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1. MPOEIAOMNOIHZEIZ

O1 rpocidotroIfoelg TTpoadlopidovTal pe évav TTPOodEUTIKO KWOIKO N Kai SitrAa Tou gp@avidetal To Rid 61TOU Rid
Tpoadiopidel Tov Kivduvo TTou agioAoyeital oTnv avaAuon Kivouvou . AKOAOUBNOTE TIG TIPOEIDOTTOINCEIG VIO AC@AANR

XPNon NG TTPOCAPUOCHEVNG CUOKEUNG.
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MNa ka0e TUTTO ava@OPAg OXETIKA e TTPOIOVTA GP |, OTeIATE éva email oTnv akdAoubn
O1eUBuvon email: segnalazionidm@pec.gpi.it

Ta TpooBeTIKd e€apTALATA KAl TA O€T opyavwy TTapéxovial MH AMOZTEIPQMENA kai
arrairolv TpoaBeTn dladikacia KaBapIopoU Kal aTTooTEIpwaong TTPIV aTrd TV
eupuTEUON.

Xpnoiuotrolgite udvo OYAETEPA KAI ANTIBAKTHPIAIKA ANOPPYTIANTIKA yia
gpyaagieg KaBapiouoU GTIG CUCKEUEG TTOU TTapdyovTal atrd Tnv GPI SPA

Mn XpNOIROTTOIEITE TTPOIOVTA ATTO KATEOTPAUUEVEG ] AVOIYUEVEG CUOKEUACIEG.

AKOAOUBROTE TTPOCEKTIKA TN BIAdIKACIA ATTOCTEIPWONG TTOU UTTOBEIKVUETAI YIa KABE
TUTTO UAIKOU

MpooéTe va unv aTTO0TEIPWOETE Pe aTpd £€apTApaTa TTOAUQIBUAEVIOU (UHMWPE).

MNa wa epamrépw d1adIkaoia ETavaTrooTEipwaong evog CUCTATIKOU TNG TTPOBECNG,
avatpé€te otnv TTapdaypago EMANATMOZETEIPQSH autoU TOU eVNUEPWTIKOU
UAAadiou.
MNa va efac@aliotei n ac@AA&ia Kal N OTTOTEAECUATIKOTNTA TNG Trapéupacng, n
EUQUTEUCN TNG TTPOBECNG eV TTPETTEI VA OUVOUAOTEI e TTPOBETEIG AAANG TTPOEAEUANG
€KTOG €4V auTOG 0 oUVOUAOUOC £XEl avaAuBei oTn @Aan Tou oxedlaouoU.
Ta e€apTAuaTa TNG TTPGOeaNg IA £xouv oxedIAOTE! yia va Talpiddouv povadikd oTnv
avaTtopia Tou aoBevoUg Kal GTa TTPOEYXEIPNTIKG OX£DI TOU ETTEURAIVOVTOG XEIpOUpPYOU,
XPNOILOTIOIWVTAG €va avaTouk® pOVTEAO OOTOU TIOU TTOPAYETAI OTTO  AgOVIKA
Topoypagia TOoU 0a0Bevolg . AuTd T TTPOEYXEIPNTIKA OxEdIa TTEPIAQUPBAvVOUV Tn
onuoupyia TnG £mBuUpNTHG PUBUICNG oTOoV aCBevA TTPIV aTTd TNV AEOVIKH TOpoypagia r
OTO pOVTEAO OOTOU PETA TNV TTapaywyr) Tou. Eival TTOAU onpavTikd o xeipoupyodg va
avarrapdyel pe akpifeia 1o ox€dlo pubuiong Tou aoBevoUg KAl TUXOV OVOTOUIKO
TTEPIYPAUUA KATA TN OTIYUN TNG EUPUTEUCNG TTPOKEILEVOU VA ETTITEUXOEI N eMOIWKOUEVN
TOTTOB£TNON TWV EEaPTNUATWY TNG TTPOCBEDNG.
MNa va Olac@aAioTei N Aac@AAEIa KAl N ATTOTEAECUATIKOTNTA TnNG €TméURacng, n
ToTroB£TNGN TNG TPOBeong IA dev amaitei TN xprion ooTIKOU TOIUEVTOU 1 GAAWV
TTANPWTIKWY TTAPAYOVTWV
Ta eCaptAuata NG apBpikAg TTPoBeong TrpoopilovTal yia eu@uteucn o€ Ceuydpl
auoifaiou TaIPIACUATOG .
MNa va eCaoc@alioTei N ac@AAEId Kal N ATTOTEAECUATIKOTNTA TNG €TMEURACNS, n
TOTTOB£TNGN TNG TTPOCBETNG IA dev aTTauTel TN XPAON £EAPTNATWY TTOU TTAPEXOVTAI ATTO
AAAOUC KATaOKEUOOTEG (ue e€aipean TIG BideC oTEPEWONG)
Ta eCaptAuata TG TTPOCBECNG TTEPIEXOUV ETTIPAVEIEG APOPWOEWY TTOU WUTTOPEI va
KOTAOTPAPOUV O¢€ TTEPITITWON AavBaouévou XeIpIouoU.
o OTroiadnmoTte BAGRN 0€ QUTEG TIG ETTIPAVEIEG UTTOPEI va ETTNPEACEI TN
HOKPOTTPGBea N aTTddoon TNG TTPOBECNG.
o  ATTOQUYETE TNV ETTAQPN WE TIG ETIPAVEIEG TWV APUWY 600 TO duvaTdv
TTEPIOTOTEPO.
o Ta efaptAuaTa TNG OOOVTOOTOIXIOG TTPETTEl va XEIpi(ovTal pOvo ueE
auBAcia, Acia emigdveia epyalcia yia va atropeuxdei n ¢nuid.
o Agv TTPETTEl va XPNOIULOTTOIOUVTAI EPYOAEia pue OOVTIO, 0BOVTWOEIS 1
AIXUNPES AKPEG.
To pOVTEAO TWV OO TWV TTOPOUCIAEl XOPAKTNPIOTIKA EUBPAUCTOTNTAG. XEIPIOTEITE UE
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TTPOCOXN.

O xe1poupydg TTPETTEI VA €ival EEOIKEIWUEVOG LE TNV EQAPLOYH TOU XEIPOUPYIKOU KIT TTPIV
aTto TN xpenon.

O Tmapexduevog EOTTAICUOG OV TTPETTEI TTOTE VA XPNOIUOTIOIEITAI YIQ TNV EKTEAEDT
EPYAOIWV YIa TIG OTTOIEG Bev £xel oxedlaoTei €101kd. H akatdAAnAn xprion evog opyavou
uttopei va TTpokaAéael Oxi uovo BAGRN oTo dpyavo aAAd Kai Tpadua oTov
aoBevi/xeIpIoTn

ATTOQUYETE TNV ATTOBNKEUCT A TN LETAPOPAE EPYAALIWV T€ ETTAPN LETAEU TOUG KABWG
utTopei va TTpokAnBei ¢nuid.

Mnv XpNOIUOTTOIEITE KATECTPAUUEVA EPYOAEIQ.

Ta kateoTpapuéva Opyava TTPETTEl va avTIKABioTavTal TTPIV Ta XPNOIUOTTOINCETE .

