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A EUROEA Regarding/¥dical Device Regulation (EU) 2017/745

Manufacturer: Suzhou Manwell Medical Equipment Co., Ltd 1

\
Address: Room B707-A, Tower B, Huijin Business Centre, Yangshe ‘

|

Town, Zhangjiagang City, Jiangsu Province, China. ;

SRN: CN-MF-000052090 \
EC Representative: Everbiz GmbH j s
Address: Landsberger Str.165 80687 Miinchen Germany [ 2
SRN: DE-AR-000008964 \
Product Name: Manual Hospital Bed
Model/Size: Refer to Annex
Classification: Class |
Rule: Rule 13, Annex VIII, Regulation (EU) 2017/745

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

We herewith declare that the above-mentioned products meet the requirements of

Medical Device Regulation (EU) 2017/745 and the following harmonized standards.

EN ISO 14971:2019 EN ISO 15223-1:2021 X W)
EN ISO 20417:2021 ISO 10993-1:2020 :
SO 10993-5:2009 ISO 10993-10:2021

ISO 10993-23:2021
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Annex

MA-BM1F MA-BM2F MA-BM3F MA-BM4F MA-BM2T

MA-BM3T MA-BM4T MA-BM1G MA-BM2G MA-BM3G

MA-BM4G MA-BM1C MA-BM2C MA-BM3C MA-BM4C

MA-BMO0O MA-BMEO1 MA-BMEO02 MA-BMEO3 MA-BMEO4
MA-BMEOS MA-BMEQ6 MA-BMEO7 MA-BMEOQ8 MA-BMEO9
MA-BME10 MA-BBMO02 MA-BOMO1 MA-BCO02 MA-BCO00
MA-BC00-1 MA-BC00-2 MA-BCS00 MA-BCSO01 MA-BCS02
MA-BCO02-A MA-BNO1 MA-BNO02 MA-BNO3 MA-BN04

MA-BNO5 MA-BNO6 MA-BNO7 MA-BNO8 MA-TBO1

MA-TB02 MA-EMO1 MA-EM02 MA-EMO03 MA-EM04

MA-EMO05 MA-EMO06 MA-EMO7 MA-EMO08 MA-YZBMO1
MA-YZBF01 MA-YZETO01 ﬁfﬂﬁﬁ@ﬁﬁ%ﬁmé‘\ﬁj

Suzhou Manwell Medial Equipment Co,Lld
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