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1. NPOEIAONOIHZEIZ

OL tpoeldomnolnoelg npoodlopilovral e Evav mPoodeuTiko Kwdikd N kat imAa tou gepdaviletal to Rid 6mou Rid
npoaoblopilel Tov kivduvo mou afloloyeital otnv avaiuon kKwduvou . AKOAOUBNROTE TG TPOELSOTOLOELS YLa
aodalr xpron tng MPoCOPUOCUEVNG CUCKEUNG

A Mo kaBe TUTO avadopdg oXeTIKA Ue Tipolovta GP |, oteilte £éva email otnv akdAoubn
MPOEIAONO SlevBuvon email: segnalazionidm@pec.gpi.it
IHZEIZ
FENIKOZ
1 Ta mpooBeTika e€apTrUOTA KaL TA OET opyavwy Ttapexovial MH AMOZTEIPQMENA kot
R-STO1 analtouv npoobetn dtadikaoia kabaplopou Kal anootelpwaong mpLv anod tnv epduTevaon.
) Xpnotpomnoteite pévo OYAETEPA KAl ANTIBAKTHPIAIKA AMTOPPYMANTIKA ylo epyacieg
RSTO1 kKaBapLopol OTLG CUCKEUEG TTOU TtapAyovTal amo tnv GPI SPA
3 R SP03 Mn XpNOLUOTOLE(TE TPOIOVTA ATIO KATECTPAUMEVEG 1] OVOLYLEVEG OUCKEUQAOLEG.
4 R STO2 AkoAouBrote MPooekTIKA TN Stadikacia anmootelpwaong mou umodelkvUeTal yla KABe TUTO
UALKOU
5 R ST02 MPOGCEETE VAL LNV ATIOOTELPWOETE HE aTUO e€aptrpata oAvatBuAeviou (UHMWPE).
6 RSTO1 Mo g mepattépw Sladikacia ek VEOU amooTelpwong EVOG CUCTATIKOU TG TpoBeong,

avatpéfte otnv napaypado EMANAMOSTEIPQSH autol tou evnpuepwtikol puArradiou.
Mo va e€aodaliotel N aochAAela KOl N AMOTEAEGUATLKOTNTA TNE TapEpBaong, n epduteuon
7 R P12 ™G MpooBeong Sev mpémel va cuvSUaoTEL e TPOGBETELG AAANG TTIPOEAEUONC EKTOG EAV QUTOG
0 ouvbuaouog éxel avaAuBel otn daon Tou oxeSlaopou.
Ta e€aptrpata tng pobeong IA £xouv oxeSlaoTel yla va TalplalouV povadikd oTny avotouia
TOU a0BevoUC Kal OTa TIPOEYXELPNTIKA OXESL TOU XELPOUpyoU, XPNOLUOTOLWVTAG Eva
OVATOULKO HOVIEAO 0O0TOU TOU Ttapdyetal amo afovikr Ttopoypadia tou acbevouc. Ita
TIPOEYXELPNTIKA OXESLA TOU XElpOUPYOU Hmopel va mepllappavovtal kat PeTafld AAwv
NapePPACELS OTIWG TPOEYXELPNTLKN opBodovTikr Bepameia, e€aywyEg KATL, TTOU yivovtal ipLv
™V TeEAKN afovikr Topoypadia, OMwE KOl 0TO LOVIEAO TOU KPAVIOU LETA TNV KOTAOKEUT) TOU.
Auta 6a avamapaxBouv pe akpipela oto xelpoupyeio. Elval TOAU GnUAVTLKO O XELPOUPYOG va
avamnopayel pe akpiPela to ox€SLo puBULONG Tou oBeVOUC KOl TUXOV OVATOWLKO Tteplypaal
KOTA TN OTLYMN TNG ELPUTEVCNG TIPOKELUEVOU Va ETUTEUXOEL N ETULSLWKOUEVN TOTOBETNON TWV
efaptnudTwy TG npodcbeonc.
Mo va Stachallotel N achAAELA KAl N ATMOTEAECUATIKOTNTA TNG EMEUPAONG, N TOMOBETNON
™G MpoBeong IA Sev amattel T Xprion 00TIKOU TOLWEVTOU 1 GAAWY TIANPWTLKWYV TTApayOVIWyY
Ta efaptipata tng apbplkig mpobeong mpoopilovial ylo epuduteucn oe oeT apolpfaiou
{euyopwuaToq .
10 RCH1 Mo va e€aodaliotel n achAAeLd KL N ATTOTEAEGUATIKOTNTA TNG EMEUPAONG, N TOMOBETNON
™¢ mpooBeong IA Sev amattel t xpnon efaptnudtwyv Tou TopExovtal amd GAAoUG
KATalOKELAOTEG (Le e€ailpeon TIg Bibeg otepEéwaong)
Ta efaptiuota TG npocbeong mepléxouv emidpAvele apbpwoswv TOU Hmopel va
kataotpadoLv o€ nepimtwon Aavlaouévou XelpLopou.
O Omnowadnmnote PAAPN oe AUTEC TIC ETLPAVELEG UTIOPEL VO EMNPEACEL TN
11 R CH2 HakpompoBeoun anodoaon tng mpobeong.
O Anoduyete tnv emadn He TIC emLPAVELEC TwV OpUWV 600 To Suvatov
TLEPLOCOTEPO.
o0 Ta efaptripata tng odovrootolyiog mpenet va xelpilovrat povo pe appAeia

