A4 0717

e
<t
(&

|
| -
oo
LU

|
&
o
(==
()
TS
—
| o=
T

{ O
4
-
<
x
=
©
=

-
o.
L
[

R 4

‘{Hﬂﬂl

(o)

=

i
v,

‘A

=7
A

ZERTIFIKAT o CERTIFICATE &

(( DAKKs

Akkreditierungsstelle
D-ZM-11321-01-00

Product Service

Certificate

No. Q5 076726 0010 Rev. 00

Holder of Certificate: SAMSUNG MEDISON CO., LTD.

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

Gangwon-do 25108
REPUBLIC OF KOREA

Facilitv(ies): SAMSUNG MEDISON CO., LTD.
tY( ) 3366, Hanseo-ro, Nam-myeon, Hongcheon-gun, Gangwon-do
25108, REPUBLIC OF KOREA

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

SAMSUNG MEDISON CO., LTD.

145, Pangyoyeok-ro, Bundang-gu, Seongnam-si, Gyecnggi-do
13530, REPUBLIC OF KOREA

Certification Mark:

EN150 13485 8

tuv-sud.com/ps-cert

H . Design and Development, Production and Distribution
Scope Of Certlflcate. of Ultrasonic Diagnostic Apparatus, PACS (Picture Archiving and

Communication System) and Ultrasound Probes
Applied Standard(s): ENISO 134852016
PP ( ) Medical devices - Quality management systems -
Requirements for regulatory purposes
(1ISO 13485:2016)
DIN EN ISO 13485:2016

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). See also notes overleaf.

Report No.: 74953593
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Date, 2019-08-17 Stefan Preif}
Head of Certification/Notified Body
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