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CERTIFIKAT O VOLNEM PRODEJI / CERTIFICATE OF FREE SALE

Cislo certifikatu / Certificate reference number: 00021805
Zemé vyvozu / Exporting (certifying) country: Czech Republic
Platnost do / Valid until: 21.05.2028

Statni Gstav pro kontrolu lé¢iv, se sidlem v Praze 10, Srobarova 48, Ceska republika, jako organ pFisluiny k vydani
certifikdtu o volném prodeji podle § 5 odst. 2 pism. j) zdkona ¢. 375/2022 Sb., o zdravotnickych prostfedcich
a diagnostickych zdravotnickych prostfedcich in vitro, ve znéni pozdéjSich predpisG (dale jen ,zdkon
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 natizeni (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 a o zruseni 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
osvédcCuje, Ze nize uvedeny prostiedek / prostiedky ve smyslu § 2 odst. 3 zdkona o prostfedcich splnil(y) ke dni
vydani tohoto certifikatu podminky pro uvedeni na trh. Tento certifikat o volném prodeji se vydava vyrobci nebo
zplnomocnénému zastupci usazenému na uzemi Ceské republiky na zékladé jeho Zadosti aza Ulelem vyvozu
tohoto prostfedku / prostfedkdi 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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e, SUKL

Zadatel (Vyrobce) / Applicant (Manufacturer)

STATNI USTAV

PRO KONTROLU LECIV
STATE INSTITUTE

FOR DRUG CONTROL

Srobérova 48
100 41 Praha 10
Srobarova 48
100 41 Prague 10

Telefon: +420 272 185 111 E-mail: posta@sukl.cz
Fax: +420 271 732 377 Web: www.sukl.cz

Phone: +420 272 185 111
Fax: +420 271 732 377

Jméno spoleénosti / Company name:

IC 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 spoleénosti / Company name:

Adresa sidla / Address of the registered office:

RQL s.r.o.
25860020

U Jelena 109/7
736 01 Havifov-Sumbark

Ceska republika / Czech Republic

016416

RQL s.r.o.

U Jelena 109/7
736 01 Havifov-Sumbark

Ceska republika / Czech Republic

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

| Ndzev prostifedku (abecedné)
' Device name (in alphabetical order)

Genericka skupina

GMDN name

Ndzev varianty prostfedku

Device version name

 Kfeslo pro kardiaky GOLEM

' General examination/treatment chair, manual

GOLEM K
GOLEM KP
GOLEM KE

Lehatko GOLEM s pevnou vyskou

' Massage table/couch, non-powered, non-portable

GOLEM 1P
GOLEM 2P
GOLEM SK

| Odbérové kieslo GOLEM OD

|

' General examination/treatment chair, electric

GOLEM OD P
GOLEM OD
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| Zékiadni UDI-Di

| Basic UDI-DI

' &islo certifikatu
Certificate No.

Katalogové Cislo
Catalogue No.

