Proposal to enforce the Control of Drugs and Cosmetics Regulations 1984 on veterinary medicinal products. 

The Health Minister of Malaysia, as conferred by subregulation 1(2) of the Control of Drugs and Cosmetics Regulations 1984 may appoint by notification in the Government Gazette such a date on which the Regulations shall come into operation with respect to the registration of veterinary medicinal products.

The date of implementation will be announced by the Minister through the media and the implementation is proposed to start in July 2007 which requires all manufacturers/importers/distributors to submit applications for product registration for all categories of products with exception of cosmetics. 

A ‘product’ as defined in the Regulations means

(a) 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 medicinal purpose;

(b) a drug to be used as an ingredient of a preparation for a medicinal purpose; or

(c) a cosmetic  

 “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 purpose.

“Medicinal purpose” means any of the following purposes:

(a) alleviating, treating, curing or preventing a disease or a pathological condition or symptoms of a disease;

(b) diagnosing a disease or ascertaining the existence, degree or extent of a physiological or pathological condition;

(c) contraception;

(d) inducing anaesthesia;

(e) maintaining, modifying, preventing, restoring or interfering with, the normal operation of a physiological function; 

(f)  controlling body weight;

(g) general maintenance or promotion of health or well-being
The Control of Drugs and Cosmetics Regulations 1984 has been implemented in 4 phases for human drugs as follows:

	Phase 
	             Product Type
	   Enforcement
	Licensing

	Phase 1
	Registration of products containing ‘scheduled poisons’
	1st November 1985
	1st  May 1987

	Phase 11
	Registration of products not containing ‘scheduled poisons’ (OTCs)
	1st August 1988
	1st  April 1992

	Phase 111
	Registration of traditional products
	1st  January 1992
	1st  January 1999



	Phase 1V
	Registration of cosmetic products


	1st  February 2002


	1st  January 2004




The applications have to be submitted through web-based online submissions via http://www.bpfk.gov.my.  
Data Requirements
The data required to support an application is divided into:

a) Administrative documentation (Part I) (Attachment 1);

b) Quality documentation (Part II) (Attachment 2); 

c) Safety and residues documentation (Part III) (Attachment 3); and 

d) Efficacy documentation (Part IV) (Attachment 4).

Data to be submitted will be based on each application type as follows:

Innovator products – Parts I to IV

Generic products – Parts I & II

Applications for registration of veterinary medicinal products existing in the market prior to the date of implementation must be submitted within one year from the date of implementation.

However, to ensure supplies are not affected, the existing products may continue to be marketed in Malaysia while the registration process is carried out.

The registration process serves as an effort by the Ministry to ensure the well-being and safety of the target animals, personnel handling the animals and also safety to the environment. Through product registration, the Ministry ensures that all veterinary medicinal products are safe, efficacious and of good quality. Post registration programmes such as product pharmacovigillance and surveillance will also be implemented. 

To assist applicants to submit application for registration, the National Pharmaceutical Control Bureau (NPCB) will conduct series of nation-wide road-shows awareness programmes aimed at providing information and clarification to applicants regarding the registration requirements.

The draft registration guidance document has been distributed for comments to the relevant stakeholders, and all the comments will be taken into considerations and a consensus will be reached before a final guideline is adopted.

As a member country of the PIC/S, the manufacturing facilities for the veterinary products must comply to the Good Manufacturing Practice requirements of the PIC/S. 

ATTACHMENT 1

	PART I  : ADMINISTRATIVE DATA AND PRODUCT INFORMATION

	SECTION A: PRODUCT PARTICULARS

	A1  
	Name of Product

	A2  
	Name and Strength of Active Ingredient(s)

	A3  
	Dosage Form

	A4  
	Product Description

	A5 
 
	5.1  Pharmacodynamics

	
	5.2  Pharmacokinetics

	
	5.3  Environmental Properties

	A6
	6.1  Indication 

	
	6.2  Target Species :

( Poultry    ( Swine(Pig)    ( Bovine(Cattle)  ( Fish   ( Shrimps

( Equine(Horses)  ( Cats  ( Dogs ( Others – please specify



	A7
	Recommended Dose

	A8
	Route of Administration

	A9
	Contraindication

	A10
	Warning and Precautions

	A11
	Interaction with Other Medicinal Product

	A12
	Pregnancy and Lactation

	A13
	Side Effects

	A14
	Symptoms and Treatment of Overdose

	A15
	Storage Condition

	A16
	16.1 Proposed shelf life (as packaged for sale)

	
	16.2 Proposed shelf life (after first opening of container, where relevant)

	
	16.3 Proposed shelf life (after reconstitution or dilution)

	A17
	Therapeutic Code (ATCVet Code)

