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1. NPOEIAONOIHZEIZ

OL npoetdomnotroelg mpoadlopilovtal pe Evav MPoodeuTiko Kwdiko N kat imAa tou pdaviletal to Rid omou
Rid mpoodlopilel tov kivduvo mou afloloyeital otnv avaluon kwvdUvou . AkoAouBrote TIC TPoelSOTOLNOELG YL
aodalr xpron tng MPOCOPUOCUEVNG CUCKEUNG

AN

MPOEIAOMNO
IHZEIZ
FENIKOZ
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R STO1
RSP03

R ST02

R ST02

R STO1

R P12

R CH4

R CH1

R CH1

R CH2

Mo kaBe TUTO avadopdg oXeTIKA Ue Tipolovta GP |, oteilte £éva email otnv akdAoubn
SlevBuvon email: segnalazionidm@pec.gpi.it

Ta mpooBeTIkA e€apTrUATA KaL TA 0T opyAvwy Ttapexovral MH ANOZTEIPQTA kal anattouv
npocBetn Sladikacio kaBaplopoU Kal amootelpwang mpLv amno tnv epduteuon.

Xpnotpomnoteite pévo OYAETEPA KAl ANTIBAKTHPIAIKA AMTOPPYMANTIKA yla epyacieg
kaBapLopol OTLG CUCKEUEG TTOU TtapAyovTal amo tnv GPI SPA

Mn XpNOLUOTOLE(TE TPOIOVTA ATIO KATECTPAUMUEVEG I OVOLYUEVEG OUCKEUAOLEG.

AkoAouBrote MpooekTIKA TN Stadikacia amootelpwaong mou umodelkvUeTal yla KABe TUTO
UALKOU

MPOGCEETE VAL LNV ATIOOTELPWOETE e ATO e€apTtrpata oAvatBuAeviou (UHMWPE).

Mo g mepattépw Sladikacia ek VEOU amooTelpwonG EVOG CUCTATIKOU TNG poBeong,
avatpéfte otnv napaypado EMANASTEIPQIH autol Tou evnuepwtikol puAradiou.
Mo va e€aodaliotel N achAAela KOl N AMOTEAEGUATLKOTNTA TNE TapEpBacng, n epduteuon
™G MpoBeong dev MPEMEL va cUVOUAOTEL e TIPOBETeLg AAANG TTPOEAEUONG EKTOG EAV AUTOC O
ouvbuaopog £xel avaAuBel otn dpaon tou oxedlacpou.
Ta e€aptruata tng pobeong IA £xouv oxeSLaoTel yla va TapLlalouV povadikd oTny avotouia
Tou 00BevoUC KOl OTa TIPOEYXELPNTIKA OXESLA TOU €UPUTEUOUEVOU  XELPOUPYOU,
XPNOLLOTIOLWVTAG VAL AVOTOMLKO HLOVTEAO 00TOU TTOU TIAPAYETAL Ao afoVIKN Topoypadia Tou
a0Bevoug. AuTd Ta TIPOEYXELPNTIKA oxESLa epAapBavouv tn Snuoupyia tng emBUUNTAG
pLuBULONG otov acBevi mpLv amod tnv afovikr topoypadia | 0To POVTEAO 0CTOU UETA TV
mapaywyn Tou. Eivatl oAU onUavTKO 0 XELPOUPYOG va avarmapdyel e akpifela to oxédlo
pLBULONG Tou aoBevoUG KAl TUXOV OVATOULKO TTEPLYPOUUA KATA TN OTWYUA TNG EUdUTEUONG
T(POKELUEVOU Va ETUTEUXOEL N ETUSLWKOWPEVN TOTIOBETNON TWV EEAPTNUATWY TNG TPOCcBeDNG.
Mo va dtachallotel N achAAELA KAl N ATMOTEAECUATIKOTNTA TNG EMEUPAONG, N TOMOBETNON
™G MpoBeong IA Sev amattel T Xprion 00TIKOU TOLWEVTOU 1 GAAWY TIANPWTLKWYV TTApayOVIWY
Ta efaptiuata tng apbpiknig mpobeong mpoopilovtal yla epduteLOn o0 OT apolBaiog
{euyopwuaTog .
Mo va e€aodaliotel n achAAeLa KL N ATTOTEAEGUATIKOTNTA TNG EMEUPAONG, N TOMOBETNON
™¢ mpooBeong IA Sev amattel ) xpnon efaptnudtwyv Tou Topéxovtal amd GAAouG
KATaoKeLaoTES (Le e€alpeon Tig Bibeg otepEéwang)
Ta efaptiuota TG mpPocbeong mepléxouv emidpAvele apbpwoswv TOU Hmopel va
KataotpadoLv o€ nepimtwon AavBacuévou XeLpLopou.
o Omnowdnmote PAAPn oe oUTEG TIC emdAVELEG MMOPEL va €MNPEACEL TN
pokpompoBeoun andédoon tng npdOeonc.
O Amnooduyete TV enadn He TG eMPAVELEC TWV APWY OC0 TO SUVATOV MIEPLOCOTEPO.
o Ta efaptiuoata tng odovrootolxiag mpenel va xelpilovral povo pe apuPAeia, Asia
emudavela epyaleia yia va anodpeuyBet n {npud.
O Aev MPEMEL va XpnolLomololvtal gpyaAeia Pe SOVTLA, O8OVIWOELG 1) OLXUNPES
AKPEG.
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R CH2

R CH2

R CH2

R CH2

R CH2

R CH6

R-POST1

R-POST2

R-CH7

R STO3

To LOVTEAO TWV OCTWVY MOPOUCLATEL XAPAKTNPLOTIKA EUBPAVOTOTNTAG. XELPLOTELTE HE
T(POGCOXHN.

O XELPOUPYOC TIPEMEL VA lval EOLKELWUEVOC LE TNV EDAPLOYT) TOU XELPOUPYLKOU LOTPLKNA
GUOKEUN TIPLV OO TN Xpron.

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

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

MnV XpNOLUOMOLELTE KOTECTPAUUEVA EPYAAEia.

Ta KATECTPAUPEVA OPYOVA TIPETIEL VAL AVTIKAOIOTAVTAL TIPLV TO XPNOLLOTIOLOETE .

