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ADRESAT/TO
Karel Hrnéif - BIOMAG

Petra Angelova

Misto dodani/Place of delivery
Chomutice 81
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507 53

Ceska republika/Czech Republic

Vyfizuje/e-mail
Handled by/e-mail

Ing. Jarmila Bartova

€. j./Document No.  Sp. zn./File No. Datum/Date

12.03.2024
sukl54618/2024 sukls54620/2024

jarmila.bartova@sukl.cz

CERTIFIKAT O VOLNEM PRODEJI / CERTIFICATE OF FREE SALE

Cislo certifikatu / Certificate reference number: 00020255
Zemé vyvozu / Exporting (certifying) country: Czech Republic
Platnost do / Valid until: 10.12.2025

Statni ustav pro kontrolu lé¢iv, se sidlem v Praze 10, Srobarova 48, Ceska republika, jako organ piisluiny k vydani
certifikdtu o volném prodeji podle § 5 odst. 2 pism. j) zakona €. 375/2022 Sh., o zdravotnickych prostfedcich
a diagnostickych zdravotnickych prostfedcich in vitro, ve znéni pozdéjsich predpis (dale jen ,zédkon
o prostfedcich”) ve spojeni s ¢l. 60 nafizeni 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 nafizeni (ES) &. 1223/2009
a o zrudeni smérnic Rady 90/385/EHS a 93/42/EHS a ¢l. 55 nafizeni Evropského parlamentu a Rady (EU) 2017/746
ze dne 5.dubna 2017 o diagnostickych zdravotnickych prostfedcich in vitro ao zrueni smérnice 98/79/ES
a rozhodnuti Komise 2010/227/EU, timto v souladu s & 10 odst. 4 ve spojeni s § 73 odst. 5 zakona o prostiedcich
osvédctuje, Ze nize uvedeny prostiedek / prostfedky ve smyslu § 2 odst. 3 zdkona o prostiedcich splnil(y) ke dni
vydani tohoto certifikatu podminky pro uvedeni na trh. Tento certifikdt o volném prodeji se vydava vyrobci nebo
zplnomocnénému zastupci usazenému na tzemi Ceské republiky na zakladé jeho zadosti aza Gcelem vyvozu
tohoto prostfedku / prostfedkt 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 for medical device under section 5 (2) {j) of
Act No. 375/2022 Coll., on Medical Devices and in vitro Diagnostic Medical Devices, as amended (hereinafter
referred to as "the Act on Devices"), in conjunction with Art. 60 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 EU
and with Art. 55 of Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on in
vitro diagnostic medical devices and repealing Directive 98/79/EC and Commission Decision 2010/227/EU hereby
certifies pursuant to section 10 (4) of the Act on Devices in conjunction with section 73 (5) of the Act on Devices,
that the below mentioned medical device(s) / in vitro diagnostic medical devices meet(s) on the date of issue of this
Certificate all legal requirements in order to be placed on the market. The Certificate of Free Sale is granted to
the manufacturer or authorised representative of a notified medical device(s) / in vitro diagnostic medical device(s)
established within the territory of the Czech Republic for the purposes of the medical device(s) / in vitro diagnostic
medical device export outside the EU Member States.
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Zadatel (Vyrobce) / Applicant (Manufacturer)

Jméno spolecnosti / Company name:
I€ spole&nosti / ID or similar number of the company:

Adresa sidla / Address of the registered office:

Registracni Cislo vyrobce / Registration number of the Manufacturer:

Certifikovany prostfedek/prostiedky / Certified device(s)

Vyrobce / Manufacturer

Jméno spolecnosti / Company name:

Adresa sidla / Address of the registered office:

Karel Hrnéit - BIOMAG
18848125

Chomutice 81
507 53 Chomutice
Ceska republika / Czech Republic

004597

Karel Hrncit - BIOMAG

Chomutice 81
507 53 Chomutice
Ceska republika / Czech Republic

Notifikovany prostfedek (Notifikované prostiedky) / Notified device(s)

Ndazev prostiedku (abecedné)
Device name (in alphabetical order)

' Genericka skupina
GMDN name

Ndzev varianty prostiedku
Device version name

Biomag® Lumina 3D-e
Deep-tissue electromagnetic stimulation system, home-use

BIOMAG® Lumina 3D-e EASY bez akumulatoru - modra barva
BIOMAG® Lumina 3D-e EASY s akumulatorem - modra barva
BIOMAG® Lumina 3D-e CLINIC bez akumuldtoru - modra barva
BIOMAG® Lumina 3D-e CLINIC s akumuldtorem - modra barva
BIOMAG® Lumina 3D-e EASY bez akumulatoru - bila barva
BIOMAG® Lumina 3D-e EASY s akumulatorem - bila barva
BIOMAG® Lumina 3D-e CLINIC bez akumuldtoru - bild barva
BIOMAG® Lumina 3D-e CLINIC s akumuldtorem - bild barva

' Biomag® Lumio 3D-e
Deep-tissue electromagnetic stimulation system, home-use

BIOMAG® Lumio 3D-e - modra barva
BIOMAG® Lumio 3D-e - bila barva
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Zakladni UDI-DI
Basic UDI-DI

Cislo certifikatu E'::llgfmém
j No.
LR Asset No.

Katalogové cislo
Catalogue No.

859420828BI0MAGLUMINA3DSA
2024-MDR/QS-001 | 00921029

859420828BIOMAGLUMIO3DHU

' 2024-MDR/QS-001 00921010
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Tento certifikdt o volném prodeji se vydava v listinné podobé / This Certificate is issued in physical form.
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Ing. Petr Vykypél
vedouci Oddéleni registraci a notifikaci
Sekce regulace zdravotnickych prostiedkd
Statniho ustavu pro kontrolu léciv
Head of Registration and Notification Unit
Medical Devices Section
of State Institute for Drug Control



VYSSI OVERENI (LEGALISATION)
Ministerstvo zahranicnich véci Ceské republiky
Ministry of Foreign Affairs of the Czech Republic
tato verejnd listina byla podepsdna / this public document has been signed by
Ludék KaSpar
ve funkci / acting in the capacity of
urednik
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PRAVOST PREDCHOZIHO PODPISU ™7
A UREDNI PECETI SE POTVRZUJE
THIS IS TO CERTIFY THE AUTHENTICITY
OF THE PRECEDING SIGNATURE
AND OFFICIAL STAMP

dne/the ... 14.10.2022

ovérujici osoba / certified by:
Hana Majerova




CHUNG NHAN/HQP PHAP HOA LANH SU

. Qubc gia: VIET NAM

Gidly to, tai liéu nay

2. Do Ong/ba Hana Majerova

=

vai chic danh Chuyén vién

. vacon ddu ciia B Ngoai giao Cong hoa Séc

duge chirng nhan /hop phép héa lanh sy

tai: Praha 6. Ngay 14 thang 10 nam 2022
Co quan cip: Pai sir quan Viét Nam tai Cong hoa Séc
S6: 26/04 LS/DSQ
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