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Xianning Fu"Guard MedicaI Products Co.,Ltd.
Address∶ Yongan East Road llVenquan EcOnon∩ ic Development Zone,Xianning City,Hubei Province,China

Te⒈ 86-715-8210013  Website∶ www fuIlguardmedica丨 com

EU Declaration of Conforrnity

Manufacturer:

Name: Xianning Fu"Guard Medica丨 Products Co,,Ltd

Address:  
首:Ⅰ淠:1t;:∶|冕

°ad wenquan  Econornic DeVe丨 opment zone,Xianning City,Hubei

TeI`FaX:  +86-715-8200113

sRN: CN-MF-000013685

Whose s∶
"gIe Authorized Represe"taJˇ

e:

Name: Humiss Beratung GmbH

Address:  GneisenaustraBe8.40477,Dusse丨 dorf,Deutsch丨and

TeI`Fax:  +49-211-90760042

sRN: DE-AR-000023447

D∶sposabIe shoe Cover

UⅢ DNs C0DE∶ 13574

Product Code∶ FGsCNAsˉ PP35,FGsCAs-PP35.

Product size:17★40cm

Basic uDIˉDI:697386655FGsCTA

I"te"ded purpose∶The products are【 ηainIy used for generalisolaHon in outpatient

c"nics,、″ards,inspecuon rooms,c|eaning roorn,丨 aboratory ect。 ltis intended to be used by

healthcare professiona丨 s in hospitaIs and c"nics to rnaintain a good Ieve丨 of hygiene and

contribute to infec刂 on contro1.

C丨assⅢcauon According To MDR,Annex VⅢ ∶ C丨ass l-Rule1

Conformity Assessment Route∶ Annex"and Annex"I

The rnanufacturer decIares thatthe deˇ ice compⅡes、″ith the IuedicaI Deˇ ice

ReguIation(EU)20刂 7`745,sta"dard(s)"sed for show∶
"g compⅡ

ance、″△h the essemJaI

requirememts in the speci】 ed d∶ rectiˇe(s):
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Xianning Fu"Guard Medical Products Co.,Ltd。
Address∶ YOngan East Road VVenquan Econonqic Development zone,Xianning City,Hubei Province,China

Te卜 86-715-8210013  Website∶ VvⅥ
`w fu"guardmedical com

EN ISO13485∶2016,EN Is○ 1497⒈ 2019,EN|SO20417∶ 2021,EN丨 S○ 15223-⒈ 2021,EN

62366-1∶ 2015,丨 sO1O993-1∶ 202O,丨 SO10993-5∶ 2009,丨 S○ 10993-10∶ 2021,

|s○ 10993-23∶ 2021,EN13795-1∶ 2019

VVe,the rnanufacturer,herewith dec丨 are under our so丨e responsibⅡ ity that the above

mentiOned product,meets the provision Of Regu丨 ation(EU)2017/745on MediCa丨 Devices

(MDR)A丨丨supporting documentations are retained underthe prerη ises ofthe manufacturer

The referred report(s)sh° w thatthe device compⅡes、″⒒h standad(s)recog"ized as
giˇing presumption of comp"a"ce、″

"h the essentiaI requireme"ts in the spec∶
fied EV

DirecJve(s卜 The lηanufacturer has:narked the deˇ ice、″∶th the CE,nark。
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