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1. TPOEIAOMNOIHZEIZ

O1 Tpocidotroinoeig TTpocdlopifovTal pe évav TTPO0OEUTIKO KwdIKO N Kal ditrAa Tou gp@aviferal To Rid
otou Rid TTpoadiopidel Tov Kivduvo TTou agloAoyeital otnv avdAuon Kivouvou . AkoAouBroTe Tig
TIPOEIDOTTOINCEIG VIO ACQAAR XPAON TS TTPOCAPHOOUEVNG CUOKEUAG
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MNa ka0¢e TUTTO ava@opPdg OXETIKA LE TTPOIOVTA GP |, OoTEiATE éva email oTnv akdAoubn
d1eUBuvaon email: segnalazioni.protesi@gpi.it

Ta TpooBeTIKG e€apTrnaTa Kal Ta G€T opyavwy TTapéxovtal MH AMOZTEIPQTA kai
atraitouv TpdoBeTn diadikacia kKaBapIopoU KAl ATTOOTEIPWAONG TTPIV ATTO TNV
eupuTEUON.

Xpnaoiupotroleite pévo OYAETEPA KAI ANTIBAKTHPIAIKA AMOPPYTIANTIKA yia
epyaoieg kabapiouoU OTIC CUCKEUEC TTOU TTapdayovTal atrd Tnv GPI SPA

Mn XpnOILOTTOIEITE TTPOIOVTA ATTO KATEOTPAUUEVES ) AVOIYUEVEG OUOKEUATIEG.

AkoAouBROTE TTPOCEKTIKA TN BIAdIKAGIO ATTOOTEIPWONG TTOU UTTOBEIKVUETAI VIO KABE
TUTTO UAIKOU

MpooéTe va unv aTTOOTEIPWOETE PE aTd e€apTAuaTa TToAUaIBUAEeviou (UHMWPE).

MNa wa mepaItépw d1adIKaaia ek VEOU ATTOOTEIPWONG EVOG oUOTATIKOU TNG TTp6BEoNG,
avaTtpéEte otnv TTapaypa@o EMANAZTEIPQXH auTou Tou evnuepwTIKOU QUAAadIou.
MNa va egaoc@ahiotei n aoc@AAsia Kal n armroTeAeopamkéTnTA TNG Tapéupacng, n
euQUTEUON TNG TTPOBEONG BEV TTPETTEI VA OUVOUAOTEI pe TIPoBETEIC AAANG TTpoéAeuoNG
€KTOG €AV QUTOG 0 ouVOUAOOG Exel avaAuBei aTn pdon Tou oxedliaopou.
Ta eGaptinaTa TNG TTPGOeong IA €xouv oxediaoTei yia va Taipidlouv povadikd oTnv
avatopia Tou 006gvolg KAl OTO  TTPOEYXEIPNTIKGA OXEDIA TOU  E€PPUTEUOUEVOU
XEIPOUPYOU, XPNOILOTTOIWVTAG éva avaToukd poviéAo ooToU TTou TTopdyeTal Atrd
afovikr Topoypa@ia Tou acBevoug. AuTd Ta TTpoeyXEIPNTIKG ax£DIa TTepIAaUBAavouy Tn
onuioupyia TNG €mBuuNTAG PUBWIONG oTOoV aaBevr TTIPIV ATTO TNV AOVIKN TopoypaQia i
OTO povTéAO 00TOU PETA TNV TTapaywyn Tou. Eivalr TToAU onuavTikd 0 XEIpoupyog va
avatrapdyel pe akpiBeia 1o ox€dio puBuiong Tou aoBevoug Kal TUXOV avATOWUIKO
TTEPIYPAUUA KATA TN OTIYUA TNG ELPUTEUCNG TTPOKEILEVOU VA ETTITEUXOET N ETTIOILKOUEVN
TOTTOBETNON TWV EEAPTNUATWY TNG TTPOCOECNG.
MNa va odiac@alioTei N ac@AAeld Kal n oTroTeEAeopaTikOTNTA TNG €méuPaong, n
ToTroB£TNON TNG TPOBeong IA dev amaitei Tn XPAon OOTIKOU TOIpEVTOU 1 GAAWV
TTANPWTIKWY TTAPAYOVTWYV
Ta e€aptiuara TNG apBpIkAg TTPOBeoNG TTpoopifovTal yia eu@UTEUCT OE CET apolfaiag
{euyopwpaTog .
MNa va eCaopaliotei n ac@AAeld Kal n OTTOTEAEOUHATIKOTNTA TNG €TépPaocng, n
TOTT00€TNON TNG TTPOCBeoNg IA dev aTTaITEl TN XPAON ££APTNUATWY TTOU TTapEXOVTAl
a1Té GAAOUG KOTOOKEUAOTEG (e EEaipean TIG Bideg oTEPEWONG)
Ta egaptiuata NG TTPOCOEONG TTEPIEXOUV ETTIPAVEIEG OPOPWOEWY TTOU UTTOPEI va
KATOOTPAPOUV O€ TTEPITITWON AavOaouéVoU XEIPIoUOU.

o OTroladnftrote PAAPRN O€ AUTEG TIG ETTIPAVEIEG UTTOPE] va ETTNPEACEI TN

HAKPOTTPGBeoun atrédoon TNG TTPOBECNG.
o  ATTOQUVYETE TNV £TTAPN UE TIG ETTIPAVEIEG TWV APuUWY 600 TO duvATOV
TTEPICOTOTEPO.
o Ta eCapthuata NG odovrooToixiag TPETTEl va Xelpilovtal pdvo pe

3

www.gpigroup.com @



12

13

14

15

16

17

18

19

20

21

R CH2

R CH2

R CH2

R CH2

R CH2

R CHé6

R-POST1

R-POST2

R-CH?7

R STO3

auBAcia, Acia emedveia epyalcia yia va atropeuxdei n ¢nuid.
o Agv TTPETTEI va XPNOILOTTOIOUVTAl £pyaAEia pe dOVTIO, 0OOVTWOEIS N
AIXUNPES AKPEG.
To povTéAO TWV OO TWYV TTOPOUCIALEl XOPAKTNPIOTIKG EUBPaAUCTOTNTAG. XEIPIOTEITE UE
TTPOCOXH.

O Xelpoupydg TTPETTEI VA Eival EEOIKEIWUEVOG LE TNV EQAPLOYT TOU XEIPOUPYIKOU KIT
TpIv atrd Tn Xpron.

O TmapexOuevog EOTTAIOUOG OV TTPETTEI TTOTE VA XPNOILOTTOIEITAI YIQ TNV EKTEAEDT
EPYAOIWV YIA TIG OTTOIEG BeV £xel oXedlaoTel €10IKA. H akatdAAnAn xprion evog opydvou
UTTOPEl va TTpoKaAéael Ox1 udvo BAGRN aTo 6pyavo aAAd Kal Tpalua GTov
aoBevr/XEIPIOTN

ATTOQUYETE TNV ATTOBNKEUCT A TN LETAPOPAE EPYAALIWV O€ ETTAQPN LETAEU TOUG KABWG
HTTOPEI va TTPOoKANBEi {nuid.

Mnv XpNOILOTTOIEITE KATECTPAUUEVA EPYOAEIQ.

Ta kaTeoTpaupéva Opyava TTPETTEI VA avTIKABioTavTal TTpIV Ta XPNOIUOTTOINCETE .
Mnv eTTIXEIPACETE VA ICIWOETE ] VO TPOTTOTTOINOETE EpYaAgia A e¢apTAnaTA KIT
TIPOCOETIKWY KOBWG auTd PTTopEi va B¢l O€ KivOuvo Thv avToxr] Tou idiou Kal va
0dnyroouv o€ ETTaKOAOUBEG AOTOXIEG ) TPAUNATIOHOUG

Mpiv atrd TNV ep@UTEUCN TNG TTPOCOEONG, EAEYETE PUOIKA TNV AKEPAIOTNTA TNG
TTPOBEONG  CUPUOPPWONG Kal OgIpIakou aplBuou. O oeiplakdg apiBudg givail o
apIBuOG avagopdag TToU CUVOEETAI LE TNV IATPIKN cuvTayr) Kai Tn drjAwaon
OUUUOPPWONG Kal EAEYXETAI LE LETAEOTUTTIO OTO £EAPTNA OTTOU TO ETTITPETTOUV Ol
dlaoTdoelg, dedopéva TTou TAUTOTTOI0UV TOV aoBevr. EAEYETE TNV aKpIBr) avTioTolxia Tou
O€IpIaKOU apIBuoU TTou oUVOEETaI e TOV aoBevr) 0T OAWON, TNV ETIKETA KAI TNV
TTPOCOETN, TTPIV TIPOXWPNOETE TNV TTPOCOETIKN upUTEUDT.

