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EU Quality Management System Certificate

Conformity Assessment Regulation 2017/745 on Medical devices, Annex IX Chapter | and lll

Manufacturer:

Yian Medical Technology (Haining) Co., Ltd.

1st Floor Area 1,2nd Floor Area 1, Building A, No. 2 Caohejing Road,
Haining Economic Development Zone, Haichang Street, Haining City
314400 Jiaxing City, Zhejiang Province

China

SRN ID.: CN-MF-000027269

DEKRA grants the right to use the EC Notified Body Identification Number illustrated below'to,accompany, the CE
Marking of Conformity on the products concerned conforming-tothe required Technical/Documentation and meetlng
the provisions of the EU- Regulation which apply to them:

0344

Supplement to certificate: 6096257CN

Authorized Representative:
Shanghai International Holding Corp./GmbH (Europe)
Eiffestrasse 80, 20537 Hamburg, Germany

DEKRA hereby declares that the' above mentioned manufacturer fulfils the' releyant fequiréments of EU Regulation
2017/745, including all subsequent amendments for the above menﬁonédfcbhforr’n'ity'assessm'ent. The manufacturer/
authorized representative is 'subject to periodic surveillance’as required for the applicable conformity assessment/in
accordance to Regulation 2017/745. :

DEKRA Certification B.V.

\)

B.T.M. Holtus J.M. McKenzie

Managing Director Principal Certification Manager
First Issued: 17 August 2023 Date: 17 August 2023 Expiry date: 1 August 2028

© Integral publication of this certificate and adjoining reports is allowed
DEKRA Certification B.V. is Notified Body with ID no 0344
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This certificate covers the following device(s) / groups of device(s):

DIRECT DIGITAL X-RAY SYSTEMS (2110311, class llb)

Group of Devices:
Digital Mobile Photographic X-ray Machine Intended Purpose: Mainly used for chest; abdomen,
limbs and other parts (spine and pelvis), of X-ray
photography examination, image for clinical diagnosis.

Conditions for or limitations to the validity of this certificate:
e N/A

Certificate History

including facilities.

Revision | Date of Issue certificate Certificatlon_'NQ't_'jo-'e
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