MnV EMLXELPNOETE VO LOLWOETE 1| VOL TPOTIOTIOLOETE EPYAAEL 1] EEAPTHATA LATPLKN CUOKEUN)
MPOCOETIKWV KABWG auTo pmnopet va BEoel o Kivouvo Tnv avtoyr tou (5lou Kat va
odnynoouv og emakoAouBeg aoToyleg i} TPAUUATIOMOUG

Mpwv amno tv epduteucon g npodcbeanc, eAéyEte Ppuatka TNV akepatdTnTa TG MPOBeong
OUUMOpOWONG KAl oelplakol aplBpou. O oelplakog aplBuog ivat o aplbuocg avadopdg mou
OUVGOEETAL E TNV LATPLKN cuvTtayr Kal tn SnAwon cuppdpdwong Kot EAEYXETAL UE
petafotuTio oTto €€APTNUO OTIOU TO ETUTPETOUV OL SLOCTACELS, HeSOUEVA TTOU TAUTOMOLOUV
tov acBevn. EA€éyEte TNV akpLBr aviiotolyio Tou oelplakol aplBol Tou CUVOEETAL UE TOV
aocBevn otn dnAwaon, TNV ETIKETA KAL TNV TPOCOEC, TIPLV TPOXWPINOETE OTNV TPOCOETIKNA
euduTeLON.

O yLatpog eivat umelBuvog yla TNV eVNUEPWON TWV A0OEVWY OXETIKA LE TOUC TTIEPLOPLOUOUG
™¢ epduTEVONG TNG IPOOOEDNG IA. AcSOUEVOU OTL TIPOKELTAL YL TIPOCAPOCHEVEG
PoBETELS, Ta Opla auta dtadépouv avaloya e TNV pooBeon Kot Tov acBevr) Kat ivat
€uBUVN TOU ALTOUVTOG YLOTPOU.

O yLatpog untoxpeoUTal va eVNEPWVEL TOV acBevn yla thv ribavr) aAAnAenidpacon mou
T(POKUTITEL AT TNV EKOEON G€ NAEKTPOUAYVNTIKA Ttedia i} padLOCUXVOTNTES

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

BeBalwbeite 6TL 0L 0aKOUAEC €lval AOIKTEG KAl T EEXPTAMATA E(VOL CWOTA CUCKEUAOUEVA
KOl TOTOBETNUEVA OWOTA HECA OTA CUCTHLATA OMOCTEPWONG YLa val armodUYETE TOV
Kivéuvo va oTtAsEL N COKOUAQL.

www. gpigroup.com @



2. NMPOBAEMNOMENH XPHzH

2.1 laTplk CUCKEUN OPYAVWV

To LOTPLKA CUOKEUN OPYyAVWVY TIOU avamtuxOnke kal mapnxOn MePOVwHEVA 1 0 GUVOUOOUO ME epduTELHOTA YLa
avadounon apbpwoswv (IA) | ooteoclvBeon (I0ST) amoteAeital and mPoOTuma KOMAS Kal/f SLATpnong KoL oVOTOULKA
avtiypada.

Ta pOTUTIA KOTIAG Kol SLATPNOoNG €lval EL6IKA KOTAOKEUOOUEVA, EMEUPBATIKA, LA XPIONG, XELPOUPYLKOU TUTIOU LATPLKES
OUGCKEUEC TIOU Tipoopilovtal yLa pocwpLvr] Xprnon.

Ta ekpayeio komnc-Sldtpnong mpoopilovtal yla Xprion yld OOTIKA €KTOUN Kol dldtpnon mou eival amapaitntn yla
XELPOUPYLKA OTITOKATAOTAONG TNE ApBpwang rj 00TE00UVOEDNG 1 YEVLKA YLl 0pOOTIESLKN XELPOUPYLKH).

Ta avatoulkd avtiypada €ilval LOTPIKEG CUOKEUEC MIOG XPONG TOU KATOOKEUAIOVTOL KOTA TopayyeAia Tou
XPNOLLOTIOLOUVTAL VLA XELPOUPYLKO OXESLACUO.

Ta mpotuTa KoM G-8LATPNnong Uopouv va eival Kataokeuaopéva amd titavio Tie4 A moAuapisdio ) dAo Blocuppatd UAKO
TIou avayvwpiletal wg TeAevtaiag texvoloylag HEow TG Texvoloyiag mpdoBetng Kataokeun (Tplodldotatn ekTunwon)
aheong CNC.
Ta avatoptka avtiypada eival kataokevaopéva amd moAvauidlo xpnoluomnolwwvrtog texvoloyia Additive Manufacturing
(3D printing).

Auta ta Opyava KOTAoKEUAZOVTOL QTOKAELOTIKA ylo Tov aoBevr) kat Baocilovtal otn CGUYKEKPLUEVN ouvVTayr TOU
OUVTAOOETAL amo omolodnmote dtopo eéouctodotnuévo amd tnv €Bvik vouoBeoia SUVAMEL TwV TPOCWTIKWY TOU
TIPOCOVIWY, TO OTOLO UTTOSELKVUEL, UTIO TNV €VBUVN AUTOU TOU OTOHOU, TO ELOLKA XAPAKTNPLOTIKA Tou oxeblou.

H Xxewpoupykn eméuBacn mou mepAapPAvVEL TN XPHRON AUTWV TWV OPYAVWY TIPEMEL va €KTEAE(TAL amd LOTPLKO Kal
VOONAEUTIKO TIPOCWTIILKO TIPONYOUUEVWE EKTTALSEVUEVO Kl EEELEIKEUMEVO OTLG 0pOOTIESIKEG XELPOUPYLKES EMEUPBACELS YL
TV avadounon tng ev Aoyw apBpwaong o Xxelpoupyeia eEOMALOUEVA YL TO OKOTIO QUTO.

2.2 TpoeLSOMOLNOELG I} ANOKAELOpOL.

Ta dpyava Tou TeplypddovTal TOPATAVW EXOUV ELOIKA OXESLOOTIKA XOPOKTNPLOTIKA TIOU TapEXovTal e euBUvn Tou
attouvtog latpou o omoiog ival e€ouatlodotnuévog amd tnv eBvikr vopoBeaio Aoyw Twv MayyEAUOTIKWY TOU TIPOCOVTWV.

Ta opyava mou meplypadovtal mopandvw, AOYyw TwV €EATOUIKEUUEVWY XOPOKTNPLOTIKWY TOUG KOL TWV UALKWV TIOU
Xpnotgonolouvtal, mpoopilovTal yia Lovadikh Kot AIOKAELOTIKY Xprion amd Tov acBevr).

3. ANTENAEIZEIZ KAl METPA NPO®YAA=ZHZ

H xprion tou £161koU LATPLKI GUCKEUT OpyAVWY YL TOV aoBevh TPEMEL va 0§LOAOYEITAL TIPOCEKTIKA €AV 0 A0OEVAC EXEL pia
I TIEPLOCOTEPEG ATIO TIG OKOAOUBEC KATAOTAOELG:
® AcBeveig e KATAOTAOELG ) ACOEVELEG TTOU EMNPEATIOUV TNV OOTLKI avayvwpLon opoacno.
e Ornoladnmote evepyr LOAUVON TNG XELPOUPYLKNG TIEPLOXNG OTou Ba yivel To Xelpoupyelo amotelel aviévdelén yla
o6nyoug Komrg-8Latpnong.