O yiaTpd¢ gival uTTEUBUVOG YIa TNV EVNUEPWON TWV OCBEVWV OXETIKA E TOUG
TTEPIOPICOUG TNG EpPUTEUONG TNG TTPO0BEe0NG IA. Acdopévou 6Tl TTpOKEITal yid
TIPOCAPUOCEVEG TTIPOBETEIG, T OpIa AUTA BIaPEPOUV avaloya pe Thv TTPOaBeon Kal
Tov agBevr] Kal gival euBuvn Tou aIToUvVTOoG yIaTpoU.

O yIaTpOG UTTOXPEOUTAI VA EVNUEPWVEI TOV aoBevr yia TNV TIBavA aAANAETTiIdpacn TTou
TIPOKUTITEI aTTO TNV €KBECN O€ NAEKTpOopayvNTIKA TTEdIa ] padloouxvOTNTEG

H a&ovikn poTtr) yia 1o o@i€ipno Twv BIdwv 2,7 mm &ev TTPETTEI va uTTEPPRaivel T 576
N*mm

BeBaiwBeite 0TI 01 COKOUAEG €ival GBIKTEG KAl Ta EEAPTAUATA Eival CWOTA

OUOKEUOAOPEVA Kal TOTTOBETNHEVA CWOTA HECT OTO CUCTAUATA OTTOOTEIPWONG YIA VO
aTroQUYETE TOV KivOUVO va OTTA0ElI N COKOUAQ.

www.gpigroup.com @



2. NPOBAENOMENH XPHZH

2.1 Kit opydvwyv

To KIT opydvwv TTOU avaTTTuXOnke Kal TTapAXbn HeEpHOVWUEVA 1] O CUVOUAOUO PE ENPUTEDUOTA YIa avadounon
apBpwoewv (IA) A ooTteooUvBeon (IOST) atroteAeital amd TPOTUTTA KOTTAG Kai/f) dIATpNoNG Kal avaTopIKA
avTiypaga.

Ta TpOTUTTO KOTTAG Kal dIATPNONG €ival €I0IKA KATOOKEUAOUEVA, ETTEURATIKA, Hiag Xprong, XElpoupyikou TUTToU
IATPIKEG CUOKEUEG TTOU TTPOORICOVTaI yIa TIPOCWIVE XPNOoN.

Ta ekpayeia KOTTAG-01IATPNONG TTPoOoPIovTal yia XPRon Yia OOTIKN ekTour Kal S1IGTpnon TTou gival atrapaitntn yia
XEIPOUPYIKI ATTOKATAOTAONG TNG dpBpwang r 00Te0oUvOEDNG 1] YEVIKA YIa 0pBOTTESIKN XEIPOUPYIKT.

Ta avatouikd avriypaga eival 1aTPIKEG CUOKEUEG Wiag XPAONG TTou kataokeuddovtal KOTd TrapayyeAia TTou
XPNOIULOTTOIOUVTAI VIO XEIPOUPYIKO OXEDIAOUO.

Ta TpdéTUTTa KOTTAG-OIATPNONG UTTOPOUV VA gival KATOOKeuaouéva atmd TiITavio Tie4 rp mmoAuauidio 3 dAAo
Bioouppatd UAIKO TTou avayvwpEileTal WG TEAEUTaIOg TeEXVOAOyiag uéow Tng TEXVOAOyiag TTpOCOETNG KATAOKEUNG
(TpiIodidoTaTn eKTUTTWON) 1) GAEONG CNC.

Ta avatoukd avrtiypaga eival kataokeuaouéva oTrd  TTOAUOUIBIO  XPNOIHOTTOIWVTAG TeXVoAoyia Additive
Manufacturing (3D printing).

Autd Ta 6pyava KAaTtaokeuadovTal OTTOKAEIOTIKA yia Tov agBevr| Kal Bacifovral OTn GUYKEKPIUEVN CUVTAYHA TTOU
OuvVTAOoOoETal aTTO OTTOIOOATTOTE ATOMO £0UCIOdOTNUEVO ATTO TNV €OVIKN VOUOBETia SUVANEI TWV TTPOCWTTIKWY TOU
TTPOCOVTWY, TO OTTOI0 UTTOBEIKVUEL, UTTO TNV EUBUVN auTOU TOU ATOUOU, Ta EIDIKA XAPAKTNPIOTIKA TOU OXEdIOU.

H xeipoupyiki eTéupaan 1mou TrePIAAUBAVEI TN XPAON AUTWY TWV OPYAVWY TTPETTEI VA EKTEAEITAI aTTO 1ATPIKS KAl
VOONAEUTIKO TTPOCWTTIKG TTPONYOUUEVWGS  EKTTAIOEUNEVO Kal EEEIBIKEUPEVO OTIC OPBOTTEDIKEG XEIPOUPYIKEG
emePBAOCEIG yia TNV avadounan TngG v Adyw apBpwaong o€ xelpoupyeia eE0TTAICEVA yia TO OKOTTO auTo.

2.2 MMpo&IdOTOINCEIG I} ATTOKAEICHOI.

Ta 6pyava TTou TTEPIYPAPOVTAl TTAPATTIAVW £XOUV EIBIKA OXEDIOOTIKA XOPAKTNPIOTIKA TTOU TTAPEXOVTAI UE EUBUVN
TOU aITouvTog latpou o oTToiog gival eE0uaIodOTNEVOS aTTO TNV €BVIKN VOpoBeaia AOyw Twv £TTAYYEALATIKWY TOU
TTPOCOVTWV.

Ta 6pyava TTou TTEPIYPA@OVTAl TTAPATTAVW, AOYW TWV EEATOUIKEUUEVWV XAPAKTNPIOTIKWY TOUG KAl TWV UAIKWYV TTOU
XPNoIuoTToIoUvTal, TTP0OoPIfovVTal IO HOVAdIKA KAl ATTOKAEICTIKA Xpron at1rd Tov acBevi.

3. ANTENAEIZEIZ KAl METPA NPO®YAA=ZHZ

H xprion Tou €18IkoU KIT opydvwy yia Tov acBevh TTPETTEl va a&loAOyEiTal TTPOTEKTIKA €AV O aoBeVG £XEl pia
TTEPIOCOTEPEG ATTO TIG OKOAOUBEG KOTOOTATEIG:
e AcOeveig pe kataoTdoelg /| aoBEveleg TTOU ETTNPEACOUV TNV OOTIKI Avayvwpion opodanuo.
e OTtroiadnmote evepyr WOAUVON TNG XEIPOUPYIKAG TTEPIOXNG OTToU Ba yivel TO XEIPOUPYEIO aTTOTEAEI
avTévoEIEn yia 0dnyougs Kot g-81dTpnong.
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4. KANONIZTIKEZ AMNAITHZEIZ

MDR 745/2017
EN 1SO 9001:2015
EN ISO 13485:2016 /A11:2021

UNI EN ISO 14971:2 019
EN ISO 14155:2020
UNIEN ISO 16061:2021

EN

62366-1:2015+AC:2015+AC:2016+A1:

2020
UNI EN ISO 14630:2013

UNIEN ISO 21534:2009
UNI EN ISO 10993-1:2021
UNI EN ISO 5832-3:2017

ISO 5834-2:2019

ISO 5832-4:2014

UNI CEI EN ISO 15223-1:2021

ASTM F2026 — 17

UNI EN ISO 17665-1:2007

UNI EN 1SO 14937:2009

UNI EN ISO 17664-1:2021

Reg EU 10TpOTEXVOAOYIKO TTPOIOV

>uoTruata diaxeipiong ToIdTNTag — BaoIKEG apxEG Kal AeEIAOYIO
laTpikéG CUOKEUEG — ZuoThpaTta dlaxeipiong ToIdTNTAG — ATTAITHOEIG yId
PUBUIOTIKOUG OKOTTOUG

laTpikég cuokeuég - E@appoyn diaxeipiong kKivduvou o€
IATPOTEXVOAOYIKA TTPOIOVTO

KAIvikA Aigpetvnon laTpikwy Zuokeuwv yia AvBpwTTiva YTTOKEIuEVa -
Op6n KAvikA MpakTIkn

Opyava yia xpAon o€ Guvouaouo UE pn EVEPYA XEIPOUPYIKA
EUQUTEUUATA - YEVIKEG ATTAITHOEIG

laTpikéG TUOKEUEG - EQapuoyr] TNG UNXAVIKAG XPNOTIKOTNTAG O€ I0TPIKEG
OUOKEUEG

Mn evepyd XEIPOUPYIKA EUPUTEUNATA - YEVIKEG ATTAITACEIG

Mn evepyd XEIPOUPYIKA ELPUTEUUOTA - EIDIKEG ATTAITACEIG

BioAoyikr agloAGynon 1aTpOTEXVOAOYIKWY TTPOIOVTWYV

XeIpoupyIkd ep@UTEUUATA - LETOAAIKA UAIKG - pé€pog 3: kpdpa TITaviou
6-aAoupiviou 4-Bavadiou

Xelpoupyikd eppuTelpaTta: pépog 2 MoAuaiBuAévio eEaIpeTIkKG uwnAou
poplakou Bdapoug

Euguteupata yia xeipoupyikn eméupacn — MeTaAAkd uAIKG — Mépog 4:
Kpdua xUteuong koBaATiou-xpwpiou-uoAupdaiviou

laTpIKEG TUOKEUEG - ZUUPBOAQ TTOU XPNCIUOTTOIOUVTAI OE ETIKETEG
IOTPOTEXVOAOYIKWV TTPOIOVTWY, ETTIOHHAVOT KAl TTANPOPOPIES TTOU
TTPETTEI va TTapéxovTal - Mépog 1: [eviKEC aTTAITACEIS

TuTtmikn TTpodiaypa@n yia TToAupEPr] TTOAUAIBEPaIBEPKETOVNG (PEEK) yia
XEIPOUPYIKEG EQOAPUOYESG ELPUTEURATWV

ATTOOTEIPWON TTPOIGVTWYV UYEIOVOWIKAG TTEPIBaAWNG - Yypr BeppdTnTa -
Mépog 1: ATTaITACEIG yIa avaTITUEN, ETTIKUPWON Kal EAEYX0 pouTivag

ATrooTeipwon TTPOIGVTWY UYEIOVORIKAG TTEPIBAAYNG - MEVIKEG ATTAITATEIG
yid TOV XOPAKTNEIOUO €vOG TTApAyovTa OTTOOTEIPWONG Kal yia TNV
avdaTmTugn, €mKUpWON KAl ouoThuaTiKG €Aeyxo wiag Sladikaaoiag
ATTOOTEIPWONG YIA IATPOTEXVOAOYIKA TTPOIOVTA

>uokeuaaia TTPOIGVTWVY UYEIOVOWIKNG TTEPIBaAyNg - TAnpogopieg TTou
TTPETTEl VO TTOPEXOVTAl OTTO TOV KOTOOKEUQOTH] IOTPOTEXVOAOYIKWV

www.gpigroup.com @



TIPOIOVTWV YIO TN CUCKEUATIa IATPOTEXVOAOYIKWY TTPOIOVTWY - Mépog 1:
KpioIueg Kal NUIKPICIUWEG CUOKEUEG

5. YAIKA

OMAa 10 TTPOCBOETIKA UAIKG CURHOP@WVOVTAlI HE TO UTTOOEIKVUOUEVA TTPOTUTIA XEIPOUPYIKNAG TTPOCBETIKAG UNI
ISO/ASTM.

Znueiwon: O1 Bideg oTepéwang TTPOCOBETIKOU TUTTOU TUTTIKOU TUTTOU, ATTO KPAUA TITaviou Ti6Al4V, oXEDIAOUEVEG VIO
XPNoN 0TN OTEPEWAN TTPOCBETIKWYV, TTOU avAYyVWPIoTAKAV ATTO TOV XEIPOUPYO OTO APXIKO OTABIO TOU OXESIACHOU,
Oev TTAPEXOVTAI LIE TO KIT TTIPOTOETIKAG.

O1 AeTrTopépEIEG TWV UAIKWY 0UVBEONG TOU KIT TIPOOBETIKAG ava@EpovTal oTn ONAWGCN CUPHOPPWONG.

5.1. ZuvBnkeg amroBnKeuong UAIKWV

To KIT TTPOCOETIKAG TTPETTEI VA QUAACOETAI 0 KaBapd, aTeyvo TTEPIBAANOV Kal TTPETTEI va TTPOCTATEUETAI ATTO TO
NAIGKO QWG Kal TIG AKPAiEG BEPUOKPATIEG.

5.2. Ai1d@eon UAIKWV

H améppiyn Twv a@aipOUUEVWY UAIKWY, CUUTTEPIAAUBAVOUEVWV TWV OPYAVWY, TTPETTEI VA TTPAYUATOTTOIEITAI
OUUPWVA UE TO TTPOTUTTO VI EIBIKA XEIPOUPYIKA aTTORANTA, TTOU XPNOIUOTTOIOUVTAI O€ XEIPOUPYEIQ .

6. TMPO®YAAZEIX

Eival eubuvn Tou xeipoupyou TTou XPNOIUOTTIOIEI AuTO TO TTPOIGV va agloAoyATEl TNV KAIVIKA Kal IATPIKA KATAGTACN
Tou aoBevoUg yvwpilel OAEG TIG TITUXEG TWV JIAdIKACIWY €UPUTEUCNG Kal TIG TNOAVES ETTITTAOKEG TTOU UTTOPEI va
TPOKUWOUV Yyia KABE OUYKEKPIUEVN TTEPITITWON. Ta aTTOTEAECUATA TNG XEIPOUPYIKAG E€TTEUPRACNG UTTOPEI va
emdEIVWOOUV pe TRV TTAPOBO TOU XPOVOU KAI VO unv aQvTaTToKpivovTal TTAEOV OTIG TTIPOGOOKIEG TOU agBevoug 1 Tou
Xelpoupyou. Etrouévwg, Ba mpétrel va An@Bolv uttown TuxXOv TTPOcOeTeEG 1 EVAANOKTIKEG SIOdIKATIEG TTOU TTPETTEI
va TTpayuatotroinfolv. H avaBewpnTikn eTTERBACN EPQUTEUNATWY BEV Eival AoUVBIOTN, ETTOUEVWG O XEIPOUPYOG
Ba TTPETTEl VA TTPAYUOTOTTOINCE! WA TTPOCEKTIKN KAIVIKF) avdAucn KIvEUVoU-0@QEAOUG YIa VA ETTITUXEI TO KOAUTEPO
UOKPOTTPOBECT O ATTOTEAECUA VIO TOV ACBEVN.

7
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O aoBevig TpETTel va evNUEPWOET yia TOUG TTEPIOPICUOUG TNG AVOKATATKEURS KAl TNV AVAYKN GTTOQUYAS ¢OPTWONG
TOU EUPUTEUNATOG LE UTTEPRBOAIKA QOPTIa PEXPI VA ETTITEUXBOET ETTAPKEG ETTITTESO OTEPEWONG KAl ETTOUAWONG.

