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1. NPOEIAONOIHZEIZ

Ou npoetdomnotoelg mpoadlopilovral pe €vav TPoodeutiko kwdkd N kau dimAa tou gpdaviletal to Rid omou Rid
npoacdlopilel tov kKivouvo mou aglohoyeital otnv avaiuaon kivduvou . AKOAoUBNOTE TIC MPOELSOTIOLRTELG YL achaAn Xprion
NG MPOCAPHUOCHEVNG CUCKEUNG.

A Mo kaBe TUTO avadopdg oXeTIKA Ue Tipoilovta GP |, oteilte £éva email otnv akdAoubn
MPOEIAOMOIH SlevBuvon email: segnalazionidm@pec.gpi.it
2EIZ
FENIKOZ
1 Ta mpooBeTikd e€apTrUATA KAL TA OET opyavwy Ttapexovral MH AMOITEIPQMENA kot
R-STO1  amattouv npdobetn Stadikaoia kabaplopou Kal anocteipwong mpLv anod tnv epduTeUaN.
) Xpnotpomnoteite pévo OYAETEPA KAl ANTIBAKTHPIAIKA AMTOPPYMANTIKA ylo epyacieg
RSTO1  kaBoaplopol OTLG CUCKEUEG TTOU Ttapdyovtal amno tv GPl SPA
3 RSP03  Mn XpnOUOTOLEITE TTPOIOVTA OTIO KATECTPAMMEVEG 1] AVOLYHEVEG CUOKEUAGLEC.
4 R STO2 AkoAouBrote MPooekTIKA TN Stadikacia amootelpwaong mou umodelkvUeTal yla KABe TUTO
UALKOU
5 RST02  [poGCEETE va LNV ATIOOTELPWOETE e aTUO €apTrpata moAvatBuAeviou (UHMWPE).
6 R STO1 Mo g mepattépw Sladikacia EMavamooTelpwaong evog cuotatikol Tng mpdbeaong,

avatpéfte otnv napaypado EMANAMOSTEIPQSH autol tou evnuepwtikol puArabdiou.
MNa va e€acpalilotel n aodAAELd KaL N ATMOTEAECUATIKOTNTA TNG TapépPacng, n epdutevon
7 R P12 ™G mpoBeong Sev MPEMeL va cUVOUAOTEL e TTPOoBETEL GAANG TIPOEAEUONG EKTOC EAV AUTOC O
ouvbuaouog £xel avaluBel otn daon tou oxedlacuou.
Ta e€aptuata Tng mpobeong IA £xouv oxedlaoTel yla va talplalouv Hovadikd oTny avatouia
TOU 00BevolG KAl OTO TIPOEYXELPNTIKA oXESla Tou  emepPailvovtog  xelpoupyou,
XPNOLLOTIOLWVTAC VAL OVATOWLKO LOVTEAD 00TOU TIOU TTapAyeTal and afovikr Topoypadia tou
a0Bevoug . AUTA Ta TIPOEYXELPNTIKA oXESLa mephappavouv tn Snuloupyia TnNg emBupNTAG
pLBULONG oTov acBevr PV amo TNV afovikr Topoypadia ) oTo HOVIEAO 00TOU UETA TNV
napaywyn Tou. Eival moAU onuavtikd o XElpoupyog va avarapdyel pe akpifela to oxédlo
pLBULONG Tou aoBevoUGg KAl TUXOV AVATOULIKO TIEPLYPAMUA KOTA TN OTLYMN TNG eUdUTELUONG
TIPOKELUEVOU VA ETUTEUXOEL N ETUSLWKOWPEVN TOTIOBETNON TwWV EEAPTNUATWY TNG TPOcBeDNG.
MNa va dtachaiiotel n aocdhdAela KAl N AMOTEAECUATIKOTNTA TG EMEUPAONG, N TOMOBETNON
™G MpoBeong IA Sev amattel T Xprion 00TIKOU TOLWEVTOU 1 GAAWY TIANPWTLKWYV TTApayOVIWwyY
Ta e€aptuata Tng apbpikng mpdbeong mpoopilovral yia epdutevon o {evydpl apolBaiou
TOLPLACUATOC .
10 R CH1 MNa va e€aodaliotel n aodpalela KoL N AMOTEAECUATIKOTNTA TNG EMEUPAONG, N TOMOBETNON
™¢ mpocBeong IA Sev amattel tn Xprion €faptnudtwv mou mapéxovtal amd GAAoug
KATaoKeLAOTEG (Le e€alpeon Tig Bibeg otepEéwang)
Ta efaptiuata TG mpocbeong mepléxouv emipavele apbpwoewv Tou pmopel va
KataotpadoLv o€ nepimtwon Aavlaouévou XelpLopou.
O Omnowadnmnote PAAPN oe AUTEC TIG emibAVELEC UMOPEL va eMNPEAOEL TN
pakponpoBeoun anodoon tng mpobeong.
O Anodlyete tnv enadn He TIC eMPAVELEG TWV APUWY 000 TO Suvatdv
TLEPLOCOTEPO.
0 Ta efaptuata tng odovrootolxiag mpénel va xelpilovral povo pe apupAeia,
Aela emupavela epyaleia yla va anodeuxBel n Inuia.
O Aev TpEMeL va xpnowlomolovvtal epyaleia pe Soviia, oSoviwoelg N
QUXHNPEG AKPEG.
12 R CH2 To LOVTEAO TWV OCTWVY TOPOUCLATEL XAPAKTNPLOTIKA EUBPAVOTOTNTAG. XELPLOTELTE HE

8 R CH4

9 R CH1

11 R CH2
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R CH2
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R CH2

R CH2

R CH6

R-POST1

R-POST2

R-CH7

R STO3

T(POGCOXHN.

O XELPOUPYOC TIPEMEL VA lval EOLKELWUEVOC LE TNV EDAPLOYT) TOU XELPOUPYLKOULATPLKN
OGUCKEUNTIPLV Ao TN Xpnon.

O MopeXOUEVOG EEOTALOOG SEV TPETEL TIOTE VAL XPNOLULOTIOLELTAL YL TNV EKTEAECH EPYACLWV
yla TLG omolieg dev £xel oxeblaotel el8IkA. H akatdAAnAn xprion evog opydvou pmopei va
TiPpoKaA£aeL OxL Lovo BAGRN oto Opyavo oAAG kat tpavpa otov acBevi/xXelpLotn

Amnoduyete TNV anobrkeuon A tn petadopd epyaleiwv oe emadr HETALL TOUG KABWG
pmopet va mpokAnBet {nuLa.

MnV XpNOLUOMOLELTE KOTECTPAUUEVA EPYAAEia.

Ta KATECTPAMPEVA OPYOVA TIPETIEL VAL AVTIKAOIOTAVTAL TIPLV TOL XPOLLOTIOLOETE .

MnvV EMLXELPNOETE VO LOLWOETE N VO TPOTIOTIOLOETE EPYOAEL | EEOPTHUATALATPLKN
OUOCKEUNTIPOOBETIKWY KaBwC auto pnopel va B€ael og kKivduvo Tnv avtoxr tou iSlou Kat va
odnynoouv og emakoAouBeg aoToyleC 1} TPAUUATIOMOUG

Mpwv amno tv epdutevon g MPocbeanc, EAEYETE TNV AKEPALOTNTA TNG CUUUOPDWONG TNG
POBECNC KaL ToV OELPLAKO aplBpd. O oelplakdg aplbudc eival o aplbuog avadopag mou
OUVGOEETAL LE TNV LATPLKN cuvTtayr Kal tn SnAwon cuppdpdwong Kot EAEYXETAL UE
peTafotuTio 0To €€APTNUO OTIOU TO ETUTPETOUV OL SLO0TACELS, SeSOUEVA TTOU TAUTOMOLOUV
tov aoBevn. EAéyEte TNV akpLBr avtiotolyia Tou oelplakol aplBol Tou CUVOEETAL UE TOV
aoBevn otn dnAwaon, TNV ETIKETA KAL TNV TPOCOEC, TIPLV TPOXWPINOETE OTNV MPOCOETIKNA
euduTeELON.

