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1. NPOEIAONOIHZEIZ

O1 rpocidoTtToinoeig TTpoodiopidovtal pe évav TTPoodeuTIKO KWwOIkG N Kai ditrAa Tou gpgavigeral To Rid 610U Rid
TTpoadlopilel Tov Kivouvo TTou afloAoyeital aTnv avaAuon Kivouvou . AKOAOUBACTE TIG TTPOEIBOTIOINTEIS VIO A0PAAA

XPNon TNG TTPOCAPUOCEVNG CUTKEUNG.

A MNa ka0e TUTTO ava@OPAG OXETIKA LE TTPOIOVTA GPI, OTEIATE £va email oTnV akdAouBn
MPOEIAQOT d1eUBuVOoN email: segnalazionidm@pec.gpi.it
OIHZEIZ
FENIKOZ
Ta TpooBeTIKG e€apTALATA Kal Ta 0T opyavwy TTapéxovral MH AMMOZTEIPQMENA kai
1 R-STO1 (X'ITG!TOL'JV TP60OeTN dladikagia kaBapiopoU Kal aTrooTEipwang TTpIv atd TNV
EMPUTEUON.
5 Xpnoipotroigite povo OYAETEPA KAI ANTIBAKTHPIAIKA ATTOPPYTTIANTIKA yia
RSTO1 | epyacieg kaBapiouoU OTIC CUCKEUEG TTOU TTapdyovTal aTrd TV GPI SPA
3 RSP03 | Mn XpNOILOTIOIEITE TTPOIOVTA ATTO KOTEOTPAUUEVEG I AVOIYUEVEG GCUOKEUOTIEG.
4 R STO2 AkoAouBRaTE TTPOCEKTIKG TN BIAdIKAGIA ATTOCTEIPWONG TTOU UTTOBEIKVUETAI VIO KABE
TUTTO UAIKOU
5 RST02 | [poocéETe va unv aTTOCTEIPWOETE pE aTpd e€apTipaTa TToAuaiBuAeviou (UHMWPE).
MNa wa mepaitépw d1adikagia ETTAVATTOOTEIPWONG €VOG GUOTATIKOU TNG TTPOBEONG,
6 RSTO1 | avaTpé€te atnv mapaypago EMANATMOSTEIPQSH autol ToU EvnueEPWTIKOU
@UAAadiou.
MNa va egac@aliotei n ac@AAEid Kal N ATTOTEAECUATIKOTNTA TNG TTapéuacng, n
7 R P12 EUQUTEUCN TNG TTPOBEONG eV TTPETTEI VA OUVOUAOTEI nE TTPOBETEIG AAANG TTPOEAEUONG

€KTOG €AV AUTOG 0 OUVOUAO OGS €xel avaAuBei oTn @don Tou oxedlaouou.
Ta eCaptAuaTa TNG TTPGOeang TC éxouv axedIaOTEl yia va Talpiaouv povadika aTnv
avartopia Tou aoBevoUg KAl OTa TTPOEYXEIPNTIKA OX£DIQ TOU ETTEURAiIVOVTOG XEIpOUpPYOU,
XPNOILOTIOIWVTAG €éva  avaTOMIKO pOVTEAO O0TOU Trou Trapdyetal otrd  agoviKh
Topoypagia Tou 0a0Bevolg . AuTd T TTPOEYXEIPNTIKA OxEDIa TTEPIAQUBAVOUV Th
8 RCH4 | dnuioupyia Tng €mBuuNTAG PUBWIONG oToV aoBevA TTPIV AT TNV AEOVIKN Topoypagia r
OTO MOVTEAO OCTOU WETA TV TTapaywyr Tou. Eival ToAU onuavtikd o Xeipoupydg va
avatmapdyel pe akpifela 1o oxédio pubwiong Tou acBevoUg Kal TUXOV QAvOTOMIKO
TTEPIYPAUUO KATA TN OTIYUN TNG ELPUTEUCNG TTPOKEILEVOU VA ETTITEUXOEI N eMOIWKOUEVN
TOTTOBETNON TWV £EAPTNUATWY TNG TTPOCBETNC.
MNa va olIac@alioTei N AC@AAEIa KAl N ATTOTEAECUATIKOTNTA TNG €TmEUacng, n
9 RCH1  TtomoBérnon Tng TpdBeong TC Oev ammaitei TN XPAon ooTIKOU TOIUEVTOU 1 AAAWV
TIANPWTIKWY TTAPAYOVTWYV
Ta eCaptAuata TG TPGBeong TTpoopifovral yia eu@UTEUCn O¢ éva OET auolfaiog
ougeuéng.
10 R CH1 MNa va eCaoc@alioTei N ac@AAEId Kal N ATTOTEAEOUATIKOTNTA TNG €Tméuacng, n
TOoTTo0£TNON TNG TTPOCBeong TC dev atraitei TN XPAON £LOPTNUATWY TTOU TTAPEXOVTAI
a1rd AAAOUG KOTAOKEUAOTEG (UE E€aipean TIG BidEC OTEPEWONG)
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R STO3

Ta eCapthnarta TNG TPOCOeTNG TTEPIEXOUV ETTIQAVEIEG TTOU UTTOPEI VA KATACTPAPOUV €
TTEPITITWON AavBaouévou XeIpiouoU.
o OTtoiadnmote BAGPRN 0€ QUTEG TIG ETTIPAVEIEG UTTOPET va ETTNPEACEI TN
pHaKpOoTTPpéBeoun atrdédoon TnNG TTPOBeCNG.
o  AToQUYETE TNV ETTAPN UE TIG ETTIPAVEIEG TWV APUWY OG0 TO dUVATOV
TTEPITOOTEPO.
o Ta egaptAuaTa TNG OOOVTOCTOIXIOG TTPETTEI va XEIpi(ovTal poOvo pe
auBAcia, Asia emedveia epyalcia yia va atropeuxdei n ¢nuid.
o Aev TpéTel va xpnoipotrololvTal epyaicia pe dOvTIa, 0dOVTWOEIS A
QIXUNPES AKPEG.
To uOVTENO TWV OOTWYV TTAPOUCIAEl XOPAKTNPIOTIKA EUBPAUCTOTNTOG. XEIPIOTEITE PE
TTPOCOXH.

O xe1poupydg TTPETTEI VA €ival EE0IKEIWNEVOG UE TNV EQAPLOYT) TOU XEIPOUPYIKOU IATPIKN
OUCKEUN TTPIV aTTO TN XPRon.

O mapexOuevog EOTTAICUOG OV TTPETTEI TTOTE VA XPNOIUOTIOIEITAI VIO TNV EKTEAEDT
EPYATIWV YIa TIG OTTOIEG BeV €xel oxedlaoTei €101K&. H akatdAAnAn xprion evog opyavou
utTopei va TTpokaAéacl 6x1 uovo BAARN oto 6pyavo aAAd Kai Tpadua oTov
aoBevh/xeIpIoTh

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

Mnv xpnOIUOTTOIEITE KATEOTPARUEVA EPYAAEIQ.

Ta kateoTpapuéva Opyava TTPETTEl VA avTIKABIoTavTal TTPIV Ta XPNOIUOTTOINCETE .

Mnv €TTIXEIPAOETE VA ICIWOETE i} VA TPOTTOTTOINCETE EPYAAEia I EAPTALATA IATPIKA
OUOKEUN TTPOCBETIKWV KaBWG auTd PTTopEi va BE€ael o€ Kivouvo Thv avToxr] Tou idiou Kal
va 0dnyfAoouv o€ eTTaKOAOUBEG aaTOYiEG 1) TPAUUATIONOUG

Mpiv atrd TNV epPUTEUCN TNG TTPOCOECNG, EAEYETE TNV AKEPAIOTNTA TG CUUUOPPWONG
NG TTP6Beong Kai Tov ogIpIakd apiBud. O oeipiakdg aplBudg eival o apiBudg ava@opds
TTOU OUVOEETAI PE TNV IOTPIKF CUVTAYH Kal TN OAAWGON CUUUOPPWONG KAl EAEYXETAI UE
petagoTuTria aTo EEAPTNLA OTTOU TO ETTITPETTOUV OI BIAOTACEIG, dEdOopEVA TTOU
TAUTOTTOI0UV TOV a0Bevh. EAEYETE TNV aKPIBR) avTIoToIXia TOU GEIpIoKkoU apiBuol TTou
ouvOéeTal e TOV aaBevh aTn dNAWGN, TNV ETIKETA Kal TNV TTPOCBean, TTpIV
TTPOXWPNOETE OTNV TTPOCHOETIKA EUPUTEUDN.