8 R CH4

9 RCH1
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epyaleia pe Asla emudavela, yla va anodeuxBel n {nuia.
O Aev TPEMEL va Xpnoldomolouvtal gpyaleia pe 8o6vtia, 0SOVIWOELS N
QUXKNPEG AKPEG.
To LOVTEAO TWV OOTWVY MOPOUCLATEL XAPAKTNPLOTIKA EUBPAVOTOTNTAG. XELPLOTELTE UE
T(POGOXHN.

O XELPOUPYOC TIPEMEL VA lval EOLKELWUEVOC LE TNV EDAPLOYT) TOU XELPOUPYLKOU LOTPLKN
GUOKEUN TIPLV aTto TN Xpnon.

O MopeXOUEVOG ECOTALOOG SEV TPETEL TIOTE VAL XPNOLLOTIOLELTAL YL TNV EKTEAECH EPYACLWV
yla TG omoieg dev £xel oxeblaotel el8IkA. H akatdAAnAn xprion evog opydvou pmopel va
TiPOKaA£TEL OXL LOvo BAGRN oto Opyavo oG Kal Tpavpa otov acBevri/xeplotn

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

MnV XpNOLUOTIOLE(TE KATECTPAPUEVA EPYAAELQL.

Ta KATECTPAMPEVA OPYOVA TIPETIEL VAL AVTIKAOIOTAVTAL TIPLV TO XPOLLOTIOLOETE .

MnV EMLXELPNOETE VO LOLWOETE 1| VOL TPOTIOTIOLOETE EPYAAEL 1] E€APTHATA LATPLKI CUCKEUN
MPOCOETIKWV KABWG auTo pmopet va BEoel ae Kivouvo Tnv avtoyr tou (5lou Kat va
odnynoouv oe emakoAouBeg aoToyleC 1} TPAUUATIOMOUG

Mpwv amno tnv epdutevon G MPoabeanc, EAEYETE PUOLIKA TNV AKEPALOTNTA TNG, TNV
OUUMOPpOWOT TNG, KL TOV OELPLAKO TNG aplOud. O oelplakog aplBuog ivat o aptOudc
avadopdg mou CUVSEETAL E TNV LATPLKNA cuvtayn Kal tn SnAwon cuppopdwaong Kot
eAEyXETAL Le PeETAEOTUTILO OTO £EAPTN LA OTIOU TO ETILTPEMOUV OL SLOOTACELS, SeSOEVA TTOU
TouTomoLloUV Tov acBevr|. EAéyEte TV akpfn aviiotolyia Tou oelplakol aplOpou mou
ouvoEeTal e Tov acBevr) oTn SHAWGCN, TNV ETIKETA KaL TV POCOEan, TIPLV TPOX WP OETE
otV MPocBeTikr euduTteUON.

