nervous system 

 

Contributes to normal muscle function 

 

Contributes to the maintenance of normal blood pressure 

 

A factor in the maintenance of good health 

 

Multiple substance formulation: 

A factor in the maintenance of good health 

 

Mineral supplement/ Vitamin/ Mineral supplement/ Multi-mineral 

supplement 

 

CONTRA-INDICATIONS: 

No statement is required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

EITHER: 

Minerals can only be of assistance if dietary intake is inadequate  

OR  

Mineral supplements should not replace a balanced diet. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

   

 Adults:      75 mg - ≤1 500 mg 

 

Directions for use: 
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Do not share medicines prescribed for you with any other person. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this leaflet. 

Should your general health worsen or if you experience any untoward 

effects while taking this medicine, please consult your doctor, pharmacist 

or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF ITS 

TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If neither 

is available, contact the nearest hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has not 

received registration with the Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 

Selenium PROPER NAME: 

Selenium 

 

SOURCE MATERIAL: 

Monohydrated selenium dioxide  

Selenium citrate  

Selenium hydrolyzed animal protein (HAP) chelate  

Selenium hydrolyzed vegetable protein (HVP) chelate 

Selenium yeast  

Selenocysteine  

Selenomethionine  

Sodium selenate  

Sodium selenite 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of equal 

standard other than those approved that may be proper for specific 

ingredients or a particular health supplement or herbal medicine. 

However if a monograph is published in one of these approved 

pharmacopoeias, the pharmacopoeial monograph specification must be 

considered a minimum standard applied for testing of the designated 

active ingredient and finished product. 
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ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, Capsule, 

modified release, Capsule, soft, Granules, Granules, effervescent, 

Granules, enteric-coated, Granules, modified release, Oral Liquid, Oral 

Liquid, powder for, Oral Liquid, solution, Oral Liquid, suspension, Oral 

Liquid, syrup, Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, effervescent, 

Tablet, enteric coated, Tablet, film coated, Tablet, gelatin coated, Tablet, 

modified release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, 

soluble, Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like dosage 

forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Mineral(s) X (list in formulation) is/are essential for nutrition. 

 

INDICATIONS: 

Single substance formulation: 

Contributes to the protection of cells from oxidative stress 

 

Contributes to normal spermatogenesis 

 

Contributes to the maintenance of normal hair 

 

Contributes to the maintenance of normal nails 

 

Contributes to the normal function of the immune system 

 

Contributes to normal thyroid function 

 

An antioxidant for the maintenance of good health 

 

A factor in the maintenance of good health 

 

Multiple substance formulation: 

An antioxidant for the maintenance of good health 

 

A factor in the maintenance of good health 

 

Mineral supplement/ Vitamin/ Mineral supplement/ Multi-mineral 

supplement 

 

CONTRA-INDICATIONS: 

No statement is required. 
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WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

EITHER: 

Minerals can only be of assistance if dietary intake is inadequate  

OR  

Mineral supplements should not replace a balanced diet. 

 

This product contains selenium, which is toxic in high doses. A daily dose 

of 150 micrograms for adults of selenium from dietary supplements should 

not be exceeded. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

   

 Adults:      3,5 μg  - ≤ 60 μg 

 

Directions for use: 

Do not share medicines prescribed for you with any other person. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this leaflet. 

Should your general health worsen or if you experience any untoward 

effects while taking this medicine, please consult your doctor, pharmacist 

or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF ITS 

TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If neither 

is available, contact the nearest hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 
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Note: in the case of a health supplement or herbal medicine if it has not 

received registration with the Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 

Vanadium PROPER NAME: 

Vanadium 

 

SOURCE MATERIAL: 

Sodium metavanadate 

Vanadium citrate 

Vanadium HAP chelate 

Vanadium HVP chelate 

Vanadyl sulphate (IV) 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of equal 

standard other than those approved that may be proper for specific 

ingredients or a particular health supplement or herbal medicine. 

However if a monograph is published in one of these approved 

pharmacopoeias, the pharmacopoeial monograph specification must be 

considered a minimum standard applied for testing of the designated 

active ingredient and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, Capsule, 

modified release, Capsule, soft, Granules, Granules, effervescent, 

Granules, enteric-coated, Granules, modified release, Oral Liquid, Oral 

Liquid, powder for, Oral Liquid, solution, Oral Liquid, suspension, Oral 

Liquid, syrup, Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, effervescent, 

Tablet, enteric coated, Tablet, film coated, Tablet, gelatin coated, Tablet, 

modified release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, 

soluble, Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like dosage 

forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Mineral(s) X (list in formulation) is/are essential for nutrition. 

 

INDICATIONS: 

Single substance formulation: 

A factor in the maintenance of good health 



RDG HS comments  

Registration of Medicines  Health Supplements  

  

7.04_QSE_Health_Supplements_Nov14_v1  Nov 2014  Page 138 of 451  

 

Mineral supplement 

 

Multiple substance formulation: 

A factor in the maintenance of good health 

 

Mineral supplement/ Vitamin/ Mineral supplement/ Multi-mineral 

supplement 

 

CONTRA-INDICATIONS: 

No statement is required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

EITHER: 

Minerals can only be of assistance if dietary intake is inadequate  

OR  

Mineral supplements should not replace a balanced diet. 

. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

   

 Adults:      9,1 μg  - ≤ 182 μg 

 

Directions for use: 

Do not share medicines prescribed for you with any other person. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this leaflet. 

Should your general health worsen or if you experience any untoward 

effects while taking this medicine, please consult your doctor, pharmacist 

or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF ITS 

TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If neither 

is available, contact the nearest hospital or poison control centre. 
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STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has not 

received registration with the Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 

Zinc PROPER NAME: 

Zinc 

 

SOURCE MATERIAL: 

Zinc acetate 

Zinc acetate dihydrate 

Zinc ascorbate 

Zinc bisglycinate 

Zinc chloride 

Zinc citrate 

Zinc fumarate 

Zinc gluconate 

Zinc glutarate 

Zinc glycerate 

Zinc hydrolyzed animal protein (HAP) chelate 

Zinc hydrolyzed vegetable protein (HVP) chelate 

Zinc malate 

Zinc monomethionine 

Zinc oxide 

Zinc picolinate 

Zinc phosphate 

Zinc succinate 

Zinc sulphate 

Zinc sulphate heptahydrate 

Zinc sulphate monohydrate 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of equal 

standard other than those approved that may be proper for specific 

ingredients or a particular health supplement or herbal medicine. 

However if a monograph is published in one of these approved 

pharmacopoeias, the pharmacopoeial monograph specification must be 

considered a minimum standard applied for testing of the designated 

active ingredient and finished product. 
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ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, Capsule, 

modified release, Capsule, soft, Granules, Granules, effervescent, 

Granules, enteric-coated, Granules, modified release, Oral Liquid, Oral 

Liquid, powder for, Oral Liquid, solution, Oral Liquid, suspension, Oral 

Liquid, syrup, Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, effervescent, 

Tablet, enteric coated, Tablet, film coated, Tablet, gelatin coated, Tablet, 

modified release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, 

soluble, Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like dosage 

forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Mineral(s) X (list in formulation) is/are essential for nutrition. 

 

INDICATIONS: 

Single substance formulation: 

Contributes to the maintenance of immune function 

 

Contributes to the maintenance of normal skin 

 

Contributes to normal acid-base metabolism 

 

Contributes to normal cognitive function 

 

Contributes to normal DNA synthesis 

 

Contributes to normal fertility and reproduction 

 

Contributes to normal macronutrient metabolism 

 

Contributes to normal metabolism of Vitamin A 

 

Contributes to the maintenance of normal nails 

 

Contributes to the maintenance of normal bones 

 

Contributes to the maintenance of normal hair 

 

Contributes to the maintenance of normal testosterone levels in the blood 

 

Contributes to the maintenance of normal vision 
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Contributes to the protection of cells from oxidative stress 

 

Has a role in the process of cell division 

 

Contributes to connective tissue formation 

 

Helps the body to metabolise carbohydrates, fats and proteins 

 

A factor in the maintenance of good health 

 

Multiple substance formulation: 

Helps in connective tissue formation 

 

Helps to maintain healthy skin 

 

Helps the body to metabolise carbohydrates, fats and proteins 

 

Helps to maintain immune function 

 

A factor in the maintenance of good health 

 

Mineral supplement/ Vitamin/ Mineral supplement/ Multi-mineral 

supplement 

 

CONTRA-INDICATIONS: 

For Zinc picolinate: 

 

Do not use if you are pregnant or breastfeeding. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

EITHER: 

Minerals can only be of assistance if dietary intake is inadequate  

OR  

Mineral supplements should not replace a balanced diet. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

Zinc supplementation can cause a copper deficiency. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 
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DOSAGE AND DIRECTIONS FOR USE: 

Children:  

 

0 - 12 months   0,2 mg - 2 mg 

1 - 3 years     0,4 mg – 7 mg 

4 - 8 years     0,4 mg - 12 mg 

9 - 13 years     0,4 mg - 23 mg 

14 - 18 years    0,7 mg - ≤ 25 mg 

  

 Adults:     0,7 mg ≤ 25 mg 

 

Directions for use: 

Do not share medicines prescribed for you with any other person. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this leaflet. 

Should your general health worsen or if you experience any untoward 

effects while taking this medicine, please consult your doctor, pharmacist 

or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF ITS 

TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If neither 

is available, contact the nearest hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has not 

received registration with the Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 

END  
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ANNEXURE G 

PROTEIN AND AMINO ACIDS 

Allowable Levels and Claims 

Note: Any claims provided may be used with any of the stipulated dosage ranges.  

Minimum: Minimum Daily Levels required for use of Health supplement Claim  

Maximum: Maximum Daily Levels Permitted as Health supplement  

 

PROTEINS AND 

AMINO ACIDS 

HEALTH SUPPLEMENT MINI-MONOGRAPH 

Proteins 

Acid casein 

Alfalfa protein 

concentrate 

Calcium caseinate 

Calcium sodium 

caseinate 

Hydrolyzed casein 

Defatted wheat germ 

protein 

Flaxseed protein 

Hemp protein 

concentrate 

Hemp protein isolate 

Hemp seed protein 

Casein Micelles 

Milk protein 

concentrate 

Milk protein isolate 

Pea protein 

Potato protein 

Rice protein 

Rice protein 

concentrate 

Sodium caseinate 

Wheat protein isolate 

Whey protein isolate 

Whey protein 

concentrate 

Whey protein 

hydrolysate 

PROPER NAME: 

See column to the left. 

 

SOURCE OF MATERIAL: 

 

Acid casein Extract - Bos taurus - milk 

Alfalfa protein 

concentrate 

Extract - Medicago sativa – herb top 

Calcium caseinate Isolate – Bos taurus - milk 

Calcium sodium 

caseinate 

Bos taurus - milk 

Hydrolyzed casein Bos taurus - milk 

Defatted wheat germ 

protein 

Triticum aestivum – seed germ 

Flaxseed protein Linum usitatissimum  - seed 

Hemp protein 

concentrate 

Cannabis sativa seed extract 

Hemp protein isolate Cannabis sativa seed extract 

Hemp seed protein Cannabis sativa seed extract 

Casein Micelles Extract - Bos taurus - milk 

Milk protein 

concentrate 

Extract - Bos taurus - milk 

Milk protein isolate Extract - Bos taurus - milk 

Pea protein Pisum sativum seed isolate 

Potato protein Solanum tuberosum – tuber - Extract dry  ,  

Extract dry standardised 

Rice protein Rice protein concentrate isolate 

Rice protein 

concentrate 

 Oryza sativa - seed 

Sodium caseinate Isolate – Bos taurus - milk 

Wheat protein isolate Extract -  Triticum aestivum - seed germ 

Whey protein isolate Bos taurus - milk  or Capra hircus - milk 

Whey protein 

concentrate 

Bos taurus - milk  or Capra hircus - milk 
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Whey protein 

hydrolysate 

Bos taurus - milk  or Capra hircus - milk 

 

PHARMACEUTICAL STANDARD: 

Acceptable food grade. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, 

effervescent, Granules, enteric-coated, Granules, modified release, 

Oral Liquid, Oral Liquid, powder for, Oral Liquid, solution, Oral Liquid, 

suspension, Oral Liquid, syrup, Pill, Powder, oral, Suspension, 

Suspension, powder for, Tablet, Tablet, chewable, Tablet, dispersible, 

Tablet, effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, multilayer, 

Tablet, orally disintegrating, Tablet, soluble, Tablet, sugar coated, 

Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like 

dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Proteins are constituents of living cells essential for growth and repair 

of tissues. 

 

INDICATIONS; 

Single and multiple substance formulation: 

Source of protein for the maintenance of good health. 

 

Source of protein which helps build and repair body tissues 

. 

Source of amino acids involved in muscle protein synthesis. 

 

Assists in the building of lean muscle [tissue/mass] when combined with 

regular [weight/resistance] training and a healthy balanced diet  

 

Workout supplement  

 

Athletic support 

 

CONTRA-INDICATIONS 

No statement required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 
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Ensure to drink enough fluid before, during, and after exercise. 

 

If applicable - This product contains milk by-products/derivatives 

 

Products containing over 30 g per day total protein and/or amino 

acids (including β-alanine):  

 

If you have liver or kidney disease, consult a health care practitioner 

prior to use. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

 

Adults only: 

Dose:  

Combined dose for all ingredients from proteins in the product: 

 2.6 - 90 g, per day 

 

Use or purpose: 

Products in powder form:  

Mix product well in 1-2 cups of liquid (water, juice, etc.) immediately 

before consumption. 

 

Products for increasing exercise performance (optional): 

Consume 45-90 minutes before exercising. 

 

Products for repairing body tissues/muscles and restoring 

plasma glutamine levels (optional): 

Consume no later than 90 minutes after exercising. 

 

Products for endurance based on ingredients from 

carbohydrates (optional): 

Consume 30-60 g carbohydrates per hour of high intensity exercise 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this 

leaflet. Should your general health worsen or if you experience any 
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untoward effects while taking this medicine, please consult your 

doctor, pharmacist or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF 

ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If 

neither is available, contact the nearest hospital or poison control 

centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has 

not received registration with the Medicines Control Council the 

disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

ESSENTIAL AMINO ACIDS 

Note: When combining individual amino acids with protein ingredients, applicants must 

consider the contribution of the protein ingredient(s) to the total dose of each amino acid, in 

order to respect the maximum doses indicated below. 

L-Histidine PROPER NAME;  

L-Histidine 

 

SOURCE INGREDIENTS:- chemical substances that are sources of the 

ingredient 

Calcium Sodium Caseinate   

Hydrolyzed collagen   

L-Histidine hydrochloride   

Whey protein concentrate   

Whey protein isolate 

 

PHARMACEUTICAL STANDARD: 

Acceptable food grade. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, 

effervescent, Granules, enteric-coated, Granules, modified release, 

Oral Liquid, Oral Liquid, powder for, Oral Liquid, solution, Oral Liquid, 
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suspension, Oral Liquid, syrup, Pill, Powder, oral, Suspension, 

Suspension, powder for, Tablet, Tablet, chewable, Tablet, dispersible, 

Tablet, effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, multilayer, 

Tablet, orally disintegrating, Tablet, soluble, Tablet, sugar coated, 

Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like 

dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Amino-acids are the building blocks of life and constituents of living 

cells essential for growth and repair of tissues. Essential amino acids 

cannot be made by the body. As a result, they must come from an 

external nutrient source. 

 

INDICATIONS; 

Single and multiple substance formulation: 

Source of (an) essential amino acid(s) for the maintenance of good 

health  

 

Source of (an) (essential) amino acid(s) involved in muscle protein 

synthesis  

 

Assists in the building of lean muscle [tissue/mass] when combined 

with regular [weight/resistance] training and a healthy balanced diet  

 

Products containing all three of L-leucine, L-isoleucine and L-

valine, at or above the respective minimum doses indicated in 

the Dose section below:  

 

Source of branched chain amino acids, which are involved in 

protein synthesis  

 

Workout supplement  

 

Athletic support 

 

CONTRA-INDICATIONS 

No statement required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

Ensure to drink enough fluid before, during, and after exercise. 

 

If applicable - This product contains milk by-products/derivatives 
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Products containing over 30 g per day total protein and/or amino 

acids (including β-alanine):  

 

If you have liver or kidney disease, consult a health care 

practitioner prior to use. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

 

Adults only:  49 mg -  220 mg per day 

 

Directions for use; 

Ensure to drink enough fluid before, during, and after exercise. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this 

leaflet. Should your general health worsen or if you experience any 

untoward effects while taking this medicine, please consult your 

doctor, pharmacist or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF 

ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If 

neither is available, contact the nearest hospital or poison control 

centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has 

not received registration with the Medicines Control Council the 

disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 
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L-Isoleucine PROPER NAME;  

L-Isoleucine 

 

SOURCE INGREDIENTS:- chemical substances that are sources of the 

ingredient 

Calcium Sodium Caseinate   

Ethyl L-isoleucinate   

Hydrolyzed collagen   

L-Isoleucine hydrochloride   

N-Acetyl-L-isoleucine   

Pea Protein   

   

PHARMACEUTICAL STANDARD: 

Acceptable food grade. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, 

effervescent, Granules, enteric-coated, Granules, modified release, 

Oral Liquid, Oral Liquid, powder for, Oral Liquid, solution, Oral Liquid, 

suspension, Oral Liquid, syrup, Pill, Powder, oral, Suspension, 

Suspension, powder for, Tablet, Tablet, chewable, Tablet, dispersible, 

Tablet, effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, multilayer, 

Tablet, orally disintegrating, Tablet, soluble, Tablet, sugar coated, 

Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like 

dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Amino-acids are the building blocks of life and constituents of living cells 

essential for growth and repair of tissues. Essential amino acids cannot 

be made by the body. As a result, they must come from a nutrient 

source. 

 

INDICATIONS; 

Single and multiple substance formulation: 

Source of (an) essential amino acid(s) for the maintenance of good 

health  

 

Source of (an) (essential) amino acid(s) involved in muscle protein 

synthesis  
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Assists in the building of lean muscle [tissue/mass] when combined 

with regular [weight/resistance] training and a healthy balanced diet  

 

Products containing all three of L-leucine, L-isoleucine and L-

valine, at or above the respective minimum doses indicated in 

the Dose section below:  

 

Source of branched chain amino acids, which are involved in 

protein synthesis  

 

Workout supplement  

 

Athletic support 

 

CONTRA-INDICATIONS 

No statement required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

Ensure to drink enough fluid before, during, and after exercise. 

 

If applicable - This product contains milk by-products/derivatives 

 

Products containing over 30 g per day total protein and/or amino 

acids (including β-alanine):  

 

If you have liver or kidney disease, consult a health care 

practitioner prior to use. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

 

Adults only:  66.5 mg - 1065 mg per day 

 

Directions for use; 

Ensure to drink enough fluid before, during, and after exercise. 

 

SIDE-EFFECTS: 
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Not all side-effects reported for this medicine are included in this 

leaflet. Should your general health worsen or if you experience any 

untoward effects while taking this medicine, please consult your 

doctor, pharmacist or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF 

ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If 

neither is available, contact the nearest hospital or poison control 

centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has 

not received registration with the Medicines Control Council the 

disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

L-Leucine PROPER NAME;  

L-Leucine 

 

SOURCE INGREDIENTS:- chemical substances that are sources of the 

ingredient 

Calcium Sodium Caseinate   

Hydrolyzed collagen   

Leucine hydrochloride   

L-Leucine ethyl ester   

L-Leucine ethyl ester hydrochloride   

L-Leucine methyl ester hydrochloride   

N-Acetylleucine   

N-Glycyl-L-leucine   

Pea Protein 

 

PHARMACEUTICAL STANDARD: 

Acceptable food grade. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, 
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effervescent, Granules, enteric-coated, Granules, modified release, 

Oral Liquid, Oral Liquid, powder for, Oral Liquid, solution, Oral Liquid, 

suspension, Oral Liquid, syrup, Pill, Powder, oral, Suspension, 

Suspension, powder for, Tablet, Tablet, chewable, Tablet, dispersible, 

Tablet, effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, multilayer, 

Tablet, orally disintegrating, Tablet, soluble, Tablet, sugar coated, 

Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like 

dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Amino-acids are the building blocks of life and constituents of living 

cells essential for growth and repair of tissues. Essential amino acids 

cannot be made by the body. As a result, they must come from an 

external nutrient source. 

 

INDICATIONS; 

Single and multiple substance formulation: 

Source of (an) essential amino acid(s) for the maintenance of good 

health  

 

Source of (an) (essential) amino acid(s) involved in muscle protein 

synthesis  

 

Assists in the building of lean muscle [tissue/mass] when combined 

with regular [weight/resistance] training and a healthy balanced diet  

 

Products containing all three of L-leucine, L-isoleucine and L-

valine, at or above the respective minimum doses indicated in 

the Dose section below:  

 

Source of branched chain amino acids, which are involved in 

protein synthesis  

 

Workout supplement  

 

Athletic support 

 

CONTRA-INDICATIONS 

No statement required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

Ensure to drink enough fluid before, during, and after exercise. 
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If applicable - This product contains milk by-products/derivatives 

 

Products containing over 30 g per day total protein and/or amino 

acids (including β-alanine):  

 

If you have liver or kidney disease, consult a health care 

practitioner prior to use. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

 

Adults only:  147 mg - 1824 mg per day 

 

Directions for use; 

Ensure to drink enough fluid before, during, and after exercise. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this 

leaflet. Should your general health worsen or if you experience any 

untoward effects while taking this medicine, please consult your 

doctor, pharmacist or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF 

ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If 

neither is available, contact the nearest hospital or poison control 

centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has 

not received registration with the Medicines Control Council the 

disclaimer: 
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“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

L-Lysine PROPER NAME;  

L-Lysine  

 

SOURCE INGREDIENTS:- chemical substances that are sources of the 

ingredient 

Brown Rice Protein   

Calcium Sodium Caseinate   

Hydrolyzed collagen   

L-Lysine-L-aspartate   

L-Lysine monohydrochloride   

Lysine acetate   

Lysine dihydrochloride   

Milk protein isolate   

Whey protein concentrate   

Whey protein isolate 

 

PHARMACEUTICAL STANDARD: 

Acceptable food grade. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, 

effervescent, Granules, enteric-coated, Granules, modified release, 

Oral Liquid, Oral Liquid, powder for, Oral Liquid, solution, Oral Liquid, 

suspension, Oral Liquid, syrup, Pill, Powder, oral, Suspension, 

Suspension, powder for, Tablet, Tablet, chewable, Tablet, dispersible, 

Tablet, effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, multilayer, 

Tablet, orally disintegrating, Tablet, soluble, Tablet, sugar coated, 

Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like 

dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Amino-acids are the building blocks of life and constituents of living 

cells essential for growth and repair of tissues. Essential amino acids 

cannot be made by the body. As a result, they must come from an 

external nutrient source. 

 

INDICATIONS; 

Single and multiple substance formulation: 
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Source of (an) essential amino acid(s) for the maintenance of good 

health  

 

Source of (an) (essential) amino acid(s) involved in muscle protein 

synthesis  

 

Assists in the building of lean muscle [tissue/mass] when combined 

with regular [weight/resistance] training and a healthy balanced diet  

 

Products containing all three of L-leucine, L-isoleucine and L-

valine, at or above the respective minimum doses indicated in the 

Dose section below:  

 

Source of branched chain amino acids, which are involved in protein 

synthesis  

 

Workout supplement  

 

Athletic support 

 

CONTRA-INDICATIONS 

No statement required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

Ensure to drink enough fluid before, during, and after exercise. 

 

If applicable - This product contains milk by-products/derivatives 

 

Products containing over 30 g per day total protein and/or amino 

acids (including β-alanine):  

 

If you have liver or kidney disease, consult a health care 

practitioner prior to use. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 
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Adults only:  133 mg - 3000 mg per day 

 

Directions for use; 

Ensure to drink enough fluid before, during, and after exercise. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this 

leaflet. Should your general health worsen or if you experience any 

untoward effects while taking this medicine, please consult your 

doctor, pharmacist or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF 

ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If 

neither is available, contact the nearest hospital or poison control 

centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has 

not received registration with the Medicines Control Council the 

disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

L-Methionine PROPER NAME;  

L-Methionine 

 

SOURCE INGREDIENTS:- chemical substances that are sources of the 

ingredient 

Calcium Sodium Caseinate   

DL-Methionine   

Hydrolyzed collagen   

N-Acetyl-L-methionine   

Whey protein concentrate   

Whey protein isolate 

 

PHARMACEUTICAL STANDARD: 

Acceptable food grade. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 
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PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, 

effervescent, Granules, enteric-coated, Granules, modified release, 

Oral Liquid, Oral Liquid, powder for, Oral Liquid, solution, Oral Liquid, 

suspension, Oral Liquid, syrup, Pill, Powder, oral, Suspension, 

Suspension, powder for, Tablet, Tablet, chewable, Tablet, dispersible, 

Tablet, effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, multilayer, 

Tablet, orally disintegrating, Tablet, soluble, Tablet, sugar coated, 

Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like 

dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Amino-acids are the building blocks of life and constituents of living cells 

essential for growth and repair of tissues. Essential amino acids cannot 

be made by the body. As a result, they must come from an external 

nutrient source. 

 

INDICATIONS; 

Single and multiple substance formulation: 

Source of (an) essential amino acid(s) for the maintenance of good 

health  

 

Source of (an) (essential) amino acid(s) involved in muscle protein 

synthesis  

 

Assists in the building of lean muscle [tissue/mass] when combined 

with regular [weight/resistance] training and a healthy balanced diet  

 

Products containing all three of L-leucine, L-isoleucine and L-

valine, at or above the respective minimum doses indicated in the 

Dose section below:  

 

Source of branched chain amino acids, which are involved in protein 

synthesis  

 

Workout supplement  

 

Athletic support 

 

CONTRA-INDICATIONS 

No statement required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 
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Ensure to drink enough fluid before, during, and after exercise. 

 

If applicable - This product contains milk by-products/derivatives 

 

Products containing over 30 g per day total protein and/or amino 

acids (including β-alanine):  

 

If you have liver or kidney disease, consult a health care practitioner 

prior to use. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

 

Adults only:  66.5 mg - 1000 mg per day 

 

Directions for use; 

Ensure to drink enough fluid before, during, and after exercise. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this 

leaflet. Should your general health worsen or if you experience any 

untoward effects while taking this medicine, please consult your 

doctor, pharmacist or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF 

ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If 

neither is available, contact the nearest hospital or poison control 

centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 
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Note: in the case of a health supplement or herbal medicine if it has 

not received registration with the Medicines Control Council the 

disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

L-Phenylalanine PROPER NAME;  

L-Phenylalanine  

 

SOURCE INGREDIENTS:- chemical substances that are sources of the 

ingredient 

Calcium Sodium Caseinate   

DL-Phenylalanine   

Hydrolyzed collagen   

L-Phenylalanine methyl ester   

N-Acetyl-L-phenylalanine   

Whey protein concentrate   

Whey protein isolate 

 

PHARMACEUTICAL STANDARD: 

Acceptable food grade. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, 

effervescent, Granules, enteric-coated, Granules, modified release, 

Oral Liquid, Oral Liquid, powder for, Oral Liquid, solution, Oral Liquid, 

suspension, Oral Liquid, syrup, Pill, Powder, oral, Suspension, 

Suspension, powder for, Tablet, Tablet, chewable, Tablet, dispersible, 

Tablet, effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, multilayer, 

Tablet, orally disintegrating, Tablet, soluble, Tablet, sugar coated, 

Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like 

dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Amino-acids are the building blocks of life and constituents of living 

cells essential for growth and repair of tissues. Essential amino acids 

cannot be made by the body. As a result, they must come from an 

external nutrient source. 

 

INDICATIONS; 
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Single and multiple substance formulation: 

Source of (an) essential amino acid(s) for the maintenance of good 

health  

 

Source of (an) (essential) amino acid(s) involved in muscle protein 

synthesis  

 

Assists in the building of lean muscle [tissue/mass] when combined 

with regular [weight/resistance] training and a healthy balanced diet  

 

Products containing all three of L-leucine, L-isoleucine and L-

valine, at or above the respective minimum doses indicated in the 

Dose section below:  

 

Source of branched chain amino acids, which are involved in protein 

synthesis  

 

Workout supplement  

 

Athletic support 

 

CONTRA-INDICATIONS 

No statement required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

Ensure to drink enough fluid before, during, and after exercise. 

 

If applicable - This product contains milk by-products/derivatives 

 

Products containing over 30 g per day total protein and/or amino 

acids (including β-alanine):  

 

If you have liver or kidney disease, consult a health care practitioner 

prior to use. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 
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Adults only:   115.5 mg -  339 mg per day 

 

Directions for use; 

Ensure to drink enough fluid before, during, and after exercise. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this 

leaflet. Should your general health worsen or if you experience any 

untoward effects while taking this medicine, please consult your 

doctor, pharmacist or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF 

ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If 

neither is available, contact the nearest hospital or poison control 

centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has 

not received registration with the Medicines Control Council the 

disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

L-Threonine PROPER NAME;  

L-Threonine 

 

SOURCE INGREDIENTS:- chemical substances that are sources of the 

ingredient 

• Calcium Sodium Caseinate   

• dl-Threonine   

• Hydrolyzed collagen   

• Whey protein concentrate   

• Whey protein isolate  

 

PHARMACEUTICAL STANDARD: 

Acceptable food grade. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 
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PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, 

effervescent, Granules, enteric-coated, Granules, modified release, 

Oral Liquid, Oral Liquid, powder for, Oral Liquid, solution, Oral Liquid, 

suspension, Oral Liquid, syrup, Pill, Powder, oral, Suspension, 

Suspension, powder for, Tablet, Tablet, chewable, Tablet, dispersible, 

Tablet, effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, multilayer, 

Tablet, orally disintegrating, Tablet, soluble, Tablet, sugar coated, 

Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like 

dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Amino-acids are the building blocks of life and constituents of living cells 

essential for growth and repair of tissues. Essential amino acids cannot 

be made by the body. As a result, they must come from an external 

nutrient source. 

 

INDICATIONS; 

Single and multiple substance formulation: 

Source of (an) essential amino acid(s) for the maintenance of good 

health  

 

Source of (an) (essential) amino acid(s) involved in muscle protein 

synthesis  

 

Assists in the building of lean muscle [tissue/mass] when combined 

with regular [weight/resistance] training and a healthy balanced diet  

 

Products containing all three of L-leucine, L-isoleucine and L-

valine, at or above the respective minimum doses indicated in the 

Dose section below:  

 

Source of branched chain amino acids, which are involved in protein 

synthesis  

 

Workout supplement  

 

Athletic support 

 

CONTRA-INDICATIONS 

No statement required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 
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Ensure to drink enough fluid before, during, and after exercise. 

 

If applicable - This product contains milk by-products/derivatives 

 

Products containing over 30 g per day total protein and/or amino 

acids (including β-alanine):  

 

If you have liver or kidney disease, consult a health care practitioner 

prior to use. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

 

Adults only:   70 mg - 301 mg per day 

 

Directions for use; 

Ensure to drink enough fluid before, during, and after exercise. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this 

leaflet. Should your general health worsen or if you experience any 

untoward effects while taking this medicine, please consult your 

doctor, pharmacist or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF 

ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If 

neither is available, contact the nearest hospital or poison control 

centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 
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Note: in the case of a health supplement or herbal medicine if it has 

not received registration with the Medicines Control Council the 

disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

L-Tryptophan PROPER NAME;  

L-Tryptophan  

 

SOURCE INGREDIENTS:- chemical substances that are sources of the 

ingredient 

Calcium Sodium Caseinate   

Whey protein concentrate   

Whey protein isolate  

 

PHARMACEUTICAL STANDARD: 

Acceptable food grade. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, 

effervescent, Granules, enteric-coated, Granules, modified release, 

Oral Liquid, Oral Liquid, powder for, Oral Liquid, solution, Oral Liquid, 

suspension, Oral Liquid, syrup, Pill, Powder, oral, Suspension, 

Suspension, powder for, Tablet, Tablet, chewable, Tablet, dispersible, 

Tablet, effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, multilayer, 

Tablet, orally disintegrating, Tablet, soluble, Tablet, sugar coated, 

Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like 

dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Amino-acids are the building blocks of life and constituents of living 

cells essential for growth and repair of tissues. Essential amino acids 

cannot be made by the body. As a result, they must come from an 

external nutrient source. 

 

INDICATIONS; 

Single and multiple substance formulation: 

Source of (an) essential amino acid(s) for the maintenance of good 

health  
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Source of (an) (essential) amino acid(s) involved in muscle protein 

synthesis  

 

Assists in the building of lean muscle [tissue/mass] when combined 

with regular [weight/resistance] training and a healthy balanced diet  

 

Products containing all three of L-leucine, L-isoleucine and L-

valine, at or above the respective minimum doses indicated in the 

Dose section below:  

 

Source of branched chain amino acids, which are involved in protein 

synthesis  

 

Workout supplement  

 

Athletic support 

 

CONTRA-INDICATIONS 

No statement required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

Ensure to drink enough fluid before, during, and after exercise. 

 

If applicable: This product contains milk by-products/derivatives 

 

Products containing over 30 g per day total protein and/or amino 

acids (including β-alanine):  

 

If you have liver or kidney disease, consult a health care 

practitioner prior to use. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

 

Adults only:   17.5 mg - 220 mg per day 

 

Directions for use; 
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Ensure to drink enough fluid before, during, and after exercise. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this 

leaflet. Should your general health worsen or if you experience any 

untoward effects while taking this medicine, please consult your 

doctor, pharmacist or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF 

ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If 

neither is available, contact the nearest hospital or poison control 

centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has 

not received registration with the Medicines Control Council the 

disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

L-Valine PROPER NAME;  

L-Valine  

 

SOURCE INGREDIENTS:- chemical substances that are sources of the 

ingredient 

Calcium Sodium Caseinate   

DL-Valine   

Hydrolyzed collagen   

L-Valine ethyl ester   

L-Valine ethyl ester hydrochloride   

L-valine hydrochloride   

N-Acetyl-L-valine   

Pea Protein     

 

PHARMACEUTICAL STANDARD: 

Acceptable food grade. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 
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Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, 

effervescent, Granules, enteric-coated, Granules, modified release, 

Oral Liquid, Oral Liquid, powder for, Oral Liquid, solution, Oral Liquid, 

suspension, Oral Liquid, syrup, Pill, Powder, oral, Suspension, 

Suspension, powder for, Tablet, Tablet, chewable, Tablet, dispersible, 

Tablet, effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, multilayer, 

Tablet, orally disintegrating, Tablet, soluble, Tablet, sugar coated, 

Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like 

dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Amino-acids are the building blocks of life and constituents of living 

cells essential for growth and repair of tissues. Essential amino acids 

cannot be made by the body. As a result, they must come from an 

external nutrient source. 

 

INDICATIONS; 

Single and multiple substance formulation: 

Source of (an) essential amino acid(s) for the maintenance of good 

health  

 

Source of (an) (essential) amino acid(s) involved in muscle protein 

synthesis  

 

Assists in the building of lean muscle [tissue/mass] when combined 

with regular [weight/resistance] training and a healthy balanced diet  

 

Products containing all three of L-leucine, L-isoleucine and L-

valine, at or above the respective minimum doses indicated in the 

Dose section below:  

 

Source of branched chain amino acids, which are involved in protein 

synthesis  

 

Workout supplement  

 

Athletic support 

 

CONTRA-INDICATIONS 

No statement required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 
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Ensure to drink enough fluid before, during, and after exercise. 

 

If applicable - This product contains milk by-products/derivatives 

 

Products containing over 30 g per day total protein and/or amino 

acids (including β-alanine):  

 

If you have liver or kidney disease, consult a health care 

practitioner prior to use. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

 

Adults only:   84 mg - 1194 mg per day 

 

Directions for use; 

Ensure to drink enough fluid before, during, and after exercise. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this 

leaflet. Should your general health worsen or if you experience any 

untoward effects while taking this medicine, please consult your 

doctor, pharmacist or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF 

ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If 

neither is available, contact the nearest hospital or poison control 

centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has 

not received registration with the Medicines Control Council the 

disclaimer: 
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“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

NON-ESSENTIAL AMINO ACIDS 

Note: When combining individual amino acids with protein ingredients, applicants must 

consider the contribution of the protein ingredient(s) to the total dose of each amino acid, in 

order to respect the maximum doses indicated below. 

L-Alanine PROPER NAME;  

L-Alanine  

 

SOURCE INGREDIENTS:- chemical substances that are sources of the 

ingredient 

Calcium Sodium Caseinate   

DL-Alanine   

Hydrolyzed collagen   

L-Alanine ethyl ester hydrochloride   

Whey protein concentrate   

Whey protein isolate      

 

PHARMACEUTICAL STANDARD: 

Acceptable food grade. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, 

effervescent, Granules, enteric-coated, Granules, modified release, 

Oral Liquid, Oral Liquid, powder for, Oral Liquid, solution, Oral Liquid, 

suspension, Oral Liquid, syrup, Pill, Powder, oral, Suspension, 

Suspension, powder for, Tablet, Tablet, chewable, Tablet, dispersible, 

Tablet, effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, multilayer, 

Tablet, orally disintegrating, Tablet, soluble, Tablet, sugar coated, 

Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like 

dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Non-essential amino acids are those that can be synthesized by the 

body. These nonessential amino acids serve many functions to create 

optimal health. 

 

INDICATIONS; 

Single and multiple substance formulation: 
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Source of (an) amino acid(s) involved in muscle protein synthesis 

 

Products containing L-glutamine, at or above the minimum 

dose indicated in the Dose section: 

Helps restore plasma glutamine levels depleted after periods of 

physical stress (e.g. prolonged exhaustive exercise)  

 

Helps to assist in muscle cell repair after exercise 

 

Workout supplement  

 

Athletic support 

 

CONTRA-INDICATIONS 

No statement required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

Ensure to drink enough fluid before, during, and after exercise. 

 

If applicable: This product contains milk by-products/derivatives 

 

Products containing over 30 g per day total protein and/or amino 

acids (including β-alanine):  

 

If you have liver or kidney disease, consult a health care 

practitioner prior to use. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

 

Adults only:   > 0 mg -  363 mg per day 

 

Directions for use; 

Ensure to drink enough fluid before, during, and after exercise. 

 

SIDE-EFFECTS: 
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Not all side-effects reported for this medicine are included in this 

leaflet. Should your general health worsen or if you experience any 

untoward effects while taking this medicine, please consult your 

doctor, pharmacist or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF 

ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If 

neither is available, contact the nearest hospital or poison control 

centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has 

not received registration with the Medicines Control Council the 

disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

L-Arginine PROPER NAME;  

L-Arginine  

 

SOURCE INGREDIENTS:- chemical substances that are sources of the 

ingredient 

Acetyl-L-carnitine arginate dihydrochloride   

Arginine bicarbonate   

Arginine PCA   

Arginine silicate inositol   

Brown Rice Protein   

Calcium Sodium Caseinate   

DL-Arginine   

Hydrolyzed collagen   

L-Arginine alpha-ketoglutarate   

L-Arginine DL-Malate   

L-Arginine ketoisocaproic acid   

L-Arginine L-aspartate   

L-Arginine monohydrochloride   

L-Arginine taurinate   

Whey protein concentrate   

Whey protein isolate 

 

PHARMACEUTICAL STANDARD: 

Acceptable food grade. 
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ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, 

effervescent, Granules, enteric-coated, Granules, modified release, 

Oral Liquid, Oral Liquid, powder for, Oral Liquid, solution, Oral Liquid, 

suspension, Oral Liquid, syrup, Pill, Powder, oral, Suspension, 

Suspension, powder for, Tablet, Tablet, chewable, Tablet, dispersible, 

Tablet, effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, multilayer, 

Tablet, orally disintegrating, Tablet, soluble, Tablet, sugar coated, 

Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like 

dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Non-essential amino acids are those that can be synthesized by the 

body. These nonessential amino acids serve many functions to create 

optimal health. 

 

INDICATIONS; 

Single and multiple substance formulation: 

Source of (an) amino acid(s) involved in muscle protein synthesis 

 

Products containing L-glutamine, at or above the minimum 

dose indicated in the Dose section: 

Helps restore plasma glutamine levels depleted after periods of 

physical stress (e.g. prolonged exhaustive exercise)  

 

Helps to assist in muscle cell repair after exercise 

 

Workout supplement  

 

Athletic support 

 

CONTRA-INDICATIONS 

No statement required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

Ensure to drink enough fluid before, during, and after exercise. 

 

If applicable - This product contains milk by-products/derivatives 



RDG HS comments  

Registration of Medicines  Health Supplements  

  

7.04_QSE_Health_Supplements_Nov14_v1  Nov 2014  Page 173 of 451  

 

Products containing over 30 g per day total protein and/or amino 

acids (including β-alanine):  

 

If you have liver or kidney disease, consult a health care practitioner 

prior to use. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

 

Adults only:   > 0 mg -  9 000 mg per day 

 

Directions for use; 

Ensure to drink enough fluid before, during, and after exercise. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this 

leaflet. Should your general health worsen or if you experience any 

untoward effects while taking this medicine, please consult your 

doctor, pharmacist or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF 

ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If 

neither is available, contact the nearest hospital or poison control 

centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has 

not received registration with the Medicines Control Council the 

disclaimer: 
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“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

L-Asparagine PROPER NAME;  

L-Asparagine  

 

SOURCE INGREDIENTS:- chemical substances that are sources of the 

ingredient 

L-Asparagine 

L-Asparagine monohydrate  

 

PHARMACEUTICAL STANDARD: 

Acceptable food grade. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, 

effervescent, Granules, enteric-coated, Granules, modified release, 

Oral Liquid, Oral Liquid, powder for, Oral Liquid, solution, Oral Liquid, 

suspension, Oral Liquid, syrup, Pill, Powder, oral, Suspension, 

Suspension, powder for, Tablet, Tablet, chewable, Tablet, dispersible, 

Tablet, effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, multilayer, 

Tablet, orally disintegrating, Tablet, soluble, Tablet, sugar coated, 

Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like 

dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Non-essential amino acids are those that can be synthesized by the 

body. These nonessential amino acids serve many functions to create 

optimal health. 

 

INDICATIONS; 

Single and multiple substance formulation: 

Source of (an) amino acid(s) involved in muscle protein synthesis 

 

Products containing L-glutamine, at or above the minimum 

dose indicated in the Dose section: 

Helps restore plasma glutamine levels depleted after periods of 

physical stress (e.g. prolonged exhaustive exercise)  

 

Helps to assist in muscle cell repair after exercise 
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Workout supplement  

 

Athletic support 

 

CONTRA-INDICATIONS 

No statement required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

Ensure to drink enough fluid before, during, and after exercise. 

 

If applicable - This product contains milk by-products/derivatives 

 

Products containing over 30 g per day total protein and/or amino 

acids (including β-alanine):  

 

If you have liver or kidney disease, consult a health care practitioner 

prior to use. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

 

Adults only:   > 0 mg -  93.5 mg per day 

 

Directions for use; 

Ensure to drink enough fluid before, during, and after exercise. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this 

leaflet. Should your general health worsen or if you experience any 

untoward effects while taking this medicine, please consult your 

doctor, pharmacist or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF 

ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If 

neither is available, contact the nearest hospital or poison control 

centre. 
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STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has 

not received registration with the Medicines Control Council the 

disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

L-Aspartic acid PROPER NAME:  

L-Aspartic acid  

 

SOURCE INGREDIENTS:- chemical substances that are sources of the 

ingredient 

Calcium Sodium Caseinate   

Hydrolyzed collagen   

Potassium aspartate   

Potassium magnesium aspartate   

Whey protein concentrate   

Whey protein isolate 

 

PHARMACEUTICAL STANDARD: 

Acceptable food grade. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, 

effervescent, Granules, enteric-coated, Granules, modified release, 

Oral Liquid, Oral Liquid, powder for, Oral Liquid, solution, Oral Liquid, 

suspension, Oral Liquid, syrup, Pill, Powder, oral, Suspension, 

Suspension, powder for, Tablet, Tablet, chewable, Tablet, dispersible, 

Tablet, effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, multilayer, 

Tablet, orally disintegrating, Tablet, soluble, Tablet, sugar coated, 

Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like 

dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 
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Non-essential amino acids are those that can be synthesized by the 

body. These nonessential amino acids serve many functions to create 

optimal health. 

 

INDICATIONS; 

Single and multiple substance formulation: 

Source of (an) amino acid(s) involved in muscle protein synthesis 

 

Products containing L-glutamine, at or above the minimum 

dose indicated in the Dose section: 

Helps restore plasma glutamine levels depleted after periods of 

physical stress (e.g. prolonged exhaustive exercise)  

 

Helps to assist in muscle cell repair after exercise 

 

Workout supplement  

 

Athletic support 

 

CONTRA-INDICATIONS 

No statement required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

Ensure to drink enough fluid before, during, and after exercise. 

 

If applicable: This product contains milk by-products/derivatives 

 

Products containing over 30 g per day total protein and/or amino 

acids (including β-alanine):  

 

If you have liver or kidney disease, consult a health care 

practitioner prior to use. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

 

Adults only:   > 0 mg -  1 000 mg per day 
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Directions for use; 

Ensure to drink enough fluid before, during, and after exercise. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this 

leaflet. Should your general health worsen or if you experience any 

untoward effects while taking this medicine, please consult your 

doctor, pharmacist or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF 

ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If 

neither is available, contact the nearest hospital or poison control 

centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has 

not received registration with the Medicines Control Council the 

disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

L-Cysteine PROPER NAME;  

L-Cysteine  

 

SOURCE INGREDIENTS:- chemical substances that are sources of the 

ingredient 

Cysteine hydrochloride   

Cysteine hydrochloride monohydrate   

D-Ribose-L-cysteine   

N-Acetyl-L-cysteine 

 

PHARMACEUTICAL STANDARD: 

Acceptable food grade. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, 
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effervescent, Granules, enteric-coated, Granules, modified release, 

Oral Liquid, Oral Liquid, powder for, Oral Liquid, solution, Oral Liquid, 

suspension, Oral Liquid, syrup, Pill, Powder, oral, Suspension, 

Suspension, powder for, Tablet, Tablet, chewable, Tablet, dispersible, 

Tablet, effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, multilayer, 

Tablet, orally disintegrating, Tablet, soluble, Tablet, sugar coated, 

Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like 

dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Non-essential amino acids are those that can be synthesized by the 

body. These nonessential amino acids serve many functions to create 

optimal health. 

 

INDICATIONS; 

Single and multiple substance formulation: 

Source of (an) amino acid(s) involved in muscle protein synthesis 

 

Products containing L-glutamine, at or above the minimum 

dose indicated in the Dose section: 

Helps restore plasma glutamine levels depleted after periods of 

physical stress (e.g. prolonged exhaustive exercise)  

 

Helps to assist in muscle cell repair after exercise 

 

Workout supplement  

 

Athletic support 

 

CONTRA-INDICATIONS 

No statement required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

Ensure to drink enough fluid before, during, and after exercise. 

