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P medatenes Declaration of Conformity / Prohlaseni o shodé
We / My:

Medica Filter, s.r.o,
Smetanova 421
CZ - 341 92 Ka3perské Hory

Declare on our own responsibility that / Prohlaujeme na nadi zodpovédnost, Ze

The sterile medical device: - Disposable OR-Sets
Sterilni zdravotnicky prostfedek: - Jednorazové operatni sety

meets all the provisions of the Directive MDD 93/42/EEC as amended by Directive 2007/47/EEC which apply to
it.

spliuje viechny poZadavky Smérnice 93/42/EHS ve znéni revize Smérnice 2007/47/EHS které se na né&j vztahuji
(Natizeni vlady 54/2015 Sb.)

Conformity classification / klasifikace

Risk class I see rule 1.1.1, Annex IX, Directive 93/42/EEC
t¥ida rizika I, dle odstavce 1.1.1, P¥ilohy IX Smérnice 93/42/EHS (3.1. Pravidlo 1 Nafizen{ vlady 54/2015 Sb.)

Notified body / Informované organy
TUV NORD CERT GmbH Langemarckstr, 20, 45141 Essen, CE-No.0044
Conformity assessment procedure / Procedura posouzeni shody

acc. to Annex V, Directive 93/42/EEC
dle Piilohy V Smérnice 93/42/EHS (Nafizeni vlady 54/2015 Sb.)

Vyse uvedené vyrobky nejsou posuzovany v souladu se smérnici Rady 89/686/EHS o osobnich ochrannych
prostiedcich, protoZe nejsou klasifikovany jako osobni ochranné prostfedky.

Above mentioned products are not judged according to the European Commission directive 89/686/EEC on
personal protective equipment, because they are not classified as personal protective equipment.

Kasperské Hory, 1.1.2016 Ing. Petra Voldfichova
managing director/jednatelka
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