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OBJECTIVES 

Definition of Health Supplement 

Product Registration Process 

Registration Criteria  

Safety Criteria 

Quality Criteria 

 

 

 



WHAT IS A PRODUCT? 

 

The Control of Drugs and Cosmetics 1984 

‘product’ means 
 

 a ‘drug’ in a dosage unit or otherwise, for use wholly 
or mainly by being administered to one or more 
human beings or animals for a medical purpose  

 a drug to be used as an ingredients of a preparation 
for a medicinal purpose; or 

 a cosmetic 
 

The Sale of Drugs Act 1952 

 ‘drug’ includes any substance, product or article 
intended to be used or capable, or purported or 
claimed to be capable of being used on humans or 
any animal, whether internally or externally for a 
medicinal purposes. 

 



 A Health Supplement (HS) means any product 
that is used to supplement a diet and to 

maintain, enhance and improve the health 
function of human body.  

 

It is presented in small unit dosage forms (to be 
administered) such as capsules, tablets, 

powder, liquids and shall not include any sterile 
preparations (i.e. injectables, eyedrops).  

Health Supplement Definition 

(Malaysian DRGD 2014 July) 



 

Health supplements may contain one or more, or the 
following combination:  
 
i) Vitamins, minerals, amino acids, fatty acids, enzymes, 

probiotics, and other bioactive substances; 
 

ii) Substances derived from *natural sources, including animal, 
mineral and botanical materials in the forms of extracts, 
isolates, concentrates, metabolite; 
 

iii) Synthetic sources of ingredients mentioned in (i) and (ii) may 
only be used where the safety of these has been proven.  



Website: http://npra.moh.gov.my 



Paperless submission using web-based application 
accessible via internet (http://npra.moh.gov.my/):  
QUEST 3+ 

 

 

ONLINE REGISTRATION  



Product registration holder (PRH) Screening 

Meeting of Drug Control 
Authority 

Registration Fee Payment 

Further evaluation by Assessor 

Meeting of Products Evaluation 
Committee (within NPRA)  

Issue registration number (MALxxxxxxxxN) 

Reply Through Quest 3+ to 

comply to our 

requirements Complete 

Complete 

Approve 

Send letter of 
rejection to PRH 

Reject 

Incomplete 
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Incomplete 

PRH 



Registration Fees 
Product Classification Processing 

Fees (RM) 

Analysis fees 

(RM) 

Total Fees 

(RM) 

1. Health Supplement  1000.00 Single active 

ingredient: 

1,200.00 

2,200.00 

Two or more 

active 

ingredients : 

2,000.00 

3,000.00 

 

2. For Export Only Health 

Supplement 

1,000.00 1,000.00 



Product Registration Number 
MAL2014…. “Code” 
  

A: Scheduled Poisons 
X: Non-scheduled Poisons 

         (over the counter products)  
T: Traditional Medicines  

 N: Health Supplements 
C: Contract Manufacturer 
E: Export Only  
R: Repacked  
 

 

 Validity period of registration – 5 years 

 Renewal of product registration should be done not later than 6 month prior to expiry of 
product registration 

 

 



 OBJECTIVE OF REGISTRATION 

To ensure that all health 
supplements which are registered 
under DCA are evaluated on the: 

Safety & 

Quality   
 

 

 



MALAYSIA 

 Registration  and Licensing Activity 

under the Drug Control Authority (DCA) 

 

The NPRA acts as the Secretariat  to the 
DCA 

Responsible for the processing of application for the registration 
of pharmaceutical, and natural products and notification of 

cosmetics & Licencing of manufactures, importers and 
wholesalers 

( Novem. 1985) 

 



           

Product Particulars Product Formula 

Labelling 

Requirement  

Packing 

Particulars 

 

 
Manufacturer 

Name and address 

-CPP 

_GMP  

-CFS  

 

-Compulsory 

labeling 

requirement  

-Additional  

Warning/ 

Precaution 

Product Name 

Product 

Description 

Dosage Form 

Dosage 

 
 
 

-Pack size 

-Type of 

container 

-Active 

ingredient 

-Banned item 

-Excipient 

 

Registration Criteria 



Download from 

http://npra.moh.gov.my  

→ Guidelines central 





 SAFETY CRITERIA 
 

•Non permitted/ banned ingredients 
 

•Prohibited botanicals (herbs and herbal derivatives) 
 

•Prohibition of endangered animal species 
 

•New active ingredients 
 

•New Dose 



Active ingredient 

 Product 

 Active Ingredients 

 Listed 

 Not listed  New Active Ingredient 

 



