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Xianning Fu"(3uard MedicaI Products Co.,Ltd.
Address∶  Yongan East Road llVenquan  Economic Development zone,Xianning City,Hubei Province,China

Tel∶ 86-715-8210013  \^`ebs"e∶ WWw ful丨 guardmediGaI com

Eu DecIaration of Confor:η ity

Manufacturer:

Na田ne: Xianning Fu丨丨Guard Medica丨 Products Co。 ,Ltd

Yongan East Road llVenquan Economic Deve丨opment zone,Xianning City:Hubei
Address:

ProVlnCe,China

Tel`Fax:  +86-715-8200113

sRN: CN-MF-000013685

Whose single Authorized Representatiˇ e:

Name: Humiss Beratung GmbH

Address:  Gneisenaustra8e8.40477,Dusse丨 d°rf,Deutsch丨and

TeI`Fax:  +49ˉ 211-90760042

sRN: DE-AR-000023447

DisposabIe Cap

UⅢ DNs CODE∶ 16081                 .

Product Code∶FGDCE-sM35,FGDCT-sM35

Product si〓 e∶ 62·14.5cm

BasicˉuDIˉDl∶697386655FGHCs9

I"temded purpose∶ The products are rnainly used for genera丨 iso丨ation in outpatient

c"nics:、″ardsJnspection rooms,cleaning roorn,丨 aboratory ect。 ltis intended to be used by

hea丨 thcare professiona丨 s in hospitals and cⅡ nics to rnaintain a good丨 eve丨 of hygiene and

ContHbute to infecUon controI.

CIassiⅡ cau°n According To MDR,Annex VIII∶  C丨ass l-RuIe1

Conform"y Assessment Route∶ Anne× Ⅱ and Annex"l

The:nanufacturer decIares thatthe device compⅡ es、″ith the Iuedical Deˇ ice

ReguIat∶ on(EU)

2017`745,standard(s)used for shoWi"g compⅡ ance、″∶th the essent∶ aI requ∶rements in

the speci】 ed directiVe(s∷
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n;∶

骡nⅠ型苫l:ll垦搭哐1。∶i咫挞冻靴:〓∶n雨∞。⒈Hube Rm贱⑴ma
Tel∶ 86-715-8210013  VVebs"e∶ www fullguardmedical com

EN丨 SO13485∶ 2016〕 EN丨 S○ 14971∶ 2019,EN丨 SO20417∶ 2021,EN|S⊙ 15223-1∶ 2021,EN

62366-1∶ 2015,丨 s⊙ 10993¨ 1∶ 2020,lS○ 10993-5∶ 2O09,丨 SO1O993-10∶ 2021,

丨s○ 10993-23∶ 2021,EN13795-1∶ 2019                          
‘

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

mentioned prOduct,meets the prOvision Of Regu|ation(EU)2017/745on IⅦ edica|Devices

(MDR)A丨丨supporting dOcumentations are retained underthe premises ofthe manufacturer

The referred report(s)show thatthe deˇ ice compⅡes、″ith standard(s)rec° gnized as

giˇ ing presump刂on of compⅡ ance、″ith the essentiaI requirements in the speciⅡ ed Eu
Directive(s).The:η anufacturer has,η arked the device、″ith the CE:η ark.
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