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ZERTIFIKAT ¢ CERTIFICATE ¢

CERTIFICATE Produc Seice

No. Q1N 1506 77070 003

Holder of Certificate:

11/F, Building A

Qiaode Science & Technology Park
No.7 Road, Hi-Tech Industry
Guangming new district

518106 Shenzhen

PEOPLE'S REPUBLIC OF CHINA

Facility(ies): B
11/F, Building A, Qiaode Science & Technology Park, No.7 Road,
Hi-Tech Industry, Guangming new district, 518106 Shenzhen,
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

A ENIS0 13485

Scope of Certificate: Design/Development, Production, Distribution and
Service of Auto Chemistry Analyzers, Auto Hematology
Analyzers, Electrolyte Analyzers and Clinical Chemistry
and Immunochemistry related IVD Reagents

Applied EN ISO 13485:2012 + AC:2012
Standard(s); Medical devices - Quality management systems -
Requirements for regulatory purposes
(ISO 13485:2003 + Cor. 1:2009)
DIN EN ISO 13485:2012

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.: 7484010437
Valid from: 2015-08-13
Valid until: 2017-06-27
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Date, 2015-08-14

Hans-Heiner Junker
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D-ZM-11321-01-00

TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany TOV
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ZERTIFIKAT ¢ CERTIFICATE ¢

C E R T I F I C A T E Product Service

No. Q1N 1506 77070 003

Holder of Certificate:

-

11/F, Building A

Qiaode Science & Technology Park
No.7 Road, Hi-Tech Industry
Guangming new district

518106 Shenzhen

PEOPLE'S REPUBLIC OF CHINA

Facility(ies):
11/F, Building A, Qiacde Science & Technology Park, No.7 Road,
Hi-Tech Industry, Guangming new district, 518106 Shenzhen,
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

EN ISO 13485

Scope of Certificate: Dpesign/Development, Production, Distribution and
Service of Auto Chemistry Analyzers, Auto Hematology
Analyzers, Electrolyte Analyzers and Clinical Chemistry
and Imnmunochemistry related IVD Reagents

Applied EN ISO 13485:2012 + AC:2012
Standard(s): Medical devices - Quality management systems -
Requirements for regulatory purposes
(1SO 13485:2003 + Cor. 1:2009)
DIN EN ISO 13485:2012

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.: 7484010437
Valid from: 2015-08-13
Valid until: 2017-06-27
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