 

If applicable - This product contains milk by-products/derivatives 

 

Products containing over 30 g per day total protein and/or amino 

acids (including β-alanine):  

 

If you have liver or kidney disease, consult a health care practitioner 

prior to use. 
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INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

 

Adults only:   > 0 mg – 1 000 mg per day 

 

Directions for use; 

Ensure to drink enough fluid before, during, and after exercise. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this 

leaflet. Should your general health worsen or if you experience any 

untoward effects while taking this medicine, please consult your 

doctor, pharmacist or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF 

ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If 

neither is available, contact the nearest hospital or poison control 

centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has 

not received registration with the Medicines Control Council the 

disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

L-Glutamic acid PROPER NAME;  

L-Glutamic acid  

 

SOURCE INGREDIENTS:- chemical substances that are sources of the 

ingredient 

Calcium Sodium Caseinate   
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Glutamic acid hydrochloride   

Hydrolyzed collagen   

Monosodium glutamate   

Whey protein concentrate   

Whey protein isolate  

 

PHARMACEUTICAL STANDARD: 

Acceptable food grade. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, 

effervescent, Granules, enteric-coated, Granules, modified release, 

Oral Liquid, Oral Liquid, powder for, Oral Liquid, solution, Oral Liquid, 

suspension, Oral Liquid, syrup, Pill, Powder, oral, Suspension, 

Suspension, powder for, Tablet, Tablet, chewable, Tablet, dispersible, 

Tablet, effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, multilayer, 

Tablet, orally disintegrating, Tablet, soluble, Tablet, sugar coated, 

Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like 

dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Non-essential amino acids are those that can be synthesized by the 

body. These nonessential amino acids serve many functions to create 

optimal health. 

 

INDICATIONS; 

Single and multiple substance formulation: 

Source of (an) amino acid(s) involved in muscle protein synthesis 

 

Products containing L-glutamine, at or above the minimum 

dose indicated in the Dose section: 

Helps restore plasma glutamine levels depleted after periods of 

physical stress (e.g. prolonged exhaustive exercise)  

 

Helps to assist in muscle cell repair after exercise 

 

Workout supplement  

 

Athletic support 

 

CONTRA-INDICATIONS 



RDG HS comments  

Registration of Medicines  Health Supplements  

  

7.04_QSE_Health_Supplements_Nov14_v1  Nov 2014  Page 182 of 451  

No statement required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

Ensure to drink enough fluid before, during, and after exercise. 

 

If applicable - This product contains milk by-products/derivatives 

 

Products containing over 30 g per day total protein and/or amino 

acids (including β-alanine):  

 

If you have liver or kidney disease, consult a health care practitioner 

prior to use. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

 

Adults only:   > 0 mg – 1 500 mg per day 

 

Directions for use; 

Ensure to drink enough fluid before, during, and after exercise. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this 

leaflet. Should your general health worsen or if you experience any 

untoward effects while taking this medicine, please consult your 

doctor, pharmacist or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF 

ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If 

neither is available, contact the nearest hospital or poison control 

centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 
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CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has 

not received registration with the Medicines Control Council the 

disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

L-Glutamine PROPER NAME;  

L-Glutamine  

 

SOURCE INGREDIENTS:- chemical substances that are sources of the 

ingredient 

Alanylglutamine   

Glutamic acid   

L-Glutamine ethyl ester   

L-Glutamine methyl ester   

Magnesium glycyl glutamine chelate   

N-Acetyl-L-glutamine   

Pea Protein  

 

PHARMACEUTICAL STANDARD: 

Acceptable food grade. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, 

effervescent, Granules, enteric-coated, Granules, modified release, 

Oral Liquid, Oral Liquid, powder for, Oral Liquid, solution, Oral Liquid, 

suspension, Oral Liquid, syrup, Pill, Powder, oral, Suspension, 

Suspension, powder for, Tablet, Tablet, chewable, Tablet, dispersible, 

Tablet, effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, multilayer, 

Tablet, orally disintegrating, Tablet, soluble, Tablet, sugar coated, 

Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like 

dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Non-essential amino acids are those that can be synthesized by the 

body. These nonessential amino acids serve many functions to create 

optimal health. 
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INDICATIONS; 

Single and multiple substance formulation: 

Source of (an) amino acid(s) involved in muscle protein synthesis 

 

Products containing L-glutamine, at or above the minimum 

dose indicated in the Dose section: 

Helps restore plasma glutamine levels depleted after periods of 

physical stress (e.g. prolonged exhaustive exercise)  

 

Helps to assist in muscle cell repair after exercise 

 

Workout supplement  

 

Athletic support 

 

CONTRA-INDICATIONS 

No statement required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

Ensure to drink enough fluid before, during, and after exercise. 

 

If applicable - This product contains milk by-products/derivatives 

 

Products containing over 30 g per day total protein and/or amino 

acids (including β-alanine):  

 

If you have liver or kidney disease, consult a health care practitioner 

prior to use. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

 

Adults only:   > 0 mg – 9 000 mg per day 

 

Directions for use; 

Ensure to drink enough fluid before, during, and after exercise. 
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SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this 

leaflet. Should your general health worsen or if you experience any 

untoward effects while taking this medicine, please consult your 

doctor, pharmacist or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF 

ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If 

neither is available, contact the nearest hospital or poison control 

centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has 

not received registration with the Medicines Control Council the 

disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

Aminoacetic acid PROPER NAME;  

Aminoacetic acid  

 

SOURCE INGREDIENTS:- chemical substances that are sources of the 

ingredient 

Calcium Sodium Caseinate   

Glycine hydrochloride   

Hydrolyzed collagen   

N-Glycyl-L-leucine   

Whey protein concentrate   

Whey protein isolate. 

 

PHARMACEUTICAL STANDARD: 

Acceptable food grade. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, 

effervescent, Granules, enteric-coated, Granules, modified release, 

Oral Liquid, Oral Liquid, powder for, Oral Liquid, solution, Oral Liquid, 
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suspension, Oral Liquid, syrup, Pill, Powder, oral, Suspension, 

Suspension, powder for, Tablet, Tablet, chewable, Tablet, dispersible, 

Tablet, effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, multilayer, 

Tablet, orally disintegrating, Tablet, soluble, Tablet, sugar coated, 

Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like 

dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Non-essential amino acids are those that can be synthesized by the 

body. These nonessential amino acids serve many functions to create 

optimal health. 

 

INDICATIONS; 

Single and multiple substance formulation: 

Source of (an) amino acid(s) involved in muscle protein synthesis 

 

Products containing L-glutamine, at or above the minimum 

dose indicated in the Dose section: 

Helps restore plasma glutamine levels depleted after periods of 

physical stress (e.g. prolonged exhaustive exercise)  

 

Helps to assist in muscle cell repair after exercise 

 

Workout supplement  

 

Athletic support 

 

CONTRA-INDICATIONS 

No statement required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

Ensure to drink enough fluid before, during, and after exercise. 

 

If applicable - This product contains milk by-products/derivatives 

 

Products containing over 30 g per day total protein and/or amino 

acids (including β-alanine):  

 

If you have liver or kidney disease, consult a health care practitioner 

prior to use. 

 

INTERACTIONS: 
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Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

 

Adults only:   > 0 mg – 1 800 mg per day 

 

Directions for use; 

Ensure to drink enough fluid before, during, and after exercise. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this 

leaflet. Should your general health worsen or if you experience any 

untoward effects while taking this medicine, please consult your 

doctor, pharmacist or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF 

ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If 

neither is available, contact the nearest hospital or poison control 

centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has 

not received registration with the Medicines Control Council the 

disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

L-Proline PROPER NAME;  

L-Proline  

 

SOURCE INGREDIENTS:- chemical substances that are sources of the 

ingredient 

Calcium Sodium Caseinate   

Glycine hydrochloride   
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Hydrolyzed collagen   

N-Glycyl-L-leucine   

Whey protein concentrate   

Whey protein isolate. 

 

PHARMACEUTICAL STANDARD: 

Acceptable food grade. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, 

effervescent, Granules, enteric-coated, Granules, modified release, 

Oral Liquid, Oral Liquid, powder for, Oral Liquid, solution, Oral Liquid, 

suspension, Oral Liquid, syrup, Pill, Powder, oral, Suspension, 

Suspension, powder for, Tablet, Tablet, chewable, Tablet, dispersible, 

Tablet, effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, multilayer, 

Tablet, orally disintegrating, Tablet, soluble, Tablet, sugar coated, 

Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like 

dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Non-essential amino acids are those that can be synthesized by the 

body. These nonessential amino acids serve many functions to create 

optimal health. 

 

INDICATIONS; 

Single and multiple substance formulation: 

Source of (an) amino acid(s) involved in muscle protein synthesis 

 

Products containing L-glutamine, at or above the minimum 

dose indicated in the Dose section: 

Helps restore plasma glutamine levels depleted after periods of 

physical stress (e.g. prolonged exhaustive exercise)  

 

Helps to assist in muscle cell repair after exercise 

 

Workout supplement  

 

Athletic support 

 

CONTRA-INDICATIONS 

No statement required. 
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WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

Ensure to drink enough fluid before, during, and after exercise. 

 

If applicable - This product contains milk by-products/derivatives 

 

Products containing over 30 g per day total protein and/or amino 

acids (including β-alanine):  

 

If you have liver or kidney disease, consult a health care 

practitioner prior to use. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

 

Adults only:   > 0 mg – 519 mg per day 

 

Directions for use; 

Ensure to drink enough fluid before, during, and after exercise. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this 

leaflet. Should your general health worsen or if you experience any 

untoward effects while taking this medicine, please consult your 

doctor, pharmacist or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF 

ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If 

neither is available, contact the nearest hospital or poison control 

centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 
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CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has 

not received registration with the Medicines Control Council the 

disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

L-Serine PROPER NAME;  

L-Serine  

 

SOURCE INGREDIENTS:- chemical substances that are sources of the 

ingredient 

Calcium Sodium Caseinate   

Hydrolyzed collagen   

Whey protein concentrate   

Whey protein isolate. 

 

PHARMACEUTICAL STANDARD: 

Acceptable food grade. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, 

effervescent, Granules, enteric-coated, Granules, modified release, 

Oral Liquid, Oral Liquid, powder for, Oral Liquid, solution, Oral Liquid, 

suspension, Oral Liquid, syrup, Pill, Powder, oral, Suspension, 

Suspension, powder for, Tablet, Tablet, chewable, Tablet, dispersible, 

Tablet, effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, multilayer, 

Tablet, orally disintegrating, Tablet, soluble, Tablet, sugar coated, 

Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like 

dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Non-essential amino acids are those that can be synthesized by the 

body. These nonessential amino acids serve many functions to create 

optimal health. 

 

INDICATIONS; 

Single and multiple substance formulation: 

Source of (an) amino acid(s) involved in muscle protein synthesis 

 



RDG HS comments  

Registration of Medicines  Health Supplements  

  

7.04_QSE_Health_Supplements_Nov14_v1  Nov 2014  Page 191 of 451  

Products containing L-glutamine, at or above the minimum 

dose indicated in the Dose section: 

Helps restore plasma glutamine levels depleted after periods of 

physical stress (e.g. prolonged exhaustive exercise)  

 

Helps to assist in muscle cell repair after exercise 

 

Workout supplement  

 

Athletic support 

 

CONTRA-INDICATIONS 

No statement required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

Ensure to drink enough fluid before, during, and after exercise. 

 

If applicable - This product contains milk by-products/derivatives 

 

Products containing over 30 g per day total protein and/or amino 

acids (including β-alanine):  

 

If you have liver or kidney disease, consult a health care practitioner 

prior to use. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

 

Adults only:   > 0 mg – 351 mg per day 

 

Directions for use; 

Ensure to drink enough fluid before, during, and after exercise. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this 

leaflet. Should your general health worsen or if you experience any 
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untoward effects while taking this medicine, please consult your 

doctor, pharmacist or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF 

ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If 

neither is available, contact the nearest hospital or poison control 

centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has 

not received registration with the Medicines Control Council the 

disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

L-Tyrosine PROPER NAME;  

L-Tyrosine  

 

SOURCE INGREDIENTS:- chemical substances that are sources of the 

ingredient 

Brown Rice Protein   

Calcium Sodium Caseinate   

Casein   

Hydrolyzed collagen   

L-Tyrosine ethyl ester   

N-Acetyl tyrosine   

Whey protein concentrate   

Whey protein isolate 

 

PHARMACEUTICAL STANDARD: 

Acceptable food grade. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, 

effervescent, Granules, enteric-coated, Granules, modified release, 

Oral Liquid, Oral Liquid, powder for, Oral Liquid, solution, Oral Liquid, 

suspension, Oral Liquid, syrup, Pill, Powder, oral, Suspension, 
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Suspension, powder for, Tablet, Tablet, chewable, Tablet, dispersible, 

Tablet, effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, multilayer, 

Tablet, orally disintegrating, Tablet, soluble, Tablet, sugar coated, 

Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like 

dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Non-essential amino acids are those that can be synthesized by the 

body. These nonessential amino acids serve many functions to create 

optimal health. 

 

INDICATIONS; 

Single and multiple substance formulation: 

Source of (an) amino acid(s) involved in muscle protein synthesis 

 

Products containing L-glutamine, at or above the minimum 

dose indicated in the Dose section: 

Helps restore plasma glutamine levels depleted after periods of 

physical stress (e.g. prolonged exhaustive exercise)  

 

Helps to assist in muscle cell repair after exercise 

 

Workout supplement  

 

Athletic support 

 

CONTRA-INDICATIONS 

No statement required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

Ensure to drink enough fluid before, during, and after exercise. 

 

If applicable - This product contains milk by-products/derivatives 

 

Products containing over 30 g per day total protein and/or amino 

acids (including β-alanine):  

 

If you have liver or kidney disease, consult a health care practitioner 

prior to use. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 
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PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

 

Adults only:   > 0 mg – 3 600 mg per day 

 

Directions for use; 

Ensure to drink enough fluid before, during, and after exercise. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this 

leaflet. Should your general health worsen or if you experience any 

untoward effects while taking this medicine, please consult your 

doctor, pharmacist or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF 

ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If 

neither is available, contact the nearest hospital or poison control 

centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has 

not received registration with the Medicines Control Council the 

disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 

END  
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ANNEXURE H 

ANIMAL EXTRACTS, PRODUCTS AND DERIVATIVES 

Allowable Levels and Claims 

Note: Any claims provided may be used with any of the stipulated dosage ranges.  

Minimum: Minimum Daily Levels required for use of Health supplement Claim  

Maximum: Maximum Daily Levels Permitted as Health supplement  

 

ANIMAL EXTRACTS,  

PRODUCTS AND  

DERIVATIVES 

HEALTH SUPPLEMENT MINI-MONOGRAPH 

Bovine Colostrum PROPER NAME;  

Bovine Colostrum  

 

SOURCE INGREDIENTS:- chemical substances that are 

sources of the ingredient 

Colostrum - Bos taurus 

Note: Sources of colostrum should not be from hyper-

immunized cattle. 

 

PHARMACEUTICAL STANDARD: 

Acceptable food grade. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal 

system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 

modified release, Oral Liquid, Oral Liquid, powder for, Oral 

Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 

multilayer, Tablet, orally disintegrating, Tablet, soluble, 

Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 
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Colostrum is the premilk fluid produced from mammary glands 

during the first 2 to 4 days after birth. It is a rich natural source 

of nutrients, antibodies, and growth factors for the newborn. 

 

Colostrum contains immune factors, immunoglobulins, 

antibodies, proline-rich polypeptides (PRP), lactoferrin, 

glycoproteins, lactalbumins, cytokines (e.g., interleukin, and 

interferon), growth factors, vitamins, and minerals. 

 

INDICATIONS; 

Single and multiple substance formulation: 

Helps to support immune function within the upper 

respiratory tract. 

 

CONTRA-INDICATIONS 

If you have a known allergy/hypersensitivity to cow's milk, do 

not use this product 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

For prolonged use, consult a health care practitioner   

 

If you have a history of cancer, consult a healthcare 

practitioner prior to use   

 

If you have diabetes, consult a health care practitioner prior to 

use  

 

If you have liver or kidney disease or if you have been 

instructed to follow a low protein diet, consult a health care 

practitioner prior to use 

 

If you suffer from an immune system disorder (e.g. Crohn's 

disease, myasthenia gravis, multiple sclerosis, rheumatoid 

arthritis, systemic lupus erythematosus, HIV/AIDS, etc.) or if 

you are taking immunosuppressants, consult a health care 

practitioner prior to use. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 
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DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

 

Adults only:   > 0.4 g – 10 g dried powder per day 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are 

included in this leaflet. Should your general health 

worsen or if you experience any untoward effects while 

taking this medicine, please consult your doctor, 

pharmacist or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND 

PARTICULARS OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or 

pharmacist. If neither is available, contact the nearest 

hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine 

if it has not received registration with the Medicines Control 

Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines 

Control Council. This medicine is not intended to diagnose, 

treat, cure or prevent any disease.” 

Whey protein isolate 

≥ 90 % 

 

Whey protein concentrate  

25-89.9%  

 

Reduced lactose whey  

16-24%  

 

Reduced minerals whey  

10-24%  

 

Whey  

10-15% 

 

Whey protein hydrolysate  

≥ 10 % 

PROPER NAME;  

Whey protein isolate ≥ 90 % 

 

Whey protein concentrate 25-89.9%  

 

Reduced lactose whey 16-24%  

 

Reduced minerals whey 10-24%  

 

Whey 10-15% 

 

Whey protein hydrolysate ≥ 10 % 

 

SOURCE INGREDIENTS:- chemical substances that are 

sources of the ingredient 

Bos taurus/cow - milk  
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Capra hircus/goat – milk 

 

PHARMACEUTICAL STANDARD: 

Acceptable food grade. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal 

system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 

modified release, Oral Liquid, Oral Liquid, powder for, Oral 

Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 

multilayer, Tablet, orally disintegrating, Tablet, soluble, 

Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Whey protein is the protein contained in whey, the watery 

portion of milk that separates from the curds when making 

cheese. Whey protein is a source of protein that might improve 

the nutrient content of the diet. 

 

INDICATIONS; 

Single and multiple substance formulation: 

Source of (all) essential amino acids (i.e. histidine, 

isoleucine, leucine, lysine, methionine, phenylalanine, 

threonine, tryptophan, valine) for the maintenance of good 

health. 

.  

Source of branched chain amino acids for the maintenance 

of good health. 

. 

Source of (essential) amino acids involved in muscle 

protein synthesis. 

 

(Excellent) Source of protein for the maintenance of good 

health. 
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(Excellent) Source of protein, which helps build and repair 

body tissues. 

 

(Excellent) Source of protein, which helps build antibodies.  

 

Source of the mineral(s) XXX (e.g. calcium, magnesium, 

phosphorus and/or zinc) for the maintenance of good 

health. 

 

Source of potassium for the maintenance of good health. 

 

CONTRA-INDICATIONS 

If you have a milk allergy, do not use this product. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

If you have liver or kidney disease, consult a health care 

practitioner prior to use. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

 

Adults only:    

While the potency of protein for each ingredient on a "dry 

weight basis" is used to determine the correct proper and 

common name, the potency of protein on an "as is" 

weight basis is required to be indicated on the  label for 

each protein source/ingredient so that the user can 

accurately calculate the protein amounts provided by the 

ingredient(s). 

 

Source of protein 

8-90 g protein per day 

 

Excellent source of protein 

16-90 g protein per day  

 

Source of amino acids/branched chain amino acids 
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3-90 g protein per day  

 

Source of mineral/potassium 

Up to 90 g protein per day 

 

Directions for use 

Take a few hours before or after taking other medications 

 

SIDE-EFFECTS: 

This product may cause mild gastrointestinal 

disturbances. 

 

Not all side-effects reported for this medicine are 

included in this leaflet. Should your general health 

worsen or if you experience any untoward effects while 

taking this medicine, please consult your doctor, 

pharmacist or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND 

PARTICULARS OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or 

pharmacist. If neither is available, contact the nearest 

hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine 

if it has not received registration with the Medicines Control 

Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines 

Control Council. This medicine is not intended to diagnose, 

treat, cure or prevent any disease.” 

END  
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ANNEXURE I 

FATS, OILS AND FATTY ACIDS 

Allowable Levels and Claims 

Note: Any claims provided may be used with any of the stipulated dosage ranges.  

Minimum: Minimum Daily Levels required for use of Health supplement Claim  

Maximum: Maximum Daily Levels Permitted as Health supplement  

 

FATS, OILS AND  

FATTY ACIDS 

HEALTH SUPPLEMENT MINI-MONOGRAPH 

Borage oil PROPER NAME;  

 Borage oil 

 

SOURCE INGREDIENTS:- chemical substances that are sources of 

the ingredient 

Borago officinalis L. (Boraginaceae) – seed 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of 

equal standard other than those approved that may be proper for 

specific ingredients or a particular health supplement or herbal 

medicine. However if a monograph is published in one of these 

approved pharmacopoeias, the pharmacopoeial monograph 

specification must be considered a minimum standard applied for 

testing of the designated active ingredient and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, 

effervescent, Granules, enteric-coated, Granules, modified 

release, Oral Liquid, Oral Liquid, powder for, Oral Liquid, solution, 

Oral Liquid, suspension, Oral Liquid, syrup, Pill, Powder, oral, 

Suspension, Suspension, powder for, Tablet, Tablet, chewable, 

Tablet, dispersible, Tablet, effervescent, Tablet, enteric coated, 

Tablet, film coated, Tablet, gelatin coated, Tablet, modified 

release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, 

soluble, Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like 

dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of essential fatty acids. 
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INDICATIONS; 

Single and multiple substance formulation: 

Source of essential fatty acids for the maintenance of good health 

  

Source of omega-6 fatty acids for the maintenance of good health 

  

Source of linoleic acid (LA) for the maintenance of good health. 

 

CONTRA-INDICATIONS 

No statement is required. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

 

Adults only:    

Preparation:   Oil fixed   

3, 7 – 5 g  per day 

 

Preparation:   Oil fixed standardised 

 

Dose(s): 3.7 - 5 Grams per day 

 23-37 Percent Linoleic acid 

 18-27 Percent gamma-Linolenic acid 

 0.2-10 Percent alpha-Linolenic acid 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in 

this leaflet. Should your general health worsen or if you 

experience any untoward effects while taking this medicine, 

please consult your doctor, pharmacist or other health care 

professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 
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In the event of over dosage, consult your doctor or pharmacist. If 

neither is available, contact the nearest hospital or poison control 

centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it 

has not received registration with the Medicines Control Council 

the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

Cod liver oil PROPER NAME;  

Cod liver oil  

 

SOURCE INGREDIENTS:- chemical substances that are sources of 

the ingredient 

Liver of Atlantic cod, Gadus morhua L. (Gadidae) 

 

Liver of Greenland cod, Gadus ogac  

 

Liver of Pacific cod, Gadus macrocephalus Tilesius (Gadidae)  

 

Liver from Arctic cod, Arctogadus glacialis  

 

Liver from all species of Gadidae (Cod family) 

 

Note: "Atlantic cod, Gadus morhua", "Greenland cod, Gadus 

ogac", "Pacific cod, Gadus macrocephalus", "Arctic cod, 

Arctogadus glacialis" or any other species of Gadidae must be 

indicated on the label as source material information. 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of 

equal standard other than those approved that may be proper for 

specific ingredients or a particular health supplement or herbal 

medicine. However if a monograph is published in one of these 

approved pharmacopoeias, the pharmacopoeial monograph 

specification must be considered a minimum standard applied for 

testing of the designated active ingredient and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 
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PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, 

effervescent, Granules, enteric-coated, Granules, modified 

release, Oral Liquid, Oral Liquid, powder for, Oral Liquid, solution, 

Oral Liquid, suspension, Oral Liquid, syrup, Pill, Powder, oral, 

Suspension, Suspension, powder for, Tablet, Tablet, chewable, 

Tablet, dispersible, Tablet, effervescent, Tablet, enteric coated, 

Tablet, film coated, Tablet, gelatin coated, Tablet, modified 

release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, 

soluble, Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like 

dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of essential fatty acids. 

 

INDICATIONS; 

Single and multiple substance formulation: 

For products providing daily doses of vitamin A at or above 

the Recommended Dietary Allowance (RDA) or Adequate 

Intake (AI) (adjusted for the life stage groups):  

 

Helps to prevent vitamin A deficiency 

 

For products providing daily doses of vitamin D at or above 

the Recommended Dietary Allowance (RDA) or Adequate 

Intake (AI) (adjusted for the life stage groups): 

 

Helps to prevent vitamin D deficiency 

 

For products providing 138-3,000 µg retinol activity 

equivalents (RAE) (µg vitamin A/all-trans retinol (palmitate)), 

per day: 

 

Helps to maintain eyesight, skin membranes and immune 

function. 

 

Helps in the development and maintenance of night vision. 

 

Source of vitamin A, a factor in the maintenance of good health 

 

For products providing 1.15-25 µg vitamin D3 

(cholecalciferol), per day: 

 

Helps in the development and maintenance of bones and teeth. 
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Helps in the absorption and use of calcium and phosphorus. 

 

Source of vitamin D, a factor in the maintenance of good health 

 

For products providing 100-1,360 mg eicosapentaenoic acid 

(EPA) + docosahexaenoic acid (DHA), per day: 

 

Source of omega-3 fatty acids for the maintenance of good health 

 

Source of eicosapentaenoic acid (EPA) and docosahexaenoic 

acid (DHA) for the maintenance of good health 

 

For products providing 100-1,360 mg EPA + DHA including at 

least 100 mg DHA, per day: 

 

Helps support cognitive health and/or brain function 

 

For products providing 150-1,360 mg EPA + DHA including at 

least 150 mg DHA, per day + DHA: 

 

Helps support the development of the brain, eyes and nerves in 

children up to 12 years of age. 

 

CONTRA-INDICATIONS 

No statement is required. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

WARNING - When taken in excess of 3000 micrograms retinol 

equivalents, vitamin A can cause birth defects. 

 

If you are pregnant, or considering becoming pregnant, do not 

take vitamin A supplements without consulting your healthcare 

professional. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 
 

Daily dose for cod liver oil: 
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Life stage group  

Cod liver oil  

Minimum  Maximum  

(ml/day)  (g/day)  (ml/day)  (g/day)  

Infants  7-12 months  0.83  0.77  0.87  0.80  

Children  

1-3 y  0.83  0.77  0.87  0.80  

4-8 y  0.83  0.77  1.3  1.2  

Adolescents  

9-13 y  0.83  0.77  2.4  2.2  

14-18 y  0.83  0.77  4.0  3.7  

Adults  ≥ 19 y  0.83  0.77  4.3  4.0  

 

Potencies: 

Life stage group Vitamin A (μg RAE/day)  

Minimum  Maximum  

Infants  7-12 months  

≥ 19 y  

138  600  

Children  

1-3 y  

4-8 y  

 

138  

138  

600  

900  

Adolescents  

9-13 y  

14-18 y  

 

138  

138  

1,700  

2,800  

Adults   138  3,000  

 

Potency for vitamin D3/cholecalciferol in cod liver oil: 

 

Life stage group  

Vitamin D3 (ug/day) 

Minimum  Maximum  

Infants   0-12 months  1.15  5.00  

Children  
 1-3 y  

4-8 y  

1.15  

1.15  

5.00  

7.50  

Adolescents  
 9-13 y  

14-18 y  

1.15  

1.15  

14.06  

23.12  

Adults   ≥ 19 y  1.15  25.00  

 

Potency for EPA + DHA in cod liver oil:   

 

Life stage group  

EPA + DHA (mg/day)  

Minimum  Maximum  

Infants   0-12 months  100  272  

Children  
 1-3 y  

4-8 y  

100  

100  

272  

408  

Adolescents  
 9-13 y  

14-18 y  

100  

100  

765  

1,258  

Adults   ≥ 19 y  100  1,360  

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in 

this leaflet. Should your general health worsen or if you 

experience any untoward effects while taking this medicine, 



RDG HS comments  

Registration of Medicines  Health Supplements  

  

7.04_QSE_Health_Supplements_Nov14_v1  Nov 2014  Page 207 of 451  

please consult your doctor, pharmacist or other health care 

professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If 

neither is available, contact the nearest hospital or poison control 

centre. 

 

STORAGE INSTRUCTIONS: 

For all products: 

Store in airtight container, protected from light. 

 

For all products, except those encapsulated: 

Refrigerate after opening. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it 

has not received registration with the Medicines Control Council 

the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

Conjugated linoleic acid 

 

(CLA) 

PROPER NAME;  

 Conjugated linoleic acid 

 

SOURCE INGREDIENTS:- chemical substances that are sources of 

the ingredient 

Synthetic  

 

In the triacylglycerol form and the free fatty acid form, CLA is 

derived from processed safflower or sunflower oil. 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of 

equal standard other than those approved that may be proper for 

specific ingredients or a particular health supplement or herbal 

medicine. However if a monograph is published in one of these 

approved pharmacopoeias, the pharmacopoeial monograph 

specification must be considered a minimum standard applied for 

testing of the designated active ingredient and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 
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PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, 

effervescent, Granules, enteric-coated, Granules, modified 

release, Oral Liquid, Oral Liquid, powder for, Oral Liquid, solution, 

Oral Liquid, suspension, Oral Liquid, syrup, Pill, Powder, oral, 

Suspension, Suspension, powder for, Tablet, Tablet, chewable, 

Tablet, dispersible, Tablet, effervescent, Tablet, enteric coated, 

Tablet, film coated, Tablet, gelatin coated, Tablet, modified 

release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, 

soluble, Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like 

dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of CLA. 

 

INDICATIONS; 

Single and multiple substance formulation: 

May help to support a modest improvement to body 

composition when used with a program of reduced intake of 

dietary calories and increased physical activity 

  

May help to support a modest reduction in fat mass when used 

with a program of reduced intake of dietary calories and 

increased physical activity. 

 

CONTRA-INDICATIONS 

Do not use if you have cardiovascular (CVD), diabetes, metabolic 

syndrome or insulin resistance. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

Consult a health care practitioner prior to use if you are obese or 

have cardiovascular disease (CVD) risk factors (e.g. high blood 

pressure, high cholesterol and/or triglycerides)    

  

Consult a health care practitioner prior to use if your goal is to 

achieve weight loss. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 
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If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

 

Adults only:    

Dose(s): 3 - 5 Grams per day 

 

The following directions of use is optional:  

 

Take with food. 

 

SIDE-EFFECTS: 

Some people may experience gastrointestinal upset. 

 

Not all side-effects reported for this medicine are included in 

this leaflet. Should your general health worsen or if you 

experience any untoward effects while taking this medicine, 

please consult your doctor, pharmacist or other health care 

professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If 

neither is available, contact the nearest hospital or poison control 

centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it 

has not received registration with the Medicines Control Council 

the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

Evening primrose oil PROPER NAME;  

 Evening primrose oil 

 

SOURCE INGREDIENTS:- chemical substances that are sources of 

the ingredient 

Oenothera biennis L. (Onagraceae) - seed 
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PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of 

equal standard other than those approved that may be proper for 

specific ingredients or a particular health supplement or herbal 

medicine. However if a monograph is published in one of these 

approved pharmacopoeias, the pharmacopoeial monograph 

specification must be considered a minimum standard applied for 

testing of the designated active ingredient and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, 

effervescent, Granules, enteric-coated, Granules, modified 

release, Oral Liquid, Oral Liquid, powder for, Oral Liquid, solution, 

Oral Liquid, suspension, Oral Liquid, syrup, Pill, Powder, oral, 

Suspension, Suspension, powder for, Tablet, Tablet, chewable, 

Tablet, dispersible, Tablet, effervescent, Tablet, enteric coated, 

Tablet, film coated, Tablet, gelatin coated, Tablet, modified 

release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, 

soluble, Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like 

dosage forms such as bars, chewing gums or beverages. 

 

 

PHARMACOLOGICAL ACTION: 

Source of essential fatty acids  

 

INDICATIONS; 

Single and multiple substance formulation: 

Source of essential fatty acids for the maintenance of good 

health.  

 

Source of omega-6 fatty acids for the maintenance of good 

health.  

 

Source of linoleic acid for the maintenance of good health. 

 

CONTRA-INDICATIONS 

No statement is required 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 
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INTERACTIONS: 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

 

Adults only:    

Preparation:   Oil fixed   

 

Dose(s): 1 300 – 6 000 mg per day  

 

Preparation:   Oil fixed standardised   

 

Dose(s): 1 300 – 6 000 mg per day   

 7-14 Percent gamma-Linolenic acid  

 65-85 Percent Linoleic acid  

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in 

this leaflet. Should your general health worsen or if you 

experience any untoward effects while taking this medicine, 

please consult your doctor, pharmacist or other health care 

professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If 

neither is available, contact the nearest hospital or poison control 

centre. 

 

STORAGE INSTRUCTIONS: 

For all products: 

Store in airtight container, protected from light. 

 

For all products, except those encapsulated: 

Refrigerate after opening. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it 

has not received registration with the Medicines Control Council 

the disclaimer: 
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“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

Fish oil PROPER NAME;  

Fish oil 

 

SOURCE INGREDIENTS:- chemical substances that are sources of 

the ingredient 

Ammodytidae - Whole  

Carangidae - Whole  

Clupeidae - Whole  

Engraulidae - Whole  

Osmeridae - Whole•  

Salmonidae - Whole  

Scombridae - Whole 

 

Note: The above corresponds to oil from the body of one or more 

of the following species in its natural triglyceride/triacylglycerol 

form and/or its concentrated esterified form 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of 

equal standard other than those approved that may be proper for 

specific ingredients or a particular health supplement or herbal 

medicine. However if a monograph is published in one of these 

approved pharmacopoeias, the pharmacopoeial monograph 

specification must be considered a minimum standard applied for 

testing of the designated active ingredient and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, 

effervescent, Granules, enteric-coated, Granules, modified 

release, Oral Liquid, Oral Liquid, powder for, Oral Liquid, solution, 

Oral Liquid, suspension, Oral Liquid, syrup, Pill, Powder, oral, 

Suspension, Suspension, powder for, Tablet, Tablet, chewable, 

Tablet, dispersible, Tablet, effervescent, Tablet, enteric coated, 

Tablet, film coated, Tablet, gelatin coated, Tablet, modified 

release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, 

soluble, Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like 

dosage forms such as bars, chewing gums or beverages. 
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PHARMACOLOGICAL ACTION: 

Source of omega 3 fatty acids.  

 

INDICATIONS; 

Single and multiple substance formulation: 

For products providing 100-5 000 mg Eicosapentaenoic 

acid + Docosahexaenoic acid, per day:  

 

Source of omega-3 fatty acids for the maintenance of good 

health  

 

Source of eicosapentaenoic acid (EPA) and 

docosahexaenoic acid (DHA) for the maintenance of good 

health  

 

For products providing 200-5 000 mg Eicosapentaenoic 

acid + Docosahexaenoic acid and containing a ratio of 

Eicosapentaenoic acid: Docosahexaenoic acid between 

0.5:1 and 2:1 , per day:  

  

Helps maintain/support cardiovascular health  

 

For products providing 1 000-5 000 mg Eicosapentaenoic 

acid + Docosahexaenoic acid and containing a ratio of 

Eicosapentaenoic acid: Docosahexaenoic acid between 

0.5:1 and 2:1 , per day:  

 

Helps to reduce serum triglycerides/triacylglycerols   

 

For products providing 2 800-5 000 mg Eicosapentaenoic 

acid + Docosahexaenoic acid and containing a ratio of 

Eicosapentaenoic acid: Docosahexaenoic acid between 

0.5:1 and 2:1 , per day:  

  

In conjunction with conventional therapy, helps to reduce 

the pain of rheumatoid arthritis in adults    

 

For products providing 100-5 000 mg Eicosapentaenoic 

acid + Docosahexaenoic acid, including at least 100 mg 

Docosahexaenoic acid, per day:  

 

Helps support cognitive health and/or brain function   

 

For products providing 150-2 000 mg Eicosapentaenoic 

acid + Docosahexaenoic acid, including at least 150 mg 

Docosahexaenoic acid, per day:  
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Helps support the development of the brain, eyes and 

nerves in children up to 12 years of age   

 

For products providing 1 500-5 000 mg Eicosapentaenoic 

acid + Docosahexaenoic acid and containing a ratio of 

Eicosapentaenoic acid: Docosahexaenoic acid between 

1.75:1 and 2:1 , including at least 1 000 mg 

Eicosapentaenoic acid, per day:  

 

Helps to promote healthy mood balance 

   

CONTRA-INDICATIONS 

No statement is required 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children:  

 

Children 1 - 8 years: 

Preparation:   Oil fixed standardised   

 

Dose(s):  100-1 500 mg Eicosapentaenoic acid +  

Docosahexaenoic acid per day  

 

Adolescents 9 - 13 years: 

Preparation:   Oil fixed standardised   

 

Dose(s):  100-2 000 mg Eicosapentaenoic acid +  

Docosahexaenoic acid per day  

 

 

Adolescents 14 - 18 years: 

Preparation:   Oil fixed standardised   

 

Dose(s):  100-2 500 mg Eicosapentaenoic acid +  

Docosahexaenoic acid per day  
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Adults: 

Preparation:   Oil fixed standardised   

 

Dose(s):  100-5 000 mg Eicosapentaenoic acid +  

Docosahexaenoic acid per day  

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in 

this leaflet. Should your general health worsen or if you 

experience any untoward effects while taking this medicine, 

please consult your doctor, pharmacist or other health care 

professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If 

neither is available, contact the nearest hospital or poison control 

centre. 

 

STORAGE INSTRUCTIONS: 

For all products, except those encapsulated:  

 

Refrigerate after opening. 

 

Store in airtight container, protected from light 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it 

has not received registration with the Medicines Control Council 

the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

Flaxseed oil PROPER NAME;  

Flaxseed oil  

 

SOURCE INGREDIENTS:- chemical substances that are sources of 

the ingredient 

Linum usitatissimum L. (Linaceae) – seed 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of 

equal standard other than those approved that may be proper for 

specific ingredients or a particular health supplement or herbal 

medicine. However if a monograph is published in one of these 
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approved pharmacopoeias, the pharmacopoeial monograph 

specification must be considered a minimum standard applied for 

testing of the designated active ingredient and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, 

effervescent, Granules, enteric-coated, Granules, modified 

release, Oral Liquid, Oral Liquid, powder for, Oral Liquid, solution, 

Oral Liquid, suspension, Oral Liquid, syrup, Pill, Powder, oral, 

Suspension, Suspension, powder for, Tablet, Tablet, chewable, 

Tablet, dispersible, Tablet, effervescent, Tablet, enteric coated, 

Tablet, film coated, Tablet, gelatin coated, Tablet, modified 

release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, 

soluble, Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like 

dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of omega 3 fatty acids.  

 

INDICATIONS; 

Single and multiple substance formulation: 

Source of essential fatty acids for the maintenance of good 

health.  

 

Source of omega-3 fatty acids for the maintenance of good 

health.  

 

Source of alpha-linolenic acid (ALA) for the maintenance of 

good health.  

 

Source of omega-6 fatty acids for the maintenance of good 

health.  

 

Source of linoleic acid (LA) for the maintenance of good health. 

   

CONTRA-INDICATIONS 

No statement is required 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

INTERACTIONS: 
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Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children:  

 

Children 2 - 4 years: 

 

essential fatty acids; omega-3 fatty acids; ALA 

Preparation:   Oil Fixed & Oil Fixed Standardised   

 

Dose(s): 0.04 - 5.33 g per day, seed oil  

 

Dose(s): 0.17 - 5.67 ml per day, seed oil 

 

omega-6 fatty acids; linoleic acid 

Preparation:   Oil Fixed & Oil Fixed Standardised   

 

Dose(s): 1.28 - 5.33 g per day, seed oil  

 

Dose(s): 1.33 - 5.67 ml per day, seed oil 

Children and adolescents 5 - 9 years: 

essential fatty acids; omega-3 fatty acids; ALA 

Preparation:   Oil Fixed & Oil Fixed Standardised   

 

Dose(s): 0.06 - 8 g per day, seed oil  

 

Dose(s): 0.25 - 8.5 ml per day, seed oil  

 

omega-6 fatty acids; linoleic acid 

Preparation:   Oil Fixed & Oil Fixed Standardised   

 

Dose(s): 1.93 - 8 g per day, seed oil  

 

Dose(s): 2 - 8.5 ml per day, seed oil  

 

Adolescents 10 - 14 years: 

essential fatty acids; omega-3 fatty acids; ALA 

Preparation:   Oil Fixed & Oil Fixed Standardised   

 

Dose(s): 0.12 - 16 g per day, seed oil  

 

Dose(s): 0.5 - 17 ml per day, seed oil  
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omega-6 fatty acids; linoleic acid 

Preparation:   Oil Fixed & Oil Fixed Standardised   

 

Dose(s): 3.85 - 16 g per day, seed oil  

 

Dose(s): 4 - 17 ml per day, seed oil  

 

Adults and adolescents 15 and over: 

essential fatty acids; omega-3 fatty acids; ALA 

Preparation:   Oil Fixed & Oil Fixed Standardised   

 

Dose(s): 0.23 - 32 g per day, seed oil  

 

Dose(s): 1 - 34 Millilitres per day, seed oil  

 

omega-6 fatty acids; linoleic acid 

Preparation:   Oil Fixed & Oil Fixed Standardised   

 

Dose(s): 7.7 - 32 g per day, seed oil  

 

Dose(s): 8 - 34 ml per day, seed oil 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in 

this leaflet. Should your general health worsen or if you 

experience any untoward effects while taking this medicine, 

please consult your doctor, pharmacist or other health care 

professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If 

neither is available, contact the nearest hospital or poison control 

centre. 

 

STORAGE INSTRUCTIONS: 

For all products, except those encapsulated:  

 

Refrigerate after opening. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it 

has not received registration with the Medicines Control Council 

the disclaimer: 
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“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

Krill oil PROPER NAME;  

Krill oil 

 

SOURCE INGREDIENTS:- chemical substances that are sources of 

the ingredient 

Euphausia pacifica – Whole 

 

Euphausia superba - Whole 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of 

equal standard other than those approved that may be proper for 

specific ingredients or a particular health supplement or herbal 

medicine. However if a monograph is published in one of these 

approved pharmacopoeias, the pharmacopoeial monograph 

specification must be considered a minimum standard applied for 

testing of the designated active ingredient and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, 

effervescent, Granules, enteric-coated, Granules, modified 

release, Oral Liquid, Oral Liquid, powder for, Oral Liquid, solution, 

Oral Liquid, suspension, Oral Liquid, syrup, Pill, Powder, oral, 

Suspension, Suspension, powder for, Tablet, Tablet, chewable, 

Tablet, dispersible, Tablet, effervescent, Tablet, enteric coated, 

Tablet, film coated, Tablet, gelatin coated, Tablet, modified 

release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, 

soluble, Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like 

dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of omega 3 fatty acids.  

 

INDICATIONS; 

Single and multiple substance formulation: 

Source of omega-3 fatty acids for the maintenance of good 

health.  
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Source of eicosapentaenoic acid (EPA) and docosahexaenoic 

acid (DHA) for the maintenance of good health. 

 

CONTRA-INDICATIONS 

No statement is required 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

Hypersensitivity/allergy has been known to occur with shellfish; if 

this occurs, discontinue use. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

 

Adults: 

Dose(s): not to exceed 4.1 g per day including at least 100 mg 

Eicosapentaenoic acid + Docosahexaenoic acid  per day. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in 

this leaflet. Should your general health worsen or if you 

experience any untoward effects while taking this medicine, 

please consult your doctor, pharmacist or other health care 

professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If 

neither is available, contact the nearest hospital or poison control 

centre. 

 

STORAGE INSTRUCTIONS: 

For all products, except those encapsulated:  

Refrigerate after opening.  

 

For all products:  

Store in airtight container, protected from light.  
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Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it 

has not received registration with the Medicines Control Council 

the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

Seal oil PROPER NAME;  

Seal oil 

 

SOURCE INGREDIENTS:- chemical substances that are sources of 

the ingredient 

Oil from the blubber of one or more of the following species 

in its natural triglyceride/triacylglycerol form and/or its 

concentrated esterified form: 

 

Bearded seal (Erignathus barbatus)  

 

Gray seal (Halichoerus grypus) 

 

Harbor seal (Phoca vitulina), except the Phoca vitulina 

mellonae of the Lac des Loups Marins population 

 

Harp seal (Pagophilus groenlandicus, synonym: Phoca 

groenlandica)  

 

Hooded seal (Cystophora cristata) 

 

Ringed seal (Pusa hispida, synonym: Phoca hispida) 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of 

equal standard other than those approved that may be proper for 

specific ingredients or a particular health supplement or herbal 

medicine. However if a monograph is published in one of these 

approved pharmacopoeias, the pharmacopoeial monograph 

specification must be considered a minimum standard applied for 

testing of the designated active ingredient and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, 
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effervescent, Granules, enteric-coated, Granules, modified 

release, Oral Liquid, Oral Liquid, powder for, Oral Liquid, solution, 

Oral Liquid, suspension, Oral Liquid, syrup, Pill, Powder, oral, 

Suspension, Suspension, powder for, Tablet, Tablet, chewable, 

Tablet, dispersible, Tablet, effervescent, Tablet, enteric coated, 

Tablet, film coated, Tablet, gelatin coated, Tablet, modified 

release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, 

soluble, Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like 

dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of omega 3 fatty acids.  

 

INDICATIONS; 

Single and multiple substance formulation: 

For products providing 100-3 000 mg eicosapentaenoic 

acid (EPA) + docosahexaenoic acid (DHA) + 

docosapentaenoic acid (DPA), per day: 

 

Source of omega-3 fatty acids for the maintenance of good 

health 

 

Source of eicosapentaenoic acid (EPA), docosahexaenoic 

acid (DHA) and docosapentaenoic acid (DPA) for the 

maintenance of good health  

 

For products providing 150-2,000 mg eicosapentaenoic 

acid (EPA) + docosahexaenoic acid (DHA) + 

docosapentaenoic acid (DPA) including at least 150 mg 

DHA, per day (maximum doses of EPA + DHA: 

 

Helps to support the development of the brain, eyes and 

nerves in children up to 12 years of age  

 

For products providing 1000-3,000 mg eicosapentaenoic 

acid (EPA) + docosapentaenoic acid (DPA) + 

docosahexaenoic acid (DHA) including at least 340 mg 

EPA, per day and having a ratio of Eicosapentaenoic acid 

(EPA): Docosapentaenoic acid (DPA): Docosahexaenoic 

acid (DHA) between 1-1.5:1:1.5-2 

 

Helps to reduce serum triglycerides/triacylglycerols 

 

For products providing 200-3000 mg Eicosapentaenoic 

acid (EPA) + Docosapentaenoic acid (DPA) + 

Docosahexaenoic acid (DHA) and having a ratio of 
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Eicosapentaenoic acid (EPA): Docosapentaenoic acid 

(DPA): Docosahexaenoic acid (DHA) between 1-1.5:1:1.5 

 

Helps support cardiovascular health 

 

CONTRA-INDICATIONS 

No statement is required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Daily dose for eicosapentaenoic acid (EPA) + docosahexaenoic 

acid (DHA) + docosapentaenoic acid (DPA) in seal oil: 

 

Subpopulation  
EPA + DHA + DPA (mg/day)  

Minimum1  Maximum  

Children  1-8 y  100  1 500  

Adolescents  
9-13 y  

14-17 y  

100  

100  

2 000  

2 500  

Adults  ≥ 18 y  100  3 000  

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in 

this leaflet. Should your general health worsen or if you 

experience any untoward effects while taking this medicine, 

please consult your doctor, pharmacist or other health care 

professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If 

neither is available, contact the nearest hospital or poison control 

centre. 