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

O yLatpog untoxpeoUTal va eVNEPWVEL TOV acBevn yla thv mibavr) aAAnAenidpaon mou
T(POKUTITEL a0 TNV EKOEON O€ NAEKTPOUAYVNTIKA Ttedia i} padLOCUXVOTNTEG

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

BeBalwOeite 6TL 0L 0AKOVUAEG TTIOU XPNOLLOTIOLOUVTAL VLo TNV AMooTelpwaon elvat ABIKTEG Kal
OTL Ta e€apTAMATA E(VOL CWOTA CUCKEUAGUEVO KOL TOTTIOBETNUEVA OWOTA PECA OTAL
OUOCTAUOTO ANOoTElPpWOoNG yLa va anmodpUYETE ToV KivduVo va OTIACEL | GOKOUAQL.
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2. NMPOBAEMNOMENH XPHzH

2.1 MNpooBetikd epdutevaTA 00TEOOUVOEDNHG

H epduteupatiki mpobeaon ooteoclvOeon  eival pia UdUTEVCLUN, KATA TTapayYeALQ, LN EVEPYH LOTPLKI) GUOKEUN Katnyopiag
Ilb mou Mpoopiletal va xpnotponotnBet yia tnv umootrpLlen Sopwv OMwG 00Ta, XOVSpoL, TEVOVTEG fj oUVEETUOL.
OL TopuelG Latpkng edbapuoyng umopel va sivat:
1. Akwntomnoinon / Bspamneia KATdypatog
Amnokatdaotaon eAAelHATOG EMELTa atd OYKOAOYLKN EMEUPBaO.
otaBepomnoinon pLag ooteotopiag
otaBepomnoinon tng apBpddeang
€mUnKuvon, Bpayuvon n adaipeon Tou ootol
Yoot pLEn avtikatdotaong ootou (B£0€Lg 00TIKOU LOOXEVATOC)
€KTOC ATO TNV OVTIKATACTACN TG ApBpwong
Beparneia okoAiwong
. otaBepormnoinon tng omovOUALKNG oTAANG
10. Bepamneia ekpUALOTIKWY ACBEVELWV
11. QVOKOTOOKEUN TEVOVTQ
12. avaKotaoKeUr OUVEECUWY

RNV A WN

To aTpLKkr) cuoKeur amoteleital and Evav cuvOUOUO EVOC f} TTIEPLOCOTEPWY CUOTATIKWY CUCKEUAOUEVWY Pall TPOKELEVOU
va xpnotpomnotnfouv yia tnv avadounon oUWy 00TwY, XOVSpLVWY, TEVOVTWV I GUVEESUWV Kal TIBaVWE armod Vo XELPOUPYLKO
OET TIOU ATOTEAEITAL QMO £€VA AVATOWULKO OCTIKO LOVTEAO Kal 08nyO KOTIAG.

AuTta ta efaptripoTa £XOUV TIPOCAPUOOTEL AMOKAELOTIKA Yl TOV acBevr) ToU TPoodLlopileTal OTNV ETIKETA TNG GUCKEUNC,
kataokevalovral péow Additive Manufacturing (3D printing) i péow CNC dpélag (Computer Numerical Control) pe Baon éva
TPLoSLdoTaTo MPOTUTIO.

To guduTELA avaTUooETaL PE Bdon TIg elkoveg DICOM Kol T CUYKEKPLUEVN CUVTAYI TIOU CUVTACOETAL artd onmoloSnToTe
atopo e€ouclodotnpévo amod v e0vikr) vopoBesio SUVAEL TWV TIPOCWTILKWY TOU TIPOCOVTWY, TO OTtolo UTOSELKVUEL, UTLO TV
€uBUVN AUTOU TOU TTPOCWTIOU, TAL ELSLKA XAPAKTNPLOTIKA OUTOU Tou oxebilou.