O y1aTpd¢ gival UTTEUBUVOG YIa ThV EVNUEPWON TWV 00OEVWYV OXETIKA LE TOUG
TTEPIOPIONOUG TNG EpPUTEUCNG TNG TTPOCBEeONG TC. Acdopévou OTI TIPOKEITAI VIO
TIPOCAPUOCUEVEG TTIPOBETEIG, Ta OpIa AUTA dIaPEPOUV avaAoya ue TNV TTpOabeon Kal
Tov a0Bevr) kai gival euBivn Tou AITOUVTOG yIaTPOU.

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

H afovikA 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 EAPTAATA Eival CWOTA CUOKEUAOPEVA KOl TOTTOBETUEVA CWOTA péoa oTa
OUCTAUATA OTTOOTEIPWONG YIA VO ATTOQPUYETE TOV KivOUVO va OTTACEI N GAKOUAQ.
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2. TMPOBAEMOMENH XPHZH

2.1. NMpooBiceIg KPAVIAKWY ERPUTEURATWV

H mpocbeon kpaviokAG avakataokeung (CT) ecivar wa €10IKAG KATOOKEUNG E€UQUTEUCIUN IOTPIKA OCUOKEUN
Katnyopiag Il TTou €£xe1 oxeDIAOTEI yIO TNV AVAKATAOKEUN TUAUATOG TOU KPAVIOU LETA ATTO XEIPOUPYIKA £TTEURACN
KOPKIVOU, O€ TTEPITITWON TPAUUATOG OTO KEQAAI 1] yIa CUYYEVEIG BUCTTAATIEG.

To 1atpikfi ouokeury armoTteAeital amd évav ocuvduaoud eEapTnudTwy ouokeudopéva pali TTPOKEINEVOU VA
xpnoipotroinBouv yia Tnv avaddunon evog péPoug ToU Kpaviou Kal TOAVWS atmd €va XEIPOUPYIKO OET TTOU
aTToTeEAEITAI ATTO £va AVATOUIKO HOVTEAO OO TOU Kal XEIPOUPYIKA TTPOTUTTA KOTTAG.

Autd Ta e€apTAuaTa £XOUV €COTOMIKEUTEI QTTOKAEIOTIKA yia TOv agBevry TTou TTPOCdIopIfeTal OTNV ETIKETA TNG
OUOKEUNG, KataokeuadovTal uéow TPIodIA0TATNG EKTUTTWONG (3D printing) A uéow CNC @pEdag (Computer Numerical
Control) pe Baon éva TpwTdTUTTO 3D.

To mpwTtéTUTTO avamTUooeTal pe PAoN TIG €IKOVEG DICOM Kal TIG CUYKEKPINEVEG 0dnyieg TTou cuvTdoovTal aTTd
OTTOIOOATTOTE ATOUO £60UCIOBOTNUEVO ATTO TNV €BVIKN vouoBeoia SuvApEl TWV TTPOCWITIKWY TOU TTPOCOVTWY, TO
OTT0i0 UTTOBEIKVUEI, UTTO TRV €UBUVN AuTOU TOU TTPOCWTTOU, TA E18IKA XOPAKTNPIOTIKA auToU TOU oxediou.

O1 mpooBéoeig kataokeudlovTal pe BlooupBatd UAIKG OTTwG Kpdpa TiTaviou Ti64, TToAualBuAévio UHMWPE, PEEK.

H xeipoupyikn €méuBacn atmmoKaTAOTAONG KPAVIOU TTPETTEN va EKTEAEITAI ATTO 1ATPIKG KAl VOONAEUTIKO TTPOCWTTIKO
TIPONYOUEVWG EKTTAIOEUMEVO Kal €EEIDIKEUPEVO O OPOOTTEDIKEG XEIPOUPYIKEG ETTEUPRACEIS QTTOKATACTOONG
Kpaviou o€ xelpoupyeia e€0TTAIoCUEVA YIA TO GKOTTO AUTO.

2.2. MposIdoToINCEIG 1} ATTOKAEICHOI.

O1 TTpoBETEIg £XOUV CUYKEKPIPEVA OXEDIOOTIKA XOPAKTNPIOTIKA TTOU TTApéXovTal ue eubUvn Tou aiTouvTog laTpou o
oT1T0i0G €ival eE0UaI0dOTNEVOGS ATT TNV £0VIKA vOuoBEeTia AOyw TwV ETTAYYEARATIKWV TOU TTIPOCOVTWV.

NAOYw Twv €EOTOUIKEUPEVWY XOPAKTNPIOTIKWY TOUG KOl TwV UAIKWV TTOU XPNOILOTTOIoUVTal, Ol TTPooBEaElg
TTpoopiovTal yia aTTAR Kal ATTOKAEIOTIKA XPron a1rd Tov agBevr] yia Tov OTT0io £X0UV OXEDIAOTEI.

Ta ouoTAuata oTEPEWONG TTOU XPNOCIUOTTOIOUVTAl YIO TNV ayKUpwon Twv TTPoBEcEwY OgV TTAPEXOVTAl UE TIG
TIPOBECEIG, EKTOG €AV UTTAPXEI QITNUA YIA TTPOCAPUOCHEVN TTAPAYWYH, OTTOTE ATTOTEAOUV aVATTOGTIACTO HEPOG TOU
IaTpIK Oouokeur, aAAd opifovtal oTn @Acn Tou oxedlaopoU atrd TO 1ATPIKO TTPOOWTTIKO CoUUQWVA UE
KATAAANAGTEPO TTPATUTTO YIA TN CUYKEKPILEVN XEIPOUPYIKK) ETTEUBAON.

3. ANTENAEIZEIZ KAl METPA NMPO®YAA=HZ

H mrpooappoopévn epeuteucn Kpaviakng TpdoBeang Ba TTPETTEl va eEETACETAI TIPOCEKTIKA AV O A0BEVAG EXEl pia
I TTEPICOOTEPEG ATTO TIG AKOAOUBEG KATAOTATEIG:

¢ Evepyég/xpovieg ANoInwEelg

e 2UVOAKEG OTIG OTTOiEG DEV UTTAPXEI ETTAPKAG TTOCOTNTA /TTOIOTNTA 00TOU YIa Tn OTAPIEN TWV TTPOCOETIKWY
eCaptTnuatwy

e 2uoTnuatikég TTaBoAoyieg pe augnuévn euaiobnaoia og AoILWEEIG

e Tekunpiwpévn aAAEPYia oTa UAIKA TWV TTPOCBETIKWYV E0PTNUATWY
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4. KANONIZTIKEZ ANAITHZEIZ

MDR 745/2017 Reg. EE 1atpoTexvOAOYIKO TTPpOidV

EN 1SO 9001:2015 uaTnuata diaxeipiong moidTnTag — BaoikEG apxEG Kal AeEIAGYIO

EN ISO 13485:2016 /A11:2021 laTpikég ouokeuég — ZuaTruaTta dlaxeipiong TToIéTATAG — ATTAITHOEIG Yia
PUBLIOTIKOUG OKOTTOUG

EN I1SO 14971:2019 latpikég ouokeuég - EQapuoyn diaxeipiong Kivduvou o€
10TPOTEXVOAOYIKA TTPOIOVTA

