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ZERTIFIKAT & CERTIFICATE

(( DAKKS

Deutsche
Akkreditierungsstelle
D-Zm-11321-01-00

Certificate

Holder of Certificate:

Certification Mark:

Scope of Certificate:

Product Service

No. Q5 081494 0015 Rev. 00

Sino Medical-Device

Technology Co., Ltd.
6th Floor, Building 15

No. 1008, Songbai Road
Nanshan District

518055 Shenzhen

PEOPLE'S REPUBLIC OF CHINA

EN ISO 13485

tuv-sud.com/ps-cert

Design and Development, Production and Distribution
of High-pressure Injector, Syringe Pump, Infusion
Monitoring System, Mammography, Infusion Pump,
Enteral Nutrition Pump, Infusion Warmer, Syringe Pump
Station, Infusion Workstation, Single-use High-pressure
Angiographic Syringes and Accessories, Single-use
High-pressure Angiographic Connecting Tube, Single-
use High-pressure Angiographic Transfer Set and
Enteral Feeding Sets for Single Use.

Production and Distribution of Sterile Syringe with
Needle for Single-use and Sterile Infusion Sets with
Needle for Single-use.

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.: GZ1807901
Valid from: 2019-01-02
Valid until: 2021-10-15
Date, 2019-01-02 ) ;
Stefan Preil}
Sula C Page 1 of 2 ‘
0:‘59?28“&%'1% MPESFE(# GmbH + Certification Body * RidlerstraBe 65 + 80339 Munich + Germany
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ZERTIFIKAT & CERTIFICATE & :3:E

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

Product Service

No. Q5 081494 0015 Rev. 00

Applied Standard(s):

Facility(ies):

Page 2 of 2

EN ISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(ISO 13485:2016)

DIN EN ISO 13485:2016

Sino Medical-Device Technology Co., Ltd (Guangming Branch)
Area C, 2nd Floor, Building 1, Han Haida Technology Innovation
Park, Yulu Community, Guangming New District, 518132
Shenzhen, PEOPLE'S REPUBLIC OF CHINA

Sino Medical-Device Technology Co., Ltd.
6th Floor, Building 15, No. 1008, Songbai Road, Nanshan District,
518055 Shenzhen, PEOPLE'S REPUBLIC OF CHINA

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrae 65 « 80339 Munich « Germany
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