Active ingredient 

 New Active Ingredient 

 Email: active_hs@npra.gov.my 

 Provide supporting documents: 

 BMF 

 COA of Active Ingredient 

 form of active ingredient (e.g. extract, 
concentrate, isolate, crude powder etc) 

 Dose in health supplement usage 

 Safety in long term use 

 



Active Ingredients & Excipients 

Non permitted/ banned ingredients 

Ensure daily levels of Vitamin/Minerals not 

exceed maximum daily levels for adults in HS 

(refer DRGD) 

 



Active Ingredients & Excipients 
 If the product formulation contains active ingredients of endangered wildlife/ botanical species 

listed in the Wildlife Conservation Act 2010 (Act 716) and Endangered Species Act 2008 (CITES, 
ACT 686), license / permit shall be attached together with the product dossier during 
submission of the application.  

For Protected/ Endangered Wildlife Species: 
              Department of Wildlife and National Parks, Peninsula Malaysia 
              Km. 10, Jalan Cheras, 56000 K.L. 
              Tel: +603-90866800                Fax: +603-90753873 
 
For Endangered Botanical Species: 
              Division of Protection and Quarantine of Plants, 
              Department of Agriculture, 
              Tingkat 1-3, Wisma Tani, 
             Jalan Sultan Salahuddin, 
             50632, K.L. 
             Tel: +603-20301400                     Fax: +603-26913550 



Product Registration  
 



Product Name 

- May include product brand name 
 

- May include dosage form and strength (Example: Vitamin C 
500mg Tablet) 

 

- 1 registered product – 1 product name 
 

- Prohibited product names (Examples: including disease 
names, superlative, offensive, misleading and others)  

 



 Indication (Health Supplements) 
 
•Used as Health Supplement 
 
•Vitamins and mineral supplements for  
  pregnant and lactating women. 
 
 



 

  

Claims for Health Supplements 

General or Nutritional Claims 
 
Functional Claims 
 
Disease Risk Reduction Claims 
 
Effective 1st March 2013 



 

  

Claims for 
Health 

Supplements 



 

  

Claims for 
Health 

Supplements 



General or Nutritional Claims 

-Example: for energy; helps to maintain good health 
 
-Established scientific references are required 



Functional Claims 

-Example: Vitamin A helps to maintain growth and vision; 
Vitamin D helps in normal development of bones and teeth 
 
-Established scientific references are required 
 

-Fulfillment of quality criteria 
 
 



Disease Risk Reductions Claims 

-Example: Helps to reduce the risk of osteoporosis by 
strengthening the bone 
 

-Full evaluation (New drug requirements) 
 
-Established scientific references are required 
 

-Fulfillment of quality criteria 
 
 



 Letterhead of manufacturer/ owner 

 Name, post & signature of authorized person 

 List of all ingredients (active ingredients + excipient) 

 Quantity unit per dose (e.g. 100mg/ capsule) 

 Quantity per batch ( e.g. 100kg per 1,000,000 capsule) 

 Functions 

 Overage 
 

 Amendment in formulation during evaluation is not 
allowed (e.g. amendment in active ingredients, excipient, 
amount, overages, etc). 

 

Batch Manufacturing Formula 



Overages 
 Overage should not be included in the quantity unit per dose for active 

ingredients and excipients in product validation field. 

 Only overage due to stability loss is included in the total weight of the 
formulation. 

 

E.g.   Quantity Unit Per Dose of Cholecalciferol = 1mg  

          Stability overage of Cholecalciferol = 10% 

 

INCORRECT 



 For vitamins and minerals, to declare elemental amount (mg 
or IU) at the remarks column 

 

 

 

 For extracts, extraction ratio and type of extraction solvent 
to be declared in the ‘remarks’ column. 

 

 

Note: 



 For probiotics, probiotic strains (e.g. Lactobacillus 
acidophilus DDS) must be declared in the remarks column. 

 

 

 

 

 

Note: 



Example of BMF Documentation 



Maximum Daily Levels of Vitamins and Minerals for 

Adults allowed in Health Supplements 

Vitamins/ Minerals:  
 Daily levels must not exceed 

maximum daily levels for adults 
allowed in health supplement 
 

 Iron: For pre and antenatal use, 
as part of a multivitamin and 
mineral preparation, levels 
higher than the 20mg limit 
established for adults may be 
permitted at the discretion of the 
Authority.  