EN ISO 14155:2020 KAIvikA Aigpetvnon laTpikwy Zuokeuwv yia AvBpwTria XpAon- Opdn
KAIVIKA MpakKTIKA

UNIEN ISO 16061:2021 Opyava yia XpAon o€ GuvOuaouo UE W EVEPYA XEIPOUPYIKA
EUQUTEUUATA - YEVIKEG ATTAITATEIG

EN laTpikég ouOKeUEG - EQapuoyr] TNG UNXAVIKAS XPNOTIKOTNTAG O€ IATPIKES

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

020

UNI EN ISO 14630:2025 Mn evepyd XEIPOUPYIKA EUPUTEUUATA - YEVIKEG ATTAITATEIG

UNI EN ISO 21534:2009 Mn evepyd XEIPOUPYIKA ERPUTEUNATA - EIBIKEG ATTAITIOEIG

UNI EN ISO 10993-1:2021 BioAoyikr] agloAdynan 1IaTpOTEXVOAOYIKWYV TTPOIOVTWV

UNI EN ISO 5832-3:2022 Xepoupyikd ep@uUTELUATA - LETOAANIKG UAIKG - HEPOG 3: Kpdpa TITaviou
6-aAoupuviou 4-Bavadiou

ISO 5834-2:2019 Xelpoupyikd epgutelpata: pé€Pog 2 NMoAuaiBuAévio eEaipeTikG uwnAou
popIakou Bapoug

ISO 5832-4:2014 EugpurtedpaTa yia xeipoupyikr emépaon — MeTaAAIkd uAikd — Mépog 4:
Kpdaua xUTeuong KoBaATiou - xpwuiou - uoAudaiviou

UNI CEI EN ISO 15223-1:2021 laTpIkEG CUOKEUEG - ZUPBOAQ TTOU XPNOIUOTTOIOUVTAIl O€ ETIKETEG

IATPOTEXVOAOYIKWY TTPOIOVTWY, ETTIGNUAVON KAl TTANPOPOPIES TTOU
TTPETTEl va TTapéxovTal - Mépog 1: MevIKEC ATTAITAOEIG

ASTM F2026 - 17 Tutmikr) TTpodiaypa@n yia TTOAUpEPR TTOAUQIBEPaIBEPKETOVNG (PEEK) yia
E@appoyég xeipoupyikwy Epurteupdtwyv

UNI EN ISO 17665-1:2007 ATtrooTeipwaon TTPOidVTWVY UyEIOVOUIKAG TTEPIBAAWNG - Yypr BepudTnTa -
Mépog 1: ATTaITr|oE€Ig yia avaTTugn, ETMIKUPwWON Kal EAEyX0 pouTivag

UNI EN ISO 14937:2009 ATTooTEipWON TTPOIGVTWY UYEIOVOUIKAG TTEPIBAAYNG - MEVIKES ATTAITATEIG
yid TOV XOPAKTNEIoud €vOog TTApdyovTa QTTOOTEIPWONG Kal yia Tnv
avaTmTugn, €mKOpwon Kal ouoThuatikG €Aeyxo wag dladikaaiag
ATTOOTEIPWONG YIA IATPOTEXVOAOYIKA TTPOIOVTA

UNI EN ISO 17664-1:2021 >uoKeuaaia TTPOIOVTWY UYEIOVOUIKAG TTEPIBaAywNg - MAnpogopieg TTou
TPETTEl VO TTapEXOVTAl OTTO TOV KOTAOKEUAOTH IATPOTEXVOAOYIKWY
TIPOIOGVTWY YIQ TN CUCKEUQOIA IATPOTEXVOAOYIKWY TTPOIOVTWYV - Mépog 1:
KpioIueg Kal NUIKPICIWEG CUOKEUEG

5. YAIKA

OMa 1o TTPOOOETIKA UAIKA CUHHOPPUWVOVTAI PE TA UTTOBEIKVUOUEVA TTPOTUTTIA XEIPOUPYIKHG TTPOCBETIKAG UNI
ISO/ASTM.
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e KPAua TITAviou, TTPOTUTTO ISO 5832-3/ASTM F136, Kpdua: Ti-6Al-4V ELI
Xnuikr] Z0vBeon:

e Titanium (Ti): looppoTia

e Alouyivio (Al): 5,5-6,5%

e Bavadio (V): 3,5-4,5%

e OCuyovo (0): uéyioto 0,13%
e Alwrto (N): uéyioTto 0,05%

e AvBpakag (C): uéyioTo 0,08%
e Ydpoyovo (H): max 0,012%

e Zidnpog (Fe): pé€yioTto 0,25%

e  TTOAUCIBUAEVIO €€QIPETIKA UYNAOU popliakou BAapoug, ISO 5834 -2/ASTM F648, UHMWPE GUR 1050 TUTTOU 2
Xnuikr) ouvBeon:
e OpotroAupepég aiBuAeviou oUp@wva pe 1o ASTM D4020: lcoppoTria
e Téppa: max 125 mg/kg max
e TiTavio (Ti): max 40 mg/kg
e XAwpio (Cl): max 30 mg/kg
e Aloupivio (Al): max 20 mg/kg
e AoBéoTio (Ca): max 5mg/kg
e TTOAUQIBEPaIBEPKETOVN (PEEK), UAIKO ue TTIoTOTTOINON TTPoéAeUanG ISO 10993-1 Invibio Optima™
Xnuikf oovBeon:
e OMAka Bapéa pétaAha (Ag, As, Bi, Cd, Cu, Hg, Mo, Pb, Sb kai Sn): péyioTto 100 ppm
Inueiwon: O TuTTkéG PBideg oTEPEWANG/AKIVNTOTIOINONG TNG TTPOCBeang KpoTagoyvabikng diapBpwang, atmmo

KpGua TiTaviou Ti6AI4V, OXeDIOOMEVEG VIO XPrON OTN OTEPEWON TTPOCBECEWY, TTIOU AVOYVWPICTNKAV AT ToV

XEIPOUPYO OTO OPXIKO OTADIO TOU OXEDIOTHOU, DEV TIAPEXOVTAL LE TOIATPIKI) QUOKEUNTIPOCOETIKNAG,

*[a eéaprnuara mou eKTUTTWVOVTal 3D, N CUUUOPQPWOT UE TA UTTOOEIKVUOUEVA TTPOTUTTA QVAQEPETAI OTIC XNUIKES KAl
UNXAVIKES I0IOTHTEC.

O1 AeTTTOpEPEIEG TWV UAIKWYV OUVBEDNG TOUIOTPIKI) CUOKEUNTTPOCBETIKAG avagEpovTal oTn ORAWaN ouupudpewaong.
5.1. ZuvOBnkeg atroBiKeUo NG UAIKWV

To 1aTpIKA CUCKEUR TTPOCBOETIKNG VO QUAGCOETAI 0€ KABapO, aTeyVO TTEPIBAAAOV Kal TTPETTEI VA TTPOCTATEUETAI ATTO
TO NAIAKO WG KAl TIG AKPAiEG BEPUOKPATIEG.
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5.2. AidBgon UAIKwvV

H améppiyn Twv a@aipoUuevwy UAIKWY, CUUTTEPIAGUBAVOUEVWV TwWV OpyAavwy, TTPETTEI VA TTPAYUOTOTTOIEITAI
oUU@WVA UE TO TTIPOTUTTO YIA EIDIKA XEIPOUPYIKA aTTOBANTA, TTOU XPNOIULOTTOIOUVTAI O€ XEIPOUPYEIQ .

