OPIS

| &

Vo 7 MINISTERSTVO ZDRAVOTNICTVI
e - CESKE REPUBLIKY

RQL s.r.o.
Marcela Sifinova
U Jelena 7/109
736 01 Havifov
Ceska republika
IC: 25860020

V Praze dne 27. 08. 2013
C. j.. MZDR29699/2012

Véc: Certifikat volného prodeje (Free Sale Certificate)

Ministerstvo zdravotnictvi Ceské republiky na zakladé zadosti vyrobce:

RQL s.r.o.

U Jelena 7/109
736 01 Havifov
ICO: 25860020
Ceska republika

sdéluje, Zze v souladu s povinnosti ustanovenou v § 31 odst. 1 zakona ¢. 123/2000 Sb.,
o zdravotnickych prostfedcich a o zméné nékterych souvisejicich zakonu, ve znéni
pozdéjsich predpisu:

.Vyrobci a zplnomocnéni zastupci, ktefi maji sidlo v Ceské republice a ktefi uvadéji
zdravotnické prostiedky na trh nebo do provozu, jsou povinni oznamovat ministerstvu
informace, které stanovi viada nafizenim. Toto oznameni muze byt ucinéno aZ tehdy,
pokud s prihlédnutim k uréenému adelu pouZiti byla u téchto zdravotnickych prostredku
posouzena shoda’, jsou opatieny oznacenim CE, vyrobce vydal prohlaSeni o shodé a jsou
pripraveny k uvedeni na trh.*

"posouzeni shody u zdravotnickych prostfedkd tfidy lla, Ilb a Ill musi byt provedeno Notifikovanou osobou
Evropské unie (dle Nafizeni viady & 336/2004 Sb., kterym se stanovi technicke poZadavky na zdravotnické
prostfedky, v platném znéni )

obdrzelo fadné vypinéné pozadované formulafe (vzor dle nafizeni viady &. 336/2004 Sb.),
tykajici se nasledujicich zdravotnickych prostfedkt vyrabénych vyrobcem:

RAQL s.r.o., U Jelena 7/109 - 736 01 Havirov, ICO: 25860020, Ceska republika

CR - Ministerstvo zdravotnictvi, odbor farmacie
| Palackého namésti 4, 128 01 Praha 2, tel.: +420 224 972 €11, e-mail: far@mzcr.cz, www.mzcr.cz
sz Vyfizuje: Mgr. Katefina Pavlikova, tel./ffax: +420 224 972 349, e-mail: katerina.pavlikova@mzcr.cz
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Formular pro registraci osob
(pravnickych nebo fyzickych) — vyrobce
Nazev zdravotnického prostredku

Vysetfovaci a zakrokovy stil GOLEM F1
Katalogové ¢&islo — G 00 01

VySetiovaci a zakrokovy stal GOLEM
Golem U - katalogové ¢islo — G 06 51

Golem UE - katalogové éislo — G 06 52

Golem ANGIO - katalogové ¢islo - G 14 01
Golem1 EXCLUSIV - katalogové ¢islo — G 02 01
Golem 2 EXCLUSIV - katalogové &islo - G 02 02
Golem 3 EXCLUSIV - katalogové ¢islo — G 03 01
Golem 3E EXCLUSIV - katalogové cislo — G 03 02
Golem 3ET EXCLUSIV - katalogové ¢islo — G 03 03
Golem VOJTA - katalogové ¢islo— G 19 01

Golem V - katalogové éislo— G 16 02

Golem T - katalogové cislo— G 15 02

Golem 2S - katalogové Cislo — G 04 01

Golem 3S - katalogové cislo — G 04 02

Golem 4S - katalogové c&isio — G 04 03

Golem PROKTOLOG - katalogové ¢islo— G 17 01

Vysetiovaci a zakrokovy stul pro gynekologii
a urologii GOLEM 6

Golem BE - katalogové ¢islo — G 06 06

Golem 6ET - katalogové ¢islo — G 06 07

Golem 6 ESP - katalogové ¢islo — G 06 20

Golem 6E ESP - katalogové ¢éislo — G 06 21

Golem 6ET ESP - katalogové ¢&islo — G 06 22

Golem PORODNI - katalogové ¢islo — G 06 60

Golem URODYNAMIC - katalogové ¢islo — G 18 01

Operaéni stil GOLEM

Golem 1 - katalogové Eislo — G 50 01
Golem 2 - katalogoveé c¢islo — G 50 02
Golemn 3 - katalagové éislo — G 50 03
Golem 4 - katalogové éislo — G 50 04
Golem 5 - katalogové ¢éislo — G 50 05
Golem 1T - katalogové ¢&islo — G 50 11
Golem 2T - katalogové ¢islo — G 50 12
Golem 3T - katalogové ¢islo— G 50 13

