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1. MPOEIAOMNOIHZEIZ

O1 TpocidoTroinoelg TTPocdlopifovTal pe Evav TTPOOJEUTIKO KwdIKO N Kal ditrAa Tou euavideral To Rid
OTToU Rid TTpOCdIopiCel Tov Kivduvo TTOU dagloAoyeital oTnv avaAuon Kivouvou . AkoAouBroTe Tig
TIPOEIDOTTOINCEIG VIO ACQAAR XPAON TG TTPOCAPHOOUEVNG OUOKEUNAG
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Ma KAGBe TUTTO ava@opdg OXETIKA Ue TTPOIOVTA GP |, OTEIATE Eva email 0TNV aKkOAouBn
d1eUBuvaon email: segnalazionidm@pec.gpi.it

Ta TpooBeTIKA e€apTrnaTa Kal Ta GET opydvwy TTapéxovial MH AMOZTEIPQTA kai
arraitolv TpoaBeTn dladikacia KabapIopoU Kal aTTooTEIpWaOnG TrPIV aTrd TV
eupuTEUON.

Xpnoiuotroleite udvo OYAETEPA KAI ANTIBAKTHPIAIKA ANOPPYTIANTIKA yia
€pyacieg KaBapIopoU OTIG CUOKEUEG TTOU TTAPAYOVTal aTTO TNV GPI SPA

Mn XpnoIuoTTOIEITE TTPOIOVTA ATTO KATEOTPAUUEVES ) AVOIYUEVEG CUOKEUOAODIEG.

AKOAOUBAOTE TTPOCEKTIKA TN BIAdIKACIQ ATTOCTEIPWONG TTOU UTTOBEIKVUETAI YIa KAOE
TUTTO UAIKOU

Mpooé€Te va unv aTToO0TEIPWOETE pe aTud e€apTAuaTa TToAuaiBuAeviou (UHMWPE).

Ma wa Teparépw d1adIkaoia €K VEOU ATTOOTEIPWONG EVOG CUCTATIKOU TNG TTPOBECNG,
avaTpéEte atnv TTapdaypa@o EMANAZTEIPQXH auTtoU Tou evnuePWTIKOU QUAAaDIoU.
MNa va eEaoc@alioTei N ac@AAEIQ KOl N OTTOTEAECUATIKOTATA TNG Trapéufaong, n
EUPUTEUON TNG TTPOBETNG Ogv TTPETTEI VA OUVOUAOTED e TTPOBETEIG AAANG TTPOEAEUONG
€KTOG €AV AUTOS 0 OUVOUAOUOG £xEl avaAuBei oTn @don Tou axedlaguou.
Ta e€aptiuaTa Tng TTPABeong IA éxouv oxediaoTei yia va Taipidlouv povadikd oTnv
avatopia Tou aoBevolg KAl OTA  TTPOEYXEIPNTIKA OXEDIA TOU  E€UPUTEUOUEVOU
XEIPOUPYOU, XPNOILOTTIOIWVTAG éva avaoTouk® HOVTEAO OOTOU TTOU TTOPAYETAl ATTO
afovikr) Topoypa@ia Tou acBevoug. AuTd Ta TTPOEYXEIPNTIKG ax£DIa TTEpIAaUBAvouV Tn
onuioupyia TNG €mBupNTAG PUBWIONG OTOV ACBEVH TTPIV ATTO TNV AEOVIKH TOpOoyPaQia N
OTO pOVTEAO OOTOU HETA TNV TTapaywyr Tou. Eival TToAU onuavTiké o Xeipoupyodg va
avatrapdyel pe akpiBeia 1o ox€dio puBbuiong Tou aoBevoug Kal TUXOV QVATOWIKO
TTEPIYPAUUO KATA TN OTIYUN TNG ELPUTEUCNG TTPOKEILEVOU VA ETTITEUXOEI N ETTIOIWKOUEVN
TOTTOBETNON TWV £€APTNUATWY TNG TTPOCOECNC.
MNa va JiIao@alioTel N ao@AAEId KAl N ATTOTEAEOUOTIKOTNTO TNG €méuRaong, n
TotroBéTnon Tng mPobeong IA dev amaitei Tn Xprion ooTikoU Toiuéviou R AAAwv
TTANPWTIKWY TTAPAYOVTWV
Ta eCaptrpaTa TNG apBpIkAg TTPOBeaNG TTpoopilovTal yia ENPUTEUCH O GET apoifaiag
euyapwpaTog .
MNa va €Eao@aAIOTEl N ao@AAEId KAl N ATTOTEAEOUOTIKOTNTO TnNG emépaong, n
ToTroB£TNGN TNG TTPOCBeong IA dev atraitei TN XpAon €€apTNUATWY TTOU TTAPEXOVTAI
atrd AAAOUG KOTAOKEUAOTEG (UE EEaipean TIG BideEG OTEPEWONG)
Ta eCaptApata TNG TTPOCHEONG TTEPIEXOUV ETTIPAVEIEG APOPWOEWY TTOU WUTTOPE va
KOATAaoTPa@OUV O€ TTEPITITWAN AavBacuévou XeIpIouou.
o OmoiadATmote BAAPRN O€ QUTEG TIG ETTIQAVEIEG UTTOPET VA ETTNPEACEI TN
HaKPOTTPGBeaUN aTTddoan TNG TTPOBeaNG.
o  ATTOQUVYETE TNV £TTAPN KE TIG ETTIPAVEIEG TWV apuwv 600 To duvaTdv
TTEPIOTOTEPO.
o Ta efaptiuara Tng odovTooTolxiag TTPETTEl va XeEIpiovTal povo pE
auBAeia, Acia em@dvela epyaleia yia va atropeuxdei n ¢nuid.
o Aev Trpétel va xpnolpotrolouvTal epyaAcia pe dOvTIA, 0SOVTWOEIS 1
QIXUNPES AKPEG.
To poVTEAO TWV OO TWYV TTOPOUCIAEl XOPAKTNPIOTIKG EUBPAUCTOTNTAG. XEIPIOTEITE UE
TTPOCOXH.
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O Xe1poupydg TTPETTEI VA Eival EEOIKEIWUEVOG LE TNV EQAPUOYH TOU XEIPOUPYIKOU KIT
TPV atrd Tn XpAHoN.

O mrapexopevog eEOTTAICUOG OEV TIPETTEI TTOTE VA XPNOILOTIOIEITAI YIO TNV EKTEAEDN
EPYOAOIWV YIA TIG OTTOIEG OeV £xel oxedIaaTei €10IKd. H akaTdAANAN xprion evog opydvou
UTTOPEI va TTPOKAAETEI OXI uOVO BAGRN aTO 6pyavo aAAG Kal Tpauua GTovV
aoBevn/XeIpIoTh

ATTOQUYETE TNV ATTOBNKEUCT A TN LETAPOPA EPYAALIWV O€ ETTAQN LETAEU TOUG KABWG
UTTOPEi va TTpoKANBEi {nuid.

Mnv XPNOIUOTTOIEITE KATECTPAUUEVA EPYAAEiQ.