Supporting Documents for  

New Dose 

• United Kingdom, Sweden, France, United States of 
America, Australia, Canada, Japan and Switzerland 

• Must be provided from competent authorities (e.g. US FDA, 
TGA, Health Canada) 

• Examples: Registration status, established monograph 

Reference 
Countries 

• Full articles from the published journals 

• Examples : Human clinical studies, scientific reviews, animal 
toxicological studies etc 

Clinical 
Studies / 
Scientific 

Evidences / 
Researches 

• Examples: Martindale, Pharmacopeias, US PDR, The 
Merck Index etc 

Established 
References 



Dose 

 Do’s 

-  State the target population. E.g. Adult /Children (specify age group) 

-  State the dose of the product 

- State the frequency of taking the product (should be specific) 

- State ‘Before/After/With meal’. 

- E.g. Children (9-12 years old): Chew 1 tablet once daily after meal. 

 

 Don’ts 

- Huge gap of the dose  

- E.g. Adults: Take 2-4 tablets once a day, after meal. 

 



 SAFETY CRITERIA 

Marine source COA for dioxin level (fish oil <2 pg WHO-

PCDD/F-TEQ/g fat) 

Bovine source BSE/TSE free certificate from relevant 

authority 

Placenta 

product 

COA for proof of hormone-free 

Aphanizomenon 

flos-aquae 

COA for the microcystin-LR or total 

microcystins content (< 1mcg/g) 

Probiotics Antibiotic resistance data for each probiotic 

strains 



 LABELLING 

REQUIREMENTS  

  



1) Declaration of nutrition information per serving (for example energy, carbohydrate, 
protein and fat) is not permitted in a health supplement product label. 
 

2) All labels and package inserts must be in Bahasa Malaysia or English. In addition 
to this, translation to another language will be allowed. 
 

3) Official website of the company or website for any purpose of product promotion 
from the PRH/ product owner/ manufacturer is not allowed to be printed on the 
product label (applicable to all categories of products inclusive of imported 
products). However, the email address of the company is permissible on the label. 
 

4) Only a single label artwork is permitted for all pack sizes of a registered product. 
 

5) No stick-on label is permitted. Any usage of stick-on label shall have prior 
approval by the Authority.  
 

LABELLING REQUIREMENTS  
Additional notes: 



6) Use of QR code is permitted only for the purpose of monitoring inventory of the 

product, such as batch number, expiry date and manufacturing date, BUT NOT for 

linkage to any website. The addition of QR code on registered product labels 

without variation approval from NPRA can be considered only if that is the only 

proposed change to the currently approved labels. 

 

7) Font size of the product name on the label, including alphabets and numbers, 

should be equal in size. 

 

8) For a product containing 2 or more active ingredients, font size of each active 

ingredient that is highlighted on the inner/ outer carton must be of equal size and 

equal prominence.Justification for highlighting certain ingredients only on the 

product name / label must be provided and subject to approval by the Evaluation 

Committee. 
 

LABELLING REQUIREMENTS:  
Additional notes 



 LABELLING REQUIREMENTS: Example  



 LABELLING REQUIREMENTS: Package insert  

The following information is required 

to be included in the PI: 

 

a) Brand or Product Name 

b) Name and Strength of Active 

Substance(s) 

c) Product Description 

d) Pharmacodynamics/ 

Pharmacokinetics 

e) Indication 

f) Recommended Dosage 

g) Route of Administration 

h) Contraindications 

i) Warnings and Precautions 

 

j) Interactions with Other Medicaments 

k) Statement on usage during pregnancy 

and lactation 

l) Adverse Effects/ Undesirable Effects 

m) Overdose and Treatment 

n) Incompatibilities (For injections only) 

o) Storage Conditions (may be omitted if 

the information is stated on the label 

or outer carton labels) 

p) Dosage forms and packaging 

available 

q) Name and address of manufacturer/ 

product registration holder 

r) Date of revision of PI 

 



 
L-ARGININE 

 

Arginine is not recommended for patients following a heart attack 
 ‘ 

CHITOSAN, CHONDROITIN, FISH OIL 
 

Derived from seafood 
 

GINSENG 
 

Contraindicated in pregnant women. Safe use in lactating women and children has 
not been established. Do not exceed the stated dose. Safety on long term use has 

not been established.  

