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Certification of FDA Registration Service

This decument provides notification of the registration aumber assigined 1o the client's saablishiment.
Establishment; ZHENANG AOKI MEDICAL DRESSING CO, LTD
Address: LONGANG PIASTIC KNITTING INDUSTRIAL ZONE,

WENZHOU , ZHEJIANG , 325802 , CHINA

Onwner/Operator No,: 10308549

Registration Me.: 3003044603

Fremsket Froaliet

Liimg | gl e Devicy Mame Propriary Astivitics
Mo P, Nung
. WAL, DRATNAGE. WITH -
25 5540 Exemgpd FON AGHESIVE, CSTOMY i Sl il tuer
[y T T
foos 7a5 Euempt NAB rE o
e e ManuFcrer
ACCESSORY, Fase mask , [t
jastiay L LY SURGICAL APPAREL Pt ype’ Contrast
Fulding nipe Masiuficiuscr
o736 Exsrgt KX Tups and bandhags, abesine ¢ e
| it urer
me— anufmturr
s 7100 Exempt EYR HAG, ICE Comitact
s
- E > T M snufiscrurer
foes 7128 Examgt NAC s ml inadrephilic frabie
(M s s uarer
[ S anulcturer
bcanaal [ HME PAI, EYE T
Msnufurruses
B T [Manifcturer
foos 7132 Evempt NAD Dressing, wousd goelus ive Comitatt
& SLISSTHS, 7 Matiufiatuser
T Exempt 0 MEBICAL, Contract
DISFUSARLE:
06 7135 Enmgd NAE J
b 7136 Fasmpt KoY

-l_@@

G)‘
S
.1

EC Declaration of Conformity

Manmciurer: wihase simgle dwhorized ElRepresentative:

Zhejinmg Anki Medical Dressimg Co., Ll Mirme: Caresechion iy

Plastic Knfirtg Dodvestrial Zoe, Longgang cify, Adddl; Nigahreibdnsir. T, 40474 Duessaldur,
Wi T25802, PR China. Germany
Tel:+4% 17 2003 8618
MDY Code:

Fsisail i forst capetes R de

We, the manufacturer, herewith declure that the products:

Medical Face Masks

imeel the provisions of Medical Devic (L 20077745 which apply 10 themn.

The medical device has boen wmsigned te class [ according i Appendiz VI of te Regulation (ELT 20177745, I

i Ce

follawing the conformity asscsamest procedures relating w the EC Declamison of Conformity set oul in
Adies [ of Repulation (EL) 200177745,

This Dl of covers all medical d apechibad in the product Bst belonging ro this
declanition.

The product ified sbove compl the pzrential regquir of the above EC Directives by
meeting the faflowing standards:
EN [4683; 20]%; EN IS P34R5:2016; EN ISQ PO71:M012; EN IS0 [0933-1:20]%;

EN IS0 [0993-3:2009; EN IS0 J0993-10: 201 3; EN 62560 1:3015;
EN ESiP T5223-1:2006; EN T041:2008+A T:2003

The dktlaration of confommity is i b ol

Zhvefiang Anki Modical Deessing Co., Ll
Plastic Kufting Indusrrial Zone, Longgeng city, Wenzhon 725802, P.R Cling.
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The user can demonstrate on a projector or computer, or print the presentation
and make it into a film to be used in a wider field
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