6. TNMPOO®YAAZEIZ

Eival eubuvn Tou Xelpoupyou TTou XpNOILOTIOIEI AUTO TO TTPOIOV va agIoAOYATEl TNV KAIVIKH Kal IATPIKA KATAGTACN
Tou a0BevoUg yvwpilel OAEG TIG TITUXEG TWV BIAdIKACIWY £UPUTEUONG Kal TIG TNOAVEG ETTITTAOKEG TTOU UTTOPET va
TTPoKUWOUV Yia KABe Ouykekpiuévn TTEPITTTWON. Ta aTToTEAéOUATA TNG XEIPOUPYIKAG E€TTéuPacnG WTTOpEi va
emMOEIVWOOUV pe TRV TTAPOBO TOU XPOVOU KAl VA pnv avtatrokpivovTal TTAéoV OTIG TTIpoadOKiEG TOU aoBevoug A Tou
xelpoupyou. Etropévwg, Ba TTpéTrel va AngBouv uttown Tuxov TTPOCBETEG 1] EVOANAKTIKEG DIODIKATIEG TTOU TTPETTEI
va TTpayuatotroinBolv. H avabewpnTiknA €TTEURAC0N EUQUTEUUATWY OEV gival aouvrBIaTN, ETTOUEVWG O XEIPOUPYOG
Ba TTPETTEI VA TTPAYUOTOTTIOINCE! WG TIPOCEKTIKN KAIVIKF] avaAuon KivOUVou-oQEAOUG YIa va ETTITUXEI TO KOAUTEPO
UAKPOTTPOBET O ATTOTEAECUA VIO TOV A0BEVN.

O aoBevig TpETTEl va evNUEPWOET yia TOUG TTEPIOPICHOUG TNG AVOKATATKEURS KAl TNV AVAYKN ATTOQUYAS ¢OPTWONG
TOU €UQUTEUNATOC PE UTTEPRBOAIKA QOpTia pEXPI va TTITEUXBOET ETTaPKEG ETTITTESO OTEPEWONG KAl ETTOUAWONG.

Eival euBuvn Tou Xeipoupyou va eEOIKEIWOET pE TIG XEIPOUPYIKEG TEXVIKEG EPPUTEUONG AUTWV TWV CUCKEUWV PECW
HEAETNG OXETIKWY dNuooieloewy, OIABOUAEUONG LE EUTTEIPOUG OUVEPYATES Kal EKTTAIdEUONG OTIG dIadIKOTIEG TTOU
I0XU0UV YIa TN CUYKEKPIUEVN TTPOBEaN .

21N UETEYXEIPNTIKI QPOVTIOO TTPETTEI VO AKOAOUBEITAI ATTOOEKTH XEIPOUPYIKA TTPAKTIKA.

A MH XPHZIMOIMOIEITE ZTOIXEIA ZE ANOIKTEZ 'H XAAAMENEZ ZYZKEYAZIEZ.

6.1. NMAnpo@opieg aTPAAEING HAYVNTIKOU GUVTOVIOLOU KAl paSIOCUXVOTATWYV

To peTaAAIKO UAIKO TTOU XpNOIUOTTOIEITAI yIa TIG TIPoBETeIg Oev gival éva atrd Ta UAIKG TTou BewpouvTal eTTIKIVOUVa 1
acuppifacTa yia atreikévion uayvnTtikou ouvtoviopou (MRI) kal padiooguxvoeTnTeS (RF).

QaoT1600, UTTAPYOUV £yYEVEIG KivOuvol TToU OXETICOVTAI pE TN XPHoN LETOAAIKWY EQQUTEUNATWY O€ TTEPIBAAAOV MRI
Kal RF, ouptrepiAauavopévng NG LETaVAOTEUONG £COPTNUATWY, TNG ETTAYWYNG BEpudTNTAG Kal TG TTAPEUBOAAGS N
TTAPAROPPWONG ONUATOG KOVTA OTa £EAPTHLATA.

H Bepuikn emTaywyr LETAAAIKWY EUQUTEURATWY €ival €vag KivOUvog TTou eE0PTATAI OTTO TN YEWWUETPIA KAl TO UAIKO
TWV eEapTNUATWY, KABWG Kal atrd TITUXEG TTOU OXETICOVTAI HE TN KAYVNTIKI TOUOYPaQia Kal Tn padloguxvoTtnTa,
OTTwG n 10XUG, n Oidpkela Kal N aAAnAouxia TaAuwv. Emeidry o €E0TTAIONOG payvnTiIKAG Topoypa@iag n
PadIOCUXVOTATWY eV €ival TUTTOTTOINUEVOG, N GORAPOTNTA AUTWY Twv TTPORANUATWY Kai n mlavétnta va
EUPAVIOTOUV pE QUTA Ta EUPUTEUUATA EiVal AYVWOTA.

H aoc@dAcia kal n oupartotnTa auTwy TwV EUQUTEUUATWY o€ TTEPIBAAAOVTA MRI Kal padlocUXVOTHATWY OEV €XOUV
a&loloynBei. Aev £xouv die€axBei dOKILESG OXETIKA pe TN BEppavon ) TN LETAKIVNON AQUTWYV TWV CUCTNUATWY OE aUTA
Ta TepIBAANovTa. ETreidn auTég 01 CUOKEUEG Bev EXOuV eAEYXDED, N GPI Ogv HUTTOPEI va KAVEI CUOTACEIG OXETIKA LE TN
XPAON OTTEIKOVIONG HOYVNTIKOU CUVTOVIOUOU HE QUTA TO EUQUTEUMATA A aTTEIKOVIONG PASIOCUXVOTATWY, EiTE
OXETIKA pe Béuata ac@dAciag €ite Tnv akpifeia Twv eikévwy. Opiopéva egapthuaTta givar TTaBnTIKEG HETAAAIKEG
OUOKEUEG Kal, YEVIKA, uTTdpxel n moavotnta auoifaiag TTapepuBoAng pe opiouéveg peBodoug atTeikoviong ,
ouutrepidAapavouévng TG TTOPAUOPPWONG TNG €IKOVAG GTN pAYVNTIKA Topoypagia Kal TG okEdaong akTivwy X
oTnVv a&ovikn Topoypagia.
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7. AYIMENEZ ENINTQZEIX ZTHN AKEPAIOTHTA THZ XYZKEYHZ

AVETTIOUUNTEG EVEPYEIEG UTTOPEI VA CUKPBOUV HETA TNV TOTTOBETNON QUTHG TNG TTPOCHBECTNG TTOU ATTAITOUV TTEPAITEPW
Bepartreia.

H gupdvion pwag emmTAOKAG pTTOPEi va OXETICETAI i} va ETTNPEACETAI OTTO TO TTPONYOUUEVO XEIPOUPYIKO ICTOPIKO TOU
aoBevoUg | atrd TTPONYOUUEVES IATPIKEG KATAOTACEIG.

8. AIAAIKAZIA AMOZTEIPQZHZ

A OAa Ta 10TPOTEXVOAOYIKA TIPOIOVTA Trou Trapéxovral omd Tnv GPlI SPA cuokeud{ovtal O€
ouokevaoia "MH ANOZTEIPQMENH".

O1 OUOKEUEG TTOU TTaPAyovTal aTrd TNV GPI SPA, uéow TNG dIadIKATiag ETTIAEKTIKAG aUvTNENG A&ICEp GKOVWY TITAVIoU,
KOBaATIOU Xpwuiou Kal TTOAUQuIGiOU Kal Ol CUOKEUEG TTOU TTapdayovTtal atrd TNV GPI SPA péow Tng diadikaaiag
dAeong TToAuaiBuAeviou uwnARG TTUKVOTNTAG Kal PEEK Ba KataoTpa@ouv pe Tn XPrion armoppuTTavTIKWV UWNANG
TUKVOTNTOG. pE Pdon To 08U, emoupévwg xpnoluotroicite pévo OYAETEPA KAI ANTIBAKTHPIAIKA
AMOPPYTIANTIKA.

