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EC Declaration of Conformity
Manufacturer: Authorized Representative:
Xiamen Weiyou Intelligent Technology Co.,Ltd. Luxus Lebenswelt Gmbh
Add: Unit 3 No.6 Xianghong Road,Torch Hi-Tech Address: Kochstr. 1,47877, Willich,
Hans-Bethe-Str.1, 60438 Zone Industrial Germany
Park,Xiang'an District,Xiamen Contact: Lin Sun
Tel: +86-592-6252495 Tel/Fax: 0049- 1715605732
Fax: +86-592-6252548 E-mail: info.m@Iuxuslw.de

E-mail: sales@weiuit.com

We, the manufacturer, herewith declare that the products

Products: Medical parallel transport bed

Model Ref: XW-PTB-8S

GMDN CODE: 43564
SRN:CN-MF-000028653

GUDID:06971234479655
meet the provisions of Regulation (EU) 2017/745, MDR.

The medical device has been assigned to Class | according to Annex VIl of Regulation (EU)

2017/745, MDR. It bears the mark

The product concerned has been designed and manufactured under a quality management

system according to Annex IX of Regulation (EU) 2017/745, MDR.

Compliance of the designated product with the Regulation (EU) 2017/745 and following the
procedure relating to the EC Declaration of Conformity set out in Annex IX of Regulation (EU)
2017/745 and in conformity to the following standards or other normative documents:

EN ISO 13485:2016 IEC 60601-1:2005 MEDDEYV 2.7/1 Rev.4
EN ISO 14971:2019 EN 1SO 10535:2006

EN 60601-1-2:2015

EN 1041:2016 EN 1SO 10535:2006
EN ISO 15223-1:2016 EN 60BD1-1.2:0014

EN ISO 780:2015 ISO 10535:2006
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The above mentioned declaration of conformity is exclusively underthe sole responsibility

of manufacturer: Xiamen Weiyou Intelligent Technology Co., Ltd.

Xiamen/ Oct 11, 2022
Place, date
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