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CERTIFIKAT VOLNEHO PRODEJE / CERTIFICATE OF FREE SALE

Cislo certifikatu / Certificate reference number: 00004319
Zemé wyvozu / Exporting (certifying) country: Czech Republic
Platnost do / Valid untit: 12.02.2022

Statni ustav pro kontrolu léciv, se sidlem v Praze 10, Srobarova 48, Ceska republika, jako organ pfislusny k vydéni
certifikdtu volného prodeje podle § 9 pism. n) zakona ¢. 268/2014 Sb., o zdravotnickych prostiedcich a o zméné
zékona €. 634/2004 Sh., o spravnich poplatcich, ve znéni pozdéjSich pfedpist (ddle jen ,zdkon o zdravotnickych
prostiedcich”), ktery zapracovava prisluiné pfedpisy Evropské unie (Smérnice Rady 93/42/EHS ze dne 14, dervna
1993, Smérnice Rady 90/385/EHS ze dne 20. €ervna 1990, Smérnice Evropského parlamentu a Rady 98/79/ES
zedne 27.fijna 1998 aRozhodnuti Komise 2010/227/EU ze dne 19.dubna 2010, aupravuje zachazeni
se zdravotnickymi prostfedky a jejich pfislusenstvim), proved! podle § 38 odst. 1 tohoto zdkona ovéfeni v Registru
zdravotnickych prostiedki.

| V souladu s § 38 odst. 2 zékona o zdravotnickych prostfedcich Statni dstav pro kontrolu lééiv timto osvédéuje,
Ze niZe uvedeny zdravotnicky prostfedek (uvedené zdravotnické prostredky) splnil/y ke dni vydani tohoto
certifikatu podminky pro uvedeni natrh. Tento Certifikdt volného prodeje se vydava vyrobci notifikovaného
zdravotnického prostiedku (notifikovanych zdravotnickych prostiedk(l) usazenému na Gzemi Ceské republiky
na zakladé jeho Zadosti a za Gcelem vyvozu tohoto zdravotnického prostfedku (téchto zdravotnickych prostiedkii)
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 omended (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 19Apri 2010, and regulates the treatment
of medical devices and their gccessories), in accordance with section 38 paragraph 1 of the Act carried out

the verification in the Registry of Medical Devices.

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. '
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Zadatel (VWrobce) / Applicant (Manufacturer)

Iméno spoleénosti / Company name: STERIMED s.r.o.

IC spole€nosti / ID or similar number of the company: 27435474

Adresa sidla / Address of the registered office: Evropska 866, 66442 Modfice
Registracni €islo vyrobce / Registration number of the Manufacturer: 007181

Certifikovany zdravotnicky prostiedek (Certifikované zdravotnické prostiedky) / Certified Medical device(s)

Notifikovany zdravotnicky prostfedek (Notifikované zdravotnické prostredky) / Notified medical device(s)

£ owr

Nazev zdravotnického prostfedku (abecedné) Evidencni Cislo Genericka skupina
Medical device name (in alphabetical order) Asset No. GMDN name
Medical device version name Catalogue No.
Nézev varianty zdravotnického prostfedku Katalogové &islo
Filtraéni papir STERISHEET® 00302105 Steam delivery line filter
Sterisheet Green
Sterisheet SMS
Sterisheet Wrap

Sterilization packaging, single-

Sterilizatni obalovy material STERISHEET® 00302113 9

Sterisheet Wrap®
Sterisheet Green®
Sterisheet SMS®
Sterisheet Bonded®
Sterisheet Duo®

Tento certifikat se vyddva v listinné podobeé / This Certificate is issued in physical form.
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Mgr. Véra Janderova Kopetna
feditelka sekce zdravotnickych prostfedki
Statniho Gstavu pro kontrolu 1éciv
Head of Medical Devices Branch
of State Institute for Drug Control
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APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1. Ceski republika

Czech Republic
Tato vefejna listina
This public document Mgr. Michaela Dvordkova
2. byla POAEPSANA ...covveuiieriiriireriiecee e
has been signed notafska kandidatka, zastupkyné notarky
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acting in the capacity of JUDr. Vladimira Kostficova
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bears the seal/stamp of notafka v Brng
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CERTIFIED
5. v Praze 6. dres 119200V e
at Prague date

7. Ministerstvo spravedlnosti CR
Ministry of Justice of the Czech Republic

. kolek/razitko: 10. Podpis:
duty stamp/stamp: Signature