CR - Ministerstvo zdravotnictvi, odbor farmacie

Evidenéni ¢islo

201229699

Evidencni kod

MZDRX001S4G2

MZDRXO00IR4VC

MZDRXO00IR4SR

MZDRX00J6V5T

Palackého namésti 4, 128 01 Praha 2, tel.: +420 224 972 811, e-mail: far@mzcr.cz
Viyfizuje: Mgr. Katefina Pavlikova, tel./fax: +420 224 972 349, e-mail: katerina.paviikova@mzcr.cz




| 7

P, MINISTERSTVO ZDRAVOTNICTVi
a - CESKE REPUBLIKY

Golem 4T - katalogové ¢islo — G 50 14

Golem 5T - katalogové cislo— G 50 15

Golem 1TB - katalogové ¢islo— G 50 21
Golem 2TB- katalogové ¢islo— G 50 22
Golem 3TB- katalogové éislo — G 50 23
Golem 4TB- katalogové ¢islo — G 50 24
Golem 5TB- katalogové éislo— G 50 25

Transportni a emergency lehatka GOLEM MZDRX00J6V1D
Golem ZH- katalogové ¢islo— G 13 01 :

Golem ZP- katalogové ¢islo— G 13 02

Golem RTG- katalogové ¢islo— G 12 01

Golem SKIA P- katalogové cislo — G 40 01

Golem SKIA E- katalogové ¢islo — G 40 02

Golem TRANS H- katalogové ¢islo— G 11 01

Golem TRANS P- katalogové ¢islo— G 11 02

Golem EME- katalogové ¢islo— G 11 03

Ministerstvo zdravotnictvi prohlasuje, Ze platné legislativni predpisy pro oblast
zdravotnickych prostfedkt v Ceské republice, upravujici vyrobu, distribuci, uvadéni na trh
a do provozu a pouzivani zdravotnickych prostfedku pii poskytovani zdravotni péce, jsou
piné harmonizovany s pravem Evropske unie.

Zavérem je mozné uvést, Ze svySe uvedenymi zdravotnickymi prostifedky Ize voine
obchodovat v Ceské republice, nebot spliuji v&echny poZadavky platnych pravnich
pfedpist a nejsou namitky ani proti jejich vyvozu do jakékoli zeme.

2.

CR - Ministerstvo zdravotnictvi, odbor farmacie
Palackého namésti 4, 128 01 Praha 2, tel.: +420 224 972 611, e-mail: far@mzcr.cz
Vyfizuje: Mgr. Katefina Pavlikova, tel./fax: +420 224 972 349, e-mail: katerina.pavlikova@mzcr.cz




OVERENI L.
OVERUJI, ZE |ENTO OPIS SLOZENY
- AT = Lo A LISTU
DOSLOVNE SOUHLAS! S LISTINOU.
7 NIZ BYL PORIZEN, SLOZENOU

N = o LISTU.
V HAVIROVE DNE ..2.9.201%

NOTARKA JUDr. VLASTA HODEROVA

pAre

aQTr -
WihISTE |—-\1-- ﬁ'r‘n*’!\ "_l

() Ml .-\..“,D..,! 2t

T

f :cm*‘p—n"choz.h* S Yisu g JF :dni
peczsis se timio EuvIZUje

Dana KI&t&égsz <7< - [-Jg' 2013

e S
VYSSI OVERENI (LEGALISA TIO)\/_)__ H

Ministerstvo zahranicnich véci Ceské republiky /
Ministrv of Foreign Afjairs of the Czech Republic

tate verejna listina byla podepsdna / this public document has been signed by
DanaKlofacova .

ve funkci / acting ir the capacity of

opatfena razitkem / bears the seal/'stamp of
Ministerstvo spravedinosti Ceské republiky. .. ... . .

PRAVOST {’IEEDC‘H’ OZIHO PODPISU
A UREDNI PECETI SE POTVRZUJE

THIS IS TO CERTIFY THE AUTHENTICITY

dne /the ...............04.09:2013
..1422/2013-L .

ovérujici osoba / certified by Y.
Pavla Kristova
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cory
Ministry of Health
of the Czech Republic =~ MINISTRY OF HEALTH
-17- OF THE CZECH REPUBLIC

Hoderova RQL s.r.o.