	A18
	If the product is for food producing animals        

	
	18.1  Withdrawal Period    

	
	18.2  Maximum Residual Limit (MRL) 


	PART I  : ADMINISTRATIVE DATA AND PRODUCT INFORMATION



	SECTION B : PRODUCT FORMULA



	B1  
	1.1 Batch Manufacturing Formula

	
	1.2 Does the product contain or consist of Genetically Modified Organisms (GMO)?

Yes  (     No (
If Yes, please specify the ingredient



	B2  
	Attachment of Batch Manufacturing Formula Documentation


	PART I  : ADMINISTRATIVE DATA AND PRODUCT INFORMATION



	SECTION C: PARTICULARS OF PACKING



	C1  
	 Pack size

	C2  
	 Immediate Container Type

	C3  
	 Barcode/Serial No.

	C4  
	 Recommended Distributor’s Price

	C5  
	 Recommended Retail Price


	PART I  : ADMINISTRATIVE DATA AND PRODUCT INFORMATION



	SECTION D: LABEL (MOCKUP) FOR IMMEDIATE CONTAINER, OUTER CARTON AND PROPOSED PACKAGE INSERT



	D1  
	Label (mockup) for immediate container

	D2  
	Label (mockup) for outer carton

	D3  
	Proposed Package Insert


	PART I  : ADMINISTRATIVE DATA AND PRODUCT INFORMATION



	SECTION E: SUPPLEMENTARY DOCUMENTATION



	E1  
	1.1  Product Owner

	
	1.2  Letter of Authorisation from Product Owner

	E2  
	2.1  Letter of Appoinment of Contract manufacturer from Product Owner

	
	2.2  Letter of Acceptance from Contract manufacturer

	E3  
	Is the active substance(s) patented in Malaysia  ( Yes    ( No

	E4  
	Certificate of Pharmaceutical Product (CPP)

	
	4.1  CPP Issuing Body

	
	4.2  Is this product licensed to be placed on the market for use in the exporting country? 

	
	4.3  Is the product on the market in the exporting country?

	
	4.4  Date of issue of CPP

	
	4.5  Date of expiry of CPP (if any)

	E5 
 
	Certificate of Free Sale (CFS)

	
	5.1  CFS Issuing Body

	
	5.2  Date of issue of CFS

	
	5.3  Date of expiry of CFS (if any)

	E6
	Good Manufacturing Practice (GMP)

	
	6.1  Certificate of GMP Issuing Body

	
	6.2  Date of issue of Certificate of GMP

	
	6.3  Date of expiry of Certificate of GMP (if any)

	E7  
	Summary of Product Characteristics (And/Or Product Data Sheet )

	E8  
	Product Information Leaflet (if any)


	PART I  : ADMINISTRATIVE DATA AND PRODUCT INFORMATION



	SECTION E: SUPPLEMENTARY DOCUMENTATION



	E9  
	Attachment of Protocol Analysis

	E10
	Attachment of Analytical Validation (if any)

	E11
	Attachment of Certificate of Analysis

	E12
	Product Data Sheet/Summary of Product Characteristics from other countries such as United Kingdom, Australia, USA, Japan, Canada.

	E13
	Worldwide Registration Status

	E14
	Other Supporting Document (if any) 

	E15
	Manufacturer

	E16
	Other Manufacturer(s) Involved (if any)
	Click to search

	
	Processing Type
	Please Select

	
	GMP Certificate Attachment

Note : GMP Certificate is compulsory for overseas manufacturer

	E17
	Store address (if any)


ATTACHMENT 2

	PART II  : Quality (Substance)



	SECTION S: DRUG SUBSTANCE



	S1
	Structural Formula

	
	S1.1  Nomenclature

	
	S1.2  Structure
S1.2.1  Attachment For Structure

	
	S1.3  General Properties

	S2
	Manufacturer

	
	S2.1  Manufacturer Name

	
	S2.2  Description of Manufacturing Process and Process Controls

	
	S2.3  Controls of Materials

	
	S2.4  Controls of Critical Steps and Intermediates

	
	S2.5  Process validation and / or Evaluation

	
	S2.6  Manufacturing Process Development

	S3
	Characterisation

	
	S3.1  Elucidation of Structure and Characteristics

	
	S3.2  Impurities

	S4
	Control of Drug Substance

	
	S4.1  Specification

	
	S4.2  Analytical Procedures

	
	S4.3  Validation of Analytical procedure

	
	S4.4  Batch Analysis

	
	S4.5  Justification of Specification

	S5
	Reference Standards or Materials

	S6
	Container Closure System

	S7
	Stability


	PART II  : Quality (Product )
	