Ta kaTeoTpauuéEva Opyava TTPETTEI VA avTIKABIoTavTal TTPIV Ta XPNOIUOTIOINCETE .
Mnv €TTIXEIPACETE VA ICIWCETE ] VO TPOTTOTTOINCETE EpyaAcia A eapTAUATA KIT
TIPOCOETIKWY KaBWG auTd UTTopEi va BE€ael o€ KivOuvo Tnv avtoxr] Tou idiou Kal va
00nynRoouv o€ ETTAKOAOUBDEG aaTOXIEG I TPAUUATIONOUG

Mpiv o116 TNV gppUTEUCN TNG TTPOCBEONG, EAEYETE PUOIKA TNV AKEPAIOTNTA TNG
TPoBeong  oUPHOPPWONG Kal aEIpIakou apiBupou. O oeipiakog aplBudg eival o
ap1Budg ava@opdg TTou CUVOEETAI LE TNV IATPIK CUVTAYR Kail TN dRAwWoN
OUpHOPPWONG Kal EAEYXETAI LE LETAEOTUTTION OTO EEAPTNA OTTOU TO ETTITPETTOUV Ol
diaoTdoeig, dedopéva TTou TauToTroloUv Tov acBevr). EAEyETE TNV akpIn avTioTolxia Tou
OEIPIAKOU apIBuoU TTou oUVOEETaI e TOV aaBevr) aTn OAAWGCT, TNV ETIKETA KAI TNV
TTPOCOECN, TTPIV TTPOXWPNOETE TNV TTPOCOETIKN EuPUTEUOT).

O yIaTpAg ivar uTTEUBUVOG YIa TNV EVNUEPWOT TWV OCOEVWV TXETIKA LE TOUG
TTEPIOPICUOUG TNG EUPUTEUONG TNG TTPOCBEONG IA. Aedouévou OTI TTPOKEITAI yia
TIPOCAPUOCUEVEG TTPOBETEIG, Ta OpIa AUTA dIaPEPOUV avaloya ue TNV TTpOabeon Kal
Tov a0Bevr) Kal gival euBuvn Tou AITOUVTOG yIaTPoU.

O yIaTpOG UTTOXPEOUTAI VA EVNUEPWVEI TOV A0BeVT yia TNV TTIBavA aAANAETTIOpacn TTou
TIPOKUTITEI OTTO TNV €KBEDT O€ NAEKTPOLAYVNTIKA TTEDIA ) padIOCUXVOTNTEG

H agovikn potrr] yia To o@i€iuo Twv BIdWYV 2,7 mm dev TTPETTEl va UTTEPRaivel Ta 576
N*mm

BeBaiwBeite 0TI 01 COKOUAEG €ival ABIKTEG KAl TO €GOPTANATA €ival CWOTA
OUOKEUOOPEVA KAl TOTTOBETNUEVA CWOTA HECA OTA CUCTAULATA ATTOCTEIPWONG YIA VO
ATTOQUYETE TOV KivOUVO va OTTACEI N OOKOUAQ.



2. NPOBAENOMENH XPHZH

2.1 Kit opydvwyv

To KIT opydvwy TTOU avaTITUXOnKe Kal TTapAxon pepovwuéva A g€ ouvouaoud pE EPPUTEUUATA VIO avaddunon
apBpwocwv (IA) 1 ooteoouvBean (IOST) amroTeAsiTal amd TTPOTUTIA KOTING Kai/fi OIATPNONG KOl AVOTOUIKA
avTiypaga.

Ta TPOTUTTO KOTTAG Kal dIATPNONG €ival €10IK& KOTOOKEUAOUEVA, ETTEURATIKA, piag Xpriong, XElipoupyikou TUTTou
IATPIKEG CUOKEUEG TTOU TTPOOPICOVTal YIa TIPOCWPIVE XPRoN.

Ta ekpayeia Kot g-01dTpNONG TTPOOPICoVTal yIa XPAON Yia O0TIKA eKTOuR Kal dIdTpnon TTou gival amrapaitnTn yia
XEIPOUPYIKI ATTOKATAOTACNG TNG dpOpwang r 00TEooUVOEDNG I YEVIKA Yia 0pBOTTESIKN XEIPOUPYIKT).

Ta avatoukd avtiypaga eival 10TPIKEG OUCKEUEG MIOG XProNG TTOU KATAoKeuddovTal KATA TTapayyeAia TTou
XPNOILOTTOIOUVTAI VIO XEIPOUPYIKO OXEDIATUO.

Ta TrpdéTuTTa KOTTAG-OIATPNONG UTTOPOUV Va gival KATOOKEUaopéva atmd TiTavio Tied rp mmoAuauidio 3 dAAo
Bloouppatd UAIkd TTou avayvwpileTal wg TEAeUTaiag TexvoAoyiag péow Tng TEXVoAoyiag TTPOCOETNG KATAOKEUNG
(TpIod1doTaTn EKTUTTWON) 1) AAeONG CNC.

Ta avatoukd avtiypaga eival KATOOKEUAOUEVA OTTO  TTOAUOUIBIO  XPNOIHOTTOIWVTAG TexVoAoyia Additive
Manufacturing (3D printing).

Autd Ta 6pyava KataokeuadovTal aTTOKAEIOTIKA yia Tov agBevr| kal Bacifovral OTn GUYKEKPIUEVN CUVTAYH TTOU
ouvTaooeTal atrd OTToI00ATTOTE ATOO ££0UCIOBOTNUEVO ATTO TNV €OVIKN VOpoBEeaia SUVANEI TWV TTPOCWTTIKWY TOU
TIPOCOVTWY, TO OTTOI0 UTTOBEIKVUEI, UTTO TNV €UBUVN auToU TOU aTOUOU, Ta €I0IKA XAPAKTNPIOTIKE TOU oxediou.

H xeipoupyikn €méupBacn TTou TTEPIAAUBAVEI TN XPAON QUTWY TWV OPYAVWY TTPETTEI VA EKTEAEITAI aTTO 1ATPIKO Kal
VOONAEUTIKO TTPOCWTTIKO TTPONYOUUEVWS  EKTTAIOEUMEVO Kal €EEIOIKEUUEVO OTIC OPBOTTEDIKEG XEIPOUPYIKES
ETTEURATEIG yIa TNV avadounon TNG ev Adyw apBpwang o€ XEIpoupyeia eEOTTAICUEVA VI TO GKOTTO QUTO.

2.2 MMposIdOTToINCEIG ) ATTOKAEICHOI.

Ta épyava TTou TTEPIYPAPOVTAI TTAPATIAVW £XOUV €I0IKA OXEDIAOTIKA XAPOKTNPIOTIKG TTOU TTAPEXOVTAIl LE EUBUVN
TOU aITouvTog latpou o oTToiog gival e€ouaiodoTnuévog atrd TNV €BVIKN vopoBeaia AOyw Twv £TTAYYEARATIKWV TOU
TTPOCOVTWV.

Ta 6pyava TTou TTEPIYPA@OVTAl TTAPATTAVW, AOYW TWV EEATOUIKEUUEVWV XAPAKTNPIOTIKWY TOUG KaI TWV UAIKWYV TTOU
XPNOILOTToIoUVTal, TTPOOPI(OVTAl YIO HOVADIKA KAl ATTOKAEICTIKA Xprion a1rd Tov acBevi.

3. ANTENAEIZEIZ KAl METPA NMPO®YAA=HZ

H xprion Tou €I18IKoU KIT opydvwyv yia Tov acBevh TTPETTEl va afloAOYEITAI TTPOOEKTIKA €AV 0 A0BeVAG £XEl pia n
TTEPIOTOTEPEG ATTO TIG AKOAOUBEG KOTOOTACEIG:
e AcOgveig pe KaTaoTAOEIG /) AOBEVEIEG TTOU ETTNPEACOUV TNV OOTIKI Avayvwpion opdcnuo.
e OTroiadnmote evepyr) pOAUVON TNG XEIPOUPYIKAG TTEPIOXHG OTTOU Ba yivel TO XEIPOUPYEIO aTTOTEAEI
avTEVOEIEN yia odnyoug KOTTAG-0IATPNoNG.