Mnv €TTIXEIPAOETE VA ICIWOETE A VO TPOTTOTTOINCETE EPYAAEgia ) eEapThpaTa KIT
TIPOCOETIKWY KABWG auTd PTTopEi va BE€ael o€ Kivouvo Thv avtoxr] Tou idiou Kal va
odnynoouv o€ eTTakOAoUBeC aoTOXiEC A TPAUUATIOUOUG

Mpiv atrd TNV ep@UTEUCN TNG TTPOCOEONG, EAEYETE TNV AKEPAIOTNTA TG CUUUOPPWONG
NG TTPp6Beong Kai Tov ogIpIakd apiBud. O oeipiakdg aplBudg eival o apiBudg ava@opds
TTOU OUVOEETAI PE TNV IOTPIKF CUVTAYH Kal TN OAAWGON CUUUOPPWONG KAl EAEYXETAI LE
petagoTuTria aTo EEAPTNLA OTTOU TO ETTITPETTOUV OI BIAOTACEIG, dEdOopEVA TTOU
TAUTOTTOIOUV Tov aaBevh. EAEYETE TNV akpIfr) avTioToIXia Tou o€IpiakoU apiBuou TTou
ouvOEETal LE TOV aaBevh aTNn ONAWGN, TNV ETIKETA Kal TNV TTPOCBEaN, TTPIV
TTPOXWPNOETE OTNV TTPOCHOETIKA EUPUTEUDN.

O yIaTpAg gival uTTEUBUVOG YIa TNV EVNUEPWOT TWV OCOEVWV TXETIKA LE TOUG
TTEPIOPIONOUG TNG EpPUTEUCNG TNG TTPOCBeoNG IA. Acdopévou OTI TTIPOKEITAI YIa
TIPOCAPUOCUEVEG TTIPOBETEIG, T OpIa AUTA dIaPEPOUV avaAoya ue TNV TTpOaBean Kal
Tov a0Bevr) kai gival euBuvn Tou AITOUVTOG yIaTPoU.

O yIaTpOG UTTOXPEOUTAI VA EVNEPWVEI TOV 0BV yia TNV TIBavA aAANAETTIOpacn TTou
TTPOKUTITEI aTTO TNV €KBECN O€ NAEKTpOopayvNTIKA TTEDIA 1] padlooUXVOTNTEG

H aoviki poTtA yia 10 oQigiuo Twv BIdwv 2,7 mm dev TTPETTEI va UTTEPBaivel Ta 576
N*mm

Beaiwbeite 6Tl 01 COKOUAEG TTOU XPNOILOTTOIOUVTAI VIO TNV ATTOOTEIPWON ival GOIKTEG
Kal OTI Ta €€APTAATA €ival CWOTA CUOKEUAOPEVA KOl TOTTOBETUEVA CWOTA péoa oTa
OUCTANATA OTTOOTEIPWONG YIA VO ATTOQPUYETE TOV KivOUVO va OTTACEI N GAKOUAQ.



2. NPOBAENOMENH XPHZH

2.1. NpooBiéoeig kpoTagpoyvabikig didpBpwong

H TTpooBeTIKr) GUOKeUN yia TNV avaddunaon Tng KpoTagoyvabikng diIapBpwang €ival pia epQuTeUsIun, €I0IKAG
TTapayyeAiag 1aTpIKA ouokeun katnyopiag Il kal €xel oxedlaoTei yia TRV avadounaon Tng apBpwaong, LeTd atro
XEIPOUPYIKI OYKOAOYIKK) eTTEURaACN, TTEPIOTATIKA TPAUUATOG GTTAAXVIKOU Kpaviou TTou TrepIAaudavouy Tnv
KpoTagoyvadikA diapBpwan A yia cuyyeveig SuoTTAaaied.

To kiIT atroTeAeiTal atréd évav ocuvduaopud EapTNUATWY CUCKEUAOUEVA padi TIPOKEILEVOU VA XPNOIKOTToINBoUV yia
TNV avadounan TG apBpwaong Kai Teavwg aTtréd £va XEIPOUPYIKO OET TTOU OTTOTEAEITAI ATTO £€va AVOTOUIKO OO TIKO
HOVTENO Kal XEIPOUPYIKOUG 00NyouUg KOTTAG. AUTA Ta EAPTALOTA £XOUV EEATOUIKEUTE ATTOKAEIOTIKA yIa TOV a0Bevn
TTOU TTPOCdIOPICETAI OTNV ETIKETA TNG CUOKEUNG, KATAOKEUAZOVTAI LECW TPICOIAOTATNG EKTUTTWONG(3D printing) 1
HEOw CNC @pEdag (Computer Numerical Control) pue Baon éva rpwTtoTUTIO 3D.

To TTPWTOTUTTO AvaTITUCOETAI e BAaN TIG £IKGVEG DICOM Kal TIG CUYKEKPILEVEG 0BNYiEG TTOU CUVTATOVTAI ATTO
0110100 TTOTE ATOopO £§OUCIOBOTNLEVO ATTO TNV €BVIKN vOpoBeaia duVANEl TwV TTPOCWTTIKWY TOU TIPOCOVTWY, TO
OTT0i0 UTTOBEIKVUEI, UTTO TNV €UBUVN AuTOU TOU TTPOCWTTOU, TA EI8IKA XOPAKTNPICTIKA auToU TOU aoxediou.

O1 mpooBéoeig kataokeudlovTal e BlooupBatd UAIKS OTTwG Kpdpa TiTaviou Tie4, TToAualBuAévio UHMWPE, PEEK,
Kpdua CrCoMo .

H eéuBaon ammokatdoTaong TNG KPOTaQoyvabiKAg S1apBpwang TTRETTEI VO EKTEAEITAI ATTO 1ATPIKO KAl VOONAEUTIKO
TIPOCWTTIKG EKTTAIOEUEVO KAl EEEIBIKEUUEVO OTIG OPBOTTEDIKEG XEIPOUPYIKEG ETTEUBACEIG YIA TNV ATTOKATACTACN TNG
€v AOyw apBpwang o Xelpoupyeia eE0TTAICUEVA YIA TO OKOTTO QUTO.

2.2. MpoeIdoTToINCEIG ) ATTOKAEIOHOI.

O1 TTpoBETEIg £X0UV CUYKEKPIPEVA OXEDIOOTIKA XAPAKTNPIOTIKA TTOU TrapéxovTal pe euBuvn Tou aitouvtog latpol o
oTT0i0G €ival EE0UaI0dOTNUEVOCS ATTO TNV £BVIKA VOU0BEeTia AOyw TwV ETTAYYEAUATIKWV TOU TTIPOGOVTWV.

NAOYyw TwWV ECATOUIKEUMEVWV XOPOKTNPIOTIKWY TOUG KOl TwV UAIKWV TTOU XPNOILOTTOIOUVTAl, Ol TTPOCBEaEIg
TTpoopiovTal yia aTTAR Kal ATTOKAEIOTIKA XPron atré Tov acBevr] yia Tov OTT0io £X0UV OXESIAOTE.

O1 Bideg TTOU XPNOILOTTOIOUVTAI VIO TNV AKIVNTOTIOINON TWV TTPOCOECEWY OEV TTAPEXOVTAI UE TIG TTIPOOOETEIS, EKTOG
€AV UTTAPXEl QITAUA IO TTPOCAPUOCHEVN TTOPAYWYK, OTTOTE ATTOTEAOUV AVATTOOTIOOTO WEPOG TOU KIT, AAAG
KaBopifovtal oTn @Acn Tou OXedIaopuoU ATTd TO 1IGTPIKO TTPOCWTTIKG CUUPWVA pE TO TTEPICCOTEPA KATAAANAO
TTPOTUTTO YIA TN GUYKEKPIUEVN XEIPOUPYIKA ETTEURACT).