O yLatpog eivat umelBuvog yla TNV eVNUEPWON TWV A0OEVWY OXETIKA LE TOUC TTEPLOPLOUOUG
™¢ epduTEVONG TNG TPOOOEDNG IA. AeSOUEVOU OTL TIPOKELTAL YLA TIPOCAPUOCHEVEG
PoBETELS, Ta Opla auta dtadEpouv avaloya e TV pooBeon Kot Tov acBevr) Kat ivat
€uBUVN TOU ALTOUVTOG YLOTPOU.

O yLatpog untoxpeoUTal va eVNEPWVEL TOV acBevn yla thv mibavr) aAnAenidpaon mou
T(POKUTITEL AT TNV EKOEOTN O€ NAEKTPOUAYVNTIKA Ttedia i} padLOCUXVOTNTES

H afovikn pomn yia to odifLpo twv Bdwv 2,7 mm dev npémel va untepPaivel ta 576 N¥*mm

BeBalwOeite 6TL 0L 0AKOVUAEG TIOU XPNOLLOTIOLOUVTAL VLo TNV AMOoTElpwaon elvat ABIKTEG Kal
OTL Ta e€apTAMATA E(VOL CWOTA CUCKEUAGUEVOA KOL TOTIOBETNUEVA OWOTA PECA OTA
OUOCTAUOTO ANOCTEIPWONG yLa va anmodpUYETE ToV KivduVo va OTIACEL | GOKOUAQL.
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2. NMPOBAEMNOMENH XPHzH

2.1. MpdBeon anokatdotacng kpotadoyvabikrg apBpwaong

H avam\aotikr npoabeon tng kpotadoyvabikng apBpwaong elval pia eLSIKNAG KATAOKEUNG EUGUTEUCLUN LATPLKI) CUOKEUN
Katnyopiag Il kat £€xel oxedSlaoTel yla va xpnollomnoleital yia tnv avadounaon tng kpotadoyvabikng apbpwong LETA ano
XEPOUPYIKA emépPBaon katedadlong Aoyw maboloylag GYKou 1 TPOUMATIKWY cUpBAvTwy mou Blwvel o acBevig n yla
ouyyeveic Suomlaoiec.

To LaTpoTeEXVOAOYLKO TIPOoidV amoteAeital anod évav cuvSuaopud eE0PTNUATWY TIOU KATACKEUAOVTOL aTtd KOLVoU yLa Xprion
otnv avadounaon tng kpotadoyvadikng apBpwaong Kot £va XELPOUPYLKO OET TIOU QTTOTEAELTOL ATIO €Va OVATOWULKO OOTIKO
HOVTEAO KOl IPOTUTIAL KOTING. AUTA TO €€QPTHATA €X0UV EEQTOUIKEUTEL ATTOKAELOTIKA yLa ToV acBevr) ou poacdlopiletal
OTNV ETIKETA TNG CUOKEUNG, KaTtaokeualovtal péow tplodldotatng ektunwaong(3D printing) N péow CNC ppélag (Computer
Numerical Control) pe Bdon éva mpwtotumno 3D.

To TMPWTOTUTIO QVAMTUCOETAL Ue Pdaon TI¢ €lkoveg DICOM Kal TG OUYKEKPLUEVEG obnyleg Tou ouvtdocovtol amo
omnolodnmote atopo eouatodotnuévo amd TNV €6vik vouoBesio SUVANEL TWV TIPOCWIILKWY TOU TIPOCGOVIWY, TO OMOLo
UTIOSELKVUEL, UTTO TNV eUBUVN AUTOU TOU TIPOCWTIOU, TA ELEIKA XOPOKTNPLOTIKA AUTOoU Tou oXedilou.

OLpooBéaoelg kataokevalovral e BlooupBato UAKO Omwe kpdpa Titaviou Tie4, moAvatBuAévio UHMWPE, PEEK, kpaua
CrCoMo .

H enéuBaon amokataotaong tng kKpotadoyvabikng StapBpwaong MpEMeL va eKTEAE(TAL QMO LOTPIKO KoL VOONAEUTLKO
TIPOCWTILKO EKTIOLSEUUEVO KOl EEELOIKEUEVO OTLG 0pOOTIESIKEG XELPOUPYLKEG EMEUPBACELS YL TNV ATIOKOTAOTOACN TNG EV
Aoyw apBpwong oe xelpoupyeia e€OMALOUEVA YLA TO CKOTIO QUTO.

2.2. TMpoeLSOMOLNOELG I} ANOKAELOpOL.

OLTPOOEDELG £XOUV CUYKEKPLUEVO OXESLOOTLKA XOPOKTNPLOTIKA TTIOU TTapEXOVTAL e euBUVN Tou attouvtog latpol o omoiog
elvat e€ovalodotnuévog amod tnv BvVIKR vopoBeoia AOyw TwV EMAYYEALOTIKWY TOU TIPOCOVIWV.

NAOYW TWV EEATOULKEUUEVWV XOPOAKTNPLOTIKWY TOUG KoL TWV UALKWY TIOU XPNOLUoToLlouvTal, ol TpocoB£aelg mpoopilovral
yla otAr) Kol AITOKAELOTLKN XPrion armo Tov acBevr] yla Tov omolo €xouv oxeSlooTel.

OL Bideg mou xpnouomololvTalL ylo TNV aKlvnTomoinon Twv npocBécewv Sev MapEXOVTAL UE TG TTPOOOETELG, EKTOG EQV
UTTAPXEL QLTNUA YLa TIPOCAPOCHEVH TIOPOYWYI], OMIOTE AMOTEAOUV AVATIOCTIAOTO UEPOG TOU KIT, aAAd kaBopilovtal otn
daon Tou oXedLACUOU ATO TO LATPLKO TPOCWIILKO CUUPWVA HE TA TIEPLOCOTEPA KATAAANAO TIPOTUTIO YLA TN CUYKEKPLUEVN
XEPOUPYIKA EMEUPaON.

3. ANTENAEIZEIZ KAl METPA NPO®YAA=ZHZ

To €fatoulkeUUEVO TPOCBETIKO cuoTnUa epduTtelOTOC KpoTtadoyvadikng StapBpwong yla tov acBevr), TPEMEL va
afloAoynOel MPOOEKTLKA £AV 0 AGOEVI G EXEL [l 1) TIEPLOCOTEPEG ATO TIG AKOAOUBECG KATAOTAOELG:
e Evepyec/XpOVieG AOLUWEELG
e JUVONKeg oOTIG OToieg Sev UTIAPXEL EMAPKAC TTOCOTNTO /moldtnTa 00TOU Yl T OTHPLEN Twv TIPOCOETIKWY
efaptnuaTwy
*  JUOTNMUATIKEG MaBoAoyieg e augnuévn evalobnoia og AolUwEELG
e Tekunplwpévn aAAepyla oTa UALKA TwV MPOCBETIKWY EEapTNUATWY
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4. KANONIZTIKEZ ANAITHZEIZ

MDR 745/2017
EN ISO 9001:2015
EN ISO 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 ISO 14630:2013

