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ZERTIFIKAT & CERTIFICATE ¢
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D-ZM-11321-01-00

Product Service

Certificate
No. Q5 076726 0015 Rev. 01

Holder of Certificate: SAMSUNG MEDISON CO,, LTD.

3366, Hanseo-ro, Nam-myeon
Hongcheon-gun

Gangwon-do 25108
REPUBLIC OF KOREA

Certification Mark:

ENisO 1485 /8

tuvsud.com/ps-cert

Scope of Certificate:  Design and Development, Production and
Distribution of Ultrasonic Diagnostic
Apparatus, PACS (Picture Archiving and
Communication System) and Ultrasound
Probes

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). Al applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity see:
www.tuvsud.com/ps-cert?q=cert: Q5 076726 0015 Rev. 01

Digitally signed by Sarco Alexandru

Repoft He.! 74961664 Date: 2022.09.02 15:32:39 EEST
Reason: MoldSign Signature
Location: Moldova

Valid from: 2022-07-01
Valid until: 2025-06-30

c@tL\/

Date, 2022-05-06 Christoph Dicks
Head of Certification/Notified Body
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TOV 8UD Product Service GmbH - Certification Body - Ridlerstrafe 65 + 80339 Munich + Germany
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Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

Product Service

No. Q5 076726 0015 Rev. 01

Applied Standard(s):

Facility(ies):

Page 2 of 2

EN ISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(1ISO 13485:2016)

DIN EN 1SO 13485:2016

SAMSUNG MEDISON CO., LTD.
3366, Hanseo-ro, Nam-myeon, Hongcheon-gun, Gangwon-do
25108, REPUBLIC OF KOREA

Production and Distribution of Ultrasonic Diagnostic Apparatus,
PACS (Picture Archiving and Communication System) and
Ultrasound Probes

SAMSUNG MEDISON CO., LTD.
244, 1 Gongdan-ro, Gumi-si, Gyeongsangbuk-do 39376,
REPUBLIC OF KOREA

Production and Distribution of Ultrasound Probes

SAMSUNG MEDISCN CO., LTD.
1077, Cheonho-daero, Gangdong-gu, Seoul 05340, REPUBLIC
OF KOREA

Design, Development of Ultrasonic Diagnostic Apparatus, PACS
(Picture Archiving and Communication System) and Ultrasound
Probes
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TUV sUD Product Service GmbH « Certification Body » Ridlerstralke 65 « 80339 Munich + Germany
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