3. ANTENAEIZEIZ KAl METPA NMPO®YAA=HZ

To e€atoplkeupévo TTPOOBETIKO oUOTNUA EPPUTEUUATOS KPOTAPOYVABIKNG dIdpOpwang yia Tov acBevr), TTPETTEI va
a&loAoynOei TTPOCEKTIKA €AV 0 ATBEVAG £XEI Hia 1} TTEPIOCTOTEPEG ATTO TIG AKOAOUBEG KOTOOTACEIG:
¢ Evepyég/Xpovieg ANoILWEEIG
e >uvBniKeg OTIG OTTOIEG BEV UTTAPXEI ETTAPKAG TTOCOTNTA /TTOI6TNTA 00TOU YIa T OTAPIEN TWV TTPOCOETIKWV
eCapTnuaTWV
e >uoTnuartikég TrTaBoAoyieg pe auénuévn euaicbnaoia o€ AoILwEEIG
e Tekpunpiwpévn aAAepyia oTa UAIKE TwV TTPOOBETIKWV £EAPTNRATWY

4. KANONIZTIKEZ AMNAITHZEIZ

MDR 745/2017 Reg. EE 1atpoTexvOAOYIKO TTPOidV
EN 1SO 9001:2015 ZuaTnuata diaxeipiong oIdTnTag — BaoikEG apxEG Kal AeEINGYIO
EN ISO 13485:2016 /A11:2021 laTpikég ouokeuég — ZuaTtruaTta dlaxeipiong TToIdTATAG — ATTAITHOEIG yIa

PUBUICTIKOUG OKOTTOUG



UNI EN ISO 14971:2 019

EN ISO 14155:2020

UNI EN ISO 16061:2021

EN

62366-1:2015+AC:2015+AC:2016+A1:2

020
UNIEN ISO 14630:2013

UNI EN ISO 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

5. YAIKA

laTpikég ouokeuég - EQapuoyn diaxeipiong Kivduvou ag
IATPOTEXVOAOYIKA TTPOIOVTA

KAIvikA Aigpetvnon latpikwyv Zuokeuwv yia AvBpuwTia Xpron- Opbr
KAvikn MpakTIKA

Opyava yia xprion o€ cuvouaouod pe un evepyd XEIPOUPYIKA
EUQUTEULOTA - YEVIKEG ATTAITHOEIG

laTpikég oUOKEUEG - EQapuoyr) TNG LNXAVIKAS XPNOTIKATNTAG O€ IATPIKES
OUOKEUEG

Mn evepya XEIPOUPYIKA EUPUTEUUATA - YEVIKEG ATTAITATEIG

Mn evepyd XEIPOUPYIKA ERPUTEUUATA - EIBIKEG ATTAITHOEIG

BioAoyikn agloAdynon 1aTPOTEXVOAOYIKWY TTPOIOVTWYV

Xelpoupyikd ep@uTelpaTa - HETOANIKG UAIKG - uépog 3: kpdua TiTaviou
6-aAoupiviou 4-Bavadiou

Xelpoupyikd eputelpata: n€Pog 2 NMoAuaiBuAévio eEaipeTikG uywnAou
poplakou Bépoug

Epgureupata yia xeipoupyiki eméupaon — MetaAAiké uAIkd — Mépog 4:
Kpdaua xUTteuong KoBaATiou - xpwpiou - poAuBdaiviou

laTpikég OUOKEUEG - ZUpBOAA TTOU XPNOILOTTOIOUVTAl O€ ETIKETEG
IATPOTEXVOAOYIKWY TTPOIOVTWY, ETTICHHAVON KAl TTANPOQOPIES TTOU
TTPETTEI va TTapéEXovTal - MEPOG 1: [MeVIKEG ATTAITAOEIG

Tutmikn TTpodIaypa@r yia TTOAUpEPT] TTOAUAIBEpaIBEPKETOVNG (PEEK) yia
E@apuoyég xeipoupyikwy Epureupdtwy

ATTooTEIpWON TTPOIGVTWYV UYEIOVOWIKAG TTEPIBaAWNG - Yypr BeppdTnTa -
Mépog 1: ATTaITOEIG yIa avATITUEN, ETTIKUPWON Kal EAEYX0 pouTivag

ATTOOTEIPWON TTPOIGVTWY UYEIOVOUIKNG TTEPIBaAYWNG - [EVIKEG aTTAITAOEIG
yid TOV XOAPOKTNPEIOWO €vOG TTapdyovTa ATTooTEIpWOoNG Kal yia Tnv
avamTugn, emKUpwaon Kal ouoTnuaTIKG €Aeyxo wag dladikaaiag
ATTOOTEIPWONG YIA IATPOTEXVOAOYIKA TTPOIOVTA

>uokeuaaia TTPOIGVTWV UYEIOVOUIKAG TTEPIBaAyNG - MAnpogopicg TTou
TPETTEl va  TTAPEXOVTAl OTTG TOV KOTAOKEUAOTH 10TPOTEXVOAOYIKWV
TTPOIOVTWY YIa TN CUCKEUACIA I0TPOTEXVOAOYIKWY TTPOIOVTWY - MEpog 1:
KpioIueg Kal NUIKPIOILEG CUOKEUEG

OMa 10 TTPOOOETIKA UANIKG CUPHOP@WVOVTAI HE TO UTTOOEIKVUOUEVA TTPOTUTIA XEIPOUPYIKNAG TTPOCOETIKAG UNI

ISO/ASTM.

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

e Kpdaua kopaATiou-xpwpiou-poAuBdaiviou: TTpdTUTIO I1SO 5832-4/ASTM F75, Kpdua: Co-28Cr-6Mo

e TToAUIBUAEVIO e€aIPETIKA UuYNnAOU poplakoU Bapoug, I1ISO 5834 -2/ASTM F648, UHMWPE GUR 1050 TUTTOU 2

e TToAUQIBepaIBepKeTOVN (PEEK), UAIKS pe TTIoTOTToINGN TTPpoéAeuong ISO 10993-1 Invibio Optima™

e  TTOAUQWIdIO PA12, UAIKO TTIOTOTTOINUEVO KATA TTPOEAEUON ISO 10993-1



Znueiwon: O1 TuTTIkéG Pideg oTEPEWaANG/aKIvnTOTIoiNONG TG TTPOCBeoNg KpoTagoyvabikng didpBpwaong, atmmo
Kpdua TiITaviou Ti6AI4V, OXeDIAOUEVES yIa Xprion OTn OTEPEwOn TTPOCBECcEWY, TTOU avayvwpioTnkav atrd Tov
XEIPOUPYO OTO APXIKO OTADIO TOU OXEDIAOUOU, QEV TTAPEXOVTAI LUE TO KIT TIPOCOETIKAG.

O1 AeTrTopéPEIEG TWV UAIKWYV 0UVBETNG TOU KIT TTPOCBETIKAG avagépovTal oTn SNAWCN CUUUOPPWONG.

5.1. ZuvOBnkeg atroBiKeuonNg UAIKWV

To KIT TTPOOBETIKAG TNG KPOTAPOYvabIKAG dIdpOpwaong TTPETTEI va QUAGCOETaI o€ KaBapo, oTeyvo TrepIBAAAOV Kal
TIPETTEI VA TTPOCTATEVUETAI OTTO TO NAIAKO PWG KA TIG AKPAiEG BEPUOKPATIEG.

5.2. AidBgon UAIKwV

H améppiyn Twv a@aipoUuevwy UAIKWY, CUUTTEPIAGUBAVOUEVWV TWV OpyAvwy, TTPETTEI VA TTPAYUOTOTTOIEITAI
oUU@WVA UE TO TTIPOTUTTO YIa EIDIKA XEIPOUPYIKA aTTORANTA, TTOU XPNOILOTTOIOUVTAI O€ XEIPOUPYEIQ .

