Certificate KR12/01784

The management system of

SAMSUNG ELECTRONICS
CO., LTD.

129, Samsung-ro, Yeongtong-gu, Suwon-si, Gyeonggi-do, Korea

has been assessed and certified as meeting the requirements of

ISO 13485:2016
EN ISO 13485:2016

For the following activities

The scope of registration appears on page 2 of this certificate.

This certificate is valid from 20 February 2018 until 20 February 2021
and remains valid subject to satisfactory surveillance audits.

Re certification audit due before 11 February 2021

Issue 13. Certified since 20 February 2012

Digitally signed by Bolocan Vladimir
Date: 2019.05.29 22:08:13 EEST
Reason: MoldSign Signature
Location: Moldova

Authorised by

o
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SGS United Kingdom Ltd

Rossmore Business Park Ellesmere Port Cheshire CH653EN UK
t-+44 (0)151 350-6666 f+44 (0)151 350-6600 www.sas.com

SGS 13485 2016 0417 M2
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This document s issued by the Company subject to its General Conditions of
Certification Services accessible at www.sgs.com/terms_and_ conditions.htm.
Attention is drawn to the limitations of liability, indemnification and jurisdictional
issues established therein. The authenticity of this document may be verified at
htp:/Awww.sgs.com/en/certified-clients-and-products/certified-client-directory.
Any unauthorized alteration, forgery or falsification of the content or appearance
of this document is unlawful and offienders may be prosecuted to the fullest
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Certificate KR12/01784, continued

SAMSUNG ELECTRONICS
CO., LTD.

ISO 13485:2016
EN ISO 13485:2016

Issue 13

Detailed scope

Design, Development, Manufacture, Installation and Distribution of
Diagnostic X-ray system and Retrofit Kit for Digital Radiography
Design, Development, Manufacture, Distribution and Service of

in-vitro diagnostic analyzers/software, in-vitro diagnostic reagents,
in-vitro diagnostic test kits used in the monitoring, management,
detection of clinical chemistry, hematology and immunology

Design, Development and Manufacture of Mobile Digital Batteries X-ray
units
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This document is issued by the Company subject to its General Conditions of Page 2 of 2
Certification Services accessible at www.sgs.com/terms_and_conditions. him. ag
Attention is drawn to the limitations of liability, indemnification and jurisdictional
issues established therein. The authenticity of this document may be verified at
hittp:/fwww.sgs.com/en/certified-clients-and- productsicertified-client-directory.
Any unauthorized alteration, forgery or falsification of the content or appearance
of this document is unlawful and offenders may be prosecuted to the fullest
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