OLpooBéaoelg kataokeudlovral Pe BlooupPBato UALKO Omwe Kpdpa titaviou Tie4, moAuatBulévio UHMWPE, PEEK.

H xelpoupylkn eMEUPBaon yla TNV avadounon 0oTwy, XOVEpwV, TEVOVTWY 1 GUVOECUWY, TIPETIEL VO EKTEAELTAL QIO LATPLKO KoL
VOONAEUTIKO TPOCWTTLKO TIOU €XEL TIPONYOUUEVWC EKTTALOEUTEL KAl ELOLKEUTEL yLA AUTOV TOV TUTIO EMEUPACEWY OE XELPOUPYLKEG
aiBouoeg e€OMALOEVEG YLO TO OKOTIO QUTO.

2.2 MpoelSOMOLNOELG ) AOKAELOpOL.

OL TPOCBETELG £XOUV CUYKEKPLUEVA OXESLOOTIKA XAPAKTNPLOTLKA TIOU TIOPEXOVTAL e eUBUVN TOU ALTOUVTOC LATPOU, O OToLoG
elvat e€ovalodotnuévog amod tnv BvIKN vopoBeoia AOyw TwV EMAYYEALOTIKWY TOU TIPOGOVIWV.

AOYW TWV EEOTOUIKEUUEVWV XOPOKTNPLOTIKWY TOUC KL TWV UALKWY TIOU XPNGOLUOTIOLOUVTAL, oL TPoBEaelg mpoopilovtal yla
QUTAT] KOLL OTTOKAELOTLKI XPron Yo Tov acBevr] yla Tov omoio £xouv mapayyeAbel.

OL Bideg MOU XpNOLLOMOLOUVTAL VLA TNV OKLVNTOTOlNGoN Twv MPocB£aewy, SV APEXOVTAL LIE TG TTPOBETELS, EKTOG AV UTIAPXEL
altnua yla TpocappocUEVN TIOPAYWYI), OTIOTE ATIOTEAOUV AVATIOCTIOOTO PEPOG TOU LATPLKN CUCKEUR. Ta XOPOKTNPLOTIKA TOUG
kaBopilovtal otn $dacn Tou oxedlaopol amd TO LOTPIKO TPOCWTIKO TPOCAPHUOIOUEVA OTN CUYKEKPLUEVN XELPOUPYLKN
enéuPaon.
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3. ANTENAEIZEIZ KAl METPA NPO®YAA=ZHZ

To mMpPocBeTIkd cLOTNUA Ylot TO Katd Topayyehia guduTeupa ooteoouvBeong mpEmel va afloAoynbel TPOOEKTIKA €AV O
a00evN g €XEL Pl 1) TTEPLOCOTEPEG OO TIG AKOAOUBEC KATAOTAOELS :
®  EvepyEg/Xpovieg AoLUwEELG
®  JUVONKEC OTIC OTIOlEC SEV UTIAPXEL EMAPKIG TTOCOTNTA,/TTOLOTNTO 0GTOU yLA TN OTAPLEN TWV TPOCOETIKWY e€aPTNUATWY
®  JUOTNUOTIKEG maBoloyieg e aunuévn evalobnoia os AoluweeLg
®  TekUnpLWHEVN aAAepyia oTA UALKA TWV MPOCOETIKWY EEAPTNUATWY

4. KANONIZTIKEZ ANAITHZEIZ

MDR 745/2017 Reg EU. latpotexvoloyLko Tpoilov TToU CUUOPPWVETAL TTANPWCE LLE TOUG
KQVOVEG TLG EUpWTALKAG Evwonc.