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

ISO 5834-2:2019
ISO 5832-4:2014

UNI CEI EN ISO 15223-1:2021

ASTM F2026 - 17

UNI EN ISO 17665-1:2007

UNI EN ISO 14937:2009

UNI EN ISO 17664-1:2021

5. YAIKA

Reg. EE LatpoTEXVOAOYLKO TIPOidV

Juotiuata Sltaxeiplong moldtntag — Baolkég apxeg kal Ae€IAoyLo

laTPIKEG CUOKEVEG — ZuoThata Slaxelplong moldtnTag — AMALTHOELS yLa
puBuLoTIKOUG OKOTIOUG

latpkég cUOKEVEG - Edappoyn Slaxeiplong kivdUvou og LaTpoTeEXVOAOYIKA
npolovta

KAwikn Atepelvnon latpkwy Zuokeuwv yla AvBpwriia Xprion- Op6n KAwikn
MpaKTKN

‘Opyava yLa xprion o€ cUVOUAGCO HE N EVEPYA XELPOUPYLKA EUduTELUOTA -
YEVIKEG QTOLTHOELG

laTtpKEG CUOKEVEG - Epappoyn TNG UNXOVIKAG XPNOTIKOTNTAG OE LATPLKEG
OUOKEUEG

Mn evepyd XELPOUPYLKA EUPUTEV LOTA - YEVIKEG QTIOLTHOELG

Mn evepyd XELPOUPYLKA EUPUTEVUATA - ELSLIKEC ATTALTHOELG

BloAoyikr afloAdynaon LATPOTEXVOAOYLKWY TIPOIOVTWV

Xelpoupykad epduTELUOTA - LETAAALIKA UALKA - HEPOG 3: KpA U TITAVioU 6-
aAoupwviou 4-Bavadiou

Xelpoupyka epdutetpata: pépog 2 NMoAuatbudévio e€atpeTikd unAov
poplakol Bapoug

Epdutebpata yla Xelpoupykn enéppacn — MetaAAkd uUAKd — Mépog 4:
Kpapa xuteuong koBaAtiou - xpwpiou - poAuBdatviou

laTPLKEG CUOKEVEG - ZUBOAD TIOU XPNOLUOTIOLOUVTOL OE ETIKETEC
LOTPOTEXVOAOYLKWYV TIPOIOVTWY, EMLOAUAVON Kol TANpodOopLeG Tou TIPETEL val
mapexovtal - Mépog 1: MEVIKEG amalTHOELG

Turkn poSiaypadn ya moAu pepr] moAvaBepalBepketovng (PEEK) yia
EdapuoyEg xelpoupylkwy Epduteupdtwy

Anootelpwaon MPoiloVTWY UYELOVOULKNG TtepiBaAYNnG - Yypr Bepudtnta -
MéEpog 1: ATALTAOELS YLl AVATTTUEN, EMIKUPWOTN Kal EAEYXO POUTIVAG

Anootelpwaon MPoidvVIwy UVYELOVOULKNG TIEPIBaAPNG - MEVIKEG amalTthoELg yla
TOV XOPOKTNPLOUO €VOC TOPAYOVIA QIMOCTEIPWONG KOl yla TNV avamtuén,
ETUKUPWON KAl CUCTNUOTIKO €Aeyxo Ulog dladikaciog amooteipwong yla
LOTPOTEXVOAOYLKA TIpoidvTa

JuoKeuaola MPolOVIWY UYELOVOULKAG TepiBaAdng - MAnpodoplieg mou mpemet
Va TIPEXOVTOL OO TOV KATOOKEUAOTH LATPOTEXVOAOYLIKWY TIPOLOVTWY YLa TN
ouokevoola Lotpotexvoloylkwy Tmpoidvtwy - Mépog 1: Kploweg kot
NUKPLOLEG CUOKEVEG

‘O)\a ta TPOOOETIKA UALKA OUUHOPPWVOVTAL E TO UTTOSELKVUOLEVO TIPOTUTIO XELPOUPYLKNG TtpooBeTikic UNI ISO/ASTM.

®  kpdpua ttaviou, mpoturo I1SO 5832-3/ASTM F136, kpapa: Ti-6Al-4V ELI

Xnuikn 20vBeon:

www. gpigroup.com @



e Titanium (Ti): looppormia

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

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

e Oftuyovo (0): uéyloto 0,13%
e Alwto (N): péywoto 0,05%

e AvBpakag (C): uéyloto 0,08%
e Ypoyovo (H): max 0,012%

e Jibnpog (Fe): péywoto 0,25%

o Kpaua koBaAtiou-xpwpiou-poluBdawviou: poturo I1SO 5832-4/ASTM F75, kpdpa: Co-28Cr-6Mo
Xnuikn 20vBeon:

e KoBdAtwo (Co): Iooppormia

e Xpwuwo (Cr): 27,0-30,0%

e  MoAuBbdaivio (Mo): 5,0-7,0%
o  NwéAo (Ni): péyloto 0,5%

e 3idbnpoc (Fe): uéyloto 0,75%

e AvBpakag (C): péyloto 0,35%
e  Mayyavio (Mn): yéyloto 1,0%
e [upitwo (Si): uéyloto 1,0%

e Alwrto (N): puéyloto 0,25%

o moAualBuAévio e€atpetikd uPnAou poplakol Bapoug, ISO 5834 -2/ASTM F648, UHMWPE GUR 1050 tomou 2
Xnuikn ouvOeon:
e OpomoAupepég atBuleviov cupdwva pe to ASTM D4020: Icopporia
e Tédpa: max 125 mg/kg max
e Tuwdvio (Ti): max 40 mg/kg
e XAwpuo (Cl): max 30 mg/kg
e Aloupivio (Al): max 20 mg/kg
e AoBéotio (Ca): max 5mg/kg

o mohuvalBspaBepketovn (PEEK), ulikd pe muotomoinon mpoéheuong ISO 10993-1 Invibio Optima™
Xnuikn ouvOeon:
o OAka Bapéa pétarda (Ag, As, Bi, Cd, Cu, Hg, Mo, Pb, Sb kat Sn): puéylato 100 ppm

e moAvapuibio PA12, ulikd mioTomolnuévo Katd poéleuon ISO 10993-1

Inueiwon: OL turkeg Bideg otepéwonc/akwvntomnoinong tng npdcbeong kpotadoyvabikng Siapbpwong, amd Kpapo

Titaviou Ti6AI4V, oxeSLAOUEVEG YLO XPHON OTN OTEPEWGTN TIPOCHECEWY, TIOU AVOYVWPLOTNKAV aTtd TOV XELPOUPYO OTO APXLKO
otad10 Tou oxedSLaopoU, SV TOPEYOVTAL LLE TOLATPLKI CUOKEUNTIPOTOETIKAG.

*Mo eéaptiuata mou ektunwvovtal 3D, n CUUUOPEWON LUE T UNMTOSEIKVUOUEVA TIPOTUTTAL QVOPEPETAL OTIC XNULKEG Kal
UNYOVIKEG LOLOTNTEG.

OL AemTOpEPELEG TWV UALKWV 0UVOECNG TOULATPLKN CUCKEUATIPOCOETIKAG avadEpovtal otn SHAWON cUUUOPPWONG.

I www. gpigroup.com @



5.1. ZuvOnkeg anoBnKeuong UAKWV

TolaTpLKr) CUGKEUATPOCBOETIKNAG TNG KpoTtadoyvadikng dtapBpwong nmpénel va duldooetal os kabBapo, oteyvo neplBaiiov
KOLL TIPETTEL VOL TIPOOTATEVETAL ATIO TO NALAKO dWCE KL TG akpaleg Beppokpaaoied.

5.2. AwdBeon VAWV

H antéppun Twv adpatpolevwy VALKWY, GUUTEPIAAUBAVOUEVWY TWV OPYAVWY, TIPETIEL VA TIPAYLLATOMOLETAL CUUWVA UE
TO TPOTUTIO YLA ELSIKA XELPOUPYLKA AmOBANTA, TTOU XPNOLLLOTOLOUVTAL OE XELPOUpPYELX .