6. TNMPO®YAAZEIZ

Eival eubuvn Tou Xelpoupyou TTou XPNOILOTIOIEI AUTO TO TTPOIOV va agIoAOYAaEl TNV KAIVIKH Kal IATPIKA KATAGTACN
Tou a0BevoUg yvwpilel OAEG TIG TITUXEG TWV BIAdIKOCIWY €UPUTEUONG Kal TIG TNOAVEG ETTITTAOKEG TTOU UTTOPET va
TTpoKUWOUV yia KABe ouykekpiuévn TTEPITTTWON. Ta aTmoTeEAéopATa TNG XEIPOUPYIKAG £TTéuPAONG WTTOPE va
emMOEIVWOOUV pe TRV TTAPOBO TOU XPOVOU KAl VA pnv avtatrokpivovTal TTAéoV OTIG TTIpoadOKieG Tou aoBevoug 1 Tou
xelpoupyou. Etropévwg, Ba TTpéTrel va AngBouv uttown Tuxov TTPOCBETEG 1 EVOANAKTIKEG DIODIKATIEG TTOU TTPETTEI
va TTpayuatotroinBolv. H avaBewpnTikn €TTEURACN EUPUTEUUATWY OEV gival AouvrnBIaTN, ETTOUEVWG O XEIPOUPYOG
Ba TTPETTEI VA TTPAYUOTOTTIOINCE! WG TIPOCEKTIKA KAIVIKF] avaAuon KivOUVou-OoQEAOUG YIa va ETTITUXEI TO KOAUTEPO
UAKPOTTPOBET O ATTOTEAECUA VIO TOV A0BEVN.

O aoBevig péTTel va evnuePwOEi yia Toug TTEPIOPIoUOUG TNG AVOKATAOKEURS TNG KPOTagoyvabikAg diapBpwang
KOl TNV avAaykn oTroQuUYRS @OpTWOoNG TOU €UQUTEUNATOG pe UTTEPBOAIKA @opTia péxpl va eTITEUXOEI ETTOPKES
eTTITTES0 OTEPEWONG KAl ETTOUAWONG.

Eival euBuvn Tou xeipoupyoU va eEOIKEIWOEI PLE TIG XEIPOUPYIKEG TEXVIKEG EUPUTEUCTG QUTWY TWV CUOKEUWV HECW
UEAETNG OXETIKWYV ONuoaicloewy, dIBOUAEUCNG HE EUTTEIPOUG OUVEPYATEG Kal EKTTAIOEUCONG OTIG OIAdIKATIEG TTOU
I0XUOUV YIa TN CUYKEKPIUEVN TTPOBEaN .

21N UETEYXEIPNTIKI QPOVTIOO TTPETTEI VO AKOAOUBEITAI ATTOOEKTH XEIPOUPYIKA TTPAKTIKA.

A MH XPHZIMOMMOIEITE ZTOIXEIA ZE ANOIKTEZ 'H XAAAMENEZ ZYZKEYAZIEZ.

6.1. NMAnpo@opieg aTPAAEING HAYVNTIKOU GUVTOVIOLOU KAl paSIOCUXVOTATWYV

To peTaAAIKO UAIKO TTOU XpNOIUOTTOIEITaI yIa TIG TTIPOBETEIg Oev gival éva atrd Ta UAIKA TTou BewpouvTal eTTIKIVOUVA 1
acuppifacTa yia atreikévion payvnTtikou ouvtoviopoU (MRI) kal padioouxveTtnTeg (RF).

QaoT1600, UTTAPYOUV £yYEVEIG KivOuvol TTou OXETICOVTAI pe TN XPHon LETOANIKWY EQQUTEUNATWY O€ TTEPIBAAAOV MRI
Kal RF, ouptrepIAapfavopévng Tng LeTavaoTeuong eEapTnudTwy, TNG ETTaywyng BepudTnTag Kal TG TTapeBoAng i
TTAPAROPPWONG CNUATOG KOVTA OTA £EAPTHLATA.

H Bepuikn eTTaywyr) LETAAAIKWY EUQUTEURATWY gival €vag KivOUvog TTou eE0PTATAI OTTO TN YEWWUETPIA KAl TO UAIKO
TWV eEapTNUATWY, KABWG Kal atrd TITUXEG TTOU OXETICOVTAI HE TN KAYVNTIKI TOHOYpaQia Kal Tn padlioguxvoTtnTa,
OTTwG n 10XUG, n O1dpkela Kal n aAAnAouxia mraApwv. Emeidry o €EoTTAIONOG payvnTiKAG Topoypa@iag f
POBIOCUXVOTATWY eV €ival TUTTOTTOINUEVOG, N oORAPOTNTA AUTWY TwWV TPORANUATWY Kai n mlavétnta va
EUPAVIOTOUV PE AUTA TA EUPUTEUUATA EiVal AYVWOTA.



H aoc@dAcia kal n oupBarétnTa auTwy TwV EUQUTEUUATWY o€ TTEPIBAAAOVTA MRI Kal padloCUXVOTHTWY OEV €XOUV
aglohoynBei. Agv éxouv d1eCaxOei DOKIUEG OXETIKA pe TN BEpuavon A TN LETOKIVNON AQUTWY TwV CUCTNRATWY O€ AuTd
Ta TePIBAANovTa. ETreIdn auTég 01 CUOKEUEG BeV EXOUV EAEYXDED, N GPI Ogv UTTOPEI va KAVEI CUOTACEIG OXETIKA LE TN
XPNON QTTEIKOVIONG payvnTIKoU OUuvTOoVIOPoU pE AUTA Ta EUQUTEUNATA I ATTEIKOVIONG PAdIOCUXVOTATWY, EiTE
OXETIKA pe Béuata ac@dAciag €ite TNV akpifeia Twv eikévwy. Opiopéva egaptiuaTta gival TTaBnTIKEG HETAAAIKEG
OUOKEUEG Kal, YEVIKA, UTTApxel n moavotnTta auoifaiag TTapeuBoAng pe opiouéveg peBodoug atreikdoviong ,
ouutrepiAapavouévng TG TTOPAUOPPWONG TNG €IKOVAG GTN HAYVNTIKA TOpoypagia Kal TG okEdaong akTivwy X
oTnVv a&ovikn Topoypagia.

7. AYZMENEZ ENINTQZEIZ ZTHN AKEPAIOTHTA THZ ZYZKEYHZ

utTopei va oupfoulv peTd TNy TOTToB£TNON AUTAG TNG TTPOCBECNG TTOU aTTAITOUV TTEPAITEPW BEPaATTEIQ.

H eppdvion wag emTAOKAG putropei va oxeTiCeTal i va eTTNPEAZeTal aTTO TO TIPONYOUUEVO XEIPOUPYIKO IOTOPIKO TOU
a0BevoUlg 1 atTd TTPONYOUNEVES IATPIKEG KATOOTACEIG.

O1 avemBuunTteg evépyeleg TTou avagépovTal otn BiBAloypagia oTnv KAIVIKF) TTPOKTIKA TwWV TTPOCOECEWV TNG
KpoTagoyvabikAg dIdpBpwaong NG KATw yvadou givai yeviké ol akOAoUBEG:

o MoAuvon
. Xpoéviog A eTTavalappavouevog TTovog Kai/n oidnua
. ATTWAEIO TNG KIVNTIKOTNTOG TwV apBpwoewy Adyw TNG avAaTITUENG OUUPUOEWY (OUADBNG I0TOG), EKTOTTOU

0ooToU A ayKUAwoNg
. E&apBpwon Twv Tunudtwy tnG Tpdobeong

o dBopd, Kivnon, OTTACIKO 1 XOAGPwWaon TwV £EAPTNUATWY TNG TTPOCBECNG
. Aidtpnon A didoTraon TWv yUpw I0TWV
. AvTidpaaon Eévou owpaTog ] aAAEPYIKN avTidpaon oTa UAIKG TNG TTpooBeong

o Ma v KOrA:

e OdovTiK] avwuaAia TTOU aTraitei  TTpocapuoyr Oaykwuatog, opBodovTikp i emavaAnyn Tng
eméupaong.

e Amoppoenon A dIdRpwaon TNG KPOTAPIKAGS YAUVNG TNG KpoTagoyvabikng didpBpwaong.

e [lpoBAfuata wTwy, cuptrepiAdppavouévng Tng AEYLOVAS Kail/f S1IATpNoNG TOU £EWTEPIKOU OKOUGOTIKOU
TOpoU, AOILWEEIG TOU péoou N €0w wWTOG, JIATPNON TOU TUMTTAvVOU, uOVIUN ATTWAEId AKOAG,
KoudoUvIiopa aTa auTId KAl TTIPOBAMATA ICOPPOTTIAG ) EuaTaxIavAG GAATTIVYAG

e AucAsiToupyia TOU TTPOCWTTIKOU VEUPOU.