I www. gpigroup.com @



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

Reg EU LatpotexvoloyLko mpoiov

Juotiuarta Sltaxeiplong moldtntag — Baotkég apxeg kal Ae€IAoyLo

laTPIKEG OUOKEVEG — ZuoThata Slaxelplong moldtnTag — AMALTHOELG yLa
puBuLoTIKOUG OKOTIOUG

latpkéG oUOKEVEG - Edappoyn Staxeiplong kivdUvou og LaTpoTeEXVOAOYLIKA
npolovta

KAwikn Altepelvnon latpikwy ZUckeuwv yla AvBpwriva Yrokeipeva - Opbn
KAwikn Npaktiki

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

laTPKEG CUOKEVEG - EPappoyn TNG UNXOVIKAG XPNOTIKOTNTAG OE LATPLKEG
OUOKEUEC

Mn evepyd XELPOUPYLKA EUPUTEV LOTA - YEVIKEG QTIOLTHOELG

Mn evepyd XELPOUPYLKA EUPUTEVUATA - ELSLIKEC ATTALTHOELG

BloAoyikr afloAdynaon LATPOTEXVOAOYLKWY TIPOIOVTWV

Xelpoupyka epduteLUOTA - LETAAALKA UALKA - HEPOG 3: KpA A TITAViou 6-
aAoupwviou 4-Bavadiou

Xelpoupyka epdutetpata: pépog 2 NMoAuatbulévio e€atpeTikd uPnAov
poplakol Bapoug

Epdutebpata yla Xelpoupykn enéppacn — MetaAAkd uUAkd — Mépog 4:
Kpaua xuteuong koBaAtiov-ypwpiou-poAuBdalviou

laTPKEG CUOKEVEG - ZUBOAD TIOU XPNOLUOTIOLOUVTOL OE ETIKETEC
LOTPOTEXVOAOYLKWYV TIPOIOVTWY, ETLOAUAVON Kol TANpodOopLeg Tou TIPEMEL va
mapéxovtal - Mépog 1: MEVIKEG amalTOELS

Turmkn poSiaypadn ya moAu pepr] moAvalBepalBepketovng (PEEK) yia
XELPOUPYIKEG EPAPUOYES EUDUTEUUATWY

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

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

JuoKeuaola TPOlOVTWY UYELOVOULKAG TepiBaAdng - MAnpodopleg mou mpemet
Va TIPEXOVTOL OO TOV KATOOKEUAOTH LATPOTEXVOAOYLIKWY TIPOLOVTWY YLa TN
ouokevoola LoTpotexvoloylkwy Tpoidvtwy - Mépog 1: Kploweg kot
NUKPLOLEG CUOKEVEG

www. gpigroup.com @



5. YAIKA

‘O\a ta TPOOOETIKA UALKA CUUHOPPWVOVTAL UE TOL UTIOSELKVUOUEVO TIPOTUTIO XELPOUPYLKNG TtpooBeTikic UNI ISO/ASTM*,
e  kpdpua ttaviou, mpoturo I1SO 5832-3/ASTM F136*, kpdpua: Ti-6Al-4V ELI
Xnuikn 20vBeon:

e Titanium (Ti): locoppormia

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

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

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

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

e Jibnpog (Fe): péywoto 0,25%

o Kpdua koBaAtiou-xpwpiou-poAuBdatviou: mpoturo I1SO 5832-4/ASTM F75*, kpdua: Co-28Cr-6Mo
Xnuikn 20vBeon:

e KoBdAtio (Co): Iooppormia

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

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

e 3idnpoc (Fe): uéyloto 0,75%

e AvBpakag (C): péyloto 0,35%
e  Mayyavio (Mn): péyloto 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 o ASTM D4020: Icopportia
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 muotomnoinon mpoéheuong ISO 10993-1 Invibio Optima™
Xnuikn ouvOeon:
o OAka Bapéa pétaAda (Ag, As, Bi, Cd, Cu, Hg, Mo, Pb, Sb kat Sn): puéyloto 100 ppm

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

I www. gpigroup.com @



Inueiwon: OL turkeg Bideg otepéwonc/akwvntomnoinong tng npdcobeong kpotadoyvobikng Siapbpwong, amd Kpapo
Titaviou Ti6AI4V, oxeSLAOUEVEG YLO XPHON OTN OTEPEWGN TIPOCHECEWY, TTIOU AVAYVWPLOTNKAV aTtd TOV XELPOUPYO OTO APXLKO
oTtad10 Tou oxedSLaopoU, SV TAPEYOVTAL LLE TOLATPLK CUOKEUNTIPOTOETIKAG.

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

Ot AemTopéPELEG TWV UALKWV 0UVBECNC TOULATPLKI) CUOKEUNTPOCOETIKAC avadEpovtal otn SHAwGN cUPUOpPwWaOnG.

5.1. ZuvOnkeg anoBnKeuong VAKWVY

To LOTPLKA CUOKEUH TIPOCBETIKNG PEMEL va GUAACOETAL o€ KABapO, OTEYVO TEPIBAAAOV KOL TIPETIEL VAL TIPOCTATEVETAL OO
TO NALaKO Pwg KaL TIG akpaieg Oepuokpaoieg.

5.2. AwdBeon VAWV

H anéppun Twv adpatpolevwy VALKWY, GUUTEPIAAUBAVOUEVWY TWV 0PYAVWY, TIPETEL VA TIPAYUATOMOLETAL CUUdWVA PE
TO TPOTUTIO YLA ELSIKA XELPOUPYLKA AmOBANTA, TTOU XPNOLLLOTOLOUVTAL OE XELPOUpPYELD .