Eival euBuvn Tou Xelpoupyou va eEOIKEIWOET pE TIG XEIPOUPYIKEG TEXVIKEG EUPUTEUONG AUTWV TWV CUCKEUWV PETW
HEAETNG OXETIKWYV dNpooieloewy, dI0BOUAEUCNG HE EUTTEIPOUG OUVEPYATEG Kal EKTTAIOEUCNG OTIG BIABIKACIEG TTOU
I0XU0UV YIa TN CUYKEKPIUEVN TTPOBEanN .

H a1rodekTA XEIPOUPYIKA TTPAKTIKA TTPETTEI VO AKOAOUBEITAI OTN HETEYXEIPNTIKA PPOVTIOA.

A MH XPHZIMOTOIEITE ZTOIXEIA ZE ANOIKTEZ 'H XAAAMENEZ 2YZKEYAZIEZ.

6.1. NMAnpo@opieg aGPAAEING pAyVNTIKOU GUVTOVIOLOU Kal padiocuXVOTATWV

To HETAAAIKO UAIKO TTOU XPNOIUOTIOIEITAI yIa TIG TIPOBETEIG Oev eival €va aTrd Ta UAIKG TTou BewpouvTal eTTIKiVOUva f
aocupBiBacTa yia aTTEIKOVION LayVNTIKOU CUVTOVIGHOU KAl padlooUXVOTNTEG.

QaTO00, UTTAPXOUV EYYEVEIC KivOUVOI TTOU OXETICOVTAI WE TN XPNON LETAAAIKWYV EUPUTEUUATWY O€ TTEPIBAAAOV MRI
Kal RF, ouptrepidapfavouévng g peETavaoTeuong €apTNUATWY, TNG ETTAYWYNG BEpudTNTAG KAl TNG TTAPEUBOAAS N
TTAPAUOPPWONG CHLATOG KOVTA OTa £EAPTHATA.

H Bepuikry emaywyr) LETAANIKWY epu@UTEURATWY gival évag KivOUVOg TTou £6aPTATAI OTTO TN YEWUETPIA KAl TO UAIKO
TWV £LAPTNUATWY, KABWG Kal aTTO TITUXEG HAYVNTIKAG TOPOYPAQIag Kal padloouXVOTHTWY, OTTWG N 10XUG, N dIdpKEIa
Kal n aAAnAouxia ToAuwv. Emeid) o eEommAIondg payvnTtikAg Topoypagiag f padloouxvoTATwy Otv gival
TUTTOTTOINKEVOG, N 0oBapPOTNTA AUTWY Twv TPORANUATWY Kal n TMeavéTnTa va €u@avioTolv pe autd TO
EUQUTELNATA Eival AyvVWOTaA.

H ac@dAcia kal n oupBaTtdtnTa QUTWY TWV EUPUTEUUATWY € TTEPIBAAAOVTA MRI Kal padIogUXVOTHTWY OEV €XOUV
aglohoynBei. Acv éxouv die€axBei dokIuéG OxeTIKA pe TN BEpuavon f TN LETAVACTEUCN QUTWY TWV CUCTNUATWY O€
autd Ta TTepIfdANovTa. ETTeidr) auTég ol CUOKEUEG OV EXouv eAeyxBei, N GPI dev utTopei va KAvel CUCTACEIG OXETIKA
HE TN XPNON ATTEIKOVIONG payvNnTIKOU CUVTOVIOHOU pPE QUTA Ta ep@UTEUNATA i padloouxvoTnTag £ite 600V apopd
Béuata ao@dAciag €ite TNV akpifela Twv eikOvwy. Opiouéva eEaptripata ival TTadnNTIKEG LETOANIKEG CUOKEUEG Kal
YEVIKG UTTApXEl N TTBavoTnTa apoifaiag TapepBoAng pe opiouéveg neBodoug aTTeIkOVIoNG, CUuTTEPIAGBavVOpEVNG
NG TTAPAUOPPWONG TNG EIKGVAG OTN LayVvNTIKI TOUoypaia Kai TNG okEdaanG akTivwy X aTnv afovikr Topoypagia.

7. AYZMENEZ ENINTQZEIZ ZTHN YIEIA THZ ZYZKEYHZ

UTTOPEl va oUpBOUV PeTd TNV TOTTOBETNON AUTAG TNG TTPOCGOEANG TTOU ATTAITOUV TTEPAITEPW BepaTTEia.

H ep@avion wag emTTAOKAG UTTopEi va axeTiCeTal i} va eTTNPEAZETAI ATTO TO TIPONYOUUEVO XEIPOUPYIKO ICTOPIKO TOU
aoBevoUg 1 atrd TTPONYOUUEVES IATPIKEG KATAOTATEIG.

O1 avemBuunTeg evépyeleg TTou avagépovtal otn BIBAIoypagia oTnv KAIVIKA TTPOKTIKA TwV TTPOBECEWVY TNG KATW
yvaBou gival yevika ol akOAoUBEeG:

. MoAuvan
. Xpoviog ) emavalapBavopevog TToévog Kai/r oidnua
. ATTWAEId TNG KIVNTIKOTNTAG Twv apbpwoewv Adyw Tng avamtuéng ouppuoewv (ouAwdng 10TOG),

ETEPOTOTTIKOU 00TOU | AyKUAWGONG
. E&apBpnua Twv e€apTnuaTwy TNG TPABeoNg

. dBopd, Kivnon, oTTacIuo f XaAdpwon Twv eEapTNUATWY TNG TTPOBECNG

. Aidtpnon A didotraon Twv yUpw I0TWV

. AvTidpaon £évou owpaTog ] aAAEPYIKN avTidpaon GTa CUCTATIKA TNG TTPOCBEaNg
. MNa TMU:

e OJovVTIKI avwuaAia TToU aTraITel TTpocapuoyr daykwuaTtog, opBodOVTIKA ) ETTAVEYXEIPNON
e Amoppognon A didRpwan Tou BAevvoeidoug BéBpou ) TG KATW yvabou
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MpoBAAuaTa autiwy, ouptrepidapfavouévng NG QAEYHovAG Kai/fp didtpnong Tou eEwTEPIKOU
QKOUQOTIKOU TTOPOoU, AOIMWEEIG Tou péoou R €0w auTioUu, SIATPNON TOU TUMTTAVOU, HOVIUN ATTWAELIA

OKOAG, KOudoUVIoUa OTA aUTId KAl TTPOPRARATA IC0PPOTTIAG A EUCTAXIAVAG TAATTIVYAG
e AucAsiToupyia Tou veUpOU TOU TTPOCWTTOU

AMEG ETTITTAOKEG UTTOPET VA EpPAVIOTOUV OTTWG:

. MeTeyxeipnTIKOG  TTOVOG, 0idNua, MWAWTTEG, MUIKOG OTTaoudg TG yvabou R OXNUATIOUOG
AILATWUOTOG
. Mep1@epIKEG vEUPOTTABEIEG

ApVNTIKEG ETTITITWOEIG OTNV €TEPOTTAEUPN ApBpwan éTav N TTPOBecN TOTTOBETEITAI LOVOTTAEUPQ
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8. AIAAIKAZIA AMOZTEIPQZHZ

A OAa 1O 10TPOTEXVOAOYIKA TIPOIOVTA Trou Trapéxovral omd Tnv GPl SPA cuokeud{ovtal O€
ouokeuaoia "MH AMNMOZTEIPQMENH".

O1 OUOKEUEG TTOU TTaPAyovTal aTrd TNV GPI SPA, uéow TNG dIadIKACIag ETTIAEKTIKAG aUvTNENG A&ICEp GKOVWY TITAviou,
KOBaATIOU Xpwuiou Kal TTOAUQuIGioU KOl Ol CUOKEUEG TTOU TTapdyovTtal atrd TNV GPI SPA péow Tng diadikaagiag
dAeong TToAuaiBuAeviou uWnARG TTUKVOTNTAG Kai PEEK Ba KataoTpa@ouv pe Tn XPrion aTroppuTTavTIKWV UWNANG
TIUKVOTNTOG. pE Pdon To 08U, emopévwg xpnoluotroicite pévo OYAETEPA KAl ANTIBAKTHPIAIKA
AMOPPYTIANTIKA.