A O1 1a1pikég ouokeuég GPI SPA mrapéxovral o MH AMNOZTEIPEZ ouvlnkeg, emmopévwg, yia va
dlac@alioTei n ao@aAlg KAIVIKA Xpion, cuvioTATal va 0KOAOUBEITE TV KaBopiouévn oeipd:

a) AapPXIKN TTPOETOINACIO OTO ONUEIO XPRAONG:

®  QQaIPEDTE TNV EEWTEPIKA CUCKEUATia aTrd XapTOVI TTOU XPNCIUOTIOIEITAI YIA TNV ATTOOTOANR
ByAATe TO EOWTEPIKS KOUTI e TO AoyOTUTTO GPI

b) TrpogToIpnACTia TTPIV ATTO TOV KABAPIoUS.

AQAIPECTE TA TTPOIOVTA ATTO TNV ECWTEPIKA CUOKEUATia-

ATTOOUVOPUOAOYAOTE TO IGTPOTEXVOAOYIKS TTPOIGV OTA £EAPTHALATA TOU,

€E€TAOTE TNV KOAR KATdoTOON TOU TTPOIGVTOG.

EAéyéte Om dev umdpyouv  umoAcippaTta  eme€epyaciag/okdvng  kal  €Av UTTAPXOUV,
KaBapioTe/EeUTTAOKAPETE/TTAUVETE TIG TPUTTEG TTPIV TNV ATTOOTEIPWON.

c) KaBapiopog Kal atroAvpavon-

MAOveTe yelpokivnTa A pnXavikd pe ATTIO OUBETEPO ATTOPPUTTAVTIKG (OTTOAUTWG pn O&Ivo) Kal (eoTd vePo,
akohouBwvTtag TIG odnyieg XPAONG TOU KATOOKEUAOTA TOU ATTOPPUTTAVTIKOU. ATTOQUYETE Tn Xprion Tou
QTTOPPUTTAVTIKOU O€ OKPAiEG OUYKEVTPWOEIG. EvQupaTika KaBapIoTIKG pe oudETePo pH Kal {0TO VEPO KTTOPOUV VO
XPNoIuoTroinBouyv yia va dIEUKOAUVOUV Tov KaBapIopd. YTTOKEITAI O€ ETTIKUPWUEVN OIOBIKATIA TTOU CUUUOPPWVETAI
UE Ta TTPOTUTTA TNG OEIPAG I1SO 15883.
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A Agv ocuviotdtali n XpARon TOAU OAKOAIKWY OITOPPUTTAVTIKWY (pH 2 12). Amo@Uyete TNV
TapateTapévn €kBeon og 68Iva | aAKaAIKA SiaAUpara Kal S1aAUpATA TTOU TTEPIEXOUV XAWPISIa, Bpwuidia R
1wdi10 .

Meté 10 TTAUOILO, EETTAUVETE KOAG pE KOBAPO, ATTIOVIOUEVO 1] ATTECTAYUEVO VEPOD.

d) Zréyvwpa.

2TEYVWOTE TTANPWG TTPIV TNV GTTOOTEIPWON HE ATTOPPOPNTIKO UQACLA LE XOUNAT OTTEAEUBEPWAN CWUATIIWY I UE
Brounxaviké oTeyvwTAPIO i} O VIOUAATTI OTEYVWUATOG.

e) EmO@swpnon kai cuvtApnon-

Katrd tov kabapiopd, €mBOewpnoTe TNV ATTOUCIA OPATWY UTTOAEILUATWY, EI0IKA OTIG AlyOTEPO TTPOCRACIUES
TTEPIOXEG. EAEYETE TTPOCEKTIKA Ta £COPTANATA TNG TTPOCHBECNG Kal/r} Ta OXETIKA dpyava yia va BeRaiwbeite 611 dev
£€xouv uttooTei {nuid, divovTtag 181aiTeEPN TTPOCOXK OTIG TTEPIOXEG TWV CUCKEUWV OTA KIvOUpeva fj aAANAEVOETA pépn.
Mn xpnoipotroieite TTPooBEeTIKA e€apTripata i epyaleia TTou €xouv UTTOOTEN {NuIA. & AUTAV TNV TTEPITITWON,
EVNUEPWOTE OUEOWG TOV KATAOKEUAOTNR , 0 XPNOTNG &eV TTPETTEI VO TTPAYUOTOTTOIACEI EpYATieg OUVTAPNONG fi/Kal
ATTOKATACTOONG.

f) Zuokeuagoia

Ta TpooBeTIKG e€apTruaTa Kal/f} Ta ouvodd dpyava TTPETTEI VA ETTAVACUCKEUAZOVTAI KATAAANAQ GTO VOGOKOUEIO.
MpoopilovTtal yia ammooTeipwan o€ DITTAEG BKeG olupwva pe TN pEBOdO ammooTeipwang yia Ta SIPopa TTPOIGVTA.
AuTo6 10 ZUoTnua MikpoBiakou ®payuou (SBS) TTPETTEl va £XEI ETTIKUPWOE yIa va aTrodEiel TNV IKAVOTNTA TTAPOXNAG
ETTAPKOUG OTTOOTEIPWONG.

g) AmooTteipwon

O1 akéAouBeg TTapAuUETPOI TNG TTAPAKATW dladikaaiag £xouv atrodelxBei 6T TTapdyouv Eva TTPOIOV e eTTITTEOO SAL
10 ® log oUp@wva pe To UNI EN ISO 17665 kal To UNI EN ISO 14937. AAMoI Trapouolol KUKAOI pTTopei va
xpnoipotroinBouv aAAd dev €xouv agloAoynBei. Eivalr eubudvn Tou xprioTn va atrodeigel TNV ETTAPKEIA TOU KUKAOU
ATTOOTEIPWONG TTOU XPNOIUOTTOIEITAI O€ TTEPITITWOT TTOU dIaPEPEI ATTO TIG AKOAOUBEG VOEIEIG:

MNa mpooBioeig Kal eEapTANATA ATTO KPAua TITaviou (Ti6AI4V):

ATrooTeipwon pe aTtud : ATTOOTEIPWON 0€ AUTOKAUOTO PE aTud TTPO-KEVOU € Bepuokpaaia 134°C yia TOUAGXIOTOV
5 AeTTTa@.

MNa wpooBéoeig Kal e§apTALATA O€ TTOAUAIOEPIKN KETOVN (PEEK):

ATtrooTeipwon pe arpd : ATTooTEipwaon o€ AUTOKAUOTO UE aTud TTPO -KEVoU a€ Bepuokpaaia 134°C yia TOUAdxIoTov
5 AeTTTA.

MNa wpooBéoeig kal e§apTApaTa atrd ToAuaiBuAévio uynAng TukvoeTnrag (UHMWPE):

Amrooteipwon pe umepodeidio Tou udpoydvou (kKAiBavog atrooTeipwong TAAOMHATOG): pE €UPOG
Bepuokpaaiag Asitoupyiag 50-55°C, pue EAAXI0TO KUKAO diatripnong 37 ATTTé + 3 AETITA ApXIKOTToiNoNG.
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MNa wpobéoeig kai e§aprApnata atrd moAuaiBuAévio UPNARG TTUKVOTNTAG OE€ CUVOUAOMO LE KPApA TITAVIOU
(UHMWPE+Ti6Al4V):

AtrooTeipwon pe utrepoeidio Tou udpoyovou (kAiBavog armrooTeipwong TAAOUATOG): pe €UPOG
Bepuokpaaiag Asitoupyiag 50-55°C, pue EAAXIOTO KUKAO d1aTrpnong 37 ATITd + 3 AETITA ApXIKOTTOiNoNG.