 

STORAGE INSTRUCTIONS: 

For all products, except those encapsulated:  

Refrigerate after opening.  
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For all products:  

Store in airtight container, protected from light.  

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it 

has not received registration with the Medicines Control Council 

the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 
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ANNEXURE J 

CARETONOIDS 

Allowable Levels and Claims 

Note: Any claims provided may be used with any of the stipulated dosage ranges.  

Minimum: Minimum Daily Levels required for use of Health supplement or herbal medicine Claim  

Maximum: Maximum Daily Levels Permitted as Health supplement or herbal medicine  

 

CARETONOIDS HEALTH SUPPLEMENT OR HERBAL MEDICINE MINI-

MONOGRAPH 

Beta-carotene PROPER NAME: 

Beta-carotene  

 

SOURCE MATERIAL: 

All-trans-beta-carotene 

Beta-carotene 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of 

equal standard other than those approved that may be proper for 

specific ingredients or a particular health supplement or herbal 

medicine. However if a monograph is published in one of these 

approved pharmacopoeias, the pharmacopoeial monograph 

specification must be considered a minimum standard applied for 

testing of the designated active ingredient and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, 

effervescent, Granules, enteric-coated, Granules, modified release, 

Oral Liquid, Oral Liquid, powder for, Oral Liquid, solution, Oral 

Liquid, suspension, Oral Liquid, syrup, Pill, Powder, oral, 

Suspension, Suspension, powder for, Tablet, Tablet, chewable, 

Tablet, dispersible, Tablet, effervescent, Tablet, enteric coated, 

Tablet, film coated, Tablet, gelatin coated, Tablet, modified 

release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, 

soluble, Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like 

dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of vitamin A. 
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INDICATIONS: 

Single and multi-substance formulation: 

General: 

Source of vitamin A for the maintenance of good health 

 

Provitamin A for the maintenance of good health. 

 

Specific: 

Source of vitamin A to help maintain eyesight, skin, membranes 

and immune function 

 

Provitamin A to help maintain eyesight, skin membranes and 

immune function   

 

Source of vitamin A to help in the development and maintenance of 

night vision   

 

Provitamin A to help in the development and maintenance of night 

vision   

 

Source of vitamin A to help in the development and maintenance of 

bones   

 

Provitamin A to help in the development and maintenance of bones 

  

Source of vitamin A to help in the development and maintenance of 

teeth   

 

Provitamin A to help in the development and maintenance of teeth   

 

CONTRA-INDICATIONS: 

No statement is required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

WARNING - When taken in excess of 3000 micrograms retinol 

equivalents, vitamin A can cause birth defects. 

 

Doses greater than or equal to 6001 ug per day: 

Consult a health care practitioner prior to use if you are a tobacco 

smoker 

 

If you are pregnant, or considering becoming pregnant, do not take 

vitamin A supplements without consulting your healthcare 

professional. 

 

INTERACTIONS: 
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Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children:  

  Children 0 - 3 years: 

Dose(s): 180 – 3 600 ug per day  

 

Children 4 - 8 years: 

Dose(s): 180 – 5 400 ug per day  

 

Adolescents 9 - 13 years: 

Dose(s): 180 – 10 200 ug per day  

 

Adolescents 14 - 18 years: 

Dose(s): 390 – 16 800 ug per day  

 

Adults: 

Dose(s): 390 – 18 000 ug per day 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in 

this leaflet. Should your general health worsen or if you 

experience any untoward effects while taking this medicine, 

please consult your doctor, pharmacist or other health care 

professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF 

ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If 

neither is available, contact the nearest hospital or poison control 

centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it 

has not received registration with the Medicines Control Council 

the disclaimer: 
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“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

Carrot PROPER NAME: 

Carrot  

 

SOURCE MATERIAL: 

Daucus carota L. ssp. sativus (Apiaceae) – root 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of 

equal standard other than those approved that may be proper for 

specific ingredients or a particular health supplement or herbal 

medicine. However if a monograph is published in one of these 

approved pharmacopoeias, the pharmacopoeial monograph 

specification must be considered a minimum standard applied for 

testing of the designated active ingredient and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, 

effervescent, Granules, enteric-coated, Granules, modified release, 

Oral Liquid, Oral Liquid, powder for, Oral Liquid, solution, Oral 

Liquid, suspension, Oral Liquid, syrup, Pill, Powder, oral, 

Suspension, Suspension, powder for, Tablet, Tablet, chewable, 

Tablet, dispersible, Tablet, effervescent, Tablet, enteric coated, 

Tablet, film coated, Tablet, gelatin coated, Tablet, modified 

release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, 

soluble, Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like 

dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of vitamin A. 

 

INDICATIONS: 

Single and multi-substance formulation: 

General: 

 

Provitamin A for the maintenance of good health. 

 

Specific: 

Helps to prevent vitamin A deficiency  
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Provitamin A to help in the development and maintenance of 

bones  

 

Provitamin A to help in the development and maintenance of 

night vision  

 

Provitamin A to help in the development and maintenance of 

teeth  

 

Provitamin A to help maintain eyesight, skin membranes and 

immune function 

 

CONTRA-INDICATIONS: 

No statement is required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

WARNING - When taken in excess of 3000 micrograms retinol 

equivalents, vitamin A can cause birth defects. 

 

If you are pregnant, or considering becoming pregnant, do not take 

vitamin A supplements without consulting your healthcare 

professional. 

 

Doses greater than or equal to 6001 ug per day: 

Consult a health care practitioner prior to use if you are a tobacco 

smoker 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 
 

All uses/purposes except vitamin A deficiency: Daily dose for carrot 

and beta-carotene  

 

Life stage group  Beta-carotene 

(µg/day)1  

Carrot (g/day)2  

Children  
1-3 y  180-3,600  0.25-5.1  

4-8 y  180-5,400  0.25-7.6  

Adolescents  9-13 y  180-10,200  0.25-14.4  
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14-18 y  390-16,800  0.55-23.8  

Adults  ≥ 19 y  390-18,000  0.55-25.5  

 

Vitamin A deficency 

Life stage group  Beta-carotene 

(µg/day)  

Carrot (g/day)  

Children  
1-3 y  1,800-3,600  2.5-5.1 

4-8 y  2,400-5,400  3.4-7.6 

Adolescents 

males  

9-13 y  3,600-10,200  5.1-14.4 

14-18 y  5,400-16,800  7.6-23.8 

Adult males  ≥ 19 y  5,400-18,000  7.6-25.5 

Adolescent 

females  

9-13 y  3,600-10,200  5.1-14.4 

14-18 y  4,200-16,800  5.9- 23.8 

Adult females  ≥ 19 y  4,200-18,000  5.9-25.5 

Pregnancy  
14-18 y  4,500-16,800  6.4-23.8 

19-50 y  4,620-18,000  6.5-25.5 

Breastfeeding  
14-18 y  7,200-16,800  10.2- 23.8 

19-50 y  7,800-18,000  11.0-25.5 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in 

this leaflet. Should your general health worsen or if you 

experience any untoward effects while taking this medicine, 

please consult your doctor, pharmacist or other health care 

professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF 

ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If 

neither is available, contact the nearest hospital or poison control 

centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it 

has not received registration with the Medicines Control Council 

the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

Lycopene PROPER NAME: 
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Lycopene  

 

SOURCE MATERIAL: 

Solanum lycopersicum (Fruit flesh) 

 

Tomato extract 

 

Synthetic 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of 

equal standard other than those approved that may be proper for 

specific ingredients or a particular health supplement or herbal 

medicine. However if a monograph is published in one of these 

approved pharmacopoeias, the pharmacopoeial monograph 

specification must be considered a minimum standard applied for 

testing of the designated active ingredient and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, 

effervescent, Granules, enteric-coated, Granules, modified release, 

Oral Liquid, Oral Liquid, powder for, Oral Liquid, solution, Oral 

Liquid, suspension, Oral Liquid, syrup, Pill, Powder, oral, 

Suspension, Suspension, powder for, Tablet, Tablet, chewable, 

Tablet, dispersible, Tablet, effervescent, Tablet, enteric coated, 

Tablet, film coated, Tablet, gelatin coated, Tablet, modified 

release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, 

soluble, Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like 

dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of antioxidants. 

 

INDICATIONS: 

Single and multi-substance formulation: 

Provides antioxidants for the maintenance of good health  

 

CONTRA-INDICATIONS: 

No statement is required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 
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Doses greater than or equal to 6001 ug per day: 

Consult a health care practitioner prior to use if you are a 

tobacco smoker 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults: 

Dose(s): Not to exceed 30 mg per day 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in 

this leaflet. Should your general health worsen or if you 

experience any untoward effects while taking this medicine, 

please consult your doctor, pharmacist or other health care 

professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF 

ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If 

neither is available, contact the nearest hospital or poison control 

centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it 

has not received registration with the Medicines Control Council 

the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

Marigold extract 

Xanthophylls 

PROPER NAME: 

Marigold extract 
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Lutein 

Zeaxanthin 

Lutein esters 

Zeaxanthin esters 

Xanthophylls 

Lutein 

Zeaxanthin 

Lutein esters 

Zeaxanthin esters 

 

SOURCE MATERIAL: 

Flower  

 

Oleoresin from the flower of marigold (Tagetes erecta 

L.(Asteraceae))  

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of 

equal standard other than those approved that may be proper for 

specific ingredients or a particular health supplement or herbal 

medicine. However if a monograph is published in one of these 

approved pharmacopoeias, the pharmacopoeial monograph 

specification must be considered a minimum standard applied for 

testing of the designated active ingredient and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, 

effervescent, Granules, enteric-coated, Granules, modified release, 

Oral Liquid, Oral Liquid, powder for, Oral Liquid, solution, Oral 

Liquid, suspension, Oral Liquid, syrup, Pill, Powder, oral, 

Suspension, Suspension, powder for, Tablet, Tablet, chewable, 

Tablet, dispersible, Tablet, effervescent, Tablet, enteric coated, 

Tablet, film coated, Tablet, gelatin coated, Tablet, modified 

release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, 

soluble, Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like 

dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of antioxidants. 

 

INDICATIONS: 

Single and multi-substance formulation: 

General: 

For lutein, lutein esters, zeaxanthin, and zeaxanthin esters:  

Antioxidant for the maintenance of good health 
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For marigold extract:  

Provides antioxidants for the maintenance of good health 

 

Specific: 

For lutein, lutein esters, zeaxanthin, and zeaxanthin esters:  

Antioxidant for the maintenance of eye health   

  

For marigold extract:  

Provides antioxidants for the maintenance of eye health  

  

For Marigold extract, xanthophylls, lutein,  

zeaxanthin, lutein esters and zeaxanthin esters:  

 

Helps to maintain eyesight in conditions (associated with sunlight 

damage), such as cataracts and age-related macular  

 

Helps to support eye health in conditions (associated with sunlight 

damage), such as cataracts and age-related macular 

degeneration  

 

Helps to reduce the risk of developing cataracts  

 

Helps to improve macular pigment optical density. 

 

CONTRA-INDICATIONS: 

No statement is required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

For marigold extract:  

Do not use if you are allergic to plants of the 

Asteraceae/Compositae/Daisy family. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your 

doctor, pharmacist or other health care professional for advice before 

taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 
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Note: The maximum daily amount indicated below for lutein and 

zeaxanthin esters should not be exceeded when lutein esters 

and/or zeaxanthin esters are combined with marigold extract.  

  

LUTEIN AND ZEAXANTHIN  

  

Antioxidant:  

Preparations providing up to 20 mg lutein per day 

 

Optional: Preparations providing up to 2.5 mg of zeaxanthin per day  

  

Eyesight:  

Preparations equivalent to 6-20 mg lutein per day  

   

Optional: Preparations equivalent to 0.7-2.5 mg of zeaxanthin per 

day  

  

LUTEIN AND ZEAXANTHIN ESTERS  

  

Antioxidant:  

Preparations providing up to 40 mg lutein esters per day: 

 

Optional: Preparations providing up to 5 mg of zeaxanthin esters per 

day  

  

Eyesight:  

Preparations equivalent to 12-40 mg lutein esters per day   

 

Optional: Preparations equivalent to 1.5-5 mg of zeaxanthin esters 

per day 

  

MARIGOLD EXTRACT  

  

The quantity of the marigold extract must be indicated on the 

label.   

  

Lutein and zeaxanthin esters are potencies of marigold extract 

and must be indicated as such on the label. The amounts of 

the esters are described below and must be expressed as the 

quantity (mg) and/or percent (%) of the total quantity of the 

marigold extract. The marigold extract must contain less than 

60% lutein esters.   

 

Antioxidant:  

Preparations providing up to 40 mg lutein esters per day 

 

Optional: Preparations providing up to 5 mg of zeaxanthin esters 

per day  



RDG HS comments  

Registration of Medicines  Health Supplements  

  

7.04_QSE_Health_Supplements_Nov14_v1  Nov 2014  Page 236 of 451  

  

Eyesight:  

Preparations equivalent to 12-40 mg lutein esters per day 

   

Optional: Preparations equivalent to 1.5-5 mg of zeaxanthin esters 

per day 

 

Directions for use:  

  

For lutein and zeaxanthin esters, and marigold extract:  

 

Take with a meal containing oil/fat 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in 

this leaflet. Should your general health worsen or if you 

experience any untoward effects while taking this medicine, 

please consult your doctor, pharmacist or other health care 

professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF 

ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If 

neither is available, contact the nearest hospital or poison control 

centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it 

has not received registration with the Medicines Control Council 

the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

END  
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ANNEXURE K 

BIOFLAVONOIDS 

Allowable Levels and Claims 

Note: Any claims provided may be used with any of the stipulated dosage ranges.  

Minimum: Minimum Daily Levels required for use of Health supplement or herbal medicine Claim  

Maximum: Maximum Daily Levels Permitted as Health supplement or herbal medicine  

 

BIOFLAVONOIDS HEALTH SUPPLEMENT OR HERBAL MEDICINES MINI-

MONOGRAPH 

Blueberry PROPER NAME: 

Blueberry  

 

SOURCE MATERIAL: 

Blueberry fruit 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be proper 

for specific ingredients or a particular health supplement or herbal 

medicine. However if a monograph is published in one of these 

approved pharmacopoeias, the pharmacopoeial monograph 

specification must be considered a minimum standard applied for 

testing of the designated active ingredient and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, 

effervescent, Granules, enteric-coated, Granules, modified 

release, Oral Liquid, Oral Liquid, powder for, Oral Liquid, 

solution, Oral Liquid, suspension, Oral Liquid, syrup, Pill, 

Powder, oral, Suspension, Suspension, powder for, Tablet, 

Tablet, chewable, Tablet, dispersible, Tablet, effervescent, 

Tablet, enteric coated, Tablet, film coated, Tablet, gelatin coated, 

Tablet, modified release, Tablet, multilayer, Tablet, orally 

disintegrating, Tablet, soluble, Tablet, sugar coated, Tablet, 

uncoated.  

 

This mini-monograph is not intended to include foods or food-like 

dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of antioxidants. 
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INDICATIONS: 

Single and multi-substance formulation: 

Provides antioxidants.  

 

CONTRA-INDICATIONS: 

No statement is required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any 

other medicine. 

 

Products providing ≥ 5 g QCE per day; Products providing ≥ 

37.5 g fresh fruit per day  

 

If you are taking blood thinners, consult a health care 

practitioner prior to use. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults: 

Dry, Non-Standardized extracts & Standardized extracts : 

 

Up to 20 g Quantity Crude Equivalent (QCE), per day 

 

Up to 150 g fresh fruit, per day. 
 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if you 

experience any untoward effects while taking this medicine, 

please consult your doctor, pharmacist or other health care 

professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If 

neither is available, contact the nearest hospital or poison control 

centre. 
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STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it 

has not received registration with the Medicines Control Council 

the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

Citrus Bioflavonoids PROPER NAME: 

 Citrus Bioflavonoids 

 

SOURCE MATERIAL: 

Citrus sinensis (L.)  

 

Citrus limon (L.)  

 

Citrus reticulata Blanco –; Peel, rind and/or fruit  

 

Citrus aurantiifolia  

 

Citrus paradis Macfad. – Peel, rind and/or fruit 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be proper 

for specific ingredients or a particular health supplement or herbal 

medicine. However if a monograph is published in one of these 

approved pharmacopoeias, the pharmacopoeial monograph 

specification must be considered a minimum standard applied for 

testing of the designated active ingredient and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, 

effervescent, Granules, enteric-coated, Granules, modified 

release, Oral Liquid, Oral Liquid, powder for, Oral Liquid, 

solution, Oral Liquid, suspension, Oral Liquid, syrup, Pill, 

Powder, oral, Suspension, Suspension, powder for, Tablet, 

Tablet, chewable, Tablet, dispersible, Tablet, effervescent, 

Tablet, enteric coated, Tablet, film coated, Tablet, gelatin coated, 
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Tablet, modified release, Tablet, multilayer, Tablet, orally 

disintegrating, Tablet, soluble, Tablet, sugar coated, Tablet, 

uncoated.  

 

This mini-monograph is not intended to include foods or food-like 

dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of antioxidants. 

 

INDICATIONS: 

Single and multi-substance formulation: 

Provides antioxidants.  

 

CONTRA-INDICATIONS: 

No statement is required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

Products providing ≥ 50 mg per day: 

If you are taking prescription medication, consult a healthcare 

practitioner prior to use as citrus bioflavonoids may alter the 

effectiveness of these medications. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults: 

Up to 1000 mg citrus bioflavonoids, per day. 
 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if you 

experience any untoward effects while taking this medicine, 

please consult your doctor, pharmacist or other health care 

professional for advice. 
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KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If 

neither is available, contact the nearest hospital or poison control 

centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it 

has not received registration with the Medicines Control Council 

the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

Quercetin PROPER NAME: 

 Quercetin 

 

SOURCE MATERIAL: 

Quercetin  

 

Quercetin dihydrate 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be proper 

for specific ingredients or a particular health supplement or herbal 

medicine. However if a monograph is published in one of these 

approved pharmacopoeias, the pharmacopoeial monograph 

specification must be considered a minimum standard applied for 

testing of the designated active ingredient and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, 

effervescent, Granules, enteric-coated, Granules, modified 

release, Oral Liquid, Oral Liquid, powder for, Oral Liquid, 

solution, Oral Liquid, suspension, Oral Liquid, syrup, Pill, 

Powder, oral, Suspension, Suspension, powder for, Tablet, 

Tablet, chewable, Tablet, dispersible, Tablet, effervescent, 

Tablet, enteric coated, Tablet, film coated, Tablet, gelatin coated, 
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Tablet, modified release, Tablet, multilayer, Tablet, orally 

disintegrating, Tablet, soluble, Tablet, sugar coated, Tablet, 

uncoated.  

 

This mini-monograph is not intended to include foods or food-like 

dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of antioxidants. 

 

INDICATIONS: 

Single and multi-substance formulation: 

Provides antioxidants.  

 

CONTRA-INDICATIONS: 

No statement is required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

For products providing  40 - 1200 Milligrams per day :  

  

For use beyond 12 weeks, consult a health care practitioner. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults: 

Antioxidant: 

Dose(s): not to exceed 1200 Milligrams per day  

 

Directions For Use:   

For products providing doses that are 40-1200 mg per day, 

the following statement is required:   

 

Take in 2 or 3 divided doses.  

 

Take with food/meals. 
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SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if you 

experience any untoward effects while taking this medicine, 

please consult your doctor, pharmacist or other health care 

professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If 

neither is available, contact the nearest hospital or poison control 

centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it 

has not received registration with the Medicines Control Council 

the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

Red Wine Extract, Red 

Wine 

PROPER NAME: 

 Red Wine Extract, Red Wine 

 

SOURCE MATERIAL: 

Vitis vinifera (L.) (Vitaceae) fruit 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be proper 

for specific ingredients or a particular health supplement or herbal 

medicine. However if a monograph is published in one of these 

approved pharmacopoeias, the pharmacopoeial monograph 

specification must be considered a minimum standard applied for 

testing of the designated active ingredient and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, 

effervescent, Granules, enteric-coated, Granules, modified 
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release, Oral Liquid, Oral Liquid, powder for, Oral Liquid, 

solution, Oral Liquid, suspension, Oral Liquid, syrup, Pill, 

Powder, oral, Suspension, Suspension, powder for, Tablet, 

Tablet, chewable, Tablet, dispersible, Tablet, effervescent, 

Tablet, enteric coated, Tablet, film coated, Tablet, gelatin coated, 

Tablet, modified release, Tablet, multilayer, Tablet, orally 

disintegrating, Tablet, soluble, Tablet, sugar coated, Tablet, 

uncoated.  

 

This mini-monograph is not intended to include foods or food-like 

dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of antioxidants. 

 

INDICATIONS: 

Single and multi-substance formulation: 

Provides antioxidants.  

 

CONTRA-INDICATIONS: 

No statement is required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults:  

Up to 1 g red wine extract, per day 

 

Potency (Optional): Up to 95 % polyphenols 
 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if you 

experience any untoward effects while taking this medicine, 

please consult your doctor, pharmacist or other health care 

professional for advice. 
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KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If 

neither is available, contact the nearest hospital or poison control 

centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it 

has not received registration with the Medicines Control Council 

the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

END  
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ANNEXURE L 

AMINOSACCHARIDES – AMINO SUGARS 

Allowable Levels and Claims 

Note: Any claims provided may be used with any of the stipulated dosage ranges.  

Minimum: Minimum Daily Levels required for use of Health supplement Claim  

Maximum: Maximum Daily Levels Permitted as Health supplement   

 

AMINOSACCHARIDES 

AMINO SUGARS 

HEALTH SUPPLEMENTS AMINOSACCHARIDES – AMINO 

SUGARS MINI-MONOGRAPH 

 

Chitosan PROPER NAME: 

 Chitosan 

 

SOURCE MATERIAL: 

Chitin from clam (exoskeleton) 

 

Chitin from crab (exoskeleton)  

 

Chitin from krill  

 

Chitin from oyster (exoskeleton) 

 

Chitin from shrimp (exoskeleton) 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or 

references of equal standard other than those approved 

that may be proper for specific ingredients or a particular 

health supplement or herbal medicine. However if a 

monograph is published in one of these approved 

pharmacopoeias, the pharmacopoeial monograph 

specification must be considered a minimum standard 

applied for testing of the designated active ingredient and 

finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal 

system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, 

Granules, modified release, Oral Liquid, Oral Liquid, 

powder for, Oral Liquid, solution, Oral Liquid, suspension, 

Oral Liquid, syrup, Pill, Powder, oral, Suspension, 
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Suspension, powder for, Tablet, Tablet, chewable, Tablet, 

dispersible, Tablet, effervescent, Tablet, enteric coated, 

Tablet, film coated, Tablet, gelatin coated, Tablet, modified 

release, Tablet, multilayer, Tablet, orally disintegrating, 

Tablet, soluble, Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or 

food-like dosage forms such as bars, chewing gums or 

beverages. 

 

PHARMACOLOGICAL ACTION: 

-. 

 

INDICATIONS: 

Single and multi-substance formulation: 

Helps maintain healthy cholesterol levels. 

 

Could be a complement to a healthy lifestyle that 

incorporates a calorie-reduced diet and regular physical 

activity for individuals involved in a weight management 

program. 

 

CONTRA-INDICATIONS: 

If you have an allergy to seafood, do not use this product. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking 

any other medicine. 

 

If you are taking blood thinners, consult a health care 

practitioner prior to use. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please 

consult your doctor, pharmacist or other health care 

professional for advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Dose: 1– 6 g per day, in 2 or 3 divided doses 

 

Directions for use 

Take with meals 

. 
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Chitosan should be taken at least one hour after any 

other medication as it may reduce the effect of other 

medication (or words to that effect). AND (for powdered 

dosage forms only) Do not take powder alone. Mix with 

food or fluid. 

 

SIDE-EFFECTS: 

May cause abdominal pain, bloating, constipation, 

indigestion and/or diarrhoea. 

 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if you 

experience any untoward effects while taking this 

medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND 

PARTICULARS OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or 

pharmacist. If neither is available, contact the nearest 

hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal 

medicine if it has not received registration with the 

Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines 

Control Council. This medicine is not intended to diagnose, 

treat, cure or prevent any disease.” 

Chondroitin sulphate PROPER NAME: 

 Chondroitin sulphate 

 

SOURCE MATERIAL: 

Chondroitin sulphate sodium obtained from avian  

 

Chondroitin sulphate sodium obtained from bovine  

 

Chondroitin sulphate sodium obtained from porcine 

(Suidae) cartilage 

 

PHARMACEUTICAL STANDARD: 
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Applicants may choose to follow pharmacopoeias or 

references of equal standard other than those approved 

that may be proper for specific ingredients or a particular 

health supplement or herbal medicine. However if a 

monograph is published in one of these approved 

pharmacopoeias, the pharmacopoeial monograph 

specification must be considered a minimum standard 

applied for testing of the designated active ingredient and 

finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal 

system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, 

Granules, modified release, Oral Liquid, Oral Liquid, 

powder for, Oral Liquid, solution, Oral Liquid, suspension, 

Oral Liquid, syrup, Pill, Powder, oral, Suspension, 

Suspension, powder for, Tablet, Tablet, chewable, Tablet, 

dispersible, Tablet, effervescent, Tablet, enteric coated, 

Tablet, film coated, Tablet, gelatin coated, Tablet, modified 

release, Tablet, multilayer, Tablet, orally disintegrating, 

Tablet, soluble, Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or 

food-like dosage forms such as bars, chewing gums or 

beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of cartilaginous matter. 

 

INDICATIONS: 

Single and multi-substance formulation: 

Helps to relieve joint pain associated with osteoarthritis. 

 

Helps to relieve pain associated with osteoarthritis of the 

knee. 

 

CONTRA-INDICATIONS: 

No statement is required. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

Consult a health care practitioner if symptoms worsen. 

. 
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INTERACTIONS: 

Always tell your health care professional if you are taking 

any other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please 

consult your doctor, pharmacist or other health care 

professional for advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Dose: 800 - 1200 mg per day 

 

Duration of use 

Use for a minimum of 3 months to see beneficial effects. 

 

SIDE-EFFECTS: 

May cause abdominal pain, bloating, constipation, 

indigestion and/or diarrhoea. 

 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if you 

experience any untoward effects while taking this 

medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND 

PARTICULARS OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or 

pharmacist. If neither is available, contact the nearest 

hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal 

medicine if it has not received registration with the 

Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines 

Control Council. This medicine is not intended to diagnose, 

treat, cure or prevent any disease.” 

Glucosamine hydrochloride PROPER NAME: 

 Glucosamine hydrochloride 
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SOURCE MATERIAL: 

Crab (Exoskeleton)  

 

Lobster (Exoskeleton) 

  

Prawn (Exoskeleton)   

  

Shrimp (Exoskeleton) 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or 

references of equal standard other than those approved 

that may be proper for specific ingredients or a particular 

health supplement or herbal medicine. However if a 

monograph is published in one of these approved 

pharmacopoeias, the pharmacopoeial monograph 

specification must be considered a minimum standard 

applied for testing of the designated active ingredient and 

finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal 

system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, 

Granules, modified release, Oral Liquid, Oral Liquid, 

powder for, Oral Liquid, solution, Oral Liquid, suspension, 

Oral Liquid, syrup, Pill, Powder, oral, Suspension, 

Suspension, powder for, Tablet, Tablet, chewable, Tablet, 

dispersible, Tablet, effervescent, Tablet, enteric coated, 

Tablet, film coated, Tablet, gelatin coated, Tablet, modified 

release, Tablet, multilayer, Tablet, orally disintegrating, 

Tablet, soluble, Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or 

food-like dosage forms such as bars, chewing gums or 

beverages. 

 

PHARMACOLOGICAL ACTION: 

-- 

 

INDICATIONS: 

Single and multi-substance formulation: 

A factor in maintaining healthy cartilage 
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Helps to maintain healthy cartilage 

 

A factor in maintaining joint health 

 

Helps to maintain joint health 

 

CONTRA-INDICATIONS: 

No statement is required. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

Consult a health care practitioner if symptoms worsen. 

. 

INTERACTIONS: 

Always tell your health care professional if you are taking 

any other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please 

consult your doctor, pharmacist or other health care 

professional for advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Dose(s): 1 500 – 2 000 mg per day  

 

Duration of use 

Use for a minimum of 4 weeks to see beneficial effects.  

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if you 

experience any untoward effects while taking this 

medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND 

PARTICULARS OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or 

pharmacist. If neither is available, contact the nearest 

hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 
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CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal 

medicine if it has not received registration with the 

Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines 

Control Council. This medicine is not intended to diagnose, 

treat, cure or prevent any disease.” 

Glucosamine sulphate PROPER NAME: 

 Glucosamine sulphate 

 

SOURCE MATERIAL: 

Glucosamine Sulfate Potassium Chloride from 

Crab(Exoskeleton)  

 

Glucosamine Sulfate Potassium Chloride from 

Lobster(Exoskeleton) 

 

Glucosamine Sulfate Potassium Chloride from 

Prawn(Exoskeleton)  

 

Glucosamine Sulfate Potassium Chloride from 

Shrimp(Exoskeleton)  

 

Glucosamine Sulfate sodium Chloride from 

Crab(Exoskeleton)  

 

Glucosamine Sulfate sodium Chloride from 

Lobster(Exoskeleton)  

 

Glucosamine Sulfate sodium Chloride from 

Prawn(Exoskeleton) 

 

Glucosamine Sulfate sodium Chloride from 

Shrimp(Exoskeleton) 

 

Note: The specific organisms used as source material(s) 

must be indicated because simply indicating "crustaceans" 

is insufficient. The source material can be an organism 

exoskeleton stabilized by a salt or a glucosamine sulphate 

salt from an organism exoskeleton. Acceptable salts 

include potassium chloride and sodium chloride. 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or 

references of equal standard other than those approved 

that may be proper for specific ingredients or a particular 



RDG HS comments  

Registration of Medicines  Health Supplements  

  

7.04_QSE_Health_Supplements_Nov14_v1  Nov 2014  Page 254 of 451  

health supplement or herbal medicine. However if a 

monograph is published in one of these approved 

pharmacopoeias, the pharmacopoeial monograph 

specification must be considered a minimum standard 

applied for testing of the designated active ingredient and 

finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal 

system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, 

Granules, modified release, Oral Liquid, Oral Liquid, 

powder for, Oral Liquid, solution, Oral Liquid, suspension, 

Oral Liquid, syrup, Pill, Powder, oral, Suspension, 

Suspension, powder for, Tablet, Tablet, chewable, Tablet, 

dispersible, Tablet, effervescent, Tablet, enteric coated, 

Tablet, film coated, Tablet, gelatin coated, Tablet, modified 

release, Tablet, multilayer, Tablet, orally disintegrating, 

Tablet, soluble, Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or 

food-like dosage forms such as bars, chewing gums or 

beverages. 

 

PHARMACOLOGICAL ACTION: 

-- 

 

INDICATIONS: 

Single and multi-substance formulation: 

Helps to relieve joint pain associated with osteoarthritis 

 

Helps to relieve pain associated with osteoarthritis of the 

knee 

 

Helps to protect against the deterioration of cartilage 

 

A factor in maintaining good cartilage and/or joint health 

 

CONTRA-INDICATIONS: 

No statement is required. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

Consult a health care practitioner if symptoms worsen. 
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. 

INTERACTIONS: 

Always tell your health care professional if you are taking 

any other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please 

consult your doctor, pharmacist or other health care 

professional for advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Dose(s): 1 500 mg per day  

 

Duration of use 

Use for a minimum of 4 weeks to see beneficial effects.  

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if you 

experience any untoward effects while taking this 

medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND 

PARTICULARS OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or 

pharmacist. If neither is available, contact the nearest 

hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal 

medicine if it has not received registration with the 

Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines 

Control Council. This medicine is not intended to diagnose, 

treat, cure or prevent any disease.” 

END  
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ANNEXURE M 

SACCHARIDES - CARBOHYDRATE 

Allowable Levels and Claims 

Note: Any claims provided may be used with any of the stipulated dosage ranges.  

Minimum: Minimum Daily Levels required for use of Health supplement Claim  

Maximum: Maximum Daily Levels Permitted as Health supplement  

 

SACCHARIDES 

CARBOHYDRATE 

HEALTH SUPPLEMENT MINI-MONOGRAPH 

D-Fructose  

D-Galactose  

D-Glucose  

D-Mannose  

Lactose  

Maize Starch  

Maltodextrin  

Potato starch  

Ribose  

Rice starch  

Sucrose  

Wheat starch 

PROPER NAME: 

D-Fructose  

D-Galactose  

D-Glucose  

D-Mannose  

Lactose  

Maize Starch  

Maltodextrin  

Potato starch  

Ribose  

Rice starch  

Sucrose  

Wheat starch 

 

SOURCE MATERIAL: 

D-Fructose  

D-Galactose  

D-Glucose  

D-Mannose  

Lactose  

Maize Starch  

Maltodextrin  

Potato starch  

Ribose  

Rice starch  

Sucrose  

Wheat starch 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be proper 

for specific ingredients or a particular health supplement or herbal 

medicine. However if a monograph is published in one of these 

approved pharmacopoeias, the pharmacopoeial monograph 

specification must be considered a minimum standard applied for 

testing of the designated active ingredient and finished product. 
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ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, 

effervescent, Granules, enteric-coated, Granules, modified 

release, Oral Liquid, Oral Liquid, powder for, Oral Liquid, 

solution, Oral Liquid, suspension, Oral Liquid, syrup, Pill, 

Powder, oral, Suspension, Suspension, powder for, Tablet, 

Tablet, chewable, Tablet, dispersible, Tablet, effervescent, 

Tablet, enteric coated, Tablet, film coated, Tablet, gelatin coated, 

Tablet, modified release, Tablet, multilayer, Tablet, orally 

disintegrating, Tablet, soluble, Tablet, sugar coated, Tablet, 

uncoated.  

 

This mini-monograph is not intended to include foods or food-like 

dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

-- 

 

INDICATIONS: 

Single and multi-substance formulation: 

Source of carbohydrates to support energy production    

 

Source of calories which contributes to weight gain  

 

Helps to [maintain performance/promote endurance] in extended 

(greater than 60 min), high intensity exercise 

 

Workout supplement  

 

Athletic support 

 

CONTRA-INDICATIONS: 

No statement is required. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 
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DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults: Combined dose for all ingredients (carbohydrates) in the 

product: 

6.5 - 180 g, per day, not to exceed 45 g per single dose 

 

Directions for use 

 

Products in powder form:  

Mix product well in 1-2 cups of liquid (water, juice, etc.) 

immediately before consumption. 

 

Products for increasing exercise performance (optional): 

 Consume 45-90 minutes before exercising. 

 

Products for repairing body tissues/muscles and restoring 

plasma glutamine levels (optional): 

 Consume no later than 90 minutes after exercising 

 

Products for endurance based on Carbohydrates (optional): 

Consume 30-60 g carbohydrates per hour of high intensity 

exercise 

 

Directions for use: 

Ensure to drink enough fluid before, during, and after exercise. 
 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if you 

experience any untoward effects while taking this medicine, 

please consult your doctor, pharmacist or other health care 

professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If 

neither is available, contact the nearest hospital or poison control 

centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 
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Note: in the case of a health supplement or herbal medicine if it 

has not received registration with the Medicines Control Council 

the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

END  
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ANNEXURE N 

ENZYMES 

Allowable Levels and Claims 

Note: Any claims provided may be used with any of the stipulated dosage ranges.  

Minimum: Minimum Daily Levels required for use of Health supplement Claim  

Maximum: Maximum Daily Levels Permitted as Health supplement  

 

ENZYMES HEALTH SUPPLEMENT MONOGRAPH 

Digestive 

enzymes for 

carbohydrates 

(amylases) 

PROPER NAME: 

Digestive enzymes for carbohydrates 

(amylases) 

 

SOURCE MATERIAL: 

 

Common name(s) Source material(s)  

beta-glucanase 
beta-1,4-glucanase  

Aspergillus niger 
Trichoderma longibrachiatum 
Trichoderma reesei  

Glucoamylase 
Amyloglucosidase 
acid maltase  

Aspergillus niger 
Aspergillus oryzae 
Rhizopus niveus 
Rhizopus oryzae  

hemicellulase  Aspergillus niger 
Aspergillus oryzae 
Trichoderma longibrachiatum 
Trichoderma reesei  

invertase 
sucrase  

Aspergillus niger 
Saccharomyces cerevisiae  

diastase  Aspergillus niger 
Aspergillus oryzae 

malt diastase 
maltase  

Hordeum vulgare 

pectinase Aspergillus niger 
Aspergillus oryzae  
Trichoderma longibrachiatum 
Trichoderma reesei  

xylanase 
beta-1,3-xylanase 

Trichoderma longibrachiatum  
Trichoderma reesei  

xylanase 
beta-1,4-xylanase  

Trichoderma reesei(taxonomical syn. 
Trichoderma longibrachiatum)  

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of equal 

standard other than those approved that may be proper for specific 

ingredients or a particular health supplement or herbal medicine. However 

if a monograph is published in one of these approved pharmacopoeias, the 

pharmacopoeial monograph specification must be considered a minimum 
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standard applied for testing of the designated active ingredient and finished 

product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, Capsule, 

modified release, Capsule, soft, Granules, Granules, effervescent, 

Granules, enteric-coated, Granules, modified release, Oral Liquid, Oral 

Liquid, powder for, Oral Liquid, solution, Oral Liquid, suspension, Oral 

Liquid, syrup, Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, effervescent, Tablet, 

enteric coated, Tablet, film coated, Tablet, gelatin coated, Tablet, modified 

release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, soluble, 

Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like dosage 

forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Digestive enzyme  

 

INDICATIONS: 

Single and multi-substance formulation: 

Digestive enzyme(s) 

 

CONTRA-INDICATIONS: 

No statement is required. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

If you have diabetes, consult a health care practitioner prior to use. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your doctor, 

pharmacist or other health care professional for advice before taking this 

medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

 Carbohydrates: 

Enzyme  Daily maximum (activity unit/day)  
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diastase  Not to exceed 6.0 x 103 FCC DP  

β-glucanase  Not to exceed 210 FCC BGU   

glucoamylase 

(amyloglucosidase)  

Not to exceed 300 FCC AGU  

hemicellulase  Not to exceed 4.5 x 104 FCC HCU   

invertase  Not to exceed 3.0 x 103 FCC INVU  or  

Not to exceed 4.2 x 103 FCC SU   

malt diastase  Not to exceed 6.0 x 103 FCC DP  

pectinase  Not to exceed 180 Endo-PG   

xylanase  Not to exceed 3.3 x 103 XU   

 

Directions for use 

 

Take with food/meal. 

 

Duration of use  

  

For prolonged use, consult a health care practitioner 
 

SIDE-EFFECTS: 

Hypersensitivity/allergy has been known to occur; in such a case, 

discontinue use. 

 

Not all side-effects reported for this medicine are included in this 

leaflet. Should your general health worsen or if you experience any 

untoward effects while taking this medicine, please consult your 

doctor, pharmacist or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF ITS 

TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If neither is 

available, contact the nearest hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has not 

received registration with the Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 

Other enzymes PROPER NAME: 
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Digestive enzymes for carbohydrates 

(amylases) 

 

SOURCE MATERIAL: 

 

Common name  Source material  

catalase  

Aspergillus niger  

  

Saccharomyces cerevisiae  

phytase  Aspergillus niger  

phytase 1-phytase  
3-phytase  Aspergillus niger   

phytase 4-phytase  
6-phytase  Aspergillus niger   

 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of equal 

standard other than those approved that may be proper for specific 

ingredients or a particular health supplement or herbal medicine. However 

if a monograph is published in one of these approved pharmacopoeias, the 

pharmacopoeial monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient and finished 

product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, Capsule, 

modified release, Capsule, soft, Granules, Granules, effervescent, 

Granules, enteric-coated, Granules, modified release, Oral Liquid, Oral 

Liquid, powder for, Oral Liquid, solution, Oral Liquid, suspension, Oral 

Liquid, syrup, Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, effervescent, Tablet, 

enteric coated, Tablet, film coated, Tablet, gelatin coated, Tablet, modified 

release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, soluble, 

Tablet, sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-like dosage 

forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 



RDG HS comments  

Registration of Medicines  Health Supplements  

  

7.04_QSE_Health_Supplements_Nov14_v1  Nov 2014  Page 264 of 451  

Digestive enzyme  

 

INDICATIONS: 

Single and multi-substance formulation: 

Digestive enzyme(s) 

 

CONTRA-INDICATIONS: 

No statement is required. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

If you have diabetes, consult a health care practitioner prior to use. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your doctor, 

pharmacist or other health care professional for advice before taking this 

medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

 : 

Enzyme  Daily maximum (activity unit/day)  

catalase  Not to exceed 3.2 x 103 FCC Baker   

phytase  Not to exceed 75 FCC FTU   

 

Directions for use 

 

Take with food/meal. 

 

Duration of use  

  

For prolonged use, consult a health care practitioner 
 

SIDE-EFFECTS: 

Hypersensitivity/allergy has been known to occur; in such a case, 

discontinue use. 

 

Not all side-effects reported for this medicine are included in this 

leaflet. Should your general health worsen or if you experience any 

untoward effects while taking this medicine, please consult your 

doctor, pharmacist or other health care professional for advice. 

 



RDG HS comments  

Registration of Medicines  Health Supplements  

  

7.04_QSE_Health_Supplements_Nov14_v1  Nov 2014  Page 265 of 451  

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF ITS 

TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If neither is 

available, contact the nearest hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has not 

received registration with the Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 

END  
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ANNEXURE O 

OTHER NUTRIENTS 

Allowable Levels and Claims 

Note: Any claims provided may be used with any of the stipulated dosage ranges.  

Minimum: Minimum Daily Levels required for use of Health supplement Claim  

Maximum: Maximum Daily Levels Permitted as Health supplement  

 

OTHER NUTRIENTS HEALTH SUPPLEMENT MINI-MONOGRAPH 

Acai PROPER NAME: 

Acai 

 

SOURCE MATERIAL: 

Euterpe oleracea Mart. (Arecaceae) – fruit 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be 

proper for specific ingredients or a particular health supplement 

or herbal medicine. However if a monograph is published in 

one of these approved pharmacopoeias, the pharmacopoeial 

monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient 

and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 

modified release, Oral Liquid, Oral Liquid, powder for, Oral 

Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 

multilayer, Tablet, orally disintegrating, Tablet, soluble, Tablet, 

sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of anti-oxidants. 
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INDICATIONS: 

Single and multi-substance formulation: 

Provides antioxidants. 

 

CONTRA-INDICATIONS: 

No statement is required. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

If you have diabetes, consult a health care practitioner prior to 

use. 

INTERACTIONS: 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults: Not to exceed 14 g per day, dried fruit or dried fruit 

juice. 
 

SIDE-EFFECTS: 

Hypersensitivity/allergy has been known to occur to acai 

or plants of the Arecaeae family. In such a case, 

discontinue use. 

 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if 

you experience any untoward effects while taking this 

medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. 

If neither is available, contact the nearest hospital or poison 

control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 
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CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if 

it has not received registration with the Medicines Control 

Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines 

Control Council. This medicine is not intended to diagnose, 

treat, cure or prevent any disease.” 

African wild mango PROPER NAME: 

African wild mango 

 

SOURCE MATERIAL: 

Irvingia gabonensis (Aubry-Lecomte ex O’Rorke) Baill. 

(Irvingiaceae) 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be 

proper for specific ingredients or a particular health supplement 

or herbal medicine. However if a monograph is published in 

one of these approved pharmacopoeias, the pharmacopoeial 

monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient 

and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 

modified release, Oral Liquid, Oral Liquid, powder for, Oral 

Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 

multilayer, Tablet, orally disintegrating, Tablet, soluble, Tablet, 

sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of anti-oxidants. 
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INDICATIONS: 

Single and multi-substance formulation: 

Provides antioxidants. 

 

CONTRA-INDICATIONS: 

If you are pregnant, do not use this product. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

If you have diabetes, consult a health care practitioner prior to 

use  

 

INTERACTIONS: 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults:  

Antioxidant preparations: Dry, Powder, Decoction, Fluid 

extract, Tincture, Extract dry, Extract liquid: 

 

Up to 3.15 g dried seed per day. 
 

SIDE-EFFECTS: 

If you experience symptoms of hypoglycaemia including 

feelings of anxiety, dizziness, tremor, sweating, nausea 

or headache, discontinue use. 

 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if 

you experience any untoward effects while taking this 

medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. 

If neither is available, contact the nearest hospital or poison 

control centre. 
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STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if 

it has not received registration with the Medicines Control 

Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines 

Control Council. This medicine is not intended to diagnose, 

treat, cure or prevent any disease.” 

Aloe vera leaf gel PROPER NAME: 

Aloe vera leaf gel 

 

SOURCE MATERIAL: 

Leaf gel: Aloe vera (L.) Burm. f. (Asphodelaceae/ Aloaceae) 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be 

proper for specific ingredients or a particular health supplement 

or herbal medicine. However if a monograph is published in 

one of these approved pharmacopoeias, the pharmacopoeial 

monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient 

and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 

modified release, Oral Liquid, Oral Liquid, powder for, Oral 

Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 

multilayer, Tablet, orally disintegrating, Tablet, soluble, Tablet, 

sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 
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PHARMACOLOGICAL ACTION: 

Source of anti-oxidants. 

 

INDICATIONS: 

Single and multi-substance formulation: 

Provides antioxidants. 

 

CONTRA-INDICATIONS: 

No statement is required. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

Preparations equivalent to ≥ 2.4 g fresh gel/day 

If you have diabetes, consult a health care practitioner prior to 

use. 

INTERACTIONS: 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults:  

Antioxidant preparations: fresh, juice, freeze-dried, powdered, 

juice powdered, extract liquid, extract dry Preparations 

equivalent to a maximum of 200 ml or 200 g fresh gel, per day 

 

Directions for use 

 

For Freeze-dried, Powdered and Juice powdered preparations 

 

Preparations must be reconstituted in liquid before use. 

. 

SIDE-EFFECTS: 

If you experience symptoms of hypoglycaemia including 

feelings of anxiety, dizziness, tremor, sweating, nausea 

or headache, discontinue use. 

 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if 

you experience any untoward effects while taking this 
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medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. 

If neither is available, contact the nearest hospital or poison 

control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if 

it has not received registration with the Medicines Control 

Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines 

Control Council. This medicine is not intended to diagnose, 

treat, cure or prevent any disease.” 

Amla PROPER NAME: 

Amla 

 

SOURCE MATERIAL: 

Phyllanthus emblica - fruit 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be 

proper for specific ingredients or a particular health supplement 

or herbal medicine. However if a monograph is published in 

one of these approved pharmacopoeias, the pharmacopoeial 

monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient 

and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 

modified release, Oral Liquid, Oral Liquid, powder for, Oral 

Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 
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Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 

multilayer, Tablet, orally disintegrating, Tablet, soluble, Tablet, 

sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of anti-oxidants. 

