
DECLARATION OF
ACCORDING To(Eu)2o17`745MEDICAL

CONFORMITΥ
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

Gonformity Assessment

ConfoⅡ η ky Assessment PΓ ocedure

Annex丨 丨+Ⅱ丨of Regu丨 ation(EU)2017/745

AppⅡCabIe standards

EN Is○ 14971∶ 2019

EN Is○ 15223-⒈ 2021

EN丨 sO20417∶ 2021

EN lsO10993-1∶ 2O20

EN lsO10993-5∶ 2009

EN ls○ 10993-10∶ 2013

EN62366-1∶ 2015

Remark

The dec'araf`on orco刀 fom″ /^s va″d加 conneCfJo刀

仂 e release technical document

CEUDR-XHO6-0彳 ,

月″ fne stJppo耐 ng doCtJme刀 坨 tj0刀 0refa加 ed affhe

ρrem心 es offhe ma刀 tJfacrurer

The Decraraf`o刀 0FC0刀 rom"y心 excJus've/y under

仂 e so/e resρ o刀 s仂 j″y offhe仞 a刀uFaCfurer

Man ufactu rer

Name: ZHANGJlAGANG X丨 EHE MED丨 CAL

APPARATUs&丨 NSTRUMENTs CO,⊥ TD

Address:  No,7th,Midd丨 e Xinzha ROad,Zhashang

lndustHaI Zone,Yangshe Town,zhangjiagang City,

Jiangsu215600,China

sRN∶ CN-MF-000008449

Product Info"η ation

Name∶ spIint

MOdeI:YXH-9A YXH-9B XH-15A XH-15B YXH-9

YXH-10YXH-8B

GMDN:43565&43588

Bas∶ c UD卜 DI: 6974580870003Ds

CIassification:CIass I, According tO RuIe 1, Annex

V丨

",Regu丨

aJOn(EU)2017/745

Declaration

We herewith declare that the above-mentioned

products meet the requirements of Medical Device

Regu丨aUOn(EU)2017′ 745

standards above.
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Position: 4.,* Place:

j))冖‘z:冫'∫ 。