6. MPOMOYAAZEIZ

Elvat euBUVN Tou Xelpoupyol TIOU XPNOLUOTIOLEL AUTO TO TPOIGV va afLoAoyroeL TNV KALVLKN KOL LATPLKN KOTACTAON TOU
000evoug yvwpllel OAEG TIC MTUXECG TwV Sladlkaolwy eUdUTELONC KL TLG TILOAVEG EMUMAOKEG TToU Urtopel va pokUouv yla
KABE CUYKEKPLUEVN TIEPIMTTWOTN. T AMOTEAECUATA TNG XELPOUPYLKAG EMEUPaONG pUnopel va embelvwBouyv pe tnv ndpodo
TOU XPOVOU KOL VAl NV avTamokpivovtal mAEov oTig Tpoadokieg Tou aoBevolg 1 Tou XelpoupyoUl. Emopévwg, Ba mpémel va
AndBoUV undyPn TuxOv MPOCOeTeG 1} eVOANAKTIKEG SLadikaoleg mou mpémel va mpaypatonolnfouv. H avabewpntikn
enéuPaon epdutevpdtwy Sev elval acuvrnBLOTN, EMOUEVWG O XELPOUPYOS Bal TIPETEL VAL TIPAY LOTOTIOL OEL LD TIPOCEKTLKNA
KALVLK avAAuon KivdUvou-opENOUC yLa VAL ETILTUXEL TO KAAUTEPO LAKPOTIPOBECUO AMOTEAEG A YLO TOV AoBevr.

O aoBevn¢ mpénel va evnuePwOEL yLa Toug ePLOPLOPOUG TNG AVOKATOOKEUNG KOL TNV avaykn anmodpuyns ¢poptwaong Tou
eudutelpatog pe urtepPolika doptia pEXPL va emiteuxBel emapkég eninedo otepéwaong Kat EMOUAWGONG.

Elvat euBuvn tou xelpoupyol va e€0IKELWOEL LIE TIG XELPOUPYLKEC TEXVIKEC EUPUTEUONG AUTWYV TWV CUCKEUWV LECW UEAETNG
OXETIKWV dnpootleloewv, SLABOUAEUONC UE EUTIELPOUC CUVEPYATEG Kal ekmaibeuang otig SLadilkacieg mou LoXUouV yla T
OUYKEKPLUEVN TTPOBEo .

H armoSeKTr XELPOUPYLKN TIPAKTLKN TIPETEL VA akoAouBeital otn peteyxelpnTikn dpovtida.

A MH XPHZIMONMOIEITE ZTOIXEIA ZE ANOIKTEZ'H XANAMENEZ ZYZKEYAZIEZ.

6.1. MAnpodopieg aocPpaleLog payvnTikol GUVTOVIGHOU Kal paSLOGUXVOTHTWY
To UETOAALKO UALKO TIOU XPNOLUOTIOLELTOL Yo TIG TIPoBETeLg Sev elval Eva amd Ta UALKA Tou Bewpouvtal emikivbuva 1)

acupBiBaoTa yLa AmeLKOVION AyVNTLKOU CUVTOVIOHOU KOl padloouxVOTNTEG.

Qoto00, uTtapyouV eyyeVelg kivduvol mou axetilovtal pe Tn Xprion METOAAKWY epduTteupdtwy oe eptBaiiov MRI kat RF,
oupnep\apBavopévng TG METAVAOTEUONG €€apTNUATWY, TNG €emaywyng Oeppdtntag kal Tng MopeUPOANS N
MapaApopPwaong orUATOG KOVTA OTA EEQPTHHATA.
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H Bepuikn emaywyn HeETOAAKWY eUPUTEUPATWY glval évag Kivéuvog ou e€aptatal amod Tn YEWUETPLA Kol TO UALKO Twv
e€apTNUATWY, KOBWE KAl amd TTUXEG LOYVNTIKAG Topoypadilag Kal padloouxvoTATwyY, OMwWE N oxXUG, n SLApKeLa KAl n
aAAnAouxia maAuwv. Emeldn o €€omMALOMOG payvnTIKAG Topoypadiag 1 padloocuxvotitwy Sev gilval TUTOMOLNUEVOG, N
0oBapoTNTA AUTWY TWV TPOBANUATWY Kot N Bavotnta va eudaviotolV Je QUTA Ta eLGUTEVHATA ElVOL AYVWOTa.

H aoddlela kol n cuppfatotnta autwv Twv epdutevpatwy oe meplpariovta MRI kal padlocuxvotitwy Sev €xouv
alohoynOsl. Aev £xouv Sie€ayBel SOKIUES OXETIKA e TN BEpuavon 1 TN LETAVACTEUCN AUTWYV TWV CUOTNUATWY O AUTA TA
nieplBaAAovta. Emeldr autég oL ouokeUEG Sev €xouv eleyxBel, n GPI Sev Umopel val KAVEL CUCTACELG OXETIKA LE TN XProN
QUIELKOVLONG MOYVNTIKOU GUVTOVIOMOU JE aUTd Ta epdutelpata i padloocuyvotntag eite 6oov adopd BEpata achaielag
elte v akpifela Twv eikdvwy. Oplopéva eCaptiata ival TABNTIKEG PETAAALKEG CUOKEUECG KOL YEVIKA UTIAPXEL h
mubavotnta apolBaiag mapePoAng e oplopéveg peBdSoug amelkdviong, ouunepAapBavopévng tng mapaudopdwaong Tng
€1KOVOG OTN KayVNTIKN Topoypadia Kal TnG okEdaong aktivwy X atnv agovikr topoypadia.

7. AYIMENEZ ENINTQZEIZ XTHN YTEIA THZ ZYZKEYHZ

pmnopet va cupBouv LETA TNV TOMOBETNON AUTAG TN MPOCOECNC OU amaltolV MepALTEPW Beparmeia.

H eudavion pag emuthokng pmopel va oxetiletal N va ennpedletol and 10 MPONYOULEVO XELPOUPYLKO LOTOPLKO TOU

a0Bevoug 1} amno MPonyoU EVEG LATPLKEG KATAOTAOELG.

OL avemiBuunteg evépyeleg ou avadépovtal otn BLBAloypadia oTnV KALWVIKY TIPAKTIKA TwV MPoBEcEwWVY TNG KATW Yvabou

elval yevikad oL akOAouBeg:

o MoAuvon

o Xpdviog | emavolapBavopevog movog kat/r oidnua

o ATIWAELQ TNG KLVNTIKOTATOG TWV apBpwoewv AdYw TNG avantuéng cupdUoewv (0UAWSNG LOTAC), ETEPOTOTILKOU 00TOU
1 aykUAwaong

o E€apOpnua twv efaptnudtwy tng npobeong

. ®Bopda, kivnon, OTACLUO 1 XOAAAPWON TwV §APTNUATWY TNG TPOBeaNg

o AldTpnon f dlacmacn Twv YyUpw LOTWV

o Avtidpaon £évou ocwpatog 1 alepyLkr) avtiSpacon oTa GUCTATIKA TNG TPOCOEONG
. Mna TMJ:

e 0dbovtikn avwpalio mou amattel mpooappoyn daykwuatog, opBodovTikn 1 emaveyxeipnon

e Amoppodnon ) StaBpwon tou BAevvoeldouc B6Bpou 1 TG kKaTw yvabou

e MpoBAfuata autiwy, cupnephappavopévng tng dAsypovic kat/fi Statpnong tou eEWTEPIKOU OKOUOTLKOU
TOpoU, AOLUWEELG TOU PECOU 1 €0W AUTLOU, SLATPNON TOU TUMMAVOU, HOVLUN QMWAELX aKONG, KOUSoUVIoUa
OTO QUTLA KalL TTPOBAR AT LOOPPOTILAG I} EVCTOXLOVAG CAATILYYOG

