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EUROCOSMETIC srl
www.izis,ro
office@izis.ro

мапчfасtчrеr:

мапчfасtчrеr address:

SRГI пчmЬеr:

EU DECLARATION ОF CONFORMITY

s.c EUROCOSMETIC s.r.l.

str. Avram Iancu nr.15, Alesd,415100, Romania

Ro-MF-000000906

дррliеd standards : SR-EN ISo lз485:2016; SR-EN ISo |49'7l:2020; SR-EN ISo 15223-1:2017:

SR-EN ISO 1041:2008+Al.2014; SR-EN ISO 10993-1:2010

we declare, under очr sole responsability, that the medical devices described in the declaration bearing the СЕ

marking comply with the..quir.-"nts of Regulation (EU) 2Ol7_1'745 of the European Parliament and of the

Council of 5 Дрril 2017 oh йеdiсаl devices tMpKt as amended. The declaration has been drawn up on the basis

of the requirements in Annex tV of the Regulation,

Eurocosmetic srl has а quality management system, in accordance with the requirements of the standards:

ISo 9001:2015, certificate пчmЬеr urc-tot4-BH-567 (issued Ьу Unicert) and ISO 13485:20l6, certificate

пumЬеr 202580/А/000lruК (issued Ьу URS).

product паmе Types/models Yеrsiоп BASIC UDI-DI code

Medical cotton wool З0% viscose 50Yо cotton wool- 50g ИIS,
70g ИIS, 1009 IZIS,2009 ИIS.

non-sterile б423038 l00000SE

Risc class and
classification rчlе: I дссоrdiпg to дппех VIII, Rule 1

product application: In all areas of medicine where аьsоrьепt material is needed, to cleaning the skin

and the surfaces, to sponge up the secretions, applying liquid and cTeams.

EMDN code: м010101

Alesd, 08.08.2021

dr. Tordai Kriroly
Gепеrаl Мапаgеr

EU-DC_007/Rev.02
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I}IINIýTERUL ýДNДтДlтl гrвLIсЕ
DIRЕстIд LqGIýT LсД, дпмIптsтЕлтlч, R.ЕLлтII pl]B1,I(1p ýI

млSS-мЕ,DIл
Strada Cristian PoprqTearru пт. ! -3, ýесtФr 1,010024, Вrюшеfli,

TeI.30? 25 8l; Erx: 307 15 Е5

cERTrEIcAT DE iнпвсrSтRлRЕ
Д DISPOZITIVELOR MEDICALE

пr. RO/ I-108-193 diп l4,10J008

iл сопfоrmitаtс сц рrечсdсгilе HotflrflTii Guчеrпului rrr. 862/2006 privind

оrg*иъа 9i fi.,n*rion;*, MirrlBtcrutui SnnatAlii Puhliee, Цlе ordilrului

rniлistnrlui sanetatii publice ш. 92/2007 ргiчiпtl ТПrеgistГаrЕа disPozitivcloГ

rпеdiсаtе, дlе агt. З1 аJiл. (l) din Ноtйrirса Guчеrпчlчi пг,9tl/2005 ргiчiпd

stabiliгea conditiiloг dc iпtrgduсеrе ре pialE qi de рчrrеr1 jп fuпсliчпе ь

dispoziti*elor medicale $i in baza docum*nt"ii*i i'ruinИte. МiПistеrul SДnatiltii

publice а Тпrвgistrаt Тп Ьаzд de date urmfltоаrеlе dispozitive medioalc clssf, I:

introduse fie рiцЁ сопfогrп рrечсdетilог НоtДrfirii (iuvеrпului ш'- 911i2,005 de

сЁtгс ргоduсitоrчl:

Sc EUR()с0SII{ETIC ýRL
оu sediul iгоrаsчl Дlеsd, Stг.лчrаlп Iапсu nr,15, judeml Вihог,

rJ[lNCT,

rе

'lt

.тА нlDRоFtц DE UZ MEDlclNAL
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