GIMA S.p.A. ITALIAN DIVISION
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EU PROHLASENI O SHODE

Spole¢nost GIMA S.P.A.(Jedinecné registracni Cislo (SRN): IT-MF-000011004), s
provoznim sidlem v Gessate (MI), Via Marconi 1, a sidlem spole&nosti v Mildné,
Via Tommmaso Grossi 2, jako vyrobce zdravotnickym prostfedkem:

Ndazev a obchodni nazev vyrobku Kéd 7ékladni UDI-DI Pravidio

vyrobku
31600 | 802327900L1602020000000PZ 5

ZIRCATKA VYSETROVACI HRTANOVA 000 - prom.
10mm

ZRCATKA VYSETROVACI HRTANOVA 00 - prom.
12mm

ZRCATKA VYSETROVACI HRTANOVA 0 - prdm. 14mm | 31602 | 802327900L1602020000000PZ 5

31601 | 802327900L1602020000000PZ 5

ZIRCATKA VYSETROVACI HRTANOVA 1 - prim. 16mm| 31603 | 802327900L1402020000000PZ 5

ZRCATKA VYSETROVACI HRTANOVA 2 - prdm. 18mm | 31604 | 802327900L1602020000000PZ 5

ZRCATKA VYSETROVACI HRTANOVA 3 - prdm. 20mm | 31605 | 802327900L1602020000000PZ 5

ZIRCATKA VYSETROVACI HRTANOVA 4 - prim. 22mm| 31606 | 802327900L1402020000000PZ 5

ZRCATKA VYSETROVACI HRTANOVA 5 - prdm. 24mm | 31607 | 802327900L1602020000000PZ 5

ZIRCATKA VYSETROVACI HRTANOVA 6 - prim. 26mm| 31608 | 802327900L1402020000000PZ 5
NASTAVEC ZRCATEK VYSETROVACICH HRTANOVYCH

31615 |80232790000Q03993100000W2 5

] ] REGUI:OYATELNY, ]
NASTAVEC IRCATER Y ISE AT IRTANOVICH) 31416 |80232790000Q03993100000W2| 5
SADALARINGO PEDmg'r%_K]A 2 CEPELE-Cepele | 34301 |80232797120210030000000MQ| 13
SADA LARINGOSKOP 3 CgiELE - Cepele Mc Intosh 2- 34302 180232797120210030000000MQ| 13
SADA LARINGOSKOP 4]?2E_2_E4LE - Cepele McIntosh -| 5353 180232797120210030000000MQ| 13
SADA LARINGO PEDA'/‘\\CTE,]'TCOEhA 3 CEPELEMiller O-1, | 54305 |80232797120210030000000MQ| 13

SADA LARINGO PEDIATRICKA 3 CEPELE Miller 1,2,3 | 34306 [80232792120210030000000MQ 13

SADA LARINGO PEDIATRICKA 3 CEPELE Miller 00,0,1 | 34307 |8023279Z120210030000000MQ 13

CEPEL MILLER C. 00 ,,OXY" - nedonosenci 34310 | 8023279212021003B300000XY | 5
CEPEL MILLER C. 0 - novorozenci 34311 | 8023279712021003B300000XY 5
CEPEL MILLER C. 1 - malé déti/déti 34312 | 8023279212021003B300000XY 5
CEPEL MILLER C. 2 - dospéli 34313 | 80232790000V088097000007Z | 5

CEPEL MILLER C. 3 - dospéli/large 34314 | 8023279212021003B300000XY | 5
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CEPEL MC-INTOSH C. 0 - novorozenci 34317 | 8023279712021003B300000XY 5