4. KANONIZTIKEZ AMAITHZEIZ

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

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

EN

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

2020
UNI EN I1SO 14630:2013

UNI EN I1SO 21534:2009
UNI EN ISO 10993-1:2021
UNI EN I1SO 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 ISO 14937:2009

UNI EN ISO 17664-1:2021

Reg EU 1aTpOTEXVOAOYIKO TTPOIGV

>uaThuata dlaxeipiong ToIdTNTag — BaCIKES apxEG Kal AeEIAOYIO
laTpikéG TUOKEUEG — ZuaThpaTta dlaxeipiong ToIdTNTAG — ATTAITHCEIS yid
PUBUIOTIKOUG OKOTTOUG

laTpikég ouoKeUEG - EQappoyr) dlaxeipiong KivdUvou o€
IATPOTEXVOAOYIKE TTPOIOVTO

KAvikA Aigpetvnon laTpikwy Zuokeuwy yia AvBpwTTiva YTTOKEipeva -
Op6n KAIviKA MpakTIKNA

Opyava yia XpAaon o€ GuvOUaouo UE W EVEPYA XEIPOUPYIKA
EUPUTEULOTA - VEVIKEG ATTAITACEIG

laTpIkEG OUOKEUEG - Eapuoyn TG LNXAVIKAG XPNOTIKOTNTAG O€ IATPIKEG
OUOKEUEG

Mn evepyd XEIPOUPYIKA ELPUTEUUATA - YEVIKEG ATTAITACEIG

Mn evepyd XEIPOUPYIKA EUPUTEUUATA - EIBIKEG ATTAITHOEIG

BioAoyikr] afloAdynan 1IaTpOTEXVOAOYIKWYV TTPOIOVTWV

XeIPoupyIKE epQUTEUUATA - LETAAAIKG UAIKG - p€POG 3: KpAua TITaviou
6-aAoupuviou 4-Bavadiou

Xelpoupyikd epuTelpata: nEPog 2 NMoAuaiBuAévio eEaipeTikd uywnAou
poplakou Bépoug

Epoputeupata yia xeipoupyikA eméppaon — MetaAAiké uAkd — Mépog 4:
Kpdua xUTteuong koBaATiou-xpwpiou-poAupdaiviou

laTpIKEG CUOKEUEG - ZUMPBOAA TTOU XPNOILOTIOIOUVTAIl O€ ETIKETEG
IATPOTEXVOAOYIKWY TTPOIOVTWY, ETTICAHUAVON KAl TTANPOQPOPIES TTOU
TTPETTEI va TTapéxovTal - Mépog 1: MevIKEC ATTAITACEIG

Tutmikn TTpodIaypa@n yia TTOAUpEPT TTOAUAIBEPpaIBEPKETOVNG (PEEK) yia
XEIPOUPYIKEG EPAPHUOYEG ELPUTEURATWV

ATtrooTeipwaon TTPOIGVTWY UYEIOVOUIKAG TTEPIBAAYWNG - Yypr BepudTtnTa -
Mépog 1: ATTaITAOEIG YIO avATITUEN, ETTIKUPWON Kal EAEYX0 pouTivag

ATTOOTEIPWON TTPOIGVTWY UYEIOVOUIKNG TTEPIBaAYWNG - [EVIKEG aTTAITAOEIG
yid TOV XOAPOKTNPEIOWO €VOG TTapdyovTa ATTooTEIPWOoNG Kal yIa TNV
avdamTugn, €mKUpwon Kal ouoTUaTIKG €Aeyxo wag dladikaaiag
ATTOOTEIPWONG YIA IATPOTEXVOAOYIKA TTPOIOVTA

2uokeuaaoia TTPOIGVTWV UYEIOVOUIKAG TTEPIBaAYNG - MAnpogopicg TTou
TPETTEL VO TTAPEXOVTAl OTTO TOV KOTAOKEUOOTH IATPOTEXVOAOYIKWY
TTPOIOVTWY YIO TN CUCKEUACIA I0TPOTEXVOAOYIKWY TTPOIOVTWY - MEpog 1:
Kpiolpeg Kal NUIKPIoILEG CUOKEUEG



5. YAIKA

OMa 1o TTPOOOETIKA UAIKA CUPHOPPUWVOVTAI PE TA UTTOBEIKVUOUEVA TTPOTUTTIA XEIPOUPYIKAG TTPOCBETIKAG UNI
ISO/ASTM.

e KPAua TITAviou, TTPOTUTTO ISO 5832-3/ASTM F136, Kpdua: Ti-6Al-4V ELI

Kpaua koBaATiou-xpwuiou-poAudaiviou: TpdTuTro I1SO 5832-4/ASTM F75, Kpdua: Co-28Cr-6Mo

TTOAUQIBUAEVIO £EQIPETIKA UWNAOU popiakou BApoug, ISO 5834 -2/ASTM F648, UHMWPE GUR 1050 TUTTOU 2

TToAUQIBEPaIBEPKETOVN (PEEK), UAIKO pe TTIGTOTTOINGN TTPOEAEUONG ISO 10993-1 Invibio OptimaTM

TToAuauidIo PA12, UANIKO TTICTOTTOINUEVO KATA TTPOEAEUON I1SO 10993-1

2nueiwon: O1 Bideg oTepéwang TTPOaBETIKOU TUTTOU TUTTIKOU TUTTOU, ATTO KPAuA TITaviou Ti6AlI4V, oXeDIAOUEVEGS VIO
XPAON OTN OTEPEWON TTPOCOETIKWY, TTOU aVAYVWRICTNKAV ATTO TOV XEIPOUPYO OTO apXIKO 0TAdIO TOU aXedIGoUOU,

Oev TTAPEXOVTAI UE TO KIT TIPOCBETIKAG.

O1 AeTrTOopéPEIEG TWV UAIKWYV 0UVBEDNG TOU KIT TTPOCBETIKAG avagépovTal oTn ONAWCN CUUUOPPWONG.

5.1. Zuvlnkeg amroBnKeUo NG UAIKWV

To KIT TTPOCOETIKAG TTPETTEI VO QUAACOETAI 0 KaBapd, ateyvo TTEPIBAANOV Kal TTPETTEI VA TTPOCTATEUETAI ATTO TO
NAIGKG QWG KAl TIG AKPAiEG BEPPOKPATIEG.

5.2. A1d0gon UAIKWV

H améppiyn Twv a@aipoUuevwy UAIKWY, CUUTTEPIAGUBAVOUEVWV TWY OpYAvwY, TTPETTEI VA TTPAYUATOTIOIEITAI
oUp@WVa HE TO TTIPOTUTTO YIa EIBIKA XEIPOUPYIKA aTTORANTA, TTOU XPNCIUOTTOIOUVTAI O€ XEIPOUPYEIa .

