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DiCHIARAZ10NE Di CONFORMiTA CE

*,, ne,n J lL[i:] ffi;fiffi [ co., Ltd.

ince, PeoPle'e RePublic of ChinaNo.55 Yuejin Road, Zouqu Town, Changzhou City, Jiangsu Prov

EU represen lative / M a ndata ri o

Shanghai lnternational Holding Corp. GmbH

Eiffestrasse 80, 20537 Hamburg, Germany

This EU declaration of conformity is issued under the sole responsibility of the manufacturer

La presente dichiorazione di conformitd uE d rilasciata sotto la responsobilitd esclusivo delfabbricante

product and trade name/Nome det prodotto e denominqzione commerciole
POPme

A,Elastic fabric

PRODUCT NAME TRADE NAME DEVICEICLASS‐ MEDiCAL DEViC=

Model: A-Elastic fabric

bandage

POPme PM015 and its
colour variants

Class I sterile, Rule 4
according to ANNEX lX

of EU 93/42/CEE

Bandage for small

wound and cortical

trauma care

lntended purpose/Destinozione d'uso: Cerottisterili per medicazioni/sterile dressing potch

The devices that are covered by the present declaration are Class I sterile medical devices in accordance

with the rule 4 set out in Annex lX of Medical Device Directive 93142/EEC

I dispositivicopertidalla presente dichiarazione sono dispositivi medici di classe t sterile conformemente

allo regola 4 dell'ollegato lX detla Direttiva 93/42/CEE

The devices that are covered by the present declaration are in conformity with the essential

requirements of Annex I of Medical Device Directive }3/42/EEC as prescribed by Annexes V and Vll of

Directive gSl42lEECas amended by Directive 2oA7l47lEC

t dispositivi coperti dalla presente clichiaroziane sono conformi ai requisiti essenzioli di cui all'allegato I

detto Direttiva gj/42/cE1 corne prescritto dagti Attegati v e vtt detta Direttiva 93/42/cEE came

modificato dalla Direttiva 20A7/47/CE

The manufacturer has implemented a quality assurance system for manufacture in accordance with

MDD g3lAz/EEC Annex V with EC certificate No. G2s a4szzz 0019 Rev.00 issued by the notified body

;". ;td TUV SUD product Service GmbH valid from 2021-05-06 until 2024-05-25

ttfabbricontehaimplementqtounsistemadigestionedetloquatitdperloproduzioneinoccordo
ail,ollegoto v detta MDD gg/42/CEE cgn cerificoto cE No. G2S 045222 0079 Rev'A1 rilasciato

dall,organismo notific:ato no. 0'1.23 fUV SUD valido datA6/A5/2021 sl 26/A5/2024



CHANGZHOU HUALIAN HEALTH DRESSING CO.LTD
No.5,Yudin ROao,Zouqu,ChangZllou,Jialgsu,Chila

Notq/Notg:
ln accordance with the provisions of Art. 120 of Regulation (EUl 2017/745, the devices covered by this
declaration of conformity can be placed on the market until the expiry of the EC certificate {26 May
2a2q.
ln conformitd a quanto prescritto dall'Art, L20 del Regolomento (UE) 2A17/745 i dispositivi oggetto della
presente dichiarazione di conformitd possono essere immessi sul mercoto fino alla scadenza del
certi」 Ficato αイ25“αgクb2θ24ノ .
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