' 859420890GOLEMME

Go0701
G 0702
G0703

859420890GOLEMME

Go101
G 0102
GO0105

859420890GOLEMME

G 0801
G 0802

| Evidencni |
Cislo
| Asset No. |

100742055

100745600

100735533
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GOLEMODE G 0803
Operacni stul GOLEM 859420890GOLEMME
L Universal operating table, electromechanical I 100676545
. GOLEM 1 . G5001
. GOLEM 2 . G5002
GOLEM 3 G 5003
GOLEM 4 G5004
GOLEM 5 G 50 05
GOLEM 1T . G501
GOLEM 2T | G5012
GOLEM 3T G5013
GOLEM 4T G5014
GOLEM 5T G5015
GOLEM 1TB G 5021
GOLEM 2TB . G5022
GOLEM 3TB | G5023
GOLEM 4TB | G5024
GOLEM 5TB G 5025
GOLEM 4T pro ENT G5034
Polohovaci sedacka pro postizené ARIS 859420890GOLEMME
' General examination/treatment chair, manual 00758524
ARIS 2 | z7001
. ARIS3 27003
| Polohovaci zafizeni PINGUINO 859420890GOLEMME
' General examination/treatment chair, manual 100758532
PINGUINO JUNIOR 27005 »
PINGUINO SENIOR . 27006
' Rentgenovaci stil GOLEM RTG ' 859420890GOLEMME
' Examination/treatment table, line-powered 00735592
. GOLEM RTG G1201 '
5 Rentgenovaci stil GOLEM SKIA | 859420890GOLEMME
; § Examination/treatment table, line-powered ‘ ‘ | 00743410
GOLEM SKIA P | G4001
GOLEM SKIA E G 4002
Transfuzni a dializa¢ni kieslo GOLEM 859420890GOLEMME
' General examination/treatment chair, electric 00742039
GOLEM DIA P . G0901
GOLEM DIA G 0902
GOLEM DIAE G 0903
Transportni lehatko GOLEM EME 859420890GOLEMME
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Hospital stretcher, manual 100735576
| GOLEM EME G1103
Transportni lehatko GOLEM TRANS 859420890GOLEMME
Hospital stretcher, manual ; 100735568
GOLEM TRANS H . G1101 *
GOLEM TRANS P G1102
Vysetifovaci a oSetifovaci kifeslo GOLEM ORL 859420890GOLEMME
General examination/treatment chair, electric 00735381
GOLEM ORL E G 05 03 '
GOLEM ORL EE | G0504
| GOLEM ORL . G0502
| VySetfovaci a oSetiovaci stiil GOLEM elektricky | 859420890GOLEMME A
X' Examination/treatment table, line-powered 1 00745598
GOLEM 1 EXCLUSIV G0201
GOLEM 2 EXCLUSIV G 0202
GOLEM 3 EXCLUSIV G0301
GOLEM 3E EXCLUSIV G 0302
GOLEM 3ET EXCLUSIV G 0303
GOLEM PROKTOLOG G1701
GOLEM VP vertikalizaéni G1601
GOLEM V vertikalizaéni G1602
GOLEM TP trakéni - G1501
GOLEM T trakcni G 1502
| GOLEM VOITA I G1901
Vysetfovaci a zakrokovy stiil GOLEM F1 pro gynekologii a urologii | 859420890GOLEMME
' Examination/treatment table, line-powered 7 00758495 |
. GOLEM F1 . G0001 '
| VySetiovaci a zakrokovy sttil GOLEM pro gynekologii a urologii 859420890GOLEMME 7
| Examination/treatment table, line-powered ; 00758516§
GOLEM 6 vySetfovaci G 0602
GOLEM 6E vysetiovaci G 0603
GOLEM 6ET vySetiovaci G 0604
GOLEM ESP 6 vySettfovaci G 06 20
GOLEM ESP 6E vySetifovaci G 0621
GOLEM ESP 6ET vySetiovaci G 0622
GOLEM 6 zakrokovy G 06 05
GOLEM 6E zakrokovy | GO0606
GOLEM 6ET zakrokovy G 06 07
GOLEM ESP 6 zdkrokovy . G0623
GOLEM ESP 6E zakrokovy . G0624
GOLEM ESP 6ET zakrokovy | G0625
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GOLEM 6ET pro urodynamické vySetieni
GOLEM URODYNAMUC
GOLEM PORODNI

| VySetfovaci a zakrokovy stiil GOLEM pro gynekologii a urologii
mechanicky

| Examination/treatment table, manual
GOLEM 6P
i VySetiovaci Stﬁl GOLEM k ultrazvukovému vysSetieni
Examination/treatment table, line-powered

GOLEM UP
GOLEM U
GOLEM UE

' Zakrokovy stul GOLEM
Examination/treatment table, line-powered

GOLEM 2S5
GOLEM 4S5

G 0640
G 1801
G 06 60

859420890GOLEMME

100758487

G 06 01 |

| 859420890GOLEMME |
100758508

G 0650
G0651
G 06 52

' 859420890GOLEMME ;
00742063

G0401
G0403 -

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

Ing. Petr Vykypél

vedouci Oddéleni registraci a notifikaci
Sekce regulace zdravotnickych prostredkd
Statniho ustavu pro kontrolu IéCiv
Head of Registration and Notification Unit

Medical Devices Section

of State Institute for Drug Control

Z?mﬁﬁ::%7/
v z. / on behalf of

Ing. Jarmila Bartova

zastupce vedouciho Oddéleni registraci a notifikaci

Sekce regulace zdravotnickych prostiedka

Statniho Ustavu pro kontrolu IéCiv

Deputy head of Registration and Notification Unit
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Medical Devices Section

of State Institute for Drug Control