 

INDICATIONS: 

Single and multi-substance formulation: 

Provides antioxidants. 

 

CONTRA-INDICATIONS: 

No statement is required. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

If you have or develop abdominal pain, nausea, fever or 

vomiting, consult a health care practitioner. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults:  

Antioxidant preparation:   Powdered   

 

Dose(s): not to exceed 6 g per day, powdered dry fruit  

 

Directions For Use:   

Take 2 hours before or after taking other medications. 

. 

SIDE-EFFECTS: 

Laxative effect may occur, in which case, discontinue use. 
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Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if 

you experience any untoward effects while taking this 

medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. 

If neither is available, contact the nearest hospital or poison 

control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if 

it has not received registration with the Medicines Control 

Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines 

Control Council. This medicine is not intended to diagnose, 

treat, cure or prevent any disease.” 

Beta-glucan PROPER NAME: 

Beta-glucan 

 

SOURCE MATERIAL: 

Avena sativa L. (oat)  seed and/or seed bran  

 

Hordeum vulgare L. (barley) seed and/or seed bran 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be 

proper for specific ingredients or a particular health supplement 

or herbal medicine. However if a monograph is published in 

one of these approved pharmacopoeias, the pharmacopoeial 

monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient 

and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 
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Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 

modified release, Oral Liquid, Oral Liquid, powder for, Oral 

Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 

multilayer, Tablet, orally disintegrating, Tablet, soluble, Tablet, 

sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of Beta-glucan 

 

INDICATIONS: 

Single and multi-substance formulation: 

Provides support for healthy (postprandial) glucose metabolism 

(within two hours after a meal) 

 

Provides support for healthy (postprandial) glucose metabolism 

(within two hours after a meal) 

 

Helps improve (postprandial) glucose metabolism (within two 

hours after a meal) 

 

Source of dietary fibre to help support and maintain a healthy 

digestive system 

 

Helps support and maintain a healthy digestive system 

 

CONTRA-INDICATIONS: 

No statement is required. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 
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DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults:  

3-10 g oat beta-glucan, per day. 

. 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if 

you experience any untoward effects while taking this 

medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. 

If neither is available, contact the nearest hospital or poison 

control centre. 

 

STORAGE INSTRUCTIONS: 

Preserve in well-closed containers  

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if 

it has not received registration with the Medicines Control 

Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

Betaine PROPER NAME: 

Betaine 

 

SOURCE MATERIAL: 

Beta vulgaris root  

 

Betaine (anhydrous)  

 

Betaine hydrochloride 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be 

proper for specific ingredients or a particular health supplement 

or herbal medicine. However if a monograph is published in 

one of these approved pharmacopoeias, the pharmacopoeial 
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monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient 

and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 

modified release, Oral Liquid, Oral Liquid, powder for, Oral 

Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 

multilayer, Tablet, orally disintegrating, Tablet, soluble, Tablet, 

sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Digestive aid. 

 

INDICATIONS: 

Single and multi-substance formulation: 

Helps to support liver function. 

 

Helps to support digestion / Digestive aid. 

 

CONTRA-INDICATIONS: 

No statement is required. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

If you have peptic ulcer or excess stomach acid, consult a 

health care practitioner prior to use. 

 

Products providing ≥ 600 mg betaine and/or ≥ 780 mg 

betaine hydrochloride per day 

 

If you have high cholesterol, consult a health care 

practitioner prior to use 

 

INTERACTIONS: 
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Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults:  

Liver function: 

Active 
Ingredient 

Minimum (mg/day) Maximum 
(mg/day) 

Betaine 500 4000 

Betaine 
hydrochloride 

650 not to exceed 1000 mg 
per single dose 

3500 

 

Digestive aid: 

Active 

Ingredient 

Minimum (mg/day) Maximum 

(mg/day) 

Betaine 

hydrochloride 

180 mg not to exceed 1000 

mg per single dose 

3500 

 

Directions for use 

 

Products providing betaine hydrochloride (as an active 

ingredient or as a source) 

 

Take with food/meal. 

. 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if 

you experience any untoward effects while taking this 

medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. 

If neither is available, contact the nearest hospital or poison 

control centre. 
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STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if 

it has not received registration with the Medicines Control 

Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

L-Carnitine PROPER NAME: 

L-Carnitine 

 

SOURCE MATERIAL: 

L-Carnitine tartrate  

 

L-Carnitine fumarate 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be 

proper for specific ingredients or a particular health supplement 

or herbal medicine. However if a monograph is published in 

one of these approved pharmacopoeias, the pharmacopoeial 

monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient 

and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 

modified release, Oral Liquid, Oral Liquid, powder for, Oral 

Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 

multilayer, Tablet, orally disintegrating, Tablet, soluble, Tablet, 

sugar coated, Tablet, uncoated.  
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This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of carnitine 

 

INDICATIONS: 

Single and multi-substance formulation: 

Antioxidant 

 

Aids in the muscle recovery process by reducing muscle tissue 

damage associated with a resistance training.  

 

Helps support muscle tissue repair in individuals involved in 

resistance training. 

 

Helps improve physical performance when used in conjunction 

with a training regimen.  

 

Helps delay fatigue during physical activity. 

  

Helps support fat metabolism. 

 

Helps support fat oxidation. 

 

CONTRA-INDICATIONS: 

No statement is required. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

If you have a liver disease, a kidney disease, or a seizure 

disorder, consult a healthcare practitioner prior to use. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults:  

Muscle recovery, Muscle tissue repair: 
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1-4 g per day, not to exceed 2 g per single dose  

 

Physical performance, Fatigue: 

2-4 g per day, not to exceed 2 g per single dose  

 

Fat oxidation: 

1 g, three times per day 

 

Fat metabolism, Antioxidant, Workout 

support/supplement: 

Up to 4 g per day, not to exceed 2 g per single dose. 

 

Directions for use 

 

Muscle recovery, Muscle tissue repair, Workout 

support/supplement, Physical performance, Fatigue: 

 

Take 2-4 hours prior to exercise. 

. 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if 

you experience any untoward effects while taking this 

medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. 

If neither is available, contact the nearest hospital or poison 

control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if 

it has not received registration with the Medicines Control 

Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

Chlorella PROPER NAME: 

Chlorella 
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SOURCE MATERIAL: 

Chlorella vulgaris Beyerinck - broken cell 

Synonym: Chlorella pyrenoidosa Chick -broken cell 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be 

proper for specific ingredients or a particular health supplement 

or herbal medicine. However if a monograph is published in 

one of these approved pharmacopoeias, the pharmacopoeial 

monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient 

and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 

modified release, Oral Liquid, Oral Liquid, powder for, Oral 

Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 

multilayer, Tablet, orally disintegrating, Tablet, soluble, Tablet, 

sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of anti-oxidants. 

 

INDICATIONS: 

Single and multi-substance formulation: 

Source of/Provides antioxidants. 

 

CONTRA-INDICATIONS: 

No statement is required. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

Products providing chlorella enriched with selenium: 

If you have a history of non-melanoma skin cancer, consult 

a health care practitioner prior to use. 
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This product contains selenium, which is toxic in high doses. 

A daily dose of 150 micrograms for adults of selenium from 

dietary supplements should not be exceeded. 

 

INTERACTIONS: 

Products providing ≥ 250 mg chlorella per day or ≥ 6 μg 

vitamin K per day: 

If you are taking blood thinners, consult a health care 

practitioner prior to use 

 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults:  

Dry, Powder, Non-standardized ethanolic extracts (fluid 

extract, tincture), decoction: 

 

Up to 6 g per day 

 

Direction of Use 

Statement(s) to the effect of  

Products providing ≥ 250 mg chlorella per day 

 

Take a few hours before or after taking other medications or 

natural health products. 

 

SIDE-EFFECTS: 

Hypersensitivity/allergy can occur, in which case 

discontinue use and consult your healthcare practitioner. 

 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if 

you experience any untoward effects while taking this 

medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 
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In the event of over dosage, consult your doctor or pharmacist. 

If neither is available, contact the nearest hospital or poison 

control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if 

it has not received registration with the Medicines Control 

Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines 

Control Council. This medicine is not intended to diagnose, 

treat, cure or prevent any disease.” 

Cinnamon 

(True cinnamon) 

PROPER NAME: 

True Cinnamon 

 

SOURCE MATERIAL: 

Cinnamomum verum J. Presl (Lauraceae) - Branch bark  

- Shoot bark 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be 

proper for specific ingredients or a particular health supplement 

or herbal medicine. However if a monograph is published in 

one of these approved pharmacopoeias, the pharmacopoeial 

monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient 

and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 

modified release, Oral Liquid, Oral Liquid, powder for, Oral 

Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 
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multilayer, Tablet, orally disintegrating, Tablet, soluble, Tablet, 

sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of anti-oxidants. 

 

INDICATIONS: 

Single and multi-substance formulation: 

Source of/Provides antioxidants. 

 

CONTRA-INDICATIONS: 

No statement is required. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

If you have diabetes, consult a health care practitioner prior to 

use. 

Digestive discomforts; Appetite loss: 

 If symptoms persist or worsen, consult a health care 

practitioner. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults:  

Antioxidants preparation:   Infusion and Decoction   

 

Dose(s): not to exceed 1.5 g per day, cut or ground bark. 

Prepare with 150 ml of water 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if 

you experience any untoward effects while taking this 
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medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. 

If neither is available, contact the nearest hospital or poison 

control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if 

it has not received registration with the Medicines Control 

Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

Coenzyme Q10 PROPER NAME: 

Coenzyme Q10 

 

SOURCE MATERIAL: 

Bacteria, yeast (i.e. bacterial or yeast fermentation process)  

 

Solanesol process) 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be 

proper for specific ingredients or a particular health supplement 

or herbal medicine. However if a monograph is published in 

one of these approved pharmacopoeias, the pharmacopoeial 

monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient 

and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 

modified release, Oral Liquid, Oral Liquid, powder for, Oral 
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Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 

multilayer, Tablet, orally disintegrating, Tablet, soluble, Tablet, 

sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of anti-oxidants. 

 

INDICATIONS: 

Single and multi-substance formulation: 

Helps to maintain and/or support cardiovascular health 

 

An antioxidant for the maintenance of good health. 

 

CONTRA-INDICATIONS: 

No statement is required. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

Consult a health care practitioner prior to use if you are taking 

blood pressure medication. 

 

INTERACTIONS: 

Consult a health care practitioner prior to use if you are taking 

blood pressure medication. 

 

Doses greater than or equal to 100 mg per day: 

 

Consult a health care practitioner prior to use if you are 

taking blood thinners. 

 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 
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Adults:  

Cardiovascular health and Antioxidant: 

Dose(s): 30 - 100 mg 1-3 times per day 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if 

you experience any untoward effects while taking this 

medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. 

If neither is available, contact the nearest hospital or poison 

control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if 

it has not received registration with the Medicines Control 

Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines 

Control Council. This medicine is not intended to diagnose, 

treat, cure or prevent any disease.” 

Cranberry PROPER NAME: 

Cranberry 

 

SOURCE MATERIAL: 

Vaccinium macrocarpon Aiton (Ericaceae) – fruit 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be 

proper for specific ingredients or a particular health supplement 

or herbal medicine. However if a monograph is published in 

one of these approved pharmacopoeias, the pharmacopoeial 

monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient 

and finished product. 

 

ROUTE OF ADMINISTRATION: 
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Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 

modified release, Oral Liquid, Oral Liquid, powder for, Oral 

Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 

multilayer, Tablet, orally disintegrating, Tablet, soluble, Tablet, 

sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of anti-oxidants. 

 

INDICATIONS: 

Single and multi-substance formulation: 

Provides antioxidants for the maintenance of good health 

 

CONTRA-INDICATIONS: 

No statement is required. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

Consult a health care practitioner prior to use if you have a 

history of kidney stones. 

 

INTERACTIONS: 

Consult a health care practitioner prior to use if you are taking 

blood thinners. 

 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 
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Adults:  

Antioxidant preparation:   Fresh Fruit Equivalents   

 

Dose(s): not to exceed 30 g per day, fresh fruit 

 

Preparation:   Juice   

 

Dose(s): not to exceed 950 ml per day, fruit juice  

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if 

you experience any untoward effects while taking this 

medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. 

If neither is available, contact the nearest hospital or poison 

control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if 

it has not received registration with the Medicines Control 

Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines 

Control Council. This medicine is not intended to diagnose, 

treat, cure or prevent any disease.” 

Creatine monohydrate PROPER NAME: 

Creatine monohydrate 

 

SOURCE MATERIAL: 

Synthetic 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be 

proper for specific ingredients or a particular health supplement 

or herbal medicine. However if a monograph is published in 

one of these approved pharmacopoeias, the pharmacopoeial 

monograph specification must be considered a minimum 
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standard applied for testing of the designated active ingredient 

and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 

modified release, Oral Liquid, Oral Liquid, powder for, Oral 

Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 

multilayer, Tablet, orally disintegrating, Tablet, soluble, Tablet, 

sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of creatine. 

 

INDICATIONS: 

Single and multi-substance formulation: 

Increases [fat-free/body/muscle/lean] [mass/size] when used in 

conjunction with a resistance-training regimen.  

 

Improves [strength/power/performance] in repetitive bouts of 

brief, highly intense physical activity (e.g. sprints, jumping, 

resistance training) (by increasing [muscle/intramuscular] 

[creatine/phosphocreatine/energy] levels). 

 

CONTRA-INDICATIONS: 

No statement is required. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

Consult a health care practitioner prior to use if you have a 

kidney disorder. 

 

May result in weight gain. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any 

other medicine. 
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PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults:  

Dose and duration of use for creatine monohydrate: 

Phase Dose (g/day) Duration of 

use 

Loading 

Phase 

Option 1 15-20; not to exceed 5 

g per dose 

5-7 days 

Option 2 3-5 Use for a 

minimum of 

4 weeks 

Maintenance Phase 2-5 No 

statement 

required 

 

Directions for use: 

Take separately from products containing caffeine (e.g. coffee, 

cola, etc.) 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if 

you experience any untoward effects while taking this 

medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. 

If neither is available, contact the nearest hospital or poison 

control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 
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Note: in the case of a health supplement or herbal medicine if 

it has not received registration with the Medicines Control 

Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines 

Control Council. This medicine is not intended to diagnose, 

treat, cure or prevent any disease.” 

Curcumin PROPER NAME: 

Curcumin 

 

SOURCE MATERIAL: 

Curcuma longa (Rhizome) 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be 

proper for specific ingredients or a particular health supplement 

or herbal medicine. However if a monograph is published in 

one of these approved pharmacopoeias, the pharmacopoeial 

monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient 

and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 

modified release, Oral Liquid, Oral Liquid, powder for, Oral 

Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 

multilayer, Tablet, orally disintegrating, Tablet, soluble, Tablet, 

sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of anti-oxidants. 

 

INDICATIONS: 

Single and multi-substance formulation: 

Provides antioxidants for the maintenance of good health. 
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CONTRA-INDICATIONS: 

No statement is required. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

Consult a health care practitioner prior to use if you have 

gallstones or a bile duct obstruction. 

 

Consult a health care practitioner prior to use if you have 

stomach ulcers or excess stomach acid.   

 

INTERACTIONS: 

Consult a health care practitioner prior to use if you are taking 

antiplatelet medication or blood thinners. 

 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults:  

Antioxidant preparation:   

Dose(s): not to exceed 400 mg 3 times per day. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if 

you experience any untoward effects while taking this 

medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. 

If neither is available, contact the nearest hospital or poison 

control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 



RDG HS comments  

Registration of Medicines  Health Supplements  

  

7.04_QSE_Health_Supplements_Nov14_v1  Nov 2014  Page 295 of 451  

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if 

it has not received registration with the Medicines Control 

Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

Grape seed extract PROPER NAME: 

Grape seed extract 

 

SOURCE MATERIAL: 

Vitis vinifera L. (Vitaceae) 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be 

proper for specific ingredients or a particular health supplement 

or herbal medicine. However if a monograph is published in 

one of these approved pharmacopoeias, the pharmacopoeial 

monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient 

and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 

modified release, Oral Liquid, Oral Liquid, powder for, Oral 

Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 

multilayer, Tablet, orally disintegrating, Tablet, soluble, Tablet, 

sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of anti-oxidants. 

 

INDICATIONS: 
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Single and multi-substance formulation: 

Source of antioxidants for the maintenance of good health. 

 

CONTRA-INDICATIONS: 

No statement is required. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults:  

Antioxidant preparation:   Dry & Powder Standardised   

 

Dose(s): not to exceed 475 Milligrams per day, grape seed 

extract 80-85 % Oligomeric proanthocyanidins. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if 

you experience any untoward effects while taking this 

medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. 

If neither is available, contact the nearest hospital or poison 

control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if 

it has not received registration with the Medicines Control 

Council the disclaimer: 
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“This medicine has not been evaluated by the Medicines 

Control Council. This medicine is not intended to diagnose, 

treat, cure or prevent any disease.” 

Green coffee bean extract PROPER NAME: 

Green coffee bean extract 

 

SOURCE MATERIAL: 

Coffea arabica L. (Rubiaceae)  

 

Coffea canephora Pierre ex A. Froehner (Rubiaceae) 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be 

proper for specific ingredients or a particular health supplement 

or herbal medicine. However if a monograph is published in 

one of these approved pharmacopoeias, the pharmacopoeial 

monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient 

and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 

modified release, Oral Liquid, Oral Liquid, powder for, Oral 

Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 

multilayer, Tablet, orally disintegrating, Tablet, soluble, Tablet, 

sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of anti-oxidants. 

 

INDICATIONS: 

Single and multi-substance formulation: 

Helps support cardiovascular health. 
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Provides antioxidants. 

 

CONTRA-INDICATIONS: 

If you are pregnant, do not use this product. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults:  

Blood pressure and Cardiovascular health 

Up to 1000 mg extract per day, providing 50-500 mg 

chlorogenic acids and up to 40 mg caffeine per day. 

 

Antioxidant 

Up to 1000 mg extract per day, providing up to 500 mg 

chlorogenic acids and 40 mg caffeine per day. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if 

you experience any untoward effects while taking this 

medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. 

If neither is available, contact the nearest hospital or poison 

control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 



RDG HS comments  

Registration of Medicines  Health Supplements  

  

7.04_QSE_Health_Supplements_Nov14_v1  Nov 2014  Page 299 of 451  

Note: in the case of a health supplement or herbal medicine if 

it has not received registration with the Medicines Control 

Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines 

Control Council. This medicine is not intended to diagnose, 

treat, cure or prevent any disease.” 

Green tea extract PROPER NAME: 

Green tea extract 

 

SOURCE MATERIAL: 

Camellia sinensis (L.) 

synonym: Thea sinensis L. (Theaceae) - leaf 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be 

proper for specific ingredients or a particular health supplement 

or herbal medicine. However if a monograph is published in 

one of these approved pharmacopoeias, the pharmacopoeial 

monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient 

and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 

modified release, Oral Liquid, Oral Liquid, powder for, Oral 

Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 

multilayer, Tablet, orally disintegrating, Tablet, soluble, Tablet, 

sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of anti-oxidants. 

 

INDICATIONS: 

Single and multi-substance formulation: 
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Source of antioxidants for the maintenance of good health. 

 

CONTRA-INDICATIONS: 

No statement is required. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

Consult a health care practitioner for use beyond 12 weeks 

 

Consult a health care practitioner prior to use if you have a liver 

disorder or develop symptoms of liver trouble (such as 

abdominal pain, dark urine or jaundice) 

 

Consult a health care practitioner prior to use if you have an 

iron deficiency. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults:  

Antioxidant 

Extracts providing up to 690 mg total catechins, and no 

more than 150 mg caffeine, per day 

 

Directions for use: 

 Take with food. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if 

you experience any untoward effects while taking this 

medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. 

If neither is available, contact the nearest hospital or poison 

control centre. 
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STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if 

it has not received registration with the Medicines Control 

Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines 

Control Council. This medicine is not intended to diagnose, 

treat, cure or prevent any disease.” 

Holy basil leaf PROPER NAME: 

Holy basil leaf 

 

SOURCE MATERIAL: 

Ocimum sanctum L.  

 

Ocimum tenuiflorum L 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be 

proper for specific ingredients or a particular health supplement 

or herbal medicine. However if a monograph is published in 

one of these approved pharmacopoeias, the pharmacopoeial 

monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient 

and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 

modified release, Oral Liquid, Oral Liquid, powder for, Oral 

Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 

multilayer, Tablet, orally disintegrating, Tablet, soluble, Tablet, 

sugar coated, Tablet, uncoated.  
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This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of anti-oxidants. 

 

INDICATIONS: 

Single and multi-substance formulation: 

Provides antioxidants. 

 

CONTRA-INDICATIONS: 

If you are pregnant or if you are attempting to conceive, do not 

use this product. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

If you have a heart condition or diabetes, consult a health care 

practitioner prior to use   

 

INTERACTIONS: 

If you are taking any heart or blood pressure medication, 

consult a health care practitioner prior to use. 

 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults:  

Preparation:   Decoctions, Infusions and Non-standardized 

aqueous extracts   

 

Dose(s): 7 - 28 g per day, dried leaf  

 

Preparation:   Powdered   

 

Dose(s): 2 - 3 g per day, dried leaf. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if 
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you experience any untoward effects while taking this 

medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. 

If neither is available, contact the nearest hospital or poison 

control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if 

it has not received registration with the Medicines Control 

Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines 

Control Council. This medicine is not intended to diagnose, 

treat, cure or prevent any disease.” 

Maca PROPER NAME: 

Maca  

 

SOURCE MATERIAL: 

Lepidium meyenii Walp. (1843) (Brassicaceae) 

 

Maca  

 

Peruvian ginseng 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be 

proper for specific ingredients or a particular health supplement 

or herbal medicine. However if a monograph is published in 

one of these approved pharmacopoeias, the pharmacopoeial 

monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient 

and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 
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Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 

modified release, Oral Liquid, Oral Liquid, powder for, Oral 

Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 

multilayer, Tablet, orally disintegrating, Tablet, soluble, Tablet, 

sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of anti-oxidants. 

 

INDICATIONS: 

Single and multi-substance formulation: 

Provides antioxidants. 

 

CONTRA-INDICATIONS: 

If you are pregnant or if you are attempting to conceive, do not 

use this product. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

If you have high blood pressure, consult a health care 

practitioner prior to use. 

 

INTERACTIONS: 

Doses greater than or equal to 0.6 g per day: 

If you are taking antidepressants, consult a health care 

practitioner prior to use.    

 

Doses greater than or equal to 0.6 Grams per day: 

If you are taking blood thinners, consult a health care 

practitioner prior to use. 

 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 
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DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults:  

Antioxidant preparation:   Dry, Powder, Decoction & 

Infusion + All Non-Standardised Extracts   

 

Dose(s): not to exceed 3 g per day, dried root/hypocotyl or 

equivalent 

 

For products providing  0.6 - 3 g per day :  

For use beyond 3 months, consult a health care practitioner 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if 

you experience any untoward effects while taking this 

medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. 

If neither is available, contact the nearest hospital or poison 

control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if 

it has not received registration with the Medicines Control 

Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

Olive leaf PROPER NAME: 

Olive leaf  

 

SOURCE MATERIAL: 

Olea europaea L. 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be 
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proper for specific ingredients or a particular health supplement 

or herbal medicine. However if a monograph is published in 

one of these approved pharmacopoeias, the pharmacopoeial 

monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient 

and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 

modified release, Oral Liquid, Oral Liquid, powder for, Oral 

Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 

multilayer, Tablet, orally disintegrating, Tablet, soluble, Tablet, 

sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of anti-oxidants. 

 

INDICATIONS: 

Single and multi-substance formulation: 

Provides antioxidants. 

 

CONTRA-INDICATIONS: 

If you are pregnant or if you are attempting to conceive, do not 

use this product. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

If you have a kidney disorder, consult a health care practitioner 

prior to use. 

 

INTERACTIONS: 

If you are taking other diuretics, consult a health care 

practitioner prior to use. 

 

Always tell your health care professional if you are taking any 

other medicine. 
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PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults:  

Antioxidant 

Dry, Powder, Non-standardized ethanolic extracts (fluid 

extract, tincture) 

 Up to 3.5 g dried leaf per day. 

 

Decoction  

5 g dried leaves per single dose not to exceed 10 g dried 

leaves per day. 

 

10 g fresh leaves per single dose not to exceed 20 g fresh 

leaves per day. 

 

Directions for use: 

Add powder/dried/fresh leaves to 150 ml of boiling water. 

Allow to simmer to reach 100 ml. Strain before drinking. To 

be consumed hot (morning and evening). 

 

Infusion 

7-8 g dried leaves per single dose not to exceed 30 g dried 

leaves per day 

. 

 Directions for use: 

Add powdered/dried leaves to 150 ml of boiling water. Allow 

to steep for 30 minutes. Strain before drinking.  

 

All standardized extracts 

Up to 500 mg extract per day (up to 3.5 g dried leaf per day) 

  

Potency: 

16-20.8% oleuropein, 

 

SIDE-EFFECTS: 

Allergic reactions can occur in people allergic to plants of 

the Oleacea family. 

 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if 

you experience any untoward effects while taking this 
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medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. 

If neither is available, contact the nearest hospital or poison 

control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if 

it has not received registration with the Medicines Control 

Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

Pomegranate PROPER NAME: 

Pomegranate  

 

SOURCE MATERIAL: 

Punica granatum L. (Lythraceae) 

 

Fruit  

 

Seed Aril  

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be 

proper for specific ingredients or a particular health supplement 

or herbal medicine. However if a monograph is published in 

one of these approved pharmacopoeias, the pharmacopoeial 

monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient 

and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 
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Granules, effervescent, Granules, enteric-coated, Granules, 

modified release, Oral Liquid, Oral Liquid, powder for, Oral 

Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 

multilayer, Tablet, orally disintegrating, Tablet, soluble, Tablet, 

sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of anti-oxidants. 

 

INDICATIONS: 

Single and multi-substance formulation: 

Provides antioxidants. 

 

CONTRA-INDICATIONS: 

No statement is required. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults:  

Dry, Powdered, Non-standardized extracts & Standardized 

Extracts: 

 

Up to 20 g of Quantity Crude Equivalent (QCE), per day 

 

Up to 100 g of fresh fruit per day, 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if 
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you experience any untoward effects while taking this 

medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. 

If neither is available, contact the nearest hospital or poison 

control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if 

it has not received registration with the Medicines Control 

Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

Resveratrol PROPER NAME: 

Resveratrol  

 

SOURCE MATERIAL: 

Reynoutria japonica Houtt. - Root 

(Synonyms: Fallopia japonica Houtt.;  

Polygonum reynoutria Makino;  

Polygonum cuspidatum Siebold & Zucc.) 

 

Vitis vinifera L. - Fruit  

 

Synthetic 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be 

proper for specific ingredients or a particular health supplement 

or herbal medicine. However if a monograph is published in 

one of these approved pharmacopoeias, the pharmacopoeial 

monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient 

and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 
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PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 

modified release, Oral Liquid, Oral Liquid, powder for, Oral 

Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 

multilayer, Tablet, orally disintegrating, Tablet, soluble, Tablet, 

sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of anti-oxidants. 

 

INDICATIONS: 

Single and multi-substance formulation: 

Provides antioxidants. 

 

CONTRA-INDICATIONS: 

No statement is required. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

INTERACTIONS: 

If you are taking prescription medication, consult a healthcare 

practitioner prior to use as resveratrol may alter the 

effectiveness of these medications. 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults:  

Up to 1 g resveratrol, per day 
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Duration of use 

Statement(s) to the effect of:  

Products providing more than 250 mg resveratrol per 

day: 

  

For prolonged use, consult a health care practitioner. 

 

SIDE-EFFECTS: 

Products providing ≥ 0.5 g of resveratrol per day: 

May cause nausea, abdominal pain, and/or diarrhoea 

 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if 

you experience any untoward effects while taking this 

medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. 

If neither is available, contact the nearest hospital or poison 

control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if 

it has not received registration with the Medicines Control 

Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

Rhodiola PROPER NAME: 

Rhodiola  

 

SOURCE MATERIAL: 

Rhodiola rosea L. (Crassulaceae) 

 

Root and rhizome  

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be 

proper for specific ingredients or a particular health supplement 
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or herbal medicine. However if a monograph is published in 

one of these approved pharmacopoeias, the pharmacopoeial 

monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient 

and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 

modified release, Oral Liquid, Oral Liquid, powder for, Oral 

Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 

multilayer, Tablet, orally disintegrating, Tablet, soluble, Tablet, 

sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of anti-oxidants. 

 

INDICATIONS: 

Single and multi-substance formulation: 

Provides antioxidants. 

 

CONTRA-INDICATIONS: 

If you have bipolar disorder or bipolar spectrum disorder, do not 

use this product. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

If symptoms persist or worsen, consult a health care 

practitioner. 

 

INTERACTIONS: 

If you are taking antidepressant medication, consult a health 

care practitioner prior to use. 

If you are taking hormone replacement therapy (HRT) or birth 

control pills, consult a health care practitioner prior to use. 
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Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults:  

Antioxidant: 

 

Standardized extract: 

Up to 600 mg extract per day, not to exceed 200 mg per 

single dose 

 

Potency: 

0.8-3% salidroside 

 

1-6% rosavins 

 

Dry non-standardized extract: 

Up to 400 mg dry extract, per day, not to exceed 200 mg per 

single dose [1.5-5:1, 67-70% ethanol v/v]. 

 

Tincture: 

Up to 1.8 g dried root/rhizome, per day (1:4; up to 7.2 ml) 

 

Directions for use  

Not to be taken immediately before bedtime, 

 

SIDE-EFFECTS: 

If you experience irritability or insomnia, discontinue use. 

 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if 

you experience any untoward effects while taking this 

medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. 

If neither is available, contact the nearest hospital or poison 

control centre. 
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STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if 

it has not received registration with the Medicines Control 

Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

Royal Jelly PROPER NAME: 

Royal Jelly  

 

SOURCE MATERIAL: 

Gland secretion of worker bees (Apis mellifera L.). 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be 

proper for specific ingredients or a particular health supplement 

or herbal medicine. However if a monograph is published in 

one of these approved pharmacopoeias, the pharmacopoeial 

monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient 

and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 

modified release, Oral Liquid, Oral Liquid, powder for, Oral 

Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 

multilayer, Tablet, orally disintegrating, Tablet, soluble, Tablet, 

sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 
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PHARMACOLOGICAL ACTION: 

Source of anti-oxidants. 

 

INDICATIONS: 

Single and multi-substance formulation: 

Provides antioxidants. 

 

CONTRA-INDICATIONS: 

If you have a history of asthma or allergies, do not use this 

product. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults:  

Antioxidant 

 

Up to 6 g royal jelly, per day. 

 

SIDE-EFFECTS: 

Hypersensitivity, such as allergy, has been known to occur; in 

which case, discontinue use immediately. 

 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if 

you experience any untoward effects while taking this 

medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. 

If neither is available, contact the nearest hospital or poison 

control centre. 

 

STORAGE INSTRUCTIONS: 
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Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if 

it has not received registration with the Medicines Control 

Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

Rutin PROPER NAME: 

Rutin  

 

SOURCE MATERIAL: 

Apium graveolens var. dulce  

 

Artemisia dracunculus  

 

Brassica oleracea var. gemmifera  

 

Camellia sinensis (Leaf)  

 

Citrus limon (Fruit)  

 

Citrus limon (Leaf)  

 

Citrus sinensis (Fruit pericarp) 

 

Citrus sinensis (Leaf)  

Dimorphandra mollis (Fruit) 

Eschscholzia californica (Flower) 

 

Fagopyrum esculentum (Flower) 

 

Fagopyrum esculentum (Herb top) 

 

Fagopyrum esculentum (Leaf) 

 

Fagopyrum esculentum (Stem) 

 

Fagopyrum esculentum (Whole plant) 

 

Ficus carica (Leaf)  

 

Forsythia suspensa (Flower) 
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Forsythia suspensa (Fruit) 

 

Humulus lupulus (Fruit)  

 

Humulus lupulus (Leaf)  

 

Hydrangea paniculata (Flower) 

 

Magnolia kobus (Flower)  

 

Morus alba (Leaf)  

 

Nicotiana glauca (Leaf)  

 

Nicotiana tabacum (Leaf) 

 

Persicaria hydropiper (Leaf) 

 

Petroselinum crispum (Leaf) 

 

Prunus armeniaca (Leaf)  

 

Reynoutria japonica (Whole plant) 

 

Rheum officinale (Root)  

 

Rheum undulatum (Leaf) 

 

Ricinus communis (Leaf) 

 

Rumex acetosa (Leaf)   

 

Rutin  

Rutoside trihydrate  

 

Rumex acetosella (Shoot) 

 

Uncaria elliptica - Leaf  

 

Ruscus aculeatus (Whole plant) 

 

Ruta graveolens (Whole plant)  

 

Sambucus nigra subsp. canadensis (Flower)  

 

Sambucus nigra subsp. canadensis (Leaf) 

 

Sambucus nigra subsp. nigra (Flower)  
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Sambucus nigra subsp. nigra (Leaf)  

 

Solanum lycopersicum (Fruit)  

 

Solanum lycopersicum (Leaf)  

 

Spinacia oleracea (Leaf)  

 

Styphnolobium japonicum (Flower)  

 

Styphnolobium japonicum (Flower bud)  

 

Styphnolobium japonicum (Fruit)  

 

Styphnolobium japonicum (Leaf)  

 

Tussilago farfara (Flower)  

 

Viola odorata (Flower)  

 

Viola tricolor (Flower) 

 

Ziziphus jujuba (Leaf) 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be 

proper for specific ingredients or a particular health supplement 

or herbal medicine. However if a monograph is published in 

one of these approved pharmacopoeias, the pharmacopoeial 

monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient 

and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 

modified release, Oral Liquid, Oral Liquid, powder for, Oral 

Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 
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multilayer, Tablet, orally disintegrating, Tablet, soluble, Tablet, 

sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of anti-oxidants. 

 

INDICATIONS: 

Single and multi-substance formulation: 

Provides antioxidants. 

 

CONTRA-INDICATIONS: 

No statement is required. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults:  

Antioxidant 

 

Dose(s): not to exceed 1000 Milligrams per day 

 

Directions For Use:   

 

Take twice daily 

 

Duration of use 

For products providing  Doses greater than or equal to 

250 mg per day:  

  

For use beyond 6 weeks, consult a health care 

practitioner. 

 

SIDE-EFFECTS: 
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Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if 

you experience any untoward effects while taking this 

medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. 

If neither is available, contact the nearest hospital or poison 

control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if 

it has not received registration with the Medicines Control 

Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

Sage PROPER NAME: 

Sage  

 

SOURCE MATERIAL: 

Salvia officinalis L. (Lamiaceae) 

 

leaf  

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be 

proper for specific ingredients or a particular health supplement 

or herbal medicine. However if a monograph is published in 

one of these approved pharmacopoeias, the pharmacopoeial 

monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient 

and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 
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Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 

modified release, Oral Liquid, Oral Liquid, powder for, Oral 

Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 

multilayer, Tablet, orally disintegrating, Tablet, soluble, Tablet, 

sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of anti-oxidants. 

 

INDICATIONS: 

Single and multi-substance formulation: 

Provides antioxidants. 

 

CONTRA-INDICATIONS: 

If you are pregnant or breastfeeding, do not use this product  

 

If you have a seizure disorder (e.g. epilepsy), do not use this 

product  

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults:  

Antioxidants 

 

Fluidextract: 

 1-6 ml per day (1:1, 45% ethanol) 
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Tincture: 

0.3-1.5 g dried leaf, per day (1:4-10, 50-70% ethanol)  

0.3-2.25 g dried leaf, per day (1:2-5, 31.5% ethanol) 

 

Infusion: 

Up to 6 g dried leaf, per day 

 

Duration of use 

 

Statement(s) to the effect of 

 

Infusion: 

For use beyond 4 weeks, consult a health care 

practitioner 

 

Other preparations: 

For use beyond 2 weeks, consult a health care practitioner. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if 

you experience any untoward effects while taking this 

medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. 

If neither is available, contact the nearest hospital or poison 

control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if 

it has not received registration with the Medicines Control 

Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

Spirulina PROPER NAME: 

Spirulina  
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SOURCE MATERIAL: 

Arthrospira platensis Gomont (Phormidiaceae) 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be 

proper for specific ingredients or a particular health supplement 

or herbal medicine. However if a monograph is published in 

one of these approved pharmacopoeias, the pharmacopoeial 

monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient 

and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 

modified release, Oral Liquid, Oral Liquid, powder for, Oral 

Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 

multilayer, Tablet, orally disintegrating, Tablet, soluble, Tablet, 

sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of anti-oxidants and nutrients. 

 

INDICATIONS: 

Single and multi-substance formulation: 

Source of antioxidants 

 

Products providing ≥ 390 µg beta-carotene per day 

Source of beta-carotene, a provitamin A, for the 

maintenance of good health  

 

Source of beta-carotene, a provitamin A, to help maintain 

eyesight, skin, membranes and immune function  

 

Source of beta-carotene, a provitamin A, to help in the 

development and maintenance of night vision  
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Source of beta-carotene, a provitamin A, to help in the 

development and maintenance of bones and teeth  

 

Products providing ≥ 1.4 mg iron per day 

 

Source of iron for the maintenance of good health 

 

Source of iron which helps to form red blood cells and helps 

in their proper function 

 

Products providing ≥ 2.6 g protein per day 

 

Source of protein for the maintenance of good health 

 

Source of essential amino acids for the maintenance of 

good health 

 

Source of (essential) amino acids involved in muscle protein 

synthesis. 

 

CONTRA-INDICATIONS: 

No statement is required. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

WARNING - When taken in excess of 3000 micrograms retinol 

equivalents, vitamin A can cause birth defects. 

 

If you are pregnant, or considering becoming pregnant, do not 

take vitamin A supplements without consulting your healthcare 

professional. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults:  

Up to 5 g, per day. 
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Directions of use  

Products providing 5 g spirulina and/or ≥ 1.4 mg iron 

per day 

 

Take a few hours before or after taking other 

medications or health products. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if 

you experience any untoward effects while taking this 

medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. 

If neither is available, contact the nearest hospital or poison 

control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if 

it has not received registration with the Medicines Control 

Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

Turmeric PROPER NAME: 

Turmeric  

 

SOURCE MATERIAL: 

Curcuma longa L. (Zingiberaceae) 

 

Rhizome 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be 

proper for specific ingredients or a particular health supplement 

or herbal medicine. However if a monograph is published in 

one of these approved pharmacopoeias, the pharmacopoeial 
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monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient 

and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 

modified release, Oral Liquid, Oral Liquid, powder for, Oral 

Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 

multilayer, Tablet, orally disintegrating, Tablet, soluble, Tablet, 

sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of anti-oxidants and nutrients. 

 

INDICATIONS: 

Single and multi-substance formulation: 

Provides antioxidants for the maintenance of good health. 

 

CONTRA-INDICATIONS: 

No statement is required. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

Consult a health care practitioner prior to use if you have 

gallstones or a bile duct obstruction   

Consult a health care practitioner prior to use if you have 

stomach ulcers or excess stomach. 

  

INTERACTIONS: 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 
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If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults:  

Antioxidant 

Preparation:   Dry, Powder, Decoction & Infusion + All 

Non-Standardised Extracts   

 

Dose(s): not to exceed 9 g per day, dried rhizome. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if 

you experience any untoward effects while taking this 

medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. 

If neither is available, contact the nearest hospital or poison 

control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if 

it has not received registration with the Medicines Control 

Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

Ubiquinol PROPER NAME: 

Ubiquinol  

 

SOURCE MATERIAL: 

Ubiquinol 

 

Synthetic  
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PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be 

proper for specific ingredients or a particular health supplement 

or herbal medicine. However if a monograph is published in 

one of these approved pharmacopoeias, the pharmacopoeial 

monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient 

and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 

modified release, Oral Liquid, Oral Liquid, powder for, Oral 

Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 

multilayer, Tablet, orally disintegrating, Tablet, soluble, Tablet, 

sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of anti-oxidants. 

 

INDICATIONS: 

Single and multi-substance formulation: 

Provides antioxidants 

 

Helps to maintain and/or support cardiovascular health. 

  

CONTRA-INDICATIONS: 

No statement is required. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

If you are taking blood pressure medication, consult a health 

care practitioner prior to use. 

  

INTERACTIONS: 

Doses ≥ 100 mg, per day: 



RDG HS comments  

Registration of Medicines  Health Supplements  

  

7.04_QSE_Health_Supplements_Nov14_v1  Nov 2014  Page 330 of 451  

 

If you are taking blood thinner medication, consult a health care 

practitioner prior to use. 

 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults:  

Antioxidant: 

 

Up to 300 mg, per day 

 

Cardiovascular Health; Heart Function: 

 

15-300 mg, per day. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if 

you experience any untoward effects while taking this 

medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. 

If neither is available, contact the nearest hospital or poison 

control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if 

it has not received registration with the Medicines Control 

Council the disclaimer: 
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“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

White kidney bean PROPER NAME: 

White kidney bean  

 

SOURCE MATERIAL: 

Phaseolus vulgaris L. 

 

Seed 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be 

proper for specific ingredients or a particular health supplement 

or herbal medicine. However if a monograph is published in 

one of these approved pharmacopoeias, the pharmacopoeial 

monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient 

and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 

modified release, Oral Liquid, Oral Liquid, powder for, Oral 

Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 

multilayer, Tablet, orally disintegrating, Tablet, soluble, Tablet, 

sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of anti-oxidants. 

 

INDICATIONS: 

Single and multi-substance formulation: 

Provides support for healthy (postprandial) glucose 

metabolism (within two hours after a meal) 
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Helps improve (postprandial) glucose metabolism (within 

two hours after a meal). 

 

Helps reduce the (enzymatic) digestion of carbohydrates. 

 

CONTRA-INDICATIONS: 

If you are pregnant, do not use this product. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

If you have diabetes, consult a health care practitioner prior to 

use. 

  

INTERACTIONS: 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults:  

1.5-3 g extract per day, standardised to 3000 alpha-amylase 

inhibiting units (AAIU) per gram 

 

Directions for use 

Take before meals. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if 

you experience any untoward effects while taking this 

medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. 

If neither is available, contact the nearest hospital or poison 

control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 
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Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if 

it has not received registration with the Medicines Control 

Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

DL-alpha Lipoic acid PROPER NAME: 

DL-alpha-Lipoic acid  

 

SOURCE MATERIAL: 

DL-alpha-Lipoic acid  

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be 

proper for specific ingredients or a particular health supplement 

or herbal medicine. However if a monograph is published in 

one of these approved pharmacopoeias, the pharmacopoeial 

monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient 

and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 

modified release, Oral Liquid, Oral Liquid, powder for, Oral 

Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 

multilayer, Tablet, orally disintegrating, Tablet, soluble, Tablet, 

sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of anti-oxidants. 
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INDICATIONS: 

Single and multi-substance formulation: 

Provides antioxidants for the maintenance of good health. 

  

Helps to promote healthy glucose metabolism. 

 

CONTRA-INDICATIONS: 

No statement is required. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

Consult a health care practitioner prior to use if you have 

diabetes. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults:  

Antioxidant 

 

Dose(s): not to exceed 600 mg per day  

 

Glucose metabolism 

Dose(s): 600 mg per day. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if 

you experience any untoward effects while taking this 

medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. 

If neither is available, contact the nearest hospital or poison 

control centre. 
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STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if 

it has not received registration with the Medicines Control 

Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

Choline PROPER NAME: 

Choline  

 

SOURCE MATERIAL: 

Choline 

 

Choline bitartrate  

 

Choline chloride  

 

Choline dihydrogen citrate  

 

Choline orotate  

 

Lecithin 

 

Phosphatidylcholine  

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be 

proper for specific ingredients or a particular health supplement 

or herbal medicine. However if a monograph is published in 

one of these approved pharmacopoeias, the pharmacopoeial 

monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient 

and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 
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modified release, Oral Liquid, Oral Liquid, powder for, Oral 

Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 

multilayer, Tablet, orally disintegrating, Tablet, soluble, Tablet, 

sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of anti-oxidants. 

 

INDICATIONS: 

Single and multi-substance formulation: 

Helps to support liver function 

 

A factor in the maintenance of good health. 

 

CONTRA-INDICATIONS: 

No statement is required. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults:  

Dose(s): 27.5 – 1 000 mg per day  

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if 

you experience any untoward effects while taking this 

medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 
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KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. 

If neither is available, contact the nearest hospital or poison 

control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if 

it has not received registration with the Medicines Control 

Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

Free plant sterols PROPER NAME: 

Free plant sterols  

 

SOURCE MATERIAL: 

Arachis hypogaea (Whole) 

 

Brassica napus (Whole)  

 

Glycine max (Seed)  

 

Gossypium herbaceum (Seed)  

 

Olea europaea (Whole)  

 

Secale cereale (Whole)  

 

Triticum aestivum (Whole)  

 

Zea mays (Whole) 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be 

proper for specific ingredients or a particular health supplement 

or herbal medicine. However if a monograph is published in 

one of these approved pharmacopoeias, the pharmacopoeial 

monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient 

and finished product. 
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ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 

modified release, Oral Liquid, Oral Liquid, powder for, Oral 

Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 

multilayer, Tablet, orally disintegrating, Tablet, soluble, Tablet, 

sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of anti-oxidants. 

 

INDICATIONS: 

Single and multi-substance formulation: 

Helps maintain healthy cholesterol levels. 

 

CONTRA-INDICATIONS: 

No statement is required. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults:  

Dose(s): 0.74 - 3 g per day including at least 80 Percent 

Combined beta-Sitosterol, Campesterol and Stigmasterol per 

day 
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Directions For Use:   

With food 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if 

you experience any untoward effects while taking this 

medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. 

If neither is available, contact the nearest hospital or poison 

control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if 

it has not received registration with the Medicines Control 

Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

Lecithin PROPER NAME: 

Lecithin 

 

SOURCE MATERIAL: 

Lecithin 

 

Soya Oil 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be 

proper for specific ingredients or a particular health supplement 

or herbal medicine. However if a monograph is published in 

one of these approved pharmacopoeias, the pharmacopoeial 

monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient 

and finished product. 
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ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 

modified release, Oral Liquid, Oral Liquid, powder for, Oral 

Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 

multilayer, Tablet, orally disintegrating, Tablet, soluble, Tablet, 

sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of anti-oxidants. 

 

INDICATIONS: 

Single and multi-substance formulation: 

Helps to support liver function. 

 

CONTRA-INDICATIONS: 

No statement is required. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults:  

Dose(s): 1 - 6 g per day. 

 

SIDE-EFFECTS: 
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Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if 

you experience any untoward effects while taking this 

medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. 