A 210 TEAOG TOU KUKAOU atrooTeipwong, eAéyéTe TNV aAAayr oToug SeikTeg SBS (deikTNG HIKPORBIOKOU
@pPayupoU) Kal ThV aKEPAIOTNTA TOOO TOU CUCTHHATOG CUOKEUAOIAG 600 KOl TOU TTPOIOVTOG. X€ TTEPITITWON
avwuaAiwy N\ au@iBoAiwy, BEWPNOTE TO TTPOIOV LN CUNUOPPOUUEVO KOl KATA CUVETTEIN LNV TO BECETE OTN
81a8gon Tou XpNOTN, KOBWG N aoPAAgIa yia Tov aoBevi Sev ptropei va gyyunOei.

h) amolnkeuon;

duldooetal o KaBapod, OPocePS Kal ENPO LEPOG KOl HaKPIA aTTo TTNYEG BepuoTNTAG.

i) ueTagopd

Ma tnv amouyn {nuwyv o€ IATPIKEG CUOKEUEG KATA TN HETAPOPd, GUVIOTOUUE TN XPAON KATAAANAWY pagiwy,
OioKWV 1 AKAPTITWY doxEiwv. ATTOQUYETE TNV ATTOBAKEUON 1) TN HETAPOPE EpYOAEiWY O€ ETTAPN pHETALU TOUG KOBWG
UTTOPEi va TTpoKANBEi {nuid.

9. ENANANOZTEIPQZH

Agv EMTPETTETAI N €K VEOU ATTOOTEIPWON TNG CUOKEUNG, KABwG OV €xel UTTOPANBEI 0€ GUYKEKPILEVOUG EAEYXOUG Kal
ETTIKUPWOEIG.

10. NMEPIOPIZMENH EITYHZH

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

AUTEG 01 JIOTAEEIG £xouv ETMKUPWOEI aTrd TOV KATAOKEUAOTH TNG IOTPOTEXVOAOYIKAG CUOKEUNG WG IKAVEG va
EMMTUXOUV TOV OTTAITOUMEVO KABAPIoUO Kal aTToaTEipwaon.

O xpARoTng péTTel va dlaa@aAioel OTI N TTPOETOILACIA KAl N OTTOCTEIPWON TNG IATPOTEXVOAOYIKIG CUOKEUNRG, OTTWG
OTNV TIPAYHATIKOTATA EKTEAEITAI XPNOILOTIOIWVTOG TOV €EOTTAIONS, T UAIKA KAl TO TTPOCWTTIKO ETTITUYXAVEI TO

emBuunté amotéAeopa. Autd ammaitel emaAfBeuon r/kal €MKUPWON KOl CUCTNUATIKY TrapakoAouBnon Tng
d1adikaaiag.

A AuTA n gyyinon OomrokAgiel CUYKEKPIMEVA EANTTWUATA TTOU TTPOKUTITOUV aTrd KOKAR XPRAOoN,
Katayxpnon N akatdAANAo X€ipIoud Tou TTPOIOVTOG HETA TNV TTAPAAABRA TOU aT1Td TOV XPAROTN.
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11. ENIrPA®H

To 1aTPIKA OUOKEUN GUOKEUNG, a@oU TrapaxBei, TOTTOBETEITAI O un ATTOOTEIPWUEVN CUOKEUATia, KABWS n
ATTOOTEIPWAN TOU TTPOIOVTOG TTPAYUATOTIOIEITAI AiyO TTPIV TN XEIPOUPYIKN ETTEUPRACN, OTTWG AVAPEPETAI OTO TTAPOV
£Yypago.

H eTIKETQ TTOU OXETICETAI LE TO 1ATPIKI] CUOKEUN) TOTTOBETEITAI GTO KOUTI.

To TepIEXOUEVO TNG ETIKETAG €ival CUUPWVO PE QUTO TTOU UTTOBEIKVUETAI OTO ONUEIO 23.2 TOU TTAPAPTHAMATOS | TOU

RDM 745/2017 Kol OTTEIKOVIETAI TTOPOAKATW.

Ta cupoAa Kai o1 PPACEIG TTOU avaypa@ovTal OTNV ETIKETA TTPOEPXOVTAI aTTO TO TTPOTUTTO avapopds UNI CEI EN 1SO

15223-1:2021

KdBe 10TpikA cuokeur Ba TTapéxeTal pe 1 €TIKETA TTOU EpQavifeTal OTNV TTPOCOETIKA CUOKEUATIA, 1ia GTO KOUTI Kail 2
uéoa aT1o KouTi oTn O1d0£an Tou yIoTPOoU Kail Tou acBevh, 1 €10IKN ETIKETA YIO KAOE HELOVWHEVO EEAPTNLLA TOU IATPIKI

OUOKEUN TTPOCOETIKNAG.

11.1. NMapdderypa eTIKETAG TIPOCOETIKAG

H on pavan NG mpobeong atoTteAcital atrd:
ETIKETA IATPIK'H ZYZKEY'H : kUpia eTIKETQ TTOU TTPOCGSIOPICEl TO IATPIKI) CUOKEUN TIPOCOETIKAG
ETIKETA ZYZTATIKOY : €TIKETA yIa KAOE LELOVWUEVO EEAPTNLA TTOU ATTOTEAEI TO IATPIKA CUOKEUN
(epuTevoipa egaptipaTa TNG TTPGOBECNG)

ETIKETA OPTANQN : €TIKETA yIa KABE pepovwuévo 6pyavo yia XpAaon o€ cuvouaoud pe TNV TTpdobean (un

EUQUTEUCIUO ECAPTAUATA: TT.X. TIPOTUTTA KOTTAG KOl AVATOUIKA LOVTEAQ)

MapakdaTw gival Eva TTapdadelyua 1aTPIKA GUGKEUN TTPOCBETIKAG TMJ TTOU UTTAPXEI OTOV TILOKATAAOYO:

REF AND MD DESCRIPTION

Es. CUSTOM MD

REF AND DESCRIPTION of the COMPONENTS

KIT Operation n. art. Description
1 man replica mandibola in =
poliammide
: S— ' Instrumentation
1 tgmt - 1 S{;nnailodl taglio e foratura in of the MD
replica cranio 1/3 in
1 red poliammide —
TMI1 Lﬂmp?rgma“dibmar e ——
iculation 1 t7 placca mandibolare con
Pt |condilo in titanio Ti64
Components
1 mg! protesi glena condilare in of the MD
PE-UHMW
1 pt3  |placca fissaggio in Ti64

GI
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MAPAAEIITMA ETIKETAZ IATPIK'H ZYZKEY'H

DISPOSITIVO SU MISURA — CUSTOM MADE DEVICE \
Es. RICOSTRUZIONE del’ ARTICOLAZIONE TEMPORO-MANDIBOLARE

Ex. TEMPOROMANDIBULAR JOINT RECONSTRUCTION

m ID DM LISTINO SN | AAAA/CODCOMMESSA/N
(ex. TMJ1) (ex. 2021/ABC0001/1)
&I AAAA/MM of production LJ  AMAA/MM of time limit (1year)
(ex.2021/10) i (ex. 2022/10)

AN L@ MM FX

USO NON CEMENTATO - UNCEMENTED USE

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

Ta ak6AouBa cUpBoAa kal SIATUTTWON EUPaVICOVTal TNV ETIKETA:

e CUSTOM DEVICE: uttodeikvUel ToV TUTTO TNG IATPIKAG OUCKEUNG

e [1EPIFPA®H Tou TUTTOU TNG TTPOCAPUOCHEVNG GUOKEUNG oTov KaTaAoyo (XEIPOYPTIKO IATPIKH XYZKEYH
MNA ANAKATAXKEYH THX KPOTAD®OINABGIKHZ AIAPOPQXHY o1o Trapddelyua)

o  Kwdikdg kataAdyou REF TTou TTPoadIopidel TO IATPIKI) CUTKEUN

e SN ZeIplak6g apiBuog : apibudg avayvwpiong Tng mpoébeong: ETOZ/MAPAITEAIA KQAIKOZ/N NMPOZOEZH:
AAAA/XXXXX/N

° & Huepounvia KaTaoKeung ekppacuévn o€ £Tog/urva

° 2 Aldpkela xpriong f nuepounvia ANgng ekppacpévn oe €1og/unva. Edv dev Tpoadiopiletal, Bewpeital

TTEPiIndOG 1 £TOUG ATT TNV NUEPOUNVia TTapaywyng.