CEPEL MC-INTOSH C. 1 - malé déti 34318 | 8023279212021003B300000XY | 5

CEPEL MC-INTOSH C. 2 - dé&ti 34319 | 8023279212021003B300000XY | 5

CEPEL MC-INTOSH C. 3 - dospéli 34320 | 8023279212021003B300000XY | 5

CEPEL MC-INTOSH C. 4 - dospéli/large 34321 | 8023279212021003B300000XY | 5

CEPEL MC-INTOSH C. 5 - dospéli/X-large 34322 | 8023279212021003B300000XY | 5
SADA LAR'NG%EFC,;E'&‘;A%?ETN;OPT' VLLED 3 34327 (80232797120210030000000MQ| 13
DA RN G R ey VHEEP 4| 34328 180232797120210030000000MQ)| 13
SADA LAR'NG%EFC,;E'&‘;A%?ETN;OPT' VL-LED 3 34329 (80232797120210030000000MQ| 13
SADA LAR'NG%EFC,;E'C’;‘RA%%?N{‘_OPT' VL-LED 4 34330 (80232797120210030000000MQ| 13
PADALARINGO WXL OPT Y PEDIATRICKA 3 | 54335 |80232797120210030000000MQ| 13
SADA LARINGO ,,MAqu_g)_PT. VL. 3 CEPELEMCANT 4,020 |g503570710001 0030000000Ma| 13
SADA LARINGO ,,MAXLI]T_E2“_§ZT. VL. 4 CEPELEMC-INT ., 80232797120210030000000MG | 13
SADALARINGO , MAXLITE! OPT. VL. LED 3 CEPELE | 54335 |80232792120210030000000MQ| 13
SADA LARINGO “MAéLgE;E?EP TMVL‘ LED PEDIATRICKA 3 1334 |802327971 20210030000000MQ| 13
SADALARINGO ,MAXITE OPT. VL. LED 4 CEPELE | 34357 180232797120210030000000MQ| 13
SADA LARINGO M,\’%'ET S;_T' VL. LED 4 CEPELE | 5339 80232792120210030000000MQ| 13
NASTAVEC PEDIATRICKY - ryhovany 34352 |80232792120210033100000PQ | 13
NASTAVEC STANDARDNI PRO DOSPELE - ryhovany | 34354 |80232797120210033100000PQ | 13
SADA OPT. VL. PEDIATRICKA 2 CEPELE MILLER 0-1 | 34451 [8023279Z120210030000000MQ| 13
SADA OPT. VL. DOSPELI 3 CEPELE MC-INTOSH 2-3-4 | 34452 |80232792120210030000000MQ| 13
SADA OPT. VL. DOSPELl 4 CEPELE MC-INTOSH 1-2-3-4| 34453 [80232792120210030000000MQ| 13
SADA OPT. VL. PEDmgﬁ:%Eé'o3 cepele MillerO-1. 1 34454 |80232797120210030000000MQ| 13
SADA OPT. VL. DOCTOR 3 CEPELE Miller 1,2,3 34455 (80232797120210030000000MQ| 13
NASTAVEC KOVOVY DOBIJECI 3,5V - pediatricky | 34456 | 802327921202109931000902P 13
NASTAVEC KOVOVY DOBIJECI 3,5V - dospéli 34457 [802327921202109931CCO90CT| 13
CEPEL OPT. VL. MILLER C. 00 OXY - nedonosenci | 34460 | 8023279212021003B300000XY | 5
CEPEL OPT. VL. MILLER C. 0 - novorozenec 34461 | 8023279712021003B300000XY 5
CEPEL OPT. VL. MILLER C. 1 - malé dit& 34462 | 8023279212021003B300000XY | 5

