ABOUT GDPMD

Good Distribution Practice for Medical Device
(GDPMD) is made pursuant to Appendix 4 of
Schedule 3 of the Medical Device Regulation 2012.
GDPMD specifies the requirements for a quality
management system to be established,
implemented and maintained by an establishment in
carrying out activities in medical device supply-
chain to comply with Malaysian medical device
regulatory requirements as stipulated in Medical
Device Act 2012 (Act 737).

GDPMD requires an establishment to demonstrate
its ability to maintain quality, safety and
performance of medical devices in compliance with
the Malaysian medical device regulatory
requirement throughout the supply-chain.
Distribution is an important activity in the integrated
supply-chain of medical device. It involves various
processes and activities such as product sourcing,
procurement, transportation, delivery, storage,
device tracking, installation, commissioning, service
and maintenance, calibration, need to be
appropriately managed and controlled to ensure the
safety and performance of medical devices at the
point of use. The level of risks associated with these
activities may be of similar degree as those in the
manufacturing environment and the lack of control
over these activities may affect safety and
performance of the devices.

The Good Distribution Practice for Medical Devices
(GDPMD) is developed to clearly explain the
requirements for an appropriate management and
control of these activities.
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CERTIFICATION

GDPMD

GOOD DISTRIBUTION PRACTICE FOR
MEDICAL DEVICES

BENEFITS

» Medical devices are appropriately managed
and controlled throughout the supply chain.
Thus, ensuring their safety and performance
at the point of use.

Assures stakeholders through certification
that the organization can maintain quality,
safety and performance of medical devices
while under its custody.

Fulfilment of  establishment
requirements.
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NIOSH CERTIFICATION SDN. BHD. (NIOSHCert) is a
leading national certification body and a wholly Begin your Certiﬁcationjourney .
owned subsidiary of the National Institute of
Occupational Safety and Health (NIOSH), and the
Ministry of Human Resources, Malaysia. We have a
proven track record of delivering reliable and
comprehensive assessments, in conformance with the
relevant international standards, codes of practices,
guidelines and rules and regulations. Since
2004, NIOSHCert has been a collaboratively partner in
the ISO Certification journeys of Malaysia’'s most
successful companies, government bodies, higher ANALYSE
learning institutions and SMEs. We have helped Initial review /
clients create impact and give value to the world's GAP Analysis
communities through providing internationally-
recognised certification services. It is our passion and
privilege to be the trusted, reliable and transparent e a
partner in helping our clients increase the efficiency \ e
and effectiveness of their businesses operations.
Testimony to NIOSHCert's emphasis on customer :
satisfaction, our top 10 clients have been with us for UNDERSTAND DOCUMENT
an average of 10 years. OUR COMMITMENT Build awareness & Develop manual &
NIOSHCert's business practices are safe, responsible, competency procedures
impartial, and transparent in accordance with our Core

Values and I1SO 17021 Principles.

START

Management /
Leadership commitment

CONTACT US

CERTIFICATION IMPLEMENT

Audit & Management Implementation &
review monitoring

NIOSH Certification Sdn. Bhd.
7th Floor, NIOSH Tower,

Lot 1, Jalan 15/1, Section 15,
43650 Bandar Baru Bangi,
Selangor Darul Ehsan.

APPLICATION

IMPROVE
22 connect@nioshcert.com.my

Apply for Establishment Continual process
Licensing & Medical Device improvements
Registration to MDA

@ www.nioshcert.com.my

The implementation of the certifications offered by NIOSHCert are
aligned with the United Nation's Sustainable Development Goals
2030.
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