A O1 1a1pikég cuokeuég GPI SPA mrapéxovral o MH AMNOZTEIPEZ ouvlnkeg, emmopévwg, yia va
dlao@aAioTei n aoc@aAng KAIVIKR XPAON, CUVIGTATAI va aKOAOUBEiTE TRV KaBopIouévn oEIpd:

a) apxikn Beparreia oTo onueio xpRong:

®  QQaIPEATE TNV EEWTEPIKA CUCKEUATia atrd XapTOVI TTOU XPNCIUOTIOIEITAI YIA TNV ATTOOTOANR
®  PBydATe TO EOWTEPIKG KOUTI e TO AoyOTUTTO GPI

b) TrpogTOINACTIia TTPIV ATTO TOV KABAPIOUO.

AQAIPECTE TA TTPOIOVTA ATTO TNV ECWTEPIKA CUOKEUATia:

QATTOOUVOPUOAOYAOTE TO IGTPOTEXVOAOYIKS TTPOIOV OTA £EAPTHAATA TOU,

€€€TAOTE TNV KOAR KATdoTOON TOU TTPOIGVTOG.

EANéyéte O6m dev umdpyouv  umtoAcippaTa  eme€epyaciag/okdévng kal  €Av UTTAPXOUV,
KaBapioTe/EeUTTAOKAPETE/TTAUVETE TIG TPUTTEG TTPIV TNV ATTOCTEIPWON.

c) kKaBapiopdg Kal atroAvpavon-

MAOveTe yeipokivnTa A pNXavikd pe ATTIO OUBETEPO ATTOPPUTTAVTIKG (OTTOAUTWG pn O&Ivo) Kal (eoTd vepo,
akohouBwvTtag TIG odnyieg XpAONG TOU KATOOKEUAOTA TOU OATTOPPUTTAVTIKOU. ATTOQUYETE Tn Xprion Tou
QTTOPPUTTAVTIKOU O€ OKPAiEG OUYKEVTPWOEIG. EvQupaTiKG KaBapIoTIKG pe oudETePO pH Kal {e0TO VEPO UTTOPOUV VO
XPNOIuoTToINBoUvV yia va dIEUKOAUVOUV ToV KaBapIopd. YTTOKEITAI O€ ETTIKUPWUEVN OIOdIKATIA TTOU CUUUOPPWVETAI
UE Ta TTPOTUTTA TNG OEIPAG I1SO 15883.

A Agv ouvioTtdtal n XpAon TOAU OAKOAIKWY OTTOPPUTTAVTIKWY (pH 2 12). ATTOQUYETE TNV
TTapateTapévn €kBeon oe 68Iva | aAKaAIKd SiaAUupata Kal SiaAUpaTa TTou TTEPIEXOUV XAwpPidia, Bpwpidia R
1W310 .

MeTd 10 TTAUCIUO, EETTAUVETE KAAA e KABAPO, ATTIOVIOUEVO 1 ATTECTAYUEVO VEPO.

d) gnpavon;

2TEYVWOTE TTARPWG TIPIV TNV OTTOOTEIPWAON UE ATTOPPOPNTIKO UQaoua pue XaunAf atreAeuBépwon cwpaTidiwy A pe
Blounxaviké oTEYVWTAPIO 1 O VIOUAATTI OTEYVWUATOG.

10

I www.gpigroup.com @



e) e€mBewpnon KAl CUVTAPNON:

Katrd tov kaBapiopd, €mBOewprioTe TNV ATTOUCIA OPATWYV UTTOAEILPATWY, EI0IKA OTIG AlyOTEPO TTPOCRACIUES
TTEPIOXEG. EAEYETE TTPOCEKTIKA T £COPTANATA TNG TTPOCBECNG Kal/r Ta OXETIKA dpyava yia va BeRaiwBeite OTI dev
€xouv uttooTei {nuid, divovTtag 181aiTEPN TTPOCOXI OTIG TTEPIOXEG TWV CUCKEUWV OTA KIVOUpEVA ] dAANAEVOETA pépn.
Mn xpnoipoTtroicite TTPOCOETIKA €apTrpaTa r epyaAgia TTou €xouv uTrooTel (NuIG. Z€ QUTAV TNV TTEPITITWON,
EVNUEPWOTE AUECWG TOV KATAOKEUQOTH , 0 XPHOTNG OEV TTPETTEI VO TTPAYUATOTTOINCEI EPYATieg ouvThpnong A/Kal
ATTOKATACTACNG.

f) ouokeuvagcia?

Ta TpoaBEeTIKG €apTrpaTa Kal/f Ta OXETIKA Opyava TTPETTEI VA ETTAVACOUOKEUAZoVTal KATAAANAQ GTO VOGOKOUEIO.
Mpoopifovtal yia atmooTeipwon o€ dITTAoUG BUAaKEG oUupwva pe TN péBodo atmooTeipwaong yia Ta dideopa
TTpoiovTa. AuTtd TO SBS TTPETTEI Va £XEI ETTIKUPWOET yia va atrodeiel TNV IKAVOTNTA TTAPOXNG ETTAPKOUG LIKPOBIOKOU

@payuou.

g) amooTeipwon;

O1 akbéhoubeg Trapduetpol Siadikaciag éxouv atrodeixBei 611 TTapdyouv éva TTPoidv ue eTTiTTedo SAL 10 ° log
oUpewva pe T0 UNI EN ISO 17665 kai To UNI EN ISO 14937. AAAOI TTapOpolol KUKAOI UTTopEi va Xpnaiuotroinfouv
aAAG Bev €xouv agloAoynBei. Eival euBivn Tou XproTn va atrodeifel TNV ETTAPKEIA TOU KUKAOU ATTOOTEIpWONG TTOU
XPNOILOTIOIEITAI O€ TTEPITITWON TTOU dIAQEPEI aTTO TIG AKOAOUBEG eVOEIEEIS:

MNa wpobéoeig kai e§apTApATA ATTd KpApa TITaviou (Ti6AlI4V):

ATrooTteipwon pe atpud: ATTOOTEIPWON O QUTOKAEIOTO e aTUO TTPO-KEVOU O€ Beppokpaaia 134°C yia TOUAGXIoTOV
5 AeTTT@.

MNa wpobéoeig kai e§apTApaTa amwd Kpdpa KoBaATiou-xpwpiou (Co28Cr6Mo):

ATrooTteipwon pe atpud: ATTOOTEIPWON O QUTOKAEIOTO e aTUO TTPO-KEVOU O¢ Beppokpaaia 134°C yia TOUAGXIOTOV
5 AeTTT@.

MNa avaTtopikd avriypa@a Kai XEIpoupylkoug odnyoug o€ TToAuapidio (PA):

ATtrooTeipwon pe atpud: ATTOOTEIPWAN O QUTOKAEIOTO pe aTud TTPo-KevoU o€ Bepuokpaaia 134°C yia TOUAGYIOTOV
5 AeTTT@.

MNa wpobéoeig kai e§apTApaTa o€ TToOAUIOEPIKE KETOVN (PEEK):

ATtrooTeipwon pe atpud: ATTOOTEIPWON O QUTOKAEIOTO pe aTud TTPo-KevoU o€ Bepuokpaaia 134°C yia TOUAGYIOTOV
5 AeTTT@.

MNa mwpobéoeig kal e§apTApaTa atd oAuaifuAévio uPnAng TTUKvoeTnTag (UHMWPE):

ATrooteipwon ue utrepo&eidio Tou udpoyovou: pe eUPog Beppokpaaciag Asitoupyiag 50-55°C, pe EAGXIOTO KUKAO
d1atPNOoNG 37 AeTTTA + 3 AETTTA ApXIKOTTOINONG.

MNa mwpoBéoeig kol e§apTApuaTa ard ToAuaiBuAévio UPNARG TTUKVOTNTAG O€ CUVOUAOMO LE KPApa TITAViOU
(UHMWPE+Ti6Al4V):

ATrooTteipwon pe utrepo&eidio Tou Udpoyovou: pe eUPog Beppokpaciag Asitoupyiag 50-55°C, pe EAGXIOTO KUKAO
d1atAPNONG 37 AETTTA + 3 AETTTA APXIKOTTOINONG.