	SECTION P: DRUG PRODUCT
	

	P1
	Description and Composition
	

	P2
	Pharmaceutical Development
	

	
	P2.1  Information on Development Studies
	

	
	P2.2  Components of Drug Product
	

	
	P2.3  Finished Products
	

	
	P2.4  Manufacturing Process Development
	

	
	P2.5  Container Closure System
	

	
	P2.6  Microbiological Attributes
	

	
	P2.7  Compatibility
	

	P3
	Manufacturer
	

	
	P3.1  Batch Manufacturing Formula
	

	
	P3.2  Manufacturing Process and Process Controls
P3.2.1Manufacturing Process flowchart
	

	
	
	

	
	P3.3  Controls of Critical Steps and Intermediates
	

	
	P3.4  Process validation and / or Evaluation
	

	P4
	Control of EXCIPIENTS
	

	
	P4.1 Specifications
	

	
	P4.2 Analytical Procedures
	

	
	P4.3 Validation of Analytical Procedures
	

	
	P4.4 Justification of Specifications
	

	
	P4.5 Excipient of Human or Animal Origin
	

	
	P4.6 Novel Excipients
	

	P5
	Control of Finished Product
	

	
	P5.1  Specification
	

	
	P5.2  Analytical Procedures
	

	
	P5.3  Validation of Analytical procedure
	

	
	P5.4  Batch Analysis
	

	
	P5.5  Characterisation of Impurities
	

	
	P5.6  Justification of Specification(s)
	

	P6
	Reference Standards or Materials
	

	P7
	Container Closure System
	

	P8
	Stability
	

	P9
	Product Interchangeability/ Equivalence evidence
	


ATTACHMENT 3

PART III  : Non Clinical (Safety and Residues Documentation)  
	III A : SAFETY DOCUMENTATION

	1
	Pharmacology

	
	1.1  Pharmacodynamics

	
	1.2  Pharmacokinetics

1.2.1  Absorption

1.2.2  Distribution

1.2.3  Metabolism (inter-species comparison)

1.2.4  Excretion

1.2.5  Other Pharmacokinetics Studies

	2
	Toxicology

	
	2.1  Single Dose Toxicity

	
	2.2  Repeat Dose Toxicity

	
	2.3  Tolerance in the target species of animal – Target animal safety

	
	2.4  Reproductive Toxicity

2.4.1  Studies of the effects on reproduction

2.4.2. Embryotoxicity/foetotoxicity, including tetarogenicity

	
	2.5 Mutagenicity

	
	2.6 Carcinogenicity (if necessary)

	3
	Studies of Other effects

	
	3.1  Special studies (e.g. neurotoxicity, sensitisation etc.) 

	
	3.2  Microbiological studies

	
	3.3  Studies on metabolites, impurities, other substances & formulation

	4
	User Safety

	
	4.1 Inherent toxicity or other harmful effects

	
	4.2 Route and degree of exposure

	
	4.3 Risk management proposal

	5
	Environmental Risk Assessment (Environmental Safety)

	
	5.1 Extent of exposure of the product to the environment

	
	5.2 Specific investigations of the following, as appropriate :

- fate and degradation in soil, fate and behaviour in water and air, effects on aquatic organisms, effects on other non-target organisms

	6
	Key Literature


	III B : RESIDUE DOCUMENTATION (Human Food Safety)

(For a product intended for use in food-producing animal species)

	1
	Formulation used in residue studies

	2
	Residue Studies

	
	2.1 Pharmacokinetics

	
	2.2 Depletion of residues

	
	2.3 MRLs

	
	2.4 Withdrawal periods

	3
	Analytical Method(s)

	
	3.1 Description of the method

	
	3.2 Validation of the method

3.2.1 Specificity

3.2.2 Accuracy, including sensitivity

3.2.3 Precision

3.2.4 Limit of detection

3.2.5 Limit of quantitation

3.2.6 Practicability and applicability under normal laboratory conditions

3.2.7 Susceptibility to interference

3.2.8 Storage stability




ATTACHMENT 4

PART IV  : Clinical (Efficacy Documentation)

	IV A : PRE-CLINICAL DOCUMENTATION

	1
	1.1 Pharmacodynamics

1.2 Pharmacokinetics

	2
	Target Species Tolerance

	3
	Resistance


	IV B : CLINICAL DOCUMENTATION

	Summary of the results and critical evaluations of dose determination and dose confirmation studies and clinical trials
Tabular presentation of all clinical trials and studies

Individual Summary of the most important and significant studies



