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1. TPOEIAOMNOIHZEIZ

O1 rpocidoTToIfjoelg TTpoodlopifovTal pe évav TTPOOOEUTIKO KwOIKO N Kai SitrAa Tou gp@avideral To Rid
otou Rid TTpoodiopifel Tov KivOuvo Trou aglohoyeital oTnv avadAuon Kivouvou . AKOAouBnoTE TIG
TIPOEIDOTTOINCEIG VIO ACQAAR XPAON TS TTPOCAPHOOUEVNG CUOKEUAG

A MNa ka0¢e TUTTO ava@opPdg OXETIKA LE TTPOIOVTA GP |, OoTEiATE éva email oTnv akdAoubn
MNMPOEIAO B1e0Buvon email: segnalazioni.protesi@gpi.it
MOIHZEIX
MENIKOZ
Ta TpooBeTIKG e€apTAATA KAI TA €T opyavwy TTapéxovial MH AMOZTEIPQMENA
1 R-STO1 Kal G"ITGITOL'JV TPO0BeTn dladikagia KaBapiopoU Kal aTToaTEipwaong TTPIV ATTo TNV
EUPUTEUON.
) Xpnaoiupotroleite pévo OYAETEPA KAI ANTIBAKTHPIAIKA AMOPPYTIANTIKA yia
R STO1 epyaoieg kabapiouoU OTIC CUCKEUEC TTOU TTapdayovTal atrd Tnv GPI SPA
3 R SPO3 Mn XpnOILOTTOIEITE TTPOIOVTA ATTO KATEOTPAUUEVES ) AVOIYUEVEG OUOKEUATIEG.
4 R STO2 AkoAouBROTE TTPOCEKTIKA TN BIAdIKAGIO ATTOOTEIPWONG TTOU UTTOBEIKVUETAI VIO KABE
TUTTO UAIKOU
5 R ST02 MpooéTe va unv aTTOOTEIPWOETE PE aTd e€apTAuaTa TToAUaIBUAEeviou (UHMWPE).
MNa wa mepaItépw d1adIKaaia ek VEOU ATTOOTEIPWONG EVOG oUOTATIKOU TNG TTp6BEoNG,
6 R STO1 avatpé€te otnv Tapdypago EMNANAMNOZTEIPQSH autol Tou eVNUEPWTIKOU
@UAAadiou.
MNa va egaoceahiotei n aoc@AAsia kal n armmoteAeopatikdéTnTa NG Tapéppacng, n
7 RP12 EU@UTEUON TnNG TPOoBeong Oev TPETTEI va ouvduaoTel pe TTPocBEcelg GAANG

TIPOEAEUONG EKTOG EGV AUTOG 0 CUVOUAOKOG £xel avaAuBei oTn gdon Tou oxediaopod.
Ta eCaptinaTa TNG TTPdOeong IA €xouv oxediaoTei yia va Taipidfouv povadikd oTnv
avatopia  Tou 00BgvoUG Kal  OTO  TTPOEYXEIPNTIKA OXEDIQ  TOu  XEIPOoupyou,
XPNOIUOTIOIWVTAG €VA QVATOUIKO MOVTEAO 00TOU TIoUu Trapdyetal ammd  afovikn
Topoypagia Tou acBevolg. ZTa TTPOEYXEIPNTIKA OXEDIA TOU XEIPOUPYOU WTTOPEi va
mepIAapBdavovTal Kal HeTagU AAAwV TTapepBAcelg OTTWG TTPOEYXEIPNTIKY 0pBOSOVTIKN
8 R CH4 OeparTreia, e€aywyEg KATT., TTOU yivovTtal TTpIv TNV TEAIKA a&oViKr] Topoypagia, 6Trwg Kal
OTO HOVTEAO TOU KpAViou PETA TNV KATAOKEUN Tou. AuTd Ba avatrapaxBbouv pe akpipeia
oT1o Xelpoupyeio. Eival TTOAU onpavtiké o Xeipoupydg va avatrapdyel pe akpipeia 1o
ox€010 puBuong Tou acBevoUg Kal TUXOV AVOTOWIKO TTEPIYPARUO KOTG Tn OTIYUR TNG
€UQUTEUONG TTPOKEILEVOU VA ETTITEUXOEI N ETTIOILKOUEVN TOTTOBETNON TWV EEAPTNUATWYV

NG TTPG0BEDNG.
MNa va dlac@alioTei N ao@AAEId KAl N ATTOTEAEOUOTIKOTNTO TNG €mépPacng, n
9 R CH1 ToTroB£TNGN TNG TPOBeong IA dev amaitei T XPAON OCTIKOU TOIUEVTOU 1 GAAWV

TTANPWTIKWY TTAPAYOVTWV

Ta e€apthuara NG apBpIKAG TTPOBeoNG TTpoopifovTal yia euPUTEUCT OE GET apolifaiou

{euyapwpuaTog .
10 RCH1 MNa va eCac@alioTei N ac@AAeia Kal n oTTOTEAECUATIKOTNTA TNG €méuPaong, n
ToTroB£TNGN TNG TTPOCBeong IA dev atraitei TN XpAon €EapTNUATWY TTOU TTAPEXOVTAI
a1rd AAAOUG KOTAOKEUQOTEG (UE E€aipean TIG BidEG OTEPEWOANG)
Ta efaptiuata TNG TTPOCOEONS TTEPIEXOUV ETTIPAVEIEG APBPWOEWY TTOU WTTOPEI va
KOTAoTPAPOUV O€ TTEPITITWON AavBaouévou XeIpIouoU.

o OTtroiadnmote PBAARN O€ QUTEG TIG ETTIQPAVEIEG UTTOPEI VA ETTNPEATEI TN
HAKPOTTPGBeTUN aTTddoan TNG TTPOBECNG.

11 R CH2
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RSTO3

o  ATTOQUYETE TNV £TTAPN KE TIG ETTIPAVEIEG TWV apuwv 600 To duvaTov
TTEPIOTOTEPO.
o Ta efaptAuara Tng odovTooTolxiag TTPETTEl va XeEIpiovTal povo pE
auBAcia epyaleia pe Acia emipdvela, yia va atropeuxdei n ¢nuid.
o Aev TpétTel va xpnolpotrolouvTal epyaAcia pe dOvVTIA, 0SOVTWOEIS 1
QIXUNPES AKPEG.
To poVTEANO TWV 0OTWYV TTAPOUCIALEl XOPAKTNPIOTIKA EUBPAUCTATNTAG. XEIPIOTEITE PE
TTPOCOXH.

O Xelpoupydg TTPETTEI VA Eival EEOIKEIWUEVOG E TNV EQAPUOYH TOU XEIPOUPYIKOU KIT
TIpIvV a1Td TN XPHOoN.

O mmapexOuevog EOTTAICUOG OV TTPETTEI TTOTE VA XPNOIUOTIOIEITAI YIQ TNV EKTEAEDT
EPYATIWV YIA TIG OTTOIEG BeV €xel oxedlaoTel e10IKA. H akatdAAnAn xprion evog opydvou
utTopei va TTpokaAéael 61 uévo BAARN ato 6pyavo aAAd Kal Tpalua oTov
aoBevh/xeIpIoTh

ATTOQUYETE TNV ATTOBNKEUCT) A TN LETAPOPA EPYAAEIWV O€ ETTAPN LETAEU TOUG KABWG
uTTOpEi va TTpokANnBei {nwid.

Mnv XpNOILOTTOIEITE KATEOTPAUUEVA EPYOAEIQ.