6. MPOMOYAAZEIZ

Elvat euBUVN Tou Xelpoupyol TIOU XPNOLUOTIOLEL AUTO TO TPOIGV va afLoAoyrOEL TNV KALVLKN KOL LOATPLKI KOTACTAON TOU
0a00evoug yvwpllel OAEG TIC MTUXEG TwV Sladlkaolwy eUdUTEUONG KaL TLG TOAVEG EMITAOKEG TtoU pnopel va pokUouv yla
KABE CUYKEKPLUEVN TIEPIMTTWOTN. T AMOTEAECUATA TNG XELPOUPYLKNG EMEUPAONG Hnopel va embelvwBouyv pe tnv ndpodo
TOU XPOVOU KOL VAl [NV avTamokpivovtal mMAEov oTig Tpoadokieg Tou aoBevolg I Tou XelpoupyoUl. Emopévwg, Ba mpémel va
AndBoUV undyPn Tuxov MPOCOeTeG 1) eVOANAKTIKEG SLadikaoleg mou mpéEmel va mpaypatonolnfouv. H avabewpntikn
enéuPaon epdutevpdtwy Sev elval acuvrnBLOTn, EMOUEVWG O XELPOUPYOG Ba TIPETEL VAL TIPAY LOTOTIOLH OEL LD TIPOCEKTLKNA
KALVLKN avAAuon KvdUvou-opENOUC yLa VAl ETILTUXEL TO KAAUTEPO UAKPOTIPOBECUO AMOTEAEGHA YLO TOV AoBevr.

O aoBevig MPEMEL VO eVNUEPWOEL yLa TOUC TIEPLOPLOUOUG TNG AVAKATACKEUNG TNG Kpotadoyvadikng StapBpwaong kal tTnv
avaykn anodpuyng ¢opTwaong Tou eUPUTEVUATOS e UTIEPPBOALKA popTia HEXPL VA ETUTEVXDEL EMAPKEG EMIMESO OTEPEWANG
Kall eEmoUAWONG.

Elvat euBuvn tou xelpoupyol va e€0IKELWOEL LIE TIG XELPOUPYLKEC TEXVIKEC EUPUTEUONG AUTWYV TWV CUCKEUWV PECW UEAETNG
OXETIKWV dnpooteloewv, SLABOUAELONC UE EUTIELPOUC CUVEPYATEG Kal ekmaibeuang otig SLadlkacileg mou LoYUouV yla T
OUYKEKPLUEVN TTPOBEo .

3TN LETEYXELPNTIKA dpovTida mpémel va akoAouBeltal amodeKkTr) XELPOUPYLKA TIPAKTLKA.

A MH XPHZIMOMOIEITE ZTOIXEIA ZE ANOIKTEZ'H XANAMENEZ ZYZKEYAZIEZ.

6.1. MAnpodopieg aocPpaleLog payvnTikol GUVTOVIGHOU Kal paSLOGUXVOTHTWY

To HETOAALKO UALKO TIOU XPNOLUOTIOLELTOL Yol TIG TIPOBETeLg Sev elval Eva amd Ta UALKA Tou Bewpouvtal emikivbuva 1
acupBiBaota yla amelkovion Hayvntikol cuvtoviopou (MRI) kal padtocuxvotnteg (RF).

Qoto00, uTapyouV eyyeVelg kivduvol mou axetilovtal Pe Tn Xprion METOAAKWY epduTteupdtwy oe eptBarrov MRI kat RF,
oupnep\apBavopévng TG METAVAOTEUONG €€apTNUATWY, TNG €emMaywyng Ogppdtntag kal Tng MopeUPOANS N
MapaApopPwaong orUATOG KOVTA OTA EEQPTHHATA.

H Beppikn emaywyn HeTOAAKWY eUdUTEUPATWY glval €vag Kivéuvog ou e€aptatal amod Tn YEWUETPLA Kol TO UAKO TwvV
€apTNUATWY, KABWCE KaL Ao TTUXEG TIOU OXETI{OVTAL E TN KOYVNTIKH Topoypadia kal tn padlocuxvotnta, 6nwg n oxug,
n Sudpkela Kat n oAAnAouyia MaAUWY. EMeldr o €€OMALOUOG HayvnTIKAG Topoypadiag i padloouyxvotitwy Sev eival
TUTIOTIOLNLEVOG, N 0OBaPOTNTA AUTWVY TWV TPORBANUATWY Kal n TiBavotnta va epdaviotolV e auTd Ta epduTel AT Elval
Aayvwota.

H aoddlela kol n cuppatotnTa autwv Twv epdutevpdtwy oe meplpariovta MRI kal padltocuxvotitwy &ev €xouv
aflohoynOsel. Aev €xouv Sle€axBel SOKIUEG OXETIKA e TN B€puavaon i TN METOKIVNON QUTWV TWV CUCTNUATWY OE QUTA Ta
nieplBaAAovta. Emeldr autég ol oUoKeUEG Sev €xouv eleyxBel, n GPI Sev UMopel val KAVEL CUCTACELG OXETIKA LE TN XProN
QUTELKOVLONG HAYVNTIKOU CUVTOVLOMOU LE OUTA T EPLGUTEVLATA 1) ATELKOVLONG PASLOCUXVOTATWY, ELTE OXETIKA HE BEpaTa
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aodalelag elte TNV akpifela Twv ewovwy. Oplopéva e€aptipata eival madbnTIKEG LETOAAIKEG CUOKEUEG Kal, YEVIKA,
UTIApXeL N mBavotnta apolpaiag MapeUPBOANG UE OPLOMEVEG UEBOSOUG ATELKOVIONG , CUMMEPAOUPBAVOUEVNG TNG
TapapopPwaong TnG ELKOVAC 0TN MayVNTIKA Topoypadia kat Tng okéSaong aktivwv X atnv afovikr Topoypadia.

7. AYIMENEZ ENINTQZEIZ 2THN AKEPAIOTHTA THZ 2YZKEYHZ

pmnopet va cupBouv HETA TNV TOMOBETNON AUTAG TN MPOCOECNC TOU amattolV MepALTEPW Beparmeia.

H eudavion pag emuthokng pmopel va oxetiletal N va ennpedletol and 10 MPONYOULEVO XELPOUPYLKO LOTOPLKO TOU
a0Bgvoug 1} amo MPonNyoULEVEC LATPLKEG KOTAOTAOELG.

OL avermBounteg evépyeleg mou avadépovtal otn PBipAoypadia otnv KAWLKA TPAKTIK TWV TPOCOECEWV TNG
kpotadoyvabikng S1apBpwaong TnG KATw yvabou eival yevika ol akdAouBec:

o MoAuvon

o Xpoviog | emavolapBavopevog tovog kat/r oidnua

o ATIWAELQ TNG KLVNTKOTNTAG TwV apBpwoewv Aoyw TG avamtuéng cupdpuoswv (oUAWSNG LoTOG), €kTomou ootol I
QayKUAWONG

o E€apBpwon TwV TUNUATWY TG Ipoobeong

. ®Bopda, kivnan, oTAcLUO N XOAAPWON Twv e£APTNUATWY TNG TPOoBENG

o AldTpnon f dlacmacn Twv YyUpw LoTWV

o Avtidpaon £évou cwpatog ) alepyikr) avtidpaon ota UALKA TG mpdoBeang

o Mo tnv KOTA:

e Obovtikn avwpalio mou anattel mpooappoyn daykwuatog, opBodovtikn 1 emavainyn tng emépPaong.

e Amoppodnon f SLaPpwon NG Kpotadikn yYAUvNng Tng kpotadoyvabikng dtapBpwaong.

e [MpoBAfuato wtwv, cupnephapBavopévng tng dAsypovic kay/n SLatpnong tou €EWTEPIKOU OKOUGOTLKOU
TOPOoU, AOLUWEELG TOU HECOU 1 £0W WTOG, SLATPNON TOU TUUMAVOU, HOVLUN OMWAELA aKonG, KouSouvioua oTa
QUTLA KAl TTPOBAN LOTAL LOOPPOTILAG I} EUCTAXLAVIG GAATILYYQS

*  AuoAslTOUpYLO TOU TIPOCWTILKOU VEUPOU.

