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渴 凼 匮 厅 Xianning Fu"(3uard MedicaI Products Co.,Ltd

Address∶ Yongan East Road Wenquan  Economic Development zone,Xianning C"y,Hubei Province,China

TeⅡ 86-715-8210013  llVebsite∶ -Ⅵ
`fu"guardmedical com

EU DecIaration of Conformity

Manufacturer:

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

Yongan East Road l/Venquan Economic Deve丨opment zone,Xianning C"y,Hubei
Address:

Province,China

TeI`Fax:  +86-715-8200113

sRN: CN-MF-000013685

Whose sing∶ e Authorized Represe"tat∶ ě:

Name: Humiss Beratung GmbH

Address:  Gneisenaustrase8,40477,Dusse丨 d。 rf,Deutsch丨and

TelrFax:  +49-211-90760042

sRN: DE-AR-000023447

NOnosteriIe DisposabIe surgical GoWn

UⅢ DNs CODE∶ 11901

Product Code:

FGNs-sG-sM40-M,FGNs-sG-sM40-L, FGNs¨ sG-sM40ˉ XL,FGNsˉsGˉsM40ˉXXL。

Produd s泛 e∶ M`L`X凵XXL

BAsIC uD卜 DI:697386655FGNsGU7

丨ntended purpose∶ The products are:η ain丨 y used for generaliso丨 ation in out patient

dinics,wa叫 s,inspedion rooms,deaning room,丨 aboratory ect.Itis intended to be used by

hea|thcare professionals in hosp"a丨 s and c"nics to了 naintain a good leve丨 of hygiene and

cOntHbute to infecuon c° ntr。 1.

Classricau° n According To MDR,Annex VⅢ ∶ C丨ass l-Ru丨e1

Conform"y Assessment Route∶ Annex"and Annex"I

The口ηa"ufacturer decIares that the deˇ :ce compⅡes、″ith the IuedicaI Deˇ ice

Regu∶ aJo"(EU)2017′ 745,standard(s)used f° r showing c° mpⅡ anCe、″△h the essenJaI
req"ireme"ts in the speci】 ed d:recJˇ e(sl:



廿△
"日

u已 rd
溻 凼 匮 厅 Xianning Fu"Guard MedicaI Products Co.,Ltd

Address∶ YOngan East Road lA/enquan  Econonη ic Development zone,Xianning City,Hubei Province,China

TeⅡ 86-715-8210013  X/VebsⅡ e∶ vvww fu"guardmedical com

EN丨 s○ 13485∶ 2016,EN丨 SO14971∶ 2019,EN|S○ 204日 7∶ 2O21,EN丨 S○ 15223-1∶ 2021,EN

62366-1∶ 2015,丨 S○ 10993-1∶ 2020,lSO1O993-5∶ 20O9,|S⊙ 10993-10∶ 2021,

丨SO10993-23∶ 2021,EN13795-1∶ 2019

We,the rη anufacturerJ hereWith dec丨 are under our so|e responsib"ity thatthe above

mentioned prOduct,meets the provisiOn of Regu|ation(EU)2017/745on R/ledica丨 Devices

(MDR)A"supporting documentations are retained underthe premises ofthe manufacturer

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

giving presumption of compⅡ ance、″ith the essent∶al requirements in the speci】 ed EU
Directiˇ e(s).The1η anufacturer has rnarked the deVice、 ″ith the CE,nark.
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