Ta kateoTpapuéva Opyava TTPETTEI VA avTIKABioTavTal TTPIV TA XPNOIULOTTOINCETE .
Mnv €TTIXEIPACETE VA ICILOETE 1] VO TPOTTOTTOINCOETE EPYaAcia A e€apTAnATA KIT
TIPOCOETIKWY KABWG auTd PTTopEi va BE€ael o€ KivOuvo Thv avtoxr] Tou idiou Kal va
odnynoouv o€ eTTakOAOUBEC aOTOXIES A TPAUUATIOUOUG

Mpiv atrd TNV EuPUTEUCT TNG TTPOCOEONG, EAEYETE QUOIKA TNV AKEPAIOTNTA TNG, TNV
OupUOPPWOT TNG, Kal ToV OEIPIakd TNG apiBud. O oeipiakog aplBudg gival o aplBpog
ava@OoPAG TTOU CUVOEETAI UE TNV IATPIKI OUVTAYR KAl Th dRNAWGoN cuppdp@waong Kai
EAEYXETAI HE HETALOTUTTION OTO EEAPTNUA OTTOU TO ETTITPETTOUV OI BICTACEIG, dedopEva
TTOU TaUTOTTOIOUV TOV a0Bevr). EAEyETE TNV akpIBr avTioTolxia Tou OgIpIakou apiBuou
TTou ouvdEeTal pe Tov acBevry otn SHAWGN, TNV ETIKETA Kal TRV TTPOCBean, TTpIV
TIPOXWPNOETE OTNV TTPOCOETIKA EupUTEUCN.

O yiaTpdg gival uTTEUBUVOG yIa TNV EVNUEPWON TWV ACBEVWV OXETIKA E TOUG
TTEPIOPICOUG TNG ERPUTEUONG TNG TTPOCBEONG IA. Acdopévou 6Tl TTPOKEITA yIa
TIPOCAPUOCHEVEG TTIPOBETEIG, Ta Gpla AUTA dIaPEPOUV avaloya pe Tnv TTpOaBeon Kal
Tov 008V Kal gival euBuvn Tou AITOUVTOG YIaTPoU.

O yIaTpOG UTTOXPEOUTAI VA EVNUEPWVEI TOV acBevr] yia TNV TIBavA aAANAETTIOpaacn TTou

TIPOKUTITEI aTTO TNV €KBECN O€ NAeKTpOopayvNTIKA TTEdia ] padloauxvoTnNTEG

H a&ovikA poTrA yia T0 0@igiuo Twv BIdwv 2,7 mm dev TTPETTEI va uTTEPBaivel Ta 576
N*mm

BeBaiwBeite 0TI 01 GAKOUAEG TTOU XPNOILOTTOIOUVTAI VIO TNV ATTO0TEIpWoN gival ABIKTEG
Kal OTI Ta €APTAMATA €ival CWOTA CUCKEUAOUEVA KAl TOTTOBETNUEVA CWOTA uéoa OTA
OUCTAUATA OTTOOTEIPWONG YIA VA ATTOPUYETE TOV KivOUVO va OTTACEI N GAKOUAQ.
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2. NPOBAENOMENH XPHZH

2.1 NpooBeTIKA EpPUTEUHATH OOTEOOUVOED NG

H ep@uteupaTtik TTpoBeon ooTe0oUVOEONG gival pia epu@uTEUCIUN, KOTA TTapayyeAia, pn evepyr IATPIKA CUOKEUN
Katnyopiag Ilb TTou TTpoopifeTal va XpnoipotroinBei yia Tnv utrooThpIEn dopwv O6TTWS 00Td, XOVOPOIl, TEVOVTEG 1
ouvdeauol.
O1 TopEig I0TPIKAG EQAPUOYNG UTTOPET va ival:
1. Axivnrotroinon / Bepartreia KaTdyuaTog
ATTOKOTAGTAON EAAEILATOG ETTEITO ATTO OYKOAOYIKH ETTEURATN.
OTOBEPOTTOINON WIAG OOTEOTOUIOG
oTaBepotroinon TG apbpddeang
€TMIUAKUVON, Bpdyuvon f agaipeon Tou ooToU
YT1roaThpIgn avTikatdoTaong 0oToU (B£€0€IG 00TIKOU HOOXEUUATOG)
€KTOG ATTO TNV AVTIKATACTACH TNG GpBpwong
BepaTreia okoAiwong
. gTaBgpoTroinan TNG oTTovOUAIKAG OTAANG
10. BepaTreia EKQUAIOTIKWY AOBEVEILV
11. avakaTtaokeun TévovTa
12. avoKaTOOKEUR OUVOETUWY

WO NV A WN

To kit arroteAeital atrd évav ouvduaoud evog 1 TTEPICOOTEPWY CUCTATIKWY OUCOKEUOOUEVWYV pOdi TTPOKEILEVOU VO
XPNoIuotroinBouv yia TNV avadéunon douwv O00TWV, XOVOPIVWY, TEVOVIWV | CUVOECUWY Kal TTIBavwg amd £va
XEIPOUPYIKO GET TTOU ATTOTEAEITAI ATTO £€va AVATOWIKO OOTIKO LOVTEAO Kal 0dnyd KOTTAG.

AuTd 1O €gapTAMOTO £XOUV TTPOCAPUOCTEI ATTOKAEIOTIKA yia Tov aoBevh) TTou TTPOCdIOPIeTal OTNV ETIKETA TNG
OUOKEUNG, Kataokeudlovtal péow Additive Manufacturing (3D printing) 1 péow CNC @pélag (Computer Numerical
Control) pe Baon éva TpiodidoTaTo TTPATUTTO.

To ep@UTeupa avatmrruooeTal pe Bdon TG €IKOveG DICOM Kal T OCUYKEKPIKEVN OUVTOYA TTOU OUVTAOOETAl ATTO
OTTOIOOATTOTE ATOUO £E0UCIO0OTNEVO ATTO TNV €OVIKN vOpoBeTia dUVANE TWV TTPOCWTTIKWY TOU TTPOCOVTWY, TO OTT0I0
UTTOOEIKVUEL, UTTO TNV £UBUVN auTOU TOU TTPOCWTTIOU, TA €10IKA XOPAKTNPIOTIKG auToU TOU OXEdiou.

O1 rpooBéacig kataokeuadovTal pe BloouuBatd UAIKS OTTwG KpAua TITaviou Tie4, TTOAUAIBUAEVIO UHMWPE, PEEK.

H xeipoupyikry emépBacn yia Tnv avadounon ooTwy, XOvOpwy, TEVOVTWY | CUVOECUWY, TTPETTEI VA eKTEAEITAI aTTO
1IATPIKG KAl VOONAEUTIKO TTPOOWTTIKO TTOU €XEl TTPONYOUMEVWG EKTTAIOEUTEI Kal €IOIKEUTEN yid auTOV Tov TUTTO
eMEUPACEWY OE€ XEIPOUPYIKEG AiBOUCEG EEOTTAIOEVEG VIO TO OKOTTO QUTO.

2.2 Mpo&IBoTmoIRCEIG I ATTOKAEICHOI.

O1 TpoaBETeIg £X0UV OUYKEKPIUEVO OXEDIAOTIKA XAPAKTNPIOTIKA TTOU TTapEXOVTal ue euBUvn Tou aitouvTog 1aTpou, O
oT110i0G €ival eE0UaI0dOTNEVOGS ATT TNV £0VIKA vOuoBEeaia AOyw Twv ETTAYYEARATIKWV TOU TTIPOGOVTWV.

ASYW TWV EEATOUIKEUPEVWV XAPAKTAPIOTIKWY TOUG KAl TWV UAIKWY TTOU XPNOILoTToloUvTal, ol TTpoBEaelg TTpoopilovTal
yIa aTTAA KOl GTTOKAEICTIKA XPrON YIa TOV agBevr yia TOV OTT0io £X0UV TTapayyEABEI.