AMN\eG eMUTAOKEG UTOPEL Va edavioTolV OmwG:

® METEYXELPNTIKOG TOVOG, 0lbNUa, LWAWTIEG, LUIKOG OTIACUOG 1) OXNUOTIOMOG OLUATWHATOC

* NepldepIkéG veEUPOTIADELEG

® APVNTLKEG ETMUMTWOELG OTNV ETEPOTAEUPN ApBpwaon otav n poBeon TomobeTeltal oTn pia MAEUPAL.

8. AIAAIKAZIA ANOZTEIPQZHZ

A OAa Ta LaTPOTEXVOAOYLKA TIpoldvTa mou napéxovtal anod thv GPl SPA cuokeudlovtal os cuokevaoia "MH
AMOZTEIPQMENH".

OL oUOKeUEG Tou Tapayovtal and tnv GPl SPA, péow tng Sladikaoiag eMAEKTIKNAG ouvtnéng Aélep oKovwy TLTaviou,
koBaAtiou xpwuiou kal moAuapLdiou Kal oL CUOKEVEG TTou Tapayovtal and tTnv GPl SPA péow tng Stadikaciag dAeong
noAvalBuAeviov uPnAng mukvotntag kat PEEK Ba kataotpadouy He Tt Xpron amoppumavtikwy UPnAng UKVOTNTAG. HE
Baon 1o ofV, eMouEVWE Xpnotpomnoleite uévo OYAETEPA KAl ANTIBAKTHPIAIKA AMTOPPYMANTIKA.

A OL LatpLkéG ouokeuEg GPI SPA napéxovtat o MH AMOZTEIPEZ ocuvOnKeg, EMOMEVWG, Y va SlaodalAloTel n
aodaing KAWIKA Xpon, cuvioTatol va akoAouBeite tTnv KaBopLlopévn oelpa:

a) apXKN POETOLHacia 0To onpeio XpRong:

o adalpéote TNV EWTEPLKA CUOKELAGLO ATTO XAPTOVL TTIOU XPNOLUOTOLELTAL VLo TNV ATTOCTOAN
®  ByOAATe TO EOCWTEPLKO KOUTL e To Aoyotumo GPI
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b) mnpoetowaocia npv and tov kKaBapLoHO.

adalpéote Ta Mpolovta and TNV ECWTEPLKA CUCKEVAGLA:

QTIOCUVOPLOAOYIOTE TO LATPOTEXVOAOYLKO TIPOIOV OTa EEQPTAATA TOU,

€€€TAOTE TNV KAAN KATACTAGCN TOU TPOLOVTOG.

EAéyEte ot bev UTLAPXOUV UToAs{ppata enefepyaoioc/okovng Kol gav UTLAPYXOULV,
kaBapiote/Eeumhokapete/MAUVETE TLG TPUTIEC TIPLV TNV QITOCTEIpWON.

c) KkaBaplopdg Ko anoAvpavon:

MAUVETE XELPOKIVNTA ] LNXOVLIKA E ATILO OUSETEPO ATOPPUTIAVTIKO (amoAUTWS Un 6€vo) kat {eotd vepd, akoAoubBwvtag
TIC 06Nnyleg XprioNnG ToU KOTAOKEUOOTH TOU QMOPPUTOVTIKOU. ATTopUYETE TN XPHON TOU OUIMOPPUTIOVIIKOU OF OKpOleg
OUYKEVIPWOELG. Eviupatikd kaboplotikd pe oudétepo pH kot {eoTO vepd WUMoOpPoOUV va xpnoldomolnBolv yla va
SleukoAUvouV Tov KaBapLoPO. YIIOKELTOL O EMLKUPWHEVN SLadIKaoia Tou CUUHOPDWVETAL HE Ta TIPATUTIA TG OELpAg ISO
15883.

A Aev guviotatal n xprion moAl aAkaAlkwv anoppunavtikwy (pH 2 12). AtodpUyete TV napatetapévn €kOgon
o€ o§va | AAKaAIKA StaAUpata Kot StaAupata tou epléxouv YAwpidia, Bpwpidia i) wdio .

MEeTa 1o MAUGLUO, EEMAUVETE KOAA e KOOAPO, ATILOVIOUEVO 1) ATIECTAYUEVO VEPO.

d) ZItéyvwpa.

JTEYVWOTE MANPWE TPV TNV OnooTeipwon Ue amoppodntikd Udpaopa pe XounAn ameleuBépwon ocwpatidiwv n pe
BLOUNXOVIKO OTEYVWTNPLO I} O VIOUAQTIL OTEYVWHATOG.

e) EmBewpnon Kot cuvtipnon:

Kata tov kaBaplopd, embewprote TNV amoucia 0patwy UTOAELUPATWY, ELSIKA OTI ALlYyOTEPO TPOCPBACLUES TIEPLOXEG.
EAéy€te mpooekTikd Ta e€aptripata tng mpooBeong Kal/r) To OXETIKG Opyava yla va BeBalwBdeite otL Sev £xouv unooTtel
{nuLa, Sdivovtag dlaitepn mPoaooyr oTLG TEPLOXEG TWV CUCKEUWYV oTta KvoUueva 1} aAAnAévdeta Pépn. Mn xpnoLlomnoleite
MPocOEeTIKA e€apTApaTa 1 epyaleia moOU €xouv UTOOTEL {NULA. € QUTAV TNV TEPIMTWON, EVNUEPWOTE AUECWG TOV
KATOLOKEUQAOTH , 0 XPAOTNG SEV TIPETEL VAL TIPOYLOITOTIOLN OEL EPYACLEC OUVTHPNONG f/KaL OIOKATACTACNC.

f) Zuokevaoia

Ta mpooBetikd e€aptripata Kot/ To cuvodd Opyavo TIPETEL VA EMAVOCUOKEUGLovTOL KAtAAMNAo 0To voooKouEio.
Mpoopifovtal yla anooteipwon o SUTAEG Orikeg cUudwva pe Tn LEBodo anocteipwong yia ta dtadopa npoidvta. Autd to
Juotnua MikpoPlakou @paypol (SBS) mpEmel va €xel emKUPWOEL yla va amodelfel TNV LKAVOTNTA TAPOXNG EMAPKOUG
QAMooTElPWONG.

g) Anooteipwon

O akdAouBeg mapdpeTpol TG mapakdtw Stadikaociag éxouv amodeyBel 6T mapdyouv va npoidv pe eminedo SAL 10 ®log
oUpdwva pe To UNIEN ISO 17665 katto UNI EN I1SO 14937. ANAoL mapopoLotl KUKAOL propel va xpnotpomnotnBouv aAla Sev
€xouv agloloynBel. Eival euBuvn tou xpriotn va amodeifel TNV eMAPKELN TOU KUKAOU OIMOCTELPWONG TTIOU Xpnaolomoleital
o€ nepintwon nou SladEpeL amo TG akOAouBOeg evieifels:

Ma npooBcelg kat e§aptipata anod kpapa titaviov (Ti6AI4V):

AnooTteipwon KE ATUO : ATIOCTEIPWON 08 AUTOKAUOTO JE ATHO Po-Kevol og Beppokpacia 134°C yla TouldyLotov 5 Aemtad.
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Ma npooBcelg kat e§aptipata anod kpapa kopaitiov-xpwpiov (Co28Cr6Mo):

AnooTteipwon KE ATHO : ATIOCTEIPWON 08 AUTOKAUOTO JE OTO Po-Kevol oe Beppokpacia 134°C yla TouldyLotov 5 Aemtad.