° ® H 10TpIKr] cuoKeur utropei va xpnaolpotroindei uévo pia @opd 1} o€ £vav acBevh Katd Tn SIGPKEIA piag

uévo eréuBaong

14/22

[ J
Gp I www.gpigroup.com @



A Mpétrel va cupBouleuTeite TIG 0dnyieg Xpriong Yo CNUAVTIKEG TTPOEIDOTTOINTIKEG TTANPOPOPIES, OTTWG
TTPOEIDOTIOINCEIG KAl TIPOPUAAGEEIG, 01 OTT0IEG, YIa dId@opoug Adyoug, Oev HTTopolV va avapepBolv oTnv idia Tn

OUOKEUN

A H 1aTpIkf cuokeur dev €xel uTTORANBEi o€ dladikaaia aTmooTeipwang

[13]

Oh: 0]
5

i 2Uvdeopog QR o€ YnoIokd Eyypaga (odnyieg xprong)

>upBouleuTeite TIg 0dnyieg xprong

@ Mn XpNOILOTTOIEITE TO IATPOTEXVOAOYIKO TTPOIOV EAV N CUCKEUOCIA €ival KATECTPAUUEVN ] AVOIXTH

j KpaTAOTE TO pakpid a1réd Tny£ES uypaaiog

e
71

0 KpaTAoTE TO Hakpid atrd Tny£Eg B£puoTNTAS KAl UTOG

)

XPHZH XQPIZ TEIMENTO: Evnuepwvel 6T TO IATPIKI) CUCKEUN TTPETTEI VA EPPUTEUBET XWwpPig TN Xprion ooTIKoU

TOILEVTOU

>HMEIQZH To povadikd avayvwpioTIKO ao0gvoUg Oev epupaviCeTal oTnV TIKETA, KABWGS TUVOEETAI LOVADIKA UE
TOV O€IpIaKO apiBud Kal avagépetal aTn SHAWOTN CULUOPPWONG.
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ETIKETO TOU pEpOVWHEVOU EEAPTANATOG TOU IOTPIKI) CUCKEUN TTPOoBeong

To 1aTPIKA GUOKEUN TTAPEXETAI LE £VA OET ETIKETWYV TTOU Ba EQAPUOTTOUV GTO TTEPIBANUA KAOE e€apTruaTOG.

KdBe eTikéTa deixvel Tov O€IPIOKO apiBud Tou 1aTPIKA CUOKEUN ava@opds (kwdikdg AAAA/CODCOMMESSA/N), Tov
KWOIKO Kal TNV TTEPIYPAPH] TOU CUYKEKPILEVOU EEAPTHMATOG KAl TOU UAIKOU TTOU TO CUVBETEI yia TNV AtTOQUYH
OQaALATWY Katdé TN @Aon TG ATTo0TEIPWONG.

MapakdTtw eival éva Tapdadelypa eTIKETAG yia éva pOVO CUCTATIKO WIAG ERQUTEUTIUNG TTPOBEONG:

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

: XXX (component code)

Descrizione descrizione REF and DM padre -Y
Description: REF description and MD root -Y

Materiale - Material: ex: lega di Titanio TiBAI4V - TIGAI4V Alloy

o : AAAA/MM production | EN | T AAAAIXXXXXIN

B+ D XOOOOC = Hospital: XOOOKX

@ AN & ® [0 88

USO NON CEMENTATO - UNCEMENTED USE

OT1ToU Y €ival N 0uavon Tou TTPOGavaTOAIoHOU TOU TTPOCBETIKOU OTOIXEIOU O€ OXEQN UE TO HEPOG TOU CLOATOG KAl
UTTOPEI TTPOQIPETIKA Va €ival:
e D edv eival Ae€i e€apTnua
S €dv gival ApioTepd £6apTNUA,
ANT €dv gival peTwiaio edpTnua
POST eav eival otrioBio e€apTnua,
Agv UTTOBEIKVUETAI EQV Eival CAQPEG.

ZAUOVOT OPYAVWY YId XPioN o€ cuvdudaoud ue To I0TPIK CUCKEUN

To 6pyavo yia xprion o€ cuvduaoud e TO IATPIKH GUCOKEUT (TT.X. 00NYy0i KOTT G Kal avaTouké avTiypaga) givail 1o
oUvoAo e€apTnudTwy TTou BonBouv TO EpPUTEUNA TA OTTOIO OEV UTTOPOUV VA aVAYVWPIOTOUV WG EMPUTEUCIUA pEPN
NG TTPp6OeonG.

MapakdTw gival éva TTapddelypa eTIKETAG yia 6pyava:
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‘ : GPI SPA - Via Ragazzi del ‘99, n.13 -30123 Trento (TN) — ITALY

1 XXX (code component)

Descrizione descrizione e REF DM padre
Description: REF description and MD root
Materiale - Material: ex: lega di Titanio TiBAI4V - TiIBAI4V Alloy

ﬂ : AAAA/MM production : AAAA/XXXXXIN

BF . Dr X000 = Hospital: XXX

"N A ® mE
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12. KAPTA EMOYTEYMATOZXZ

H kdpT1a epputelpaTog TTapéxeTal ammo TNV GPl o EykaraoTtdoelg Yyeiag kal cuokeuddeTal padi pe Ta rapayoueva
IATPOTEXVOAOYIKA TTPOIOVTA. Z€ QUTO UTTAPXOUV TTEDIA TTOU TTPETTEI VA GUUTTANPWOOUV atrd To apuddIo UYEIOVOUIKO
TTPOCWTTIKG Kal I8iWG gival atrapaitnTo:

e SuuTTANPWOTE TNV KAPTO (TTPACIiva pépn oTnv €ikOva) pe OAeg TIG TTANPOQYopieg TTou ¢nTouvTal
aAvaTPEXOVTAG OTO UTTOUVN LA OUUBOAWY TTOPAKATW.
e AwoTe gTOV A0BEVN TNV KAPTA EPPUTEULATOG.

) 54 mm X
/ GPIl spa \/ \
International Implant Card MD code

f? Patient name [MD| MD description

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

o+ Hospital

name and address GPl spa

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

& F +39 0461 381599
g : info@gpi.it

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

AN AN

85.6 mm

[ ] Keipevo Tou guvtaxBnke armé Tov KATAOKEUAOTH
[ 1 Keipevo TTou GuVTaxBNKE atrd TO UYEIOVOUIKO TIPOCWITIKG

B Keipevo TTPOEKTUTTWHEVO ATTO TOV KATAOKEUQOTH

OpUAog TwV cupBoAwv
° II'? Ovopa aoBevn

° Huepounvia epgurteuong

o+
o« M Ovoua kai d1elBuvon TNG LovAdAG UYEIOVOUIKNG TTEPIBaAYNG
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- I
:

o <Kw6||<o'g KalI TTEPIYPOPF) TOU I0TPOTEXVOAOYIKOU TTPOIOVTOG

AigtBuvaon iotéTotrou/ Kwdikdg QR pe TTAnpo@opicg acBevolg

° ApIBuOG O€IPAG TNG I0TPOTEXVOAOYIKAG CUOKEUAG

el

° KaTtaokeuaoTAg
O1 akbAouBeG TTANPOPOPIES TTPETTEI VO TTAPEXOVTAI OTOV 0GOEVH OTTO TNV UYEIOVOUIKH LovAada:

e OTtroiadnmote TpoeIdoTroinan, TPOPUAAEN A uETpo TTou TTPETTEl va An@Bei atmd Tov acBevr) i atmmd Tov
eTTayyeApaTia uyeiog oe oxéon pe auoifaia Trapéupacn oc eUAoya TTPORAEYIUES EEWTEPIKEG ETIOPACTEIG,
IATPIKEG ECETAOEIG 1 TTEPIBAANOVTIKEG CUVONKEG.

e OTroladfTrote TTANpoPOpPIa yia TV AVOUEVOREVN WOEAIUN (W TwV CUCKEUWV Kal KABE atrapaitnTtn
TTapakoAoudnaon.

e OTtroiadnmote AAAN TTANpo@opia TToU aTTOCKOTTEl GTN SIaa@AAIoN TNG aog@aAoUg XPAONG TNG CUOKEUNG
atd Tov aoBevr], cuuttepIAauBavouévwy TTANPOPOPIWY YIa UAIKE KOl OUGIEG OTIG OTTOIEG UTTOPEI VO EKTEDEI
0 aoBevic.