*  AuoAelToupyla TOU VEUPOU TOU TTPOCWITOU

AMN\eG eMUTAOKEG UTOPEL Va edavioTolV OMwG:

* METEYXELPNTIKOG TOVOC, oldNUa, LWAWTEG, LUIKOG OTIACUOG TNG YVABO0U ] OXNUOTIOUOG ALUOTWLATOG
* NepldepIkéG vEUPOTIADELEG

® APVNTIKEG EMUTTWOELG OTNV ETEPOTAEUPN ApBpwan otav n poBeon TomobeTeltal LOVOTIAEUpQ
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8. AIAAIKAZIA ANOZTEIPQZIHZ

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

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

A OL LatpLkég ouokevég GPI SPA napéxovtat o MH AMOZTEIPEZ ocuvOnKeg, EMOMEVWG, Y va SlaodalAloTel n
aodaAng KAWIKA Xpon, cuvioTatal va akoAouBeite tTnv kKaBopLlopévn oelpa:

a) apywn Ospaneia oto onueio xprnong:

o adalpéote TNV EWTEPLKA CUOKEVAGLO ATTO XAPTOVL TTIOU XPNOLUOTIOLE(TAL YLO TNV QTTOCTOAN
®  ByOAATe TO EOCWTEPLKO KOUTL e To Aoyotumo GPI

b) mnpoetowacia npv anod tov KaBapPLoHO.

adapéote Ta Mpolovta and TNV ECWTEPLKA CUCKEVAGLA:

QTIOCUVOPLOAOYIOTE TO LATPOTEXVOAOYLKO TIPOIOV OTa EEXPTAATA TOU,

€€€TAOTE TNV KAAN KATACTAGCN TOU TPOLOVTOG.

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

¢) KkKaBapLopdg kal 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 EMKUPWHEVN SLadlKaoia mTou cUUHOPdWVETAL HE Ta TPATUTA TG OELlpag ISO
15883.

A Aev guviotartal n xprion MoAl aAKaALKwY anoppunavtikwy (pH 2 12). AtodpUyete TV napatetapévn €KOson
o€ o§va | AAKaAIKA StaAUpata Kot StaAupata tou epléxouv YAwpidia, Bpwpidia i) wdio .

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

d) é&ipavon;

JTEYVWOTE MANPWE TPV TNV OnooTeipwon He amoppodntikd Udaoua Pe XounAn amelevuBépwon ocwpatibiwv N pe
BLOUNXOVIKO OTEYVWTNPLO I} O VIOUAQTIL OTEYVWHLATOG.
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e) emBswpnon kat cuvtrpnon:

Kata tov kabaplopd, embewprote TNV amoucia 0patwy UTOAELUPATWY, ELSIKA OTI ALYyOTEPO TPOCPBACLUES TIEPLOXEG.
EAéyEte mpooekTikd Ta e€aptripata tng mpooBeong Kal/r) To OXETIKG Opyava yla va BeBalwdeite ot Sev £xouv unootel
{nuLa, Sdivovtag dlaitepn mPoaooyr OTLE TTEPLOXECG TWV CUCKEUWYV oTta KvoUUeva 1} aAAnAévdeta Pépn. Mn xpnoLlomnoleite
MPoCOEeTIKA e€apTApaTa 1 epyaleia MOU €Xouv UTOOTEL {NULA. € QUTAV TNV TEPIMTWON, EVNUEPWOTE AUECWG TOV
KATOLOKEUQAOTH , 0 XPAOTNG SEV TIPETIEL VAL TIPOYLOITOTIOLN OEL EPYACLEC OUVTHPNONG f/KaL OIoKATACTACNC.

f) ouokevaocia?

Ta mpooBetikd e€aptripata Ko/ To OXETIKA Opyava TIPETIEL VO EMAVOOUOKEUG{ovTOL KatdAMnAa oto voookopsio.
Mpoopilovtal yla anooteipwaon oe dutAolg BUAaKkeg cUUPwva pe T HEBoSo amootelpwaong yia ta diddopa mpoidvra.
AUTO To SBS MpEMEL va €XEL EMKUPWOEL yLa va amobei&eL TNV LkavotnTa mapoxG EMapkoUls Likpoflakol ppaypou.

g) amnooteipwon;

O akOhouBeg mapdpetpot Stadikaciag éxouv amodeyBei dtL mapdyouv éva npoidv pe eninedo SAL 10 °log cUpdwva pe
Tto UNI EN ISO 17665 kalL to UNI EN ISO 14937. Aol mapopolol KUKAoL Umopel va xpnouomnotnBolv ol dev €xouv
aflohoynOsel. Elval euBlvn Tou XpRotn va amodeifel TNV EMAPKELA TOU KUKAOU OUMOCTELPWONG TTOU XPNOLUOTIOLE(TAL OF
nepintwon mou Stadépet and Tig akoAoubeg evdeifelg:

MNa npoBoelg kat eaptipata anod Kpapa traviov (Ti6Al4V):

Anooteipwon He ato: ATIOCTEIPWON OE AUTOKAELOTO UE ATUO TIPO-KeVOU o€ Beppokpacia 134°C yla TouAdyLotov 5 Aemtad.

Ma npoBoelg kat e§aptipata anod Kpaua kofaitiou-xpwpiouv (Co28Cr6Mo):

Anooteipwon HE atUO: ATIOCTEIPWON OE AUTOKAELOTO UE ATO TTPO-KeVOU o€ Bepokpacia 134°C yla TouAdyLotov 5 Aemtd.

Ma avatopwkd aviiypada Kat Xetpoupytkolg odnyoug o moAuvapidio (PA):

Anooteipwon pe atpd: AooTelpwon o€ QUTOKAELOTO LE aTUO TPo-Kevou oe Beppokpacia 134°C yia TouAdyLotov 5 Aemtad.

Ma npoBoelg kaw e§aptipata o moAvatBepikn ketovn (PEEK):

Anooteipwon pe atpd: Aootelpwon o€ QUTOKAELOTO LE aTUO TPo-Kevou og Bepuokpacia 134°C yia TouAdLotov 5 Aemtad.