If neither is available, contact the nearest hospital or poison 

control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if 

it has not received registration with the Medicines Control 

Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

Phosphatidylserine PROPER NAME: 

Phosphatidylserine  

 

SOURCE MATERIAL: 

Phosphatidylserine-enriched soy lecithin  

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be 

proper for specific ingredients or a particular health supplement 

or herbal medicine. However if a monograph is published in 

one of these approved pharmacopoeias, the pharmacopoeial 

monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient 

and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 



RDG HS comments  

Registration of Medicines  Health Supplements  

  

7.04_QSE_Health_Supplements_Nov14_v1  Nov 2014  Page 342 of 451  

modified release, Oral Liquid, Oral Liquid, powder for, Oral 

Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 

multilayer, Tablet, orally disintegrating, Tablet, soluble, Tablet, 

sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of anti-oxidants. 

 

INDICATIONS: 

Single and multi-substance formulation: 

Helps to support cognitive function. 

 

CONTRA-INDICATIONS: 

No statement is required. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults:  

Dose(s): 300 mg per day.  

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if 

you experience any untoward effects while taking this 

medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 
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In the event of over dosage, consult your doctor or pharmacist. 

If neither is available, contact the nearest hospital or poison 

control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if 

it has not received registration with the Medicines Control 

Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

Plant stanol esters PROPER NAME: 

Plant stanol esters  

 

SOURCE MATERIAL: 

Arachis hypogaea  

 

Brassica napus (Whole)  

 

Glycine max (Seed)  

 

Gossypium herbaceum (Seed)  

 

Olea europaea (Whole)  

 

Secale cereale (Whole)  

 

Triticum aestivum (Whole) 

 

Zea mays (Whole) 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be 

proper for specific ingredients or a particular health supplement 

or herbal medicine. However if a monograph is published in 

one of these approved pharmacopoeias, the pharmacopoeial 

monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient 

and finished product. 

 

ROUTE OF ADMINISTRATION: 
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Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 

modified release, Oral Liquid, Oral Liquid, powder for, Oral 

Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 

multilayer, Tablet, orally disintegrating, Tablet, soluble, Tablet, 

sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of Plant stanol esters. 

 

INDICATIONS: 

Single and multi-substance formulation: 

Helps maintain healthy cholesterol levels  
 

CONTRA-INDICATIONS: 

No statement is required. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults:  

Dose(s): 1.8 - 5.1 g per day including at least 80 Percent 

Combined Sitostanol and campestanol per day.  

 

Directions For Use:   

With food.  
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SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if 

you experience any untoward effects while taking this 

medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. 

If neither is available, contact the nearest hospital or poison 

control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if 

it has not received registration with the Medicines Control 

Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

Taurine PROPER NAME: 

Taurine  

 

SOURCE MATERIAL: 

Synthetic 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be 

proper for specific ingredients or a particular health supplement 

or herbal medicine. However if a monograph is published in 

one of these approved pharmacopoeias, the pharmacopoeial 

monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient 

and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 
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Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 

modified release, Oral Liquid, Oral Liquid, powder for, Oral 

Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 

multilayer, Tablet, orally disintegrating, Tablet, soluble, Tablet, 

sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of taurine. 

 

INDICATIONS: 

Single and multi-substance formulation: 

Helps to support cardiovascular function  
 

CONTRA-INDICATIONS: 

No statement is required. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults:  

Dose(s): 1.5 - 3 g per day 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if 

you experience any untoward effects while taking this 

medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 
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KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. 

If neither is available, contact the nearest hospital or poison 

control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if 

it has not received registration with the Medicines Control 

Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control 

Council. This medicine is not intended to diagnose, treat, cure or 

prevent any disease.” 

Tomato extract PROPER NAME: 

Tomato extract  

 

SOURCE MATERIAL: 

Lycopersicon esculentum Mill. (Solanaceae)  

 

Solanum lycopersicum L. (Solanaceae) 

 

Fruit flesh  

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references 

of equal standard other than those approved that may be 

proper for specific ingredients or a particular health supplement 

or herbal medicine. However if a monograph is published in 

one of these approved pharmacopoeias, the pharmacopoeial 

monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient 

and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral: Taken through the mouth into the gastrointestinal system. 

 

PHARMACEUTICAL DOSAGE FORM: 

Capsule, Capsule soft enteric, Capsule, enteric, Capsule, 

hard, Capsule, modified release, Capsule, soft, Granules, 

Granules, effervescent, Granules, enteric-coated, Granules, 

modified release, Oral Liquid, Oral Liquid, powder for, Oral 
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Liquid, solution, Oral Liquid, suspension, Oral Liquid, syrup, 

Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, 

effervescent, Tablet, enteric coated, Tablet, film coated, 

Tablet, gelatin coated, Tablet, modified release, Tablet, 

multilayer, Tablet, orally disintegrating, Tablet, soluble, Tablet, 

sugar coated, Tablet, uncoated.  

 

This mini-monograph is not intended to include foods or food-

like dosage forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Source of antioxidants. 

 

INDICATIONS: 

Single and multi-substance formulation: 

Provides antioxidants for the maintenance of good health. 

  

CONTRA-INDICATIONS: 

No statement is required. 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any 

other medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult 

your doctor, pharmacist or other health care professional for 

advice before taking this medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Adults:  

Antioxidant 

Preparation:   Dry, Powder and Extract Dry Standardised   

 

Dose(s):  no more than 30 mg Lycopene per day. 

  

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included 

in this leaflet. Should your general health worsen or if 

you experience any untoward effects while taking this 

medicine, please consult your doctor, pharmacist or other 

health care professional for advice. 
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KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS 

OF ITS TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. 

If neither is available, contact the nearest hospital or poison 

control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if 

it has not received registration with the Medicines Control 

Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines 

Control Council. This medicine is not intended to diagnose, 

treat, cure or prevent any disease.” 

END  
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ANNEXURE P 

HERBAL MEDICINES 

Allowable Levels and Claims 

Note: Any claims provided may be used with any of the stipulated dosage ranges.  

Minimum: Minimum Daily Levels required for use of herbal medicine Claim  

Maximum: Maximum Daily Levels Permitted as herbal medicine  

 

 

HERBAL 

MEDICINE 

HERBAL MEDICINE MINI-MONOGRAPH 

HERBAL 

MEDICINE 

PROPER NAME: 

See table below. 

 

SOURCE MATERIAL: 

Permitted herbal substances: 
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Proper name 
(Latin name of 
the genus) 

Latin name of herbal 
substance 

Botanical name of 
plant 

English 
common 
name of 
herbal 
substance 

Achillea  Millefolii flos  Achillea 
millefolium L.  

Yarrow 
Flower  

Achillea  Millefolii herba  Achillea millefolium 
L.  

Yarrow  

Adhatoda Adhatodae vasicae 
folium  

Adhatoda vasica 
Nees  

Malabar-nut 
leaf  

Agrimonia Agrimoniae herba  Agrimonia eupatoria 
L.  

Agrimony  

Agropyron Agropyri repentis 
rhizoma  

Agropyron repens 
(L.) P. Beauv.  

Couch grass 
rhizome  

Allium Allii sativi bulbus  Allium sativum L.  Garlic  

Allium Allii cepae bulbus  Allium cepa L.  Onion  

Aloe Aloe bardadensis / Aloe 
capensis  

Aloe barbadensis 
Miller / Aloe ferox 
Miller  

Aloes  

Althaea Althaeae radix  Althaea officinalis L.  Marshmallow 
Root  

Andrographis Andrographidis 
paniculatae folium  

Andrographis 
paniculata Nees, 
folium  

Kalmegh  

Angelica Angelicae sinensis 
radix  

Angelica sinensis 
(Oliv.) Diels  

Winter Cherry 
Root  

Arctium Arctii radix  Arctium lappa L.  Burdock Root  

Arctostaphylos Uvae ursi folium  Arctostaphylos uva-
ursi (L.) Spreng.  

Bearberry 
Leaf  

Arnica Arnicae flos  Arnica montana L.  Arnica flower  

Artemisia Absinthii herba  Artemisia absinthium 
L.  

Wormwood  

Avena  Avenae herba  Avena sativa L.  Oat Herb  

Avena  Avenae fructus  Avena sativa L.  Oat Fruit  

Betula Betulae folium  Betula pendula Roth 
/ Betula pubescens 
Ehrh.  

Birch Leaf  

Calendula Calendulae flos  Calendula officinalis 
L.  

Calendula 
Flower  

Calendula Calendulae herba  Calendula officinalis 
L.  

Marigold  
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Camellia Camelliae non 
fermentatum folium  

Camellia sinensis 
(L.) Kuntze, non 
fermentatum folium  

Green tea  

Capsella Bursae pastoris herba  Capsella bursa-
pastoris (L.) Medikus  

Shepherds 
Purse  

Capsicum Capsici fructus  Capsicum annuum 
L. var. minimum 
(Miller) Heiser  

Capsicum  

Carum Carvi aetheroleum  Carum carvi L.  Caraway oil  

Carum Carvi fructus  Carum carvi L.  Caraway fruit  

Cassia  Sennae fructus  Cassia senna L.; 
Cassia angustifolia 
Vahl  

Senna pods  

Cassia  Sennae folium  Cassia senna L.; 
Cassia angustifolia 
Vahl  

Senna leaf  

Centaurium Centaurii herba  Centaurium 
erythraea Rafn  

Centaury  

Centella Centellae asiaticae 
herba  

Centella asiatica L. 
Urban  

Centella  

Cetraria Lichen islandicus  Cetraria islandica 
(L.) Acharius s.l.  

Iceland moss  

Chamaemelum Chamomillae romanae 
flos  

Chamaemelum 
nobile (L.) All. 
(Anthemis nobilis L.)  

Roman 
Chamomile 
Flower  

Chelidonium  Chelidonii herba  Chelidonium majus 
L.  

Greater 
Celandine  

Cichorium Cichorii intybi radix  Cichorium intybus L.  Chicory root  

Cimicifuga Cimicifugae rhizoma  Cimicifuga racemosa 
(L.) Nutt.  

Black Cohosh  

Cinnamomum Cinnamomi cortex  Cinnamomum veri J. 
S. Presl 
(Cinnamomum 
zeylancium Nees)  

Cinnamon  

Cinnamomum Cinnamomi corticis 
aetheroleum  

Cinnamomum verum 
J. S. Presl 
(Cinnamomum 
zeylanicum Nees)  

Cinnamon 
Bark Oil  

Cisti cretici 
folium/resinum 

Cisti cretici 
folium/resinum  

Cisti creticus L.  Pink rock-rose  

Citrus Citri bergamia 
aetheroleum  

Citrus bergamia 
Risso & Poiteau.  

Bergamot oil  

Cola Colae semen  Cola nitida (Vent.) 
Schott et Endl. and 

Cola  
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its varieties and Cola 
acuminata (P. 
Beauv.) Schott et 
Endl.  

Commiphora Myrrha, gummi-resina  Commiphora molmol 
Engler  

Myrrh  

Crataegus Crataegi folium cum 
flore  

Crataegus spp, 
folium cum flore  

Hawthorn 
Leaf and 
Flower  

Cucurbita Cucurbitae semen  Cucurbita pepo L.  Pumpkin seed  

Curcuma Curcumae longae 
rhizoma  

Curcuma longa L.  Turmeric  

Curcuma Curcumae 
xanthorrhizae rhizoma  

Curcuma 
xanthorrhiza Roxb. 
(C. xanthorrhiza 
D. Dietrich).  

Javanese 
turmeric  

Cynara Cynarae folium  Cynara scolymus L.  Artichoke Leaf  

Echinacea Echinaceae purpureae 
herba  

Echinacea purpurea 
(L.) Moench  

Purple 
Coneflower 
Herb  

Echinacea Echinaceae 
angustifoliae radix  

Echinacea 
angustifolia DC.  

Narrow-
leaved 
coneflower 
root  

Echinacea Echinaceae pallidae 
radix  

Echinacea pallida 
(Nutt.) Nutt.  

Pale 
Coneflower 
Root  

    

Echinacea Echinaceae purpureae 
radix  

Echinacea purpurea 
(L.) Moench.  

Purple 
Coneflower 
Root  

Eleutherococcus  Eleutherococci radix  Eleutherococcus 
senticosus (Rupr. et 
Maxim.) Maxim.  

Eleutherococc
us  

Epilobium Epilobii herba     Willow herb  

Equisetum Equiseti herba  Equisetum arvense 
L.  

Equisetum 
Stem  

Eschscholzia Eschscholziae herba 
cum flore  

Eschscholzia 
california Cham.  

California 
poppy  

Eucalyptus Eucalypti folium  Eucalyptus globulus 
Labill.  

Eucalyptus 
leaf  

Eucalyptus Eucalypti aetheroleum  Eucalyptus globulus 
Labill.; Eucalyptus 
polybractea R.T. Bak

Eucalyptus Oil  
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er; Eucalyptus 
smithii R.T. Baker.  

Euphrasia Euphrasiae herba  Euphrasia officinalis 
L. (mainly subsp. E. 
rostkoviana Hayne)  

Eyebright  

Filipendula Filipendulae ulmariae 
flos  

Filipendula 
ulmaria (L.) Maxim. 
(= Spiraea 
ulmaria L.).  

Meadowsweet 
Flower  

Filipendula Filipendulae ulmariae 
herba  

Filipendula 
ulmaria (L.) Maxim. 
(= Spiraea 
ulmaria L.).  

Meadowsweet  

Foeniculum Foeniculi amari fructus 
aetheroleum  

Foeniculum vulgare 
Miller subsp. vulgare 
var. vulgare  

Bitter Fennel 
Fruit Oil  

Foeniculum Foeniculi dulcis fructus  Foeniculum vulgare 
Miller subsp. vulgare 
var. dulce (Miller) 
Thellung.  

Sweet Fennel  

Foeniculum Foeniculi amari fructus  Foeniculum vulgare 
Miller subsp. vulgare 
var. vulgare  

Bitter Fennel  

Fragaria Fragariae folium  Fragaria vesca L.  Wild 
Strawberry 
Leaf  

Fraxinus Fraxini folium  Fraxinus excelsior L. 
and F. angustifolia 
Vahl, folium  

Ash Leaf  

Fucus Fucus vesiculosus, 
thallus  

Fucus vesiculosus L.  Bladderwrack  

Fumaria Fumariae herba  Fumaria officinalis 
L.,  

Fumitory  

Gentiana  Gentianae radix  Gentiana lutea L.  Gentian Root  

Ginkgo Ginkgo folium  Ginkgo biloba L.  Ginkgo Leaf  

Glycine Glycine max, lecithin  Glycine max (L.) 
Merr.  

Soyabean  

Glycyrrhiza Liquiritiae radix  Glycyrrhiza glabra L. 
and/or Glycyrrhiza 
inflata Bat. and/or 
Glycyrrhiza uralensis 
Fisch.  

Liquorice 
Root  

Grindelia Grindeliae herba  Grindelia robusta 
Nutt., Grindelia 
squarrosa (Pursh) 
Dunal, Grindelia 

Gumweed 
herb  



RDG HS comments  

Registration of Medicines  Health Supplements  

  

7.04_QSE_Health_Supplements_Nov14_v1  Nov 2014  Page 355 of 451  

humilis Hook. et 
Arn., Grindel  

Hamamelis Hamamelidis cortex  Hamamelis 
virginiana L.  

Hamamelis 
Bark  

Hamamelis Hamamelidis folium et 
cortex aut ramunculus 
destillatum  

Hamamelis 
virginiana L.  

Hamamelis 
Distillate  

Hamamelis Hamamelidis folium  Hamamelis 
virginiana L.  

Hamamelis 
Leaf  

Harpagophytum Harpagophyti radix  Harpagophytum 
procumbens DC.; 
Harpagophytum 
zeyheri Decne  

Devil’s Claw 
Root  

Hedera Hederae helicis folium  Hedera helix L.  Ivy leaf  

Helichrysum Helichrysi flos     Sandy 
everlasting  

Hieracium Pilosellae herba cum 
flore  

Hieracium pilosella 
L.  

Mouse-ear 
hawkweed  

Humulus Lupuli flos  Humulus lupulus L.  Hop strobile  

Hypericum Hyperici herba  Hypericum 
perforatum L.  

St. John's 
Wort  

Ilex Mate folium  Ilex paraguariensis 
St. Hil.  

Maté Leaf  

Juglans Juglandis folium  Juglans regia L.  Walnut leaf  

Juniperus Juniperi aetheroleum  Juniperus communis 
L.  

Juniper Oil  

Juniperus Juniperi pseudo-fructus  Juniperus communis 
L.  

Juniper berry  

Juniperus Juniperi summitates  Juniperus communis 
L.  

Juniper tops  

Lavandula Lavandulae 
aetheroleum  

Lavandula 
angustifolia Mill. (L. 
officinalis Chaix)  

Lavender Oil  

Lavandula Lavandulae flos  Lavandula 
angustifolia Mill. (L. 
officinalis Chaix)  

Lavender  

Leonurus Leonuri cardiacae 
herba  

Leonurus cardiaca L.  Motherwort  

Levisticum Levistici radix  Levisticum officinale 
Koch.  

Lovage root  

Linum Lini semen  Linum usitatissimum 
L.  

Linseed  
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Marrubium Marrubii herba  Marrubium vulgare 
L.  

White 
horehound  

Matricaria Matricariae 
aetheroleum  

Matricaria recutita L.  Matricaria Oil  

Matricaria Matricariae flos  Matricaria recutita L.  Matricaria 
Flower  

Melaleuca Melaleucae alternifoliae 
aetheroleum  

Melaleuca 
alternifolia (Maiden 
and Betche) Cheel  

Tea-tree oil  

Melilotus Meliloti herba  Melilotus officinalis 
(L.) Lam.  

Melilot  

Melissa Melissae folium  Melissa officinalis L.  Melissa leaf  

Mentha Menthae piperitae 
aetheroleum  

Mentha x piperita L.  Peppermint oil  

Mentha Menthae piperitae 
folium  

Mentha x piperita L.  Peppermint 
leaf  

Myroxylon 
balsamum 

Balsamum peruvianum  Myroxylon 
balsamum (L.) 
Harms var. perierae 
(Royle) Harms  

Peru balsam  

Oenothera  Oenotherae biennis 
oleum  

Oenothera biennis 
L.; Oenothera 
lamarckiana L.  

Evening 
Primrose Oil  

Olea Oleae folium  Olea europaea L.  Olive leaf  

Ononis Ononidis radix  Ononis spinosa L. 
and Ononis arvensis 
L.  

Restharrow 
root  

Origanum Origani dictamni herba  Origanum dictamnus 
L.  

Dittany of 
Crete herb  

Origanum Origani majoranae 
herba  

Origanum majorana 
L.  

Marjoram  

Orthosiphon  Orthosiphonis folium  Orthosiphon 
stamineus Benth.  

Java Tea  

Paeonia Paeoniae radix     Peony root  

Panax Ginseng radix  Panax ginseng C. A. 
Meyer.  

Ginseng  

Passiflora Passiflorae herba  Passiflora incarnata 
L.  

Passion 
Flower  

Paullinia Paulliniae semen  Paullinia cupana 
Kunth, semen  

Guarana  

Pelargonium Pelargonii radix  Pelargonium 
sidoides DC; 
Pelargonium 
reniforme Curt.  

Pelargonium 
root  
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Peumus Boldi folium  Peumus boldus 
Molina  

Boldo Leaf  

Phaseolus Phaseoli fructus (sine 
semine)  

Phaseolus vulgaris 
L.  

Green bean 
pod  

Picrorhiza Picrorhizae kurroae 
rhizoma et radix  

Picrorhiza kurroa 
Royle ex. Benth.  

Katula  

Pimpinella Anisi aetheroleum  Pimpinella anisum L.  Anise Oil  

Pimpinella Anisi fructus  Pimpinella anisum L.  Aniseed  

Pistacia Pistacia lentiscus, 
resinum  

Pistacia lentiscus L.  Mastic tree 
resin  

Plantago Psyllii semen  Plantago afra L.; 
Plantago indica L.  

Psyllium seed  

Plantago Plantaginis lanceolatae 
folium  

Plantago lanceolata 
L.  

Ribwort 
Plantain  

Plantago Plantaginis ovatae 
semen  

Plantago ovata 
Forssk.  

Ispaghula 
Seed  

Plantago Plantaginis ovatae 
seminis tegumentum  

Plantago ovata 
Forssk.  

Ispaghula 
husk  

Polygonum Polygoni avicularis 
herba  

Polygonum aviculare 
L.  

Knotweed 
herb, 
Common  

Polypodium  Polypodii rhizoma  Polypodium vulgare 
L.  

Polypody 
Rhizome  

Potentilla Tormentillae rhizoma  Potentilla erecta (L.) 
Raeusch.  

Tormentil  

Primula Primulae radix  Primula veris L.; 
Primula elatior (L.) 
Hill  

Primula root  

Primula Primulae flos  Primula veris L.; 
Primula elatior (L.) 
Hill  

Primula flower  

Prunus Prunus africanae cortex  Prunus africana 
(Hook f.) Kalkm.  

Pygeum 
africanum 
bark  

Quercus Quercus cortex  Quercus robur L.; 
Quercus petraea 
(Matt.) Liebl.; 
Quercus pubescens 
Willd.  

Oak Bark  

Rhamnus Rhamni purshianae 
cortex  

Rhamnus 
purshianus D.C.  

Cascara  

Rhamnus Frangulae cortex  Rhamnus frangula L.  Frangula bark  
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Rheum Rhei radix  Rheum palmatum L.; 
Rheum officinale 
Baillon  

Rhubarb  

Rhodiola Rhodiolae roseae 
rhizoma et radix  

Rhodiola rosea L.  Arctic root  

Ribes  Ribis nigri folium  Ribes nigrum L.  Blackcurrant 
Leaf  

Ricinus Ricini oleum     Castor oil  

Rosa Rosae flos  Rosa centifolia L.; 
Rosa gallica L.; 
Rosa damascena 
Mill.  

Rose flower  

Rosmarinus  Rosmarini folium  Rosmarinus 
officinalis L.  

Rosemary 
leaf  

Rosmarinus  Rosmarini aetheroleum  Rosmarinus 
officinalis L.  

Rosemary Oil  

Rubus Rubi idaei folium  Rubus idaeus L.  Raspberry 
leaf  

Ruscus  Rusci aculeati rhizoma  Ruscus aculeatus L.  Butcher's 
Broom  

Saccharomyces Saccharomyces 
cerevisiae/Saccharomy
ces boulardii  

   Yeast  

Salix  Salicis cortex  Salix [various 
species including S. 
purpurea L.; S. 
daphnoides Vill.; S. 
fragilis L.]  

Willow Bark  

Salvia Salviae trilobae folium  Salvia triloba L.  Sage leaf  

Salvia Salviae officinalis folium  Salvia officinalis L.  Sage Leaf  

Salvia  Salviae officinalis 
aetheroleum  

Salvia officinalis L.  Sage Oil  

Sambucus Sambuci fructus  Sambucus nigra L.  Elderberry  

Sambucus  Sambuci flos  Sambucus nigra L.  Elder Flower  

Serenoa Sabalis serrulatae 
fructus  

Serenoa repens 
(Bartram) Small 
(Sabal serrulata 
(Michaux) Nichols  

Saw Palmetto 
Fruit  

Sideritis Sideritis herba     Ironwort  

Silybum Silybi mariani fructus  Silybum 
marianum L. 
Gaertner  

Milkthistle 
Fruit  
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Sisymbrium Sisymbrii officinalis 
herba  

Sisymbrium 
officinale (L.) Scop., 
herba  

Hedge 
mustard  

Solanum Solani dulcamarae 
stipites  

Solanum dulcamara 
L.  

Woody 
nightshade 
stem  

Solidago Solidaginis virgaureae 
herba  

Solidago virgaurea 
L.  

European 
Goldenrod  

Symphytum Symphyti radix  Symphytum 
officinale L.  

Comfrey Root  

Syzygium Caryophylii flos  Syzygium 
aromaticum (L.) 
Merill et L. M. Perry  

Clove  

Syzygium Caryophylii floris 
aetheroleum  

Syzygium 
aromaticum (L.) 
Merill et L. M. Perry  

Clove oil  

Tanacetum Tanaceti parthenii 
herba  

Tanacetum 
parthenium (L.) 
Schultz Bip.  

Feverfew  

Taraxacum  Taraxaci radix cum 
herba  

Taraxacum officinale 
Weber ex Wigg.  

Dandelion 
Root with 
Herb  

Taraxacum  Taraxaci folium  Taraxacum officinale 
Weber ex Wigg.  

Dandelion 
Leaf  

Thymus Thymi aetheroleum  Thymus vulgaris L.; 
Thymus zygis Loefl. 
ex L.  

Thyme oil  

Thymus  Thymi herba  Thymus vulgaris L.; 
Thymus zygis Loefl. 
ex L.  

Thyme  

Thymus / 
Primula  

Thymi herba / Primulae 
radix  

Thymus vulgaris L.; 
Thymus zygis Loefl. 
ex L. / Primula veris 
L.; Primula elatior 
(L.) Hill  

Thyme / 
Primula root  

Tilia Tiliae flos  Tilia cordata Miller, 
Tila platyphyllos 
Scop., Tilia x 
vulgaris Heyne or 
their mixtures  

Lime flower  

Tilia Tiliae tomentosae flos  Tilia tomentosa 
Moench  

Silver lime 
flower  

Trigonella Trigonellae foenugraeci 
semen  

Trigonella foenum-
graecum L.  

Fenugreek  
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Uncaria Uncariae tomentosae 
cortex  

Uncariae 
tomentosae (Willd.) 
DC.  

Cat's Claw  

Urtica Urticae radix  Urtica dioica L.; 
Urtica urens L.  

Nettle root  

Urtica  Urticae folium  Urtica dioica L.; 
Urtica urens L.  

Nettle Leaf  

Urtica  Urticae herba  Urtica dioica L.; 
Urtica urens L.  

Nettle Herb  

Vaccinium Myrtilli fructus siccus  Vaccinium myrtillus 
L.  

Dried Billberry 
Fruit  

Vaccinium Myrtilli fructus recens  Vaccinium myrtillus 
L.  

Fresh 
Billberry Fruit  

Valeriana Valerianae radix  Valeriana officinalis 
L.  

Valerian Root  

Valeriana/ 
Humulus 

Valerianae radix/Lupuli 
flos  

Valeriana officinalis 
L. / Humulus lupulus 
L.  

Valerian Root 
/ Hop Strobile  

Verbascum  Verbasci flos  Verbascum thapsus 
L.; V. densiflorum 
Bertol. (V. 
thapsiforme Schrad); 
V. phlomoides L.  

Mullein 
Flower  

Viola  Violae tricoloris herba 
cum flore  

Viola tricolor L.  Wild Pansy  

Viscum Visci albi herba  Viscum album L.  Mistletoe  

Vitex Agni casti fructus  Vitex agnus-castus 
L.  

Agnus Castus 
Fruit  

Vitis  Vitis viniferae folium  Vitis vinifera L.  Grapevine 
Leaf  

Withania Withania somnifera 
radix  

Withania somnifera 
(L.) Dunal  

Winter-cherry 
root  

Zingiber Zingiberis rhizoma  Zingiber officinale 
Roscoe  

Ginger  

 

RESTRICTED HERBAL SUBSTANCES: 

 

Products may not contain herbal substances from the plants in the table 

below. Herbal substances are whole, fragmented or cut plants, plant parts, 

algae, fungi, lichen in an unprocessed, dried, form, but sometimes fresh. 

Exudates that have not been subjected to a specific treatment are 

considered to be herbal substances. Herbal substances are defined by the 

plant part used and the botanical name according to the binomial system 

(genus, species, variety and author). 
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Do not assume that if an ingredient is not on this list it must be safe.  The 

list reflects what was seen as a safety issue at a particular point in time. 

 

Botanical source Common name 

Note: Includes all herbal substances containing alkaloids and glycosides, all 

poisonous alkaloids and glycosides, and the salts of such poisonous alkaloids and 

glycosides, when not specifically named in any Medicines Act Schedule or this 

table. 

All Aconitum species including: 

Aconitum napellus 

Aconitum stoerkianum 

Aconitum uncinatum var 

japonicum 

Aconitum deinorrhizum 

Aconitum balfourni 

Aconitum chasmanthum 

Aconitum spicatum 

Aconitum lycoctonum 

Aconite 

Adonis vernalis Adonis vernalis 

Aesculus hippocastanum Horse chestnut 

Akebia quinata 

Akebia trifoliata 
Mutong 

Apocynum cannabinium Canadian Hemp 

Areca catechu Areca 

Aristolochia 

Aristolochia clematis 

Aristolochia contorta 

Aristolochia debelis 

Aristolochia fang-chi 

Aristolochia manshuriensis 

Aristolochia serpentaria 

Mu tong; Fangji; 

Birthwort; Long 

Birthwort; Indian 

Birthwort 

Aristolochia 

Aristolochia clematis 

Aristolochia contorta 

Aristolochia debelis 

Aristolochia fang-chi 

Aristolochia manshuriensis 

Aristolochia serpentaria 

Mu tong; Fangji; 

Birthwort; Long 

Birthwort; Indian 

Birthwort 
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Artemisia annua 

Sweet wormwood, Sweet annie, Sweet 

sagewort, Annual mugwort or Annual 

wormwood 

Artemisia cina Santonica 

Atropa belladonna - herb 

Atropa acuminata - herb 
Belladonna herb 

Atropa belladonna - root 

Atropa acuminata – root 
Belladonna root 

Aspidosperma quebrachoblanco Quebracho 

Brayera anthelmintica Kousso 

Cannabis sativa, 

Cannabis indica and 

Cannabis ruderalis 

Dagga 

Carapichea ipecacuanha Ipecacuanha 

Catha edulis Catha, Khat 

Catharanthus roseus Madagascar periwinkle 

Chelidonium majus Celandine 

Chenopodium ambrosioides var 

anthelminticum 
Chenopodium 

Cinchona calisaya 

Cinchona ledgerana 

Cinchona officinalis 

Cinchona succirubra 

Cinchona micrantha 

Cinchona bark 

Clematis armandii 

Clematis montana 
Mu tong 

Claviceps purpurea 
Ergot, prepared Ergot of Rye; Smut of Rye; 

Spurred Rye; 

Cocculus indicus 
 

Cocculus laurifolius 

Cocculus orbiculatus 

Cocculus trilobus 

Fangji 

Colchicum autumnale Colchicum corm 

Conium maculatum Conium leaf and fruits 

Convallaria majalis Convallaria 
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Crotalaria berberoana Crotalaria fulva 

Crotalaria spectabilis Crotalaria spect 

Curcurbita maxima Cucurbita 

Datura stramonium 

Datura innoxia 
Stramonium 

Delphinium staphisagria Stavesacre seeds 

Digitalis leaf 

Digitalis prepared 
Foxglove 

Dryopteris filix-mas Male fern 

Duboisia myoporoides 

Duboisia leichardtii 
Duboisia 

Ecballium elaterium Elaterium 

Embelia ribes 

Embelia robusta 
Embelia 

Ephedra sinica 

Ephedra equisetina 

Ephedra distachya 

Ephedra intermedia 

Ephedra gerardiana 

Ephedra 

Erysimum canescens Erysimum 

Erythroxylum coca var. coca 

Erythroxylum coca var. ipadu 

Erythroxylum novogranatense 

var. novogranatense 

Erythroxylum novogranatense 

var. truxillense 

Coca, Coca leaf 

Gelsemium sempervirens Gelsemium 

Holarrhena antidysenterica Holarrhena 

Hyoscyamus niger 

Hyoscyamus albus 

Hyoscyamus muticus 

Hyoscyamus 

Juniperus sabina Savin 

Lobelia inflata Lobelia 

Mallotus philippinensis Kamala 

Mandragora autumnalis Mandrake 
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Nicotiana tabacum Tobacco 

Papaver somniterum Poppy capsule 

Pausinystalia yohimbe Yohimbe bark 

Physostigma venenosum Calabar beans 

Pilocarpus jaborandi 

Pilocarpus microphyllus 
Jaborandi 

Piper methysticum Kava-kava 

Podophyllum 
May Apple; Devil’s Apple; Wild Lemon; Indian 

podophyllum 

Podophyllum indian 
May Apple; Devil’s Apple; Wild Lemon; Indian 

podophyllum 

Podophyllum resin 
May Apple; Devil’s Apple; Wild Lemon; Indian 

podophyllum 

Punica granatum Pomegranate Bark 

Rauwolfia serpentina Rauwolfia; serpentwood; Indian snakeroot 

Rauwolfia vomitoria African serpentwood 

Rhus radicans Poison Ivy 

Rhus toxicodendron Poison Oak 

Schoenocaulon officinale Sabadilla; Cevadilla 

Scopolia carniolica 

Scopolia japonica 
Scopolia 

Senecio Ragwort; Groundsel 

Stephania tetrandra Fangji 

Strophanthus kombe 

Strophanthus courmonti 

Strophanthus nicholsoni 

Strophanthus gratus 

Strophanthus emini 

Strophanthus sarmentosus 

Strophanthus hispidus 

Strophanthus 

Strychnos ignatii; S. cuspida Ignatius bean 

Strychnos nux vomica seed Nux vomica seed; Poison Nut 

Ulmus fulva 

Ulmus rubra 

Slippery Elm Bark 

(whole or unpowdered) 
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Veratrum viride 

Hellebore American; 

Green Hellebore; 

American Veratrum; 

Indian Poke 

Veratrum album White Hellebore 

Vinca minor Lesser periwinkle or Dwarf periwinkle 

Viscum album Mistletoe berry 

 

 

COMBINATION PRODUCTS: 

NOTE: Well-established fixed combination products will only be considered 

acceptable if the proposed combination is based on scientifically valid 

therapeutic principles. Applicants will be required to justify the rationale of 

the particular combination of active substances (herbal substances/herbal 

preparations) proposed. Traditional fixed combination products must be 

plausible within the relevant system of traditional medicine. 

 

For both types of herbal medicinal products, the function of each constituent 

of the herbal medicinal product must be clarified, taking into account the 

indication of the combination, the profile of the active substance and its 

dosage / concentration. For well-established herbal medicinal products, 

such clarification may result from different types of data, such as 

comparative clinical studies, epidemiological studies, bibliographic data on 

single ingredients together with pharmacological data etc.  

 

For any individual fixed combination it is necessary to assess the potential 

advantages in the therapeutic situation against possible disadvantages, in 

order to determine whether the product meets the requirements with 

respect to efficacy or plausible traditional use and to safety:  

 

Well-established herbal medicinal products:  

Potential advantages of fixed combinations may include one of the 

following:  

a)   An improvement of the benefit/risk ratio due to:  

The addition or potentiation of therapeutic activities of the active 

substances, which results in:   

 a level of efficacy similar to the one achievable by each active 

substance used alone at higher doses than in combination, but 

associated with a better safety profile  

or  
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 a level of efficacy above the one achievable by a single 

substance with an acceptable safety profile.   

 

The counteracting by one substance of an adverse reaction produced by 

another one.  

 

 b)   A simplification of therapy: 

A fixed combination of active substances may be acceptable if it achieves a 

similar level of efficacy to the one achievable by each active substance 

used alone at higher doses than in combination but improves patient 

compliance (e.g. simplification of posology, improvement of taste etc.).   

 

Potential disadvantages of fixed combinations may include:  

a) The fact that even a combination which meets the needs of the 

average patient is unlikely to be ideally adjusted for the needs of each 

individual patient;   

b) The addition of the different adverse reactions specific to each 

substance. 

 

Combinations may not be considered rational if the duration of action of the 

substances differs significantly. The duration of action of a drug is the 

length of time that particular drug is effective. Duration of action is a 

function of several parameters including plasma half-life, the time to 

equilibrate between plasma and target compartments, and the off rate of 

the drug from its biological target.  

 

This may not necessarily apply where it can be shown that the combination 

is clinically valid despite differences in this respect, e.g. if one substance is 

intended to enhance absorption of the other or where the substances are 

intended to exert their effects successively.  

 

The inclusion of a substance to counteract an adverse reaction of another 

substance may be considered justified, but only if the adverse reaction is a 

commonly occurring one.  

 

Substances having a critical dosage range or a narrow therapeutic index 

are unlikely to be suitable for inclusion in fixed combinations. 

 

Similar considerations will be, in principle, applicable to traditional herbal 

medicinal products. It should be noted, however, that the requirements 

relating to efficacy will be reduced to the level of plausibility, whereas 

considerations related to safety will become more critical in an overall 
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benefit/risk-assessment, because scientific evidence on efficacy is not 

available for traditional herbal medicinal products.  

 

Where there are grounds to expect that a well established or a traditional 

fixed-combination product may be substantially more harmful or give rise to 

much more frequent adverse effects than any individual active substances 

given alone, the applicant must provide clinical evidence that this does not 

occur in therapeutic use. Such evidence may include epidemiological or 

post-marketing studies and data. In the case of well-established herbal 

medicinal products, the applicant may submit clinical evidence that the 

advantages of the combination, e.g. increased efficacy outweigh such 

disadvantages. 

 

PHARMACEUTICAL STANDARD: 

European Union herbal monograph. 

 

Applicants may choose to follow pharmacopoeias or references of equal 

standard other than those approved that may be proper for specific 

ingredients or a particular herbal medicine.  

 

However if a monograph is published in one of these approved 

pharmacopoeias, the pharmacopoeial monograph specification must be 

considered a minimum standard applied for testing of the designated active 

ingredient and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral  

Topical 

 

PHARMACEUTICAL DOSAGE FORM: 

Oral: Capsule, Capsule soft enteric, Capsule, enteric, Capsule, hard, 

Capsule, modified release, Capsule, soft, Granules, Granules, effervescent, 

Granules, enteric-coated, Granules, modified release, Oral Liquid, Oral 

Liquid, powder for, Oral Liquid, solution, Oral Liquid, suspension, Oral 

Liquid, syrup, Pill, Powder, oral, Suspension, Suspension, powder for, 

Tablet, Tablet, chewable, Tablet, dispersible, Tablet, effervescent, Tablet, 

enteric coated, Tablet, film coated, Tablet, gelatin coated, Tablet, modified 

release, Tablet, multilayer, Tablet, orally disintegrating, Tablet, soluble, 

Tablet, sugar coated, Tablet, uncoated.  

 

Topical: Application, bar as soap, colloidon, cream, extract, gel, inhalation, 

liniment, lotion, mouthwash, oil, ointment, paint, paste, solution, spray, 

stick, tincture and wipe, medicated. 
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This mini-monograph is not intended to include foods or food-like dosage 

forms such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Traditional herbal medicine for use in specified indication(s) exclusively 

based upon long-standing use.  

 

INDICATIONS: 

NOTE: This guidance note suggests the indications that are acceptable for 

herbal medicines made available to the public or registered under this 

monograph. The evidence submitted in support of efficacy (indications) is 

based upon long-standing use and are intended and designed for use 

without health care practitioner supervision (Schedule 0).  

 

So, these herbal medicines are intended for self-limiting disease conditions 

amenable to self-diagnosis (of symptoms) and treatment and may be 

marketed and sold OTC but may not contain a Schedule 1 or higher 

substance listed in the Schedules to the Medicines Act. Such products may 

be used orally, for external application or inhalation.  

 

Quite the reverse, these herbal medicines are not intended to treat 

diseases that require diagnosis and treatment by a healthcare practitioner 

or are intended to provide treatment for symptoms caused by an underlying 

disease process that requires diagnosis and treatment by a healthcare 

practitioner. 

 

There are factors that need to be taken into account in determining whether 

a medicine with its associated indication(s) is suitable for use without health 

care supervision.  

 

Considerations are whether: 

 

 symptomatic treatment might mask an underlying condition 

requiring medical attention; 

 incorrect medicine use might lead to a delay in seeking medical 

treatment with adverse consequences for the user;  

 where particular symptoms are outward manifestations of a 

diverse range of underlying pathologies and the patient cannot 

easily self-diagnose the cause of such symptoms it may be 

unsuitable to give symptomatic treatment without management of 

the underlying disease; 
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 there is a possibility of serious asymptomatic damage in chronic 

conditions; 

 the conditions or symptoms for which the product is indicated can 

be correctly diagnosed without medical supervision or easily 

recognised after initial medical diagnosis. The problem of 

excluding conditions with similar symptoms but unsuitable for 

treatment with the medicine may need to be addressed; 

 patients understand the natural course of the disease and the 

possibility and consequences of reoccurrence;  

 patients  can they recognise contraindications and understand 

essential precautions and warnings; 

 a high incidence of conditions listed as contraindications, 

extensive precautions and warnings or a high rate of usage of 

interacting drugs in the population of patients likely to use the 

drug may increase the incidence and risk of misuse;  

 there is significant danger to health if the patient uses the 

medicine when not indicated, exceeds the recommended dose or 

recommended length of treatment or fails to heed the 

contraindications or warnings.  

 

Consideration of the consequences of misuse is an important part of the 

overall safety profile of the medicine. Concerns over the risk of misuse are 

lessened where the medicine causes only few, non-serious side effects. 

 

Each case, and where there is any doubt over use without health care 

supervision, needs to be considered in the round.  It is important to take full 

account of whether patient information might mitigate any risks associated 

with use without health care supervision. 

 

The list below shows conditions that would be suitable for user self-

medication and, depending on the herbal ingredients, would not normally 

require healthcare supervision or intervention. 

 

Examples of indications likely to be permitted in herbal medicines: 

 

SYSTEM OR PART OF 

THE BODY OR DISEASE 

PERMITTED TRADITIONAL USE 



RDG HS comments  

Registration of Medicines  Health Supplements  

  

7.04_QSE_Health_Supplements_Nov14_v1  Nov 2014  Page 370 of 451  

1. The cardio-vascular 

system. 

‘symptomatic relief of’: 

Chilblains. 

Haemorrhoids by relief of symptoms by means of 

locally effective preparations or stool softening 

agents and lubricants. 

2. The endocrine system. Weight reduction dependent upon mechanism 

involving a reduced calorie or joule intake.  

3. The gastro-intestinal 

system. 

‘symptomatic relief of’: 

Indigestion, heartburn, hyperacidity, dyspepsia, 

halitosis (bad breath) or flatulence. Colicky pain, 

stomachache or nausea. 

Occasional or non-persistent diarrhoea or 

constipation. 

Travel sickness or related symptoms.  

4. The genito-urinary 

system and mammary 

glands. 

‘symptomatic relief of’: 

Dysmenorrhea. 

Sore nipples during lactation by means of local 

applications. 

5. Infections including viral, 

bacterial and fungal 

diseases.  

‘symptomatic relief of’: 

Minor cutaneous infections where a medicine is 

to be administered to an external surface of the 

body, including treatment by means of 

preparations for the relief of pruritus or 

exanthematous rashes of childhood infection and 

treatment of boils and the treatment or prevention 

of athlete’s foot.  

Aphthous ulcers.  

Common colds, coughs, conditions commonly 

referred to as influenza (flu) and similar upper 

respiratory tract infections. 

Minor acute inflammatory conditions of the buccal 

cavity and pharynx. 
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6. The musculo-skeletal 

system. 

‘symptomatic relief of’: 

Muscular pain and stiffness including backache, 

sciatica, lumbago, fibrositis, rheumatic pain and 

cramp. 

 7. The nervous system. ‘symptomatic relief of’: 

Headache including migrainous headache. 

Neuralgia.  

Difficulties falling asleep 

Agitation, anxiety, irritability, nervous tension, 

stresses, strains, tenseness 

 8. The optical and auditory 

system. 

‘symptomatic relief of’: by means of the local 

administration of eye preparations. 

9. Parasitic disease Head Lice  

10. The respiratory 

system. 

‘symptomatic relief of’: 

Hay fever, rhinitis or catarrh. 

Blocked-up sinuses. 
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11. The skin, hair and scalp. ‘symptomatic relief of’:  

Where applied to an external surface of the body, 

of acne. 

Dandruff by means of external applications. 

Psoriasis by application to an external surface of 

the body. 

Where applied to an external surface of the body, 

of eczema and skin allergies. 

Hard skin and corns  

Contact dermatitis by means of protective 

applications. 

Common minor skin conditions including dry and 

chapped skin, cold sores, nettle rashes, pruritus, 

insect bites and napkin rash. 

12. The teeth and gums. ‘symptomatic relief of’: 

Gingivitis and pyorrhoea by means of oral 

hygiene. 

 

 

Examples of conditions for which indications are not permitted in traditional 

herbal medicines: 

  

INDICATIONS NOT PERMITTED FOR HERBAL MEDICINES 

Bone diseases  

Cardiovascular diseases  

Chronic insomnia  

Diabetes and other metabolic diseases  

Diseases of the liver, biliary system and pancreas  

Endocrine diseases  

Genetic disorders  

Joint, rheumatic and collagen diseases except for the purpose of the treatment 

of the symptoms of sprains or strains or the relief of pain or stiffness of 

rheumatic or non-serious arthritic conditions  

Malignant diseases  

Psychiatric diseases  

Serious disorders of the eye and ear  

Serious gastrointestinal diseases  
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Serious infectious diseases including HIV-related diseases and tuberculosis  

Serious neurological and muscular diseases except for the purpose of 

prevention of neural tube defects.   

Serious renal diseases  

Serious respiratory diseases  

Serious skin disorders  

Sexually transmitted diseases  

   

Furthermore, the efficacy and the clinical safety of the fixed combination 

must be clear from clinical trials or from bibliographic data submitted by the 

applicant.  

 

The indications claimed for a fixed-combination product must be such that 

each active substance contributes to the claimed effect. The product should 

be formulated in such a way that the dose and proportion of each active 

substance is suitable for the intended use.  

 

An indication must be a well-recognised disease state, modification of a 

physiological or dysfunctional state, syndrome or pathological entity. The 

individual substances of a fixed combination may be intended to relieve 

different symptoms of such a disease condition. In this case, it must be a 

prerequisite that these symptoms occur together in a clinical intensity and 

for a relevant period. It will not be acceptable to regard each individual 

symptom as an indication for the fixed combination since it may occur in 

other diseases and for treating this symptom alone, the other substances 

may be irrelevant. 

 

If vitamins and/or minerals are part of a traditional herbal combination 

product, their action has to be ancillary to the herbal active ingredient(s) 

regarding the specific indication(s). The presence of vitamins/minerals will 

not change the indication of the fixed combination. An ancillary action must 

be made plausible, e.g. by providing bibliographic or expert evidence of the 

traditional use of these substances in the respective traditional indication. 

 

CONTRA-INDICATIONS: 

Hypersensitivity to the any of the ingredients. 

  

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

Consult a health care practitioner if the symptoms persist during the use of 

the medicine or if adverse effects not mentioned in the package insert 

occur. 
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INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your doctor, 

pharmacist or other health care professional for advice before taking this 

medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Only for administration under a given strength and posology in the various 

monographs under this herbal medicine monograph. 

 

NOTE: The proposed dosage of the fixed combination and the contribution 

of each active substance must be justified in the clinical overview / expert 

report.  

 

Well-established herbal medicinal products: 

The dosage of each active substance within the fixed combination must be 

such as the combination is safe and effective for a significant population 

subgroup and the benefit/risk assessment of the fixed combination is equal 

or exceeds the one of each of its active substances taken alone.  

 

Where active substances of a fixed combination are intended to relieve or 

to prevent different symptoms, selected doses of each active substance are 

often those used for the treatment or to prevent each symptom or disease.  