AN
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210 TENOG TOU KUKAOU atrooTeipwong, eAéy&Te TNV aAAayn oToug SeikTeg SBS (OTEIPO OUCTNUA PPAYHOU) KAl
TNV AKEPAIOTNTA TOOO TOU CUCGTANATOG CUOKEUACIAG 600 KAl TOU TTPOIOVTOG. Z& TTEPITITWON AVWHAAIWY R
au@IBoAIwyV, OEWPAOTE TO TTPOIOV LN CUUUOPPOULEVO KOl KATA CUVETTEIO unv 1o BéoeTe oTN d1dBeon TOU
XPROTN, KOBWG N ac@daAsia yia Tov acBevi eV pTropEi va eyyunOei.

h) amolnkeuon;

duldooetal o KaBapod, OPooeEPS Kal ENPO LEPOG KOl HAKPIA aTTo TTNYEG BeppoTNTAG.

i) ueTagopd

Ma tnv amouyr {nuwyv o€ IATPIKEG CUOKEUEG KATA TN HETAPOPA, GUVIOTOUUE TN XPNON KATAAANAWY pagiwy,
OioKWwV 1 AKAUTTTWY doxeiwv. ATTOQUYETE TNV ATTOBAKEUON 1) TN HETAPOPE EpYOAEiWV O€ ETTAPN pHETALU TOUG KOBWG
utropei va TTpokAnBei Znwid.

9. ENANANOZTEIPQZH

H GPI dev ouvioTd TNV TIPAKTIKN TNG ETTAVATIOOTEIpwONG KaBwg dev €xel uttoBAnBei oe emTaAnBeucn Kai
€KUpWOn.

Mapapével euBUVN TOU peTatroinTh va Sloo@aAicel 0TI n eTTeEEpyaaia, OTTWG OTNV TTPAYUATIKOTNTA EKTEAEITAI e
XPnon 60TTAICLOU, UAIKWV Kal TIPOCWTTIKOU OTN povada £TTeCEpyaaiag, EMITUYXAVEI TO ETTIOUUNTO ATTOTEAEO Q.

10. NEPIOPIZMENH EIYHZH

H GPI gyyudtai OTI autd TO TTPOIGV TTANPOI TIG TTPOBIAYPAPEG TOU KATAOKEUAOTH Kol OV €XEl KATAOKEUAOTIKA
EAATTWMATA KATA TN OTIYU TNG TTapddoong.

AuUTEG o1 BIaTAEEIG €xouv ETTIKUPWOET OTTO TOV KOTOOKEUOOTA TOU DM w¢ IKAVEG va ETTITUXOUV TOV ATTAITOUHEVO
KoBapIopo Kal aTTooTEIpWOoN.

O xpnoTtng TpéTrel va dlac@aAiosl 4TI n TTPOETOINACIO KAl N ATTOOTEIpWON Tou DM, &TTWG OTNV TTPAYUATIKOTNTA
EKTEAEITAI XPNOILOTIOIWVTAG TOV €EOTTAIONO, TG UAIKG KQI TO TTPOCWTTIKO ETTITUYXAVEI TO €TTIBUUNTO OTTOTEAECUA.
AuTO atraitei eTaAnBeucn f/kal EMKUPWON KAl CUCTNUATIKA TTapakoAouBnon Tng diadikaaoiag.

A AuTA n gyyinon amrokAgiel CUYKEKPIMEVA EANTTWUATA TTOU TTPOKUTITOUV aTrd KOKA XPRAOoN,
Katayxpnon i akatdAANAo XE1pIoué Tou TTPOIOVTOG HETA TNV TTAPAAABA TOU aTrd TOV XPAOT.

11. ENIrPA®H

To KIT OUOKEUNG, a@ou TrapaxBei, TOTTOBETEITAI O€ pn aTmOOTEIPWUEVN CUOKEUACOia, KOBWG n atmmoaTeipwan Tou
TTPOIOVTOG TTPAYUATOTIOIEITAI AiyO TTPIV TN XEIPOUPYIKK ETTEUROACN, OTTWG AVAPEPETAI OTO TTAPOV £YYPAPO.

H eTIKETQ TTOU OXETICETAI E TO KIT TOTTOBDETEITAI OTO KOUTI.

To TePIEXOUEVO TNG ETIKETAG €ival CUUPWVO UE QUTO TTOU UTTOBEIKVUETAI GTO ONUEIO 23.2 TOU TTAPAPTIAMATOG | TOU
RDM 745/2017 Kal OTTEIKOVICETAI TTOPOKATW.

Ta oUpPoAa kal o1 pPACEIS TTOU avaypA@oVvTal TRV ETIKETA TTPOEPXOVTAI ATTO TO TTPATUTTO avapopdg UNI CEI EN 1ISO
15223-1:2021
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KaBe KIT Oa TrTapEXETal pE 1 ETIKETA TTOU EUPAVICETAI GTNV TTPOCBETIKI) CUCKEUOTIQ, Lia GTO KOUTI Kal 2 u€oa OTO

KouTi aTn 8180€0n Tou yIaTpoU Kal Tou acBevi, 1 €I0IKN ETIKETA YIA KAOE HEPOVWHEVO EEAPTNUA TOU KIT TTPOCBETIKAG.

11.1. NMapdderypa eTIKETAG TIPOCOETIKAG

H or] pavon NG TpoBeong atoTteAsital atrd:

ETIKETA KIT : kUpia €TIKETA TTOU TTPOCDIOPICEl TO KIT TIPOTOETIKAG
ETIKETA ZYZTATIKOY : €TIKETO yIa KAOE pEPOVWUEVO £EAPTNA TTOU ATTOTEAEI TO KIT (EUQUTEUCIUA

ecaptAuara TnG Tpoteang)
ETIKETA OPIANQN : €TiKETO yIa KAOE pepovwpuévo Opyavo yia XprAon o€ cuvouaouod Le TRV TTpooBean (un
EUQUTEUCIUO ECOPTAMATA: TT.X. TIPOTUTTA KOTTAG KOl AVATOUIKA LOVTEAQ)

MapakdTw gival éva TTapdadelypd KIT TTpooBEeTIKA G TMJ TTOU UTTAPXEI OTOV TILOKATAAOYO:

REF E DESCRIZIONE KIT

REF E DESCRIZIONE COMPONENTI
1

Es. Kit Chirurgil:o

KIT Operazione pz art. Descrizione
1 replica mandibola in
man ; ;
poliammide
T d oo s foratam Strumentazione
) ima di taglio e foratura in .
1 tgmt - 1 itanio del kit
1 red re plllca cranio 1/31in
. . poliammide
™U1 T Artlcc;vllamg_l:)el
emporo Kandibolare 1 t7  |ptaccamandibolare con
PY |condilo in titanio Tie4 _
Componenti
1 mg1 protesiglena condilare in impiantabili
PE-UHMW del kit
1 pt3 |placcafissaggioin Ti64

G

NMAPAAEIrMA ETIKETAZ KIT
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DISPOSITIVO SU MISURA - CUSTOM MADE DEVICE \
es. KIT CHIRURGICO DI RICOSTRUZIONE dell’ARTICOLAZIONE TEMPORO-MANDIBOLARE

ex. TEMPOROMANDIBULAR JOINT RECONSTRUCTION SURGICAL KIT

ID KIT LISTINO AAAA/CODCOMMESSA/N
(es. TMJ1) (es. 2024/ABC0001/1)

AAAA/MM of time limit (1year)

AAAA/MM of production
/ P g (ex. 2025/10)

(ex.2024/10)

AN LOMMEFX

USO NON CEMENTATO - UNCEMENTED USE

“ GPI S.p.a. Via Ragazzi del ‘99, 13 — 38123 Trento (TN)
k www.gpi.it /

Ta akdAouBa oupBoAa kai SIaTUTTWAON EpPavifovTal TNV ETIKETA:

e CUSTOM DEVICE: uttodeikvUel TOV TUTTO TNG IATPIKAG OUOKEUAG

e T[IEPIFPA®H Tou TUTOU TNG TIPOCAPUOCHEVNG OUOKEUAG oTov katdhoyo (XEIPOYPTIKO KIT TIA
ANAKATAZKEYH THZ KPOTA®OPOI©ATIKHE APOPQZHEX aT1o TTapddelyua)

o Kwdikdg kataAdyou REF TTou TTpoadlopidel TO KIT

e SN ApiBudg oeipdg: apiBudg avayvwpiong g mpodbeong: ETOZ/MAPAITEAIA KQAIKOZ/N MNMPOXOEZH:
AAAA/XXXXX/N

° @ Huepounvia Kataokeung eKQpacpévn o€ £Tog/urva

° 2Alc’prslox Xprong n nuepounvia ARENG ekppacouévn oe étog/unva. Edv dev mmpoadiopiletal, Bewpeital

TTEPIOdOG 1 £TOUG ATTO TNV NUEPOUNVia TTapaywyng.