O1 Bideg TTOU XpNOILOTTOIOUVTAI YIO TNV AKIVNTOTTOINGN Twv TTPO0BEcEWY, dEV TTAPEXOVTAI LE TIG TIPOBETEIG, EKTOG AV
UTTAPXE! QiTNUA VIO TTPOCOPUOCUEVN TTAPAYWYI], OTTOTE ATTOTEAOUV avATTOCTIACTO UEPOG TOU KIT. Ta XAPOKTNEIOTIKA
Toug kaBopilovtal otn @4aon Tou oxedIOOUOU aTTd TO 1ATPIKO TTPOCWTTIKO TTPOCAPUOlOUEVA OTN OUYKEKPIUEVN
XEIPOUPYIKN) TTEUBOAON.
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3. ANTENAEIZEIZ KAl METPA NPO®YAA=ZHZ

To TpoaBeTIKG GUOTNUA VIO TO KATA TTapayyeAia Ep@UTEUNA 00TEOOUVOEDNG TTPETTEI VA agloAoynBEi TTPOCEKTIKA £GV O
aoBevNG £xel pia ) TEPICOOTEPES ATTO TIG AKOAOUBEG KATAOTACEIG :
o Evepyég/xpdvieg Aoipwéeig
e >uvOAKeg OTIG oTToieg Oev UTTAPXE! ETTAPKAG TTOCOTNTA/TTOIOTNTA OCTOU YIO TN OTHPIEN TWV TTPOCBETIKWV
eCaptTnutwy
e >uOoTnuaTIkEéG TTaBoAOYieg ue auénuévn euaicbnaoia o€ Aoluwéelg
o  Tekunpiwpévn aAAepyia ota UNIKE TwV TTPOCBETIKWV £EaPTNUATWY

4. KANONIZTIKEZ AMAITHZEIZ

MDR 745/2017 Reg EU. laTpoTEXVOAOYIKS TTPOIGV TTOU CUUHOPOWVETAI TTAAPWG LE TOUG
KAvOVEG TIG eupwTTaIKAG Evwong.

EN ISO 9001:2015 >ZuoTAuaTa diaxeipiong TroloTNTag — Baoikég apyég kal Ae§IAGyI0

EN ISO 13485:2016 /A11:2021 laTpIKEG TUOKEUEG — ZuaThpaTta dlaxeipiong ToIdTNTag — ATTAITACEIS yia
PUBLIOTIKOUG GKOTTOUG

UNI EN ISO 14971:2 019 laTpikég ouokeuég - E@appoyn diaxeipiong kivduvou o€
IATPOTEXVOAOYIKA TTPOIOVTA

EN I1SO 14155:2020 KAIvikA Aigpetvnon latpikwv Zuokeuwv yia AvBpwTrivn XpAon - Opbn
KAvikA MpakTikn

UNI EN ISO 16061:2021 Opyava yia xprion o€ cuvouaoud pe un evepyd XEIPOUpPYIKA
EUQUTEUNOTA - YEVIKEG ATTAITHOEIG

EN laTpikéG OUOKEUEG - EQappoyr) TG HNXAVIKAG XPNOTIKOTNTAG O€ I0TPIKEG

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

2020

UNI EN ISO 14630:2013 Mn evepyd XEIPOUPYIKA EQPUTEUUOTA - YEVIKEG OTTAITACEIG

UNI EN I1SO 21534:2009 Mn evepyd XEIPOUPYIKA EUPUTEUUATA - EIBIKEG ATTAITHOEIG

UNI EN ISO 10993-1:2021 BioAoyikn agloAdynon 1aTpOTEXVOAOYIKWY TTPOIOVTWV

UNI EN ISO 5832-3:2017 XEIPOUPYIKG EUPUTEUUATA - LETAAAIKA UAIKA - HEPOG 3: KpAua TITaviou
6-aAoupiviou 4-Bavadiou

ISO 5834-2:2019 Xelipoupyikd eputelpata: nEPOg 2 NMoAuaiBuAévio e€aipeTikG uywnAou
poplakou Bépoug

ISO 5832-4:2014 Epputeupata yia xeipoupyikA eméupacn — MetaAAiké uAikd — Mépog 4:
Kpdua xUteuong koBaAtiou-xpwpiou-poAupdaiviou

UNI CEI EN ISO 15223-1:2021 laTpIkEG TUOKEUEG - ZUuPBOAA TTOU XPNOILOTTOIOUVTAI OE ETIKETEG

IATPOTEXVOAOYIKWV TTPOIGVTWY, ETTICALAVON Kal TTANPOPOpPIES TTOU
TTPETTEI va TTapéXovTal - MEPOG 1: IMevIKEG ATTAITAOEIG

ASTM F2026 — 17 TuTmikn TTpodIaypPa@Pr YIa TTOAUMEPT TTOAUAIBEPpaIBEPKETOVNG (PEEK) yia
XEIPOUPYIKEG EQAPUOYEG ELPUTEUUATWV

UNI EN ISO 17665-1:2007 ATTOOTEIPWON TTPOIGVTWYV UYEIOVOWIKAG TTEPIBAAWNG - Yypr BeppdTnTa -
Mépog 1: ATTaITAOEIG yIa avAaTITUEN, ETTIKUPWON Kal EAEYXO pouTivag

UNI EN ISO 14937:2009 ATTooTEIpWON TTPOIOGVTWY UYEIOVORIKAG TTEPIBAAYNG - MEVIKEC ATTAITATEIG
yld TOV XOpPAKTNPEIOUO €vOG TTapdyovTd OTTooTEIpWONG Kal yia Tnv
avamTugn, emkUpwon Kal ouoTnuaTikG €Aeyxo wag dladikaaiag
ATTOOTEIPWONG YIA IATPOTEXVOAOYIKA TTPOIOVTA
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UNI EN ISO 17664-1:2021 Juokeuaaia TTPOIGVTWY UYEIOVOUIKNG TTEPIBaAyNg - MAnpogopicg TTou
TIPETTEL VA TTAPEXOVTAl ATTO TOV KATAOKEUOOTH) IATPOTEXVOAOYIKWV
TIPOIOVTWV YIO TN CUOKEUATTA IATPOTEXVOAOYIKWY TTPOIOVTWY - Mépog 1:
KpioIpueg Kal NUIKPIOILEG CUOKEUEG

5. YAIKA

OAa 1a TTPOCOETIKA UAIKG GUUUOP@PWVOVTAI LE TA UTTODEIKVUOUEVA TTPOTUTTA XEIPOUPYIKNG TTPOCOETIKNAG UNI ISO/ASTM.

Inueiwon: O1 TUTTIKEG PBideg aoTepEwoNG TTPOCOECEWY  €TTI 00TOU, aTTO KPpdua TiITaviou Ti6Al4V, oXeDIAOUEVES Yia
XPAon oTn oTeEpEéwan TNG UTTO ep@UTEUC TTPOOBEONG, TTOU AVAYVWPIOTNKAV aTTO TOV XEIPOUPYO OTO ApPXIKO OTASIO
TOU OoXedIOopOU, BV TTAPEXOVTAI LE TO KIT TNE TTPO0BE0NC.

O1 AeTrTopépEleg TwV UAIKWY oUvBeong Tou TTPooBETIKOU KIT ava@épovTal 6Th ORAWON GUUHOPPWONG.

5.1 ZuvBnkeg ammobnkKeuong UAIKWV

To KIT TTPOCBETIKAG TTPETTEI va QUAACCETAI O€ KABApO, aTEYVO TTEPIBAAAOV KAl TTPETTEI VA TTPOCTATEUETAI ATTO TO NAIAKO
PWG KAl TIG OKPaieG BEPUOKPATiEG.

5.2 A1d0gon UAIKWV

H améppiyn Twv a@aipoUpevwV UAIKWY, cupTrepIAapuBavopévioy Twv opyavwy pIag XPNoewg, TIPETTEl va
TTPAYUATOTTOIEITAI OUMPWVA HE TO TTPOTUTIO yia Ta €IOIKA XEIPOUPYIKA oTTOBANTa, TTOU XPNOIUOTTOIOUVTal OF

XElpoupyeia .

