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Xianning Fu"(3uard MedicaI Products Co。 ,Ltd.
Address∶ Yongan East Road VVenquan  Economic DeveIopment zone,Xianning C"y,Hubei Province,China

TeⅡ86-715-8210013  l/Vebsite∶ wⅥ∧″fu"guardmedical com

EU DecIaration of Confor1nity

Manufacturer:

Name: Xianning FuⅡ  Guard Medica丨 Products Co。 ,Ltd

Addms⒐
首;;:∶∶t;∶I{甘:°

ad№ 叫⑻ Econo雨c Devdopment zm⒐舳 m凹 ¤W山 。

TeI`Fax:  +86-715-8200113

sRN: CN-MF-000013685

Whose s∶ngIe Authorized Representatiˇ e:

Name∶     Humiss Beratung GmbH

Address∶    GneisenaustraBe8.40477,Dusse丨dorf,DeutsChland

Tel/Fax∶      +49-211-90760042

sRN∶      DE-AR-000023447

DisposabIe lsolation(3own

VⅢ DNs CODE∶ 15037

Product Code:FGlsˉ PP25-M,FGlsˉPP25ˉ L。FGls-PP25-XL, FGIs-PP25ˉ XXL

Prod"ct s∶ ze∶ M,L,XL,XXL

Bas∶ cˉUDlˉD1697386655FGlGsL

Intended purpose∶ The products are:η ain丨 y used for genera丨 iso丨ation in outpauent

cⅡ nics,、″ards,inspecHon rooms,c丨 eaning room,丨 aboratory ect,ltis intended to be used by

hea丨 thcare professiona丨 s in hospka丨 s and c"nics to rnaintain a good丨 eve丨 of hygiene and

contribute to infection contro丨 ,

C丨assiⅡca"on According To MDR,Annex VlII∶  C丨 ass丨 -Rule1

Conformky Assessment Route∶ Annex"and Annex"I

The rnanufacturer decIares thatthe device compⅡ es、″ith the∶ uedicaI DeVice

Regulation(EU)2017′ 745,standard(s)used f° rshow∶ ng compⅡ ance、″ith the essential
requ∶rements∶ n the specified directiˇe(s冫
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Tel∶86-715-8210013  Webs"e∶ 、″Ww fu"guardmedical com

EN丨s○ 13485∶ 2016,EN丨 s○ 14971∶ 2019,EN丨 S○ 20417∶ 2021,EN|S○ 15223-1∶ 2021,EN

62366-1∶ 2015,ISO10993-1∶ 2020,丨 s○ 10993-5∶ 2009,丨 s○ 10993-10∶ 2021,

丨s○ 10993-23∶ 2021,EN13795-1∶ 2019

WeJthe manufacturer,herewith dec丨 are under our so丨 e responsibⅡ ity thatthe above

mentiOned product,meets the provision of Regu|atiOn(EU)2O17/745on Medica|Devices

(MDR)A|丨 supporting documentations are retained underthe premises Ofthe manufacturer

The referred report(s)show thatthe device compⅡ es、″ith standard(s)recognized as

presumption of compⅡ ance、″ith the essentiaI requirements in the speClfied EU

Directive(s).The【ηanufacturer has rnarked the device、 ″ith the CE rnark.
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