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SCOPE OF REGISTRATION 

Conformity Assessment of Quality Management System (QMS) 

(1)  GDPMD Good Distribution Practice for Medical Devices 

(2)  ISO 13485 Quality Management Systems for Medical Devices – Requirements for Regulatory Purpose 
 

Conformity Assessment of Medical Device Technical Areas 

(3)  MD 0101 Non-active devices for injection, infusion, transfusion and dialysis 

(4)  MD 0102 Non-active orthopaedic and rehabilitation devices 

(5)  MD 0107 Other medical devices for wound care 
 

Conformity Assessment of Medical Device Technical Areas 

(6)  VERIFICATION Conformity Assessment by Way of Verification 

 

 

 

Section 10(1), Medical Device Act 2012 (Act 737) and Regulation 8, Medical Device Regulation 2012 

Tel: (+603) 8230 0352/0356 
Portal: www.mda.gov.my 

Email: cabregistration@mda.gov.my                                                                                                

MEDIVICE CERTIFICATION SDN BHD 
U66-1 RED CARPET AVENUE, ENCORP STRAND MALL 
KOTA DAMANSARA 5/22, 47810 PETALING JAYA 
SELANGOR DARUL EHSAN 
TEL: +603 – 6150 4007 FAX: +603 – 6150 4007 
 
Person Responsible:- 
DR. UNGKU MOHD SHAHRIN BIN UNGKU MOHD ZAMAN 
[drungkushahrin@medivice.org.my] 
 

Contact Person:- 
MS. NUR AZZA BINTI BORHAN 

[info@medivice.org.my] [azzaborhan@medivice.org.my] 
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