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EC Certificate

Full Quality Assurance System
Dirsstive 93/42/EEC an Medical Devices (MDD), Annex 1l sxcluding (4)
{Devices in Class lla, 1Ib or 111}

No. G1 075966 0004 Rev. 01 °

Shenzhen BAIGE Medical
Teehnology Co., Ltd.

Onthawiest of Fourth Flogr of Secand Building
Shiheds Fagtory Area

Livxiahdong Industry Zone, Xili

Nanshan District

518101 Shenzhen Cily

PEOPLES REFUBLIC OF GHINA

Manufacturer:

Product Category(ies): Anesthesia Machine and Anaesthetic
Vaporizer

The Gertification Bedy of TUV SUD Product Service GmbH declares that the aforementionsd
manufacturer has implemented a quality assurance system for design, manufacture and final
inspectian of the respective devices / device calegories in accardance with MDD Annéx Il
This quality assurance systern conforms to the requirements of this Directive and is subjsct t©
periodical surveillance. For markeling of class Ill devices an additional Annex |1 {4) certificate is

All applicable of the testing and regulation of TOV SUD Group
have ta be complied with. For details and certificate validity see waw tivsud comips-cen?g=cet.G1
075966 0004 Rev. 01

Report No.: 622015703
Walid from: 2021-04-26
Walid until: 2024-05-26
Date, 2021-04-26
6 @ll-\/
Christoph Dicks
Head of Cetification/Motified Body
Paga of 1

TUV 50D Produc: Service GmbH is Notified Body with identification no. 0123

TOV SUD Pradust Seniss GmaH « Certfication Budy - Ridlerstrate 65 « 50338 Munich « Germany
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(IS0 13485:2016)

DIN EN ISO 13485:2016
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Christoph Dick:
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Head of Certification/Nolified Body
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TUV SUD Product Service GmbH » Gelification Body - Ridlerstralie 65 - 80338 Munich - Germany
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