6. TMPOO®OYAAZEIZ

Eival eubuvn Tou X€lpoupyou TTou XPNOILOTIOIEI AUTO TO TTPOIGV va agloAoyrAoel TRV KAIVIKA KAl IOTPIKI) KATAoTACN TOU
a0Bevolg Kal va yvwpidel OAEG TIG TITUXEG TwV BIABIKACIWY €RQUTEUCNG KAl TIG TTIBAVEG ETTITTAOKEG TTOU UTTOPET va
TPoKUWOUV yia KABE OUyKeKPIpEVN TIEPITITWON. Ta amoTeAéopaTa TNG XEIPOUPYIKAG €TTéuPaong umopei va
emdeIvwOOoUV pe TNV TTdpodo Tou XPOVOU Kal VA unv avtatrokpivovTal TTAEoV OTIG TTIPOOdOKIEG TOU aoBevoUg I Tou
xelpoupyou. Etropévwg, Ba TTpéTrel va AngBouv uttown TUXOV TTPOCOETEG 1] EVOANAKTIKEG BIadIKOTIEG TTOU TTPETTEN va
TTpayuaTtoTroinBouv. H avaBewpnTikr €TéuRacn eu@uTEUpdTWY OtV €ival acuvhnBIaTn, ETTOUEVWGS O XEIPoupyog Ba
TIPETTEl VA TTPAYUOTOTTIOINCEI WA TTPOCEKTIKN KAIVIKA avaAuon KivoUVou-OoQEAOUG yia va ETITUXEl TO KAAUTEPO
UAKPOTTPOBET O ATTOTEAECUA VIO TOV A0BEVN.

O aoBevig TTpETTEl va eVNUEPWOEI YIa TOUG TTEPIOPICUOUG TG AVAKATOOKEUAG Kal TNV avAyKn atroQuyrng @opTwong
TOU €UQUTEUNATOG LE UTTEPRBOAIKA QOpPTia pEXPI va TTITEUXBOET ETTAPKEG ETTITTESO OTEPEWONG KAl ETTOUAWONG.

Eivalr euBuvn ToU Xe€Ipoupyou va €COIKEIWBEI PE TIG XEIPOUPYIKEG TEXVIKEG EMPUTEUONG AUTWY TWV CUCKEUWV pPETW
HEAETNG OXETIKWV ONUOCIEUoEWY, OIABOUAEUCONG HE EUTTEIPOUG OUVEPYATEG Kal EKTTAIdEUONG OTIG OIAdIKOGIEG TTOU

I0XU0UV YIa TN CUYKEKPIUEVN TTPOBEa .
H aT100€KTA XEIPOUPYIKI TTPOKTIKA TTPETTEI VO AKOAOUBEITAI OTN LETEYXEIPNTIKI GPOVTIOA.

A MH XPHZIMOMOIEITE YAIKA ZE ANOIKTEZ 'H XAAAMENEZ ZYZKEYAZIEZ.
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6.1 MAnpo@opicg aTPAAEING HAYVNTIKOU CUVTOVIOHOU KAl paSIOCUXVOTATWY

To peTaAAIKO UAIKG TTOU XpNOIUOTTOIEiTaI YIa TIG TTPOBETEIG ev ival €va aTTd Ta UAIKA TTou BewpolvTal eTTiKivouva 1
acuppifaocTa yia atreikévion payvnTikoU ouvToviopoU Kal padloouxvOTnTEG.

QoT1600, UTTAPYOUV £yYEVEIG KivOuvol TToU OXETICOVTAI pE TN XPAOTN LETOANIKWYV EPQUTEUUATWY O€ TTEPIBAANOV MRI Kal
RF, ouutrepidapBavopévng TG UETAVACTEUONG €EapTNUATWY, TNG €TTAywyng BepudTnTag Kal TG TTapenBOAng N
TTAPAROPPWONG ONUATOG KOVTA OTA £EAPTHLATA.

H Bepuikn eTTaywyr] UETAAANIKWY EUPUTEUMATWY gival €vag KivOUVOG TToU eEQPTATAI OTTO TN YEWUETPIA KAl TO UAIKO Twv
eCaptnudTtwy, KABWGS Kal aTTd TITUXEG LAYVNTIKNAG TOUOYPAPIag Kal padloouxvoTATWY, OTTWG N I0XUG, n JIGPKEIA KAl N
aAAnAouxia TTaApwy. ETTeIdA 0 €60TTAIOUOG payvnTIKAG TOLoYPaPiag 1] padlioouxvoThTwy OV gival TUTTOTTOINUEVOG, N
ooBapdTNTa AUTWYV TWV TTPORANUATWY Kail N TTIBAvATNTA VA EuPavVICTOUV pE AUTA Ta EuPUTEUUATA EiVal AYVWOTA.

H aoc@dAcia kal N ocuparétnTa autwy TwV EUQUTEURATWY o€ TTEPIBAAAOVTA MRI Kal padlogUXVOTATWY BEV £XOUV
aglohoynBei. Aev Exouv dieaxBei OOKILEG OXETIKA pe TN BEpuavan A TN LETAVAOTEUCN QUTWYV TWV CUCTNUATWY O€ QUTA
Ta TTEPIBAAAOVTa. ETTEION QUTEG OI CUOKEUEG OV £XOUV EAEYXOED, N GPI dev UTTOPEI va KAVEI CUOTACEIG OXETIKA LE TN
XPNoN ameikéviong payvnTikou ouvTovIouoU pe auTd Ta eu@uTeluaTa i} padIoouXVOTNTAG €iTE 6TOV aPopd BEuata
aoc@aAeiag €ite TNV akpifeia Twyv eikévwy. Opiouéva eCapTAuaTa gival TTaBNTIKEG UETAAMKEG OUOKEUEG Kal YEVIKA
uttapxel n méavétnTa auolfaiag TTapeuBoAnG pe opiopéveg peBOdoUG aTTeEIKOVIONG, cupuTTePIAauBavouévng Tng
TTAPAUOPPWONG TNG EIKOVAG OTN LAYVNTIKA TOLOYPAQia Kal TNG oKEDAONG OKTIVWV X GTNV afoVvIKr) Topoypagia.

7. AYZMENEZ ENINTQZEIZ ZTHN YIFEIA THZ ZYZKEYHZ

uITopEi va oupouv petd Tnv ToTToBETNON AUTAG TNG TTPOCOEC NG TTOU ATTAITOUV TTEPAITEPW BEpaTTEia.

H eppdavion wag €mTTAOKNG ptTopei va oXeTieTal 1) va eTnpeddeTal atrd T TTPONYOUUEVO XEIPOUPYIKO IGTOPIKO TOU
a0Bgvoulg 1} atrd TTPONYOUNEVES IATPIKEG KATOOTACEIG.

O1 avetmBuunTeg evépyeieg TTou ava@épovtal oTn BIBAIoypa@ia oTnv KAIVIKA TTPAKTIKI) Twv TTPocBEcewv TNG KATW
yvaBou givai yeviké o1 akOAouBeg:

o MoAuvon
. Xpoéviog A eTTavalappavouevog TToVog Kai/n oidnua
. ATTWAEIO TNG KIVATIKOTATAG TWV apBpwoewv Adyw TNG avaTITUENG CUNPUOEWY (OUADBNG 1I0TOG), ETEPOTOTTIKOU

ooToU ) ayKUAwGoNg
. E¢apBpnua Twv e€apTnudTwy TNG TTPOOECNG

. ®Bopa, Kivnon, oTTacIpo f XaAdpwon Twv £EapTNUATWY TNG TTPOOECNG
. Aidtpnon n didoTracn Twy yupw IOTWV
. AvTidpaon Evou owuatog A aAAEpYIKA avTidpaon oTa GUCTATIKA TNG TTPOCHECNG

. Do kpoTagoyvadiki didpBpwan:

e OBOVTIKI avWwuaAia TTOU OTTAITEI TIPOCAPUOYH TNG OUYKAEIONG, OPBOBOVTIK ] EYXEIPNTIKA.

e Amoppdenon A didRpwaon TG YAUVNG TG apBpwong A Tou KovOUAoU ThG KATW yvaBou

e T[lpoBAfuaTa TWV WTWYV, cuutrepIAapBavopévng TNG GAEYUOVAG Kai/f dIATPNoNG Tou €§w OKOUOTIKOU
TTOpOoU, AOILWEEIG TOu péoou R 0w WTOG, dIATPNON TOU TURTTAVOU, LOVIUN OTTWAEIQ OKONG, KOUSOUVIOUO
OTa AQUTIA Kail TTPOBAAUATA ICOPPOTTIAG 1 TNG EUCTAXIAVAS GAATTIVYAG

e AucAeIToupyia Tou TTPOCWTTIKOU VEUPOU.
AMN\EG TTITTAOKEG UTTOPET VO Ep@avioTouV, OTTWG:

. MeTeyxeipnTIKOG TTOVOG, 0idNUa, LWAWTTEG, LUIKOG OTTAONOG TNG YVABOU 1 OXNUATIOUOS AILATWHATOG
. Mep1@pepIkég veupoTTabEIES
. ApvNTIKEG ETITITWOEIG OTNV €TEPOTTAEUPN ApPBpwaon, Otav yivetal avrikatdotaon uévo TnG uiag
apBpwong.
8
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8. AIAAIKAZIA AMOZTEIPQZHZ

A OAa 1a 1aTPOTEXVOAOYIKA TTPOIOVTA TTOU TTaPEXOVTAl ATTO TNV GPI SPA OUOKEUAJOVTAI OE CUCKEUATIA
"MH ANOZTEIPQMENH".

