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EG EVYHLASENIE O ZHODE

Spolo¢nost GIMA S.P.A. (Jedinecné registracné Cislo (SRN): IT-MF-000011004), s
prevddzkou v Gessate (M), na Via Marconi 1, a so sidlom spolocnosti v Mildne,
na Via Tommaso Grossi 2, ako vyrobca zdravotnicka pombcka:

Ndazov a obchodny nazov vyrobku Kéd Zékladny UDI-DI bravidio

vyrobku
HRTANOVE ZRKADLA MIERA 000 - priem. 10 mm 31600 | 802327900L1602020000000PZ 5

HRTANOVE ZRKADLA MIERA 00 - priem. 12 mm 31601 | 802327900L1602020000000PZ 5

HRTANOVE ZRKADLA MIERA O - priem. 14 mm 31602 | 802327900L1602020000000PZ 5

HRTANOVE ZRKADLA MIERA 1 - priem. 16 mm 31603 | 802327900L1602020000000PZ 5

HRTANOVE ZRKADLA MIERA 2 - priem. 18 mm 31604 | 802327900L1602020000000PZ 5

HRTANOVE ZRKADLA MIERA 3 - priem. 20 mm 31605 | 802327900L1602020000000PZ 5

HRTANOVE ZRKADLA MIERA 4 - priem. 22 mm 31606 | 802327900L1602020000000PZ 5

HRTANOVE ZRKADLA MIERA 5 - priem. 24 mm 31607 | 802327900L1602020000000PZ 5

HRTANOVE ZRKADLA MIERA 6 - priem. 26 mm 31608 | 802327900L1602020000000PZ 5

RUKOVAT HRTANOVYCH ZRKADIEL NASTAVITELNA | 31615 (80232790000Q03993100000W?2 5

RUKOVAT HRTANOVYCH ZRKADIEL NASTAVITELNA | 31616 (80232790000Q03993100000W?2 5
SADA PEDIATRICKYCH LARYNGOSKOPOV 2 CEPELE

34301 |80232797120210030000000MQ| 13

- Cepele Miller 0-1
SADA ARG OO Oy S o oo~ ©oPele M | 34300 |80232797120210030000000MQ| 13
SADA LARYNGOSE?;?Y_;‘_%_EPELE ~Cepele MC | 34303 |80232792120210030000000MQ| 13

SADA PEDIATRICKYCH LARYNGOSKOPOV 3 CEPELE
Miller 0-1, MclIntosh
SADA PEDIATRICKYCH LARYNGOSKOPOV 3 CEPELE
LAME Miller 1,2,3
SADA PEDIATRICKYCH LARYNGOSKOPOV 3 CEPELE
LAME Miller 00,0, 1

CEPELE MILLER C. 00 ,,OXY* - predCasne narodené| 34310 | 8023279Z12021003B300000XY 5

34305 |80232797120210030000000MQ| 13

34306 |80232797120210030000000MQ| 13

34307 |80232797120210030000000MQ| 13

CEPELE MILLER C. 0 - novorodenci 34311 | 8023279712021003B300000XY 5
CEPELE MILLER C. 1 - malé deti/deti 34312 | 8023279212021003B300000XY 5