Ma npoBoelg kat e§aptipata and noAvatbulévio uPpnAng nukvotntag (UHMWPE):

Anooteipwon He umnepogeidlo tou udpoydvou: pe gVpog Beppokpaociag Asttoupyiag 50-55°C, pe eAAXLOTO KUKAO
Statrpnong 37 Aemtd + 3 Aemtd apxLKomoinong.

Ma mnpoBéoelg kat efaptipata amd TOAUALOUAEVIO UYNANG TIUKVOTNTOG OF OUVSUONOCMO ME KPAMO TLtaviou
(UHMWPE+Ti6Al4V):

Anooteipwon He unepogeidlo tou udpoydvou: pe glpog Beppokpaociag Asttoupyiag 50-55°C, pe eAdxLOTo KUKAO
Statrpnong 37 Aemtd + 3 Aemtd apxLKomoinong.

A 210 T€A0g Tou KUKAOU amnooteipwong, eAéyEte tnv aAlayn otoug Seikteg SBS (oteipo cuotnua ppaypol) kat thv
OKEPALOTNTA TOCO0 TOU CUCTHMATOG CUCKEUAGILOG 000 KOL TOU TPOIOVTOG. € Mepintwon avwpaAiwy 1 apdiBoAiwy,
OewpPNOTE TO MPOIOV N CUHOPPOUHEVO KO KATA CUVENELA NV TO B€oeTE ot S1d0=0N Tov Xprioth, Kabwe n acdalela
yla tov acBevr) 8ev punopei va eyyunOei.
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h) amnoBnkeuon;

Quldooetal og kaBapd, Spocepod KAl ENPO LEPOG KO LAKPLA OTIO TtNYEG BepOTNTOC.

i) petadopd
Mo tnv anoduyn INULWV OE LATPLKEG CUOKEVEG KATA TN HeTadopd, CUVIOTOUUE TN Xpron KatdAAnAwv padlwy, Slokwv i
akaumtwyv doxelwv. Amoduyete tnv anobrkeuon 1 tn petadopd epyodeiwv os emadn HeTOEU TOuG KABwC Umopel va
TPokANBel {npuLa.

9. EMANAMNOZTEIPQZH

H GPI 8ev ouvloTa TNV MPOKTLIKH TNG EMAVATOCTEIpWONG kaBwg Sev €xel uTOPANBEL oe emaAnBgucon Kal emkUpwaon.

Mapapével euBuvn tou petamotnt va Stachalioel OtL n enefepyaocia, OMWG OTNV MPAYUOATIKOTNTA EKTEAELTAL LE Xprion
€€OTALOOU, UALKWV KOl TIPOOWTTLKOU 0T ovAada enetepyaciog, EMITUYXAVEL TO ETUBUUNTO AMOTEAECA.

10. NEPIOPIZMENH EITYHZH

H GPI eyyuatal 6Tl autd To mpoiov mAnpol Tig mpodilaypadE TOU KATAOKEUAOTH) Kal SEV €XEL KOTAOKEUOOTIKA EAQTTWATA
KQTA TN OTLYUN Tng mapadoong.

AUTEG oL SLatagelg €xouv eTKUPWOEL amo Tov kataokeuaotr) Tou DM wg LKAVEG va ETIITUXOUV TOV alaltoU LEVO Kabaplopod
Kall amooteipwon.

O xprotng npénet va Staodaliosl 6Tl n mpostoacio kat n anooteipwaon tou DM, Onw¢ oTNV MPAYUOTIKOTNTO EKTEAELTOL
XPNOLLOTIOLWVTAC TOV €EOMALOMO, TA UAKA KoL TO TIPOCWTTLKO ETUTUYXAVEL TO €MOUMNTO amotéAeopa. Autd amattel
enoARBeuon r/kat EMKUPWON KoL CUCTNUATIKA TtapakolouBnon tng Stadikaoiog.

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

11. ENIrPAOH

To LaTPLKr) CUOKEUN OUOKEUNG, adou mapaxOel, TomoBeTeltal 0€ YN AMOCTELPWUEVN GUOKEUAOia, KaBWG N amooteipwaon
TOU TPOIOVTOC TIPAYUATOTOLETAL Alyo TIPLV TN XELPOUPYLKN EMEUPAOT, OTWG avadpEPeTal oTo Ttapdv Eyypado.

H eTikéta mou oxeTileTal e TO LATPLKI) CUCKEUH TOTOBETEITAL OTO KOUTL.

To MePLEXOUEVO TNG ETIKETAG €lval cUPGWVO e QUTO TTOU UTIOSEIKVUETOL OTO onpelo 23.2 tou mapaptiuatos | 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

KaBe watpikn cuokeur Ba mapéxetal pe 1 €TkETa mou epdaviletal otnv mPocoOeTikr cuokevaaoia, pia oTo KouTi Kat 2
pE€oa oTo KouTi otn LaBeon Tou ylatpou Kal tou acBevr, 1 el061Kr) ETIKETA yLO KABE PEUOVWHIEVO EEAPTNLA TOU LOTPLKNA
OUOKEUN TIPOCOETIKAG.
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11.1. NapAadeLlypa ETIKETOG MPOCOETIKAG

H onuaveon tng npobeong amoteAesital amno:
. ETIKETA IATPIKH ZYZKEYH : KUpLla TIKETA TTOU TIPOOSLOPITEL TO LATPLKN CUCKEUT TIPOCOETIKAG
ETIKETA ZYZTATIKOY : €TIKETA yLO KAOE PEPOVWHUEVO EEAPTNLA TTIOU OTTOTEAEL TO LATPLKA CUOKEUN (epduTel oL
efaptrparta Tng mpobeaong)
ETIKETA OPFTANQN : €TIKETA yLa KAOE UEUOVWHEVO OPYOVO YLA XPr 0N O CUVOUACUO HE TNV Poabeaon (Un
eudutelOLUO EEQPTAMATA: TL.X. TIPOTUTIO KOTING KOl AVOTOULKA LOVTEAQ)

MNapakdtw eival éva mapASELly A LOTPLKA CUCKEUT TIPooBEeTIKAG TMJ TTOU UTIAPXEL OTOV TLLOKATAAOYO:

REF AND MD DESCRIPTION REF AND DESCRIPTION of the COMPONENTS
| Es. CUSTOM MD
KIT Operation n. art. Description
1 man replica mandibola in =
poliammide
T — Instrumentation
} ima di taglio e foratura in
1 tgmt - 1 fitanio of the MD
replica cranio 1/3 in
1 red poliammide —
T™MJ1 Z(:tmp?rgmandibular —
Iculation 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