O1 ouokeuég TTou TTapdyovTal atd TNV GPI SPA, uécw TnG dladikaagiag eMAEKTIKAG auvTnENg AéIep, KOVEWG TITAVIOU,
KoBaATiou xpwuiou kal TTOAUOWOIOU KAl Ol GUOKEUEG TTOUu TTapdyovtal atrd Tnv GPl SPA péow Tng diadikaaiag
opiAeuang TToAuaiBuAeviou uWnAARG TTUKVOTNTAG Kal PEEK, Ba KATAoTPA@OUV e TN XPHon ATTOPPUTTAVTIKWY UWNARS
TTUKVOTNTOG. pE  Pdon TO0 08U, emopévwg xpnolpotroieite povo OYAETEPA KAI  ANTIBAKTHPIAIKA
ANOPPYTANTIKA.

A O1 10TpIkéG ouokeuég GPI SPA Trapéxovrtal o MH AMOZTEIPEX ouvBnkeg, emopévwg, yia va
dlao@alioTei n aoc@aAfg KAIVIKR) XPAON, CUVICGTATAI va dKOAOUBEITE TRV KaBOpIoHEVN OEIpd:

a) apxIkn Bepartreia 6TO ONUEioO XpARONG:

®  QQAIPEDTE TNV EEWTEPIKN OCUOKEUATia aTrd XapTOVI TTOU XPNOILOTIOIEITAI YIO TV ATTOOTOANR
®  [BYAATE TO ECWTEPIKO KOUTI ue To AoyoTuTIo GPI

b) TrpogTOINACiO TTPIV ATTO TOV KABAPIOUS.

AQAIPECTE TA TTPOIOVTA ATTO TNV ECWTEPIKA CUOKEUATia:

QATTOOUVOPUOAOYAOTE TO IGTPOTEXVOAOYIKO TTPOIGV OTa £€EAPTHAUATA TOU,

€€ETAOTE TNV KAAN KATAOTACT) TOU TTPOIGVTOG.

EAéyETe o Oev UTTApYOUV UTTOAEippaTa emegepyaaiag/okovng Kal eqv UTTdpxouV,
KaBapioTe/EeUTTAOKAPETE/TTAUVETE TIG TPUTTEG TTPIV TNV ATTOCTEIPWAN.

c) KaBapiouog Kal atroAupavon-

MAOveTE YelpoKivNTA 1] UNXOVIKA WE HTTIO OUBETEPO ATTOPPUTTAVTIKO (ATTOAUTWG pn 6&ivo) kai feoTtd vepd,
akohouBwvTtag TIG 0odnyie¢ XPAONG TOU KOTAOKEUAOTH TOU ATTOPPUTTAVTIKOU. ATTOQUYETE T XpPrion Tou
QTTOPPUTTAVTIKOU O€ AKPAiEG OUYKEVTPWOEIG. EvupaTikd KaBapioTIKG pe oudiTepo pH Kal (e0TO vePd pITopouv va
XPNoIuoTroinBouyv yia va dieukoAUvouv Tov KaBapioud. YTTOKEITAl O€ ETTIKUPWUEVN DIAdIKACIA TTOU GUUUOPQUVETAI LE
Ta TTPOTUTTA TNG O€IPAg I1SO 15883.

A Agv cuvioTdral n XpRon oAU dAKAAIKWYV ATTOPPUTTAVTIKWY (pH 2 12). ATTOQUYETE TV TTOPATETAUEVN
é€kBeon o€ 68Iva | aAkaAIkd SiaAUpaTa Kal S1aAUpaTa TToU TrEPIEXOUV XAwpidia, Bpwpidia i 1wdIo .

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

d) gnpavon
2TEYVWOTE TTARPWG TIPIV TNV OTTOCTEIPWON pE ATTOPPOPNTIKO UQaoUa pe XAapnAr ammeAeuBépwaon cwuaTdiwy f ue
Blounxavikd oTEYVWTAPIO I O VIOUAATTI OTEYVWUATOG.

e) emlewpnon Kali CUVTAPNON:

Katd Tov KaBapiouo, EMBEWPACTE TNV ATTOUCIa 0paTWV UTTOAEIMUATWY, EIOIKA OTIG AlyOTEPO TTPOCRACIUES TTEPIOXEG.
EAEyETE TTPOCEKTIKA TO £€QPTAMATA TNG TTPOCGOECNG Kal/r) Ta OXETIKA Opyava yia va BeRaiwBeite 6T Ogv £X0OUV UTTOCTEI
nwia, odivovtag 101aiTEPN TTPOCOXN OTIG TTIEPIOXEG TWV CUCOKEUWV OTA KivoUueva R aAAnAévoeta pépn. Mn
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XPNOIUOTIOIEITE TTPOCBETIKA e€aPTAMATA A EPYAAEia TTOU €xouv UTTOOTEN (NI, Z€ QUTAV TNV TTEPITITWAOT, EVNUEPWOTE
AUECWG TOV KATAOKEUQOTH , 0 XPROTNG OEV TTPETTEI VO TTPAYLATOTTOINTEI EPYATIEG GUVTAPNONG /KAl ATTOKATACTACNG.

f) ouokeuvagoia

Ta TTPoCBEeTIKG €EapTAMOTA KaI/f] T OXETIKA Opyava TTPETTEI VA ETTOVOCUCKEUALOVTAl KATAAANAO OTO VOOOKOLLEIO.
MpoopiovTtal yia ammooTeipwan g€ dITTAOUG BUAAKES TUuPwva pE TN LEB0BO ATTOOTEIPWONG yia Ta SIGPOPa TTPOIOVTA.
Autd 10 ouoTnua BUAGKwv atTooTeipwaong (Sterile Bag System), TTPETTElI va €xEl ETMIKUPWOEL yia va atrodeicel Tnv
IKAVOTNTA TTAPOX NG ETTAPKOUG LIKPORBIAKOU @payuou.

g) amooTEipwon;

O1 akdAouBeg odnyieg éxouv ammodelxBei 0TI TTapdyouv éva TIPoIdV ue eTTiTTedO SAL 10 *° log Uu@wva pe To UNIEN 1SO
17665 kal To UNI EN ISO 14937. AAAoI TTapduolol KUKAOI uTTopEi va XpnoiuoTroinBouv aAAd dev £xouv agloAoynBei. Eivai
€UBUVN Tou XPNOTN va atrodeifel TNV ETTAPKEIA TOU KUKAOU ATTOOTEIPWAONG TTOU XPNOIUOTIOIEITAI OE TTEPITITWAON TTOU
dla@Epel atTd TIG aKOAOUBEG eVOEiEEIg:

MNa mpoBéoeig kal e§apTANATA ATTO KpAud TITAViou (Ti6AI4V):

ATrooTeipwon pe arud: ATTOOTEIPWON G€ AUTOKAUOTO aTUOU TTPO-KeEVOU o€ Bepuokpaaia 134°C yia TOUAAXIOTOV 5
AeTTTA.

MNa wpobéoeig kal e§apTAnATA ATTO KpApa KOBaATiou-Xxpwpiou (Co28Cr6Mo):

ATrooTteipwon pe arud: ATTOOTEIPWON G€ AUTOKAUOTO aTUOU TTPO-KeEvoU o€ Bepuokpaaia 134°C yia TOUAdXIOTOV 5
AeTTTA.

