DECLARATION OF CONFORMITY

ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION

EU Representative

Lotus NL B.V

Koningin Julianaplein 10,le
Verd,2595AA, The
Hague,NetherlandsAmsterdam,

Netherlands

SRN: NL-AR-000000121

Conformity Assessment

Conformity Assessment Procedure
Annex lI+lll of Regulation (EU) 2017/745

Applicable Standards
EN ISO 14971:2019

EN ISO 15223-1:2021
EN 1041:2008+A1:2013
ISO 10993-1:2018

EN I1SO 10993-5:2009
EN ISO 11199-2:2021

Manufacturer

Name:
Zhenjiang U-Nurse Medical Equipment Co., Ltd.

Operation Address: Building 16,Central R&D
Zone,Science and Technology Industrial
Park,Development Zone,No99, Jing15t" Road,New
District,Zhenjiang City,Jiangsu Province,China

Registered Address:Building 2,Central R&D
Zone,Science and Technology Industrial
Park,Development Zone,No99, Jing15t" Road,New
District,Zhenjiang City,Jiangsu Province,China

Product Information

Name: SHOWER CHAIR
Model:UN7008,UN7009

SRN: CN-MF-000013494

Basic UDI-DI: 697479546showerchairSU
Classification: Class |, According to Rule 1, Annex
VIIl, Regulation (EU) 2017/745
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