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DakkS CRTZ

Product Serice

CERTIFICATE

No. Q1N 1510 93400 001

Holder of Certificate: Suzhou Coming Chengye
Medical Technology Co., Ltd.

MNo.258, Huajin Read, Tongan Town

High & New Technology Development Zone
215153 Suzhou

PECPLE'S REFUBLIC OF CHINA

Facility{ies]: Suzhou Coming Chengye Medical Technology
Co., Ltd.
No.258, Huajin Road, Tongan Town, High & Mew
Technology Development Z2one, 215153 Suzhou,
PEOPLE'S REPUBLIC OF CHIMA,

Certification Mark:

. EMED 13885

Scope of Certificate: Design, Development, Production and Distribution
' of IVD Reagent for Hematology Analyzer,
Auxiliary Reagent for Biochemistry Analyzer,
Immunology Analyzer, Coagulation Analyzer

=
<
w2
™
=
Lo
L
o
*
o
o’
<L
=
e
-
oo
ke
=
*
—
<<
=
b
©
=
—_
a.
Lid
o
¢

F ==
=

al.

Applied EN ISQ 13485:2012 + AC:2012
Standard(s): Medical devices - Quality management systems -
Requirements for regulatory purposes
(ISO 13485:2003 + Cor. 1:2009)
DIN EN 1SO 13485:2012
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The Cerification Body of TUV SUD Product Service GmbH cerifies that the company mentioned
above has established and is maintaining a quality management systern, which meets the
requiremenis of the listed standard(s). See also notes overlesaf.

Report No.: SH15100901
Valid from: 2016-02-03
Valid until: 2019-02-02
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Date, 2016-02-03
Hans-Heiner Junker
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TUV SUD Product Service GmbH « Zertifizierstalle. - Ridlerstrae 65 - 80339 Minchen - Germany oV