Ma avaTopikd avTiypa@a Kal XEIpoupylkoUug odnyoug o€ TToAuapidio (PA):

ATrooTeipwon pe arud: ATTooTEipwon 0€ AQUTOKAUGTO ATUOU TTPO-KEVOU g€ Bepuokpacia 134°C yia TOUAAXIGTOV 5
AeTTTa.

MNa mwpobéoeig kal e§apTApnaTa o€ TTOAUAIOEPIKE KETOVN (PEEK):

ATtrooTteipwon pe arpd: ATTOOTEIPWON 0€ AUTOKAUOTO aTuoU TTPOo-KevoU o€ Bepuokpacia 134°C yia TOUAAXIOTOV 5
AeTTTAL.

MNa wpobéoeig kai e§aprTApara atrd roAuaiBuAévio upnAnlg TTukvoTnTag (UHMWPE):

ATrooTteipwon pe utrepogeidio Tou UdPOoyOVOU (CUOKEUN ATTOOTEIPWONG TTAAOMHATOG): e EUPOG Bepuokpaaiag
AeiImoupyiag 50-55°C, pe EAAXIOTO KUKAO d1atripnaong 37 AeTrTd + 3 AETTTA apyIKOTToiNaNG.

MNa mTpoBéoeig kai e§apThpara amrd mwoAuaiBuAévio UPNARG TTUKVOTNTAG O ouVvOUAOoud pe Kpdua TiITaviou
(UHMWPE+Ti6Al4V):

ATtrooTteipwon pe utrepogeidio Tou UBPOYOVOU(OUOKEUR ATTOOTEIPWONG TTAAONATOG): e UPOG Bepuokpaaiag
AeiImoupyiag 50-55°C, pe EAAXIOTO KUKAO d1atripnong 37 AeTrTd + 3 AETTTA apyIKOTTOiNONG.

A Z10 TéAOG TOU KUKAOU amooTteipwong, eAéyste Tnv aAAayn oTtoug OeikTeg SBS (oTeipo oUoTnua
@payuoU) Kal TNV aKEPAIOTNTA TOOO TOU CUCTHUATOG CUCKEUNTIOG 600 KAl TOU TTPOIOVTOG. X& TTEPITITWON
AVWHOAIWY 1 apu@IBOAIWYV, BEWPHOTE TO TTPOIOV U CUMMOPPOULEVO KOl KOTA CUVETTEIO uNV TO BECETE OTN
d81a0gon Tou XpAOTN, KABWG N ACPAAEIA YIa TOV aoBevi] Bev pITopEi va yyunoei.

h) atmroBnkeuon;

duldooetal o KaBapod, OPocEPS KAl ENPO LEPOG KOl HaKPIA aTTo TTNYEG BEppOTNTAG.
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i) peTaAQ@OpPA

Ma TNV atroQuyn {NUIWV O€ IATPIKEG CUOKEUEG KATA TN LETAPOPA, GUVIOTOUUE TN XPAON KATAAANAWY pa@iwy, SiICKwWV 1
AKkapTITwy doxeiwyv. ATTOQUYETE TNV ATTOBAKEUDN 1) TN LETOPOPA EPYAAEiWY O€ TTAPN HETAEU TOUG KABWG pTTopEi va
TTPOKANBEi ¢nuid.

9. ENANANOZTEIPQZH

H GPI dev ouvIOTA TNV TTPAKTIKA TNG ETTAVATTIOOTEIPWANG KABWG dev £xel UTTORANOEI ae eTTAARBEUON Kal ETTIKUPWOT.

Mapapével eubUvn Tou XEIPIOTA TOu UAIKOU va diao@aAioel, 0TI n eTmegepyaacia, 6TTWG OTNV TTPAYUOTIKOTNTA EKTEAEITAI
HE Xpron EOTTAIOHOU, UNIKWV KAl TIPOCWTTIKOU GTOV XWEO TTPOETOINACIAG, ETTITUYXAVEI TO £TTIBUNNTS ATTOTEAEOUA.

10. NEPIOPIZMENH EIYHZH

H GPI eyyudralr 611 autd 1O TTPOIGV TTANPOI TIG TTPOBIAYPAPEG TOU KOTAOKEUAOTH Kal Oev €XEl KATAOKEUAOTIKA
EAATTWMATA KATA TR OTIYWN THG TTAPAdoong.

AuTEG 01 DIaTAEEIG €Xouv ETTIKUPWOEI atrd TOV KATOOKEUAOTA TNG 1ATPIKAG CUOKEUAG WG IKAVES va ETTITUXOUV TOV
atairoUpevo Kabapioud Kal aTTooTEipwon.

O xpriotng Tpétrel va dlac@alioel 0TI n TTPOETOILACIA KOl N ATTOOTEIpWON TNG 1ATPIKAG CUOKEUNG, OTTWG OThV
TTPAYHATIKOTNTA EKTEAEITAI XPNOILOTIOIWVTAG TOV £EOTTAIOUO, TA UANIKA KAl TO TTPOCWTTIKG ETTITUYXAVEI TO €MOUUNTO
atrotéAeopa. Auté atraitei eTTaARBeuon fy/kal EMKUPWON KOl CUCTNUATIKA TTapakoAoudnon Tng diadikaaoiag.

A AuTA n &€yyunon ammokAgiel OUYKEKPIMEVA EANTTWUHOTA TIOU TIPOKUTITOUV OTTd KOKN XPRon,
Katayxpnon i akatdAANAo XEIpIou6 TOu TTPOIOVTOG HETA TNV TTAPAAABRA TOU aTTd TOV XPAOTH.

11. ENIrPA®H

To KIT OUOKEUNG, a@oU TrapaxBei, TOTTOBETEITAI O€ pn OTTOCOTEIPWHEVN OUOKEUAOia, KABWG n armooTeipwan Tou
TTPOIOGVTOG TTPAYUATOTTOIEITAI AiyO TTPIV TN XEIPOUPYIKN ETTEURACN, OTTWG AVAPEPETAI OTO TTAPOV £YYPAPO.

H eTIKETQ TTOU OXETICETAI LE TO KIT TOTTOOETEITAI OTO KOUTI.

To TTEPIEXOUEVO TNG ETIKETAG €ival GUUPWVO HE AUTO TTOU UTTOBEIKVUETAI OTO GNUEIO 23.2 TOU TTAPAPTIAMATOGS | TOU RDM
745/2017 Kai QTTEIKOVICETAl TTAPAKATW.

Ta oUpPoAa kal o1 pPACEIS TTOU avaypA@oVvTal TNV ETIKETA TTPOEPXOVTAI ATTO TO TIPATUTTO avapopdg UNI CEI EN 1ISO
15223-1:2021

Kd&Be kit Ba TTapéxXeTal pe 1 €TIKETA TTOU Eu@AVICETAI OTAV TIPOCOETIKA CUCKEUATIQ, Wia OTO KOUTI Kal 2 u€Ga GTO KOUTI
oTn 01dBeon TOU yIaTPOU Kal Tou acBevr, 1 181K ETIKETA VIO KABE pepovwuévo eEAPTNUA TOU KIT TIPOCOETIKNG.

