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CERTIFIKAT VOLNEHO PRODEJE / CERTIFICATE OF FREE SALE

Cislo certifikatu / Certificate reference number: 00006904
Zemé vyvozu / Exporting (certifying) country: Czech Republic
Platnost do / Valid until: 09.08.2023

Statni dstav pro kontrolu Ié&iv, se sidlem v Praze 10, Srobarova 48, Ceska republika, jako organ pfislusny k vydani
certifikatu volného prodeje podle § 9 pism. n) zdkona &. 268/2014 Sb., o zdravotnickych prostiedcich a o0 zméné
zdkona ¢. 634/2004 Sb., o spravnich poplatcich, ve znéni pozdéjsich predpist (dale jen ,.zdkon o zdravotnickych
prostiedcich”), ktery zapracovava pfislusné predpisy Evropské unie (Smérnice Rady 93/42/EHS ze dne 14. &ervna
1993, Smérnice Rady 90/385/EHS ze dne 20. éervna 1990, Smérnice Evropského parlamentu a Rady 98/79/ES
zedne 27.fijna 1998 aRozhodnuti Komise 2010/227/EU ze dne 19.dubna 2010, aupravuje zachézeni
se zdravotnickymi prostiedky a jejich pfislusenstvim), provedl| podle § 38 odst. 1 tohoto zakona ovéfeni v Registru
zdravotnickych prostredka.

V souladu s § 38 odst. 2 zdkona o zdravotnickych prostfedcich Statni ustav pro kontrolu léCiv timto osvédcuje,
Ze nize uvedeny zdravotnicky prostiedek (uvedené zdravotnické prostiedky) splnil/y ke dni vydéani tohoto
certifikatu podminky pro uvedeni natrh. Tento Certifikdt volného prodeje se vydava vyrobci notifikovaného
zdravotnického prostiedku (notifikovanych zdravotnickych prostfedkid) usazenému na Gzemi Ceské republiky
na zékladé jeho Zadosti a za Gi¢elem vyvozu tohoto zdravotnického prostfedku (téchto zdravotnickych prostfedki)
mimo ¢lenské staty EU.

The State Institute for Drug Control, registered address Prague 10, Srobarova 48, Czech Republic, as the competent
authority for issuance of a Certificate of Free Sale under section 9 letter n) of Act No. 268/2014 Coll., on Medical
Devices and on Amendments to Act No. 634/2004 Coll., on Administrative Fees, as amended (hereinafter referred
to as “the Act”), which implements the relevant EU legislation (Council Directive 93/42/EEC of 14 June 1993,
Council Directive 90/385/EEC of 20 June 1990, Directive 98/79/EC of the European Parliament and of the Council
of 27 October 1998 and Commission Decision 2010/227/EU  of 19April 2010, and regulates the treatment
of medical devices and their accessories), in accordance with section 38 paragraph 1 of the Act carried out
the verification in the Registry of Medical Devices.
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The State Institute for Drug Control in accordance with section 38 paragraph 2 of the Act hereby certifies that
the below mentioned medical device(s) meet(s) on the date of issue of this Certificate all legal requirements
in order to be placed onthe market. The Certificate of Free Sale is granted to the manufacturer of a notified
medical device(s) established within the territory of the Czech Republic for the purposes of the medical device(s)
export outside the EU Member States.

Zadatel (VWyrobce) / Applicant (Manufacturer)

Jméno spoleénosti / Company name: Contipro a.s.

IC spole&nosti / ID or similar number of the company: 60917431

Dolni Dobrouc 401
561 02 Dolni Dobrouc

Registracni Cislo vyrobce / Registration number of the Manufacturer: 004853

Adresa sidla / Address of the registered office:

Certifikovany zdravotnicky prostredek (Certifikované zdravotnické prostfedky) / Certified Medical device(s)

Notifikovany zdravotnicky prostifedek (Notifikované zdravotnické prostiedky) / Notified medical device(s) ‘

| Ndzev zdravotnického prostiedku (abecedné) Evidencni Cislo Genencka skupina

' Medical device name (in alphabetical order) Asset No. GMDN name
Medical device version name Catalogue No.

' Nazev varianty zdravotnického prostfedku Katalogové cislo

Exudate-absorbent dressing,

Hyiodine teriodre hydrophilic-gel, sterile
50g REF 15001
. 22g REF 15003

Tento certifikat se vydava v listinné podobé / This Certificate is issued in physical form.

MUDr. Darek Foit, MBA
povéren fizenim
Sekce zdravotnickych prostredki
Statniho dstavu pro kontrolu léciv

As Deputy Head of Medical Devices Branch
of State Institute for Drug Control
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