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CERTIFIKAT VOLNEHO PRODEJE / CERTIFICATE OF FREE SALE

Cislo certifikatu / Certificate reference number: 00009515
Zemé vyvozu / Exporting (certifying) country: Czech Republic
Platnost do / Valid until: 09.04.2024

Statni Gstav pro kontrolu Ié&iv, se sidlem v Praze 10, Srobdrova 48, Ceska republika, jako organ pfisluiny k vydani
certifikdtu volného prodeje podle § 9 pism. n) zakona ¢&. 268/2014 Sb., o zdravotnickych prostfedcich a o zméné
zakona €. 634/2004 Sb., o spravnich poplatcich, ve znéni pozdéjSich predpisi (dale jen ,zaken o zdravotnickych
prostfedcich”), ktery zapracovava pfisluiné predpisy Evropské unie (Smérnice Rady 93/42/EHS ze dne 14. ¢ervna
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 zachdzeni
se zdravotnickymi prostredky a jejich prislusenstvim), proved| podle § 38 odst. 1 tochoto zakona ovéreni v Registru
zdravotnickych prostfedki.

V souladu s § 38 odst. 2 zakona o zdravotnickych prostfedcich Statni dstav pro kontrolu légiv timto osvédcuje,
7e nize uvedeny zdravotnicky prostiedek (uvedené zdravotnické prostiedky) splnil/y ke dni vydani tohoto
certifikdtu podminky pro uvedeni natrh. Tento Certifikdt volného prodeje se vydavé wvyrobci notifikovaného
zdravotnického prostiedku (notifikovanych zdravotnickych prostfedkil) usazenému na tzemi Ceské republiky
na zakladé jeho Zadosti a za UCelem vyvozu tohoto zdravotnického prostfedku (téchto zdravotnickych prostiedkd)
mimo Clenské 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 Administrotive Fees, as amended (hereinafter referred
to as “the Act”), which implements the relevant EU legisfation (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.

The State Institute for Drug Control in accordance with section 38 paragroph 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 o notified
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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)

Iméno spoletnosti / Company name:

IC spole¢nosti / ID or simifar number of the company:

Adresa sidla / Address of the registered office:

RegistraCni ¢islo vyrobce / Registration number of the Manufacturer:

GENERI BIOTECH s.r.o.
63221667

Machkova 587

Hradec Kralové

50011

Ceské republika/Czech Republic

003527

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

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

Nézev zdravotnického prostiedku (abecedné)
' Medical device name (in alphabetical order)

Medical device version name
Nazev varianty zdravotnického prostiedku

' gb ONCO BCR-ABL MAJOR / ABL

J
|
|
|
|
| gb ONCO BCR-ABL MICRO / ABL
i

48

gh ONCO BCR-ABL MINOR / ABL

STANDARD MMR BCR-ABL MAJOR

Evidenéni &islo
|
Asset No.

| Generické skupina
| GMDN name

Catalogue No.
Katalogové Cislo

i o 7Phi|ade|phi;1 thforribéon;e/BCR~
ABL transcript IVD, kit, nucleic
acid technique (NAT)

3243-048

3243-096
Philadelphia chromosome/BCR-
ABL transcript IVD, kit, nucleic
acid technique (NAT)
| 3248-048

00812391

' Philad;IpEia chromosofne)BCR-
/ABL transcript IVD, kit, nucleic
acid technique (NAT)

. 3247-048

00812383

| Philadelphia chromosome/BCR-

00780262 ;
ABL transcript IVD, reagent

 3280-004
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Tento certifikdt se vydava v listinné podobé / This Certificate is issued in physical form.
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Ing. Petr Vykypél
vedouci Oddéleni registraci a notifikaci
Odbor zdravotnickych prostfedki
Statni ustav pro kontrolu 1é&iv
Head of Registration and Notification Department
Medical Device Section
State Institute for Drug Control