11.1Mapdderypa eTIKETOG TTPOCBETIKAG

H ofjuavon tng TpdBeong atroTeAsital atro:
: ETIKETA KIT : kUpia €TIKETA TTOU TTPOCDIOPICEl TO KIT TIPOCOETIKNAG
ETIKETA ZYZTATIKOY : €TIKETO yIa KAOE pEPOVWUEVO £EAPTNA TTOU ATTOTEAEI TO KIT (EUQUTEUCIUG EEAPTAUATA
NG TTPdBeang)
ETIKETA OPIANQN : €TIKETA yIa KAOE pepovwpévo Opyavo yia XpAaon o€ cuvouaoud Le TRV TTpooBean (un
EUQUTEUCIUO ECOPTAMATA: TT.X. 0ONYOi KOTTAG KOl AVATOUIKA LOVTEAQ)
11
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MapakdaTw gival Eva TTapddelyua KIT TpoaBeong KpoTagoyvabikig didpBpwang TTou UTTAPXEl GTOV TILOKATAAOYO:

REF E DESCRIZIONE KIT REF E DESCRIZIONE COMPONENTI
1
Es. Kit Chirurgd:o
KIT Operazione pz art. Descrizione
1 man |replicamandibola in =
poliammide
T decio s foatom Strumentazione
) ima di taglio e foratura in .
1 tgmt - 1 itanio del kit
1 red re p]ica cr_anio 1/31in
. . poliammide o
™U1 Artlcolazw_ne —
Temporo Mandibolare 1 7 |ptaccamandibolare con
PY |condilo in titanio Ti64 )
Componenti
1 i protesiglena condilare in impiantabili
PE-UHMW del kit
1 pt3 |placcafissaggioin Ti64

MAPAAEIrMA ETIKETAZ KIT

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 production g AAAA/MM of time limit (1year)
(ex.2024/10) (ex. 2025/10)

AN L OMEFX

USO NON CEMENTATO - UNCEMENTED USE

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

Ta ak6AouBa cUpBoAa kal SIATUTTWON EUPAVICOVTAl TNV ETIKETA:

e CUSTOM DEVICE: uttodeikvUel TOV TUTTO TNG IATPIKAG OUGKEUNG
e [IEPIFPA®H TOU TUTTOU TNG TIPOCOPHOCHEVNG OUCKEUAG oOTov  KaTtahoyo (XEIPOYPIIKO KIT TIA
ANAKATAZKEYH THZ KPOTA®OINABGIKHZ APOPQZHZX o1o TrTapadelyua)

12
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Kwdikdg kataAdyou REF TTou TTpoadlopidel TO KIT
SN ApiBudc oeipds: apiBudc avayvwpiong Tng mpobeons: ETOZ/MAPAITEAIA KQAIKOZ/N MPOZOEZH:
AAAA/XXXXX/N

M Huepounvia Kataokeung EKQpacpévn o€ £Tog/urva

2Alé(pl(f.m( Xpnong 1N nuepounvia AAENG ekppacuévn oe €rog/uriva. Edv dev mrpocdiopiletal, Bewpeital

TEPINdOG 1 £TOUG ATTO TNV NUEPOUNVia TTapaywyng.

® H 10TpIKr) OUOKEUN UTTopPEi va XpnoiuoTroinBei udvo pia @opd ) o€ Evav aabevr| Katd Tn dIGPKEIA piag udvo

eméupaong

A\

TTPOEIDOTIOINCEIG KAl TIPOPUAAGEEIG, o1 0TToiEG, yia OIdgopoug Adyoug, dev uTTopolv va avagepBouv atny idia Tn

Mpétel va cupPouleuTeite TIGC 0odnyieg XPNONS yia ONUAVTIKEG TTPOEIBOTTOINTIKEG TTANPOPOPIES, OTTWG

OUOKEUN

H 1atpikiy cuokeun dev £xel UTTOBANBEI o€ dladikaoia aTTooTEipwOong

>upBouleuTeite TIG 0ONYieg XpPong
B
Ei%H 2 0vOoeopnog QR o€ yneiakd £yypaga (odnyieg xpriong)

®

‘
‘
A2

Mn xPnNOIUOTTOIEITE TO IATPOTEXVOAOYIKO TTPOIOV €AV N CUCKEUOCIA Eival KATEOTPAUUEVN ) AVOIXTH

KpaTAoTe 10 pakpid atré nyEG uypaaciag

e
//I o~

® ° KpatnoTe 10 poKpIa atro TTNyEG BepudTNTAG Kl QWTOG

XPHZH XQPIZ TZIMENTO: Evnuepwvel OTI TO KIT TTPETTEI VA EUPUTEUBET XWwpIg TN XPron 0oTIKOU TOIUEVTOU

>HMEIQZH To povadikd avayvwpioTIKO ao0gvoUg Oev eppaviCeTal oTnVv TIKETA, KABWG TUVOEETAI LOVADIKA LE
Tov O€IpIaKd aplBuod Kal avagépeTal aTn SNAWGCN GUUUOPPWONG.
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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.
KdaBe eTikéTa Ocgixvel Tov O€IpIOKO apiBud Tou KIT avapopds (Kwdikdg AAAA/CODCOMMESSA/N), Tov KwdIKO Kal TNV
TTEPIYPAPN TOU OUYKEKPIUEVOU £EOPTAUOTOS Kal TOU UAIKOU TTOU TO GUVBETEI yia TNV OTTOQUYH GQAAUGTWY KATA TN

¢Aacon TNG aTTo0TEIPWONG.

MapakdaTw gival éva TTapAadelyua ETIKETAG YIA £€va uOVO CUCTATIKO WIAG 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

Alloy
&, : AAAA/MM z :AAAA/MM

®F . XXXXXX — Hospital: XoxxX  LSN] - AAAABOOXOUN

@ AN L ® ([ B

USO NON CEMENTATO - UNCEMENTED USE

Materiale - Material: « descrizione estesa materiale » es: lega di Titanio Ti6Al4V - TiBAI4V

OT1roU Y €ival n cuavon Tou TTPocavaToAIouoU TOU TTPOCBETIKOU OTOIXEIOU O€ OXEQN UE TO LEPOG TOU CLOATOG KAl

UTTOPE TTPOAIPETIKG Va gival:
e D edv Aeéi ouoTtaTikd
S e&v ApioTepd aToIxEIO,
ANT €4GV PHETWTTIKO £EAPTNUO
POST €dv T0 oTTiaBI0 aTOoIXEIO,
Agv UTTOBEIKVUETAI EQV Eival CAPEG.

ZAUAVOT OPYAVWY Yid XPoN o€ cuvUuaouod pe To KIT

To 6pyavo yia xprion o€ cuvOUAGUO WE TO KIT (TT.X. TIPOTUTIA KOTTHG KAl AVATOWIKA avTiypaga) gival To aUVOAO
eCaptnudTtwy tmou BonBoulv 10 uPUTEUNA TO OTTOIa OEV UTTOPOUV VA AVAYVWPIGTOUV WG EPPUTEUCIUG HEPN THG

TTPOBeONG.
MapakdTw gival éva TTapddelypa eTIKETAG yia dpyava:

www.gpigroup.com @
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d : GPI SPA - Via Ragazzi del ‘99, n.13 -30123 Trento (TN) — ITALY
: XXX (art. componente di listino)

Descrizione «descrizione e REF kit padre»
Description: «description and kit root REF»
Materiale - Material: « descrizione estesa materiale » es: poliammide — PA12

] Assamm g :AAAA/MM
@ - Dr. XOOOXXX — Hospital: XXXXX AAAA/XXXXXUN

®AA®DE]%

NON IMPIANTABILE — NOT IMPLANTABLE

12. KAPTA ®OPOY

H kdpta gpgutelpatog TapExetal atrd Tnv GPI o€ EykataoTtdoelg Yyeiag kal ouokeudZetal padi pe 1a mapayoueva
1ATPOTEXVOAOYIKA TTPOIOVTA. Z€ auTO UTTAPXOUV TTEdia TTOU TTPETTEI va CUUTTANPWBOOoUV atmd 1o apuddIo UYEIOVOUIKO

TTPOCWTTIKOG Kal

10iwg ival atrapaitnTo:

e YUuTTANPWOTE TNV KAPTA (TTPACIVA pépn OTNV €IKOVA) HE OAEG TIG TTANPOQYOPIEG TTOU {NTOUVTAI AVATPEXOVTAG
OTO UTTOUVNUG CUUBOAWY TTAPAKATW.
e AwaTe aTov aocBevi TNV KAPTA EPPUTEUPAT

85.6 mm

i

54 mm

/ GPI Spa \/ \

International Implant Card .
DISPOSITIVO MEDICO SU MISURA Kit code

f? Patient name Kit description

@ Implant date
[SN] | AAAA/XXXXX/N

o+ Hospital name

and address GPI Spa
Via Ragazzi del ‘99, 13

38123 Trento (TN)
T 439 0461 381515

F +39 0461 381599
5 A info@gpi.it
gpi@pec.gpi.it

\. i com/batientimplan y\ Cod. EUDAMED: IT-MF-000020127

Keipevo 1rou ouvTtaxenke armoé Tov KaTaoKeuaoTr
Keipevo TTou ouvtayBnke atrd TO UYEIOVOUIKO TTPOCTWTTIKG

