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Zentralstelle der Lander
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* %*‘* ZLG-BS-244.10.08

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, lIb or Ill)

No. G1 063599 0031 Rev. 02

www.zlg.de

Product Service

Manufacturer: Beijing Demax Medical

Technology Co.,Ltd

A13-7, Jingshengnansi Street, Tongzhou District
101102 Beijing

PEOPLE'S REPUBLIC OF CHINA

Product Category(ies): Manifolds, Y Connector Pack, Control Syringes,
Pressure Line, Push-Click Y Connector Kit,
Interventional Device Set, Disposable Pressure
Transducer.

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex Il.

This quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class Ill devices an additional Annex Il (4) certificate is
mandatory. All 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?g=cert:G1
063599 0031 Rev. 02

Report No.: BJ20092002
Valid from: 2020-08-28
Valid until: 2024-05-26

Date, 2020-08-28 c
'@IL\/

Christoph Dicks
Head of Certification/Notified Body

Digitally signed by Ostapciuc Alexandr
Date: 2023.10.07 14:38:49 EEST
Reason: MoldSign Signature

Location: Moldova
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