CEPEL OPT. VL. MILLER C. 2 - diit& 34463 | 8023279212021003B300000XY | 5

CEPEL OPT. VL. MILLER C. 3 - dospé&ly 34464 | 8023279212021003B300000XY | 5




CEPEL OPT. VL. MC-INTOSH C. 0 - novorozenec 34469 | 8023279212021003B300000XY 5
CEPEL OPT. VL. MC-INTOSH C. 1 - malé dité 34470 | 8023279212021003B300000XY 5
CEPEL OPT. VL. MC-INTOSH C. 2 - dité 34471 | 8023279712021003B300000XY 5
CEPEL OPT. VL. MC-INTOSH ¢&. 3 - dospély 34472 | 8023279212021003B300000XY 5
CEPEL OPT. VL. MC-INTOSH C. 4 - dospély/large 34473 | 8023279712021003B300000XY 5
CEPEL OPT. VL. MC-INTOSH C. 5 - dospély/X-large | 34474 | 8023279712021003B300000XY 5
NASTAVEC PEDIATRICKY LED 2,5 V - dobijeci 34476 |80232792120210033100000PQ 13
NASTAVEC DOSPELI LED 2,5 V - dobijeci 34477 |80232797120210033100000PQ| 13
NASTAVEC OPT. VL. PEDIATRICKY kovovy 34480 | 802327921202109931BB090CY 13
NASTAVEC OPT. VL. DOSPELI kovovy 34481 |802327971202109931CC090CT| 13
NASTAVEC DOBIJECI LED - 3,5V 34482 | 80232797120210993100000ZR 13
SADA LARINGO ,,MAXLITE FLEXI" OPT. VL. 2 CEPELE 34498 |80232797120210030000000MQ| 13
MC-INT ,3,
CEPEL OPT. VL. MAXLITE MILLER C. 0 - novorozenci | 58051 | 8023279Z12021003B300000XY 5
CEPEL OPT. VL. MAXLITE MILLER C. 1 - malé dé&ti 58052 | 8023279712021003B300000XY 5
CEPEL OPT. VL. MAXLITE MC-INTOSH C. 0 - 58056 | 8023279712021003B300000XY 5
novorozencli
CEPEL OPT. VL. MAXLITE MC-INTOSH C. 1 - malé déti| 58057 | 8023279Z12021003B300000XY 5
CEPEL OPT. VL. MAXLITE MC-INTOSH C. 2 - malé déti| 58058 | 8023279Z12021003B300000XY 5
CEPEL OPT. VL. MAXLITE MC-INTOSH C. 3 - dospé&li | 58059 | 8023279212021003B300000XY 5
CEPEL OPT. VL. MAXLITkE] rf\é\g-lNTOSH C. 4 - dospéli 58060 | 80232797190210038300000XY s
CEPEL OPT. VL. MAXLITEl thze-mTOSH C. 5 - dospéli x- 58061 | 80232797120210038300000XY 5
SADA LARINGOSKOP OPT. VL. MAXLITE FLEXI - 1 58070 |80232797120210030000000MQ| 13
Cepel Mc-Intosh 3
SADA LARINGOSKOP OPT. VL. MAXLITE FLEXI - 2 58072 180232797120210030000000MQ| 13
cepele Mc-Intosh 3,4
SADA LARINGOSKOP OCng\e/lL LED MAXLITE FLEXI- 1| 58073 1802327971 20210030000000MQ| 13
CEPEL LARINGO FLEXI O(I;T.QVL. MAXLITE MC-INTOSH 58078 | 80232797190210038300000XY s
CEPEL LARINGO FLEXI OgT.SVL. MAXLITE MC-INTOSH 58079 | 80232797120210038300000XY 5
CEPEL LARINGO FLEXI O(I;T.4VL. MAXLITE MC-INTOSH 58080 | 80232797120210038300000XY 5

urceny Ucel: Laryngoskopy jsou uréeny k vizualizaci hrtanu a umoziuji zavedeni
endotrachedini trubice. Laryngedini zrcdtka jsou urcena k vysetfeni hrtanovych
dutin pacientl a umoznuji uzivateli celkovy pohled na hypofaryngolaryng

Trida rizika | (Nesterilni), v souladu s pravidlo stanovenymi v Pfiloze VIII Nafizeni (EU)
2017/745 (MDR), timto na svou vyhradni odpovédnost prohlasuje, Ze tento

prostredek:




e spliuje Narfizeni (EU) 2017/745 (MDR);
e pro shodu vyse uvedeného zdravotnickym prosttedkem nebyly pouzity
obecné specifikace;

e (pro zarfizeni dle pravidla 13) spliivuje Smérnice 2011/65/EU (ve znéni
pozdéjsich predpist) o omezeni pouZivani nékterych nebezpecnych latek v
elektrickych a elektronickych zafizenich.

Gessate, 09/10/2025

GIMA S.p.A.
Zd&konny zdstupce
(Nicola Manzoni)