KEiEVO FPOEKTUTTWUEVO ATTO TOV KATAOKEUAOTH

GP

www.gpigroup.com @
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OpUAog TWV CUPBOAWYV

N
° III * Ovoua agBevn
@ cu
° Huepounvia euuteuong
o+
° A Ovoua kai d1elBuvaon NG povadag UYEIOVOUIKNG TTEPIBaAWNG

° AieBuvaon 1oTéToTTOU/KWOIKOG QR pe TTANpoPopieg aaBevoug

° KwadIKOG Kal TTEPIYPAPT) TOU IOTPOTEXVOAOYIKOU TTPOIOVTOG
° ApIBu6G O€1pAg TNG 10TPIKNG CUOKEUNG
° M KaTtaokeuaoTAg

O1 ak6AouBeg TTANPOPOPIES TIPETTEI VA TTAPEXOVTAI GTOV AoBEVH aTTO TNV UYEIOVOUIKA povada:

e OTroiadnTmoTte TTPOEIdOTIOINGN, TPOPUAAEN N HETPO Tou TIPETTEl va An@Bei atd Tov acBevr i3 évav
eTTayyeAuaTia uyeiag oe axéon pe auolfaia TapéuBacn o€ eUAoya TTPOPRALWINEG EEWTEPIKEG ETTIOPATEIG,
IATPIKEG £CETAOEIG A TTEPIBAANOVTIKEG OUVONKEG.

e OTroiadnmote TTANPOPOPIa yia TNV avouevopevn weéNiun {wr Twv CUCKEUWV Kal KAOe artrapaitnth
TTapakoAoudnon.

e OmroiadAToTe GAAN TTANPO@OpPIa TTOU OTTOOKOTIEI TN dIATPAAION TNG acPAAOUG XPRoNG TNG CUCKEUAG aTTd
Tov aoBevr], ouutrepIAapBavopévwy TTANPOPOPIWY Yia UAIKA KAl OUCIiEG OTIG OTTOIEG UTTOPEI va eKTEDEI O
aoBevng.

13. KAINIKH MAPAKOAOYOHZH

ZUVIOTWVTAI TTEPIODIKEG ETTIOKEWEIG TTApakoAoUBnong yia Tnv TTapakoAouBnon Tng B€ong kal TNG KAtdoTaong Twv
TIPOCOETIKWY €EAPTNUATWY, KABWG Kal yia Tov €AeyX0 TnG KATAOTOONG Tou oaTou. lMpayuatotroifaTte TePIodIKA
UETEYXEIPNTIKEG QKTIVOYPAPIES VIO VO EXETE wia akpIBA €IKOVA TNG KATAOTAONG QUETWGS META TNV €TTEURACN Kal va
TOVIOETE TUXOV HAKPOTTPOBETua anuadia Kivnong, XaAapdTnTag, KAuWng rf pWYHWY Twv eEapTNUATWV.

MNa va pmopéoel va epapudoel 1o OXEDIO ETITAPNONG KAl ETTOTITEIOG TTOU aTTaITEITAI AT TOV Kavoviopd g EE
2017/745 kai va gyyunBei Tnv do@dAgia TnG ammédoong Twv TTPOoIdvVTwY TnG, N GP | spa atraitei Tn déopeuon Twv
TEAATWV TNG va @POVTI(OUV yIa TN CUAANOYR TTPOEYXEIPNTIKWY OELDOUEVWV KAl LETEYXEIPNTIKI TTapakoAoudnon ,
XPNOILOTTOIWVTAG TUTTOTTOINUEVN POPPA GUANOYNG SEdOUEVWIV.

EidikéTepa, TTPETTE VO ava@épovTal Ta akdAouBa aToixeia:

YTmokeiueviké dedouéva
® TTOU OXETICETAI UE TOV TTOVO, PE KAIMaKa TTOVOU (VAS 0-10) TTou KupaiveTal atrd "xwpig Tovo (0)" - "TTI0 £VvIovog

Tovog (10) "
16
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e aVAPEPBNKE OXETIKA UE TNV TPEXOUOQ TTOIOTNTA (WG € GUYKPION WE TTPIV aTTO TNV EuPUTEUCN TNG TTPOBEONG

AVTIKEIUEVIKG AV
Aedopéva atrd Aueoeg LETPAOEIG TOU EUPOUG Kivnong TG apBpwang TTou UTTORARBNKE O¢ ETTAVOPOWTIKA XEIPOUPYIKA
BepaTreia kaTtaypAaenKav o€ XINOOTA TOU pEYIoTOU avoiypaTog TG apBpwong.

Ta amroteAéopata TTPETTEl va GUAAEyovTal 0€ KGBE pecodIACTNUO TTOPAKOAOUBNONG TTEPITTOU YIa TOuG aKOAOUBOUG
XpOvoug delypatoAnyiag:
- AQUECN LETEYXEIPNTIKN
- 7/10 nuépeg
- lpAva_
- 3pnveg
- 6unveg
- 1xpoévo
- Mia @opd 10 XpbVvo yia Ta ETTOPEVA XPOVIA

H oulhoyn kAivikwv dedouévwy gival atmmapaitntn yia tnv aglohdynon tng amédoong tng TpdBeang Kal Twv
ETMTITWOEWY OTOV 000eVH OTTWG N peiwaon Tou TTévou, N BeATIWoN Twv AsITOUpyIWY Kal N TToioTnTa {WHGS Tou aoBevolg.

17
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14. PHTPA EITYHZHZ KATA NIGANHZ EYOYNHZ

O1 0dnyieg TTOU TTEPIYPAPOVTAI TTAPATIAVW EXOUV €TTIKUPWOEI ammd Tnv GPI SPA wg akpIBAG TTepypa®n g
TTPOETOINACIAG HIAG IATPIKAG CUCKEUNG VIO XProN o€ évav udvo acBevr).

Eumittel otn o@aipa euBuvng Tou @opéa TTou eival uTTEUBUVOG yia Tn Bepatreia va eTaAnBeuael 611 n idia n
Bepartreia,

EKTEAEITAI pe XpAon Tou €EOTTAIOUOU, TwWV UAIKWV Kal TOU TTPOCWTTIKOU TTou gival JIaB€0ipno OTIG KOTAAANAEG
EYKATAOTAOEIG, ETTITUYXAVEI

TO €MBUUNTO ATTOTEAET Q.

AuTé ouvhBwg atraiTei eTTIKUpWON Kal KUKAIKG £Aeyxo Tng diadikaaciag AsiToupyiag.

O1 diadikacieg kabBapiopoU, atmoAUpavong Kol OaTTOOTEIPWONG TTPETTEI VA eKTEAOUVTAI Kal va KaTtaypd@ovTal
oUpQWVA pE Ta IoXUOVTA TTPWTOKOAAO 0Th doun TTou ival UTTEUBUVN yia TIG TTPOaVAPEPBEITES EPYATiEG.
OTro100n1TOTE ATTOKAION OTTO TOV XEIPIOTA TNG BepaTTEiag atrd TIg TTAPEXOUEVESG 0ONYiES TTPETTEI va agloAoyeiTal Kal va
KOTAYPAPETAI OE OXEON WE TNV ATTOTEAECUATIKOTNTA KAl TIG TTIOAVEG ApVNTIKES KAl DUCUEVEIG CUVETTEIEG.

15. AIANOMEAZ

FA THN EAAAAA:

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

Mapouol, 15123

T +30 6974854420

info@ihso.gr

www.ihso.gr

A 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

Kwdikdég EUDAMED: IT-MF-000020127

ApiBudg pntpwou Bdon dedopévwv KOTOOKEUOOTWY EEATOUIKEUUEVWYV IATPOTEXVOAOYIKWY TTPOIOVIWY TOU
YTtroupyeiou Yyeiag: ITCA01050530
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