AMN\EG ETTITTAOKEG UTTOPET VO EQPAVICTOUV OTTWG:

. MeTeyXeIPNTIKOG TTOVOG, 0idNuad, LWAWTTEG, LUIKOG OTTAOUOG | OXNUATIOUOG AINATWUOTOG
. Mep1@epIkég veupoTTaBEIES
. ApVNTIKEG ETTITITWOEIG OTNV ETEPOTTAEUPN APBpwon 6Tav N TTPOBeoN TOTTOBETEITAI TN pia TTAEUPA.

8. AIAAIKAZIA AMOZTEIPQZHZ

A OAa Ta 1aTPOTEXVOAOYIKA TIPOIOVTA TToU Trapéxovral amd Tnv GPl SPA cuokeud{ovtal O€
ouokeuacia "MH AMOZTEIPQMENH".

O1 0UOKEUEG TTOU TTOPAYOVTal aTTO TNV GPI SPA, uéow Tng d1adikaoiag eTTIAEKTIKI G aUVTNENG AEICEP OKOVWV TITaViou,
KOBaATIOU Xpwpiou Kal TTOAUOuIBiOU Kol Ol CUCKEUEG TTOU TrapdyovTtal atrd Tnv GPI SPA péow TnG diadikaaiog
dAeong TToAuaiBuAeviou UWNAAG TTUKVOTNTOG Kal PEEK Ba KATtaoTpa@ouv pe Tn XPrion ammoppuTTavVTIKWY UWNARG
TTUKVOTNTOG. pe Pdon 10 08U, emopévwg xpnolpotroieite povo OYAETEPA KAl ANTIBAKTHPIAIKA
AMNOPPYTIANTIKA.

A O1 10TpIKéEG OUOKeEUEG GPI SPA trapéxovtal o MH AMOZITEIPEZ ouvlnkeg, emoupévwg, yia va
Siao@alioTei n ao@aAng KAIVIKA Xprion, cuvioTdTal va akoAouBeite Tnv kaBopiopévn oeipd:



a) ApXIKN TTPOETOINACIia OTO onpueio XpRong:

®  QQAIPEDTE TNV EEWTEPIKN OCUOKEUATia aTTd XapTOVI TTOU XPNOILOTIOIEITAI YIO TRV ATTOOTOANR
®  [BYAATE TO ECWTEPIKO KOUTI ue TO AoyoTuTIo GPI

b) TpoETOINACIO TTPIV ATIO TOV KABAPIONO.

aAQAIPECTE TA TTPOIOGVTA ATTO TNV ECWTEPIKA CUCKEUATia:

QATTOCUVAPUOAOYNOTE TO 1IATPOTEXVOAOYIKO TTPOIOV OTa £6aPTARATA TOU,

€€eTdOTE TNV KAAN KATACTACT) TOU TTPOIOVTOG.

ENéyéte  O6m dev umdpyouv  umtoAsippoTta  eme€epyaciag/okdévng kKal  €dv UTTAPXOUYV,
KaBapioTe/EeUTTAOKAPETE/TTAUVETE TIG TPUTTEG TTPIV TNV ATTOCTEIPWON.

c) kKaBapiopdg Kal aroAvpavon-

MAOveTE YeIpoKivNTa A UNXAVIKA WE ATTIO OUDETEPO ATTOPPUTTAVTIKO (OTTOAUTWG un O&Ivo) Kal (e0TO VEPOD,
akohouBwvTtag TIG 0odnyieg XPrAONG TOU KOTOOKEUAOTA TOU OTTOPPUTTAVTIKOU. ATTOQUYETE Tn Xprion Tou
ATTOPPUTTAVTIKOU 0€ AKPAiEG OUYKEVTPWOEIG. EviupaTikd kaBapIoTIKa pe oudETEPO pH Kal {e0TO vePO UTTOPOUV Va
XPNoipotroinBouyv yia va dIEUKOAUVOUV ToV KaBapIopd. YTTOKEITAI O€ ETTIKUPWREVN SI0dIKATTA TTOU CUUHOPPWVETAI
ME TO TTPOTUTTA TNG OEIPAG ISO 15883.

A Agv ouviotdtal n XpRon TOAU OAKOAIKWY OImOoPPUTTAVTIKWY (pH 2 12). Amo@Uyete TNV
TTapateTapévn €kBeon og 68Iva | aAKaAIKA SiaAUpata Kal S1aAUpaTa TToU TTEPIEXOUV XAWPISIa, Bpwuidia R
10310 .

MeTé 10 TTAUOIHO, EETTAUVETE KOAG pe KOBAPO, ATTIOVIOUEVO 1] ATTECTAYHEVO VEPO.

d) Zréyvwpa.

2TEYVWOTE TTANPWG TIPIV TNV GTTOOTEIPWON HE ATTOPPOPNTIKO UQACLA LE XOUNAT OTTEAEUBEPWOAN CWUATIDIWY 1] LE
Biounxavikd oTEYVWTAPIO 1] O VIOUAATTI OTEYVWUATOG.

e) EmO@swpnon kai cuvtApnon-

Katrd tov kaBapiopd, €mBOewprioTe TNV ATTOUCIA OPATWY UTTOAEILPATWY, EI0IKA OTIG AlyOTEPO TTPOCRACIUES
TTEPIOXEG. EAEYETE TTPOCEKTIKA TA £COPTANOTA TNG TTPOCBECNG Kal/r Ta OXETIKA dpyava yia va BeRaiwbeite 611 dev
€xouv uttooTei {nuid, divovTtag 1I81aiTEPN TTPOCOXI OTIG TTEPIOXEG TWV CUCKEUWV OTA KIVOUpeVd ] dAANAEVOETA pépn.
Mn xpnoipoTrolciTe TTPOCOETIKA €CopTrAMaTA 1 EPYOAEia TTOU €xouv UTTOOTEl (NuIG. Z€ QUTAV TNV TTEPITITWON,
EVNUEPWOTE AUECWG TOV KATAOKEUQOTH , 0 XPHOTNG OEV TTPETTEI VO TTPAYUATOTTOINCEI EpYATieg ouvTrpnong A/Kal
ATTOKATACTACNG.

f) Zuokeuvaoia

Ta TpooBEeTIKG e€apTruaTa Kal/f} Ta ouVOodd dpyava TTPETTEI VA ETTAVACUCKEUAZOVTAI KATAAANAQ OTO VOGOKOUEIO.
MpoopifovTtal yia ammooTeipwaon o€ dITTAEG Brkeg olupwva pe TN pEBodO atmmooTeipwang yia Ta SIGPopa TTPOIGVTA.
AuTo6 T0 ZUoTnua MikpoBiakou ®payuou (SBS) TTPETTEI va £XEI ETTIKUPWOE yIa va aTrodeigel TNV IKAvOTNTA TTAPOXNAG
ETTAPKOUG OTTOOTEIPWONG.

g) AmooTeipwon

O1 akéAouBeg TTapAUETPOI TNG TTAPAKATW dladikaagiag £xouv atrodeixBei 6T TTapdyouv Eva TTPoIGV e eTTiTTeEO0 SAL
10 ° log oUp@wva pe 10 UNI EN ISO 17665 kal To UNI EN ISO 14937. AAMoI Trapouolol KUKAOI puTTopei va
xpnoipotroinBouv aAAd dev €xouv agloAoynBei. Eivalr eubuvn Tou xprioTn va atrodeigel TNV ETTAPKEIA TOU KUKAOU
ATTOOTEIPWONG TTOU XPNOILOTTOIEITAI O€ TTEPITITWOT TTOU SIaPEPEI ATTO TIG AKOAOUBEG VOEIEIG:



MNa mpooBéoeig Kal e§apTApATH Ao KPdua TITaviou (Ti6AI4V):

ATtrooTeipwon pe arpd : ATTooTEIpWAON 0€ AUTOKAUOTO UE ATUO TTPO-KEVOU O€ Bepuokpaaia 134°C yia TOUAGXIOTOV
5 AeTTTA.