MNAPAAEITMA ETIKETAZ IATPIKH ZYZKEY

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

ID DM LISTINO | SN | AAAA/CODCOMMESSA/N
(ex. TMJ1) (ex. 2021/ABC0001/1)

AAAA/MM of production g AAAA/MM of time limit (1year)
(ex.2021/10) (ex. 2022/10)

Q@ MN L ® ([ « &

USO NON CEMENTATO - UNCEMENTED USE

GPI S.p.a. Via Ragazzi del ‘99, 13 — 38123 Trento (TN)
www.gpigroup.com
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Ta akoAouBa cUpBoAa kat Statunwon epdavilovral oTtnv €TKETA:

® CUSTOM DEVICE: umto8elkvUeL TOV TUTIO TNG LOTPLKAC CUGKEUNG

e T[IEPITPAOH Ttou TUTOU TNG MPOCOPUOCUEVNG CUCKEUNG oTov Katdhoyo (XEIPOYPTIKO IATPIKH ZYIKEYH TIA
ANAKATAZKEYH THZ KPOTAOOPOIOATIKHZ APOPQZHS oto mapddeiyua)

® Kwdwkog kataAoyou REF mou mpooblopilel To LOTPLKT) CUCKEUN

® SN AplBuog oslpdg: aplOudg avayvwplong tng npodeong: ETOZ/NAPAITEAIA KQAIKOZ/N MPOZOEZH: AAAA/XXXXX/N

o &t—iuspounvia KATAOKELNG ekdpaopévn o £tog/unRva

° zﬁlé(szla Xprong n nuepounvia AREng skppacuévn os €tog/pnva. Eav sv npoodiopiletal, Bswpseital mepiodog 1

£€TOUG A0 TNV NUEPOUNVIA TTAPAYWYNG.

° ®H LATPLKI) CUCKEUN Umopel va xpnowuomolnBel povo pia ¢opd f oe évav acBevr) katd Tn Stapkela piag povo

eNMéuPaong

° AI'IpéTtEL va OUMPOUAEUTEITE TIC 0ONyleg XPNONG Yl ONUOVTIKEG TIPOELSOMOLNTIKEG TAnpodopileg, OMwg
nipoeldonolroelg kat mpodUAAGEeL, ol omoleg, yla Stadopoug Adyoug, Sev pumopouv va avadpepBouv otnv Sla t

OUOKEUN

(T3]

° fupBouleuteite TIg 06nyieg xpriong

E4HE
5

o G Juvdeopog QR og Pndrakad éyypada (obnyieg xprong)

H watpikn ouokeur 6ev éxel uTtoBANBel oe Sladikaoia amootelpwong

° @ Mn XpNOLUOTIOLE(TE TO LATPOTEXVOAOYLKO TIPOIOV EAV N CUCKEUAOLA EIVAL KATECTPOUMUEVN 1) AVOLXTH
‘. "l“
° j Kpatrote To pakpld and nmnyEg uypaciog

° B KpatroTE To HaKPLA amd NyEG BepuoTnTAG KOl GWTOG

® XPHZH XQPIZ TZIMENTO: EVhUEPWVEL OTLTO LATPLKI CUCKEUH TIPEMEL va edUTEUBEL YWwpLG TN XPrioN 0OTIKOU TOLUEVTOU
SHMEIQZH To povadiko avayvwploTtikd acBevolg dev epudaviletal oTnv €TIKETA, KABWG CUVOEETAL LOVASIKA LUE TOV
OELPLOKO aplBuo kol avadépetal otn SnAwon cuppopdwong.
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ETIKETO TOU HELOVWHEVOU EEUPTILOITOG TOU LATPLK CUCKEUN tPOoBeong

To LOTPLKN CUCKEUT) TIAPEXETAL LIE €VA OET ETIKETWV TIOU Ba epappootolv oto nepiPAnua kabe e€aptrUaTOC.

KO etikéta Seiyvel Tov olplakd aplBud tou Latpik cuokeun avadpopdg (kwdikog AAAA/CODCOMMESSA/N), Tov kwdLko
KOL TNV TtepLlypadr TOU CUYKEKPLUEVOU EEAPTHATOC KOL TOU UALKOU TIOU TO GUVOETEL yLa TNV amoduyr] 6OaAUATWY KATA TN
ddon tng anooteipwong.

Mapakdtw lval éva MapAdELYUa ETIKETACS VLo £VAl LOVO CUOTOTIKO HLaG ERdUTEUCLUNG TPoBeonc:

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

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

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

J| - AAAA/MM production [8N] : AAAAXXXXXIN
é’ : Dr. XXXXXX — Hospital: XXXXX

@ A A ® 1 5

USO NON CEMENTATO - UNCEMENTED USE

‘Omou Y elval n orpoven Tou mPocavatoALlopoU Tou PooBEeTIKOU OToLXeElou 0 OXECN HE TO MEPOG TOU GWLOTOG Kall
UTIOPEL TTPOALPETIKA Va Elvat:

D eav Asl ouotatiko

S eav ApLotepo otolyelo,

ANT €Qv PETWTLKO g€dpTna
POST edv to omicBlo otoleio,

Agv uTtoSelkvUETAL €AV Elval cadEg.

ZHAVON 0PYAVWYV YLOL XPFON OE GUVSUAGHO JLE TO LOTPLK) CUCKEUN

To 6pyavo yla xprion o€ cuvSUAOUO LIE TO LATPLKN CUCKEUN (TL.X. TIPOTUTIO KOTING KOl OVOTOMKA avtiypada) elval to
ouvolo e€aptnuatwy mou Bonbouv to epdUTEL A Ta OMola SV UITOPOUV VA AVAYVWPLOTOUV WG ELPUTEUCLUA LEPN TNG
npobeong.

Mapakdtw lval éva MapAdeLyUa ETIKETAG YO Opyava:

C/p)
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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

I--\” : AAAA/MM production [8N] : AAAAXXXXXIN

6’  Dr. XOOXXXX — Hospital: XXXXX

@ AN L ® (1

12. KAPTA ®OPOY

H kapta gudutevpatog mapéxetal ano tv GPl oe Eykataotdoelg Yyelog kal cuokeudletol pall Je Ta mapayopeva
LOTPOTEXVOAOYLKA TIpolOvVTA. Z€ QUTO uTmdpyouv Tedia MoU MPEMEL Vo CUMIMANPwWOoUV amd To apUOSLO UYELOVOULKO
TPOCWTILKO Kat 6lwg elval amapaitnto:

® JUUMANPWOTE TNV KAPTA (Mpdoiva pépn otnv lkdva) Le OAEG TIG TAnpodopieg Tou INToUVTAL AVATPEXOVTOC OTO
UTIOUVN L0 CUMBOAWY TTOPOKATW.
® Awote otov agBev) TNV KAPTA EUPUTEUATOC.

