GIMA S.p.A. ITALIAN DIVISION

Via Marconi, 1 G l MA gima@gimaitaly.com
20060 Gessate (M) — EXPORT DIVISION
Italija www.gimaitaly.com export@gimaitaly.com

ES ATBILSTIBAS DEKLARACIJA

Sabiedrba GIMA S.P.A. (Unikdlais (SRN) regdistracijas numurs: IT-MF-000011004),
galvena mitne: Gessate (M), Via Marconi 1, un juridiskd adrese: Milano, Via
Tommaso Grossi 2, kd mediciniska ierice razotdis:

Izstraddajuma un tirdzniecibas adai
nosaukums IZStrT(C;ZLumG Pamata UDI-DI noteikums
KOMPLEKTS COMBI - otoskops + gaismeklis 31300 802327971214900600000002X 13
KRASAS OTOSKOPS PARKER - zal§ 31435 802327971214900600000002X 13
KRASAS OTOSKOPS PARKER - zils 31436 802327971214900600000002X 13
KRASAS OTOSKOPS PARKER - dzeltens 31437 802327971214900600000002X 13
OTOSKOPS PARKER - melns 31440 802327971214900600000002X 13
OTOSKOPS PARKER - uzladéjams rokturis 31441 802327971214900600000002X 13
3 PIEAUGUSO SPECULUM KOMPLEKTS 31448 802327900Q03049975CCO00OND 5
5 ATKARTOTI LIETOJAMU PLASTMASAS
KANULU KOMPLEKTS 31451 802327900U0820060000030ES 5
DIAGNOSTIKAS KOMPLEKTS PARKER - melns 31471 802327900Z121402000000093 13
DIAGNOSTIKAS KOMPLEKTS PARKER LARGE - 31473 8023279002121 402000000093 13
melns
DARBOJOSAIS HALOGENA OTOSKOPS 31474 802327971214900600000002X 13
PARKER

HALOGENA OTOSKOPS PARKER - melns 31475 802327971214900600000002X 13
HALOGENA OFTQLQ?D?SKOPS PARKER - 31476 80232797121201140000000Q9 13
HALOGENA OTO-OFTALMO PARKER - melns 31477 802327900L1603033500000V5 13

HALOGENA DIAGNOSTIKAS KOMPLEKTS
XENON - 3.5 V 31480 802327900Z121402000000093 13
DARBOJOSAIS DIAGNOSTIKAS KOMPLEKTS 31482 8023279002121 402000000093 13

XENON-AL.-3.5V
OTOSKOPA SUKNIS - peléks 31483 80232790000Q039935CC0009V 1
VIENREIZLIETOJAMS MINI SPECULUM diam.

- 31485 802327900Q0304997500000C9 5

2,5mm-peléks
VIENREIZLIETOJAMS MINI_SPECULUM diam. 31486 802327900Q0304997500000C9 5

4Amme-peléks
VIENREIZLIETOJAMS MINI SPECULUM diam. 31487 802327900Q0304997500000C9 5

2,5mm-melns
VIENREIZLIETOJAMS MINI SPECULUM diam. 31488 802327900Q0304997500000C9 5

4mm-melns

VIENREIZLIETOJAMS MINI SPECULUM diam. 31491 802327900Q0304997500000C9 5

2,5mm-melns
VIENREIZLIETOJAMS MINI SPECULUM diam. 31492 802327900Q0304997500000C9 5

4mm-melns
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VIENREIZLIETOJAMS MINI SPECULUM

