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msmm: DECLARATION OF CONFORMITY / PROHLASENI O SHODE

We / My:

MEDICA FILTER spol. s r.o. ID No.: / IC: 00669555

Smetanova 421 VAT No.: / DIC: CZ00669555

CZ - 341 92 Kasperské Hory Single reg. No.: / Reg. ¢. vyrobce: CZ-MF-000018854

Declare on our own responsibility that / Prohlasujeme na nasi zodpovédnost, Ze:

Sterile medical device: Disposable OR Drapes Basic UDI-DI:

Sterilni zdravotnicky prostiedek: Jednordzové operacni rousky Zékladni UDI-DI:

meets all the provisions of the Directive 93/42/EEC (,MDD") as amended by Directive 2007/47/EEC which apply to it.
spliiuje vsechny poZadavky Smérnice 93/42/EHS (,MDD") ve znéni revize Smérnice 2007/47/EHS, které se na néj vztahuji.

Intended purpose / Urceny ucel

Sterile surgical drapes are designed to cover patients and operating room equipment (instruments, instrumentation tables,
etc.) as a barrier preventing the penetration of microorganisms and fluids into the operating field during the operation.
Surgical drapes are supplied as individually packaged sterile medical devices or are a part of OP sets.

Sterilni operacni rousky jsou uréeny ke kryti pacient( a vybaveni operacnich séli (pfistroje, instrumentacni stolky, apod.) jako
bariéra zabrariujici priiniku mikroorganismd a tekutin do operacniho pole béhem operacniho zdkroku. Operaéni rousky jsou
doddvdny jako samostatné balené sterilni ZP nebo jsou soucdsti operacnich setd.

Applied harmonised standards / Aplikované sjednocené normy:

EN ISO 13485:2016, EN 556-1:2002, EN I1SO 11135:2014, EN 1SO 15223-1:2021, EN ISO 14971:2019, EN 13795-1:2019,
Zéakon €. (Regulation No.) 89/2021 Sh.

Medical device classification / Klasifikace zdravotnického prostiedku:

Risk class |, Rule 1 of Annex IX of Directive 93/42/EEC
Tfida rizika I, dle pravidla 1 Pfilohy IX Smérnice 93/42/EHS

Notified body / Notifikovand osoba (oznameny subjekt):
TUV NORD CERT GmbH Langemarckstr. 20, 45141 Essen, CE-N0.0044
Conformity assessment procedure / Procedura posouzeni shody:

acc. to Annex V, Directive 93/42/EEC
dle PFilohy V Smérnice 93/42/EHS

The below-mentioned products are not assessed according to the Regulation (EU) 2016/425 of the European Parliament and
of the Council on personal protective equipment and repealing Council Directive 89/686/EEC, because they are not classified
as personal protective equipment.

Nize uvedené vyrobky nejsou posuzovdny v souladu s nafizenim Evropského parlamentu a Rady (EU) 2016/425 o osobnich
ochrannych prostfedcich a o zruSeni smérnice Rady 89/686/EHS, protoZe nejsou klasifikovdn,é Jako osobni ochranné
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