MNa mwpooBéoeig kal e§apTApaTa a1rd Kpdpa KoaAtiou-xpwpiou (Co28Cr6Mo):

ATtrooTeipwon pe arpd : ATTooTEIPWON 0€ AUTOKAUOTO UE ATUO TTPO-KEVOU O€ Bepuokpaaia 134°C yia TOUAGXIOTOV
5 AeTTTA.

MNa avartopikd avriypa@a Kal XEIpoupylikoug odnyoug atréd TroAuapidio (PA ):

ATtrooTeipwon pe arpd : ATTooTEipWON 0€ AUTOKAUOTO UE aTud TTPO -KEVoU a€ Bepuokpaaia 134°C yia TouAdxioTov
5 AeTTTA.

MNa mpooBéceig Kal e§apTALATA OE TTOAUAIOEPIKE KETOVN (PEEK):

ATrooTeipwon pe aTud : ATTOOTEIPWON 0€ AUTOKAUOTO e aTud TTPO -kevou o€ Bepuokpaaia 134°C yia TOUAGYIOTOV
5 AeTTTd.

MNa mpooBéoeig kal e§apTAuara a1rd ToAuaifuAévio upnAng TukvoeTnTag (UHMWPE):

Amrooteipwon pe umepodeidlo Tou udpoydvou (kAiBavog atrooTeipwong TAAOMATOG): pE €UPOG
Beppokpaaiag Asitoupyiag 50-55°C, pe EAdXI0TO KUKAO d1atripnong 37 ATITd + 3 AETITA ApXIKOTToiNoNG.

MNa wpoBéoeig kai e§apTApnata ard moAuaiBuAévio UPNARG TTUKVOTNTAG O€ CUVOUAOMO LE KPApA TITAVIOU
(UHMWPE+Ti6Al4V):

AtrooTeipwon pe utrepodeidio Tou udpoyodvou (kAiBavog armrooTeipwong TAAOMATOG): pE €UPOG
Beppokpaaiag Asitoupyiag 50-55°C, e eEAGYIOTO KUKAO dIaTAPNONG 37 AETTTA + 3 AETITG APXIKOTTOINONG.

A 210 TEAOG TOU KUKAOU atrooTeipwong, eAéyére Tnv aAAay oToug SeikTeg SBS (deikTNG HIKPOBIOKOU
@pPAaypoU) Kal TRV AKEPAIOTNTA TOOO TOU CUCTHHATOG CUOKEUAOIAG 600 KOl TOU TTPOIOVTOG. X€ TTEPITITWON
avwuaAiwy N\ au@iBoAiwy, BEWPNOTE TO TTPOIOV LN CUNUOPPOUUEVO KOl KATA CUVETTEIO UNV TO BECETE OTN
81a8gon Tou XpNOTN, KOBWG N aoPAAEIa yia Tov aoBevi Sev ptropei va eyyunOei.

h) amolnkeuon;

Puldooetal o KaBapod, OPoTEPS Kal ENPO LEPOG KOl HaKPIA aTTo TTNYEG BEppoTNTAG.

i) ueTagopd

Ma tnv amouyn {nuwyv o€ IATPIKEG CUOKEUEG KATA T HETAPOPA, GUVICTOUUE TN XPon KATAAANAwY pagiwy,
OioKWwV 1 AKAPTITWY doxEiwv. ATTOQUYETE TNV ATTOBAKEUON 1) TN LETAPOPE EpYOAEiWY O€ ETTAPN pHETALU TOUG KOBWG
uTTopEi va TTpokANnBei Znuid.

9. ENANANOZTEIPQZH

H GPI dev ouvioTd TNV TIPAKTIKN TNG ETTavATTOOTEIpwong Kabwg dev €xel uttoBAnBei e emmaAnBeuon Kai
€TMKUPWON.

Mapapével €uBUVN TOU peTATTOINTA va dloG@AAiceEl OTI N eTTEEEpyaaTia, OTTWG OTNV TTPAYUATIKOTNTA EKTEAEITAI UE
XPNon e€0TTAIGLOU, UAIKWV Kal TIPOCWTTIKOU GTN uovada eTTeepyaaciag, EMTUYXAVEI TO ETTIOUUNTO ATTOTEAECUA.
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10. NMEPIOPIZMENH EITYHZH

H GPI gyyudtal 611 autd TO TTPOIOV TTANPOI TIG TTPOdIAYPAPEG TOU KATOOKEUAOTH Kal eV €XEl KATAOKEUOOTIKA
eAATTWHATA KATA TN OTIVUA ThG TTapddoong.

AUTEG 01 DIOTAEEIG €xouv ETMKUPWOEI atmd TOV KATAOKEUAOTH TNG IOTPOTEXVOAOYIKAG CUOKEUNG WG IKAVEG va
ETMTUXOUV TOV OTTAITOUUEVO KOBaPIoWO Kal atroaTEipwaon.

O xpARoTng pétTel va dlao@aAioel OTI N TTPOETOILACIA KAl N OTTOCTEIPWON TNG IATPOTEXVOAOYIKIG CUOKEUNRG, OTTWG
OTNV TTPAYUATIKOTNTA EKTEAEITAI XPNOILOTTOIWVTOG TOV €EOTTAIOUO, TA UAIKA KAl TO TTPOCWTTIKG ETTITUYXAVEI TO
emBuunté amotéAeopa. Autd atraitel eTaAfBsuon r/kal MKUPWON KOl CUCTNUATIKY TrapakoAouBnon Tng
d1adikaaiag.

A AuTA n gyyunon OomrokAgiel CUYKEKPIMEVA EANTTWUATA TTOU TTPOKUTITOUV aTrd KOKAR XPRAoN,
Katayxpnon i akatdAANAo XEipIoud Tou TTPOIOVTOG HETA TNV TTAPAAABA TOU aTTd TOV XPAOTH.

11. ENIrPA®H

To KIT OUOKEUNG, a@ou TTapaxBei, TOTTOBETEITAI O un ATTOOTEIPWHEVN OUCKEUAOid, KABWGS N aTTooTEipwan Tou
TTPOIGVTOG TTPAYUATOTTOIEITAI AiyO TTPIV TN XEIPOUPYIKN ETTEURACN, OTTWG AVAPEPETAI OTO TTAPOV £YYPAPO.

H eTIKETQ TTOU OXETICETAI WE TO KIT TOTTOBETEITAI OTO KOUTI.

To TTEPIEXOUEVO TNG ETIKETAG €iVAl CUUPWVO PE QUTO TTOU UTTOOEIKVUETAI OTO ONUEIO 23.2 TOU TTAPAPTALATOGS | TOU
RDM 745/2017 Kal OTTEIKOVICETAI TTAPOAKATW.

