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mmsm: 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 Sets Basic UDI-DI: -----
Sterilni zdravotnicky prostfedek: Jednordzové operacni sety Zékladni UDI-DI:-----
Variants: /Varianty: - universal sets / sety univerzalni

- laparo sets (laparotomy, laparoscopic) / sety laparo (laparotomické, laparoskopické)
- eye sets / sety ocni

- knee sets / sety kolenni

- orthopedic sets / sety ortopedické

- angiographic sets / sety angiografické

- neurosurgical sets / sety neurochirurgické

- ENT sets / sety ORL

- cardiac surgery sets / sety kardiochirurgické

- gynecological sets / sety gynekologické

- urological sets / sety urologické

- limb sets / sety koncetinové

- caesarean section / sety pro cisarsky rez

- dental sets / sety zubni

- plastic surgery sets / sety plastické chirurgie

- obstetric sets / sety porodnické

- oncology sets / sety onkologické

- laboratory sets / sety laboratorni

- emergency and outpatient sets / sety pohotovostni a ambulantni
- children's set / set détsky

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

Further meets all the provisions of REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 5 April 2017 on
medical devices, amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009 and repealing Council
Directives 90/385/EEC and 93/42/EEC (MDR) which apply to it.

Ddle splriuje viechny poZadavky Narizeni Evropského parlamentu a Rady (EU) 2017/745 ze dne 5. dubna 2017 o zdravotnickych prostfedcich,
zméné smérnice 2001/83/ES, nafizeni (ES) & 178/2002 a nafrizeni (ES) & 1223/2009 a o zruseni smérnic Rady 90/385/EHS a 93/42/EHS
(MDR), které se na néj vztahuji.

Intended purpose / Urceny ucel

The sterile operation set is a device of protecting the patient from the transfer of microorganisms, body fluids and particles
into the operating field during the operation, which is intended to cover the medical staff, the patient himself and the tools
and equipment of the operating room. The set consists of Class | medical devices, which are arranged in the set according to
the needs of the type of operation and the order in which they are used.

Operacni set sterilni je prostfedek ochrany pacienta pfed pfenosem mikroorganismd, télesnych tekutin a cdstic do operacniho
pole béhem operacéniho zdkroku, ktery je uréeny ke kryti zdravotnického persondlu, samotného pacienta a ndstroji a zafizeni
operacniho sdlu. Set je tvofen zdravotnickymi prostiedky I. tfidy, které jsou v setu poskldaddny podle potreb typu operacniho
zdkroku a v poradi jejich pouZiti.
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Applied harmonised standards / Aplikované sjednocené normy:
V aktudlnim znéni — EN 1SO 13485, EN 556-1, EN ISO 11135, EN I1SO 15223-1, EN ISO 14971, EN 13795-1.
Zéakon ¢&. (Regulation No.) 375/2022 Sb.

Medical device classification / Klasifikace zdravotnického prostredku:
Risk class I, 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 (oznédmeny subjekt):
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 Pfilohy V Smérnice 93/42/EHS

The above-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.

Vyse uvedené vyrobky nejsou posuzovédny 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 klasifikovdny jako osobni ochranné

prostredky.
This declaration is valid until: / Toto prohldseni je platné do: 26.05.2024 Ing. Miroslava Horackova
Kasperské Hory, 26.01.2023 Quality Manager
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