6. TMPO®YAAZEIZ

Eival eubuvn Tou X€ipoupyou TTou XPNOIUOTIOIEI AUTO TO TTPOIOV va agIoAOYATEl TNV KAIVIKH Kal IATPIKA KATAGTACN
Tou a0BevoUg yvwpilel OAEG TIG TITUXEG TWV BIAdIKACIWY €UPUTEUCNG Kal TIG TNOAVEG ETTITTAOKEG TTOU UTTOPET va
TTPOKUWOUV Yyia KABe Ouykekpiuévn TTEPITTTWON. Ta aTTOTEAEOUATA TNG XEIPOUPYIKAG E€TTEUPAONG WTTOPED va
emMOEIVWOOUV pe TRV TTAPOBO TOU XPOVOU KAl VO pnv avtatrokpivovTal TTAéov OTIG TTIpoodOKiEG Tou aoBevoug 1 Tou
Xelpoupyou. Etmopévwg, Ba mpétrel va An@Bolv uttown TuXOV TTPOCOETEG 1 EVAANAKTIKEG BIOBIKATIEG TTOU TTPETTEI
va Trpaypatorroinfolv. H avaBewpnTikA eTEURAON Ep@UTEURATWY OEV Eival aoUVABIOTN, ETTOREVWG O XEIPOUPYOG
Ba TTPETTElI VA TTPAYUOTOTTIOINCE! WG TIPOCEKTIKN KAIVIKF] avaAucn KivOUVou-oQEAOUG YyIa va ETTITUXEI TO KOAUTEPO
UAKPOTTPOBET O ATTOTEAECUA VIO TOV A0BEVN.

O aoBevig TpETTEl va evNUEPWOET yIa TOUG TTEPIOPICOUG TNG AVOKATATKEURS KAl TNV AVAYKN GTTOQUYAS ¢OPTWONG
TOU €UPUTEUNATOG LE UTTEPRBOAIKA QOPTIa PEXPI VA ETTITEUXBET ETTAPKEG ETTITTESO OTEPEWONG KAl ETTOUAWONG.



Eival euBuvn Tou Xeipoupyou va €EOIKEIWOET pE TIG XEIPOUPYIKEG TEXVIKEG EUPUTEUONG AUTWV TWV CUCKEUWV PETW
HEAETNG OXETIKWYV dNpooieloewy, dIaBOUAEUONG HE EUTTEIPOUG OUVEPYATEG Kal EKTTAI®EUCONG OTIG BIABIKATIEG TTOU
I0XU0UV YIa TN CUYKEKPIUEVN TTPOBEan .

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 XPNOIHOTTIOIEITAI yIa TIG TIPOBETEIG Oev eival £€va aTrd Ta UAIKG TTou BewpouvTal eTTIKiVOUva r
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 KaIl TNG TTAPEUBOAAS N
TTAPAUOPPWONG CHLATOG KOVTA OTA £EAPTHATA.

H Bepuikny emmaywyr) LETAANIKWY epu@UTEURATWY gival évag KivOUVOg TTou £6aPpTATAI OTTO TN YEWWUETPIA KAl TO UAIKO
TWV £LAPTNUATWY, KABWG Kal aTTO TITUXEG HAYVNTIKAG TOPOYPAQIag Kal padloouXVOTHTWY, OTTWG N 10XUG, N dIdpKEIa
Kal n aAMnAouxia ToAuwv. Emeid o eEommAIondg payvnTtikAg Topoypagiag f padloouxvoTATwy Otv gival
TUTTOTTOINKEVOG, N 0OoRaPOTNTA AUTWY Twv TPORANUATWY Kal n TMeavéTnTa va €u@avioTolv pe autd TO
EUQUTEUNATA Eival AyVWOTaA.

H ac@dAsia kal n oupBaTétnTa QUTWVY TWV EUPUTEUUATWY € TTEPIBAAAOVTA MRI Kal padIoguXVOTHTWY OEV E€XOUV
aglohoynBei. Acv éxouv die€axBei dokIuéG OxeTIKA pe TN BEpuavon 1 TN LETAVACTEUCT QUTWY TWV CUCTNUATWY O€
autd Ta TTepIfdAAovTa. ETTeidr) auTég ol CUOKEUEG OV EXouv eAeyxBei, N GPI dev utTopei va KAvel CUCTACEIG OXETIKA
HE TN XPNON ATTEIKOVIONG payvNTIKOU CUVTOVIOROU PE QUTA Ta ep@UTELNATA i padloouxvoTnTag £ite Goov apopd
Béuata ao@dAciag €ite TNV akpifela Twv eikOvwy. Opiouéva eEaptriparta ival TTadnNTIKEG LETOANIKEG CUOKEUEG Kal
YEVIKG UTTApXEl N TBavoTnTa apoifaiag mapepBoAng pe opiouéveg neBodoug aTTeEIKOVIoNG, CUUTTEPIAGBavVOUEVNG
NG TTAPAUdPPWONG TNG EIKGVAG OTN LayVNTIKI) TOUOoYpa®ia Kal TNG okEDAaNG akTivwy X aTnV afovikr Topoypagia.

7. AYZMENEZ ENINTQZEIZ ZTHN YIEIA THZ ZYZKEYHZ

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

H ep@avion wag emTAOKAG UTTOpEi va oxeTiCeTal i va €TTNPEAZETAI ATTO TO TIPONYOUUEVO XEIPOUPYIKO ICTOPIKO TOU
ao0BevoUg | atrd TTPONYOUUEVES IATPIKEG KATAOTATEIG.

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

. MoAuvon
. Xpoviog ) eravalapBavopevog TToévog Kai/r oidnua
. ATTWAEId NG KIVNTIKOTNTAG Twv apbpwoewv Adyw Tng avamTuéng ouppuoewv (ouAwdng 10TOG),

ETEPOTOTTIKOU 00TOU | AyKUAWGONG
. E&apOpnua Twv e€apTnuaTWy TNG TPABEONG

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

. Aidtpnon A didotraon Twv yUpw I0TWV

. AvTidpaaon £évou owpaTog ] aAAEPYIKN avTidpaon GTa CUCTATIKA ThG TTPOoBeaNg
. MNa TMU:

e OJovVTIKI avwuaAia TToU aTraITel TTpocapuoyr dayKwuaTtog, opBodOVTIKA ) ETTAVEYXEIPNON

e Amoppognon A didRpwan Tou BAevvoeidoug BéBpou ) TG KATW yvabou

e [lpoBAfuata autiwwv, cuutrepidapfavouévng NG QAEYHovAg Kai/fp dIdTpnong Tou eEwTEPIKOU
QKOUOTIKOU TTOPOU, AOIMWEEIC Tou péoou R €0w auTiou, SIATPNON TOU TUMTTAVOU, HOVIUN ATTWAELIN
KOG, KoudouvIoua oTa auTId Kal TTPOPRARHATA I00PPOTTIOG A EUCTAXIAVAG TAATTIVYAG

e AucAsiToupyia Tou VEUPOU TOU TTPOCWTTOU

AMEG ETTITTAOKEG UTTOPET VA EPPAVIOTOUV OTTWG:
. MeTeyxeipnTIKOG TTOVOG, 0idNua, MWAWTTEG, MUIKOG OTTaoudg TG yvabou A OXNUATIOUOG
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AILATWUOTOG
. Mep1@epIkéG veupoTTaBEIEG
. ApVNTIKEG ETITITWOEIG TNV €TEPOTTAEUPN ApBpwan 6Tav n TTPdBean TOTTOBETEITAI LOVOTTAEUPQ



8. AIAAIKAZIA AMOZTEIPQZHZ

A OAa 1o 10TPOTEXVOAOYIKA TrPpOiOVTa TTOU Trapéxovral omdé Tnv GPl SPA ocuokeud{ovral O€
ouokeuacia "MH AMOZTEIPQMENH".

