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, ka mediciniska ierice razotd;s:

Izstradajuma un tirdzniecibas

nosaukums Izstraddajuma Pamata UDI-DI noteikums
_ kods
BALSENES SPOGL]JB'EH ';MERS 000 - diam. 31600 | 802327900L1602020000000PZ 5
BALSENES SPOGULIS IZMERS 00 - diam. 12mm| 31601 | 802327900L1602020000000PZ 5
BALSENES SPOGULIS IZMERS 0 - diam. 14mm | 31602 | 802327900L1602020000000PZ 5
BALSENES SPOGULIS IZMERS 1 - diam. 16mm | 31603 | 802327900L1602020000000PZ 5
BALSENES SPOGULIS IZMERS 2 - diam. 18mm | 31604 | 802327900L1602020000000PZ 5
BALSENES SPOGULIS IZMERS 3 - diam. 20mm | 31605 | 802327900L1602020000000PZ 5
BALSENES SPOGULIS IZMERS 4 - diam. 22mm | 31606 | 802327900L1602020000000PZ 5
BALSENES SPOGULIS IZMERS 5 - diam. 24mm | 31607 | 802327900L1602020000000PZ 5
BALSENES SPOGULIS IZMERS 6 - diam. 26mm | 31608 | 802327900L1602020000000PZ 5
ROKTURIS AR EE%%EE@”A'EM BALSENES 31615  [80232790000Q03993100000W2| 5
ROKTURIS AR EE,%%EE@A"Q'EM BALSENES 31616 [80232790000Q03993100000W2| 5

BERNU BALSENES KOMPLEKTS 2 ASMENI -
Asmens Miller 0-1
LARINGOSKOPA KOMPLEKTS 3 ASMENI -
Lame Mc Intosh 2-3-4
LARINGOSKOPA KOMPLEKTS 4 ASMENI -
Lame Mc Intosh 1-2-3-4
BERNU BALSENES KOMPLEKTS 3 ASMENI Miller

34301 80232792120210030000000MQ 13

34302 80232797120210030000000MQ 13

34303 80232792120210030000000MQ 13

34305 80232792120210030000000MQ 13

0-1, Mclintosh
BERNU BALSENES KO]I\/\QP;EKTS SASMENIMIler | o0 509397971202 10030000000MG 3
BERNU BALSENES KOO'(\)"SL]EKTS 3 ASMENIMiller | 4,307 |80232797120210030000000MQ 13
ASMENS MILLER NR. 00 "OXY" - priekslaicigi | 5,310 | 8923279712021003B300000XY 5

dzimusiem

ASMENS MILLER NR. 0 - zidainiem 34311 | 8023279212021003B300000XY 5
ASMENS MILLER NR. T - bémiem/pusaudziem| 34312 | 8023279212021003B300000XY 5
ASMENS MILLER NR. 2 - pieaugusiem 34313 | 80232790000V088097000007Z 5
ASMENS MILLER NR. 3 - pieauguiiem/licliem | 34314 | 8023279212021003B300000XY 5
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ASMENS MC-INTOSH NR. 0 - Zidainiem 34317 | 80232792120210038300000XY 5
ASMENS MC-INTOSH NR. 1 - b&riem 34318 | 80232792120210038300000XY 5
ASMENS MC-INTOSH NR. 2 - pusaudziem 34319 | 80232792120210038300000XY 5
ASMENS MC-INTOSH NR. 3 - pieauguiem 34320 | 80232792120210038300000XY 5
ASMENS MC-INTOSH NR. 4 - 34321 | 80232792120210038300000XY 5
pieaugusiem/lieliem
ASMENS MC"NTOSFeFeRr}f -pieaugusiem/X- | 44050 | 8023279712021003B300000XY 5
BALSENES KOMPLEKTS "GIMA GREEN" O 3K.
LED 3 ASMEN! MEINT 2 34327 |80232792120210030000000MQ| 13
BALSENES KOMPLEKTS "GIMA GREEN" O 3K.
LD 4 ASMEN! MCNT 1. 34328 |80232792120210030000000MQ| 13
BALSENES KOMPLEKTS "GIMA GREEN" O 3K.
LED 3 ASMEN! MCINT 2 34329 |80232797120210030000000MQ| 13
BALSENES KOMPLEKTS "GIMA GREEN" O 3K.
LED 4 ASMEN! MCNT 1- 34330 |80232792120210030000000MQ| 13
BALSENES KOMPLEKTS "MAXLITE' O 3K. BERNU
3 ASMEN) MILLE 34332 |80232797120210030000000MQ| 13
BALSENES KOMPLEKTS "MAXLITE' OZK. 3
ASMEN] MCINT 123 34333 |80232792120210030000000MQ| 13
BALSENES KOMPLEKTS "MAXLITE' O 3K. 4
ASMER| MCNT 193 34334 |80232797120210030000000MQ| 13
BALSENES KOMPLEKTS "MAXLITE' O 3K. LED 3
ASMEN] MCINT 25 34335 |80232792120210030000000MQ| 13
BALSENES KOMPLEKTS "MAXLITE" O 3K. LED
SERNU 3 ASMEN! M 34336 |80232792120210030000000MQ| 13
BALSENES KOMPLEKTS "MAXLITE' O 3K. LED 4
ASMEN] MONT 1o5- 34337 |80232792120210030000000MQ| 13
BALSENES KOMPLEKTS "MAXLITE' O 3K, LED 4
ASMEN] MCNT 115 34338 |80232797120210030000000MQ| 13
BERNU ROKTURIS - rievots 34352 |80232797120210033100000PQ | 13
STANDARTA PIEAUGUSO ROKTURIS -rievots | 34354 | 80232797120210033100000PQ | 13
KOMPLEKTS O.3K. BERNU 2 ASMENI MILLER O-1| 34451  |80232797120210030000000MQ| 13
KOMPLEKTS O.5K. PIEAUGUSO 3 ASMENIMC- | 5,450 |80232792120210030000000MQ| 13
INTOSH 2-3-4
KOMPLEKTS O 3K. PIEAUGUSO 4 ASMENI MC-
A 34453 |80232797120210030000000MQ| 13
KOMPLEKTS O.5K. BERNU 3 ASMENIMiller0-1.\ 54404 180232792120210030000000MQ| 13
Mclintosh O
KOMPLEKTS O 3K. ARSTS 3 ASMENI Miller 1,23| 34455  |80232797120210030000000MQ| 13
UZLADEJAMS METALA ROKTURIS 3,5V - bamu | 34456 | 802327971202109931000902P 13
UZLADEJAMS METALA ROKTURIS 3,5V - 34457 |802327921202109931CC090CT| 13
pieauguiajiem
ASMENS O.5K. MILLER N. 00 OXY - prielslaicigil 5,440 | 8023279712021003B300000XY 5
dzimusiem
ASMENS O 3K. MILLER N. 0 - Zidainiem 34461 | 80232792120210038300000XY 5
ASMENS O.3K. MILLER N. T - bériem 34462 | 80232792120210038300000XY 5
ASMENS O.3K. MILLER N. 2 - pusaudziem 34463 | 80232792120210038300000XY 5




ASMENS O.5K. MILLER N. 3 - pieaugusiem 34464 | 80232792120210038300000XY 5
ASMENS O.3K. MC-INTOSH N. 0 - Zidainiem | 34469 | 80232792120210038300000XY 5
ASMENS O 3K. MC-INTOSH N. 1 - bémiem 34470 | 80232792120210038300000XY 5
ASMENS O.8K. MC-INTOSH N. 2 - pusaudziem| 34471 | 80232797120210038300000XY 5
ASMENS O .3K. MC-INTOSH N. 3 - piequguiiem| 34472 | 80232797120210038300000XY 5
ASMENS O.5K. MC-INTOSH N. 4 - 34473 | 80232792120210038300000XY 5
pieaugusiem/lieliem
ASMENS O.5K. MC-INTOSHN. 5 - 34474 | 80232792120210038300000XY 5
pieaugusiem/X-lieliem
BERNU ROKTURIS LED 2,5 V - uzIddjams 34476 |80232797120210033100000PQ | 13
PIEAUGUSO ROKTURIS LED 2,5 V - uzladéjams| 34477 | 80232797120210033100000PQ | 13
ROKTURIS O 3K. BERNIEM metdla 34480 | 802327971202109931BB090CY | 13
ROKTURIS O.3K. PIEAUGUSIEM metdla 34481  |802327921202109931CC0O90CT| 13
UZLADEJAMS ROKTURIS AR LED - 3,5V 34482 | 80232797120210993100000ZR 13
BALSENES KOMPLEKTS "MAXLITE FLEXI" O ZK. 2
NSMEN] MCNT 3, 34498 |80232792120210030000000MQ| 13
ASMENS O 5K, MAXLITE MILLER N. 0 - Zidaini | 58051 | 80232797120210038300000XY 5
ASMENS O.3K. MAXLITE MILLER N. 1 - b&rni 58052 | 8023279212021003B300000XY 5
ASMENS O.3K. M%Lgiii""c"mos“ At 58056 | 80232792120210038300000XY 5
ASMENS O.3K. MAéé':rfi MC-INTOSH N. 1 - 58057 8023279212021003B300000XY 5
ASMENS O.3K. MAéé':rfi MC-INTOSH N. 2 - 58058 | 80232792120210038300000XY 5
ASMENS O.5K. MAXLITE MC-INTOSH N. 3 - 58059 | 80232792120210038300000XY 5
pieaugusie
ASMENS O.5K. MAXLITE MC-INTOSH N. 4 -lieli | 50545 | 8539797120210038300000XY 5
pieaugusie
ASMENS O.SK. MAXLITE MC-INTOSH N. 5 -x= | 5a541 | 80232797120210038300000XY 5
lieli pieaugusie
LARINGOSKOPA KOMPLEKTS O 3K. MAXLITE
Do OrA FOMPLERD o8] 58070  |80232797120210030000000MQ| 13
LARINGOSKOPA KOMPLEKTS O.5K- MAXLITE | 5a75  180930797120210030000000MQ| 13
FLEXI - 2 asmeni Mc-Intosh 3,4
LARINGOSKOPA KOMPLEKTS O K. LED
SO ESMILEED O 58073  |80232792120210030000000MQ| 13
BALSENES ASMEmSTgLSES'NOSK' MAXLTEMC- | 5e078 | 80232797120210038300000XY 5
BALSENES ASMEESTQSE:'NO;K' MAXLITEMC- | 58070 | 8023279712021003B300000XY 5
BALSENES ASMENS FLEXI O.3K. MAXLTE MC- | oo o | 50032792120210038300000xY ;
INTOSH N. 4
paredzeto nolUku: Laringoskopi ir paredzeti balsenes vizualizésanai  un

endofrahedlas caurules ievadisanai. Balsenes spoguli ir paredzeti, lai izpéfitu
pacientu balsenes dobumus, sniedzot lietotdjam vispareju hipofaringolaringealu
skatu

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




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

o iepriekiminétds mediciniska ierfice atbilsfibai nav izmantotas kopigas
specifikacijas;

e (iencém saskand ar 13.noteikumu) aftbilst Direkfiva 2011/65/ES (un
turomakajiem  grozjumiem) par dazu  bistamu  vielu izmantoSanas
ierobezosanu elekiriskas un elektroniskas iekartas.

Gessate, 09/10/2025
GIMA S.p.A.

Juridiskais parstavis
(Nicola Manzoni)



