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DECLARATION OF CONFORMITY

ItccoRDtNG TO (EU) 2017t745 MEDTCAL DEVTCE REGULATTON

H *rr*::tl*,:: _ *
$UNG0 Hurope El.V

Olympisch Stadion 24, 1076D8 Amsterdam,

Netherlands

$RN: NL-AR-O00000247

Conformity

Conformity Assesgment Prosedure

Annex ll+lll of Regulation (EU) 201Tt745

Applicable Standards
EN ISO 14971: 2019

EN ISO 15223-1: ?016
EN 1041:2008+41:2013

l$O 10993-1: 2018

EN lS0 10993-5: ?009

[N ISO 10993-10: 2013

Remark

Tha declaration of conformity is valid in connecfion with

the release technical dacument CE,FC-IAI.

All the sLtppofting documentatian is retained at the

prernlsas of the manufacturer.

Tha Declaration af Canfarmity is exclusively under the

$ole responsibility af tho manufacturer.

Yelv*lyrqr*-* " ,.._"_,*
Name: Forlong Medical Co., Ltd

Address: No. 33 Zhihui Road Huishan District Wuxi

China

Product lnformation

Name: Dental cotton roll

Model : B*30mm/8*38mm/8*480mm18*800mml

1 0.30mm/1 0o38mm/1 0n480mm/1 0*800mm11 2"30mm/

1 2* SBmml 1 2*480mm/ 1 2*800 m m

Basic UDI-DI: I

Claisification: Class l, According to Rule 1, Annex

Vlll, Regulation (EU) 201717+p

Declaration

We herewith declare that the above-mentioned

products meet the requirements of Medical Device

Regulation (EU) 2fr171745 and the applicable

standards above.
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