O1 ouoKeUEG TTOU TTAPAyoVvTal aTTo TNV GPI SPA, uéow Tng d1adikaaiag eTTIAEKTIKI G aUVTNENG A&ICEp OKOVWV TITaviou,
KOBOATIOU Xpwpiou Kal TTOAUQuIBiOU Kal Ol CUCKEUEG TTOU TTapdyovTtal atrd TV GPI SPA péow Tng diadikaaiag
dAeong TToAuaiBuAeviou uPNARG TTUKVOTNTAG Kal PEEK Ba KATaoTpa@ouv pe Tn XPron ammoppuUTTaVTIKWY UWNARG
TIUKVOTNTOG. pe Pdon TOo 080, emopévwg xpnoluotroleite pévo OYAETEPA KAI ANTIBAKTHPIAIKA
AMNOPPYTIANTIKA.

A O1 1aTpIkég ouokeuég GPI SPA Trapéxovtal oe MH AIMOZXITEIPEZ ouvBnkeg, emopévwg, yia va
dlao@alioTei n aoc@aAng KAIVIKR XPAoN, CUVIGTATAI va dKOAOUBEITE TRV KaBOPIoHEVN OEIpd:

a) apxikn Beparreia oTo onueio xpRong:

®  OQaIPEATE TNV EEWTEPIKA OCUOKEUATia atrd XapTOVI TTOU XPNOIUOTIOIEITAI YIO TNV ATTOOTOANR
o  [BydATe TO EOWTEPIKO KOUTI pe TO AoydTUTTO GPI

b) TpoETOINACIO TTPIV OTTO TOV KABAPIOHO.

aAQAIPEDTE TA TTPOIOGVTA OTTO TNV ECWTEPIKA CUOKEUATia-

ATTOOUVAPUOAOYAOTE TO 1IATPOTEXVOAOYIKS TTPOIGV OTaA £EAPTHLATA TOU,

€€eTAOTE TNV KAAN KATAGTACT) TOU TTPOIOVTOG.

ENéyéte Om dev umdpyouv  ummoAsippata  eme€epyaciag/okdévng  kal  €Av UTTAPXOUV,
KaBapioTe/EeUTTAOKAPETE/TTAUVETE TIG TPUTTEG TTPIV TNV ATTOOTEIPWON.

c) kKaBapiopdg Kal atroAupavon-

MAOvETE YeIPOKiVNTO 1 WUNXOVIKG pE ATTIO OUBETEPO ATTOPPUTTAVTIKO (aTTOAUTWG un O&ivo) kai (eoTd vepod,
akoAouBwvTag TIG 0dnyie¢ XPrAONG TOU KOTOOKEUOOTA TOU OTTOPPUTTAVTIKOU. ATTOQUYETE Tn Xprion Tou
ATTOPPUTTAVTIKOU 0€ AKPAiEG OUYKEVTPWOEIS. EviupaTik@ KaBapIoTIKG pe oudETEPO pH Kal {e0TO vePO UTTOPOUV VA
XPNo1uoTroinBouyv yia va dIEUKOAUVOUV Tov KaBapIopd. YTTOKEITAI O€ ETTIKUPWREVN SIadIKATIA TTOU CUUUOPPWVETAI
UE TA TTPOTUTTA TNG OEIPAG I1SO 15883.

A Agv ocuviotdtal n XpRon TOAU OAKOAIKWY OTTOPPUTTAVTIKWY (pH 2 12). Amo@Uyete TNV
TaparteTapévn €kBeon og 68Iva 1 aAKaAIKA SiaAUpaTa Kal S1aAULATA TTOU TTEPIEXOUV XAWPISIa, Bpwuidia R
1wdio .

MeTd 10 TTAUOILO, EETTAUVETE KOAG pE KOBAPO, ATTIOVIOUEVO 1] ATTECTAYUEVO VEPO.

d) gnpavon;

2TEYVWOTE TTARPWG TIPIV TV ATTOOTEIPWON KE ATTOPPOPNTIKO UQaopa pue XaunAf atreAeuBépwon cwpaTidiwy A pe
Brounyaviké oTeyvWTAPIO i} O VIOUAATTI OTEYVWUATOG.

e) €mBewpnon KAl CUVTAPNON:

Katrd tov kabapiopd, €mBOewproTe TNV ATTOUCIa OPATWYV UTTOAEILUATWY, €I0IKA OTIG AlyOTEPO TTPOCRACIUES
TTEPIOXEG. EAEYETE TTPOCEKTIKA Ta €€OPTAMATA TNG TTPOCHECNG Kal/r Ta OXETIKA Opyava yia va BeRaiwbeite 611 dev
€xouv uttooTei {nuid, divovTag 181aiTeEpn TTPOCOXT OTIG TTEPIOXEG TWV CUCKEUWV OTA KIVOUpEVA i} aAANAEVOETA péPN.
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Mn xpnoipotroieite TTPooBeTIKG eEapTtrinata i epyaleia TTou €xouv uTToOTEl {NUIA. Z€ AUTAV TNV TTEPITITWON,
EVNUEPWOTE AUEOWG TOV KATAOKEUAOTH , 0 XPNOoTNG &eV TTPETTEI VO TTPAYUOTOTTOIACEI EPYATieG OUVTAPNONG fi/Kal
ATTOKATAOTACNG.

f) ouokeuvaoia?

Ta TTpOCBETIKG £€apTrAMATA KAI/F) TO OXETIKA Opyava TTPETTEI VA ETTAVACUOKEUAZovTal KATAAANAQ GTO VOGOKOUEIO.
Mpoopifovtal yia atmooTeipwon o€ dITTAOUG BUAaKEG oUupwva pe TN pEBodo atooTeipwaong yia Ta didgopa
TTPoIOVTA. AUTO TO SBS TTPETTEI va €XEI ETTIKUPWOET yia va atrodeiel TNV IKAVOTNTA TTAPOXKG ETTAPKOUG WIKPOBIaKOU

@payuou.

g) amooTEipwon;

O1 akohouBeg TrapdueTtpol diadikaciag £xouv atrodeixBei OTI TTapdyouv éva TTPoiov ue emimedo SAL 10 ° log
oUu@wva pe To UNI EN ISO 17665 kal To UNI EN ISO 14937. AANoI TTapOuOoIol KUKAOI UTTOPET va XpNnaluoTroinfouv
aAAG Bev €£xouv agloAoynBei. Eival euBivn Tou XproTn va atrodeifel TNV ETTAPKEIA TOU KUKAOU ATTOOTEIpWONG TTOU
XPNOIUOTIOIEITAI O€ TTEPITITWAN TTOU dIA@EPE! ATTO TIG AKOAOUBEG eVOEIEEIS:

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

ATrooTteipwon ue atpud: ATTOOTEIPWOTN O QUTOKAEIOTO E ATUO TTPO-KEVOU O€ Beppokpaaia 134°C yia TOUAGXIOTOV
5 AeTTTd.

MNa mpobéoeig kal e§apTAnATA ATTO KpApa KoBaATiou-xpwpiou (Co28Cr6Mo):

ATrooTeipwon ue atpud: ATTOOTEIPWOTN O QUTOKAEIOTO E OTUO TTPO-KEVOU O€ Bepuokpaaia 134°C yia TOUAGYIOTOV
5 AeTTTd.

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

ATrooTeipwon ue atpud: ATTOOTEIPWON O AQUTOKAEIOTO e aTud TTPO-KevoU o€ Bepuokpaaia 134°C yia TOUAGYIOTOV
5 AeTTTd.