Notary Marcela Sifinova
U Jelena 7/109
736 01 Havifov
Czech Republic

Company ID No.: 25860020

Prague, 27 August 2013
Ref. No.: MZDR29699/2012
Ref.: Free Sale Certificate

The Ministry of Health of the Czech Republic, announces on the basis of manufacturer’s
request:

| RQL s.r.o.
| U Jelena 7/109

736 01 HaviFov

Company ID No.: 25860020
Czech Republic
|

that in compliance with the duty stipulated by Section 31 (1) of Act No. 123/2000 Coll. on
Medical Devices and Amendments to Some Related Acts, as amended:

“Manufacturers and empowered representatives with the registered office in the Czech
Republic introducing medical devices to the market or putting them into operation shall
announce the Ministry information stipulated by the Government in its regulation. This
announcement can only be carried out if conformity’ of these medical devices was assessed
with regard to the intended purpose of use, they bear the CE mark, the manufacturer has
issued the Declaration of Conformity and they are prepared for being introduced to the
market. ",

1 the conformity assessment of medical devices of Class Ila, IIb and III must be carried out by a notified body of
the European Union (pursuant to Government Regulation No. 336/2004 Coll. which stipulates technical
requirements for medical devices as amended)

the Ministry received the properly filled in forms (the example according to Government
Regulation No. 336/2004 Coll.) concerning the following medical devices produced by the
manufacturer:

RQL s.r.o0., U Jelena 7/109, 736 01 Havifov, Company ID No.: 25860020, Czech Republic

CR — Ministry of Health, the Department of Pharmaceutics
Palackého Square 4, 128 01 Praha 2. Phone: +420 224 972 611, e-mail: far@mzer.cz, WWww.mzcr.cz
Attended by: Mgr. Katerina Pavlikova, Phone/Fax: +420 224 972 349, e-mail: katerina.pavlikova@mzcr.cz
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MINISTRY OF HEALTH
OF THE CZECH REPUBLIC

Registration form for persons Registration number
(legal entities or natural persons) — manufacturer 201229699
Name of the medical device Registration code

Examination and treatment table GOLEM F1 MZDRX00IS4G2
Catalogue number — G 00 01

Examination and treatment table GOLEM MZDRX00IR4VC
Golem U — catalogue number — G 06 51

Golem UE — catalogue number — G 06 52

Golem ANGIO — catalogue number — G 14 01

Goleml EXCLUSIV — catalogue number — G 02 01

Golem 2 EXCLUSIV — catalogue number — G 02 02

Golem 3 EXCLUSIV — catalogue number — G 03 01 -
Golem 3E EXCLUSIV — catalogue number — G 03 02
Golem 3ET EXCLUSIV — catalogue number — G 03 03
Golem VOJTA — catalogue number — G 19 01
Golem V — catalogue number — G 16 02
Golem T — catalogue number — G 15 02
Golem 28 — catalogue number — G 04 01
Golem 38 — catalogue number — G 04 02
Golem 48 — catalogue number — G 04 03
¥ Golem PROKTOLOG — catalogue number — G 17 01
Examination and treatment table for gynaecology MZDRX00IR4SR
and urology GOLEM 6
Golem 6E — catalogue number — G 06 06
Golem 6ET — catalogue number — G 06 07
Golem 6 ESP — catalogue number — G 06 20
Golem 6E ESP — catalogue number — G 06 21
Golem 6ET ESP — catalogue number — G 06 22
Golem BIRTH — catalogue number — G 06 60
Golem URODYNAMIC — catalogue number — G 18 01
Operating table GOLEM MZDRX00J6VST
Golem I — catalogue number — G 50 01
Golem 2 — catalogue number — G 50 02
Golem 3 — catalogue number — G 50 03
Golem 4 — catalogue number — G 50 04
Golem 5 — catalogue number — G 50 05
Golem IT — catalogue number — G 50 11

Golem 2T — catalogue number — G 50 12
Golem 3T — catalogue number — G 50 13
CR — Ministry of Health, the Department of Pharmaceutics

Palackéhe Square 4, 128 01 Praha 2, Phone: +420 224 972 611. e-mail: fan@mzcr.cz, WwWWW.mzcr.cz
Attended by: Mer. Katefina Pavlikova, Phone/Fax: +420 224 972 349, e-mail: katerina.pavlikova@mzcr.cz
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Golem 4T — catalogue number — G 50 14

Golem 5T — catalogue number — G 50 15

Golem ITB — catalogue number — G 50 21
Golem 2TB — catalogue number — G 50 22
Golem 3TB — catalogue number — G 50 23
Golem 4TB — catalogue number — G 50 24
Golem 5TB — catalogue number — G 50 25

Transport and emergency stretchers GOLEM MZDRX00J6V1D
Golem ZH — catalogue number — G 13 01

Golem ZP — catalogue number — G 13 02

Golem RTG — catalogue number — G 12 01

Golem SKIA P — catalogue number — G 40 01

Golem SKIA E — catalogue number — G 40 02

Golem TRANS H — catalogue number — G 11 01

Golem TRANS P — catalogue number — G 11 02

Golem EME — catalogue number — G 11 03

The Ministry of Health declares that the valid legislative regulations on medical devices in the
Czech Republic, regulating manufacturing, distribution, introduction to the market and
putting into operation and the use of medical devices in health care provision are fully
harmonized with the law of the European Union.