 

Where active substances have an additive action, the dosage of each 

active substance has to be reduced, as compared to the single use of the 

substance. It should be noted however that in such a situation, reducing the 

dose will not result in a linear decrease of the effect and that small amounts 

of active substances, e.g. less than 10% of the single dose will not 

contribute to the overall effect of the combination product.  

  

Traditional herbal medicinal products:  

The dosage of each active substance must be such that a contribution to 

the traditional use is plausible. The assessment of “plausibility” will take into 

account the extent of traditional use of the combination, traditional posology 

of the individual active constituents and specific views of the relevant 

system of traditional medicine.  

 

Addition of vitamins and minerals: 
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Vitamins and minerals may be part of a traditional herbal medicinal product. 

If vitamins/minerals are part of a combination, the posology must be such 

that their action is “ancillary” as compared to the action of herbal active 

substance(s).  

 

Taking into account the pharmacodynamic profile of typical traditional 

herbal substances / preparations, dosages of vitamins/minerals that 

correspond to acceptable Recommended Daily Allowance (RDA)-values 

will be considered suitable, unless justified otherwise.  

 

Dosages of vitamins/minerals that exceed the upper safe limits (S1 and 

higher) will not be acceptable for herbal medicines. 

 

SIDE-EFFECTS: 

Specific for the ingredients. 

 

Not all side-effects reported for this medicine are included in this leaflet. 

Should your general health worsen or if you experience any untoward 

effects while taking this medicine, please consult your doctor, pharmacist or 

other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF ITS 

TREATMENTS: 

Specific for the ingredients. 

 

In the event of over dosage, consult your doctor or pharmacist. If neither is 

available, contact the nearest hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has not 

received registration with the Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 
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THESE MONOGRAPHS ARE NOT PART OF THIS GUIDELINE BUT INCLUDED HERE FOR 

COMPLETENESS 

 

TRADITIONAL MEDICINES MONOGRAPHS 

 

DISCIPLINE DISCIPLINE SPECIFIC MINI-MONOGRAPH 

HOMEOPATHY PROPER NAME(S), COMMON NAME(S), AND: 

The proper name(s), common name(s) and source material(s) must be as 

per the homeopathic monograph stated here. 

 

SOURCE MATERIALS: 

The source is the substance from which the medicinal ingredient was 

derived. Source information is drawn from the information contained in the 

homeopathic monograph submitted for each medicinal ingredient. 

 

 Plant or Plant Material - The source material is the part of the plant used or 

whole plant, if applicable, and the common name of the organism if not 

adequately captured in the medicinal ingredient name. 

 

 Animal material (excluding sarcodes) - The source material is the part of 

the animal used or whole organism, if applicable, and the common name 

of the organism if not adequately captured in the medicinal ingredient 

name. 

 

 Mineral/Chemical - The source material is the name of the mineral or 

chemical as written on the homeopathic monograph. 

 

 Nosode - The source material is the description found in the homeopathic 

monograph. 

 

 Sarcode - The source material is the type of animal plus the part used, as 

described in the homeopathic monograph. 

 

Substances used to manufacture nosodes, isodes, sarcodes, and 

allersodes. 

 

Any substance derived from an animal material. 

 

BIOLOGICS: 

Anthracinum 

Bacillinum pulmo 

BCG 

Candida albicans 

Candida parapsilosis 

Cenchris contortrix 

Colibacillinum cum natrum muriaticum 

Crotalus cascavella 

Crotalus horridus 

Diphtherinum 
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Elaps corallinus 

Hippozaeninum 

Influenzinum 

Lachesis mutus 

Lyssin 

Medorrhinum 

Morbillinum 

Naja tripudians 

Pertussinum 

Proteus 

Psorinum 

Pyrogenium 

Sinusitisinum 

Staphylococcinum 

Streptococcinum 

Syphilinum 

Tuberculinum 

Vaccinotoxinum 

Vipera berus 

 

HOMEOPATHIC SCHEDULED SUBSTANCES: 

Adrenocorticotrophin 

Ammonium bromatum 

Atropinum 

Atropinum sulphuricum 

Aurum bromatum 

Aurum iodatum 

Aurum metallicum 

Aurum muriaticum 

Aurum muriaticum kalinatum 

Aurum muriaticum natronatum 

Aurum sulphuratum 

Chloralum 

Cortisone aceticum 

Digitalinum 

Digitalis purpurea 

Digitoxinum 

Hydrocotyle asiatica 

Kali bromatum 

Lithium bromatum 

Lithium carbonicum 

Lithium muriaticum 

Natrum bromatum 

Nicotinum 

Nicotinum 

Phenacetinum 

Podophyllinum 

Podophyllum peltatum 

Rauwolfia serpentina 
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Secale cornutum 

Strontium bromatum 

Sulphanilamidum 

Tabacum 

Thyroidinum 

Veratrinum 

Veratrum album 

Veratrum nigrum 

Veratrum viride 

Yohimbinum 

 

MINIMUM HOMEOPATHIC POTENCY 

Due to the potential toxicity of certain medicinal ingredients, some 

homeopathic medicines must meet a minimum homeopathic potency. 

 

Aristolochia spp. and Asarum spp. must be potentised to 12 CH (or 

equivalent dilution - has a 60% probability of containing one molecule of 

original material if one mole of the original substance was used.) or higher.  

 

Note that Cocculus indicus, Clematis recta and Menispermum canadense 

are not affected by any restrictions related to Aristolochia spp. and Asarum 

spp. 

  

 Medicines Act Schedules 1 and higher substances if the homeopathic 

potency is 12 CH (or equivalent dilution) or higher. 

  

 Homeopathic medicines listed in the HPUS with "N/A" as the OTC limit 

must be 12 CH (or equivalent dilution) or higher. 

  

 Homeopathic medicines with no minimum homeopathic potency in any 

accepted homeopathic pharmacopoeia must be 12 CH (or equivalent 

dilution) or higher. 

 

In the HPUS, the minimum homeopathic potency appears on each 

homeopathic monograph as the over-the-counter (OTC) limit. 

 

Under German regulation, the minimum homeopathic potency for 

registration of homeopathic products is generally D4 (10-4). 

 

COMBINATION HOMEOPATHIC MEDICINES 

A combination (multiple-ingredient) homeopathic medicine is defined as a 

homeopathic medicine manufactured from two or more medicinal 

ingredients. While homeopathic medicines with a single medicinal 

ingredient are not permitted to make any claim other than "Homeopathic 

Medicine," "Homeopathic Remedy," "Homeopathic Preparation", 

combination homeopathic medicines may make specific claims if 

supported by homeopathic references. 
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In combination homeopathic medicines with a specific recommended use 

or purpose, the homeopathic potency of all medicinal ingredients must 

generally be between the minimum homeopathic potency outlined in the 

most current editions of the accepted homeopathic pharmacopoeia and 30 

CH or its equivalent. That is, 30 CH or its equivalent is the maximum 

homeopathic potency for homeopathic medicines with a specific 

recommended use or purpose. This is the dilution advocated by 

Hahnemann for most purposes: on average. Higher doses are permitted if 

justified. 

 

Products containing a combination of homeopathic and non-homeopathic 

medicinal ingredients are not allowed under this monograph. 

 

PHARMACEUTICAL STANDARD: 

The active ingredient(s) must be a permitted substance with a 

homeopathic monograph in one of the accepted homeopathic 

pharmacopoeias: 

 

 Homeopathic Pharmacopeia of the United States (HPUS) 

 Homöopathisches ArzneiBuch (HAB) or German Homeopathic 

Pharmacopoeia (GHP) 

 Pharmacopée française or French Pharmacopoeia (PhF) 

 European Pharmacopoeia (Ph.Eur.) 

 Encyclopedia of Homeopathic Pharmacopoeia (EHP)  

 

Prepared under the methods outlined in one of the homeopathic 

pharmacopoeias listed above as they are amended from time to time. 

 

Active ingredients considered imponderables - a factor whose effects 

cannot be accurately assessed - are not included within the scope of this 

monograph. 

 

ROUTE(S) OF ADMINISTRATION 

Injectable preparations are excluded. 

Homeopathic medicines designed for ophthalmic purposes are required to 

be sterile. 

 

PHARMACEUTICAL DOSAGE FORM: 

Globules  (small pellets, pilules) (Oral), Granules  (regular and large 

pellets), Tablets, Oral Drops, Liquid  (Oral drinkable vials), Oral solution 

(Unit dose), Oral Syrup, Cream/Ointment, Nasal spray, Eye Drops, Ear 

Drops, Suppositories  

 

PHARMACOLOGICAL ACTION: 

Homeopathy is the art and the science of healing the sick by using 

substances capable of causing the same symptoms, syndromes and 

conditions when administered to healthy people. 
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Any substance may be considered a homeopathic medicine if it has known 

"homeopathic provings" and/or known effects which mimic the symptoms, 

syndromes or conditions which it is administered to treat, and is 

manufactured according to the specifications of a recognised the 

Homeopathic Pharmacopoeia. 

 

Central to all homeopathy is the determination of the effect of substances 

on healthy volunteers and the use of the developed "drug picture" by the 

consumer and/or trained health care practitioners according to the 

homeopathic principle of similia similibus curentur - Let likes be cured by 

Likes. 

 

Homeopathy is an ideal therapeutic medium for self-medication of 

symptoms usually associated with self-limiting conditions since the 

selection of the proper remedy for the case is dependent on the symptoms 

that the body exhibits in its reaction to the illness. In the use of 

homeopathy for conditions, which are other than self-limiting, the 

consumer is advised to use the services of a health care provider. 

 

INDICATIONS: 

Homeopathic Medicines With a Non-specific Recommended Use or 

Purpose 

 

No recommended use or purpose (claim) is permitted for these 

homeopathic medicines. The terms "Homeopathic Medicine", 

"Homeopathic Preparation" or "Homeopathic Remedy", must appear on 

the label in place of any claim. 

 

These homeopathic medicines may be single or combination homeopathic 

medicines. 

 

Any homeopathic potency is acceptable for these homeopathic medicines 

as long as the homeopathic potency of each medicinal ingredient is equal 

to or higher than the minimum homeopathic potency defined in acceptable 

homeopathic pharmacopoeia.  

 

Homeopathic Medicines With a Specific Recommended Use or 

Purpose 

 

An applicant may propose a specific recommended use or purpose if: 

 The homeopathic medicine contains two or more medicinal ingredients. 

 The claim is supported by homeopathic references.  
 

The claim must identify a specific symptom or set of symptoms that the 

homeopathic medicine is intended to treat. The claim must appear on the 

label using specific, current and unambiguous terms. The claim may also 

be followed by wording to the effect of, "...or to be used as directed by a 

health care practitioner". 
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The homeopathic potency of all medicinal ingredients in homeopathic 

medicines with a specific recommended use or purpose must generally be 

between the minimum homeopathic potency outlined in the most current 

editions of the accepted homeopathic pharmacopoeia and 30 CH or its 

equivalent. That is, 30 CH or its equivalent is the maximum homeopathic 

potency for homeopathic medicines with a specific recommended use or 

purpose unless justified otherwise. 

 

SUMMARY OF ALLOWABLE HOMEOPATHIC POTENCIES BY 
CATEGORY  

Minimum 
homeopathic potency 

Non-specific claim 
(Single or 
combination 
medicine) 

Specific claim 
(Combination 
medicine only) 

Stated in an accepted 
pharmacopoeia 

Lower limit: as stated in 
the pharmacopoeia 
Upper limit: no upper 
limit 

Lower limit: as stated in 
the pharmacopoeia 
Upper limit: 30 CH 

NOT stated in an 
accepted 
pharmacopoeia 

Lower limit: 12 CH 
Upper limit: no upper 
limit 

Lower limit: 12 CH 
Upper limit: 30 CH 

 

CONTRA-INDICATIONS: 

No statement is required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

Do not exceed the recommended daily dose. 

 

Consult a health care practitioner if symptoms persist or worsen. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your doctor, 

pharmacist or other health care professional for advice before taking this 

medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

 

Dosage Form  Sub-Population  Maximum  

General  

Dosing  

Maximum 

Frequency  

Maximum 

Acute 

Dosing 

(Optional)  

Globules  

(small pellets, 

pilules) (Oral)  

Adults and 

children ≥ 12 

years  

1 whole 

unit dose 

Once per 

day  

10-20 

granules 2-3 
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Children 1-11 

years*  

(tube or 

container)  

times per 

day  

Infants 0-11 

months*  

Granules  

(regular and 

large pellets)  

Adults and 

children ≥ 12 

years  

3-5 granules  2-3 times 

per day  

Every 15-60 
minutes (up 
to 12 times 
per day) or 
until 
improvement 
of symptoms.  
Then resume 

general 

dosing.  

Children 1-11 

years*  

Infants 0-11 

months*  

Tablets  Adults and 

children ≥ 12 

years  

1-4 tablets  1-4 times 

per day  

Every 15-60 

minutes (up 

to 12 times 

per day) or 

until 

improvement 

of symptoms.  

Then resume 

general 

dosing.  

Children 6-11 

years  

1-3 tablets  1-4 times 

per day  

Children 1-5 

years*  

½-3 tablets  1-3 times 

per day  

Infants 0-11 

months*  

½-3 tablets  1-2 times 

per day  

Oral Drops  Adults and 

children ≥ 12 

years  

10-30 drops  1-3 times 

per  

Every 15-60 

minutes (up 

to  

Children 6-11 

years  

5-15 drops  day  12 times per 

day) or until 

improvement 

of symptoms.  

Then resume 

general 

dosing.  

Children 1-5 years  5-10 drops  

Infants 0-11 

months  

1-5 drops  

Liquid  

(Oral drinkable 

vials)  

Adults and 

children ≥ 12 

years  

1 ampoule  1-3 times 

per day  

Up to three 

times per 

day  

Children 6-11 

years  

2/3 ampoule  

Children 1-5 years  ½ ampoule  

Infants 0-11 

months  

1/3 ampoule  

Oral solution 

(Unit dose)  

Adults and 

children ≥ 12 

years  

Unit oral 

dose  

1-3 times 

per day  

Give one unit 

dose upon 

onset of 

symptoms. 

Repeat two 
Children 1-11 

years  
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Infants 0-11 

months  

more times 

at 15-minute 

intervals. 

Repeat 

process up 

to 9 times 

per day if 

symptoms 

reappear.  

Oral Syrup  Adults and 

children ≥ 12 

years  

1-2 tsp  Every 4 to 

6 hours  

Not 

applicable  

Children 1-11 

years  

½-1 tsp  1-3 times 

per day  

Infants 0-11 

months  

½ tsp  1-3 times 

per day  

Cream/Ointment  Adults and 

children  

Cover 

affected 

area  

Use as 

needed  

Not 

applicable  

Nasal spray  Adults and 

children ≥ 12 

years  

1-2 sprays/ 

nostril  

3-5 times 

per day  

Not 

applicable  

Children 1-11 

years  

1 spray/ 

nostril  

4 times per 

day  

Infants 0-11 

months  

1 spray/ 

nostril  

4 times per 

day  

Eye Drops  Adults and 

children ≥ 12 

years  

2-3 drops  3 times per 

day  

1 drop in the 

affected eye 

every 15 

minutes for a 

maximum of 

3 hours.  

Children 1-11 

years  

1-2 drops  3 times per 

day  

Children 0-11 

months  

1 drop  2 times per 

day  

Ear Drops  Adults and 

children ≥ 12 

years  

1 complete 

vial  

3 times per 

day  

Every 15-60 

minutes (up 

to 12 times 

per day) or 

until 

improvement 

of symptoms.  

Then resume 

general 

dosage.  

Children 1-11 

years  

3-4 drops  

Infants 0-11 

months  

2-3 drops  

Suppositories  Adults and 

children ≥ 12 

years  

1 

suppository  

1-4 times 

per day  

Maximum 5 

per day  

Children 6-11 

years  

1-3 times 

per day  

Maximum 4 

per day  
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Children 1-5 years  1-2 times 

per day  

Maximum 3 

per day  

Infants 0-11 

months  

1-2 times 

per day  

Maximum 2 

per day  

* Dissolve dose in a small amount of water before administration to infants 

and children 0-2 years old. 

 

Duration of use: 

 Consult a health care practitioner if symptoms persist or worsen; or  
 

 Consult a health care practitioner if symptoms do not improve within 7 
days. 
 

Directions for use: 

 Take at least one hour before or after eating. 

  

 For children 0-2 years old, the directions for use should include 
instructions to dissolve the solid dosage form (e.g. granules, globules, 
tablets) in a small amount of water. 
 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this leaflet. 

Should your general health worsen or if you experience any untoward 

effects while taking this medicine, please consult your doctor, pharmacist 

or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF ITS 

TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If neither 

is available, contact the nearest hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has not 

received registration with the Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 

 

TRADITIONAL 

CHINESE MEDICINE 

PROPER NAME(S) AND COMMON NAME(S) 

As specified by referenced texts: 

 

SOURCE OF MATERIALS: 
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TABLE 1: GENERAL MEDICINAL INGREDIENTS 

Proper (species) Name Common 
(pinyin) Name 

Pharmacopoeial Name 

Achyranthes aspera Tu niu xi Radix Achyranthes Longifolia 

Achyranthes longifolia Tu niu xi Radix Achyranthes Longifolia 

Actaea dahurica Sheng ma Rhizoma Cimicifugae 

Actaea foetida Sheng ma Rhizoma Cimicifugae 

Actaea heracleifolia Sheng ma Rhizoma Cimicifugae 

Adenophora triphylla Nan sha shen Radix Adenophorae 

Agastache rugosa Tu huo xiang Herba Agastaches 

Albizia julibrissin He huan pi Cortex Albiziae 

Albizia julibrissin He huan hua Flos Albiziae 

Allium tuberosum Jiu cai zi Semen Allii Tuberosi 

Alpinia oxyphylla Yi zhi Fructus Alpiniae Oxyphyllae 

Amomum krervanh Dou kou Fructus Amomi Rotundus 

Amomum villosum Sha ren Fructus Amomi 

Andrographis paniculata Chuan xin lian Herba Andrographis 

Anemarrhena 
asphodeloides 

Zhi mu Rhizoma Anemarrhenae 

Anemone chinensis Bai tou weng Radix Pulsatillae 

Angelica dahurica Bai zhi Radix Angelicae Dahuricae 

Angelica pubescens Du huo Radix Angelicae Pubescentis 

Angelica sinensis Dang gui Radix Angelicae Sinensis 

Apis mellifera Feng jiao Propolis 

Apis mellifera Feng mi Mel 

Apocynum venetum Luo bu ma ye Folium Apocyni Veneti 

Archidoskodon planifrons Long gu Os Draconis 

Arctium lappa Niu bang zi Fructus Arctii 

Areca catechu Da fu pi Pericarpium Arecae 

Artemisia annua Qing hao Herba Artemisiae Annuae 

Artemisia argyi Ai ye Folium Artemisiae Argyi 

Asparagus 
cochinchinensis 

Tian dong; Tian 
men dong 

Radix Asparagi 

Aster tataricus Zi wan Radix Asteris 

Astragalus 
membranaceus 

Huang qi Radix Astragali 

Atractylodes lancea Cang zhu Rhizoma Atractylodis 

Bambusa beecheyana Zhu ru Caulis Bambusae in Taeniam 

Bambusa breviflora Zhu ru Caulis Bambusae in Taeniam 

Bambusa textilis Tian zhu huang Concretio Silicea Bambusae 

Bambusa tuldoides Zhu ru Caulis Bambusae in Taeniam 

Bletilla striata Bai ji Rhizoma Bletillae 

Bombyx mori Can sha Excrementum Bombycis 

Bombyx mori Jiang can Batryticatus Bombyx 

Borneolum Syntheticum Bing pian Borneolum Syntheticum 

Boswellia sacra Ru xiang Olibanum 

Bupleurum chinense Chai hu Radix Bupleuri 

Bupleurum 
scorzonerifolium 

Chai hu Radix Bupleuri 

Calvatia gigantea Ma bo Lasiosphaera Calvatia 

Calvatia lilacina Ma bo Lasiosphaera Calvatia 

Carthamus tinctorius Hong hua Flos Carthami 

Cervocerus novorossiae Long gu Os Draconis 
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Cervus nippon Lu rong Cornu Cervi Pantotrichum 

Cervus elaphus Lu rong Cornu Cervi Pantotrichum 

Cervus punjabensis Long gu Os Draconis 

Chaenomeles speciosa Mu gua Fructus Chaenomelis 

Choerospondias axillaris Guang zao Fructus Choerospondiatis 

Chrysanthemum indicum Ye ju hua Flos Chrysanthemi Indici 

Chrysanthemum x 
morifolium 

Ju hua Flos Chrysanthemi 

Cibotium barometz Gou ji Rhizoma Cibotii 

Cinnamomum 
aromaticum 

Rou gui Cortex Cinnamomi 

Cinnamomum 
aromaticum 

Gui zhi Ramulus Cinnamomi 

Cinnamomum camphora Tian ran bing 
pian 

Borneolum 

Cistanche deserticola Rou cong rong Herba Cistanches 

Cistanche salsa Rou cong rong Herba Cistanches 

Citrullus lanatus Xi gua shuang Mirabilitum Preparatum 

Citrus aurantium Zhi shi Fructus Aurantii Immaturus 

Citrus aurantium Zhi qiao; Zhi ke Fructus Aurantii 

Citrus maxima Hua ju hong Exocarpium Citri Grandis 

Citrus medica Xiang yuan Fructus Citri 

Citrus reticulata Ju he Semen Citri Reticulatae 

Citrus reticulata Chen pi Pericarpium Citri Reticulatae 

Citrus reticulata Qing pi Pericarpium Citri Reticulatae 
Viride 

Citrus sinensis Zhi shi Fructus Aurantii Immaturus 

Clematis chinensis Wei ling xian Radix and Rhizoma Clematidis 

Codonopsis pilosula Dang shen Radix Codonopsis 

Codonopsis tangshen Dang shen Radix Codonopsis 

Combretum indicum Shi jun zi Fructus Quisqualis 

Commiphora myrrha Mo yao Myrrha 

Coptis chinensis Huang lian Rhizoma Coptidis 

Coptis deltoidea Huang lian Rhizoma Coptidis 

Coptis teeta Huang lian Rhizoma Coptidis 

Cornus officinalis Shan zhu yu Fructus Corni 

Corydalis turtschaninovii Yan hu suo Rhizoma Corydalis 

Corydalis yanhusuo Yan hu suo Rhizoma Corydalis 

Crassostrea gigas Mu li Concha Ostreae 

Crataegus cuneata Shan zha Fructus Crataegi 

Crataegus pinnatifida Shan zha Fructus Crataegi 

Cryptotympana atrata Chan tui Periostracum Cicadae 

Cryptotympana pustulata Chan tui Periostracum Cicadae 

Cullen corylifolium Bu gu zhi Fructus Psoraleae 

Curculigo orchioides Xian mao Rhizoma Curculiginis 

Curcuma kwangsiensis Yu jin Radix Curcumae 

Curcuma kwangsiensis E zhu Rhizoma Curcumae 

Curcuma longa Yu jin Radix Curcumae 

Curcuma longa Jiang huang Rhizoma Curcumae Longae 

Curcuma phaeocaulis Yu jin Radix Curcumae 

Curcuma phaeocaulis E zhu Rhizoma Curcumae 

Curcuma wenyujin Yu jin Radix Curcumae 

Curcuma wenyujin E zhu Rhizoma Curcumae 
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Cuscuta chinensis Tu si zi Semen Cuscutae 

Cyathula officinalis Chuan niu xi Radix Cyathulae 

Cynanchum glaucescens Bai qian Rhizoma et Radix Cynanchi 
Stauntonii 

Cynomorium songaricum Suo yang Herba Cyomorii 

Cyperus rotundus Xiang fu Rhizoma Cyperi 

Daemonorops draco Xue jie Sanguis Draconis 

Dictamnus dasycarpus Bai xian pi Cortex Dictamni 

Dimocarpus longan Long yan rou Arillus Longan 

Dioscorea oppositifolia Shan yao Rhizoma Dioscoreae 

Dipsacus asper Xu duan Radix Dipsaci 

Dolomiaea souliei Chuan mu xiang Radix Vladimiriae 

Drynaria fortunei Gu sui bu Rhizoma Drynariae 

Dryobalanops aromatica Tian ran bing 
pian 

Borneolum 

Ecklonia kurome Kun bu; Hai dai Thallus Laminariae Eckloniae 

Eclipta prostrata Mo han lian Herba Eclipta 

Eleutherococcus 
gracilistylus 

Wu jia pi Cortex Acanthopanacis 

Eleutherococcus 
senticosus 

Ci wu jia Radix et Rhizoma seu Caulis 
Acanthopanacis Senticosi 

Epimedium brevicornu Yin yang huo Folium Epimedii 

Epimedium koreanum Yin yang huo Folium Epimedii 

Epimedium pubescens Yin yang huo Folium Epimedii 

Epimedium sagittatum Yin yang huo Folium Epimedii 

Equus asinus E jiao Colla Corii Asini 

Erodium stephanianum Lao guan cao Herba Erodii Herba Geranii 

Erythrina variegata Hai tong pi Cortex Erythrinae 

Eucommia ulmoides Du zhong Cortex Eucommiae 

Eupolyphaga sinensis Tu bie chong Eupolyphaga 

Euryale ferox Qian shi Semen Euryales 

Foeniculum vulgare Xiao hui xiang Fructus Foeniculi 

Forsythia suspensa Lian qiao Fructus Forsythiae 

Fraxinus chinensis Qin pi Cortex Fraxini 

Fraxinus chinensis 
subsp. rhynchophylla 

Qin pi Cortex Fraxini 

Fraxinus stylosa Qin pi Cortex Fraxini 

Fraxinus szaboana Qin pi Cortex Fraxini 

Fritillaria cirrhosa Chuan bei mu Bulbus Fritillariae Cirrhosae 

Fritillaria delavayi Chuan bei mu Bulbus Fritillariae Cirrhosae 

Fritillaria przewalskii Chuan bei mu Bulbus Fritillariae Cirrhosae 

Fritillaria thunbergii Zhe bei mu Bulbus Fritillariae Thunbergii 

Fritillaria unibracteata Chuan bei mu Bulbus Fritillariae Cirrhosae 

Gallus gallus domesticus Ji nei jin Endothelium Corneum Galli 
Gigerii 

Ganoderma lucidum Ling zhi Ganoderma 

Ganoderma sinense Ling zhi Ganoderma 

Gardenia jasminoides Zhi zi Fructus Gardeniae 

Gentiana macrophylla Qin jiao Radix Gentianae Macrophyllae 

Geranium carolinianum Lao guan cao Herba Erodii Herba Geranii 

Geranium wilfordii Lao guan cao Herba Erodii Herba Geranii 

Ginkgo biloba Bai guo Semen Ginkgo 

Gleditsia sinensis Da zao jiao Fructus Gleditsiae Sinensis 
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Glehnia littoralis Bei sha shen Radix Glehniae 

Glycine max Dan dou chi Semen Sojae Preparatum 

Glycyrrhiza glabra Gan cao Radix et Rhizoma Glycyrrhiza 

Glycyrrhiza glabra Zhi gan cao Radix Glycyrrhiza Preparata 

Glycyrrhiza inflata Gan cao Radix et Rhizoma Glycyrrhiza 

Glycyrrhiza inflata Zhi gan cao Radix Glycyrrhiza Preparata 

Glycyrrhiza uralensis Gan cao Radix et Rhizoma Glycyrrhiza 

Glycyrrhiza uralensis Zhi gan cao Radix Glycyrrhiza Preparata 

Gynostemma 
pentaphyllum 

Jiao gu lan Rhizoma seu Herba 
Gynostemmatis 

Gypsum Fibrosum Shi gao Gypsum Fibrosum 

Hansenia forbesii Qiang huo Rhizoma et Radix Notopterygii 

Hansenia 
weberbaueriana 

Qiang huo Rhizoma et Radix Notopterygii 

Hippophae rhamnoides Sha ji Fructus Hippophae 

Homalomena occulta Qian nian jian Rhizoma Homalomenae 

Hordeum vulgare Mai ya Fructus Hordei Germinatus 

Hordeum vulgare Yi tang Maltosum 

Ilex pubescens Mao dong qing Radix Illicis Pubescentis 

Inula britannica Xuan fu hua Flos Inulae 

Isatis tinctoria Da qing ye Folium Isatidis 

Isatis tinctoria Ban lan gen Radix Isatidis 

Juglans regia He tao ren Semen Juglandis 

Lablab purpureus Bai bian dou Semen Lablab Album 

Laminaria japonica Kun bu; Hai dai Thallus Laminariae Eckloniae 

Lasiosphaera fenzlii Ma bo Lasiosphaera Calvatia 

Ligusticum sinense cv. 
chuanxiong 

Chuan xiong Rhizoma Chuanxiong 

Ligusticum sinense var. 
sinense 

Gao ben Rhizoma et Radix Ligustici 

Ligusticum sinense Gao ben Rhizoma et Radix Ligustici 

Ligusticum jeholense Gao ben Rhizoma et Radix Ligustici 

Ligustrum lucidum Nu zhen zi Fructus Ligustri Lucidi 

Lilium brownii Bai he Bulbus Lilii 

Lilium brownii var. 
viridulum 

Bai he Bulbus Lilii 

Lilium lancifolium Bai he Bulbus Lilii 

Lilium pumilum Bai he Bulbus Lilii 

Lonicera japonica Jin yin hua Flos Lonicerae Japonicae 

Lonicera japonica Ren dong teng Caulis Lonicerae Japonicae 

Luffa aegyptiaca Si gua luo Retinervus Luffae Fructus 

Lycium barbarum Di gu pi Cortex Lycii 

Lycium barbarum Gou qi zi Fructus Lycii 

Lycium chinense Di gu pi Cortex Lycii 

Lycopodium japonicum Shen jin cao Herba Lycopodii 

Lycopus lucidus var. 
hirtus 

Ze lan Herba Lycopi 

Magnolia biondii Xin yi Flos Magnoliae 

Magnolia denudata Xin yi Flos Magnoliae 

Magnolia officinalis Hou po Cortex Magnoliae Officinalis 

Magnolia sprengeri Xin yi Flos Magnoliae 

Melia azedarach Ku lian pi Cortex Meliae 

Mentha canadensis Bo he Herba Menthae Haplocalycis 
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Mentha canadensis Bo he su you 
(Essential Oil) 

Oleum Menthae 
Dementholatum 

l-Menthol Bo he nao Mentholum 

Morinda officinalis Ba ji tian Radix Morindae Officinalis 

Morus alba Sang bai pi Cortex Mori 

Morus alba Sang ye Folium Mori 

Myristica fragrans Rou dou kou Semen Myristicae 

Nelumbo nucifera He ye Folium Nelumbinis 

Nelumbo nucifera Ou jie Nodus Nelumbinis Rhizomatis 

Nelumbo nucifera Lian zi Semen Nelumbinus 

Nepeta tenuifolia Jing jie Herba Schizonepetae 

Ocimum gratissimum Dingxiang 
Luoleyou 

Ocimum Gratissimum Essential 
Oil 

Oldenlandia diffusa Bai hua she she 
cao 

Herba Hedyotis Diffusae 

Ophiocordyceps sinensis Dong chong xia 
cao 

Cordyceps 

Ophiopogon japonicus Mai dong; Mai 
men dong 

Radix Ophiopogonis 

Oryza sativa Dao ya Fructus Oryzae Germinatus 

Oryza sativa Geng mi Semen Oryzae 

Paeonia anomala subsp. 
veitchii 

Chi shao Radix Paeoniae Rubra 

Paeonia lactiflora Chi shao Radix Paeoniae Rubra 

Paeonia lactiflora Bai shao Radix Paeoniae Alba 

Paeonia suffruticosa Mu dan pi Cortex Moutan 

Palaeoloxodon 
nomadicus 

Long gu Os Draconis 

Panax ginseng Ren shen Radix et Rhizoma Ginseng 

Panax notoginseng San qi Radix et Rhizoma Notoginseng 

Panax quinquefolius Xi yang shen Radix Panacis Quinquefolii 

Paris polyphylla Chong lou Rhizoma Paridis 

Perilla frutescens Zi su ye Folium Perillae 

Peucedanum 
praeruptorum 

Qian hu Radix Peucedani 

Phellodendron amurense Guan huang bo Cortex Phellodendri Amurensis 

Phellodendron chinense Huang bo Cortex Phellodendri Chinensis 

Pheretima aspergillum Di long Pheretima 

Pheretima guillelmi Di long Pheretima 

Pheretima pectinifera Di long Pheretima 

Pheretima vulgaris Di long Pheretima 

Phyllolobium chinense Sha yuan zi Semen Astragali Complanati 

Phyllostachys nigra Zhu ru Caulis Bambusae in Taeniam 

Pinellia ternata Fa ban xia; Zhi 
ban xia 

Rhizoma Pinelliae Preparatum 

Pinellia ternata Qing ban xia Rhizoma Pinelliae Preparatum 
cum Alumine 

Pinellia ternata Jiang ban xia Rhizoma Pinelliae Preparatum 
cum Zingibere et Alumina 

Piper longum** Bi bo Fructus Piperis Longui 

Platycladus orientalis Ce bai ye Cacumen Platycladi 

Platycladus orientalis Bai zi ren Semen Platycladi 

Platycodon grandiflorus Jie geng Radix Platycodonis 

http://webprod.hc-sc.gc.ca/nhpid-bdipsn/atReq.do?atid=tcm&lang=eng#t1fn2
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Pogostemon cablin Guang huo 
xiang you 

Oleum Pogostemonis 

Polygala tenuifolia Yuan zhi Radix Polygalae 

Polygonatum odoratum Yu zhu Rhizoma Polygonati Odorati 

Portulaca oleracea Ma chi xian Herba Portulacae 

Prunella vulgaris Xia ku cao Spica Prunellae 

Prunus mume Wu mei Fructus Mume 

Pseudostellaria 
heterophylla 

Tai zi shen Radix Pseudostellariae 

Ptyas dhumnades Wu shao she Zaocys 

Pueraria montana var. 
lobata 

Ge gen Radix Puerariae Lobatae 

Pyrola callientha Lu xian cao Herba Pyrolae 

Pyrola decorata Lu xian cao Herba Pyrolae 

Raphanus sativus Lai fu zi Semen Raphani 

Rehmannia glutinosa Sheng di huang Radix Rehmanniae 

Rehmannia glutinosa Shu di huang Radix Rehmanniae Preparata 

Reynoutria japonica Hu zhang Rhizoma et Radix Polygoni 
Cuspidati 

Reynoutria multiflora He shou wu Radix Polygoni Multiflori (non 
preparata) 

Reynoutria multiflora Zhi he shou wu Radix Polygoni Multiflorum 
Praeparata 

Rhodiola crenulata Hong jing tian Radix et Rhizoma Rhodiolae 
Crenulatae 

Rosa laevigata Jin ying zi Fructus Rosae Laevigatae 

Rubus chingii Fu pen zi Fructus Rubi 

Salvia miltiorrhiza Dan shen Radix et Rhizoma Salviae 
Miltiorrhizae 

Sanguisorba officinalis Di yu Radix Sanguisorbae 

Santalum album Tan xiang Lignum Santali Albi 

Saposhnikovia divaricata Fang feng Radix Saposhnikoviae 

Sarcandra glabra Zhong jie feng Herba Sarcandrae 

Sargassum fusiforme Hai zao Sargassum 

Sargassum pallidum Hai zao Sargassum 

Sargentodoxa cuneata Da xue teng Caulis Sargentodoxae 

Saussurea costus Mu xiang Radix Aucklandiae 

Schisandra chinensis Wu wei zi Fructus Schisandrae Chinensis 

Schizostachyum 
chinense 

Tian zhu huang Concretio Silicea Bambusae 

Scrophularia ningpoensis Xuan shen Radix Scrophulariae 

Scutellaria baicalensis Huang qin Radix Scutellariae 

Senegalia catechu Er cha Catechu 

Sepia esculenta Hai piao xiao Endoconcha Sepiae 

Sepiella inermis Hai piao xiao Endoconcha Sepiae 

Sesamum indicum Ma you Oleum Sesami 

Sesamum indicum Hei zhi ma Semen Sesami Nigrum 

Setaria italica Gu ya Fructus Setariae Germinatus 

Sinapis alba Jie zi Semen Sinapis 

Siraitia grosvenorii Luo han guo Fructus Momordicae 

Smilax glabra Tu fu ling Rhizoma Smilacis Glabrae 

Sodium Sulfate Xiuan ming fen Natrii Sulfas Exsiccatus 
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Sodium Sulfate 
Decahydrate 

Mang xiao Natrii Sulfas 

Solanum nigrum Long kui Herba Solani Nigri 

Sparganium eurycarpum San leng Rhizoma Sparganii 

Spatholobus suberectus Ji xue teng Caulis Spatholobi 

Stemona japonica Bai bu Radix Stemonae 

Styrax tonkinensis An xi xiang Benzoinum 

Succinum Hu po Succinum 

Taxillus chinensis Sang ji sheng Herba Taxilli 

Taxillus sutchuenensis Sang ji sheng Herba Taxilli 

Terminalia chebula He zi Fructus Chebulae 

Tetradium ruticarpum Wu zhu yu Fructus Euodiae 

Tinospora sagittata Jin guo lan Radix Tinosporae 

Tinospora sinensis Kuan jin teng Caulis Tinosporae Sinenis 

Trametes versicolor Yun zhi Coriolus 

Tribulus terrestris Ji li Fructus Tribuli 

Trichosanthes kirilowii Gua lou Fructus Trichosanthis 

Trichosanthes rosthornii Gua lou Fructus Trichosanthis 

Trichosanthes kirilowii Gua lou pi Pericarpium Trichosanthis 

Trichosanthes rosthornii Gua lou pi Pericarpium Trichosanthis 

Trichosanthes kirilowii Tian hua 
fen;Gua lou gen 

Radix Trichosanthis 

Trichosanthes rosthornii Tian hua fen; 
Gua lou gen 

Radix Trichosanthis 

Trigonella foenum-
graecum 

Hu lu ba Semen Trigonellae 

Triticum aestivum Fu xiao mai Semen Tritici Aestivi Levis 

Uncaria gambir Er cha Catechu 

Uncaria rhynchophylla Gou teng Ramulus cum Uncis Uncariae 

Vaccaria hispanica 
subsp. hispanica 

Wang bu liu xing Semen Vaccariae 

Vincetoxicum stauntonii Bai qian Rhizoma et Radix Cynanchi 
Stauntonii 

Viola philippica var. 
philippica 

Zi hua di ding Herba Violae 

Vitex rotundifolia Man jing zi Fructus Viticis 

Vitex trifolia Man jing zi Fructus Viticis 

Zanthoxylum bungeanum Hua jiao Pericarpium Zanthoxyli 

Zanthoxylum schinifolium Hua jiao Pericarpium Zanthoxyli 

Zingiber officinale Gan jiang Rhizoma Zingiberis 

Zingiber officinale Pao jiang Rhizoma Zingiberis Preparatum 

Zingiber officinale Sheng jiang Rhizoma Zingiberis Recens 

Ziziphus jujuba Da zao Fructus Jujubae 

Ziziphus jujuba 
var.spinosa 

Suan zao ren Semen Ziziphi Spinosae 

 

Table 2: Medicinal Ingredients with diuretic or stimulant laxative 
properties 

Proper (species) Name Common 
(pinyin) Name 

Pharmacopoeial Name* 

Ingredients with diuretic properties 

Achyranthes bidentata Niu xi Radix Achyranthis 
Bidentatae 

http://webprod.hc-sc.gc.ca/nhpid-bdipsn/atReq.do?atid=tcm&lang=eng#t2fn1


RDG HS comments  

Registration of Medicines  Health Supplements  

  

7.04_QSE_Health_Supplements_Nov14_v1  Nov 2014  Page 392 of 451  

Alisma plantago-aquatica 
subsp. orientale 

Ze xie Rhizoma Alismatis 

Artemisia capillaris Yin chen Herba Artemisiae 
Scopariae 

Artemisia scoparia Yin chen Herba Artemisiae 
Scopariae 

Atractylodes macrocephala Bai zhu Rhizoma Atractylodis 
Macrocephalae 

Bassia scoparia Di fu zi Fructus Kochiae 

Benincasa hispida Dong gua pi Exocarpium Benincasae 

Camellia sinensis Lu cha Folium Camellia Sinensis 

Clematis armandii Chuan mu tong Caulis Clematidis Armandii 

Coix lacryma-jobi var. ma-
yuen 

Yi yi ren Semen Coicis 

Descurainia sophia Ting li zi Semen Descurainiae 

Dianthus superbus Qu mai Herba Dianthi 

Dioscorea collettii var. 
hypoglauca 

Fen bi xie Rhizoma Dioscoreae 
Hypoglaucae 

Gentiana manshurica Long dan Radix et Rhizoma 
Gentianae 

Gentiana scabra Long dan Radix et Rhizoma 
Gentianae 

Gentiana triflora Long dan Radix et Rhizoma 
Gentianae 

Gentiana rigescens Long dan Radix et Rhizoma 
Gentianae 

Imperata cylindrica Bai mao gen Rhizoma Imperatae 

Leonurus japonicus Chong wei zi Fructus Leonuri 

Leonurus japonicus Yi mu cao Herba Leonuri 

Lepidium apetalum Ting li zi Semen Lepidii 

Lophatherum gracile Dan zhu ye Herba Lophatheri 

Lysimachia christinae Jin qian cao Herba Lysmachiae 

Phragmites australis Lu gen Rhizoma Phragmitis 

Plantago asiatica Che qian zi Semen Plantaginis 

Polygonum aviculare Bian xu Herba Polygoni Avicularis 

Polyporus umbellatus Zhu ling Polyporus 

Scutellaria barbata Ban zhi lian Herba Scutellariae 
Barbatae 

Sophora flavescens Ku shen Radix Sophorae 
Flavescentis 

Spirodela polyrhiza Fu ping Herba Spirodelae 

Stephania tetrandra Fang ji Radix Stephaniae 
Tetrandrae 

Talcum Hua shi Talcum 

Taraxacum mongolicum Pu gong ying Herba Taraxaci 

Taraxacum sinicum Pu gong ying Herba Taraxaci 

Tetrapanax papyrifer Tong cao Medulla Tetrapanacis 

Wolfiporia extensa Fu ling Poria 

Wolfiporia extensa Chi fu ling Poria Rubra 

Ingredients with stimulant laxative properties 

Aloe ferox Lu hui Aloe 

Aloe vera Lu hui Aloe 

Rheum officinale Da huang Radix et Rhizoma Rhei 

Rheum palmatum Da huang Radix et Rhizoma Rhei 
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Rheum tanguticum Da huang Radix et Rhizoma Rhei 

Senna obtusifolia Jue ming zi Semen Cassiae 

Senna tora Jue ming zi Semen Cassiae 

 

Table 3: Medicinal Ingredients that are only allowable when prepared 
according to the specifications 

Proper 
(species) 

Name 

Common 
(pinyin) 
Name 

Pharmacopoeial 
Name* 

Specifications 

Aconitum 
carmichaelii 

Chuan wu Radix Aconiti Route Of Administration:  
Oral  
Detail:  
Aconitum carmichaelii roots 
contain C19-Diterpenoid 
alkaloids. In order to reduce 
toxicity, the roots must be 
processed (e.g. blast-fried) 
before use as medicinal 
ingredients, and contain no 
more than 0.02% of C19-
Diterpenoid alkaloids 
including aconitine, 
mesaconitine and 
hypaconitine. 

Acorus 
calamus 

Zang chang 
pu 

Rhizoma Acori 
Calami 

Detail:  
For all Acorus species, 
there are concerns related 
to the content of beta-
asarone. Toxic limits for 
beta-asarone: No more 
than (NMT) 10 mg/kg beta-
asarone in dried rhizome of 
Acorus species or NMT 115 
mcg/day of beta-asarone in 
finished products. 

Acorus 
gramineus 

Shi chang 
pu 

Rhizoma Acori 
Tatarinowii 

Route Of Administration:  
Oral   
Detail: 
For all Acorus species, 
there are concerns related 
to the content of beta-
asarone. Toxic limits for 
beta-asarone: No more 
than (NMT) 10 mg/kg beta-
asarone in dried rhizome of 
Acorus species or NMT 115 
mcg/day of beta-asarone in 
finished products. 

Lithospermum 
erythrorhizon 

Zi cao gen Radix 
Lithospermi 

Route Of Administration:  
Oral   
Detail:  
Toxic limits for pyrrolizidine 
alkaloids: No more than 
(NMT) 0.5 mcg/kg bw/day 
1,2-unsaturated 
pyrrolizidine alkaloids 
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(uPAs) or NMT 1 mcg/kg 
bw/day total pyrrolizidine 
alkaloids (PAs) in 
Lithospermum 
erythrorhizon root 

Cannabis 
sativa 

Huo ma ren Semen Cannabis Upper Limit:  
10.0 Units: Parts per million   
Detail:  
Hemp products cannot 
contain more than 10 ppm 
of delta-9-tetrahydro-
cannabinol (THC), and their 
production must comply 
with the Industrial Hemp 
Regulations. 

Artemisia 
annua  
Persicaria 
hydropiper  
Prunus 
armeniaca  
Triticum 
aestivum  
Vigna 
umbellata  
Xanthium 
sibiricum 

Shen qu Massa Medicata 
Fermentata 

Route Of Administration:  
Oral   
Detail:  
In order to reduce toxicity, 
the following ingredients 
must be processed before 
use as medicinal 
ingredients in Massa 
Medicata Fermentata, 
Fructus Xanthii, and Semen 
Armeniacae Amarum: 
Xanthium sibiricum fruit 
must have the spines 
removed and be stir-baked. 
The skin of Prunus 
armeniaca seeds must be 
removed and the seeds 
stir-baked in order to break 
down amygdalin, a 
cyanogenic glycoside. 

Massa 
Medicata 
Fermentata 
(Guangdong 
Shenqu) 

Massa 
Medicata 
Fermentata 
(Guangdong 
Shenqu) 

Massa Medicata 
Fermentata 
(Guangdong 
Shenqu) 

Route Of Administration:  
Oral   
Detail:  
In order to reduce toxicity, 
the following ingredients 
must be processed before 
use as medicinal 
ingredients in Massa 
Medicata Fermentata, 
Fructus Xanthii, and Semen 
Armeniacae Amarum: 
Xanthium sibiricum fruit 
must have the spines 
removed and be stir-baked. 
The skin of Prunus 
armeniaca seeds must be 
removed and the seeds 
stir-baked in order to break 
down amygdalin, a 
cyanogenic glycoside. 
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Monascus 
purpurea-
fermented 
Oryza sativa 

Hong qu Red Yeast Rice Route Of Administration:  
Oral   
Lovastatin Upper Limit:  
1.0  
Units: 
Milligrams/24 hour  

Prunus 
armeniaca var. 
ansu 

Ku xing ren Semen 
Armeniacae 
Amarum 

Route Of Administration:  
Oral   
Detail:  
In order to reduce toxicity, 
the following ingredients 
must be processed before 
use as medicinal 
ingredients in Massa 
Medicata Fermentata, 
Fructus Xanthii, and Semen 
Armeniacae Amarum: 
Xanthium sibiricum fruit 
must have the spines 
removed and be stir-baked. 
The skin of Prunus 
armeniaca seeds must be 
removed and the seeds 
stir-baked in order to break 
down amygdalin, a 
cyanogenic glycoside. 