JUPNSRie) 31493 | 80232790000Q039976000002A ]
BERNU KOMPLEKTS "KROKODILS™+100 31494 | 802327900L1603010000000QB 5
speculum
KRASAINS VIENREIZLIETOJAMS MINI
S 31495 | 802327900Q0304997500000C9 5
V'ENRE'ZL'ETOJAQN‘;mMnT_'Z'iéPECULUM diam. | 31406 | 802327900Q0304997500000C9 5
VIENREIZLIETOJANS MIN SPECULUMIAIOM. | 31497 | 802327900Q0304997500000C9 | 5
VIENREIZLIETOJAMS MINISPECULUM AIam. | 1 oo™ | g0 o o 00750000009 ;
2,.5mm-zald
V'ENRE'ZL'ETOJA;V‘; :q"_'Z“géPECULUM diam. | 31499 | 802327900Q0304997500000C9 5
OTOSKOPS O.5K. SIGMA-2,5V- 31511 802327921214900600000002X 13
xenon/halogéns maisind
OTOSKOPS O.5K. SIGMA - gaismas diode - | 41513 | 802327971214900600000002X 13
maisind - melns
OTOSKOPS O.3K. S'GZQQA -gaismasdiode - | 41508 | 802327971214900600000002X 13
OPTISKAS SK'EDRAfn (e)ITn (S)SKOPS GIMALUX- 1 31500 | 802327971214900600000002X 13
OPTISKAS SKIEDRAS gSTOSKOPS GIMALUX- 1 51501 802327971214900600000002X 13
OPTISKAS SK'EDRASZ%OSKOPS GIMALUX- 1 31500 | 802327971214900600000002X 13
OTOSKOPS O.5K. SIGMA-2,5V- 31523 | 802327921214900600000002X 13
xenon/halogéns maising
OTOSKOPS O.5K. SIGMA-2,5V- 31524 | 802327971214900600000002X 13
xenon/halogéns maisind
OTOSKOPS O.5K. SIGMA-2,5V- 31525 | 802327971214900600000002X 13
xenon/halogéns-kastité
OTOSKOPS O.5K. SIGMA - gaismas diode - | 451504 | 802327971214900600000002X 13
kasfité - melns
OFTALMOSKOPS O.5K. SIGMA - 2,5V - 31527 | 80232797121201140000000Q9 13
xenon/halogéns -
OTO-OFTALMOSKOPS O.5K. SIGMA ar 2 31528 | 802327900L1603033500000V5 13
rokturiem - kastité
OFTALMOSKOPS O.5K. SIGMA - 2,5V - 31529 | 80232792121201140000000Q9 13
gaismas diode
OFTALMOSKOPS O.5K. SIGMA - 2,5V - 31530 | 80232792121201140000000Q9 13
Xenon/halogéns -
PNEIMATISKA TESTA SAVIENOTAS 31532 | 80232790000V909920000008Y ]
OTO-OFTALMOSKOPS O.3K. SIGMA ar 1 31533 | 802327900L1603033500000V5 13
rokturi - kastité
OTO-OFTALMOSKOPS O.3K. SIGMA AR 31534 | 802327900L1603033500000V5 13
gaismas diodi, ar 2 rokturiem - kastité
OTOSKOPS O.8K. XENON VISIO 2000 - 3,5V | 31535 | 8023279Z1214900600000002X 13
OFTALMOSKOPS O'g'é'vXENON VBIO2000- | 51534 | 80232797121201140000000Q9 13
P16" OTO-OFTALMOSKOPS O.5K. XENON | 5555 | 809327900L1603033500000V5 13
VISIO 2000 -
OTO‘OFTALMO%C%P_S 305‘Sv'=<' XENONVISIO | 51538 | 802327900L1603033500000V5 13
DIAGNOSTIKAS KOMPLEKTS O 3K. XENON
S0 2000 3 5 31539 | 802327900L1603033500000V5 13
UZLADES BAZE 31542 | 80232790000V90990700000AR 13




P1¢" OTOSKOPS SIGMA, gaismas diode 31580 802327971214900600000002X 13
O.SK. ar uzlades rokturi
P16" OFTALMOSKOPS SIGMA, gaismas 31582 | 80232792121201140000000Q9 13
diode O.SK. ar uzlades rokturi
P16" OTO-OFTALMOSKOPS SIGMA, gaismas| 5,50, | 809327900L1603033500000V5 13
diode ar 2 uzladéjamiem rokturiem
UZLADES STAC'JQCS:/‘\’/;OfTO'mOSKODOm 31586 80232792 120210800700000UJ 13
OTOSKOPS SIGMA © gaismas dlode -meins| - 31591 | 802327971214900600000002X | 13
OTOSKOPS SIGMA C gaismas diode -Zis - | 51500 | 802327971214900600000002X 13
maising
OTOSCOPIO SIGMA C LED - violets - maising| 31593 | 802327921214900600000002X 13

paredzeto noltku: Otoskopus un auss spekulus drikst izmantot tikai aréja dzirdes
kanala parbaudei un neinvazivai vispargjai parbaudei. Oftalmoskops ir paredzets
acs materidla (radzenes, acs iekséja skidruma, lecas un stiklveida kermena) un
fiklenes parbaudei.

| riska klase (nesterils) saskand ar Regula (ES) 2017/745 (MDR) VI pielikuma
izklastitajiem noteikums, uz savu atbildibu tiek pazinots, ka siierice:

atbilst Regula (ES) 2017/745 (MDR);

iepriekSminetas mediciniska ierice atbilsfibai nav izmantotas kopigas
specifikacijas;

(ierrcém saskana ar 13.nofteikumu) atbilst Direkfiva 2011/65/ES  (un
turomakajiem  grozjumiem) par dazu  bistamu  vielu izmantoSanas
ierobezosanu elekiriskas un elektroniskas iekartas.

Gessate, 31/07/2025

GIMA S.p.A.
Juridiskais parstavis
(Nicola Manzoni)
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