< 54 mm .
A
/ GPl spa \/ \
International Implant Card MD code
W Patient name MD description
Implant date
85 6 mm &l [sN] | AAAA/XXXXX/N

e+ Hospital
name and address GPI spa

via Ragazzi del ‘99, 13

38123 Trento (TN)

EREE T+39 0461 381515
A F +39 0461 381599
=0 | EEER info@gpi.it
gpi@pec.gpi.it

https://implant.card.gpi.it

k /\ Cod. EUDAMED: IT-MF-000020127
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[ 1 Keipevo mou cuvtdyBnke amod ToV KATAGKELAOTH
[ 1  Keipevo mou cuvtdyBnke armd TO UYELOVOLKO TPOCWITLKS 16

. Keipevg MpOEKTUTIWHEVO OO TOV KATOLOKEVALOTH
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OpUAoG TWV CUUBOAWVY

N
° In‘ * Ovopa acBevn
31
° Huspounvia ¢duteuong
o+
° N Ovopa kat §telBuvon TNG LovAadaG UYELOVOULKNG TiEPiBaAdng

[#:]
) Atsoeuvon Lotétonou/Kwdikdg QR pe mAnpodopieg aobevolc

° KwS1Kkog Kot meplypadr] Tou LATpOoTEXVOAOYLIKOU TIPOidVTOog

° ApLOUOG OELPAG TNG LOTPLIKAG CUCKEUNG

&l

Ot akOAouBeg MAnpodopleg PEMEL VA TTAPEXOVTAL OTOV AGOEVI Ao TNV UYELOVOULKN povada:

Katoaokevaotrg

e Ornoladnmnote npoeldonoinon, mpoduAaén f HETpo Tou MpENeL va AndBel and tov acbevn 1 Evav enayyeApatia
vyelag o oxéon pe apotPBaia mapepPacn oe evAoya POPBAEPLUEG EEWTEPLKEG ETLSPACELS, LATPLKES EEETATELG N
TepBAANOVTIKEG GUVONKEG.

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

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

13. KAINIKH NAPAKOAOYOHZH

JUVIOTWVTAL TEPLOSIKEG ETUOKEWPELG TtapakoAolBnong yla tTnv mapakoAouBOnon tng B€ong Kol TNg KOTACTAONG TWV
MPOCOeTIKWV €€apTNUATWY, KABWG KOL yla TOV €AEYXO TNG KOTAOTAONG TOU OO0ToU. [payUaTOToLl)oTe TMEPLOSIKA
LETEYXELPNTLKEC aKTIVOYpadIeS yLa va EXETE ULaL akpLPR EKOVA TNG KATAOTACNG APECWE UETA TNV EMEUPACHN KAL VO TOVIOETE
TUXOV HOKPOTIpOBeopa onuadia kivnong, xaAapdtntag, KAUPng f pWYHWY TwV EEPTNUATWV.

Mo vo urtopeoel va haprOCEL TO OXESLO EMLTAPNONG KL EMOMTELAG TIOU amotteital amod tov kavoviopd tng EE 2017/745
Kall va eyyunBel tnv aodhalela tTng anodoonc twv Mpoidvtwy tng, N GP | spa amattel tn §éopeuon Twv MEAATWV TNG va
dpovtilouv yla Tt oUMOYN TPOEYXELPNTIKWYV SESOUEVWV KAl HETEYXELPNTIKN TApakoAoUOnon , XPNOLLOTIOLWVTAG
TUTTOTIOLNUEVN dOpHa GUANOYNG SeSouEvwv.

ElSkOTEPQ, IPEMEL VO avadEpovTal Ta akoAouba otolxeia:

Yrokeluevika dedopéva
® TIO0U OXEeTileTaL UE TOV TOVO, e KAlpaka évou (VAS 0-10) mou kupaivetal amo "ywpig movo (0)" - "mo évtovog
névog (10) "
o avadEpOnke OXETIKA PE TNV TpEXouca TtoldTNTa {wN¢ € CUYKPLON LE TIPLV Ao TV eUdUTEUON TNG MPOBeang
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Avtikeluevika Sedouéva
Aedopéva amod APECEG HETPNOELG Tou gUpoUg Kivnong tng apBpwong mou umoPAnOnKke o eMavVopBWTLKY XELPOUPYLKNA
Beparneia kataypddnkav o XIAOOTA TOU HEYLOTOU avolylatog tne apbpwaong.

Ta anoteAéopata MPEMEL v GUAAEYOVTAL 0 KAOE pecoSLaoTnua mapakoAouBnaong nepimou yla toug akoAouBoug xpdvoug
SelypatoAnyiag:
- QUECN UETEYXELPNTIKNA
- 7/10 nuépseg
- lpAva_
- 3pnveg
- 6pnveg
- 1yxpovia
- Mia ¢popd To XpOvo yla Ta EMOUEVA XPOVLa

H ouAAoyn KAWIKWV dedopévwy elval amapaitntn yla tnv afloAoynon tg anodoonc Tng mpoBeong Kol TWV EMUMTWOEWV
™G otov acBevr]  Helwaon tou mévou, BeAtiwon Twv AETOUpYLWVY Kol TG totdtntag {wng Tou acBevouc.
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14. PHTPA EITYHZHZ KATA NIGANHZ EYOYNHZ

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 euBLvNng Tou dopéa mou eivat urtebBuvog yla tn Bepaneia va emaAnBevosel OtL n i6la n Beparmeia,

eKTEAE(TOL HE Xprion TOou €€OMALOMOU, TWV UAIKWV KOL TOU TPOCWTILKOU Tou eival Slabéoipo ot KataAAnAeg

EYKOTOOTAOELG, EMITUYXAVEL
TO €MBUUNTO ATOTEAEC QL.

AuTO ouvnBw¢ amaltel emkUpwaon Kat KUKALKO €leyxo tn¢ Stadikaaotag Asttoupyiag.

OL SLadikaoieg kaBaplopou, amoAlavong Kal anooTelpwaong MPETEL va eKTEAOUVTAL Kal va Kataypddovial cUpdwva pe

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 OYEDN HE TNV QIMOTEAECUATIKOTNTA KL TLG TILOAVEG APVNTLKESG KOl SUCUEVELG CUVETIELEC.

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

AplBU6C unTpwou Baon SeS0UEVWY KOTAOKEUOOTWY €EATOUIKEUMEVWY LATPOTEXVOAOYIKWY TIPOLOVIWY Tou YToupyeiou

Yyeiac: [TCA01050530
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