Prunus 
armeniaca 

Ku xing ren Semen 
Armeniacae 
Amarum 

Route Of Administration:  
Oral   
Detail:  
In order to reduce toxicity, 
the following ingredients 
must be processed before 
use as medicinal 
ingredients in Massa 
Medicata Fermentata, 
Fructus Xanthii, and Semen 
Armeniacae Amarum: 
Xanthium sibiricum fruit 
must have the spines 
removed and be stir-baked. 
The skin of Prunus 
armeniaca seeds must be 
removed and the seeds 
stir-baked in order to break 
down amygdalin, a 
cyanogenic glycoside. 

Prunus sibirica Ku xing ren Semen 
Armeniacae 
Amarum 

Route Of Administration:  
Oral 
Detail:  
In order to reduce toxicity, 
the following must be 
processed before use as a 
medicinal ingredient: The 
skins of Prunus sibirica 
seeds must be removed 
and the seeds stir-baked in 
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order to break down 
amygdalin, a cyanogenic 
glycoside. 

Prunus 
davidiana 

Tao ren Semen Persicae Route Of Administration:  
Oral   
Detail:  
In order to reduce toxicity, 
the following must be 
processed before use as a 
medicinal ingredient: The 
skins of Prunus davidiana 
seeds must be removed 
and the seeds stir-baked in 
order to break down 
amygdalin, a cyanogenic 
glycoside. 

Prunus persica Tao ren Semen Persicae Route Of Administration: 
Oral   
Detail:  
In order to reduce toxicity, 
the following must be 
processed before use as 
medicinal ingredients: The 
skins of Prunus davidiana 
and P. persica seeds must 
be removed and the seeds 
stir-baked in order to break 
down amygdalin, a 
cyanogenic glycoside. 

Xanthium 
sibiricum 

Cang er zi Fructus Xanthii Route Of Administration:  
Oral   
Detail:  
In order to reduce toxicity, 
the following ingredient 
must be processed before 
use as a medicinal 
ingredient in Massa 
Medicata Fermentata and 
Fructus Xanthii: Xanthium 
sibiricum fruit must have 
the spines removed and be 
stir-baked. 

 

Table 4: The following medicinal ingredients have been evaluated and 
are excluded from this monograph 

Proper (species) 
Name 

Common 
(pinyin) Name 

Pharmacopoeial 
Name* 

Source 

Croton tiglium Ba dou Fructus Crotoni Seed 

Deinagkistrodon 
acutus 

Qi she Agkistrodon Whole 
(body) 

Ephedra equisetina Ma huang Ephedrae Herba Stem 

Ephedra intermedia Ma huang Ephedrae Herba Stem 

Ephedra intermedia Ma huang gen Radix et Rhizoma 
Ephedrae 

Root & 
Rhizome 

Ephedra sinica Ma huang Ephedrae Herba Stem 

http://webprod.hc-sc.gc.ca/nhpid-bdipsn/atReq.do?atid=tcm&lang=eng#t4fn1
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Ephedra intermedia Ma huang gen Radix et Rhizoma 
Ephedrae 

Root & 
Rhizome 

Menispermum 
dauricum 

Bei dou gen Rhizoma Menispermi Seed 

 

PHARMACEUTICAL STANDARD: 

As specified by referenced texts. 

 

PHARMACEUTICAL DOSAGE FORM: 

Examples of acceptable dosage forms: 

 Products that are tinctures can be supported by referenced texts that 

provide information on fluidextracts (ethanolic); spirit-based preparations 

(e.g.: plant material mixed with wine; plant material mixed with whisky); 

ethanolic tinctures (with known extract ratio); dried powdered extracts (with 

known Quantity crude equivalent (QCE)). 

 Products that are ointments, liniments, creams, etc. can be supported by 

referenced texts that provide information on dried plant material or 

powdered extracts (with known QCE). 

  

 Buccal gargle or rinse preparations can be supported by referenced texts 

that provide information on dried plant material, powdered extracts, and 

ethanolic-based preparations (with known QCE). 

  

 Essential oils and resins can be supported by referenced texts that provide 

information on the specific essential oils or resins (drops). 

 

ROUTE(S) OF ADMINISTRATION: 

The route(s) of administration must be consistent with the routes of 

administration specified by referenced texts. 

 

Examples of acceptable routes of administration: 

 Oral route of administration for tinctures, dried plant material, decoctions, 

expressed juices, etc. 

  

 Buccal route of administration for rinse or gargle preparations 

  

 Topical route of administration for creams, ointments, essential oils, 

expressed juices, etc. 

 

PHARMACOLOGICAL ACTION: 

The ancient beliefs on which TCM is based include the following: 

 

The human body is a miniature version of the larger, surrounding universe. 

 

Harmony between two opposing yet complementary forces, called yin and 

yang, supports health, and disease results from an imbalance between 

these forces. 
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Five elements—fire, earth, wood, metal, and water—symbolically 

represent all phenomena, including the stages of human life, and explain 

the functioning of the body and how it changes during disease. 

 

Qi, a vital energy that flows through the body, performs multiple functions 

in maintaining health. 

 

INDICATIONS: 

Single ingredient products and products whose combination of 

ingredients is identical to a base formula in the referenced text: 

 

Remedy/Product/Preparation based on the theory of Traditional Chinese 

Medicine. 

 

Products whose combination of ingredients is not identical to a base 

formula in the referenced text: 

 

Combination of Traditional Chinese Medicine Ingredients. 

 

CONTRA-INDICATIONS: 

If you are pregnant or breastfeeding, do not use this product. 

 

As specified by referenced texts. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

If symptoms persist or worsen, or if new symptoms develop, consult a 

health care practitioner. 

 

As specified by referenced texts. 

 

INTERACTIONS: 

If you are taking prescription medications, consult a health care 

practitioner prior to use. 

 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding, do not use this product. 

 

If you are pregnant or breastfeeding your baby please consult your doctor, 

pharmacist or other health care professional for advice before taking this 

medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Quantity(ies): 
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The quantity(ies) must be within the daily dosage range specified by 

referenced texts, considering additive effects between ingredients of 

similar actions or properties.  

 

Method of preparation: 

 The method of preparation must be consistent with preparations and 

methods of processing used in the practice and outlined in a referenced 

text. 

 When the reference dosage is for a powder, the ingredient may be present 

as a powder or the dose must be extrapolated for a hydroethanolic extract. 

 When the reference dosage is for a decoction, the ingredient must be 

present as a decoction. 

 Where the preparation method utilizes a solvent, the same solvent must 

be used. 

 

Recommended conditions of use: 

 

Single ingredient products and products whose combination of 

ingredients is identical to a base formula in a referenced text: 

 

Where recommended conditions of use differ between referenced texts, it 

is the responsibility of the applicant to determine the most appropriate risk 

statements, directions and duration of use statements that should be 

included on the application for registration of a medicine form. Additional 

risk statements, directions and duration of use statements specified by 

referenced texts must also be included. 

 

Products whose combination of ingredients is not identical to a base 

formula in a referenced text: 

 

When a product is not derived from a base formula from a referenced text, 

it is the responsibility of the applicant to determine, for each of the 

medicinal ingredients in the product, whether the risk statements, 

directions and duration of use statements indicated on the monographs 

and/or referenced texts should be included on the application for 

registration of a medicine form. Risk information from the various sources 

can be combined. 

 

Duration of use: 

 

For prolonged use, consult a health care practitioner. 

 

SIDE-EFFECTS: 

As specified by referenced texts. 

 

Not all side-effects reported for this medicine are included in this leaflet. 

Should your general health worsen or if you experience any untoward 

effects while taking this medicine, please consult your doctor, pharmacist 

or other health care professional for advice. 
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KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF ITS 

TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If neither 

is available, contact the nearest hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

As specified by referenced texts. 

 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a complementary medicine if it has not received 

registration with the Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 

AYURVEDIC AND 

UNANI TIBB 

MEDICINES 

PROPER NAME(S) AND COMMON NAME(S) 

As specified by referenced texts in the Ayurvedic Pharmacopoeia and 

Unani Pharmacopeia: 

 

SOURCE OF MATERIALS: 

 

PLANT MATERIAL FROM WHICH HERBAL SUBSTANCES MUST 

NOT BE DERIVED: 

Name 

Abrus precatorius seed and root 

Acorus calamus 

Amanita (all or any species)  

Anadenanthera peregrina 

Argyreia nervosa 

Aristolochia (all or any species) 

Aspergillus fumigatus 

Aspergillus nidulans 

Aspergillus niger 

Aspergillus sydowi 

Aspergillus terreus 

Banisteriopsis caapi 

Candida albicans 

Cannabis 

Catha edulis 

Conocybe (all or any species) 

Crotalaria (all or any species) 
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Cynoglossum officinale 

Epidermophyton floccosum 

Erythroxylum coca 

Geotrichum candidum 

Gymnopilus (all or any species)  

Haemadictyon (all or any species)  

Heliotropium (all or any species) 

Ipomoea burmanni (Rivea corymbosa) 

Ipomoea hederacea  

Ipomoea violacea (Ipomoea tricolor) 

Lophophora (all or any species) 

Microsporum audouinni 

Microsporum canis 

Opuntia cylindrica 

Papaver bracteatum 

Papaver somniferum 

Peganum harmala 

Petasites (all or any species) 

Piptadenia macrocarpa  

Piptadenia peregrina 

Psylocybe (all or any species)  

Pteridium aquilinum 

Rhizopus oligosporus 

Senecio (all or any species)  

Sophora secundiflora 

Stropharia cubensis  

Strychnos gaulthieriana 

Strychnos ignatii (Ignatia amara) 

Symphytum (all or any species) 

Trichophyton (all or any species) 

Tussilago farfara 

Virola sebifera 

 

PLANT MATERIAL FROM WHICH HERBAL SUBSTANCES MAY BE 

DERIVED THAT ARE CONSISTENT WITH CERTAIN 

QUALIFICATIONS: 

Item Plant material Qualification 

1 Abrus 

cantoniensis 

if the herbal substance is derived from the 

seed—the preparation does not contain the 

herbal substance in a quantity that exceeds, 

for the recommended daily dose of the 

preparation, the equivalent of 1 mg of the dry 

seed 
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2 Arisaema (all 

or any species)  

the preparation does not contain the herbal 

substance in a quantity that exceeds, for the 

recommended daily dose of the preparation, 

the equivalent of 1 mg of the dry herbal 

material 

3 Armoracia 

rusticana 

(Cochlearia 

armoracia) 

the preparation does not contain, for its 

recommended daily dose, more than 20 mg of 

volatile oil components 

4 Arnica (all or 

any species) 

if the preparation is for any use other than 

external use—it does not contain the herbal 

substance in a quantity that exceeds, for the 

recommended daily dose of the preparation, 

the equivalent of 1 mg of the dry herbal 

material 

5 Arum 

maculatum 

the preparation does not contain the herbal 

substance in a quantity that exceeds, for the 

recommended daily dose of the preparation, 

the equivalent of 1 mg of the dry herbal 

material 

5A Azadirachta 

indica (Neem) 

 the herbal substance is derived 
from the seed in the form of cold 
pressed oil; and 

 the proposed route of 
administration of the preparation 
containing the herbal substance is 
topical; and 

 if the preparation contains more 
than 1% of the herbal substance: 

 the preparation is provided in a 

container fitted with a 

child-resistant closure; and 

 label on the goods complies with 

the requirements of the Required 

Advisory Statements for Medicine 

Labels 

6 Backhousia 

citriodora 

 the herbal substance is derived from leaf 
oil only; and 

 the proposed route of administration of 
the preparation is topical only; and 

 the concentration of the herbal substance 
does not exceed 10 mg per g of the 
preparation; and 

 (d) the label on the goods complies with 
the requirements of the Required 
Advisory Statements for Medicine Labels 

7 Brachyglottis 

(all or any 

species)  

the preparation does not contain the herbal 

substance in a quantity that exceeds, for the 

recommended daily dose of the preparation, 

the equivalent of 1 mg of the dry herbal 

material 
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8 Brassica (all or 

any species) 

if the herbal substance is derived from the 

seed—the preparation does not contain, for its 

recommended daily dose, more than 20 mg of 

allyl isothiocyanate (volatile oil component) 

9 Brunfelsia 

uniflora 

the preparation does not contain the herbal 

substance in a quantity that exceeds, for the 

recommended daily dose of the preparation, 

the equivalent of 1 mg of the dry herbal 

material 

10 Chenopodium 

ambrosioides 

the preparation does not contain, for its 

recommended daily dose, more than 10 mg of 

volatile oil components 

11 Cicuta virosa the preparation does not contain the herbal 

substance in a quantity that exceeds, for the 

recommended daily dose of the preparation, 

the equivalent of 1 mg of the dry herbal 

material 

12 Croton (all or 

any species) 

the preparation does not contain the herbal 

substance in a quantity that exceeds, for the 

recommended daily dose of the preparation, 

the equivalent of 1 mg of the dry herbal 

material 

13 Daphne 

mezereum 

the preparation does not contain the herbal 

substance in a quantity that exceeds, for the 

recommended daily dose of the preparation, 

the equivalent of 1 mg of the dry herbal 

material 

14 Dryopteris 

filix-mas 

the preparation does not contain the herbal 

substance in a quantity that exceeds, for the 

recommended daily dose of the preparation, 

the equivalent of 1 mg of the dry herbal 

material 

15 Echium vulgare the preparation does not contain the herbal 

substance in a quantity that exceeds, for the 

recommended daily dose of the preparation, 

the equivalent of 1 mg of the dry herbal 

material 

16 Euonymus 

europaeus 

the preparation does not contain the herbal 

substance in a quantity that exceeds, for the 

recommended daily dose of the preparation, 

the equivalent of 1 mg of the dry herbal 

material 

17 Helleborus (all 

or any species) 

the preparation does not contain the herbal 

substance in a quantity that exceeds, for the 

recommended daily dose of the preparation, 

the equivalent of 1 mg of the dry herbal 

material 

18 Hirschfeldia 

incana 

if the herbal substance is derived from the 

seed—the preparation does not contain, for its 

recommended daily dose, more than 20 mg of 

allyl isothiocyanate (volatile oil component) 
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19 Hydnocarpus 

anthelmintica 

if the herbal substance is derived from the 

seed or seed oil and the preparation is for any 

use other than external use—the preparation 

does not contain the herbal substance in a 

quantity that exceeds, for the recommended 

daily dose of the preparation, the equivalent of 

1 mg of the dry seed 

20 Hypericum 

perforatum 

if the preparation is not a homoeopathic 

preparation and the proposed route of 

administration of the preparation is oral—the 

label on the goods complies with the 

requirements of the Required Advisory 

Statements for Medicine Labels 

21 Kunzea 

ambigua 

(a) the herbal substance is derived from essential 
oils only; and 

(b) the proposed route of administration of the 
preparation is topical or by inhalation of the 
vapour only; and 

(c) the preparation is supplied in a container with 
a restrictive flow insert; and 

(d) the label on the goods complies with the 
requirements of the Required Advisory 
Statements for Medicine Labels 

22 Lantana 

camara 

the preparation does not contain the herbal 

substance in a quantity that exceeds, for the 

recommended daily dose of the preparation, 

the equivalent of 1 mg of the dry herbal 

material 

23 Lathyrus 

sativus 

if the preparation contains lathyrogenic amino 

acids—it does not contain the herbal 

substance in a quantity that exceeds, for the 

recommended daily dose of the preparation, 

the equivalent of 1 mg of the dry herbal 

material 

24 Lithospermum 

(all or any 

species)  

the preparation does not contain the herbal 

substance in a quantity that exceeds, for the 

recommended daily dose of the preparation, 

the equivalent of 1 mg of the dry herbal 

material 

25 Lycopersicon 

esculentum 

if the preparation is for any use other than 

external use—it does not contain, for its 

recommended daily dose, more than 10 mg of 

total steroidal alkaloids 

26 Medicago 

sativa 

the L-canavanine level is not more than that of 

the dried leaf of the plant 

27 Menispermum 

canadense 

the preparation does not contain the herbal 

substance in a quantity that exceeds, for the 

recommended daily dose of the preparation, 

the equivalent of 1 mg of the dry herbal 

material 
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28 Mentha 

pulegium 

(a) if the preparation is for external use—it does 
not contain, for its recommended daily dose, 
more than 150 mg of volatile oil components; 
and 

(b) if the preparation is for any other use—it does 
not contain, for its recommended daily dose, 
more than 50 mg of volatile oil components 

29 Monstera 

deliciosa 

if the herbal substance is derived from the 

leaf—the preparation does not contain the 

herbal substance in a quantity that exceeds, 

for the recommended daily dose of the 

preparation, the equivalent of 1 mg of the dry 

leaf 

30 Morinda 

citrifolia 

the herbal substance is fruit juice only 

31 Oenanthe (all 

or any species) 

the preparation does not contain the herbal 

substance in a quantity that exceeds, for the 

recommended daily dose of the preparation, 

the equivalent of 1 mg of the dry herbal 

material 

32 Paullinia 

cupana 

the label on the goods complies with the 

requirements of the Required Advisory 

Statements for Medicine Labels 

33 Peumus boldus the preparation does not contain, for its 

recommended daily dose, more than 100 mg 

of volatile oil components 

34 Phytolacca 

decandra 

(americana) 

the preparation does not contain the herbal 

substance in a quantity that exceeds, for the 

recommended daily dose of the preparation, 

the equivalent of 1 mg of the dry herbal 

material 

35 Piper 

methysticum 

if the herbal substance is for oral use: 

 it is any of the following: 

 ( aqueous dispersion of whole or peeled 

rhizome; 

 (B)aqueous extract of whole or peeled 

rhizome; 

 (C) dried whole or peeled rhizome; and 

 the preparation does not contain, for its 

recommended daily dose, more than 250 

mg of kavalactones; and 

 (iii) if the preparation is in the form of a 

tablet or capsule—the amount of 

kavalactones does not exceed 125mg for 

each tablet or capsule; and 

   if the preparation is in the form of a tea 

bag—the amount of dried whole or peeled 

rhizome does not exceed 3 g for each tea 

bag; and 

 if the preparation contains more than 25 

mg of kavalactones per dose—the label on 

the goods complies with the requirements 
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of the Required Advisory Statements for 

Medicine Labels; 

 (b) if the herbal substance is for topical 
application to the rectum or vagina or by 
spray to the throat—it is any of the 
following: 

 aqueous dispersion of whole or peeled 

rhizome; 

 aqueous extract of whole or peeled 

rhizome; 

 dried whole or peeled rhizome; 

 (c) if the herbal substance is not a 
substance to which paragraph (a) or (b) 
applies, the herbal substance may be: 

 used in homeopathic preparations more 

dilute than a 1 000-fold dilution of a mother 

tincture; or 

 (ii) used in a preparation for topical 

application to the skin if the preparation 

does not contain, for its daily dose, more 

than 250 mg of kavalactones 

36 Prunus dulcis 

(P. amygdalus) 

var. amara 

if the herbal substance is derived from the 

seed—the preparation does not contain the 

herbal substance in a quantity that exceeds, 

for the recommended daily dose of the 

preparation, the equivalent of 1 mg of the dry 

seed 

37 Pseudolarix 

kaempferi 

if the herbal substance is derived from plant 

parts other than the stem, bark or root, or if the 

preparation is for any use other than external 

use—the preparation does not contain the 

herbal substance in a quantity that exceeds, 

for the recommended daily dose of the 

preparation, the equivalent of 1 mg of the dry 

herbal material 

38 Pseudowintera 

colorata 

the herbal substance is derived from the leaf 

only 

39 Rhododendron 

molle 

the preparation does not contain the herbal 

substance in a quantity that exceeds, for the 

recommended daily dose of the preparation, 

the equivalent of 1 mg of the dry herbal 

material 

40 Ricinus 

communis 

the herbal substance is the fixed oil of the seed 

only 

41 Robinia 

pseudoacacia 

if the herbal substance is derived from plant 

parts other than the leaf or flower—the 

preparation does not contain the herbal 

substance in a quantity that exceeds, for the 

recommended daily dose of the preparation, 

the equivalent of 1 mg of the dry herbal 

material 
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42 Rohdea 

japonica  

the preparation does not contain the herbal 

substance in a quantity that exceeds, for the 

recommended daily dose of the preparation, 

the equivalent of 1 mg of the dry herbal 

material 

43 Santalum 

spicatum 

(a) the herbal substance is oil derived from the 
root or stem wood only; and 

(b) the proposed route of administration of the 
preparation is topical or by inhalation only 

44 Schoenocaulon 

officinale 

(Sabadilla 

officinarum, 

Veratrum 

officinale) 

the preparation does not contain the herbal 

substance in a quantity that exceeds, for the 

recommended daily dose of the preparation, 

the equivalent of 1 mg of the dry herbal 

material 

45 Semecarpus 

anacardium 

(Anacardium 

orientale) 

if the herbal substance is derived from plant 

parts other than the seed—the preparation 

does not contain the herbal substance in a 

quantity that exceeds, for the recommended 

daily dose of the preparation, the equivalent of 

1 mg of the dry herbal material 

46 Sinapsis alba if the herbal substance is derived from the 

seed—the preparation does not contain, for its 

recommended daily dose, more than 20 mg of 

allyl isothiocyanate (volatile oil component) 

47 Solanum (all or 

any species) 

if the preparation is for any use other than 

external use—it does not contain, for its 

recommended daily dose, more than 10 mg of 

total steroidal alkaloids including solanine, 

solaneine and solanidine 

48 Spigelia 

marilandica 

the preparation does not contain the herbal 

substance in a quantity that exceeds, for the 

recommended daily dose of the preparation, 

the equivalent of 1 mg of the dry herbal 

material 

49 Tamus 

communis 

if the herbal substance is derived from the fruit 

or root—the preparation does not contain the 

herbal substance in a quantity that exceeds, 

for the recommended daily dose of the 

preparation, the equivalent of 1 mg of the dry 

herbal material 

49A Terminalia 

ferdinandiana 

the preparation contains only aqueous extracts 

of the fruit flesh or fruit flesh dry 

50 Teucrium (all 

or any species) 

the preparation does not contain the herbal 

substance in a quantity that exceeds, for the 

recommended daily dose of the preparation, 

the equivalent of 1 mg of the dry herbal 

material 

51 Toxicodendron 

radicans (Rhus 

toxicodendron) 

the preparation does not contain the herbal 

substance in a quantity that exceeds, for the 

recommended daily dose of the preparation, 
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the equivalent of 1 mg of the dry herbal 

material 

52 Trametes 

versicolor 

the preparation only contains aqueous extracts 

of the hyphae, dried to powder form 

 

PHARMACEUTICAL STANDARD: 

As specified by referenced texts. 

 

PHARMACEUTICAL DOSAGE FORM: 

Examples of acceptable dosage forms: 

 Products that are tinctures can be supported by referenced texts that 

provide information on fluidextracts (ethanolic); spirit-based preparations 

(e.g.: plant material mixed with wine; plant material mixed with whisky); 

ethanolic tinctures (with known extract ratio); dried powdered extracts (with 

known Quantity crude equivalent (QCE)). 

  

 Products that are ointments, liniments, creams, etc. can be supported by 

referenced texts that provide information on dried plant material or 

powdered extracts (with known QCE). 

  

 Buccal gargle or rinse preparations can be supported by referenced texts 

that provide information on dried plant material, powdered extracts, and 

ethanolic-based preparations (with known QCE). 

  

 Essential oils and resins can be supported by referenced texts that provide 

information on the specific essential oils or resins (drops). 

 

ROUTE(S) OF ADMINISTRATION: 

The route(s) of administration must be consistent with the routes of 

administration specified by referenced texts. 

 

Examples of acceptable routes of administration: 

 Oral route of administration for tinctures, dried plant material, decoctions, 

expressed juices, etc. 

  

 Buccal route of administration for rinse or gargle preparations 

  

 Topical route of administration for creams, ointments, essential oils, 

expressed juices, etc. 

 

PHARMACOLOGICAL ACTION: 

Ayurvedic medicine: 

The term “Ayurveda” combines the Sanskrit words ayur (life) and veda 

(science or knowledge). Ayurvedic medicine, as practiced in India, is one 

of the oldest systems of medicine in the world. Many Ayurvedic practices 

predate written records and were handed down by word of mouth. Three 

ancient books known as the Great Trilogy were written in Sanskrit more 
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than 2,000 years ago and are considered the main texts on Ayurvedic 

medicine—Caraka Samhita, Sushruta Samhita, and Astanga Hridaya. 

 

Key concepts of Ayurvedic medicine include universal interconnectedness 

(among people, their health, and the universe), the body’s constitution 

(prakriti), and life forces (dosha), which are often compared to the biologic 

humors of the ancient Greek system. Using these concepts, Ayurvedic 

physicians prescribe individualized treatments, including compounds of 

herbs or proprietary ingredients, and diet, exercise, and lifestyle 

recommendations. 

 

Unani Tibb medicine: 

Unani-Tibb (also known as Unani Medicine or Tibb) is a system of 

medicine based on the teachings of Hippocrates and Galen, subsequently 

developed into a comprehensive healthcare system by Arabic physicians, 

especially Ibn Sina (aka Avicenna). The key principle of Unani-Tibb is that 

the body has a potent ability to heal itself and maintain optimum health, so 

any therapy must support and augment this, rather than oppose or 

diminish it. In addition, Unani-Tibb accepts that every person is unique, 

and this must be taken into account in both diagnosing disorders and 

selecting therapy.  

 

Empowerment of the individual is an essential aspect of Unani-Tibb 

healthcare, so knowledge of self and the disorder features prominently. 

Treatment is designed to enhance self-healing. In Unani-Tibb, this relies 

on personal lifestyle reform where appropriate, or intervention with one or 

more therapeutic measures, such as herbal medication, 'hands-on' therapy 

and dietary changes. 

 

Unani-Tibb philosophy is largely based on four key axioms:  

 The first is Temperament, which reflects the uniqueness of each 
individual. This is important in both diagnosis and treatment.  

 Second, Physis is the body's innate power for self-healing. The 
prime objective of Unani-Tibb therapy is to support Physis, initially 
by lifestyle changes; then by the rational use of natural and herbal 
medications; and finally by the rational application of specific 
therapies.  

 Third is the Qualities, an old concept given a new perspective in 
Unani-Tibb, taking into account recent developments in clinical 
science. Disturbance in the person's qualitative balance is the 
source of body disharmony and therefore disease. 

 Finally, there are the Lifestyle Factors. Unani-Tibb strongly 
believes that lifestyle diseases are often the result of, or 
aggravated by, imprudent or even self-destructive lifestyles.  

 

INDICATIONS: 

Single ingredient products and products whose combination of 

ingredients is identical to a base formula in the referenced text: 

 



RDG HS comments  

Registration of Medicines  Health Supplements  

  

7.04_QSE_Health_Supplements_Nov14_v1  Nov 2014  Page 410 of 451  

Remedy/Product/Preparation based on the theory of Ayurvedic/Unani Tibb 

medicine. 

 

Products whose combination of ingredients is not identical to a base 

formula in the referenced text: 

 

Combination of Traditional Ayurvedic/Unani Tibb Ingredients. 

 

CONTRA-INDICATIONS: 

If you are pregnant or breastfeeding, do not use this product. 

 

As specified by referenced texts. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

If symptoms persist or worsen, or if new symptoms develop, consult a 

health care practitioner. 

 

As specified by referenced texts. 

 

INTERACTIONS: 

If you are taking prescription medications, consult a health care 

practitioner prior to use. 

 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding, do not use this product. 

 

If you are pregnant or breastfeeding your baby please consult your doctor, 

pharmacist or other health care professional for advice before taking this 

medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

  

Quantity(ies): 

The quantity(ies) must be within the daily dosage range specified by 

referenced texts, considering additive effects between ingredients of 

similar actions or properties.  

 

Method of preparation: 

 The method of preparation must be consistent with preparations and 

methods of processing used in the practice and outlined in a referenced 

text. 

  

 When the reference dosage is for a powder, the ingredient may be present 

as a powder or the dose must be extrapolated for extracts. 
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 When the reference dosage is for a decoction, the ingredient must be 

present as a decoction. 

  

 Where the preparation method utilizes a solvent, the same solvent must 

be used. 

 

Recommended conditions of use: 

 

Single ingredient products and products whose combination of 

ingredients is identical to a base formula in a referenced text: 

 

Where recommended conditions of use differ between referenced texts, it 

is the responsibility of the applicant to determine the most appropriate risk 

statements, directions and duration of use statements that should be 

included on the application for registration of a medicine form. Additional 

risk statements, directions and duration of use statements specified by 

referenced texts must also be included. 

 

Products whose combination of ingredients is not identical to a base 

formula in a referenced text: 

 

When a product is not derived from a base formula from a referenced text, 

it is the responsibility of the applicant to determine, for each of the 

medicinal ingredients in the product, whether the risk statements, 

directions and duration of use statements indicated on the monographs 

and/or referenced texts should be included on the application for 

registration of a medicine form. Risk information from the various sources 

can be combined. 

 

Duration of use: 

 

For prolonged use, consult a health care practitioner. 

 

SIDE-EFFECTS: 

As specified by referenced texts. 

 

Not all side-effects reported for this medicine are included in this leaflet. 

Should your general health worsen or if you experience any untoward 

effects while taking this medicine, please consult your doctor, pharmacist 

or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF ITS 

TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If neither 

is available, contact the nearest hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

As specified by referenced texts. 
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Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a complementary medicine if it has not received 

registration with the Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 

AROMATHERAPY PROPER NAME(S), COMMON NAME(S), SOURCE MATERIAL(S), 

DOSE(S) 

Refer to Table below. 

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of equal 

standard other than those approved that may be proper for specific 

ingredients or a particular health supplement or herbal medicine. However 

if a monograph is published in one of these approved pharmacopoeias, 

the pharmacopoeial monograph specification must be considered a 

minimum standard applied for testing of the designated active ingredient 

and finished product. 

 

ROUTE OF ADMINISTRATION: 

 Topical 

 Inhalation 

 

PHARMACEUTICAL DOSAGE FORM: 

Those dosage forms suited to inhalation and/or topical administration 

including but not limited to liquids, oils, sprays, roll-ons. 

 

PHARMACOLOGICAL ACTION: 

Aromatherapy utilises blends of therapeutic essential oils that can be 

issued through topical application, massage, inhalation or water immersion 

to stimulate a desired response. 

 

INDICATIONS: 

Refer to last column of the Table for uses supported for each medicinal 

ingredient: 

1.  

 Used in Aromatherapy for symptomatic relief of acne/boils. 

 Used in Aromatherapy to relieve minor skin 
irritation/cuts/bruises/burns. 

 Used in Aromatherapy for symptomatic relief of eczema/dermatitis 

 Used in Aromatherapy as a nervine/calmative. 

 Used in Aromatherapy to help relieve joint/muscle pain associated 
with sprain/strain/rheumatoid arthritis 



RDG HS comments  

Registration of Medicines  Health Supplements  

  

7.04_QSE_Health_Supplements_Nov14_v1  Nov 2014  Page 413 of 451  

 Used in Aromatherapy to help relieve headache. 

 Used in Aromatherapy as a carminative/antispasmodic for 
symptomatic relief of digestive discomfort. 

 Used in Aromatherapy to help relieve colds/cough. 
 

AROMATHERAPY INGREDIENTS: 

Notes: All medicinal ingredients in the Table are steam distilled, unless 
otherwise stated. 

 See definition of various preparations (i.e. steam distilled, expressed, 
preparation of an absolute, rectified). 

 The concentrations in the Table refer to final concentration after dilution 
to be applied on the skin. 

 The quantity per dosage unit for undiluted (pure) essential oils should be 
indicated as "100 %" of the appropriate dilution information (such as 
mixing XX drops of essential oil in YY mL of carrier oil) in the Directions 
for use section. 

Proper 
name(s) 
(S) 
Sensitizing 
(P) 
Phototoxic 

Common 
name(s) 

 

Source 
material(
s) 

 

Conc. for 
Topical 
appl. 
Min-Max 
massage 
(Max. 
local)% * 
 

Acceptable Use(s) 

Abies 
balsamea 

Balsam fir 
essential oil 

Balsam 
essential oil 

Needle 

Twig 

1 - 
5(10)% 

Used in Aromatherapy 
as a nervine/ 
calmative. 
 
Used in Aromatherapy 
to help relieve 
joint/muscle pain 

Angelica 
archangelica 
(S, P) 

Angelica 
essential oil 

Root 

Seed 

0.78% Used in Aromatherapy 
as a 
nervine/calmative. 
 
Used in Aromatherapy 
to help relieve 
joint/muscle pain 
associated with 
sprain/strain/rheumato
id arthritis 
 
Used in Aromatherapy 
to help relieve 
headache. 
 
Used in Aromatherapy 
as a carminative/ 
antispasmodic for 
symptomatic relief of 
digestive discomfort. 
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Used in Aromatherapy 
to help relieve 
colds/cough. 

Aniba 
rosaeodora 

Rosewood 
essential oil 

Wood 1 - 
5(10)% 

Used in Aromatherapy 
for symptomatic relief 
of acne/boils. 
 
Used in Aromatherapy 
to relieve minor skin 
irritation/cuts/ 
bruises/burns. 
 
Used in Aromatherapy 
as a 
nervine/calmative. 
 
Used in Aromatherapy 
to help relieve 
headache. 
 
Used in Aromatherapy 
to help relieve 
colds/cough. 

Apium 
graveolens 
(P) 

Celery 
essential oil 

Seed 1 - 4% Used in Aromatherapy 
as a 
nervine/calmative. 
 
Used in Aromatherapy 
to help relieve 
joint/muscle pain 
associated with 
sprain/strain/ 
rheumatoid arthritis 

Boswellia 
frereana 

Frankincense 
essential oil 

Olibanum 
essential oil 

Stem 
resin 

1 - 5(8)% Used in Aromatherapy 
to relieve minor skin 
irritation/cuts/ 
bruises/burns. 
 
Used in Aromatherapy 
as a 
nervine/calmative. 
 
Used in Aromatherapy 
to help relieve 
colds/cough. 

Frankincense 
absolute 

Olibanum 
absolute 

1 - 3% 
(absolute) 

Used in Aromatherapy 
to relieve minor skin 
irritation/cuts/ 
bruises/burns. 
 
Used in Aromatherapy 
as a 
nervine/calmative. 
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Used in Aromatherapy 
to help relieve 
colds/cough. 

Boswellia 
sacra 

Frankincense 
essential oil 

Olibanum 
essential oil 

Stem 
resin 

1 - 5(8)% Used in Aromatherapy 
to relieve minor skin 
irritation/cuts/ 
bruises/burns. 
 
Used in Aromatherapy 
as a 
nervine/calmative. 
 
Used in Aromatherapy 
to help relieve 
colds/cough. 

Frankincense 
absolute 

Olibanum 
absolute 

1 - 3% 
(absolute) 

Used in Aromatherapy 
to relieve minor skin 
irritation/cuts/ 
bruises/burns. 
 
Used in Aromatherapy 
as a 
nervine/calmative. 
 
Used in Aromatherapy 
to help relieve 
colds/cough. 

Cananga 
odorata (S) 

Cananga 
essential oil 

Ylang ylang 
essential oil 

Flower 1 - 2% Used in Aromatherapy 
as a 
nervine/calmative. 
 
 

Carum carvi Caraway 
essential oil 

Fruit 

Seed 

1 - 4% Used in Aromatherapy 
as a carminative/ 
antispasmodic for 
symptomatic relief of 
digestive discomfort. 
 
Used in Aromatherapy 
to help relieve 
colds/cough. 

Cedrus 
atlantica (P) 

Atlas 
Cedarwood 
essential oil 

Cedarwood 
essential oil 

Wood 1 - 5(8)% Used in Aromatherapy 
for symptomatic relief 
of acne/boils. 
 
Used in Aromatherapy 
to relieve minor skin 
irritation/cuts/ 
bruises/burns. 
 
Used in Aromatherapy 
as a 
nervine/calmative. 
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Used in Aromatherapy 
to help relieve 
joint/muscle pain 
associated with 
sprain/strain/rheumato
id arthritis 
 
Used in Aromatherapy 
to help relieve 
colds/cough. 

Chamaemel
um nobile 

Roman 
chamomile 
essential oil 

English 
chamomile 
essential oil 

Herb top 
flowering 

1 - 4% Used in Aromatherapy 
as a 
nervine/calmative. 
 
Used in Aromatherapy 
as a carminative/ 
antispasmodic for 
symptomatic relief of 
digestive discomfort. 

Chrysopogo
n zizanioides 

Vetiver 
essential oil 

Root 1 - 1.5% Used in Aromatherapy 
to help relieve 
joint/muscle pain 
associated with 
sprain/strain/rheumato
id arthritis 
 
Used in Aromatherapy 
to help relieve 
colds/cough. 

Cinnamomu
m camphora  

White 
camphor 
essential oil 

Stem 
Bark 

Wood 

Branch 

1 - 
5(20)% 

Used in Aromatherapy 
for symptomatic relief 
of acne/boils. 
 
Used in Aromatherapy 
to relieve minor skin 
irritation/cuts/bruises/ 
burns. 
  
Used in Aromatherapy 
to help relieve 
joint/muscle pain 
associated with 
sprain/strain/rheumato
id arthritis 
 
Used in Aromatherapy 
to help relieve 
colds/cough. 

Cinnamomu
m verum (S) 

Cinnamon 
essential oil 

Leaf 

Twig 

1 - 
5(10)% 

Used in Aromatherapy 
to help relieve 
joint/muscle pain 
associated with 
sprain/strain/rheumato
id arthritis 
 



RDG HS comments  

Registration of Medicines  Health Supplements  

  

7.04_QSE_Health_Supplements_Nov14_v1  Nov 2014  Page 417 of 451  

Used in Aromatherapy 
to help relieve 
colds/cough. 

Cistus 
ladanifer 

Labdanum 
essential oil 

Gum 1 - 5(8)% Used in Aromatherapy 
as a 
nervine/calmative. 
 
Used in Aromatherapy 
to help relieve 
joint/muscle pain 
associated with 
sprain/strain/rheumato
id arthritis 
 
Used in Aromatherapy 
as a carminative/ 
antispasmodic for 
symptomatic relief of 
digestive discomfort. 

Citrus 
aurantiifolia 
(P) 
Expressed 

Lime essential 
oil 

Unripe 
fruit peel 

0.7% 
(expresse
d) 

Used in Aromatherapy 

for symptomatic relief 

of acne/boils. 

Used in Aromatherapy 

to help relieve 

joint/muscle pain 

associated with 

sprain/strain/rheumato

id arthritis 

Used in Aromatherapy 

to help relieve 

colds/cough. 

Ripe fruit 
peel 

1 - 
5(15)% 

Citrus 
aurantium 
(S, P) 

Neroli 
essential oil 

Bitter orange 
essential oil 

Flower 1 - 4% Used in Aromatherapy 

as a 

nervine/calmative. 

Used in Aromatherapy 

to help relieve 

headache. 

Used in Aromatherapy 

as a carminative/ 

antispasmodic for 

symptomatic relief of 

digestive discomfort. 

Used in Aromatherapy 
to help relieve 
colds/cough. 

Neroli 
absolute 

Bitter orange 
absolute 

1 - 3% 
(absolute) 

Petitgrain 
essential oil 

Leaf 1 - 
5(10)% 

Used in Aromatherapy 
as a 
nervine/calmative. 
 
Used in Aromatherapy 
to help relieve 
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joint/muscle pain 
associated with 
sprain/strain/rheumato
id arthritis 

Citrus 
bergamia (P) 

Bergamot 
(FCF) 
essential oil 

FCF = 
Furanocoumar
in-free 

Fruit peel 1 - 
5(20)% 

(expresse
d-
rectified) 

Used in Aromatherapy 
for symptomatic relief 
of acne/boils. 
 
Used in Aromatherapy 
to relieve minor skin 
irritation/cuts/bruises/ 
burns. 
 
Used in Aromatherapy 
for symptomatic relief 
of eczema/dermatitis 
 
Used in Aromatherapy 
to help relieve 
headache. 
 
Used in Aromatherapy 
as a carminative/ 
antispasmodic for 
symptomatic relief of 
digestive discomfort. 
 
Used in Aromatherapy 
to help relieve 
colds/cough. 

Bergamot 
essential oil 

0.4% 

(expresse
d) 

Citrus 
paradisi (P) 

Grapefruit 
essential oil 

Fruit peel 1 - 4% Used in Aromatherapy 

as a 

nervine/calmative. 

 

Citrus limon 
(S, P) 
Expressed 

Lemon 
essential oil 

Fruit peel 1- 2% 
(expresse
d) 

Used in Aromatherapy 
to help relieve 
colds/cough. 

1- 5(10)% 

Citrus 
sinensis (S, 
P) 

Sweet orange 
essential oil 

Orange 
essential oil 

Fruit peel 1 - 
5(10)% 
(expresse
d) 

Used in Aromatherapy 
to help relieve 
colds/cough. 
 
Used in Aromatherapy 
as a carminative/ 
antispasmodic for 
symptomatic relief of 
digestive discomfort. 

Commiphora 
myrrha 

Myrrh 
essential oil 

Sap 
Resin 

1 - 5(8)% Used in Aromatherapy 
to relieve minor skin 
irritation/cuts/bruises/ 
burns. 
 

Myrrh 
absolute 

1 - 3% 
(absolute) 
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Used in Aromatherapy 
for symptomatic relief 
of eczema/dermatitis. 
 
Used in Aromatherapy 
to help relieve 
colds/cough. 

Cuminum 
cyminum (P) 

Cumin 
essential oil 

Seed 0.4% Used in Aromatherapy 

as a 

nervine/calmative. 

Used in Aromatherapy 

to help relieve 

joint/muscle pain 

associated with 

sprain/strain/rheumato

id arthritis 

Used in Aromatherapy 

as a carminative/ 

antispasmodic for 

symptomatic relief of 

digestive discomfort. 

Cupressus 
semperviren
s 

Italian cypress 
essential oil 

Mediterranean 
cypress 
essential oil 

Needle 

Twig 

1 - 4% Used in Aromatherapy 
to help relieve 
joint/muscle pain 
associated with 
sprain/strain/ 
rheumatoid arthritis 
 
Used in Aromatherapy 
to help relieve 
colds/cough. 

Cymbopogo
n citratus (S) 

Lemongrass 
essential oil 

Herb top 1 - 4% Used in Aromatherapy 
as a 
nervine/calmative. 
 
Used in Aromatherapy 
to help relieve 
joint/muscle pain 
associated with 
sprain/strain/ 
rheumatoid arthritis 
 
Used in Aromatherapy 
to help relieve 
headache. 
 
Used in Aromatherapy 
as a carminative/ 
antispasmodic for 
symptomatic relief of 
digestive discomfort. 
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Cymbopogo
n flexuosus 
(S) 

East Indian 
lemongrass 
essential oil 

Herb top 1 - 4% Used in Aromatherapy 

as a 

nervine/calmative. 

Used in Aromatherapy 

to help relieve 

joint/muscle pain 

associated with 

sprain/strain/ 

rheumatoid arthritis 

Used in Aromatherapy 

to help relieve 

headache. 

Used in Aromatherapy 

as a carminative/ 

antispasmodic for 

symptomatic relief of 

digestive discomfort. 

Cymbopogo
n martini (S) 

Palmarosa 
essential oil 

Herb top 1 - 5(8)% Used in Aromatherapy 
as a 
nervine/calmative. 
 
Used in Aromatherapy 
to help relieve 
colds/cough. 
 

Cymbopogo
n nardus (S) 

Citronella 
essential oil 

Ceylon 
citronella 
essential oil 

Herb top 1% Used in Aromatherapy 
to help relieve 
joint/muscle pain 
associated with 
sprain/strain/ 
rheumatoid arthritis 
 
Used in Aromatherapy 
to help relieve 
headache. 
 
Used in Aromatherapy 
as a carminative/ 
antispasmodic for 
symptomatic relief of 
digestive discomfort. 

Cymbopogo
n 
winterianus 
(S) 

Burma 
citronella 
essential oil 

Java citronella 
essential oil 

Herb top 1% Used in Aromatherapy 
to help relieve 
joint/muscle pain 
associated with 
sprain/strain/ 
rheumatoid arthritis 
 
Used in Aromatherapy 
to help relieve 
headache. 
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Used in Aromatherapy 
as a carminative/ 
antispasmodic for 
symptomatic relief of 
digestive discomfort. 

Elettaria 
cardamomu
m 

Cardamom 
essential oil 

Seed 1 - 4% Used in Aromatherapy 
as a carminative/ 
antispasmodic for 
symptomatic relief of 
digestive discomfort. 
 
Used in Aromatherapy 
to help relieve 
colds/cough. 

Eucalyptus 
globulus (S) 

Eucalyptus 
essential oil 

Leaf 1 - 
5(25)% 

Used in Aromatherapy 
to help relieve 
headache. 
 
Used in Aromatherapy 
to help relieve 
colds/cough. 

Foeniculum 
vulgare 
subsp. 
vulgare var. 
vulgare 

Bitter fennel 
essential oil 

Seed 1 - 4% Used in Aromatherapy 
to relieve minor skin 
irritation/cuts/ 
bruises/burns. 
.  
Used in Aromatherapy 
to help relieve 
joint/muscle pain 
associated with 
sprain/strain/rheumato
id arthritis 
 
Used in Aromatherapy 
as a carminative/ 
antispasmodic for 
symptomatic relief of 
digestive discomfort. 
 
Used in Aromatherapy 
to help relieve 
colds/cough. 

Foeniculum 
vulgare 
subsp. 
vulgare var. 
dulce 

Sweet fennel 
essential oil 

Roman fennel 
essential oil 

Seed 1 - 4% Used in Aromatherapy 
to relieve minor skin 
irritation/cuts/ 
bruises/burns. 
.  
Used in Aromatherapy 
to help relieve 
joint/muscle pain 
associated with 
sprain/strain/rheumato
id arthritis 
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Used in Aromatherapy 
as a carminative/ 
antispasmodic for 
symptomatic relief of 
digestive discomfort. 
 
Used in Aromatherapy 
to help relieve 
colds/cough. 

Helichrysum 
italicum 

Immortelle 
essential oil 

Curry-plant 
essential oil 

Herb top 
flowering 

0.5% Used in Aromatherapy 

for symptomatic relief 

of acne/boils. 

Used in Aromatherapy 

to relieve minor skin 

irritation/cuts/ 

bruises/burns. 

Used in Aromatherapy 

for symptomatic relief 

of eczema/dermatitis 

Used in Aromatherapy 

as a 

nervine/calmative. 

Used in Aromatherapy 

to help relieve 

joint/muscle pain 

associated with 

sprain/strain/ 

rheumatoid arthritis 

Used in Aromatherapy 

as a carminative/ 

antispasmodic for 

symptomatic relief of 

digestive discomfort. 

Used in Aromatherapy 

to help relieve 

colds/cough. 

Illicium 
verum (S) 

Star anise 
essential oil 

Fruit 1 - 2% Used in Aromatherapy 
as a 
nervine/calmative. 
 
