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EU PROHLASENI O SHODE / EU DECLARATION OF CONFORMITY

Vyrobce (manufacturer): GAMA GROUP a.s.

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

IC (CRN): 45797463

registracni ¢islo (registration number): 002049

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

vydava na svoji vyhradni zodpovédnost prohlageni, Ze nize uvedené zdravotnické prostiedky jsou ve shodé s poZadavky Nafizeni Evropského

parlamentu a Rady (EU) 2017/745 o zdravotnickych prostfedcich, ve znéni pozdé&jSich pfedpisl, které se na né& vztahuji, a byl dodrZzen postup
posouzeni shody podle Pfilohy 1X.

declare under the sole responsibility that the following medical devices are in conformity with the requirements of Regulation (EU) 2017/745 of the
European Parliament and of the Council on medical devices, as amended, which apply to them and was kept the conformity assessment procedure
according to annex IX.

Vyrobek: Lahev na moé& s uzavérem / Product: Urine bottle with cover
Zakladni UDI-DI / Basic UDI-DI: GMN 85935402LAHEVNAMOC98

Rizikova tf¥ida podle pravidla 1 pfilohy VIII Nafizeni (EU) 2017/745: tfida | (neinvazivni, nesterllm bez méfici funkce, neni chirurgickym

nastrojem pro opakované pouziti)
Risk class in accordance with the classification rule 1 of annex VIII Regulation (EU) 2017/745: class | (non-invasive, non-sterile, without
measuring function, isn’t reusable surgical instrument)

Uréeny G&el: sb&rna lahev na mot s uzavérem pro muze / Purpose of use: male urine collection bottle with cover
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12 X .22 Funkce (Position): pfedseda piedstavenstva (Chairman of the Board of Directories)
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Lahev na mo¢ s uzavérem

PE lahev o objemu 1000 ml, s délenou stupnici po 50 ml, uzavér modry.

; . V204811 PE bottle 1000 ml, scale every 50 ml, blue cover.
Urine bottle with cover
Lahev na moé s uzavérem —bez &titku Z}I(E) (Ij?;ev o objemu 1000 ml - bez stitku, s délenou stupnici po 50 ml, uzavér
Urine bottle with cover — without label V204811 -01 PE bottle 1000 ml - without label, scale every 50 ml, blue cover.
Lahev na mo& s uzavérem - zelena PE Iar]ev o objemu 1000 ml — barva zelena, s délenou stupnici po 50 ml, uzavér
: : V204811-54 | 2lenV:
Urine bottle with cover - green PE bottle 1000 ml — green colour, scale every 50 ml, green cover.
Léhey na mod-e uzivErem=modrs iié?;ev o objemu 1000 ml — barva modra, s délenou stupnici po 50 ml, uzavér
Urine bottle with cover - blue V204811 - 55 PE bottle 1000 ml — blue colour, scale every 50 ml, blue cover.
Lahev Ra nied & uzavereni v PE saskii PE lahev o objemu 1000 ml, s délenou stupnici po 50 ml, uzavér modry, 1 kus
v204811-02 |V FE sacku

Urine bottle with cover in PE bag

PE bottle 1000 ml, scale every 50 ml, blue cover, 1 piece in PE bag.

Lahev na mo¢ s uzavérem v PE sacku -
zelena

Urine bottle with cover in PE bag -
 green

V204811 - 0254

PE lahev o objemu 1000 ml — barva zelena, s délenou stupnici po 50 ml, uzavér
zeleny, 1 kus v PE sacku.

PE bottle 1000 ml — green colour, scale every 50 ml, green cover, 1 piece in PE
bag.

Lahev na moé¢ s uzavérem v PE sacku -
modra

Urine bottle with cover in PE bag - blue

V204811 - 0255

PE lahev o objemu 1000 ml — barva modra, s délenou stupnici po 50 ml, uzavér
modry, 1 kus v PE sacku.
PE bottle 1000 ml — blue colour, scale every 50 ml, blue cover, 1 piece in PE bag.
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