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Quality management system for medical devices

IMDRF Recommendations ISO 13485:2003 MDSAP

Requirements for implementation, maintenance and assessment of
quality management system for medical devices (Approved by
decision N2 106 of Eurasian Economic Commission's Council dated

November 10, 2017)
(are obligatory for application after 2021 (partially allowed for use after 2025)

GOST ISO 13485-2017 «Medical devices. Quality management systems.
Requirements for regulatory purposes»

Requirements for a quality management system that can be used by an organization involved
In one or more stages of the life-cycle, including design and development, production,
storage and distribution, installation, servicing and final decommissioning and disposal of
medical devices, and design and development or provision of associated activities (e.g.
technical support).
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essment of quality management system fc dical devices is carried out for
processes:

1) design and development, if they are
system of the medical device manufacturer;
2) production and service provision;
3) customer-related processes;



Control of materials that are used in production of
implantable medical devices

information about class of information

aterial, its brand name, type, about manufacturers of imp
inished products, manufacturers of medical devices produced with
' medical the help of additive

ials technologies




Examples of localization of medical devices in Russian
Federation