MNa wpoBéoeig Kal e§apTApATA O TTOAUAIOEPIKN KETOVN (PEEK):

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

MNa mpobéoeig kai e§aprTApata atrd roAuaiBuAévio uPnAnlg TTUKvOTnTAG (UHMWPE):

ATrooTteipwon ue utrepoeidio Tou udpoyovou: pe eUpog Bepuokpaaiag Asitoupyiag 50-55°C, pue EAGXIOTO KUKAO
d1atAPNONG 37 AeTTTA + 3 AETTTA APXIKOTTOINONG.

MNa mwpobéoeig kai e§aprpara atrd ToAuaiBulévio UPnNARG TTUKVOETNTOG O€ GUVOUAONO pE KpApd TITAViou
(UHMWPE+Ti6AlI4V):

ATrooTteipwon ue utrepoeidio Tou udpoyovou: pe eUpog Bepuokpaaiag Asitoupyiag 50-55°C, ue EAGXIOTO KUKAO
d1aTAPNONG 37 AETTTA + 3 AETTTA APYXIKOTTOINONG.

A Z10 TéAOoG TOU KUKAOU amrooTteipwong, eAéyste TNV aAAayn oToug deikTeg SBS (OTEipO CUOTNMO
PpaypoU) Kal TNV OKEPAIOTNTA TOCO TOU CUCTARATOG OCUOKEUNTIAG 600 Kal TOU TTPOiOVTOG. X& TTEPITITWON
AVWHAAIWY R apu@IBOAIWY, BEWPAOTE TO TTPOIOV UN CUUUOPPOULEVO KOl KATA CUVETTEIO unV To 0£0€TE OTN
S81a0gon Tou XPAOTN, KABWG N ACPAAEIN YIa TOV aoBevi] Bev pIropei va yyunoei.

h) atmolnkeuon;

duldaoetal og kaBapd, OpocePsd Kal ENPO HEPOG Kal HaKPIA aTTd TTNYEG BepudTNTAG.
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i) peTOA@OPG

Ma tnv ammouyn Cnuwv o€ IATPIKEG CUOKEUEG KATA T pETAPOPd, OUVIOTOUUE TN XPAon KATGAANAwvY pagiwy,
OioKWwV 1 AKAUTTTWY doxeiwv. ATTOQUYETE TNV ATTOBAKEUCN 1] TN LETAPOPA EpYOAEiWY O€ £TTAPN HETALU TOUG KOBWG
UTTOPEI va TTPOoKANBEi {nuid.

9. EMANAMNOZTEIPQZH

H GPI dev ouvioTd TNV TIPAKTIK TNG €TmavatrooTeipwong Kabwg dev €xel uttoBAnBei oe emmaAnBeuon kai
€MKUPWON.

Mapapével €uBOvVN TOU peTaTroINTA va dl0G@AAiceEl OTI N eTTEEEpyaaTia, OTTWG OTNV TTPAYUATIKOTNTA EKTEAEITAI UE
XPNon €0TTAIGLOU, UAIKWV Kal TIPOCWTTIKOU GTN uovada eTTeepyaaciag, ETMTUYXAVEI TO ETTIOUUNTO ATTOTEAETUA.

10. NMEPIOPIZMENH EITYHZH

H GPI gyyudtal 611 autd TO TTPOIOV TTANPOI TIG TTPOdIAYPAPEG TOU KATOOKEUAOTH Kal OV €XEl KATAOKEUOOTIKG
eAATTWRATA KATA TN OTIYUA ThG TTapddoong.

AuTEG 01 DIATAEEIG €XOUV ETTIKUPWOET aTTO TOV KATAOKEUAOTH TOU DM WG IKAVEG va ETTITUXOUV TOV ATTAITOUUEVO
KaBapiouo Kal atrooTeipwan.

O xpnoTtng mpETrel va dlac@aAioel 0TI N TTPOETOINACIA KAl N ATTOCTEIPWON Tou DM, OTTWG GTNV TTPAYUATIKOTNTA
EKTEAEITAI XPNOILOTTOIWVTAG TOV €EOTTAIOUO, TA UAIKA KaI TO TTPOCWTTIKO ETTITUYXAVEI TO €MOUUNTO ATTOTEAECA.
AuTé aTTaitei eTTaAnBeuon rf/kal ETTIKUPWAON KAl CUCTNUATIKA TTapakoAouBnaon Tng d1adikagiag.

A AuTh N gyyunon O1moKAgiEl OUYKEKPINEVO EAATTWHATA TTOU TTPOKUTITOUV OTTG KOKN XPRon,
KaTaxpnon R akaTadAAnAo XEIpIoCHO TOU TTPOiOVTOG HETA TNV TTapaAdafn Tou a1rd Tov XPROoTN.

11. ENIrPA®H

To KIT OUOKEUNG, a@ou TTapaxBei, TOTTOBETEITAI € un ATTOOTEIPWUEVN CUOKEUACOia, KABWGS n aTTooTEipwan Tou
TTPOIOVTOG TTPAYUATOTTOIEITAI AfyO TTPIV TN XEIPOUPYIKK ETTEURACN, OTTWG AVAQEPETAI OTO TTAPOV £YYPAPO.

H eTIKETQ TTOU OXETICETAI PE TO KIT TOTTOOETEITAI OTO KOUTI.

To TepIEXOUEVO TNG ETIKETAG Eival CUMPWVO PE AUTO TTOU UTTOBEIKVUETAI OTO ONUEIO 23.2 TOU TTAPAPTHAUATOS | TOU
RDM 745/2017 Kal OTTEIKOVIETAI TTOPOAKATW.

Ta oUpBoAa kal ol pPACEIS TTOU avaypA@OVTal TNV ETIKETA TTPOEPXOVTAI OTTO TO TTIPATUTTO ava@opdg UNI CEI EN ISO
15223-1:2021

Ka0B¢e kit Ba TTapExeTal e 1 ETIKETA TTOU EL@AVICETAl OTNV TTPOCHOETIKA CUCKEUATIA, Wia OTO KOUTI Kal 2 péoa oTo
KouTi oTn d1a06€an Tou yiaTpoU Kal Tou acBevi, 1 €I0IKN ETIKETA YIA KABE HEPOVWUEVO EEAPTNUA TOU KIT TTPOCHOETIKAG.

11.1. NMapdderypa eTIKETAG TIPOCOETIKAG

H on pavan NG mpodeong atoTteAcital atrd:
ETIKETA KIT : kUpia €TIKETA TTOU TTPOCDBIOPICEI TO KIT TIPOOOETIKAG
ETIKETA ZYZTATIKOY : €TIKETA yIa KAOE LELOVWUEVO EEAPTNUA TTOU ATTOTEAEI TO KIT (EpQUTEUCILA
eCaprhuara Tng TpoBeong)
ETIKETA OPTANQN : €TiKETA yIa KAOE pepovwuévo 6pyavo yia XpAaon o€ auvouaoud pe TNV TpdoBbeaon (un
EMPUTEUCINO EEAPTAATA: TT.X. TIPOTUTTA KOTTIG KOI AVOTORIKA LOVTEAQ)

MapakdaTw gival Eva TTapadelyua KIT TpoaBeTIKAG TMJ TTOU UTTAPXEI OTOV TILOKATAAOYO:
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REF E DESCRIZIONE KIT REF E DESCRIZIONE COMPONENTI
1

Es. Kit Chirurgd:o
KIT Operazione pz art. Descrizione
1 replica mandibola in ]
man ; )
poliammide
T aecio s Toato Strumentazione
) ima di taglio e foratura in .
1 tgmt -1 itanio del kit
1 red re plllca cranio 1/31in
. . poliammide —
T™MJI1 T Artlcc;‘:lamg_l:)el —
emporo Mandibolare 1 7  |ptaccamandibolare con
PY |condilo in titanio Ti64 _
Componenti
1 oy 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 LOMEFE