CEPELE MILLER C. 2 - dospeli 34313 | 80232790000V088097000007Z 5
CEPELE MILLER C. 3 - dospeli/velké 34314 | 8023279712021003B300000XY 5
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GEPEL MC-INTOSH €. 0 - novorodenci 34317 | 8023279212021003B300000XY | 5
GEPEL MC-INTOSH &. 1 - malé deti 34318 | 8023279212021003B300000XY | 5
CGEPEL MC-INTOSH C&. 2 - deti 34319 | 8023279212021003B300000XY | 5
CEPEL MC-INTOSH C. 3 - dospeli 34320 | 8023279212021003B300000XY | 5
CEPEL MC-INTOSH C. 4 - dospeli/velké 34321 | 8023279212021003B300000XY | 5
CEPEL MC-INTOSH C. 5 - dospeli/extra velké 34322 | 8023279212021003B300000XY | 5
SADA CEPIEL NA LARYNGOSKOPY ,,GIMA GREEN"
£ 0. LED 3 CEPELE MCANT 2. 34327 |80232792120210030000000MQ| 13
SADA CEPIEL NA LARYNGOSKOPY ,,GIMA GREEN"
£ O LED 4 CEPELE MCANT 1. 34328 [80232792120210030000000MQ| 13
SADA CEPIEL NA LARYNGOSKOPY ,,GIMA GREEN"
£ O LED 3 CEPELE MCANT 2. 34329 80232792120210030000000MQ| 13
SADA CEPIEL NA LARYNGOSKOPY ,,GIMA GREEN"
O LED 4 CEPELE MCANT 1o 34330 |80232792120210030000000MQ| 13
SADA CEPIEL NA LARYNGOSKOPY ,MAXLITE" F.O.
SEDIATRICKE 3 CEPELE MILLE 34332 80232792120210030000000MQ| 13
SADA CEPIEL NA LARYNGOSKOPY ,MAXLITE F.O. 3
CEPELE MOANT 105 34333 80232792120210030000000MQ| 13
SADA CEPIEL NA LARYNGOSKOPY ,MAXLITE* F.O. 4
CEPELE MG .INT 103 -4 34334 [80232792120210030000000MQ| 13
SADA CEPIEL NA LARYNGOSKOPY ,MAXLITE" F.O.
LD 3 CEPELE MCINT 2.3. 34335 |80232792120210030000000MQ| 13
SADA CEPIEL NA LARYNGOSKOPY ,MAXLITE" F.O.
LD PEDIATRICKE 3 CEPELE M 34336 |80232792120210030000000MQ| 13
SADA CEPIEL NA LARYNGOSKOPY ,MAXLITE" F.O.
LD 4 CEPELE MOINT 1o 34337 |80232792120210030000000MQ| 13
SADA CEPIEL NA LARYNGOSKOPY ,MAXLITE" F.O.
LD 4 CEPELE MOINT 1. 34338 |80232792120210030000000MQ| 13
PEDIATRICKA RUKOVAT - ryhovand 34352 |80232792120210033100000PQ| 13
RUKOVAT PRE DOSPELYCH STANDARD - ryhovand | 34354 |80232792120210033100000PQ | 13
SADA F.O. PEDIATRICKE 2 CCEPELE MILLER O-1 34451 [80232792120210030000000MQ| 13
SADA F.O. PRE DOSPELY;Z_I: 3 CEPELE MC-INTOSH 2-| 5 1o | 309397971 20210030000000MG | 13
SADA F.O. PRE DOSPELYQC_Z3I:|44 CEPELE MC-INTOSH 1| 5 1o | 30939797120210030000000MG | 13
SADA F.O. PEDIATRICKE, 3 Cepele Miller O-1, 34454 |80232797120210030000000MQ 13
Mclintosh O
SADA F.O. DOCTOR 3 C:EPELE Miller 1,2,3 34455 [80232797120210030000000MQ| 13
KOVOVA RUKOVAT NABLJATELNA 3,5V - 34456 | 802327971202109931000902P | 13
pediatrickd
KOVOVA RUKOVAT NABLIATELNA 3.5V - pre 34457 802327921202109931CCO90CT| 13
dospelych
CEPELF.O. MILLER C. 00 OXY - predcasne 34460 | 80232797120210038300000XY | 5
narodené
CEPEL F.O. MILLER C. 0 - novorodené 34461 | 8023279712021003B300000XY 5
GEPEL F.O. MILLER C. 1 - malé diefa 34462 | 8023279712021003B300000XY | 5
GEPEL F.O. MILLER &. 2 - diefa 34463 | 8023279712021003B300000XY | 5
CEPEL F.O. MILLER C. 3 - dospely 34464 | 8023279112021003B300000XY | 5




CEPEL F.O. MCANTOSH C. 0- novorodené | 34469 | 80232792120210038300000XY | 5
CEPEL F.O. MCANTOSH C. 1 - malé dieta 34470 | 80232797120210038300000XY | 5
CEPEL F.O. MC-INTOSH C. 2 - diefa 34471 | 8023279212021003B300000XY | 5