Ma avatopkd aviiypada Kot XeLpoupyLtkolg odnyoug ano noAuvapisio (PA ):

AnooTeipwon KE ATHO : ATIOCTEIPWON OE AUTOKAUOTO JLE ATUO PO -KevoL o€ Beppokpaacia 134°C yia TouldyLotov 5 Aemtad.

Ma npooBoelg kau e§aptipata o moAvalOepikn Ketovn (PEEK):

AnooTteipwon HE ATHO : ATIOCTEIPWON OE AUTOKAUOTO JE ATUO PO -KevoL o€ Beppokpaacia 134°C yia TouldyLotov 5 Aemtad.

Ma npooBéoelg kau e§aptipata anod noAvatbuAévio uPpnAng nukvotntoag (UVLHMWPE):

Anooteipwon He unepofeidlo tou udpoyovou (kAiBavog amooteipwong MAACHATOG): e eUpog Bepuokpaciag
Aettoupylag 50-55°C, pe eAdyLoto KUKAO Statipnong 37 Aemtd + 3 AEMTA apXLKomoinong.

Ma mnpoBéoelg kat efaptipata amd TOAUALOUAEVIO UYNANG TIUKVOTNTOG OF OUVOUONOMO ME KPApa Ttaviou
(UHMWPE+Ti6Al4V):

Anooteipwon He unepofeiblo tou udpoyovou (KAiBavog amooteipwong MAACHATOG): e eUpog Bepuokpaciag
Aettoupylag 50-55°C, pe eAdyLoto KUKAO Statipnong 37 Aemtd + 3 AEmTd apxLKomoinong.

A 210 TéAog Tou KUKAOU amooteipwong, eAéyéte tTnv aAlayn otoug Seikteg SBS (Seiktng ikpofrakol ¢ppaypou)
KOL TNV OKEPALOTNTA TOCO TOU GCUOCTHOATOC CUOKEUOOLOG 000 KOL TOU TPOIOVTOG. € MEPIMTWON OAVWHAALWV 1
apdBoAiwv, OewpnRote To MPOIOV U cULHOPPOUHEVO KoL KOTA CUVERELA NV TO B£0sTE 0TN 8LABeon Tou XpRoTn, KAOWG
n acdpaleia yia tov acBevi ev unopei va gyyunOet.

h) amnoBrkeuon;

Quldooetal og kaBapd, Spocepd Kal ENPO LEPOG KOL LAKPLA OTIO TINYEG BEPUOTNTOG.

i) upetadopa

Mo tnv anmoduyn INULWV OE LATPLKEG CUOKEVEG KATA TN HeTadopd, CUVIOTOUE TN Xpron KatdAAnAwv padlwy, Slokwv i
akaumtwyv doxelwv. Amoduyete tnv anobrkeuon 1 tn petadopd epyodeiwv os emadn HeTalU Toug KABwC Umopel va
TPoKANBel {npua.

9. EMANAMNOZTEIPQZH

H GPI 8ev ouvloTa TNV MPOKTLKH TNG EMAVANTOCTEIpWONG kaBwg Sev €xel uTOPANBEL oe emaAnBgucn Kal emkUpwaon.

MNapapével euBuvn tou petamotntr va Stachalioel OtL n enefepyaocia, OMWG OTNV MPAYUOTIKOTNTO EKTEAEITAL LE XproN
€€OTTALOOU, UALKWV KOl TIPOOWTTLKOU 0T Jovada enetepyaciog, EMITUYXAVEL TO ETULBUUNTO AMOTEAECHA.

10. NEPIOPIZMENH EITYHZH

H GPI eyyuatatl otL autd o poiov mAnpol Tig mpodlaypadEC TOU KATAOKEUAOTH) Kol SEV €XEL KOTAOKEUAOTIKA EAQTTWOTA
KQTA TN OTLYUN Tng apadoong.

AUTEG oL SLaTAgeLg €xouv eMKUPWOEL AT TOV KATAOKEVOOTH TNG LATPOTEXVOAOYLKNG GUCKEUNG WG LKAVEG VOl ETILITUXOUV TOV
QMALTOUEVO KABOPLOUO KAl amoaTElpwan.
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O xpnotng mpemet va Sltaodpalioel OTL N MPOETOLUACLA KAL N ATIOCTELPWON TNG LATPOTEXVOAOYLKIG CUOKEUNG, OWE OTNV
TIPOYHUATIKOTNTA EKTEAELTOL XPNOLUOTIOLWVTOC TOV €EOTALOUO, TA UALKA KOL TO TIPOOWTIKO EMITUYXAVEL TO €mBUUNTO
arotédeopa. Auto amnattsi emaAnBsuon f/Kat EMKUPWON KAL CUCTNUOTIKA TapakolovBnaon tng Stadikaciag.

A Auti) n €yyunon omokAEiel CUYKEKPLMEVO EAATTWHATA TIOU MPOKUTTOUV AnO KOKIK XPron, Kataxpnon n
AKATAAANAO XELPLOKO TOU TIPOIOVTOG META TNV tapaAafr] TOU amnod Tov Xproth.

11. ENIrPAOH

TolaTpLKr) CUCKEUNOUOKEUNG, adol mapayBel, Tomobeteital o€ pn amootelpwEVN oUoKevaoia, KaBwG N amooteipwon
TOU TPOIOVTOC TIPAYULATOMOLETAL Alyo TIPLV TN XELPOUPYLKN EMEUPAOT, OTWG avadpEPETaL oTo Ttapov Eyypado.

H eTikéta mou oxXeTIlETAL [UE TOLATPLKN CUCKEUNTOMOBETEITAL OTO KOUTL.

To MePLEXOUEVO TNG ETIKETAG €lval cUPGWVO e AUTO TTIOU UTIOSEIKVUETOL OTO onpelo 23.2 tou mapaptiuatog | tou RDM
745/2017 Kot amneLkovileTal mopakatw.

Ta cUpPBoAa Kal oL GpACELS TToU avaypddovTal 0TNV ETIKETA IPOEp)ovTaL amod to potumno avadopdag UNI CEI EN I1SO
15223-1:2021

KaBelatpikr cuokeunOa mapéxeTal pe 1 €TikETa mou epdaviletal otnv mpooBeTikr cuokevaaoia, pia oto Kouti kat 2 péoa
oto Kouti otn 61aBeon tou ylatpol Kot Tou acBevr), 1 €lSIKNA ETIKETA YLA KAOE LEUOVWUEVO EEAPTN O TOULOTPLKNA
OUGCKEUNTIPOOOETIKNG.