USO NON CEMENTATO - UNCEMENTED USE

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

Ta ak6AouBa oUpBoAa Kal SIATUTTWON ERPaVICOVTal TNV ETIKETA:

e CUSTOM DEVICE: utrodeIkvUEl TOV TUTTO TNG IATPIKAG OUOKEUNG

e [IEPIFPA®H Tou TUTIOU TNG TIPOCAPUOCUEVNG OUOKEURG aTov Katahoyo (XEIPOYPTIKO KIT TIA
ANAKATAZKEYH THZ KPOTA®OPOI©ATIKHE APOPQZHX aT1o Tropddelyua)

e Kwdikdg kataAdyou REF TTou TTpocdlopidel TO KIT

e SN ApiBudg oeipdg: apiBudg avayvwpiong g mpoleong: ETOZ/MAPAITEAIA KQAIKOZ/N NMPOZEEZH:
AAAA/XXXXX/N

° M Huepounvia Kataokeung EKQpacpévn o€ £Tog/urva

13



2 Aldpkela xpriong 1 nuepounvia ANENg ekppacuévn oe étoc/unva. Edv dev mrpoacdiopileTtal, Bewpeital

TTEPiIndOG 1 £TOUg ATTd TNV NUEPOUNVia TTapaywyng.

@ H 1aTpikr) cuokeun ptropei va XpnoiuotroinBei uévo pia @opd ) o€ évav acBevi katd mn didpkeia piag

uévo eméuBaaong

A\

TTPOEIDOTIOINCEIG KAl TIPOPUAAGEEIG, 01 OTT0IEG, YIa diId@opoug Adyoug, Oev pTTopolv va avapepBolv oTnv idia Tn

Mpétrel va oupBouleuTeite TIG 00NYyieg XPrIoNG YIO GNUAVTIKEG TTPOEIDOTTOINTIKEG TTANPOPOPIES, OTTWG

OUOKEUN

H 1atpiky cuokeun dev £xel UTTOBANBEI o€ dladikaoia aTTooTEipWONG

>upBouleuTeite TIG 0ONYieg xpriong
R
Ei%H 20vOeopnog QR ae yneiakd £yypaga (odnyieg xpriong)

®

‘
‘
LA

Mn xPNOILOTTOIEITE TO IATPOTEXVOAOYIKO TTPOIOV AV N CUCKEUOCIA EiVal KATECTPAUUEVN ) AVOIXTH

KpaTAoTe TO pakpid atro TnyEG uypaaciag

Az
]
)
//I

N

B " KpartnoTe 10 pakpi& atréd TnyES BepudTnTag KAl QUTOS

XPHZH XQPIZ TZIMENTO: Evnuepwvel 611 TO KIT TTPETTEI VA EPPUTEUBET XWwpPIG TN XPrion 00TIKOU TOIHEVTOU

2HMEIQZH To povadiké avayvwpIoTIKO aagBevoug dev eupavifeTal aTnV €TIKETA, KABWGS GUVOEETAI LOVADIKA UE
ToVv O€IpIaKS aplBud Kal ava@épeTal aTn dNAWGCN CUUUOPPWONG.
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ETIKéTO TOU pEpPOVWNEVOU EEAPTAATOG TOU KIT TTIPOCOEC NG

To KIT TTAPEXETAI LE VA OET ETIKETWV TTOU Ba €QAapUOoaTOUV aTO TTEPIRANUA K&BE e€apTAUATOG.

KaBe eTikéTa deixvel Tov ogipiakd aplBud Tou KIT ava@opds (Kwdikdg AAAA/CODCOMMESSA/N), ToV KwOIKO Kal ThV
TTEPIYPAPN TOU CUYKEKPILEVOU EEAPTAUATOS KAl TOU UAIKOU TTOU TO GUVBETEI yIa TNV ATTOQUYT] OQAAUGTWY KATA TN
(Aon TNG aTTO0TEIPWONG.

MapakdTw gival Eva TTopAdelypd ETIKETAG YIA £€va LOVO OUCTATIKO pIOG ERPUTEUCIUNG 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 TiBAI4V - TiBAI4V

Alloy
&, : AAAA/MM o :AAAA/MM
ot . ital: [SN] :AAAAXXXXXN
S Dr. XXXXXX — Hospital: XXXXX :

AN £ ® ([ 8

USO NON CEMENTATO - UNCEMENTED USE

OTrou Y gival n ofipavon Tou TPocavaToAIopoU TOU TTPOCBETIKOU OTOIXEIOU O€ OXEON WE TO HEPOG TOU OLHHATOG KAl
UTTOPE] TTPOQIPETIKG Va gival:
e D eav AeiouoTtaTikd

S €dv ApioTEPO aTOIYXEIO,

ANT €8V PETWTTIKO €EGPTNHA

POST €dv T10 oTTioBio aToIxEio,

Agv UTTOBEIKVUETAI EQV Eival COPEG.

ZAuOVO OPYAvWYV yida Xpion o€ cuvduaoud pe 1o KIT

To 6pyavo yia xprion o€ cuvduaopd e TO KIT (TT.X. TIPOTUTTA KOTTHG KAl AVATOWIKA avTiypaga) Eival To cUVOAo
eCapTnUAaTWV TTOU BonBouv To uPUTEULA TA OTTOIO OEV UTTOPOUV VA AVOYVWPIOTOUV WG EUQUTEUCINA LEPN TNG
TTPOOEONG.

MapakdaTw gival va TTapddelyua TIKETAG yia dpyava:

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 5 :AAAA/MM
- Dr. XXXXXX — Hospital: XXXXX AAAA/XXXXXIN

AA@D&]@&

NON IMPIANTABILE — NOT IMPLANTABLE
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12. KAPTA ®OPOY

H kdpT1a epputelpatog mapéxetal ammd TNV GPl o EykaraoTdoelg Yyeiag kal cuokeuddetal padi pe ta rapayoueva
IATPOTEXVOAOYIKA TTPOIOVTA. Z€ QUTO UTTAPXOUV TTEDIA TTOU TTPETTEI VA GUUTTANPWBOOUV atrd To apuddIo UYEIOVOUIKO
TIPOCWTTIKG KAl IBiWG Eival aTTapaitnTo:

e JUuUTTANPWOTE TNV KAPTa (TTPAcIiva pépn oTtnv €ikéva) pe OAeg TIG TTANPOQopieg Tou ¢nTouvTal
AvVaTPEXOVTAG GTO UTTOUVNUA CUUBOAWY TTOPAKATW.
e AwaoTe aTov aoBevi TNV KAPTA EPPUTEUPATOG.

85.6 mm

54 mm .

