GAMA GROUP a.s.

®
= G A M A Manesova 11/3b, 370 01 Ceské Budéjovice, Czech Republic

Your Experience Zapsano v OR C. Budgjovice, oddil B, vlozka 1286
IC : 457 97 463 DIC : CZ45797463

EU PROHLASENIi O SHODE / EU DECLARATION OF CONFORMITY

Vyrobce (manufacturer): GAMA GROUP a.s.

se sidlem (registered office): Manesova 11/3b, Ceské Budg&jovice 7, 370 01 Ceské Budéjovice, Ceska republika (Czech Republic)

IC (CRN): 45797463

registraéni ¢islo (registration number): 002049, jediné registracni &islo (single registration number SRN): CZ-MF-000011894

vyrobni misto (production site): GAMA GROUP a.s., zavod (plant) Dale¢in, 592 41 Dalegin, Ceska republika (Czech Republic)

vydava na svoji vyhradni zodpov&dnost prohlaseni, Ze nize uvedené diagnostické zdravotnické prostfedky in vitro jsou ve shodé s poZzadavky
Nafizeni Evropského parlamentu a Rady (EU) 2017/746 o diagnostickych zdravotnickych prostiedcich in vitro, ve znéni pozdéjsich pfedpist, ktere
se na né vztahuji, a byl dodrzen postup posouzeni shody podle Clanku 48 (10).

declare under the sole responsibility that the following in vitro diagnostic medical devices are in conformity with the requirements of Regulation (EU)

2017/746 of the European Parliament and of the Council on in vitro diagnostic medical devices, as amended, which apply to them and was kept the
conformity assessment procedure according to Article 48 (10).

Vyrobek: Kénicka odmérka na moc / Product: Urine specimen cup
Zakladni UDI-DI / Basic UDI-DI: GMN 859354020DMERKYNAMOCEX

Rizikova tfida podle pravidla 5 pfilohy VIII Nafizeni (EU) 2017/746: tfida A (nesterilni)
Risk class in accordance with the classification rule 5 of annex VIl Regulation (EU) 2017/746: class A (non-sterile)

Ur&eny G&el: nadoba k odbéru vzorku tzv. stfedniho proudu moci / Purpose of use: midstream urine specimen container.

Datum (Date): Jméno (Name): Ing. David Bfiza, MBA
dh b Fni2 Funkce (Position): predseda piedstavenstva (Chairman of the Board of Directories)
Misto (Place): Dale&in Podpis (Signature): C W -
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Urine specimen cup 250 ml - yellow

Cislo
nazev vyrobku vyrobku struény popis
product name product brief description
number

Konicka odmérka na moé 100 ml V204808 PS odmeérka o objemu 100 ml, s délenou stupnici po 10 ml
Urine specimen cup 100 ml PS cup 100 ml, with scale every 10 ml
KRlehA clrisika g miod 100 - zolens PS odmérka 0 objemu 100 ml, s délenou stupnici po 10 ml — barva zelena
Urine specimen cup 100 ml - green V20R508-54 tiansparemin)

PS cup 100 ml, with scale every 10 ml — green colour transparent
KaTickA-aOmBIIG fid meE 10wl = fiedia PS odmérka 0 objemu 100 ml, s délenou stupnici po 10 ml — barva modra
Urine speciment cup 100 mi - biue bkt oo

PS cup 100 ml, with scale every 10 ml — blue colour transparent
Konicka odmérka na mo& 100 mi - 2luta PS odmeérka 0 objemu 100 ml, s délenou stupnici po 10 ml — barva Zluta
Urine speciment cup 100 ml - yellow Viz0ao06:- 55 Hransparentni

PS cup 100 ml, with scale every 10 ml — yvellow colour transparent
Konicka odmérka na moé 250 mi V204809 PS odmérka o objemu 250 ml, s délenou stupnici po 10 ml
Urine specimen cup 250 mi PS cup 250 ml, with scale every 10 ml
KSR ORFBIG B ol 2505l < Zalkhs s tﬁgnz?);imiio objemu 250 ml, s délenou stupnici po 10 ml — barva zelena
Urine specimen cup 250 mi - green PS cup 250 ml, with scale every 10 ml — green colour transparent
Kénlcki odmbika fia ok 350 ml = modrs PS odmérka 0 objemu 250 ml, s délenou stupnici po 10 ml — barva modra
Urine specimen cup 250 ml - blue V204509 :55. | transparentr

PS cup 250 ml, with scale every 10 ml — blue colour transparent

i s " 5 o PS odmérka o objemu 250 ml, s délenou stupnici po 10 ml — barva Zluta

Konicka odmérka na mo¢ 250 ml - Zluta V204809 - 53 | transparentni

PS cup 250 ml, with scale every 10 ml — yellow colour transparent

2/2

E-MAIL:
WWW:

TEL: +420 389 000 200
FAX: +420 387 311 326

gama(@gama.cz
WWW.gama.cz

+420 387 311 327
sales@gama.cz

PRODEIJ: FAX:

E-MAIL:




