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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:

Ndzev a obchodni nazev vyrobku Kéd vyrobku Zakladni UDI-DI
STETOSKOP PINARD HLINIKOVY 32505 802327900U1090995600020L3
STETOSKOP DUOFOE;@’XE'CKY nWAN PLUS™ - 32506 80232790000C900526BBO0ON3
FONENDOSKOP N%\gr)v'?e%ENECKY WAN -lyra 32508 80232790000C900527 AAOOOMW
FONENDOSKOP Novggggz ENECKY WAN -lyra 32509 80232790000C900527 AAOOOMW.
STETOSKOP DUOFON PEDIATRICKY ,, WAN PLUS" - 32511 80232790000C900526BBO00N3
lyra ruzovd
STETOSKOP DUOFON PEDIATRICKY , CLASSIC" - 2512 £0252790000C90052688000N3
lyra svétle modrd
STETOSKOP DUGFON PEDIATRICKY ,, WAN* - lyra 32513 80232790000C900526BB00ON3
svétle modrd
STETOSKOP DUOFOE;E@L:ER'CKY #WAN? - lyra 32515 80232790000C900526BB00ON3
STETOSKOP DUOFON PEDIATRICKY ,, CLASSIC® - 32516 80232790000C900526BBO00N3
lyra Cernd
STETOSKOP LINUX - lyra modrd 32518 80232790000C900556CCO00QS8
STETOSKOP LINUX - lyra Gemnd 32524 80232790000C900556CC000Q8
FONENDOSKOP REGALITE - pfizoUsobeny 32525 80232790000C90052700000CW
FONENDOSKOP REGALITE DELUXE 32526 80232790000C900527 CCO00P2
STETOSKOP LINUX - lyra Gervend 32529 80232790000C900556CC000Q8
STETOSKOP DUOFOZNGI';;;ASS'C -lyratmave 32531 80232790000C900526CCO0ONM
STETOSKOP DUOFON ,,CLASSIC" - Iyra oranzové 32532 80232790000C900526C COOONM
STETOSKOP DUOFOnTO'gféASS'C -lyrasvetle 32533 80232790000C900526CCO0ONM
STETOSKOP DUOFON ,,CLASSIC" - Ilyra &ernd 32534 80232790000C900526C COOONM
STETOSKOP DUOFONbg%QSS'C -lyra Cervena 32535 80232790000C900526CCO0ONM
STETOSKOP DUOFON ,CLASSIC" - lyra modrd 32536 80232790000C900526C COOONM
STETOSKOP DUOFON ,,CLASSIC" - Iyra zelend 32537 80232790000C900526CCO0ONM
STETOSKOP DUOFON ,,CLASSIC" - Iyra Eervend 32538 80232790000C900526CCO0ONM
STETOSKOP DUOFON ,,CLASSIC" - Iyra rozova 32539 80232790000C900526C COOONM
STETOSKOP DUOFONn%,(()Z(;_gSSIC - lyra krdlovskd 30540 80232790000C900526C COOONM
STETOSKOP DUOFON ,,CLASSIC" - Iyra fila 32541 80232790000C900526C COOONM
STETOSKOP DUOFON DIDAKTICKY - Iyra Germnd 32542 80232790000C900526C COOONM
STETOSKOP DUOFON , CLASSIC KARDIOLOGICKY" 22550 £0252790000C90052602000CX
- lyra modr&
STETOSKOP DUOFON ,,CLASSIC KARDIOLOGICKY 32551 80232790000C90052602000CX
- lyra Cervend bordd
STETOSKOP DUOFOﬂy’;g%frﬂg KARDIOLOGICKY 32552 80232790000C90052602000CX
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STETOSKOP DUOFON ,, TRAD PEDIATRICKY* - Iyra

o 32555 80232790000C900526BBOOON3
FONENDOSKOP ,, TRAD PEDIATRICKY" - lyra rdzové 32557 80232790000C900527BBO0ONG
FONENDOSKOP ,, TRAD" - lyra tmavé zelend 32558 80232790000C 900527 CCO00P2
FONENDOSKOP ,,TRAE1 (I;’(I;I;)(;ATRICKY“ “lyra svétle 32559 80232790000C900527BBO0ONG
FONENDOSKOP , TRAD" - lyra &emd 32560 80232790000C 900527 CCO00P2
FONENDOSKOP ,, TRAD" - lyra Eervend 32561 80232790000C 900527 CCO00P2
FONENDOSKOP ,,TRAD" - Iyra modrd 32562 80232790000C 900527 CCO00P2
FONENDOSKOP ,, TRAD" - lyra Zlutd 32563 80232790000C 900527 CCO00P2
FONENDOSKOP ,, TRAD" - lyra fialovd 32564 80232790000C 900527 CCO00P2
STETOSKOP DUOFON ,TRAD" - lyra Germnd 32565 80232790000C900526C COOONM
STETOSKOP DUOFON , TRAD" - lyra Gervend 32566 80232790000C900526C COOONM
STETOSKOP DUOFON ,, TRAD" - lyra modrd 32567 80232790000C900526C COOONM
STETOSKOP DUOFON , TRAD" - lyra tmavé zelend 32568 80232790000C900526C COOONM
FONENDOSKOP ,, WAN" - lyra Gernd 32569 80232790000C900527CCO00P2
FONENDOSKOP , WAN" - lyra modrd 32570 80232790000C 900527 CCO00P2
FONENDOSKOP ,, WAN" - lyra Gervend bordd 32571 80232790000C 900527 CCO00P2
FONENDOSKOP , WAN" - lyra oranzovd 32572 80232790000C 900527 CCO00P2
STETOSKOP DUOFON ,WAN" - lyra &ernd 32574 80232790000C900526C COOONM
STETOSKOP DUOFON ,,WAN" - lyra modrd 32575 80232790000C900526C COOONM
STETOSKOP DUOFON ,WAN" - lyra &ervend bordd 32576 80232790000C900526C COOONM
STETOSKOP DUOFON ,, WAN" - lyra oranzovd 32577 80232790000C900526C COOONM
STETOSKOP DUOFON ,, JOTARAP" - Iyra fialovd 32579 80232790000C900526C COOONM
STETOSKOP DUOFON ,, JOTARAP* - lyra &ermnd 32580 80232790000C900526C COOONM
STETOSKOP DUOFON ,, JOTARAP* - lyra modrd 32581 80232790000C900526C COOONM
STETOSKOP DUOFON ,, JOTARAP* - Iyra oranzovd 32582 80232790000C900526C COOONM
STETOSKOP DUOFON ,, JOTARAP" - Iyra zelend 32583 80232790000C900526C COOONM
STETOSKOP DUOFON ,, JOTARAP* - lyra 7luté 32584 80232790000C900526CCOOONM
STETOSKOP DUOFOangé%TARAP“ - lyra svetie 32585 80232790000C900526CCO0ONM
STETOSKOP DUOFON ,, JOTARAP* - Iyra fuchsiové 32586 80232790000C900526C COOONM
STETOSKOP DUGFON ,,JOTARAP™ - lyra ruzova 32587 80232790000C900526C COOONM
pruhlednd&
FONENDOSKOP YTON - tmavé zeleny 49500 80232790000C90052700000CW
FONENDOSKOP YTON - fmavé modry 49501 80232790000C90052700000CW
FONENDOSKOP YTON - &erveny 49502 80232790000C90052700000CW
FONENDOSKOP YTON - vodni modrd 49503 80232790000C90052700000CW
STETOSKOP DUOFON YTON - tmavé zelend 49510 80232790000C90052600000CH
STETOSKOP DUOFON YTON - tmavé modrd 49511 80232790000C90052600000CH
STETOSKOP DUOFON YTON - Gervend 49512 80232790000C90052600000CH
STETOSKOP DUOFON YTON - vodni modrd 49513 80232790000C90052600000CH
STETOSKOP DUOF%TGE(;/S%E - hlava fpytiva - 49550 80232790000C90052600000CH
STETOSKOP DUOFON EVOLVE - hlava fipytiva - 49551 80232790000C90052600000CH
lyra ndmorni modrd
STETOSKOP DUOFON EVOLVE - hlava fipytiva - 49552 80232790000C90052600000CH
lyra Cervend bordd
STETOSKOP DUOFON EVOLVE - hiava fipyfivé - 49553 80232790000C90052600000CH
lyra tyrkysova
STETOSKOP DUOFON EVOLVE - hlava fipytiva - 49554 80232790000C90052600000CH
lyra Sedd
STETOSKOP DUOFON EVOLVE - hlava fpytivé - 49555 80232790000C90052600000CH

lyra tmavé zelend




STETOSKOP DUOFON EVOLVE - hlava fipytiva - 49556 80232790000C90052600000CH
lyra Cervend
STETOSKOP DUOFON EVOLVE - hlava fipytiva - 49563 80232790000C90052600000CH
lyra s trpytkami
STETOSKOP DUOFON EVOLVE - hlava fipytiva - 49564 80232790000C90052600000CH
lyra s trpytkami
STETOSKOP DUOFON EéﬁgVE - hlava ¢ernad - lyra 49547 80232790000C90052600000CH
STETOSKOP DUOFON EVOLVE - hlava cema - lyra 49568 80232790000C90052600000CH
svetle modrd Karibik
STETOSKOP DUOFON EVOLVVE - hlgvo cernd - lyra 49569 80232790000C90052600000CH
smaragdove zelend
STETOSKOP DUOFON EVOLVE - hlava cema - lyra 49570 80232790000C90052600000CH
cokoladdovda
STETOSKOP DUOFON EVOLVE - hlava 49574 80232790000C90052600000CH
vicebarevna - lyra malinovd
STETOSKOP DUOFON EVOLVE - hlava 49575 80232790000C90052600000CH
vicebarevnd - lyra ¢ernd
STETOSKOP DUOFON Ilil\r/é)él\llj - hlava zlatoruzova - 49578 80232790000C90052600000CH
FONENDOSKOP TRAD BAREVNY - ey 51000 80232790000C900527CCO00P2
FONENDOSKOP TRAD BAREVNY - Cerveny 51001 80232790000C900527CCO00P2
FONENDOSKOP TRAD BAREVNY - modry 51002 80232790000C900527CCO00P2
FONENDOSKOP TRAD BAREVNY - luty 51003 80232790000C900527CCO00P2
FONENDOSKOP TRAD BAREVNY - zeleny 51004 80232790000C900527CCO00P2
STETOSKOP DUOFON TRAD BAREVNY - cemny 51010 80232790000C900526CCO0ONM
STETOSKOP DUOFON TRAD BAREVNY - Gerveny 51011 80232790000C900526C COOONM
STETOSKOP DUOFON TRAD BAREVNY - modry 51012 80232790000C900526CCO00NM

urceny Ucel: Uréeno k umoznéni auskultace hrudniku (srdce a plic) a vnitfnosti,
aby lékarsky specialista mohl vyhodnotit urcité funkce a Cinnosti lidského téla a
diagnostikovat pfipadné patologie.

Trida rizika | (Nesterilni), v souladu s pravidlo 1 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.

Gessate, 17/10/2025

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