° ® H 1aTpIKA CUCKEUN UTTOPEi va xpnoipoTroinBei povo pia @opd r ot évav acBevr Katd Tn SIGPKEIT piag

uévo emméuBaong

A\

TIPOEIBOTTOINCEIG KAI TIPOPUAAEEIG, 01 OTTOIEG, Yia DIAPOPOoUG AOYOUG, BeV UTTOPOUV va avagepBoUlv aTnyv idia Tn

Mpétrel va oupBouleuTeite TIG 0BNnYieg XProNg YO ONUAVTIKEG TTPOEIBOTTOINTIKEG TTANPOPOPIES, OTTWG

OUOKEUN

° H 1atpikiy cuokeun dev £xel uTTORANBEI o€ dladikagia aTToaTEipwWOong

ZupBouleuTeite TIg 00nYiEg Xpriong
14
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DEFID)
Jaes
Ei%# > UvOeouog QR o€ wn@Iakd Eyypaga (0dnyieg xpriong)

‘
‘
AER

Mn XpnOILOTTOIEITE TO 1ATPOTEXVOAOYIKG TTPOIOV EAV N CUCKEUOAGIA £ival KOTEGTPAUUEVN ] AVOIXTH

j KpaTAoTe 10 pakpid atré ny£EG uypaaiag

A/
)

o s
5

KpaTAoTe TO pakpid atrd ny£EG BeppudTNTOG KAl TOG

XPHZH XQPIZ TZIMENTO: Evnuepwvel 611 TO KIT TTPETTEI VO EMPUTEUBET Xwpig TN XPrion 0oTIKOU TOIHEVTOU

>HMEIQ>H To povadikd avayvwpioTikd ao0evoug dev eppavifeTal 0TnV €TIKETA, KABWG CUVOEETAI LOVADIKA PE
TOV O€IPIaKO apIBud kal avagépetal aTn SHAWOTN CULUOPPWONG.

15
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ETIKETO TOU pEpPOVWNEVOU EEAPTAHATOG TOU KIT TTIPOCOECNG

To KIT TTApEXETAI PE VA OET ETIKETWV TTOU Ba £QapuoaTolV aTo TEPIBANUA KABE CaPTANLATOG.

KdabBe eTikéTa Ogixvel Tov oeipiakd apiBud Tou KIT avapopdg (Kwdikog AAAA/CODCOMMESSA/N), Tov KwOIKO Kal Thv
TTEPIYPAPN TOU OUYKEKPIUEVOU EEAPTAUOTOS KAl TOU UAIKOU TTOU TO GUVBETEI yIa TNV ATTOQUYT] GQAAUGTWY KATA TN
¢Aacon TNG aTTo0TEIPWONG.

MapakdaTw gival va TTapAadelyua ETIKETAG YIA £€va LOVO CUCTATIKO pIaG EQUTENCIUNG TTPOBEONG:

d : GPI SPA - Via Ragazzi del ‘99, n.13 -30123 Trento (TN) — ITALY

: XXX (art. componente di listino)

Descrizione «descrizione e REF kit padre» -Y

Description: «description and kit root REF» -Y

Materiale - Material: « descrizione estesa materiale » es: lega di Titanio Ti6AI4V - TiBAI4V
Alloy

] aaaamm 2 Aaa/MM
o+ ; [SN] :AAAAXXXXXUN
y : Dr. XXXXXX — Hospital: XXXXX :

@ AN A ® [ B

USO NON CEMENTATO - UNCEMENTED USE

OTrou Y €ival n oripavan Tou TTPocavaToAIouoU TOU TTPOCOETIKOU OTOIXEIOU O€ OXEQN LE TO LEPOG TOU CLOATOG KAl
UTTOPET TTPOQIPETIKA VA €ival:
e D edv Aegi ouoTtaTikd
S e&v ApioTepd aToIxEIO,
ANT €4V pPETWTTIKG £CAPTNU
POST €dv T0 oTTiaBI0 aToIXE(O,
Agv UTTOBEIKVUETAI EQV Eival COPEG.

ZAUOVOT OPYAVWY YId XPON 0& cuvduaoud pe To KIT

To 6pyavo yia xprion o€ cuvOUACuO WE TO KIT (TT.X. TIPOTUTTA KOTTHG KAl AVATOWIKA avTiypa®a) eival To aUVOAo
eCaptTnudTtwy tmou BonBoulv To euPUTEUNA TA OTTOIa OEV UTTOPOUV VA aAvVayVWPIOTOUV WG EPPUTEUCIUG HEPN ThG
TpbéBeong.

MapakdTw cival éva TTapAdEIypa ETIKETAG YIa Opyava:

16
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: XXX (art. componente di listino)

Descrizione «descrizione e REF kit padre»
Description: «description and kit root REF»

NON IMPIANTABILE — NOT IMPLANTABLE

u : GPI SPA - Via Ragazzi del ‘99, n.13 -30123 Trento (TN) — ITALY

Materiale - Material: « descrizione estesa materiale » es: poliammide — PA12
] assamm e Aaaa/MM
x  : Dr. XXXXXX — Hospital: XXXXX [ SN :AAAANXXXXXUN

@ N L ® @

EE
O

<

12. KAPTA ®OPOY

H kdpTta epputelpatog mapéxetal ammd Tnv GPl o EykaraoTdoelg Yyeiag kal cuokeuddeTal padi pe ta mapayoueva
IATPOTEXVOAOYIKA TTPOIOVTA. Z€ aUTO UTTAPYOUV TTEDIA TTOU TTPETTEI VO GUUTTANPWOOUV aTtrd TO appddIo UYEIOVOUIKO

TIPOCWTTIKG Kal IBiWG gival atTapaitnTo:

e SuUuTTANPWOTE TNV KApTa (TTpAoIiva pépn oTnv €ikOva) pe OAeg TIG TTANPoQopieg TTou ¢nTouvTal

QAVATPEXOVTAG OTO UTTOUVNA CURPBOAWY TTOPOKATW.
e AwaTe aTov acBevi TNV KAPTA EPPUTEUUATOG.

54 mm .

