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1. OBJECTIVE 
 

To describe the procedure for Application for the Good Laboratory Practice (GLP) Compliance 
certification. 
 

2. SCOPE 
 

To Test Facilities conducting studies for non-clinical health safety studies and for purpose of 
registering and/or licensing on test item contain in product in the following categories: 

 Pharmaceuticals products 

 Cosmetics products 

 Veterinary drugs and  

 Food additive  

 Medical Devices  
 

3. RESPONSIBILITY 
 

3.1 Head of GLP Compliance Section 
3.2 Officers in the GLP Compliance Section 

 
4. PROCEDURE 
 

4.1 A facility can make an application for the GLP compliance certification to the National 
Pharmaceutical Regulatory Agency (NPRA), Ministry of Health Malaysia. 
 

4.2 The application can be made by completing the Application Form (PKPB/300/101).  
The form is available online and can be downloaded from our website. 

 
4.3 The applicant has to pay an application fee and provide supportive documents as 

specified in the Application Form. 
 

4.4  The applicant must submit the complete Application Form (together with application 
 fee and documents) to: 
 

Deputy Director 
Centre for Investigational New Product, 

National Pharmaceutical Regulatory Agency, 
Ministry of Health, Malaysia. 

Jalan Universiti 
46200 Petaling Jaya, SELANGOR 

 
4.5 NPRA will review the application together with the documents.  The test facility shall 

be informed regarding the additional documents required if necessary. 
 

4.6 An invoice for inspection fee will be issued to test facility upon receiving the complete 
application. 
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4.7 Inspection fee shall be made to NPRA at least 2 weeks before date of Pre-Inspection. 

 
4.8 Pre-inspection will only be conducted on Test Facilities once the inspection fee 

received.  However, the Pre-Inspection may be conducted within 30 working days if 
there is any unforeseen circumstances.  
 

4.9 The Pre-inspection shall be conducted by the inspector(s) from NPRA who may be 
accompanied by experts from various fields.  Inspection duration may vary, 
depending on the scope and size of the test facility. 
 

4.10 Test Facility shall be notified prior to the date of the Pre-inspection. 
 

4.11 The Test Facility must have at least one completed GLP-compliant study per area of 
expertise before the Pre-inspection.  This study will be used as the basis for the Pre-
inspection. 

 
4.12 Inspection will be conducted on Test Facilities once the corrective actions in the Pre-

Inspection have been addressed satisfactorily.  NPRA shall issue Certificate of GLP 
Compliance to Test Facilities if it has satisfied OECD GLP Principles.  The Test 
Facilities shall then be included in the NPRA GLP Compliance Monitoring Program.  
The Surveillance inspection will be conducted annually for the first two years and 
subsequent surveillance inspections in every two years, at least 4 months from the 
date of compliance certificate expires. 
 

5. QUALITY RECORDS 
 

5.1 Application Form (PKPB/300/101) 
 