/ GPI spa \/

International Implant Card

f? Patient name [MD]

U"" Implant date

St El

o+ Hospital
name and address

oS

https://implant.card.gpi.it

N\

~

Kit code

Kit description

AAAA/XXXXX/N

GPl spa

via Ragazzi del '99, 13
38123 Trento (TN)
T+39 0461 381515
F+39 0461 381599
info@gpi.it
gpi@pec.gpi.it

Cod. EUDAMED: IT-MF-000020127

[] Keipevo mmou ouvtayBnke arré Tov KaTaoKEUaoTr

[ ] Keipevo TTou ouvtayBnke ammd 1o UYEIOVOUIKO TIPOCWTTIKG

Il Kcipevo TTPOEKTUTTWHREVO ATTO TOV KATAOKEUAOTH

OpUAoG TWV CUPBOAWY

N
° II| Ovoua agBevn

31
Huepounvia guteuong

ot
° L Ovoua kai dielBuvaon NG povadag UYEIOVOUIKNG TTEPIBaAYNG

[#:]
° AieBuvon 1oTéToTTOU/KWOIKOG QR pe TTANpopopieg aaBevoug

2 g

KwdIKdG Kal TTEPIYPAPT) TOU I0TPOTEXVOAOYIKOU TTPOIOVTOG

ApIBu6G o€1pAg TNG 10TPIKAG CUOKEUNG
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el

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

e OTroiadnTmoTte TTpoeIdOTIOINCN, TTPOPUAAEN | WéTpo TTou TIPETTEl va An@Bei atrd Tov acBevA 1 évav
eTTayyeAuaTia uyeiog e oxéon pe auoifaia TrapéupBacn oe eUAoya TTPORAEYIUES EEWTEPIKES ETTIOPACEIC,
1aTPIKES £CETATEIG 1 TTEPIBAANOVTIKEG CUVONKEG.

e OTtroiadnmoTte TTANPOPOPIa yia TV AVOUEVOREV WEEAIUN (WA TwY CUCKEUWV Kal KABe atrapaitnTtn
TTapakoAouBnaon.

e OTroiadrmote AAAN TTANpo@opia TTou atTooKoTrel oTn Slao@ANIon TNG aoPaloUs XpPAONG TNG CUOKEUNG
atéd Tov aoBevr), cupttepIAapBavopévwy TTANPOPOPIWY YIA UAIKE KAl OUCIEG OTIG OTTOIEG UTTOPEI VO EKTEDET
0 a0BevAG.

13. KAINIKH MAPAKOAOYOHZH

JUVIOTWVTAI TTEPIOBIKEG ETTIOKEWEIG TTAPAKOAOUONONG yia TNV TTapakoAouBnaon Tng B€ong Kal TNG KATAOTAONG TWV
TIPOCBETIKWY €EaPTNUATWY, KOBWG Kal yia ToV £AEyX0 TNG KOTAOTACONG Tou ooToU. paypatoTroinoTe TTEPIOdIKA
HETEYXEIPNTIKEG AKTIVOYPAPIEG YIa va EXETE pIa OKPIRA €IkOva TNG KATAOTAONG AUECWS UETG TNV ETTERRACN Kal va
TOVIOETE TUXOV HAKPOTTPOBeTUa anuadia Kivnong, XaAapdTnTag, KAUWNG 1 pLWYHWY Twv eEapTNUATWV.

Ma va utmopéoel va e@apudael 1o ox£SI0 EMITHPNONG KAl ETTOTITEIOG TTOU aTtraiTeital atrd Tov kavovioud Tng EE
2017/745 kai va gyyunBei Tnv ac@daigia TG atrdédoong Twv TTPOoIOGVTWY NG, N GP | spa atraitei Tn d€oueuon Twv
TTEAQTWV TNG VA @POVTICOUV yIa T GUAAOYI] TTPOEYXEIPNTIKWY OeBONEVWV Kal LETEYXEIPNTIKA TTapakoAouBnon ,
XPNOILOTTOIWVTAG TUTTOTTOINUEVN @OPRA GUANOYNG SEdOUEVWV.

EidikéTepa, TTPETTE VO ava@épovTal Ta akdAouBa aTolxeia:

YTrokelueviké dedouéva
® TIOU OXETICeTal pe TOV TTOVO, pe KAipaka TTévou (VAS 0-10) TTou Kupdivetal atmo "Ywpig ovo (0)" - "o

£€vTovog TTévog (10) "
e avaQEPBNnKe OXETIKA pe TNV TPEXouoa TroldTNTa {wrg o€ oUYKPIoN WE TIPIV ATTd TNV €uQUTEUCN TNG
TTPOBeoNg

AVTIKEIUEVIKO £V
Aedopéva ammd dueceg pETPAOEIS TOu €UPOUG Kivhong TG dpBpwong tou UTToBAABNKE O€ €TTAVOPOWTIKH
XEIPOUPYIKN BepaTreia kataypd@nkav o€ XINOOTA TOU péyioTOU avoiypaTog Tng apBpwong.

Ta atmmoTeAéopaTa TTPETTEI va CUAAEYOVTAl 0€ KGBE pecodIaaTnua TTapakoAoUBnang TTePITTou yia Toug akdAouBoug
XpOvoug delypatoAnyiag:
- AQUECN LETEYXEIPNTIKN
- 7/10 nuépeg
- lpAva_
- 3pnveg
- b punveg
- 1xpoévia
- Mia @opd 10 XpbVvo yia Ta ETTOPEVA XPOVIA

H ouAlloyry kAivikwv &edopévwv gival atrapaitnTn yia Tnv agloAdynon Tng amodoong tng mpodbeong Kal Twv
EMTITWOEWY TNG OTOV acBevi peiwan Tou TTévVou, BeATIWON TwWV AEITOUPYIWV Kal TNG TTOIOTNTAG (WHG Tou
aoBevoug.
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14. PHTPA EFTYHZHZ KATA NIOGANHZ EYOYNHZ

O1 00nyieg TTOU TTEPIYPAPOVTal TTOPATIAVW €XOUV ETTIKUPWOEi atmd Tnv GPI SPA w¢ aKkpIBrg Trepiypa®n Tng
TIPOETOINATIOG UIAG IATPIKIG GUCKEUNG VIO XPrON o€ évav uévo acBevr).

EutmiTrTel otn o@aipa euBivng Tou gopéa TTou eival utteUBuvog yia Tn Bepatreia va emaAnBeloel 611 n idla n
Bepartreia,

ekTeEAEITal pe Xprion Tou €EOTTAIOHOU, TWV UAIKWV Kal TOU TTPOCWTTIKOU TTou gival S1aB€01u0 OTIG KATAAANAEG
EYKATAOTAOEIG, ETTITUYXAVEI

TO €TMOUUNTO OTTOTEAEC AL

AuTO cuvriBwg aTraITel ETTIKUPWOT KAl KUKAIKO €Aeyxo TNnG d1adIkaoiag Aeiroupyiag.

O1 diadikaoieg KaBapiouou, atoAUUavoNG Kal OTTOOTEIPWONG TTPETTEI VA €KTEAOUVTAI KAl va KaATaypd@ovTal
oUUPWVA KE TA I0XUOVTA TTPWTOKOAAG 0T dour TToU gival uTTeUBuvn yia TIG TTPOavaPEPOEioES pyaaied.
OT1ro1adRTTOTE ATTOKAION ATTO TOV XEIPIOTA TNG Bepatreiag atmod TIG TTAPEXOUEVES OBNYiEG TTPETTEI va a&IOAOYEITal KAl
Va KaTaypAQETal G OXEQN UE TNV ATTOTEAECUATIKOTNTA KAl TIG TNIOAVES APVNTIKEG KAl OUGUEVEIG CUVETTEIEG.

15. AIANOMEAZ I'lA:

EAAAAA:

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

Mapouoi, 15123

T +30 6974854420

info@ihso.gr

www.ihso.gr

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
ApiBu6g pntpwou Bdaon Oedouévwv KATOOKEUAOTWY E€EOTOUIKEUREVWY IATPOTEXVOAOYIKWY TTPOIGVTWY TOU
YTroupyeiou Yyeiag: ITCA01050530
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