~

| / GPI spa \/

International Implant Card Kit code

o . MD . .
i Patient name Kit description
31 Implant date

3

85.6 mm B [sN] | AAAA/XXXXX/N
é’ Hospital
name and address GPlspa

gpi@pec.gpi.it

AN AN

via Ragazzi del 99, 13
38123 Trento (TN)
T+39 0461 381515

% F +39 0461 381599
o info@go.it

https://implant.card.gpi.it Cod. EUDAMED: IT-MF-000020127

/

[ ] Keipevo mou ouvtayBnke armé Tov KaTaoKEUaoTr
[ ] Keipevo TTou oUVTEXBNKE aTré TO UYEIOVOUIKO TTPOTWITIKG

Il Kcipevo TTPOEKTUTTWHEVO ATIO TOV KATAOKEUAOTH

GI

www.gpigroup.com @
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OpUAog Twv cuuBoAwv

N
III * Ovoua agBevn
a0
Huepounvia euteuong
o+
R Ovoua kai d1elBuvan NG povadag UYEIOVOUIKNG TTEPIBaAYNG

AieBuvaon 1oTéToTToU/KWAIKOG QR pe TTANPOoPopieg aabevoug

KwdIKOG Kal TTEPIYPAPT) TOU IATPOTEXVOAOYIKOU TTPOIOVTOG
ApIBuOG O€1IpAg TNG 1ATPIKNG CUOKEUNG

el

KaTtaokeuaoTAg

O1 ak6AouBEeG TTANPOPOPIES TTPETTEI VA TTAPEXOVTAI GTOV A0BEVH ATTO TNV UYEIOVOUIKA Hovada:

OTtroladnTToTE TTPOEIOOTTOINGN, TTPOPUAAEN 1 UETPO TTOU TTPETTEI va AngBei ammd Tov acBevr) R évav
eTTayyeAuaTia uyeiog e oxéon ue auoifaia TrapéupBacn oe eUAoya TTPORAEYIUES ESWTEPIKES ETTIOPACEIC,
IOTPIKEG £CETAOEIG ) TTEPIBAAAOVTIKEG OCUVONKEG.

Otrol06nTToTE TTANPOPOPIa YIA TNV AVAUEVOUEVN WEEAIUN (WN TWV CUCKEUWV Kal KABe atrapaitntn
TTapakoAoubnaon.

OTtro100rT0TE GAAN TTANPOPOPIa TTOU ATTOOKOTIEI 0T dIACPAANION TG AoPAAOUG XPriong TNG CUOKEUNRG
a1Té ToV a0Bevh, CUNTTEPIAGUBAVOUEVWY TTANPOPOPIWY YIa UAIKG KOl OUTIEG OTIG OTTOIEG UTTOPEI VA EKTEDEI
0 a0BevAG.

13. KAINIKH MAPAKOAOYOHZH

JUVIOTWVTAI TTEPIOBIKEG ETTIOKEWEIG TTAPAKOAOUONONG yia TNV TTapakoAouBnaon Tng B€ong Kal TNG KATAoTAONG TWV
TTIPOCBETIKWY €EapTNUATWY, KABWG Kal yia Tov £AEyX0 TNG KOTAoTAONG Tou ooToU. [paypatoTroinoTe TEPIOdIKA
UETEYXEIPNTIKEG OKTIVOYPAPIES VIO VA EXETE WA AKPIPA EIKOVA TNG KATACTAONG AUECWGS UETA TNV €TTEURACN Kal va
TOVIOETE TUXOV HAKPOTTPOBETUa anuadia Kivnong, XaAapdTnTag, KAUWNG 1 pLWYMWY TwV eEapTNUATWV.

Ma va utmopéoel va e@apudael To ox£ESI0 ETITHPNONG KAl ETTOTITEIOG TTOU aTraiTeiTal atrd Tov Kavovioud Tng EE
2017/745 ka1 va gyyunBei Tnv ac@digia TG atrdédoong Twv TTPOIGVTWY TnG, N GP | spa atraitei Tn d€oueuon Twv
TTEAQTWV TNG VA @POVTICOUV yIa T GUAAOYI TTPOEYXEIPNTIKWY OEBONEVWV KAl LETEYXEIPNTIKA TTapakoAolBnon ,
XPNOILOTTOIWVTAG TUTTOTTOINUEVN POPRA GUANOYNG SEdOPEVWV.

EidikéTepQ, TTPETTEI VO ava@épovTal Ta akdAouBa aTolxeia:

YTmrokeiueviké dedouéva

TTOU OXETICETAI ME TOV TTOVO, ue KAipaka 1révou (VAS 0-10) TTou KupaiveTal atmd "xwpig movo (0)" - "o
£€vTovog TTévog (10) "
avapépOnke OXETIKA pe TNV Tpéxouoa TroIdTNTa {WNAG G€ GUYKPION ME TIPIV ATTO TNV €u@UTEUCN TNG
TTPOBeoNg

18
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AvTikelpnevikd dedouéva
Aedopéva ammd dueceg PETPAOEIS TOU €UPOUG Kivhong TG dpBpwong tou uTToBAABNKE O€ €TTAVOPOWTIKH
XEIPOUPYIKN Bepatreia KaTaypaPnKav o€ XINOGTA TOu pEYIOTOU avoiypaTog TNG apBpwaong.

Ta atmmoteAéopaTa TTPETTEI va CUAAEyOVTal 0 KGBE pecodidaTnua TTapakoAoUuBnang TTepITTou yia Toug akdAouBoug
XPOvoug delypaTtoAnyiag:
- AQUECN WLETEYXEIPNTIKN
- 7/10 nuépeg
- lpAva_
- 3pnveg
- b punveg
- 1xpoévia
- Mia @opd 10 XpdVvo yia Ta eTTOuEVA XPOVIa

H ouAMoyry kAivikwv &edopévwv gival atrapaitnTn yia Tnv agloAdynon Tng amodoons g mpodbeong Kal Twv

EMTITWOEWY TNG OTOV acBevi peiwan Tou TTévou, BeATIWON TWV AEITOUPYIWV Kal TNG TTOIOTNTAG (WHG Tou
aoBevoug.
19
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14. PHTPA EFTYHZHZ KATA MNIOGANHZ EYOYNHZ

O1 00nyieg 1OU TTEPIYpAPOVTal TTaPATTAvw €XOUV ETTIKUPWOEI atmd Tnv GPI SPA w¢ aKkpIBrg TTeEpIypa®n Tng
TIPOETOINACIOG HIAG IATPIKIG CUCKEUNG YIO XPron o€ évav uévo acBevr).

EutritTrtel otn o@aipa euBivng Tou gopéa TTou eival uTteUBuvog yia Tn Bepartreia va emaAnBeloel 611 n idla n
Bepartreia,

EKTEAEITOI pe Xprion Tou €EOTTAIOLOU, TWV UAIKWV KAl TOU TTPOCWTTIKOU TTou €ival BIaBE0Ipo oTIG KATAAANAEG
EYKATAOTAOEIG, ETTITUYXAVEI

TO €MOUUNTO ATTOTEAEC Q.

Autd cuvhBwg aTraITei ETTIKUPWON Kal KUKAIKO £Aeyxo Tng diadikaaiag AeiItoupyiag.

O1 diadikaoieg kKaBapiopou, atmmoAUUavVONG Kal QTTOOTEIPWONG TTPETTEI VA €KTEAOUVTAI KAl va KATaypd@ovTal
oUpQWVa pE T IoXUoVTa TTPWTOKOAAQ 0T dopr) TTou gival UTTEUBUVN YIa TIG TTpoavaEPBEioES EPYOTiEG.
OtroladrTToTe aTrdKAIoN aTTd TOV XEIPIOTH TNG BepaTreiag atmd TIG TTAPEXOUEVEG 0ONYieG TTPETTEI va aglOAOYEITAI KAl
Va KaTaypA@EeTal G OXEQN UE TNV ATTOTEAECUATIKOTNTA KAl TIG TNIOAVES APVNTIKEG KAl OUCUEVEIG CUVETTEIEG.

15. AIANOMEAZ

A THN EAAAAA:

IHSO Biomedical engineering P.C .
ITTTTOKPdTOUG 13-15,

Mapouaoi, 15123

T +30 6974854420

info@ihso.gr

www.ihso.gr

FIA THN ITAAIA:

VER SAN &Dafne srl

Viale Archimede 25 - 37059 Campagnola di Zevio (VR)
T +39 045 569949

F +39 045 568190

info@versandafne.it

16. KATAZKEYAZTHZ:

GPI SPA

via Ragazzi del '99, 13 - 38123 Trento (TN)
T+39 0461 381515

F +39 0461 381599

info@gpi.it

gpi@pec.gpi.it

KwdIk6g EUDAMED: IT-MF-000020127

ApIBu6G pntpwou Bdon dedopévwyv KATAOKEUAOTWV EEATOUIKEUMEVWY 1ATPOTEXVOAOYIKWY TTPOIGVTWY TOU
YTroupyeiou Yyeiag: ITCA01050530
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