Ta oUpPoAa kal o1 pPACEIS TTOU avaypA@OoVTal TNV ETIKETA TTPOEPKOVTAI ATTO TO TIPATUTTO ava@opdg UNI CEI EN 1ISO
15223-1:2021

Kd&Be kit Ba TTapéxeTal pe 1 €TIKETA TTOU Eu@AVICETAI OTNV TIPOCBOETIKA CUCKEUATIQ, Wia OTO KOUTI Kal 2 u€Ga GTO
KouTi aTn 81d0g0n Tou yIaTpoU Kal Tou acBevi, 1 €I0IKN ETIKETA YIA KAOE HEPOVWHEVO EEAPTNUA TOU KIT TTPOCBETIKAG.

11.1. NMapdderypa eTIKETAG TIPOCOETIKAG

H or] pavon NG mpoBeong atoTteAsital atrd:
ETIKETA KIT : kUpia €TIKETA TTOU TTPOCDIOPICEl TO KIT TIPOTOETIKAG
ETIKETA ZYZTATIKOY : €TIKETO yIa KAOE peEpOVWUEVO £EAPTNUA TTOU ATTOTEAEI TO KIT (EUQUTEUCIUA
eCaptAuara TnG TpoBeang)
ETIKETA OPIANQN : €TiKETO yIa KAOE pepovwpuévo Opyavo yia XpAon o€ cuvouaoud Le TNV TTpOoBean (un
EUQUTEUCIUO ECAPTAMATA: TT.X. TIPOTUTTA KOTTAG KO AVATOUIKA LOVTEAQ)

MapakdTw gival Eva TTapddelypd KIT TTPooBEeTIKA G TMJ TTOU UTTAPXEI OTOV TILOKATAAOYO:

11



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 AAAA/MM of time limit (1year)
(ex.2024/10) (ex, 2025/10)
' l \‘/
[:Ii] 's //I\
Elf‘u

USO NON CEMENTATO - UNCEMENTED USE
GPI S.p.a. Via Ragazzi del '99, 13 — 38123 Trento (TN)

www.gpi.it
REF E DESCRIZIONE KIT REF E DESCRIZIONE COMPONENTI
[
Es. Kit Chirurgil:o
KIT Operazione pz art. Descrizione
replica mandibola in =]
1 man . .
poliammide
T g aiosToratumT Strumentazione
) ima di taglio e foratura in .
1 tgmt - 1 itanio del kit
1 rod re plllca cranio 1/3in
poliammide —
Articolazione
TMJ1 . p—
Temporo Mandibolare 1 7 placca mandibolare con
PY |condilo in titanio Ti64 i
Componenti
1 -~ protesiglena condilare in impiantabili
PE-UHMW del kit
1 pt3 |placcafissaggioin Ti64

MAPAAEIrMA ETIKETAZ KIT

Ta akdAouBa oupBoAa kai SIaTUTTWAON ERPavifovTal TNV ETIKETA:

e CUSTOM DEVICE: uttodeIkvUel TOV TUTTO TG IATPIKAG OUOKEUAG

e T[IEPIFPA®H Tou T0TOU TNG TIPOCAPUOCHEVNG OUOKEURG aTov katdhoyo (XEIPOYPIIKO KIT TIA
ANAKATAZKEYH THZ KPOTA®OINABIKHZ AIAPOPQXHZ o1o TTapadeiypa)

o Kwdikdg kataAdyou REF TTou TTpoadlopidel TO KIT
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SN Ze1pIakdg apiBudgs : apiBudg avayvwpiong g mpodbeong: ETOZ/MAPAITEAIA KQAIKOZ/N NMPOXOEZH:
AAAA/XXXXX/N

@ Huepounvia Kataokeung eKQpacpévn o€ £Tog/urva

2 Aldpkeia xpriong 1 nuepounvia ARENg ekppaopévn oe érog/ufva. Edv dev mmpoadiopiletal, Bewpeital

TTEPIOdOG 1 £TOUG ATTO TNV NUEPOUNVia TTapaywyng.

® H 1atpikr) cuokeur ptropei va xpnoipotoindei pévo pia gopd f oe évav acBbevi katd Tn OIAPKEIa piag

uévo emméupaong

AN\

TTPOEIBOTIOINCEIG KAI TIPOPUAAEEIG, O1 OTTOIEG, Yia DIAPOpPOouUg AOYouUG, BeV UTTOPOUV va avagepBolv aTnyv idia Tn

Mpétrel va oupBouleuTeite TIG 0BNYieg XPONG YIO ONUAVTIKEG TTPOEIBOTTOINTIKEG TTANPOPOPIES, OTTWG

OUOKEUN

H 1atpikiy cuokeun dev £xel uTTORANBEI o€ dladikagia aTToaTeEipwong

= P

ZupBouleuTeite TIG 00nYiEg Xprong

A

o]
=
i3 2 0vOEOUOG QR 0€ WNnolakd Eyypaga (odnyieg Xprong)

=

@

Mn XpNOILOTTOIEITE TO 1IATPOTEXVOAOYIKO TTPOIOV EAV N CUCKEUOAGIA £ival KATEGTPAUUEVN ] AVOIXTH

KpaTtAoTe 10 pakpid atré TnyEg uypaaiag

=¥
20
B KpatoTe 10 poKpPId atrod TTNyEG BepudTNTOG KAl QWTOG

N

XPHZH XQPIZ TEIMENTO: Evnuepwvel OTI TO KIT TTPETTEI VA EPQUTEUBET Xwpig TN Xprion 0o TIKOU TOIREVTOU

>HMEIQ>H To povadikd avayvwpioTIKO ao0evoug dev eppavifeTal oTnV €TIKETA, KABWG CUVOEETAI LOVADIKA E
ToVv O€IpIaKd aplBud Kai avagépeTal oTn SHAWGCN CURPOPPWONG.
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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 Ti6AI4V - TiIBAI4V
Alloy

] Aaaamm I YYYY VY
ot . ital: [SN] :AAAAXXXXXN
S Dr. XOOO(XX — Hospital: XXXXX :

D N A ® 1 8

USO NON CEMENTATO - UNCEMENTED USE

OTrou Y €ival n oriuavan Tou TTPocavaToAIouoU TOU TTPOCBETIKOU OTOIXEIOU O€ OXEQN WE TO HEPOG TOU CLOATOG KAl

UTTOPEN TTPOAIPETIKG Va gival:

e D edv eival Aeti e€dptnua
S €av eival ApioTepd e€ApTNUA,
ANT gdv gival peTwiaio e€dpTnua
POST eav gival otrioBio e€dpTnua,
Agv uTTOBEIKVUETAI EQV Eival COPEG.

ZAuOVON OPYAVWY Yid XPion o€ cuvduaoud pe To KIT

To 6pyavo yia xprion o€ cuvduaaud pe TO KIT (TT.X. 00nNyoi KOTTAG KAl avaTouikd avtiypa@a) gival 1o aUvoAo
eCaptnudTtwy tmou BonBoulv 10 uPUTEUNA TO OTTOIa €V UTTOPOUV VA AVAYVWPIOTOUV WG EPPUTEUCIUG HEPN THG
TTPOBeoNG.

MapakdTw gival éva TTapdadelypa eTIKETAG yia 6pyava:

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

M| Aaaamm E :AAAA/MM
O 2 Dr. XOOXXXX — Hospital: XXXXX AAAA/XXXXX/N

AA@E@:—%

NON IMPIANTABILE — NOT IMPLANTABLE
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12. KAPTA EMOYTEYMATOZXZ

H kdpT1a epputelpatog mapéxetal ammd TNV GPl o EykaraoTdoelg Yyeiag kal cuokeuddeTtal 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 OUUBOAWY TTOPAKATW.
e AwaoTe aTov aoBevi TNV KAPTA EPPUTEUPATOG.

