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LIST OF UPDATES ON DRGD FIRST EDITION,  REVISED JANUARY 2015 

 

NO. REVISION 

UPDATES 

REFERENCE SECTION/ 
APPENDIX  

DETAILS 

1.  
JANUARY 

2015 
Section C : Quality 

Control 

Amendment at Section C : Quality Control, 
Subsection 11 : GUIDELINE FOR THE SUBMISSION 
OF PRODUCT SAMPLES FOR LABORATORY 
TESTING 

- 

2.  
JANUARY 

2015 
Section C : Quality 

Control 

Deletion of Section C : Quality Control, Subsection 
11.3 : APPEAL FOR RETESTING 

Circular Ref : (25) 

dlm.BPFK/PPP/01/03 

Jld.3 

3.  
JANUARY 

2015 

Section D : 

Inspection & 

Licensing  

Amendment at Section D : Inspection & Licensing, 
Subsection 12 : INSPECTION 

Table XII: 

Guidelines Product Type/ Category 

PIC/S Guide to Good 

Manufacturing Practice for 

Medicinal Products * 

 Pharmaceuticals  (Poison 

and Non-Poison) 

 Veterinary Medicinal 

Products 

GMP Guideline for Traditional 

Medicines and Health 

Supplements, 1st Edition, 2008 

 Traditional Products  

 Health Supplements 

Memo from PKP. Ref 

: (37) 

dlm.BPFK/30/06/1 

Bhgn 7 

http://portal.bpfk.gov.my/view_file.cfm?fileid=1049
http://portal.bpfk.gov.my/view_file.cfm?fileid=1049
http://portal.bpfk.gov.my/view_file.cfm?fileid=1049
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NO. REVISION 

UPDATES 

REFERENCE SECTION/ 
APPENDIX  

DETAILS 

Guidelines on Good 

Manufacturing Practice (GMP) 

for Cosmetic (Annex 1, Part 9) 

 Cosmetics 

Guideline on Good 

Manufacturing Practice (GMP) 

for Veterinary Premixes, 1st 

Edition, January 2015 

 Veterinary Premixes 

Guidelines on Good 

Distribution Practice (GDP); 

2nd Edition 2013 

 For activities related to the 

storage and distribution by 

manufacturers, importers 

and wholesalers (where 

applicable) 
 

 

4.  
JANUARY 

2015 
Appendix 1 : FEES 

 

Amendment at Appendix 1 : FEES, Subappendix 
1.3 : CHARGES FOR APPLICATION OF LICENSES 

After a product is registered, the applicant shall apply for a 

manufacturer/ import/ wholesale license. The processing fees are 

as specified below:  

License Processing Timeline Validity 

- 

http://portal.bpfk.gov.my/view_file.cfm?fileid=1050
http://portal.bpfk.gov.my/view_file.cfm?fileid=1050
http://portal.bpfk.gov.my/view_file.cfm?fileid=1050
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NO. REVISION 

UPDATES 

REFERENCE SECTION/ 
APPENDIX  

DETAILS 

fee 

1. 

Manufacturer 
RM 1,000.00 

4 working days 

upon receipt of  

complete 

application 

1 year 

2. Import RM 500.00 

4 working days 

upon receipt of  

complete 

application 

1 year 

3. Wholesale RM 500.00 

4 working days 

upon receipt of  

complete 

application 

1 year 
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NO. REVISION 

UPDATES 

REFERENCE SECTION/ 
APPENDIX  

DETAILS 

5.  
JANUARY 

2015 

APPENDIX 5: 

GUIDELINE ON 

REGISTRATION OF 

NATURAL 

PRODUCTS 

Deletion of Subappendix 2.5.2 : APPEAL FOR 

SAMPLE RETESTING 

Circular Ref : (25) 

dlm.BPFK/PPP/01/03 

Jld.3 

6.  
JANUARY 

2015 

APPENDIX 14: 

GUIDELINES ON 

SAFETY DATA 

REQUIREMENTS 

FOR 

COMPLEMENTARY 

MEDICINE 

PRODUCTS 

Addition of Appendix 14 : GUIDELINES ON SAFETY 

DATA REQUIREMENTS FOR COMPLEMENTARY 

MEDICINE PRODUCTS 

Circular Ref : (25) 

dlm.BPFK/PPP/06/17 

Jld.51 

 


