
DECLARAT10N OF CONFORMITY
ACCORD:NG TO{EU〕 2017J745 MEDiCAL DEViCE REGULAT10N

Olympisch Stadion 24,1076DE

Manufacturer

Name:AN」 ISUNLIGHT MEDICAL PRODUCTS CO,

LTD.

Address:No.499,North Raocheng Road,Dipu

Street,Anil]Zhttiang PrOvince!PEOPLE'S

REPUBLIC OF CHINA

Product inforrnation

EU Representative

SUNGO Europe B.V

AmsterdaFn,Nether:ands

SRNI NLⅢAR‐000000247

Conformity Assessment    Name:Plaster of Patts Bandage
Mode: : 5CMX2 7M, 7 5CMX2.7M, 10CMX2 7M,

Conformity Assessment Procedure         12.5CMX2.7M,15CMX2 7M,20CMX2.7M15CMX3M,

Annex‖刊‖J RegttaJon仁り 2017″45   :M、
Ъtti路 離 Ml:j躍 器 3」

5CMX3M,

App:icable Standards                       C)ther sizes as pe「 customer requirements.

EN IS0 14971:2019                   GMDN: 10284
EN IS0 15223… 11 2016                 Basic UD卜 Di:′

EN 1041:2008+Al:2013                      classificationi Class l,According tO Rule l,Annex

lS0 10993-1:2018                       v‖
|,Regulation(EU)2017/745

EN IS0 10993-5:2009               Deciaration
EN IS0 10993-10:2013

Rennark                                     vve herewith declare that the above― mentioned

T17e decrara″ 0"ο′cor7fOrm′ ryノs ya/1cr「f7cOttηecrron         p「 Oducts meetthe requirennents of A/1edical[)evice

1/yノめ  肋e  晨封ease  recヵηJcar  dοευ『寵)ηF      Regulation(EU)2017ノ 745 and the appllcable

CE珀″DR‐P3-0プ                                standards above.cE/MDR-PB-01. standards above"

All the supporting documenlation is retaincd al lhe gft aff ,ir\
鉤嶺ρrer'Ses O′ ι力e′ηanυ Facr」 rerprernlses of the manufacturer.

t he Dectaratton of Conformtty is exclusively under Signature: ,lW4t0 Date: Trot 
.l . ) . t~  
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