11.1. NapAadeLlypa ETIKETOG MPOCOETIKAG

H onuaveon tng npobeong amoteAeital amno:
. ETIKETALQTPLKI) CUOKEUR: KUPLA ETIKETA TIOU TIPOCOLOPLTEL TOLATPLKN CUCKEUNTIPOCOETLKNG
ETIKETA ZYZTATIKOY : €TIKETA yLO KAOE PEPOVWHEVO EEAPTNHLA TTOU OTTOTEAEL TOLATPLKI) cUOKeU(epduTeLOLUA
efaptrparta Tng mpobeaong)
ETIKETA OPTANQN : €TIKETA yLa KAOE UEUOVWHEVO OPYOVO YLA XPr 0N O CUVOUACUO HE TNV Pocbeaon (Un
eudutelOLUO EEQPTAMATA: TL.X. TIPOTUTIO KOTING KOL AVOTOULKA LOVTEAQ)

Mapakdtw gival éva mapadeLyaLaTPIK CUOKEUNTIPOCOETIKNG TMJ TTOU UTTAPXEL OTOV TLULOKATAAOYO:

12
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REF AND MD DESCRIPTION

REF AND DESCRIPTION of the COMPONENTS

! Es. CUSTOM MD
KIT Operation | n. art. Description
1 man replica mandibola in =
poliammide
- S— . Instrumentation
1 tgmt - 1 ’?i;;nnaiodl taglio e foratura in of the MD
replica cranio 1/3 in
1 red poliammide —
TMJ1 Z?tmptl)rgmandibular —
Icufation 1 t7 placca mandibolare con
P |condilo in titanio Ti64
Components
1 mg1 protesi glena condilare in of the MD
PE-UHMW
1 pt3 |placca fissaggio in Ti64

MAPAAEITMA ETIKETAZ MD

-

o

DISPOSITIVO SU MISURA — CUSTOM MADE DEVICE
Es. RICOSTRUZIONE dell’ ARTICOLAZIONE TEMPORO-MANDIBOLARE
Ex. TEMPOROMANDIBULAR JOINT RECONSTRUCTION

~

AAAA/CODCOMMESSA/N
(ex. 2021/ABC0001/1)

ID DM LISTINO

(ex. TMJ1)
AAAA/MM of production

ﬂ (ex.2021/10) g
Q@ N\ LA ® [[F +« &
USO NON CEMENTATO - UNCEMENTED USE

AAAA/MM of time limit (1year)
(ex. 2022/10)

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

Ta akoAouBa cupBoia

Kal Slatunwon epdavilovral TNV ETIKETA:

e CUSTOM DEVICE: umto8elkvUeL TOV TUTIO TNG LOTPLKAG CUGKEUNG

GI

www. gpigroup.com @
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MEPITPAOH tou TUMOU TNG TMPOCUPUOCUEVNG OUOKEUNG oTov Katahoyo (XEIPOYPIIKOwatpikry cuokeunllA
ANAKATAZKEYH THZ KPOTAOOINAGIKHZ AIAPOPQIHS oto mapadelypa)

Kwbko¢ kataldyou REF mou mpooblopilel to kit
SN Jelplokog aplOpog : apBuog avayvwplong tg mpobeong: ETOI/MAPAITEAIA KQAIKOI/N TMPOIOESH:
AAAA/XXXXX/N

&Luspounvia KATAOKELNG ekdpaopévn o Etog/unRva

zﬁlé(szla Xprong  nuepounvia AREng skdppaocuévn os £tog/pnva. Eav sv npoodiopiletal, Bswpseital nepiodog 1

£€TOUG A0 TNV NUEPOUNVIA TTAPAYWYNG.

®H LOTPLKI) CUCKEUN Umopel va xpnowuomolnBel povo pia ¢popd f oe évav acBevr) katd Tn Stapkela piag povo

eNMéuPaong

A\

nipoeldonolnoelg kat mpodUAAGeL, ol omoleg, yla Stadopoug Adyoug, Sev pumopouv va avadpepBouv otnv Sla t

Mpémnel va CUPPOUAEUTEITE TIG 0ONYleG XPNONG Yyl ONUOVTIKEG TPOELSOMOLNTIKEG TIAnpodopieg, OMwC

OUOKEUN

(T3]

EigE
e
Ej%wv&scuoc QR og Yndraka eyypada (odnyieg xpriong)

H watpikn cuokeur Sev éxel uTtoPANBel oe Stadikaoia amootelpwong

fupBouleuteite TIg 06nyieg xpriong

§ Mn XpNOLLOTIOLELTE TO LATPOTEXVOAOYLKO TIPOIOV EAV N CUCKELAOLA ELVAL KATECTPOUUEVN 1) AVOLXTH
‘ “4‘-
j Kpatrote To PLoKpLA amd mNyEG uypaciog

-

//l o~

B " KpatnoTe TO POKPLA amo mnyEG Beppdtntog Kat pwtdg

XPHZH XQPIZ TZIMENTO: EvnEPWVEL OTL TOLATPLKI) CUCKEUNTIPETEL VA ePUTEVOEL XWwPLg TN XPrion 0oTikoU TOLUEVTOU

SHMEIQZH To povadiko avayvwploTiko acBevolg dev epudaviletal oTnv €TIKETA, KABWG CUVOEETAL LOVASIKA LUE TOV
OELPLOKO aplBuo kol avadépetal otn SnAwaon cuppopdwong.

ETIKETO TOU PEROVWHEVOU EEOPTILOTOG TOULATPLKF) CUOKEUNTIPOOOEONG

ToLATPLKI) CUCKEUNTIAPEXETAL LIE €VO OET ETIKETWV TIOU Ba edpappootolv oto nepifAnua kabe e€aptrUaTOC.
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Ka&Oe etikéta Seiyvel Tov oglplako aplBud toulatpik cuckeunavadopds (kwdikog AAAA/CODCOMMESSA/N), tov kwdLko
KOL TNV TtepLlypadr TOU CUYKEKPLUEVOU EEAPTHLATOC KOL TOU UALKOU TIOU TO GUVOETEL yLa TNV amoduyr] 6OaAUATWY KATA TN

ddon tng anooteipwong.

Mapakdtw lval éva MapAdELyUa ETIKETACS YLO £VAl LOVO CUOTATIKO HLaG ERdUTEUCLUNG TPpoBeonc:

‘ : 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 Ti6AI4V - TiGAI4V Alloy

ﬂ - AAAA/MM production [SN] : AAAAXXXXXIN

’ﬁ“ - Dr. XXXXXX — Hospital: XXXXX

@ N & ® @

USO NON CEMENTATO - UNCEMENTED USE

m;, .

‘Omou Y elval n orpovon Tou MPocavatoALoUoU Tou TPooBEeTIKOU OToLKEloU g OXEON UE TO HEPOC TOU CWHATOC KOl

UTIOPEL TTPOALPETIKA Va Elvat:

® D eav eival A€l e€aptnua
S gav eival Aplotepd e€aptnua,
ANT eav elval petwmiaio eEaptnua
POST eav eivat omicBlo e€dptnua,

Agv uTtoSelkvUETAL €AV Elval cadEg.

ZHAVON 0PYAVWYV YLOL XPKON OE GUVSUAGHO JLE TO KLT

To Gpyavo yla xprion o€ cuVSUACOUO LIE TOLATPLKI) CUCKEUN(T.X. 0dnyol KOG Kol avatopka avtiypada) eival to cuvolo
e€aptnudtwy mou BonBoulv To guduTEL A TA OTtola SEV UMOPOUV Va avayvwpLoToUV w6 eUdUTEVCLUA LEPN TNG

npobeong.

Mapakdtw lval éva MapAadeLyUa ETIKETAG YLO Opyava:

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

|REF| : XXX (code component)

Descrizione descrizione e REF DM padre
Description: REF description and MD root

Materiale - Material: ex: lega di Titanio Ti6AI4V - Ti6AI4V Alloy

|!| : AAAA/MM production [8N] : AAAAXXXXXIN

L Dr. XXOOOXK = Hospital: XXXXX

@ AN L ® (1§
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12. KAPTA EMOYTEYMATOZ

H kapta gudutevpatog mapéxetal ano tv GPl oe Eykataotdoelg Yyelog kal cuokeudletol pall Je Ta mapayopeva
LOTPOTEXVOAOYLKA TIpOlOvVTa. Z€ QUTO undpyouv Tedia TMoU MPEMEL Vo CUMMANPWOOoUV amd To appOSlo UYELOVOULKO
TPOCWTTILKO Kat 16lwg elval anapaitnto:

® JUUMANPWOTE TNV KAPTA (Mpdoiva Pépn oTnV lkdva) Le OAEG TIG TTAnpodopieg Tou INTOUVTAL AVATPEXOVTOC OTO
UTIOUVN L0 CUMBOAWY TTOPOKATW.
® Awote otov agBevr) TNV KAPTA EUPUTEUUATOC.