  

ASPARTAME 
 

Unsuitable for phenylketonurics 

PRODUCT INFORMATION: Warnings/precautions/drug 
interactions/adverse effects 



QUALITY CRITERIA 
 Compliance to Good Manufacturing Practice (GMP) 

 Product freely sold in country of origin 

 Certificate of analysis (COA) of raw material 

 In Process Quality Control 

 Finished Product Quality Control 

 COA Finished Product 

 Stability studies 

 Protocol analysis 

 



Certificate of Good Manufacturing 
Practice (GMP) 

Name and address of manufacturer  
Validity of GMP  
     (e.g. inspection date, issuing & expiry date) 
GMP standard/regulation used 
GMP compliance of the manufacturer 

 



Certificate of Free Sale (CFS) 
Must be issued by the competent authority of the: 

   Country of manufacturer, or 

   Country of product owner 

To provide the following information: 

 Product name 

 Name and address of manufacturer  

 Validity of CFS (e.g. issuing & expiry date) 

 The free sale status in the exporting country  

 
“This product is freely sold in …” 



GMP certificate/CFS template 



CPP /GMP & CFS 
 
New issuing body  
     (Email : issuebody_hs@npra.gov.my) 
 
 If CPP is given  CFS & GMP not required 
 
 If CFS & GMP are given  CPP not required 



Certificate of Analysis of Active 

Ingredient 

 COA of raw material for all active ingredients must be submitted 

pre-registration. 

 To confirm the COA contains the following information: 

  Correct active ingredient 

 Complete test results which comply with the 

     specifications 

 Chemical assays of active ingredient which support 

      the label claims  

      (e.g. elemental strength of vitamins & minerals, 

      total viable cells of probiotic, enzyme potency, fatty 

      acids profile, extraction ratio of herbal ingredient, 

      percentage of actual active ingredient etc) 

 Name, post and signature of authorized person 



In Process Quality Control 

 Summary of the tests performed  

 Stages at which they are done 

 The frequency of sampling 

 Number of samples taken each time 

 Specifications for quality assurance 

 
  



 



Finished Product Quality Control 

COA of Finished Product 

 To give details of quality control specifications 

including a list of tests (for both release and 

expiry specifications, if they are different) and 

state the limits of acceptance. 

 Reference of each test method must be stated 

 Results must meet the specification 
 

 



 







Stability Data 

 To be conducted in accordance with the current 
ASEAN Guidelines on Stability Study  

 Real time stability study: 

 Storage condition: ZON IVB 30±2°C/75±5%RH 

 Testing frequency: 0, 3, 6, 9, 12, 18, 24 months and 
annually for the proposed shelf life. 



Stability Data: Required data 
 2 batches submitted 

 Company name (holder/ manufacturer/ 3rd party lab) 

 Product name 

 Dosage form 

 Packaging particulars (e.g. material, pack size, etc) 

 Storage condition (e.g. temperature, humidity) 

 Frequency of testing 

 Period of stability study 

 All tests required for each dosage form should be conducted  

 Specifications (acceptance limit) 

 Results for each test 

 Approval from authorized person (name and designation) 



Stability Data: Required data 



Post-Registration Changes  

 



Variation  

 Definition:  

change of particulars of a registered 

product.  

 



Variation  

 Throughout the registration validity period 
of a product, the product registration holder 
is responsible for the product that is placed 
in the market and to make any 
amendments to the registration dossier 
based on any technical and scientific 
progress regarding the product 

Such amendments have to be approved by 
NPRA 

 



Variation  
Malaysian Variation Guideline for Natural ( Traditional 

Medicine & Homeopathy ) and Health Supplement Product 

2016 



  



  



Variation  

The following changes require new product registration (for health 

supplement products): 

  

1. Changes to the active ingredient. 

 Change of an active ingredient to a different active ingredient. 

 Inclusion of an additional active ingredient to the product. 

 Removal of an active ingredient from the product. 

 Change in the strength of one or more of the active 

ingredients including change in the percentage of 

standardized extract and assay of the principal active 

constituent/s (exception for vitamins and minerals as per 

pharmacopoeia). 

 Increase in overage (exception for vitamins and minerals as 

per pharmacopoeia). 



Variation  

The following changes require new product registration (for health 

supplement products): 

  

 

2. Changes to the dosage form. 

3. Changes in the route of administration. 

4. Addition of a new manufacturer to a registered product. 

5. Change from a currently approved contract manufacturer or own 

plant (local or overseas) to another overseas contract 

manufacturer not under crisis situation. 

6. Changes from general claims to functional claims or general 

claims/ functional claims to disease risk reduction for HS.   



Challenges for HS registration 

 New active ingredients 

 Products of new combinations of active 
ingredients 

 New claims 

 New technology (e.g. bilayer technology) 

 New invention (e.g. new dosage form, extended 
release/slow release) 
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