13. OAHIIEZ AEITOYPIIAZ

Aedopévou OTI TTPOKEITAI YIO pid CUOKEUR KaTd TTapayyeAia, n oxediaon tng otoiag opifetal BAcel 1aTPIKAG
OUVTOYAG, TO EpEUTEUNA TTPETTEI VA TOTTOBETNOEI OUPQWVA UE TIG XEIPOUPYIKEG 0dnyieg AsiIToupyiag TTou opidovTal
aTTé TOV aIToUVTa 1aTPO, LE BACT TOV TTPOEYXEIPNTIKO OXEDIOOUO Kal TIG €I0IKEG avAYKEG TOU aoBevoug.

14. KAINIKH MAPAKOAOYOHZH

ZUVIOTWVTAI TTEPIODIKEG ETTIOKEWEIG YIA TNV TTapakoAouBnon Tng B£ong Kal TnNG KATdoTaong Twv TTPOCOETIKWY
eCaptTnudTtwy, Kabwg Kai yia Tov EAeyX0 TNG KATAoTaoNG Tou 0GToU. [payuaToTroINoTE TTEPIODIKG UETEYXEIPNTIKEG
OKTIVOYPOQIEG YIa va E€XETE pia aKpIBR €IKOVA TNG KATAOTAONG OUECWS HETA TNV ETTEUPACN KAl VA ETTIONUAVETE
TUXOV LOKPOTTPOBEOUa oNuadIa Kivnong, XaAapdTnTag, KApPWNGS f pLYHWYV TWV £EaPTNUATWY.

MNa va ptopéoel va e@appdoel To ox€dI0 EMITHPNONG KAl ETTOTITEIAG TTOU aTraiTeital atrd Tov Kavovioud Tng EE
2017/745 kai va gyyunBei Tnv ac@daAgia TG ammodoong Twv TIPOIOVTWY TNG, N GP | spa amaitei Tn déoueuon Twv
TEAQTWV TNG Va @POVTICOUV YIa T GUAAOYI TTPOEYXEIPNTIKWY OeDOUEVWV KAl LETEYXEIPNTIKA TTapakoAoldnaon ,
XPNOILOTTOIWVTAG TUTTOTTOINUEVN QOPUa GUAAOYNAG SEdOUEVWIV.

EidikéTepQ, TTPETTEI VO ava@épovTal Ta akOAouBa aToixeia:

Ymrokelueviké dedouéva
e TTOU OXETICOvVTAl pE TOV TTOVO, pe KAipaka mmévou (VAS 0-10) TTou KupdiveTal atmod "xwpig movo (0)" - "mio
évtovog 1révog (10) "
e  >yETIKA pe TNV TpEXouca TToIdTNTA (WG o€ OUYKPION KE TTPIV ATTO TNV EMPUTEUCN TNG TTPOBECNG

AvTiKelnevika dedouéva
2100€PATNTA KAl OOTEOEVOWUATWON TNG TTPOBEDNG.
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Ta ammoteAéopaTa TTPETTEI va CUAAEyOVTal 0€ KGBE pecodIidaTnua TTapakoAoubnang TTepIiTTou yia Toug akdAouBoug
XPOVoug SelypaTtoAnyiag:
- AQUECN WLETEYXEIPNTIKN
- 7/10 nuépeg
- 1lunva
- 3pnveg
- bpnveg
- 1xpobvia
- Mia @opd 10 XpdVO yia Ta eTTOUEVA XPOVIa

H ouAlloyry kKAivikwv dedopévwv gival atrapaitnTn yia Tnv agloAdynon tng amodoong tng mpoébeong Kal Twv
EMTITWOEWY TNG oTov aoBevr). Ta dedopéva autd ecival n peiwon Tou TOVOU, KABWG Kal N PeATiwon Twv
AeIroupyiwyv kai Tng Tro16TNTag (WG Tou aaBevoug.

15. AIAPKEIA ZQHZ EMOYTEYMATOZ

H exTipwpevn d1dpkeIa (wng Twv EI0IKA KATAOKEUGOUEVWY ERUPUTEUCIUWY CUTKEUWY TTOU TTapayovTal atro Thv GPI
givail 15 €1n ] TTEPICOOTEPO.
AuTA n exTipnon pacieTal o€:

e  TeXVIKA dedopéva aTrd OoKIUEG PBOPAG KAl TIPOGOUOIWaN KOTTWAONG (€pEuveg FEM),

e gvotroinuévn KAIVIKA BiBAloypaegia,

e TNV KAIVIKA KOl UETEYXEIPNTIKA EUTTEIPIA TNG GPI pe €pQUTEUCIUEG CUOKEUEG TTOU KUKAOQOpPOUV Rdn atnv
ayopd.

H ouokeun] éxel oxedlaoTei yia va avTikaBioTd Tnv TTpooBefAnuévn avatouikh dopr, pévipa, oUp@wvda pe Toug
ATOWIKOUG KAIVIKOUG TTOPAYOVTEG TOU aoBevoUg KAl WE TN CUUUOPPWON UE TIG XEIPOUPYIKEG KAl UETEYXEIPNTIKEG
odnyieg.
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16. PHTPA EFTYHZHZ KATA MNIOANHZ EYOYNHZ

O1 00nyieg 1OU TTEPIYpAPOVTal TTOPATTAvVW €XOUV ETTIKUPWOEI atmd Tnv GPI SPA w¢ aKkpIBrg TTeEPIypa®n Tng
TIPOETOINACIOG HIAG IATPIKIG CUOKEUNG VIO XPran o€ évav uévo acBevr).

EptritrTel 07N o@aipa eubuvng Tou popéa TTou gival uTTEUBUVOG yia T BepaTreia va eTTaAnBeuaoel 611 n Bgparreia,
eKTEAEITAI pE Xprion Tou €EOTTAICUOU, TWV UAIKWY Kal TOUu SIaB£CIMOU TTPOCWTTIKOU OTIG KATAAANAEG EYKATAOTACEIG,
ETTTUYXAVEI TO ETIOUUNTO ATTOTEAEG QL.

AuTé cuvhBwg aTraITei ETTIKUPWaN Kal KUKAIKO £Aeyxo Tng diadikaaiag AsItoupyiag.

O1 diadikaoieg KaBapiouou, atoAUuavonNG Kal OTTOOTEIPWONG TTPETTEI VA €KTEAOUVTAI KOI va KaTaypd@ovTal
oUp@WVA UE TA IOXUOVTA TTPWTOKOAAG 0T dour TToU €ival uTTeUBuvn yia TIG TTpoavapePOEioEs pyaaied.
OT1ro1adATTOTE ATTOKAION aTTO TOV XEIPIOTA TNG Bepatreiag atmo TIG TTAPEXOUEVES 0BNYiEG TTPETTEI va agIoAOYEITal KAl
Va KATaypAQETal G OXEQN UE TNV ATTOTEAECUATIKOTNTA KAl TIG TNOAVES APVNTIKEG KAl OUGUEVEIG CUVETTEIEG.
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17. AIANOMEAZTIA

EAAAAA

IHSO Biomedical engineering P.C .
ITrrokpdToug 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

18. 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

ApIBudG untpwou Bdon 0edouévwv KATOOKEUAOTWY €E€EOTOUKEUUEVWY IATPOTEXVOAOYIKWY TTPOIGVTWY TOU
YTtroupyeiou Yyeiag: ITCA01050530
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