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DECLARATlON OF CONFORMITΥ
ACCORDING To(EU)2017`745MEDICAL DEVICE REGULATION

EU Representative

SUNGO Europe B.V.

Fascinatio Boulevard 522, Unit 1.7,

2909VA Capelle aan den lJssel, The

Netherlands

SRN: NL-AR-000000247

Go nfeirm ity Assessment

ConfoFIη ity Assessment Procedure

Annex I丨 +"丨 of Regu|aUon(EU)2017/745

AppⅡcabIe standards

EN丨 SO14971∶ 2019

EN lsO15223-1∶ 2021

EN ISO20417∶ 2021

EN ISO10993-1∶ 2020

EN lSO彳 0993-5∶ 2009

巨N!S○ 型O993-10∶ 2023

EN丨 SO彳 0993-23∶ 2021

Remark

The dec/ararlon of c0刀 forrn∫ ry Js va″d加 connecⅡ o″

cE/MDR-V08050101-01.

All the supporting documentation is retained at the

premises of the manufacturer.

The Deciaration of Conformity is exclusively under

fhe soie responsibility of the manufacturer.

Manufacturer

Name∶ zHANGJIAGANG XlEHE MEDlCAL

APPARATUs&丨 NsTRUMENTs Co.,LTD,

Address:NO.7th,Middle Xinzha ROad,Zhashang

丨ndustHa丨 zone,Yangshe Town,zhangliagang C"y,

Jiangsu215600,China

sRN:CNˉ MF-000008449

Product InfoⅡ η ation

Name: Emergency Stretcher&Stretcher AccessoHes

ModeI:See Annex

EMDN:V08050101

Basic uDIˉ DI:6974580870001DN

CIassification: C丨 ass 丨,AccOrding to Rule 1,Annex

VⅢ ,ReguIauon(Eu)2017/745

Declaration

We herewith declare that the above-mentioned

products meet the requirements of Medical Device

release technical document Regulation (EU) 2017 the applicable

PosⅡ ion∶ GM iagang/China
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