54 mm .

| / GPI spa \K

International Implant Card

IMD|

f’) Patient name

[t Implant date =1

o+ Hospital
name and address

m oS

https://implant.card.gpi.it

|\ AN

85.6 mm

~

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-OOOUZOI)

[ 1 Keipevo Tou ouvtayBnke ammo Tov KaTAOKEUTOTH

[ ] Keipevo TTou ouvTayBnKe atmo TO UYEIOVORIKG TIPOCWTTIKG

Bl Kcipevo TTPOEKTUTTWREVO ATTO TOV KATAOKEUAOTH

OpUAog TwV cupBoAwv

° II‘? Ovopa agBevn

° Huepounvia epgurteuong

ot

o M Ovoua ka1 d1elBuvon NG povadag UYEIOVOUIKAG TTEPIBaAYWNG

[#1]
° AieBuvaon iotéTotrou/ Kwdikdg QR pe TTAnpo@opicg acBevolg

° <Kw6|Kc'>g Kal TTEPIYPOPI) TOU I0TPOTEXVOAOYIKOU TTPOIOVTOG
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° ApIBUOG O€IpAG TNG 1I0TPOTEXVOAOYIKHG CUOKEUNG

el

° KaTtaokeuaoTAg
O1 ak6AouBeg TTANPOPOPIES TTPETTEI VA TTAPEXOVTAI GTOV A0BEVH ATTO TNV UYEIOVOUIKA povada:

e OTroiadnmote TTpoeIdoTToinan, TTPOPUAAEN A WETPO TToU TTPETTEI va AngBei atmd Tov acBevr] f atmmd Tov
eTTayyeAuaTia uyeiog e oxéon ue auoifaia Trapéupacn oe eUAoya TTPOPRAEYIUES EEWTEPIKES ETIOPACEIC,
ITPIKEG £CETAOEIG ) TTEPIBAANOVTIKEG OUVONKEG.

e OTtroiadnmote TTANPOPOPIa yia TNV AVOUEVOREVN WOEAIUN (WA TwV CUCKEUWV Kal KABE atrapaitnTtn
TTapakoAoudnaon.

e OTroladrmote AAAN TTANpo@opia TTou aTTooKoTrEl oThn Slao@ANIon TNG aoPalols XpAONG TNG CUOKEUNG
a1ré ToV aoBevh, CUNTTEPIAGUBAVOUEVWY TTANPOPOPIWY YIa UAIKG KOl OUTIEG OTIG OTTOIEG UTTOPEI VA EKTEDEI
0 a0BevAG.

13. KAINIKH MAPAKOAOYOHZH

ZUVIOTWVTAI TTEPIODIKEG ETTIOKEWEIG YIa TNV TTapakoAouBnon Tng 8£ong Kal TG KATdoTaoNng Twv TTPOCOETIKWY
eCaptTnudtwy, Kabwg Kai yia Tov EAeyX0 TNG KATAoTaoNG ToUu 00ToU. [payuaToTroINoTE TTEPIOBIKG UETEYXEIPNTIKEG
OKTIVOYPOQIEG YIa va €XETE pIa akpIBR €IKOVA TNG KATAOTAONG OUEOWS HETA TNV ETTEUPRACN KAl VA ETTIONUAVETE
TUXOV LOKPOTTPOBEoUa oNuadIa Kivnong, XaAapdTnTag, KApPWNGS 1 pLYHWYV TWV £EaPTNUATWY.

MNa va ptropéoel va e@apudoel To oxEdI0 EMITHPNONG KAl ETTOTITEIAG TTOU aTraiTeital atrd Tov Kavoviopd Tng EE
2017/745 kai va eyyunBei Tnv ac@aAeia NG atmrdédoong Twy TTPoIGVTwWY TnG, N GP | spa atraitei Tn d€0uEUOn TwWV
TEAQTWV TNG Va @POVTICOUV YIa T GUAAOYI TTPOEYXEIPNTIKWY OeBOUEVWV KAl LETEYXEIPNTIKA TTapakoAoudnon ,
XPNOILOTTOIWVTAG TUTTOTTOINUEVN QOPUa GUAAOYAG SEDOUEVWIV.

EidikéTEPQ, TTPETTEI VO ava@épovTal Ta akOAouBa aTolxeia:

Ymrokeluevika dedouéva
e TTOU OXETICOVTAl pE TOV TTOVO, pe KAipaka mmévou (VAS 0-10) TTou KupdiveTal atmod "ywpig movo (0)" - "o
£€vTovog Tmévog (10) "
e >yETIKA pe TNV TpEXouca TroIdTNTa (WG o€ OUYKPION KE TTPIV ATTO TNV EMQUTEUCN TNG TTPOBEONG

AVTIKEILEVIKG dedouéva
Aedopéva ammd AueCES METPACEIS TOU €UPOUG Kivnong Tng dpBpwaong tou uTtoBAABNKE o€ €TTaVOPOWTIKN
XEIPOUPYIKN BepaTreia Ta oTroia Kataypd@nkav o€ XINOOTA Tou uéyioTou avoiyuaTog TNG dpbpwang.

Ta atroteAéopata TTPETTEI va GUAAEYovTal 0€ KABE neGOdIACTNUA TTAPAKOAOUBNGNG TTEPITTOU yIa TOUG akOAOUBOUG
XpPOvoug delypatoAnyiag:
- GUECN WETEYXEIPNTIKA
- 7/10 nuépeg
- 1luAva
- 3pnveg
- 6unveg
- 1xpévia
- Mia @opd 10 XpdVo yia Ta eTTOUEVA XPOVIa

H ouMoyn kAivikwv Ogdopévwyv gival ammapaitntn yia TNV agloAdynon mng amodoong TnG mpobeong Kal Twv
EMTITWOEWVY TNG oTov acBevr]). Ta dedouéva autd eivalr n upeiwon Tou TOVoU, KABWGS Kal N PBeATiwon Twv
AgIroupyiwyv Kai Tng Tro1éTNTag (WA Tou aaBevoUg.
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14. PHTPA EFTYHZHZ KATA NIOGANHZ EYOYNHZ

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

EutritrTel 07N o@aipa eubuvng Tou popéa TTou gival uTTEUBUVOG yia T BepaTreia va eTTaAnBedael 611 n Beparreia,
EKTEAEITAI pE Xprion Tou €EOTTAICHOU, TwWV UAIKWYV Kal Tou DIaBETIHOU TTPOCWTTIKOU OTIG KATAAANAEG EYKATAOTATEIG,
ETTITUYXAVEI TO ETTIBUUNTO ATTOTEAEC QL.

AuTé cuvABwWG aTTaITei ETTIKUPWAN Kal KUKAIKO £Aeyxo Tng diadikaaiag AeItoupyiag.

O1 diodikaoieg KaBapiopoU, amoAlpavong Kol aTmooTeipwong TTIPETTEN va eKTEAOUVTAI KOI VO KaTaypa@ovTal
oUu@WVa UE Ta IoXUOVTa TTPWTOKOAAG 0T doun TToU gival UTTEUBUVN yia TIG TIPOAvVaPEPOEIoES Epyaaied.
Otrol00r1T0TE ATTOKAION ATTG TOV XEIPIOTH TNG BEPATTEiag ATTO TIG TTAPEXOUEVESG 0BNYieg TTPETTEI va a&loAoyEiTal KAl
Va KOTOYPAPETAl O OXEQN KE TNV OTTOTEAECHATIKOTNTA KO TIG TNOAVEG OpVNTIKEG KAl OUOUEVEIG OUVETTEIEG.

15. AIANOMEAZTIA

EAAAAA:

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

Mapouaoi, 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

KwdIk6g EUDAMED: IT-MF-000020127

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