To conclude, it can be stated that the aforementioned medical devices are freely marketable in
the Czech Republic because they meet all requirements of valid legal regulations and there are
no objections to their export to any country.

lllegible signature
Mgr. Martin Matl
Director of the Department of Pharmaceutics
Stamp: Ministry of health of the Czech Republic
_29-

CR — Ministry of Health, the Department of Pharmaceutics
Palackého Square 4, 128 01 Praha 2, Phone: +420 224 972 61 1, e-mail- far@mzer.cz, WwwWw.Imzer.cz
Attended by: Mgr. Katefina Pavlikova. Phone/Fax: +420 224 972 349, e-mail: katerina.pavlikova@mzcr.cz
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MINISTRY OF HEALTH
OF THE CZECH REPUBLIC
=17-
AUTHENTICATION
I HEREBY AUTHENTICATE THAT THIS COPY CONSISTING OF
2 SHEETS
AGREES VERBATIM WITH THE DOCUMENT
IT WAS MADE OF, CONSISTING OF
2 SHEETS.
HAVIROV 3 SEPTEMBER 2013 Stamp and seal:
NOTARY JUDr. VLASTA HODEROV A JUDr. Vlasta Hoderova
Notary in Havifov
.
JUDr. Vlasta Hoderova
Notary in Havifov
s
lllegible signature
Ministry of Foreign Affairs Ministry of Justice of the Czech Republic 1n Prague
Of the Czech Republic Legalisation reg. No. 2576/2013
The authenticity of the previous signature and official
Seal is hereby confirmed.
Prague 4 September 2013
On behalf of the Minister Illegible signature
Dana Klofatova
Ministry of Justice of the Czech Republic Ministry of Justice of the Czech Republic
LEGALISATION

Ministry of Foreign Affairs of the Czech Republic

This public document has been signed by

Dana Klofacova

Acting in the capacity of

Officer

Bears the seal/stamp of

The Ministry of Justice of the Czech Republic

THIS IS TO CERTIFY THE AUTHENTICITY

OF THE PRECEDING SIGNATURE

AND OFFICIAL STAMP

In Prague, the 4 September 2013

Legalisation no. 7422/2013-L

Seal/stamp: Ministry of Foreign Affairs of the Czech Republic-56-
Certified by: Illegible signature

Pavla Kristova



Tlumocénicka dolozka

Jako tlumoénik jazyka ¢eského a anglického jmenovany rozhodnutim Krajského
soudu v Ostravé ze dne 6. 12. 1995 ¢. j. Spr 3670/95 stvrzuji. Ze preklad souhlasi s textem
pripojené listiny.

V piekladu jsem provedl tyto opravy:

Tlumoénicky vykon je zapsan pod pof. #7%7 deniku.

Odmeénu G¢tuji za ~~ strany ¢astkou 7

|

Mgr. Ale§ BAJIGAR
soudni tlumoénik

‘ jazyka anglického

V Ostravé dne 7.7 2077

Clause of interpreter

Being a sworn interpreter and translator of the Czech and English languages duly

appointed by the resolution of the Regional court in Ostrava. Czech Republic, from 6"
‘ December 1995 number Spr 3670/95 I do hereby certify that the translation complies

verbatim with the text of the attached document.

The following modifications were made in the translation: _~~

The interpreter’s certification is entered in the Registration Book under Serial
no. #7277 of the diary.
I charge CZK " as the commission for ~~ normative page(s).

In Ostravaon 77 2277 }
!.

O\ ] \

\2

Mgr. Ales BAJIGAR
Certified translator of
English and Czech languages
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VYSST OVERENI (LEGALISATION)

Ministersivo zahranicnich véci Ceské republiky /
Minisiry af Foreign Affairs of the Czech: Republic

tato vefejnd listina byla podepsdna / this public document has been signed by S E ; ii
Katfina Hofferova ... ... ...
ve funkci / acting in the capacity of
Ufednice

opatrena razitkem / bears the seal'stamp of
Ministerstvo spravedinosti Ceske republiky

PRAVOST {’ﬁEDCHOZfHO PODPISU
A UREDNI PECETI SE POTVRZUJE
THIS IS TO CERTIFY THE AUTHENTICITY
OF THE PRECEDING SIGNATURE
AND OFFICIAL STAMP

dne/the ........

...2909.2013
....8020/2013-L

ovéFujici osoba / certified by: ...

Veéra Nemcova




