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MEDCERT is specialized in the certification of 
medical devices and quality management systems. 
We are one of the largest and most experienced  
Conformity Assessment Bodies in Malaysia and 
Notified Bodies in Europe, focused exclusively 
on medical devices and the medical 
device industry. 

We offer medical device manufacturers 
direct, transparent and efficient medical device 
certification services.
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l	 MS ISO 13485

l	 GDPMD Certification

l	 Conformity Assessment for medical device certification
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The main stages to obtain MD conformity assessment, 
ISO 13485 or GDPMD are:

The procedure which enables local manufacturer, AR, 
importer or distributor to access certification involves 
several stages and requires certain choices. Making 
the wrong choice may increase costs and prolong 
the time to obtain the certification. 
Identifying the best approach is therefore of strategic 
importance.

Registration and Establishment   
Licence requirements

Medical device regulations 
in Malaysia

How to obtain certification

The placing of medical devices on the market is 
controlled primarily by the Malaysian Medical 
Device Act 2012 (Act 737).

The act contains a wide ranging and comprehensive list 
of Essential Requirements covering items such as safety, 
chemical safety, labeling and biocompatibility require-
ments. The manufacturer,  AR, importer or 
distributor is obliged to ensure that his medical 
device meets each applicable Essential Requirement. 

One has to complete a conformity assessment procedure 
as specified in the Medical Device Act 2012 (Act 737), 
which varies depending on the level of risk associated 
with the device.
It is the responsibility of the establishment to ensure 
that they are in compliance with all applicable laws in 
Malaysia.

Your Certification and 
Conformity Assessment Body 
for medical devices.

Contact MEDCERT 
for assistance

Product definition: 
Is my product a 
medical device?

Selection of relevant 
regulations and standards

Risk classification of 
the medical device 

Identification of the appropriate 
conformity assessment, MS ISO 13485 
or GDPMD procedures

Establishment and implementation 
of the documenatation required as 
per appropriate requirements

Successful certification

In order for a medical device to be registered in 
Malaysia, it has to be subjected to a process of 
Conformity Assessment. 
Additionally, all establishments dealing with medical 
devices, like manufacturers, importers, distributors, 
which have an Authorized Representative (AR) and/
or are marketed in Malaysia must have a quality 
management system (QMS) of MS ISO 13485 or 
Good Distribution Practice for Medical Device 
(GDPMD) certification. 

MS ISO 13485 and GDPMD specify the requirements 
for a quality management system to be established, 
implemented and maintained by an establishment that 
carries out activities in the medical supply chain in 
order to comply with the Malaysian medical device 
statutory requirement.