Used in Aromatherapy 
to help relieve 
joint/muscle pain 
associated with 
sprain/strain/ 
rheumatoid arthritis 
 
Used in Aromatherapy 
to help relieve 
headache. 
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Used in Aromatherapy 
as a carminative/ 
antispasmodic for 
symptomatic relief of 
digestive discomfort. 
 
Used in Aromatherapy 
to help relieve 
colds/cough. 

Jasminum 
officinale (S) 

Jasmine 
absolute 

Flower 0.7% 
(absolute) 

Used in Aromatherapy 

as a 

nervine/calmative. 

Used in Aromatherapy 

to help relieve 

joint/muscle pain 

associated with 

sprain/strain/rheumato

id arthritis 

Used in Aromatherapy 

to help relieve 

headache. 

Used in Aromatherapy 

to help relieve 

colds/cough. 

Juniperus 
communis 

Juniper 
essential oil 

Common 
juniper 
essential oil 

Fruit 1 - 5(8)% Used in Aromatherapy 
for symptomatic relief 
of acne/boils. 
 
Used in Aromatherapy 
to relieve minor skin 
irritation/cuts 
/bruises/burns. 
 
Used in Aromatherapy 
for symptomatic relief 
of eczema/dermatitis 
 
Used in Aromatherapy 
as a 
nervine/calmative. 
 
Used in Aromatherapy 
to help relieve 
joint/muscle pain 
associated with 
sprain/strain/ 
rheumatoid arthritis 

Laurus 
nobilis (S) 

Bay laurel 
essential oil 

Laurel 
essential oil 

Leaf 

Twig 

1 - 2% Used in Aromatherapy 
as a 
nervine/calmative. 
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Used in Aromatherapy 
to help relieve 
joint/muscle pain 
associated with 
sprain/strain/ 
rheumatoid arthritis 
 
Used in Aromatherapy 
to help relieve 
headache. 
 
Used in Aromatherapy 
to help relieve 
colds/cough. 

Lavandula 
augustifolia 
(S, P) 

Lavender 
essential oil 

Herb top 
flowering 

1 - 
5(15)% 

Used in Aromatherapy 

as a 

nervine/calmative. 

Used in Aromatherapy 

to help relieve 

joint/muscle pain 

associated with 

sprain/strain/rheumato

id arthritis 

Used in Aromatherapy 

to help relieve 

headache. 

Used in Aromatherapy 

as a carminative/ 

antispasmodic for 

symptomatic relief of 

digestive discomfort. 

Used in Aromatherapy 

to help relieve 

colds/cough. 

Lavandula 
latifolia (S, 
P) 

Spike 
lavender 
essential oil 

Herb top 
flowering 

1 - 5(8)% Used in Aromatherapy 

as a 

nervine/calmative. 

Used in Aromatherapy 

to help relieve 

joint/muscle pain 

associated with 

sprain/strain/rheumato

id arthritis 

Used in Aromatherapy 

to help relieve 

headache. 

Used in Aromatherapy 

as a 

carminative/antispasm
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odic for symptomatic 

relief of digestive 

discomfort. 

Used in Aromatherapy 

to help relieve 

colds/cough. 

Litsea 
cubeba (S) 

Litsea 
essential oil 

Fruit 1 - 5(8)% Used in Aromatherapy 
as a carminative/ 
antispasmodic for 
symptomatic relief of 
digestive discomfort. 

Matricaria 
chamomilla 

Chamomile 
essential oil 

German 
chamomile 
essential oil 

Herb top 
flowering 

1 - 4% Used in Aromatherapy 

for symptomatic relief 

of acne/boils. 

 

Used in Aromatherapy 

to relieve minor skin 

irritation/cuts/ 

bruises/burns. 

 

Used in Aromatherapy 

as a 

nervine/calmative. 

 

Used in Aromatherapy 

to help relieve 

joint/muscle pain 

associated with 

sprain/strain/rheumato

id arthritis 

 

Used in Aromatherapy 

to help relieve 

headache. 

 

Used in Aromatherapy 

as a carminative/ 

antispasmodic for 

symptomatic relief of 

digestive discomfort. 

Melaleuca 
alternifolia 
(S) 

Tea tree 
essential oil 

Leaf 

Twig 

1% Used in Aromatherapy 
to help relieve 
colds/cough. 

Melaleuca 
cajuputi 

Cajuput 
essential oil 

Leaf 1 - 4% Used in Aromatherapy 
for symptomatic relief 
of acne/boils. 
 



RDG HS comments  

Registration of Medicines  Health Supplements  

  

7.04_QSE_Health_Supplements_Nov14_v1  Nov 2014  Page 426 of 451  

Used in Aromatherapy 
for symptomatic relief 
of eczema/dermatitis 
 
Used in Aromatherapy 
to help relieve 
joint/muscle pain 
associated with 
sprain/strain/rheumato
id arthritis 
 
Used in Aromatherapy 
to help relieve 
colds/cough. 

Mentha 
arvensis 

Cornmint 
essential oil 

Twig 
flowering 

1 - 5(8)% Used in Aromatherapy 
for symptomatic relief 
of acne/boils. 
 
Used in Aromatherapy 
as a 
nervine/calmative. 
 
Used in Aromatherapy 
to help relieve 
joint/muscle pain 
associated with 
sprain/strain/ 
rheumatoid arthritis 
 
Used in Aromatherapy 
as a carminative/ 
antispasmodic for 
symptomatic relief of 
digestive discomfort. 
 
Used in Aromatherapy 
to help relieve 
colds/cough. 

Mentha x 
piperita (S) 

Peppermint 
essential oil 

Twig 
flowering 

1 - 5(8)% Used in Aromatherapy 
as a 
nervine/calmative. 
 
Used in Aromatherapy 
to help relieve 
joint/muscle pain 
associated with 
sprain/strain/ 
rheumatoid arthritis 
 
Used in Aromatherapy 
as a 
carminative/antispasm
odic for symptomatic 
relief of digestive 
discomfort. 
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Used in Aromatherapy 
to help relieve 
colds/cough. 

Mentha 
spicata (S) 

Spearmint 
essential oil 

Twig 
flowering 

1 - 4% Used in Aromatherapy 
as a 
nervine/calmative. 
 
Used in Aromatherapy 
to help relieve 
headache. 
 
Used in Aromatherapy 
as a carminative/ 
antispasmodic for 
symptomatic relief of 
digestive discomfort. 
 
Used in Aromatherapy 
to help relieve 
colds/cough. 

Myristica 
fragrans 

Nutmeg 
essential oil 

Seed 1 - 2% Used in Aromatherapy 
as a 
nervine/calmative. 
 
Used in Aromatherapy 
to help relieve 
joint/muscle pain 
associated with 
sprain/strain/rheumato
id arthritis 
 
Used in Aromatherapy 
as a carminative/ 
antispasmodic for 
symptomatic relief of 
digestive discomfort. 

Myrtus 
communis 

Myrtle 
essential oil 

Leaf 

Twig 

1 - 4% Used in Aromatherapy 
for symptomatic relief 
of acne/boils. 
 
Used in Aromatherapy 
to help relieve 
colds/cough. 

Ocimum 
basilicum (S) 

Sweet basil 
essential oil 

Herb top 
flowering 

1 - 4% Used in Aromatherapy 
as a 
nervine/calmative. 
 
Used in Aromatherapy 
to help relieve 
headache. 
 
Used in Aromatherapy 
as a carminative/ 
antispasmodic for 
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symptomatic relief of 
digestive discomfort. 
 
Used in Aromatherapy 
to help relieve 
colds/cough. 

Origanum 
majorana 

Sweet 
marjoram 
essential oil 

Marjoram 
essential oil 

Herb top 
flowering 

1 - 4% Used in Aromatherapy 
to relieve minor skin 
irritation/cuts/ 
bruises/burns. 
 
Used in Aromatherapy 
for symptomatic relief 
of eczema/dermatitis 
 
Used in Aromatherapy 
as a 
nervine/calmative. 
 
Used in Aromatherapy 
to help relieve 
joint/muscle pain 
associated with 
sprain/strain/rheumato
id arthritis 
 
Used in Aromatherapy 
to help relieve 
headache. 
 
Used in Aromatherapy 
as a carminative/ 
antispasmodic for 
symptomatic relief of 
digestive discomfort. 
 
Used in Aromatherapy 
to help relieve 
colds/cough. 

Pelargoniu
m 
graveolens 
(S) 

Rose 
geranium 
essential oil 

Geranium 
essential oil 

Leaf 

Herb top 
flowering 

1 - 
5(10)% 

Used in Aromatherapy 
to help relieve 
colds/cough. 

Petroselinu
m crispum 
(P) 

Parsley 
essential oil 

Herb top 

Seed 

1 - 2% Used in Aromatherapy 
to relieve minor skin 
irritation/cuts/ 
bruises/burns. 
 
Used in Aromatherapy 
as a 
nervine/calmative. 
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Used in Aromatherapy 
to help relieve 
joint/muscle pain 
associated with 
sprain/strain/rheumato
id arthritis 

Pinus 
sylvestris (S) 

Scotch pine 
essential oil 

Needle 1 - 
5(10)% 

Used in Aromatherapy 
as a 
nervine/calmative. 
 
Used in Aromatherapy 
to help relieve 
joint/muscle pain 
associated with 
sprain/strain/rheumato
id arthritis 
 
Used in Aromatherapy 
to help relieve 
colds/cough. 

Piper 
cubeba 

Cubeb 
essential oil 

Seed 1 - 5(8)% Used in Aromatherapy 
to relieve minor skin 
irritation/cuts/ 
bruises/burns. 
 
Used in Aromatherapy 
as a carminative/ 
antispasmodic for 
symptomatic relief of 
digestive discomfort. 
 
Used in Aromatherapy 
to help relieve 
colds/cough. 

Piper nigrum Black pepper 
essential oil 

Fruit 1 - 4% Used in Aromatherapy 
to help relieve 
joint/muscle pain 
associated with 
sprain/strain/rheumato
id arthritis 
 
Used in Aromatherapy 
to help relieve 
headache. 
 
Used in Aromatherapy 
as a carminative/ 
antispasmodic for 
symptomatic relief of 
digestive discomfort. 
 
Used in Aromatherapy 
to help relieve 
colds/cough. 
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Pogostemon 
cablin 

Patchouli 
essential oil 

Leaf 1 - 
5(10)% 

Used in Aromatherapy 
for symptomatic relief 
of acne/boils. 
 
Used in Aromatherapy 
to relieve minor skin 
irritation/cuts/ 
bruises/burns. 
 
Used in Aromatherapy 
as a 
nervine/calmative. 
 
Used in Aromatherapy 
as a carminative/ 
antispasmodic for 
symptomatic relief of 
digestive discomfort. 

Rosa x 
damascena 

Damask rose 
essential oil 

Rose 
Essential Oil 

Flower 1 - 2% Used in Aromatherapy 
to relieve minor skin 
irritation/cuts/ 
bruises/burns. 
 
Used in Aromatherapy 
as a 
nervine/calmative. 
 
Used in Aromatherapy 
to help relieve 
headache. 
 
Used in Aromatherapy 
to help relieve 
colds/cough. 

Rosa x 
centifolia 

Provence rose 
essential oil 

Rose essential 
oil 

Flower 1 - 2% Used in Aromatherapy 
to relieve minor skin 
irritation/cuts/ 
bruises/burns. 
 
Used in Aromatherapy 
as a 
nervine/calmative. 
 
Used in Aromatherapy 
to help relieve 
headache. 
 
Used in Aromatherapy 
to help relieve 
colds/cough. 

Rosmarinus 
officinalis 

Rosemary 
essential oil 

Herb top 
flowering 

1 - 
5(6.5)% 

Used in Aromatherapy 
to relieve minor skin 
irritation/cuts/ 
bruises/burns. 
.  



RDG HS comments  

Registration of Medicines  Health Supplements  

  

7.04_QSE_Health_Supplements_Nov14_v1  Nov 2014  Page 431 of 451  

Used in Aromatherapy 
to help relieve 
joint/muscle pain 
associated with 
sprain/strain/rheumato
id arthritis 
 
Used in Aromatherapy 
as a carminative/ 
antispasmodic for 
symptomatic relief of 
digestive discomfort. 
 
Used in Aromatherapy 
to help relieve 
colds/cough. 

Salvia 
lavandulifolia 

Spanish sage 
essential oil 

Herb top 
flowering 

1 - 
5(12.5)% 

Used in Aromatherapy 
to relieve minor skin 
irritation/cuts/ 
bruises/burns. 
 
Used in Aromatherapy 
as a 
nervine/calmative. 
 
Used in Aromatherapy 
to help relieve 
joint/muscle pain 
associated with 
sprain/strain/ 
rheumatoid arthritis 
 
Used in Aromatherapy 
as a carminative/ 
antispasmodic for 
symptomatic relief of 
digestive discomfort. 
 
Used in Aromatherapy 
to help relieve 
colds/cough. 

Salvia 
officinalis 

Sage essential 
oil 

Dalmation 
sage essential 
oil 

Herb top 
flowering 

1 - 5(8)% Used in Aromatherapy 
to relieve minor skin 
irritation/cuts/ 
bruises/burns. 
 
Used in Aromatherapy 
as a 
nervine/calmative. 
 
Used in Aromatherapy 
to help relieve 
joint/muscle pain 
associated with 
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sprain/strain/ 
rheumatoid arthritis 
 
Used in Aromatherapy 
as a carminative/ 
antispasmodic for 
symptomatic relief of 
digestive discomfort. 
 
Used in Aromatherapy 
to help relieve 
colds/cough. 

Salvia 
sclarea 

Clary essential 
oil 

Clary sage 
essential oil 

Herb top 
flowering 

Leaf 

1 - 5(8)% Used in Aromatherapy 
to relieve minor skin 
irritation/cuts/ 
bruises/burns. 
 
Used in Aromatherapy 
as a 
nervine/calmative. 
 
Used in Aromatherapy 
to help relieve 
joint/muscle pain 
associated with 
sprain/strain/rheumato
id arthritis 
 
Used in Aromatherapy 
to help relieve 
headache. 
 
Used in Aromatherapy 
as a carminative/ 
antispasmodic for 
symptomatic relief of 
digestive discomfort. 
 
Used in Aromatherapy 
to help relieve 
colds/cough. 

Santalum 
album (S) 

Sandalwood 
essential oil 

East Indian 
sandalwood 
essential oil 

Wood 1 - 
5(10)% 

Used in Aromatherapy 
as a 
nervine/calmative. 
 
Used in Aromatherapy 
to help relieve 
headache. 
 
Used in Aromatherapy 
as a carminative/ 
antispasmodic for 
symptomatic relief of 
digestive discomfort. 
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Used in Aromatherapy 
to help relieve 
colds/cough. 

Satureja 
hortensis 

Summer 
savory 
essential oil 

Savory 
essential oil 

Herb top 0.5 % Used in Aromatherapy 
to help relieve 
joint/muscle pain 
associated with 
sprain/strain/rheumato
id arthritis 
 
Used in Aromatherapy 
as a carminative/ 
antispasmodic for 
symptomatic relief of 
digestive discomfort. 
 
Used in Aromatherapy 
to help relieve 
colds/cough. 

Styrax 
benzoin (S) 

Benzoin 
essential oil 

Sap 
Resin 

1 - 2% Used in Aromatherapy 
as a 
nervine/calmative. 
 
Used in Aromatherapy 
to help relieve 
joint/muscle pain 
associated with 
sprain/strain/rheumato
id arthritis 
 
Used in Aromatherapy 
as a carminative/ 
antispasmodic for 
symptomatic relief of 
digestive discomfort. 
 
Used in Aromatherapy 
to help relieve 
colds/cough. 

Syzygium 
aromaticum 
(S) Bud, 
stem only 

Clove 
essential oil 

Bud 

Stem 

1 - 4% Used in Aromatherapy 
to help relieve 
joint/muscle pain 
associated with 
sprain/strain/rheumato
id arthritis 
. 
Used in Aromatherapy 
to help relieve 
colds/cough. 

Leaf 1 - 2% 

Thymus 
vulgaris  

Thyme 
essential oil 

Herb top 
flowering 

1 - 5(8)% Used in Aromatherapy 
for symptomatic relief 
of acne/boils. 
 
Used in Aromatherapy 
to relieve minor skin 
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irritation/cuts/ 
bruises/burns. 
 
Used in Aromatherapy 
as a 
nervine/calmative. 
 
Used in Aromatherapy 
to help relieve 
joint/muscle pain 
associated with 
sprain/strain/rheumato
id arthritis 
 
Used in Aromatherapy 
to help relieve 
colds/cough. 

Thymus 
zygis 

White Thyme 
essential oil 

Herb top 
flowering 

1 - 5(8)% Used in Aromatherapy 
for symptomatic relief 
of acne/boils. 
 
Used in Aromatherapy 
to relieve minor skin 
irritation/cuts/ 
bruises/burns. 
 
Used in Aromatherapy 
as a 
nervine/calmative. 
 
Used in Aromatherapy 
to help relieve 
joint/muscle pain 
associated with 
sprain/strain/rheumato
id arthritis 
 
Used in Aromatherapy 
to help relieve 
colds/cough. 

Zingiber 
officinale (P) 

Ginger 
essential oil 

Rhizome 1 - 4% Used in Aromatherapy 
to help relieve 
joint/muscle pain 
associated with 
sprain/strain/rheumato
id arthritis 
 
Used in Aromatherapy 
as a carminative/ 
antispasmodic for 
symptomatic relief of 
digestive discomfort. 
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Used in Aromatherapy 
to help relieve 
colds/cough. 

Note: Formula to calculate the number of drops of essential oil (EO) and 
the amount of mL of carrier oil 
 
Example: 
 
If 1 drop = 0.05 ml: 
 
To prepare a solution that contains 1% of essential oil, 4 drops of 
essential oil should be mixed with 20 mL of carrier oil. 
 
Directions for use: Mix 4 drops of essential oil in 20 ml of carrier oil 
 
Note: If your drop size is not 0.05 ml, adjust the number of drops 
accordingly. 

Definitions: 
Steam Distilled 
Natural raw material is placed in or above water in a retort and exposed 
to steam, which carries the volatile oils into a condenser where the 
mixture is cooled. The oils separate from the water and can be collected. 
 
Expressed (cold-pressed) 
Used primarily to obtain citrus essential oils. The fruit is punctured and 
then mechanically pressed. No external heat is applied during the 
extraction process. 
 
Absolute 
Product of solvent extraction. A solvent is used to extract the oils from the 
plant material in which the product is called a concrete (mixture of 
essential oil, waxes, resins, and other lipophilic (oil soluble) plant 
material). A more polar solvent is added to the concrete to extract the 
essential oil. The alcohol is evaporated and leaves behind the absolute. 
 
Rectified 
Essential oil is purified by fractional distillation in order to remove 
unwanted constituents. 
 
Sensitizing 
Sensitizing essential oils can cause sensitization reaction, also known as 
allergic contact dermatitis which is the usual clinical consequence of 
delayed hypersensitivity. Sensitizing oils cause more pronounced effect 
on patients with rash, dermatitis, eczema, sensitive skin and other skin 
conditions. They cause toxic effect after multiple applications of the 
essential oil. 
 
Phototoxic 
Phototoxic essential oils produce burns, dermatitis, etc. (phototoxic effect) 
when the treated skin area is exposed to direct sunlight. Phototoxic 
effects generally occur due to inherent furanocoumarin content. 
 
Carrier Oil 
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Carrier oils are fixed oils used to dilute essential oils and absolutes before 
they are applied to the skin. Some of examples of carrier oils are Sweet 
almond oil, Grape seed oil, Sunflower oil, Apricot kernel oil, and Peach 
kernel oil.  

 

CONTRA-INDICATIONS: 

If you are pregnant or breastfeeding, do not use this product. 

 

Products that contain sensitizing essential oils: 

 

If you have broken, irritated, or sensitive skin, do not use this product. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

If symptoms persist or worsen, consult a health care practitioner 

 

If you have epilepsy or asthma, consult a health care practitioner prior to 

use 

 

All products (except products that contain phototoxic essential oils): 

 

Avoid exposure of applied area(s) to the sun. 

 

Products that contain phototoxic essential oils 

 

Do not expose the applied area(s) to the sun for 24 to 48 hours after 

application. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your doctor, 

pharmacist or other health care professional for advice before taking this 

medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

 

Quantity(ies): 

 

Refer to Table and/or Directions for use section. 

 

Ingredient Combinations: 

 

All ingredients included in this monograph may be combined 

together with the following restriction: 
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For local application/body massage, the total concentration of the 

combined essential oils must not exceed 5% and each essential oil in the 

product combination must not exceed its maximum concentrations listed in 

the Table. 

 

Directions for use: 

 

All Products:  

External use only. 

 

Avoid contact with eyes and mucous membranes; if this happens, rinse 

thoroughly with vegetable oil (or water). 

 

Local application (10% or less of body surface area): 

 

Apply to affected area up to 3 times per day. 

 

Body massage (more than 10% of the body surface area): 

 

Apply once daily. 

 

Essential oils requiring dilution (topical):  

 

Directions of use explaining appropriate dilution of essential oils in carrier 

oil must be included on the Product Licence Application Form (PLA) and 

the Label (refer to Appendix 2). 

 

Do not use essential oils undiluted. 

 

Sprays used for muscle pain/other topical uses:  

 

Rub and/or massage into skin until solution vanishes. 

 

Bath:  

 

Add 2-8 drops of undiluted essential oil with the same amount of shampoo 

or liquid soap before adding it to the bath. Mix the water gently. For 

maximum benefit, remain in the bath for 10 minutes. Use 2 drops of 

undiluted essential oil the first time and increase by 1 drop per bath up to a 

maximum of 8 drops.  

 

Use once daily. 

 

Direct inhalation:  

 

Apply 1-6 drops of undiluted essential oil to a handkerchief/tissue and 

inhale occasionally to 3 times per day. 
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Steam inhalation: 

 

Add 3-12 drops of undiluted essential oil to a bowl of steaming water/facial 

steamer. Inhale slowly and deeply for 5-10. 

 

Up to 3 times per day. 

 

Compresses: 

 

Add 2 drops of undiluted essential oil to 500 ml of warm water. Mix by 

shaking in a bottle and immediately soak the compress in the mixture. 

Squeeze lightly, apply the compress to the skin, and cover with clothes 

and/or towelling. Leave for 2 to 4 hours. 

 

Up to 3 times per day. 

 

Notes: 

 

A drop size of 0.05 ml is assumed for this monograph however, drop size 

may vary. 

 

Number of drops indicated above should be adjusted for pre-diluted 

essential oil. 

 

Duration of use: 

 

All products (except products that contain sensitizing essential oils): 

 

For prolonged use, consult a health care practitioner. 

 

Products that contain sensitizing essential oils: 

 

For occasional use only. 

 

SIDE-EFFECTS: 

If you experience nausea, dizziness, headache or an allergic reaction, 

discontinue use. 

 

Not all side-effects reported for this medicine are included in this leaflet. 

Should your general health worsen or if you experience any untoward 

effects while taking this medicine, please consult your doctor, pharmacist 

or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF ITS 

TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If neither 

is available, contact the nearest hospital or poison control centre. 
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STORAGE INSTRUCTIONS: 

Child-resistant packaging/containers should be used (JC 2012). 

 

Store in airtight, light-resistant container at room temperature. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has not 

received registration with the Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 

FLOWER 

ESSENCES 

PROPER NAME(S), COMMON NAME(S), AND SOURCE MATERIAL(S): 

 

PRODUCTS MAY CONTAIN ONE OR MORE OF THE FOLLOWING 

INGREDIENTS: 

Proper name(s)  Common 

name(s)  

Source material(s)  

Aesculus carnea  
Red Horse 

chestnut  

Twigs with flowering pyramids 

and young leaves.  

Aesculus 

hippocastanum  

Horse chestnut   Buds and twigs  

Aesculus 

hippocastanum  

Horse chestnut  Flowers  

Agrimonia eupatoria  Agrimony  Flower  

Aqua petra  Rock water  Well or spring water  

Bromus ramosus  Wild oat  Flowering spikelets  

Calluna vulgaris  Heather  Flowering sprays and leaves  

Carpinus betulus  Hornbeam  Young twigs with leaves, and 

flowers  

Castanea sativa  Sweet chestnut  Young twigs with leaves, and 

flowers  

Centaurium 

umbellatum  

Centaury  Flower  

Ceratostigma 

willmottianum  Cerato  Flower  

Cichorium intybus  Chicory  Flower  

Clematis vitalba  Clematis  Flower  

Fagus sylvatica  Beech  Flower  

Gentianella amarella  Gentian  Flower  

Helianthemum 

nummularium  Rock rose  Flower  

Hottonia palustris  Water violet  Flower  

Ilex aquifolium  Holly  Flowering twigs  

Impatiens 

glandulifera  

Impatiens  Flower  
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Juglans regia  Walnut  Young shoots, leaves and 

flowers  

Larix decidua  Larch  
Twigs with the young green leaf-

tufts, and flowers  

Lonicera caprifolium  Honeysuckle  Flowering clusters with stalk and 

leaves  

Malus pumila  Crab apple  Leaves and flower clusters  

Mimulus guttatus  Mimulus  Flower  

Olea europaea  Olive  Flower clusters  

Ornithogalum 

umbellatum  

Star of 

Bethlehem  

Flowering clusters  

Pinus sylvestris  Pine  Young shoots with flowers  

Populus tremula  Aspen  Catkins  

Prunus cerasifera  Cherry plum  Flowering twigs  

Quercus robur  Oak  Catkins  

Rosa canina  Wild rose/Dog 

rose  

Flowers and leaves  

Salix vitellina  Willow  Catkins  

Scleranthus annuus  Scleranthus  Flowering stems and leaves  

Sinapis arvensis  Mustard  Flower-heads and seed pods  

Ulex europaeus  Gorse  Flowers  

Ulmus procera  Elm  Twigs with flower clusters  

Verbena officinalis  Vervain  Flower  

Vitis vinifera  Vine  Flowering clusters  

 

PHARMACEUTICAL STANDARD: 

Applicants may choose to follow pharmacopoeias or references of equal 

standard other than those approved that may be proper for specific 

ingredients or a particular health supplement or herbal medicine. However 

if a monograph is published in one of these approved pharmacopoeias, 

the pharmacopoeial monograph specification must be considered a 

minimum standard applied for testing of the designated active ingredient 

and finished product. 

 

ROUTE OF ADMINISTRATION: 

Oral  

Topical 

 

PHARMACEUTICAL DOSAGE FORM: 

The acceptable pharmaceutical oral dosage forms include, but are not 

limited to granules, liquids or lozenges. 

 

The acceptable pharmaceutical topical dosage forms include, but are not 

limited to creams, ointments or liquids. 
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This monograph is not intended to include foods or food-like dosage forms 

such as bars, chewing gums or beverages. 

 

PHARMACOLOGICAL ACTION: 

Flower remedies are specially prepared flower essences, containing the 

healing energy of plants. They are prescribed according to a patient's 

emotional disposition, as ascertained by the therapist, doctor, or patients 

themselves. 

 

INDICATIONS: 

Flower Essence preparation/remedy/medicine 

 

CONTRA-INDICATIONS: 

No statement is required. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

If symptoms persist or worsen, consult a health care practitioner. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 

If you are pregnant or breastfeeding your baby please consult your doctor, 

pharmacist or other health care professional for advice before taking this 

medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Children: Not suitable for children. 

   

 Potency: 

 

The dilution for each medicinal ingredient must be equivalent to 5X. 

 

Method of preparation: 

 

The method of preparation must be one of the following: 

 BHomP Method Br 9 

 BHomP Method Br 10 
 

Directions for use: 

 

All products: 

 

Take as directed by a health care practitioner. 

 

Specific products: 
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Liquids:  

 2 drops in water and sip at intervals throughout the day or as directed by a 

health care practitioner. 

 

Granules:  

5 granules, twice per day, before lunch and evening meal or as directed by 

a health care practitioner. 

 

Lozenges:  

1 or 2 lozenges, twice per day or as directed by a health care practitioner. 

 

Cream/ointment:  

Clean affected area and then apply cream/ointment to area thoroughly. 

Cover with a bandage if necessary. 

 

Duration of use: 

 

No statement required. 

 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this leaflet. 

Should your general health worsen or if you experience any untoward 

effects while taking this medicine, please consult your doctor, pharmacist 

or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF ITS 

TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If neither 

is available, contact the nearest hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has not 

received registration with the Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 

NOSODES PROPER NAME(S) AND COMMON NAME(S): 

Proper name(s) Common name(s) 

Anthracinum; Bacillus anthracis Anthracinum; Bacillus anthracis; 
Bacteridium anthracis 

Aspergillus niger Aspergillus niger 
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Bacille of Morgan; Morganella 
morgannii 

Bacille of Morgan; Morgan; Morganella 
morganii 

Bacillinum pulmo Bacillinum pulmo 

BCG BCG 

Botulinum Botulinum; Clostridium botulinum 

Calcarea renalis Calcarea renalis; Lapis renalis; Renal 
calculi 

Candida albicans Candida albicans; Monilla albicans 

Candida parapsilosis Candida parapsilosis; Candida 
parakrusei; Monilla parapsilosis 

Carcinosin Carcinosin 

Chlamydia trachomatis Chlamydia trachomatis; Chlamydozoon 
trachomatis; Rickettsia trachomae; 
Rickettsia trachomatis 

Colibacillinum cum natrum 
muriaticum 

Colibacillinum cum natrum muriaticum; 
Escherichia coli in isotonic sodium 
chloride solution 

Ophiocordyceps sinensis Ophiocordyceps sinensis; Cordyceps; 
Chinese Caterpillar Fungus; Dong Chong 
Xia Cao 

Coxsackie Coxsackie 

Diphtherinum Diphtherinum; Potentized diphtheritic 
microbe; Corynebacterium diphtheriae 

Eberthinum Eberthinum; Salmonella typhosa; 
Eberthella typhosa 

Enterococcinum Enterococcinum; Mixed 
Enterococcus/Streptococcus stock 

Epstein-Barr Epstein-Barr Virus; HHV-4 

Friedlander Bacillus of 
Pneumonia; Klebsiella 
pneumoniae 

Friedlander Bacillus of Pneumonia; 
Klebsiella pneumoniae; Bacillus 
mucosus capsulatus; Friedlander; 
Pneumobacillus 

Herpes simplex Herpes Simplex 

Herpes zoster Herpes Zoster 

Hippozaeninum; Hippozaenin Hippozaeninum; Hippozaenin; Farcin; 
Farcine; Glanderin; Glanderine; Mallein 

Influenzinum; Influenza virus Influenzinum; Influenza virus; Vaccinum 
influenzae inactivum; Influenza; 
Inactivated influenza 

Lyssin Lyssin; Hydrophobinum 

Malandrinum Malandrinum 

Malaria officinalis Malaria officinalis 

Marmorek Marmorek 

Medorrhinum Medorrhinum; Glinicum; Gonorrhoeal 
virus; Neisseria gonorrhoeae 

Meningococcinum Meningococcinum; Neisseria meningitidis 



RDG HS comments  

Registration of Medicines  Health Supplements  

  

7.04_QSE_Health_Supplements_Nov14_v1  Nov 2014  Page 444 of 451  

Micrococcus tetragenus (Must 
be combined with Friedlander 
Bacillus of Pneumonia AND 
Mucotoxin) 

Peptostreptococcus tetradius 

Mucotoxin Mucotoxin; Micrococcus catarrhalis 

Mononucleosis Mononucleosis 

Morbilinum Morbilinum 

Mucor mucedo Mucor mucedo 

Ourlianum Ourlianum 

Pertussinum Pertussinum; Pertussin; Coqueluchin; 
Coqueluchinum 

Pneumococcinum Pneumococcinum 

Poliomyelitis Poliomyelitis 

Proteus; Proteus inconstans; 
Proteus mirabilis; Proteus 
morgani; Proteus rettgeri; 
Proteus vulgaris 

Proteus; Proteus inconstans; Proteus 
mirabilis; Proteus morgani; Proteus 
rettgeri; Proteus vulgaris 

Pseudomonas aeruginosa Pseudomonas aeruginosa; 
Pseudomonas 

Psorinum Psorinum; Psoricum 

Pyrogenium; Pyrogen Pyrogenium; Pyrogen 

Salmonella typhi Salmonella typhi 

Scarlatinum; Streptococcus 
pyogenes 

Scarlatinum; Streptococcus pyogenes 

Sinusitisinum Sinusitisinum; Sinusitis nosode; Maxillary 
sinusitis nosode 

Staphylococcinum; 
Staphylococcus; 
Staphylococcus aureus 

Staphylococcinum; Staphylococcus; 
Staphylococcus aureus; Staph; 
Staphylocoque 

Staphylotoxinum Staphylotoxinum 

Streptococcinum; 
Streptococcus pyogenes 

Streptococcinum; Streptococcus 
pyogenes; Streptococcin; Pyogenic 
streptococcus 

Syphilinum Syphilinum; Luesinum; Lueticum 

Tetanotoxicum Tetanotoxicum 

Tuberculinum; Tuberculin Tuberculinum; Tuberculin; Tuberculinum 
crudum; Old tuberculin 

Tuberculinum bovinum; Bovine 
tuberculin 

Tuberculinum bovinum; Bovine tuberculin 

Vaccinotoxinum; Smallpox Vaccinotoxinum; Smallpox; Vaccininum; 
variolae fluidum 

Variolinum Variolinum 

 

SOURCE OF MATERIAL: 
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Proper name Common name Quanti
ty 

Source Material 

Anthracinum; 
Bacillus 
anthracis 

Anthracinum; Bacillus 
anthracis; Bacteridium 
anthracis 

6X Sterile lysate of liver of 
rabbit infected with 
Bacillus anthracis 

Aspergillus 
niger 

Aspergillus niger 12CH Black mould 

Bacille of 
Morgan; 
Morganella 
morgannii 

Bacille of Morgan; 
Morgan; Morganella 
morganii 

12CH Bacteria isolated from 
faeces of man 

Bacillinum 
pulmo 

Bacillinum pulmo 12CH Bacteria isolated from 
human lung tissue 
infected with 
Mycobacterium 
tuberculosis or 
Mycobacterium bovis 

BCG BCG 12CH Dried living culture of 
Mycobacterium 
tuberculosis var. bovis 

Botulinum Botulinum; Clostridium 
botulinum 

12CH Bacteria isolated from 
contaminated food with 
Clostridium botulinum 

Calcarea 
renalis 

Calcarea renalis; Lapis 
renalis; Renal calculi 

12CH Renal calculi 

Candida 
albicans 

Candida albicans; 
Monilla albicans 

12X Yeast cells from 
digestive system of 
man and animals 

Candida 
parapsilosis 

Candida parapsilosis; 
Candida parakrusei; 
Monilla parapsilosis 

12X Yeast cells from 
digestive system of 
man and animals 

Carcinosin Carcinosin 12CH Cancer nosode from 
carcinoma 

Chlamydia 
trachomatis 

Chlamydia trachomatis; 
Chlamydozoon 
trachomatis; Rickettsia 
trachomae; Rickettsia 
trachomatis 

12CH Chlamydia trachomatis 

Colibacillinum 
cum natrum 
muriaticum 

Colibacillinum cum 
natrum muriaticum; 
Escherichia coli in 
isotonic sodium chloride 
solution 

8X Sterilized suspension of 
Escherichia coli in 
isotonic sodium chloride 

Ophiocordycep
s sinensis 

Ophiocordyceps 
sinensis; Cordyceps; 
Chinese Caterpillar 
Fungus; Dong Chong 
Xia Cao 

12CH Ophiocordyceps 
sinensis (fungus) 

Coxsackie Coxsackie 12CH Inactivated Coxsackie 
viruses of sub-groups 
A9 and B4 
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Diphtherinum Diphtherinum; 
Potentized diphtheritic 
microbe; 
Corynebacterium 
diphtheriae 

12CH Diphtheria infected 
membrane 

Eberthinum Eberthinum; Salmonella 
typhosa; Eberthella 
typhosa 

12CH Stools from patients 
suffering from typhoid 

Enterococcinu
m 

Enterococcinum; Mixed 
Enterococcus/Streptoco
ccus stock 

12CH Mixed 
Enterococcus/Streptoco
ccus stock 

Epstein barr Epstein Barr Virus; 
HHV-4 

12CH Epstein-Barr Virus 

Friedlander 
Bacillus of 
Pneumonia; 
Klebsiella 
pneumoniae 

Friedlander Bacillus of 
Pneumonia; Klebsiella 
pneumoniae; Bacillus 
mucosus capsulatus; 
Friedlander; 
Pneumobacillus 

12CH Bacteria isolated from 
the bowel of man, soil, 
and/or water 

Herpes simplex Herpes Simplex 12CH Herpes simplex 
secretion obtained by 
opening the vesicles 

Herpes zoster Herpes Zoster 12CH Excretion obtained from 
shingles vesicles in 
various locations and at 
various stages 

Hippozaeninum
; Hippozaenin 

Hippozaeninum; 
Hippozaenin; Farcin; 
Farcine; Glanderin; 
Glanderine; Mallein 

12CH Discharge from nose or 
skin lesions of 
untreated equine 
animals or humans with 
Pseudomonas mallei 

Influenzinum; 
Influenza virus 
vaccine 

Influenzinum; Influenza 
virus vaccine; 
Vaccinum influenzae 
inactivum; Influenza 
vaccine; Inactivated 
influenza vaccine 

8X Inactivate influenza 
virus type A and B 
individually or 
combined, from chicken 
embryo 

Lyssin Lyssin; Hydrophobinum 12CH Saliva of rabid dog 

Malandrinum Malandrinum 12CH Malanders (psoriasis of 
the bend of knees) of 
the horse 

Malaria 
officinalis 

Malaria officinalis 12CH Dissolved gases from 
decomposed vegetable 
matter taken from 
marshes when malaria 
toxin is most active 

Marmorek Marmorek 12CH Serum of tuberculosis 
induced in the horses 

Medorrhinum Medorrhinum; Glinicum; 
Gonorrhoeal virus; 
Neisseria genethceae 

12CH Purulent urethral 
secretions containing 
Neisseria gonorrhoeae 
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Meningococcin
um 

Meningococcinum; 
Neisseria meningitidis 

12CH Bacteria isolated from 
cerebral fluid of patients 
with meningitis 

Micrococcus 
tetragenus 
(Must be 
combined with 
Friedlander 
Bacillus of 
Pneumonia 
AND 
Mucotoxin) 

Peptostreptococcus 
tetradius 

12CH Lysate of culture of 
Mucotoxin, Friedlander 
Bacillus of Pneumonia 
and Micrococcus 
tetragenus 

Mucotoxin Mucotoxin; Micrococcus 
catarrhalis 

12CH Bacteria isolated from 
nasal discharge of 
patients suffering from 
pneumonia-like catarrh 

Mononucleosis Mononucleosis 12CH Saliva from patients 
infected with Pfeiffer's 
disease 
(Mononucleosis) 
caused by the Epstein 
Barr Virus 

Morbilinum Morbilinum 12CH Buccopharyngeal 
exudates from humans 
infected with measles 

Mucor mucedo Mucor mucedo 12CH Whole fungus 

Ourlianum Ourlianum 12CH Lysate from the saliva 
of patients suffering 
from mumps 

Pertussinum Pertussinum; Pertussin; 
Coqueluchin; 
Coqueluchinum 

12CH Sterile lysate of the 
expectoration of 
untreated patients 
infected by Bordetella 
pertussin 

Pneumococcin
um 

Pneumococcinum 12CH Bacteria extracted from 
the saliva, nasal 
mucosa, mucosa of 
pharynx and 
conjunctiva of healthy 
person 

Poliomyelitis Poliomyelitis 12CH Cerebrospinal fluid of 
poliomyelitis patients, 
obtained by lumbar 
puncture 

Proteus; 
Proteus 
inconstans; 
Proteus 
mirabilis; 
Proteus 
morgani; 
Proteus 
rettgeri; 

Proteus; Proteus 
inconstans; Proteus 
mirabilis; Proteus 
morgani; Proteus 
rettgeri; Proteus 
vulgaris 

12CH Enterobacteria isolated 
from patients with 
gastroenteritis and 
urinary tract infections 
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Proteus 
vulgaris 

Pseudomonas 
aeruginosa 

Pseudomonas 
aeruginosa; 
Pseudomonas 

12CH Pseudomonas 
aeruginosa 

Psorinum Psorinum; Psoricum 12CH Serous fluids from 
scabies lesions caused 
by itch mite Sarcoptes 
scabiei of untreated 
patients 

Pyrogenium; 
Pyrogen 

Pyrogenium; Pyrogen 12X Lysate of ox flesh 

Salmonella 
typhi 

Salmonella typhi 12CH Washings of a culture of 
Salmonella typhi 

Scarlatinum; 
Streptococcus 
pyogenes 

Scarlatinum; 
Streptococcus 
pyogenes 

12CH Whole bacteria sourced 
from man, animals, skin 
or air 

Sinusitisinum Sinusitisinum; Sinusitis 
nosode; Maxillary 
sinusitis nosode 

12X Mucous substances 
from inflamed sinus 
cavities of patients with 
acute sinusitis 
maxillaries 

Staphylococcin
um; 
Staphylococcus
; 
Staphylococcus 
aureus 

Staphylococcinum; 
Staphylococcus; 
Staphylococcus aureus; 
Staph 

12CH Sourced from mixed 
culture of 
Staphylococcus 
epidermidis, 
Staphylococcus 
haemolyticus, and 
Staphylococcus 
simulans 

Staphylotoxinu
m 

Staphylotoxinum 12CH Anatoxin of 
staphylococcus 

Streptococcinu
m; 
Streptococcus 
pyogenes 

Streptococcinum; 
Streptococcus 
pyogenes; 
Streptococcin; 
Pyogenic streptococcus 

12CH From pure cultures of 
Streptococcus 
pyogenes free from 
antimicrobial agents 

Syphilinum Syphilinum; Luesinum; 
Lueticum 

12CH Extractions from 
syphlitic cankers of 
untreated patients 

Tetanotoxicum Tetanotoxicum 12CH Tetanus toxin 

Tuberculinum; 
Tuberculin 

Tuberculinum; 
Tuberculin; 
Tuberculinum crudum; 
Old tuberculin 

12CH Solution from the 
concentrated soluble 
products of growth of 
the tubercle bacillus 
(Mycobacterium 
tuberculosis) 

Tuberculinum 
bovinum; 
Bovine 
tuberculin 

Tuberculinum bovinum; 
Bovine tuberculin 

12CH Solution from the 
concentrated soluble 
products of growth of 
the bovine tubercle 
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bacillus 
(Mycobacterium bovis) 

Vaccinotoxinum
; Smallpox 

Vaccinotoxinum; 
Smallpox; Vaccininum; 
Variolae fluidum 

12CH Living virus of vaccinia 
from strain of approved 
origin and grown on 
skin of vaccinated 
bovine calf 

Variolinum Variolinum 12CH Lymph from small-pox 
pustule 

 

PHARMACEUTICAL STANDARD: 

Homeopathic Pharmacopeia of the United States (HPUS) or applicants 

may choose to follow pharmacopoeias or references of equal standard 

other than those approved that may be proper for specific ingredients or a 

particular health supplement or herbal medicine. However if a monograph 

is published in one of these approved pharmacopoeias, the 

pharmacopoeial monograph specification must be considered a minimum 

standard applied for testing of the designated active ingredient and 

finished product. 

 

ROUTE OF ADMINISTRATION: 

 Oral 

 Sublingual 

 Nasal 

 Ophthalmic 

 Topical 

 Rectal 
 

PHARMACEUTICAL DOSAGE FORM: 

Those pharmaceutical dosage forms suited to the routes of administration. 

 

PHARMACOLOGICAL ACTION: 

In homeopathy, a preparation of substances secreted in the course of a 

disease, used in the treatment of that disease. 

 

INDICATIONS: 

Nosodes preparation/remedy/medicine. 

 

CONTRA-INDICATIONS: 

This product is not intended to be an alternative to vaccination. 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

If symptoms persist or worsen, consult a health care practitioner. 

 

INTERACTIONS: 

Always tell your health care professional if you are taking any other 

medicine. 

 

PREGNANCY AND LACTATION: 
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If you are pregnant or breastfeeding your baby please consult your doctor, 

pharmacist or other health care professional for advice before taking this 

medicine. 

 

DOSAGE AND DIRECTIONS FOR USE: 

Adults ( ≥ 18 years) and adolescents (13-17 years) 

Quantity(ies): 

Note: The minimum homeopathic potency for each medicinal ingredient is 

listed in the table above: 

Dosage information for nosodes preparation: 

Dosage form Maximum General 
Dosing 

Maximum Acute Dosing 

Amount Frequency 

Globules (small 
pellets, pilules) 

1 whole unit 
dose (tube 
of 
container) 

Once per 
day 

20 globules, 3 times per day 

Granules 
(regular and 
large pellets) 

5 granules 3 times per 
day 

Every 15-60 minutes (up to 12 
times per day) or until 
improvement of symptoms. 
Then resume general dosing. 

Tablets 4 tablets 4 times per 
day 

Every 15-60 minutes (up to 12 
times per day) or until 
improvement of symptoms. 
Then resume general dosing. 

Oral Drops 30 drops 3 times per 
day 

Every 15-60 minutes (up to 12 
times per day) or until 
improvement of symptoms. 
Then resume general dosing 

Liquid (Oral 
drinkable vials) 

1 ampoule 3 times per 
day 

Up to three times per day. 

Oral Solution 
(unit dose) 

1 unit dose 3 times per 
day 

Give one unit dose upon onset 
of symptoms. Repeat two more 
times at 15-minute intervals. 
Repeat process up to 9 times 
per day if symptoms reappear. 

Oral Syrup 1-2 tsp Every 4-6 
hours 

Not applicable 

Cream/Ointment Cover 
affected 
area 

As needed Not applicable 

Nasal spray 2 sprays per 
nostril 

5 times per 
day 

Not applicable 

Suppositories 1 
suppository 

1-4 times 
per day 

Maximum 4 times per day 
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Method of preparation 

The method of preparation must be one of the following: 

 HPUS Class I (Nosodes) 
 HAB Method 43 or 44 or 58a or 58b (Nosodes) 

Directions of use 

Take as directed by a health care practitioner. 

Duration of use: 

No statement required. 

SIDE-EFFECTS: 

Not all side-effects reported for this medicine are included in this leaflet. 

Should your general health worsen or if you experience any untoward 

effects while taking this medicine, please consult your doctor, pharmacist 

or other health care professional for advice. 

 

KNOWN SYMPTOMS OF OVER DOSAGE AND PARTICULARS OF ITS 

TREATMENTS: 

In the event of over dosage, consult your doctor or pharmacist. If neither 

is available, contact the nearest hospital or poison control centre. 

 

STORAGE INSTRUCTIONS: 

Store in a cool dry place. 

 

Store all medicines out of reach of children. 

 

CAUTIONARY STATEMENT: 

Note: in the case of a health supplement or herbal medicine if it has not 

received registration with the Medicines Control Council the disclaimer: 

 

“This medicine has not been evaluated by the Medicines Control Council. 

This medicine is not intended to diagnose, treat, cure or prevent any 

disease.” 

 

 

 

 