CEPEL F.O. MCANTOSH C. 3 - dospely 34472 | 80232797120210038300000XY | 5
CEPEL F.O. MCANTOSH C. 4- dospely/velké | 34473 | 80232797120210038300000XY | 5
CEPEL F.O. MC-INTOSH C. 5 - dospely/exira velké | 34474 | 80232797120210038300000XY | 5
PEDIATRICKA RUKOVAT LED 2,5V - nabijatelnd | 34476 |80232792120210033100000PQ | 13
RUKOVAT PRE DOSPELYCH LED 2,5 V - nabiatelnd | 34477 | 80232792120210033100000PQ | 13
RUKOVAT F.O. PEDIATRICKA kovovd 34480 | 802327971202109931BB090CY | 13
RUKOVAT F.O. PRE DOSPELYCH kovovd 34481 |802327971202109931CCO90CT| 13
NABIJATELNA RUKOVAT $S LED - 3,5V 34482 | 80232797120210993100000ZR 13
SADALARING KR Qe ITE P FO-2 | 34498 [80232797120210030000000MQ| 13
CEPEL F.O. MAXLITE MILLER C. 0 - novorodenci 58051 | 8023279712021003B300000XY 5
CEPEL F.O. MAXLITE MILLER C. 1 - malé defi | 58052 | 80232797120210038300000XY | 5
CEPEL F.O. MAXLITE MC-INTOSH C. 0 - novorodenci| 58056 | 80232797120210038300000XY | 5
CEPEL F.O. MAXLITE MC-INTOSH C. 1- malé deti | 58057 | 80232797120210038300000XY | 5
CEPEL F.O. MAXLITE MC-AINTOSH C. 2 - malé deti | 58058 | 8023279212021003B300000XY | 5
CEPEL F.O. MAXLITE MC-INTOSH C. 3 - dospeli | 58059 | 8023279212021003B300000XY | 5
CEPEL F.O. MAXLITE O C.4-dospell, | san40 | 80230797120210038300000XY | 5
CEPEL F.O. MAXLITE NC-NTOSF C.5-00sPel. X | sar1 | 80230792190010035300000K7 | 5
A A et et s EFEER=T ) 5070 |80232797120210030000000MQ | 13
SADA LARYNS;SQSKA%\_’l:T‘SS'hN;ﬁXL'TE FLEXI-2 | 58072 |80232797120210030000000MQ| 13
SADA LARYNGOSKOPOY ;g. LED MAXUITE FLEXI - 1| go o o o 10030000000mG | 13
CEPEL LARYNGO FLEX .0 MAXUTE MCINTOST 1 o078 | 8023279212021 0038300000%7 | 5
EEPEL LARYNGO FLEX .0 MAXLITE MC-NTOSH 1 s3079 | 8023279212021 0035300000%7 | 5
CEPEL LARYNGO FLEX F.O- MAXLITE MC-NTOSH 1 5080 | 8023279212021 0035300000%7 | 5

UcCel urCenia: Laryngoskopy sU uréené na vizualizdciu hrtana a umoziuju
zavedenie endotrachedinej tfrubice. Laryngedine zrkadld sU uréené na vysetrenie
hrtanovych dutin pacientov, ¢o pouzZivatelovi umozniuje celkovy pohlad na

hypofaryngolaryng

Trieda rizika | (nesterilnd), v sUlade s pravidlo stanovenymi v Prilohe VIl Nariadenia
(EU) 2017/745 (MDR), vyhlasuje, na svoju vlastnU vylu€nu zodpovednost, ze tato

pomdcka:




e jevzhode s Nariadenia (EU) 2017/745 (MDR);

e neboli pouzZité spolocné S3pecifikdcie pre zhodu zdravotnicka pombcka
uvedenej vyssie;

e (pre zariadenia podla pravidla 13) je v zhode so Smernica 2011/65/EU (a

podobnymi) o obmedzeni pouzivania urCitych nebezpelnych latok v
elektrickych a elektronickych zariadeniach.

Gessate, 09/10/2025

GIMA S.p.A.
Pravny zdstupca
(Nicola Manzoni)