85.6 mm

[ ]
]

54 mm

[
< >

T

International Implant Card

'ﬂ‘? Patient name

Implant date

e+ Hospital
name and address

'B

[O-2-21

https://implant.card.gpi.it

N

/

OpUA0G TwV CUUBOAWY

° w? Jdvopa acBevn
31
° Huepopnvia epputevong

ot
° AN\ Ovopa kat StelBuvon TN HOVASAC UYELOVOULKAC TtepiBaing

/

o

~

MD code

MD description

AAAA/XXXXX/N

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

Cod. EUDAMED: IT-MF-000020127

Kelpevo mou cuvtdayBnke amno Tov KATAoKEUOoTH

Kelpevo MPOEKTUTIWEVO ATIO TOV KATAOKEUQOTH

Kelpevo mou cuvtdayxBnke armo To UYELOVOULKO TIPOCWTIILKO

) Atsbeuvon Lotétonou/ Kwdikog QR pe minpodopieg acBevoug

° KwbKkog kot meplypadr] Tou LATPOTEXVOAOYLKOU TIPOidVTog

GI

www. gpigroup.com @
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° ApLlBUOC OELPAG TNG LATPOTEXVOAOYLKIG CUCKEUNG
.o

Ot akOAouBeg MAnpodopleg TIPEMEL VA TTAPEXOVTAL OTOV ACOEVI Ao TNV UYELOVOULKN pLovada:

Katoaokevaotrg

e Ornowdnnote mpoeldonoinon, mpoduAatn n UETPO Tou TPEMEL va AndBel amd tov acbev) | amd Ttov
enayyeAuoatia vyelag oe oxéon pe apolpBaia mapéupacn oe eVAoya POPAEPLUES EEWTEPLKES EMOPATELS, LATPLKEG
e€etdoelg ) mepPBAANOVTIKEG GUVONKEG.

e Ornowdnnote mAnpodopia yla tnv avapevopevn woEéAlun Iwr Twv CcUoKEUWV Kal KaBe amapaitntn
napakoAoudnaon.

e Ornoladnmnote AAAn mAnpodopia mou amookomnel otn dtachaiion tng aodarols xpriong TG CUCKEUNG o ToV
aoBevr, ouunephappBavouévwy MAnpodopLwv yla UALKA Kal oucieg oTig omoleg Pnopel va ektebel o aoBevnc.

13. KAINIKH NAPAKOAOYOHZH

JUVIOTWVTAL TIEPLOSIKEG €MOKEPEL yla TNV TapakolouBnon tng B€ong Kal TNG KATAOTAONG TWV TPOCOETIKWY
efaptnUATwy, KABwWE Kal yla Tov €AEyX0 TNG KATAOTAONG TOU 00ToU. [payHaTONOL0TE TEPLOSIKA UETEYXELPNTIKEG
oKTwoypadleg ylo va EXETE Lol OKPLPR ELKOVA TNG KATAOTAONG OUECWE UETA TNV EMEUPACN KAL VA ETILONUAVETE TUXOV
pakponpoBeopa onuadia kivnong, xahapotntag, Kapdng N pwypwy Twv e€aptnUATwy.

Mo vo urtopeoel va hapUOCEL TO OXESLO EMLTAPNONG KAL EMOTMTELAG TIOU amotteital amod tov kavoviopd tng EE 2017/745
Kall va eyyunBel tnv aohalela TG anodoong tTwv Mpoidvtwy tng, N GP | spa amattel tn §éopeuon Twv MEAATWV TNG va
dpovtilouv yla T oUMOYN TPOEYXELPNTIKWYV SESOUEVWV KAl HETEYXELPNTIKN TApakoAouOnon , XPNOLLOTOLWVTAG
TUTTOTIOLNUEVN dOpHa cUANOYNG SeSouEvwv.

ElSkOTEPQ, TIPETEL VO avadEpovTal Ta akoAlouba otolxeia:

Yrokeluevika dedopéva
® TI0U OxeTi{ovTal LE Tov TtOvo, Pe KAlpaka movou (VAS 0-10) mou kupaivetat amno "xwpic movo (0)" - "o évtovog
névog (10) "
®  JXETIKA PE TNV TpEXOoVoA toldTNTa {wNG o€ cLYKPLON LE TIPLY amd TV epdUTEVGN TG TPOBEONG

Avtikelevika dedopéva
Aedopéva amod APECEG HETPNOELG TOu gUpoUg Kivnong tng apBpwong mou umoPAnOnke o eMavopBWTLKN XELPOUPYLKNA
Beparneia Ta onola kataypddnkav o XIAOOTA TOU HEYLOTOU avolypatog tne apBpwaong.

Ta anoteAéopata MPEMEL VO GUAAEYOVTAL O KAOE HecoSLaoTna MapakoAouBnaong mepimou yla toug akoAouBoug xpdvoug
SelypatoAnyiag:
- QUECN UETEYXELPNTIKNA
- 7/10 nuépseg
- 1upva
- 3pnveg
- 6pnveg
- 1yxpovia
- Mia ¢popd T0 XpOvo yla Ta EMOUEVA XpOVLaA

H ouAAoyn KAWIKWV dedopuévwy elval amapaitntn yla tnv afloAdynon tng anodoong Tng Mpobeong Kol TWV EMUTTWOEWV
¢ otov acBevn. Ta Sedopéva auta eival n peiwon Tou mévou, kabwe Kat n BeAtiwon Twv AETOUPYLWY KaL TNG TOLOTNTOG
{wn¢ tou acbevouc.

17
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14. PHTPA EITYHZHZ KATA NIOANHZ EYOYNH2

Ol 06nylieg mou meplypadovral mapanavw £xouv emkupwBel and tnv GPI SPA w¢ akplBig meplypadr) tTng mpoeTolaciag

LOG LOTPLKAG CUCKEUNG yLa Xpron o€ €vav Lovo aoBevr).
Eumnintel otn odaipa euBLUVNG Tou dopéa mou eivat urtebBuvog yla Tn Bepaneia va emaAnBevoel OtL n Bepaneia,

eKTEAE(TOL HE XPrion Tou €€OMALOMOU, TWV UALKWV KAl TOU SLOBECLUOU TIPOCWTILKOU OTLG KATAAANAEG €YKATOOTAOELS,

ETULTUYXAVEL TO ETULBUUNTO AMOTEAECHAL.

AuTO ouvnBwg amaltel emkUpwaon Kot KUKALKO €Aeyxo tn¢ Stadikaaotag Asttoupylag.

Ot SLadikaoieg kaBaplopol, amoAUOVONG KaL AMOoTELPWONG TPETEL VA EKTEAOUVTAL KOl va Kataypddovtal cUpdwva e

TO LoYUovTa TPWTOKOAAa oTn dopn Tou eival ulteBuvN yla T tpoavadepbeioeg epyaaied.

Omnoladnmote anmdKALON Ao ToV XELPLOTH TNG Beparmeiag amd T mapexOUeves obnyieg mpénel va afloAoyeital Kal va

KATaYpAPETOL OE OXEDN HE TNV QMOTEAECUATIKOTNTO KL TIG TILOAVEG APVNTLKES Kol SUCUEVELG OUVETELEG.

15. AIANOMEAZTTIA

EANAAA:

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

Mapouot, 15123

T +30 6974854420

info@ihso.gr

www.ihso.gr

ITANIA:

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

Kw&ikog EUDAMED: IT-MF-000020127

AplBUOC UnTpwou Baon SeS0UEVWY KOTAOKEUOOTWY €EATOUIKEUMEVWY LATPOTEXVOAOYLIKWY TPOLOVIWY Tou YToupyeiou

Yyeiac: [TCA01050530
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