EN ISO 9001:2015 Juotiuata Sltaxeiplong moldtntag — Baolkég apxeg kal Ae€IAoyLo

EN ISO 13485:2016 /A11:2021 laTPIKEG OUOKEVEG — ZuoThata Slaxelplong moldtnTag — AMALTHOELG yLa
puBuLoTIKOUG OKOTIOUG

UNI EN ISO 14971:2 019 latpkég oUOKEVEG - Edappoyn Slaxeiplong kivdUvou og LaTpoTEXVOAOYIKA
npolovta

EN ISO 14155:2020 KAwikn Atepelvnon latpikwy Zucokeuwv yla AvBpwrivn Xprion - Opbn
KAwikn NpakTikn

UNI EN ISO 16061:2021 ‘Opyava yLa xprion o€ cUVOUAGCUO HE N EVEPYA XELPOUPYLKA EUduTELUOTA -
YEVIKEG QTOLTHOELG

EN 62366- laTtpKEG CUOKEVEG - Epappoyn TNG UNXOVIKAG XPNOTIKOTNTAG OE LATPLKEG

1:2015+AC:2015+AC:2016+A1:2020 OUOKEUEG

UNI EN ISO 14630:2013 Mn evepyd XELPOUPYLKA EUPUTEV LOTA - YEVIKEG QTIOLTHOELG

UNI EN ISO 21534:2009 Mn evepyd XELPOUPYLKA EUPUTEVUATA - ELSLIKEC ATALTAOELG

UNI EN ISO 10993-1:2021 BloAoyikr afloAdynaon LATPOTEXVOAOYLKWY TIPOIOVTWV

UNI EN ISO 5832-3:2017 Xelpoupyka epduteLUOTA - LETAAALIKA UALKA - HEPOG 3: KpA U TITAViou 6-
aAoupwviou 4-Bavadiov

ISO 5834-2:2019 Xelpoupyka epdutetpata: pépog 2 MoAuatbBudévio e€atpetikd uPnAov
poplakol Bapoug

ISO 5832-4:2014 Epdutebpata yla Xelpoupykn enéppacn — MetaAAkd uUAkd — Mépog 4:
Kpaua xuteuong koBaAtiov-xpwpiou-poAuBdalviou

UNI CEI EN ISO 15223-1:2021 laTPLKEG CUOKEVEG - ZUBOAO TIOU XPNOLUOTIOLOUVTOL OE ETIKETEC

LOTPOTEXVOAOYLKWYV TIPOIOVTWY, ETLOAUAVON Kol TANpodOopLeg Tou TIPEMEL va
mapéxovtal - Mépog 1: MEVIKEG amalTOELG

ASTM F2026 - 17 Turmkn poSiaypadn yia moAu pepr] moAvaBepatBepketovng (PEEK) yia
XELPOUPYIKEG EPAPUOYES EUDUTEUUATWY

UNI EN ISO 17665-1:2007 Anootelpwaon MPolOVTWY UYELOVOULKNG TtepiBaAPNnG - Yypr Bepudtnta -
MéEpog 1: ATALTAOELS YLl AVATTTUEN, EMKUPWOTN Kal EAEYXO POUTIVAG

UNI EN ISO 14937:2009 Anootelpwaon MPoidvIwy UVYELOVOULKNG TIEPIBaAPNG - MEVIKEG amalTthoELg yla
TOV XOPOKTNPLOMO €VOC TOPAYOVIA QIMOCTEIPWONG KOl yla TNV avamtuén,
ETUKUPWON KAl CUCTNUOTIKO €Aeyxo Ulog dladikaciog amooteipwong yla
LOTPOTEXVOAOYLKA TIpoidvTa

UNI EN ISO 17664-1:2021 JuoKeuaola TPolOVIWY UYELOVOULKAG TiepiBaAdng - MAnpodopleg mou mpemet
Va TIPEXOVTOL OO TOV KATOOKEUAOTH) LATPOTEXVOAOYLIKWY TIPOLOVTWY YLa TN

I www.gpigroup.com @



ouokevoola LoTpotexvoloylkwy Tpoidvtwy - Mépog 1: Kploweg kot
NUKPLOLEG CUOKEVEG

5. YAIKA

‘O\a ta TPOOOETIKA UALKA CUHOPPWVOVTAL UE TO UTIOSELKVUOUEVA TIPOTUTIA XELPOUPYLKNG TipocBetikric UNI ISO/ASTM*,

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

Xnuikn 20vBeon:

Titanium (Ti): lcoppormia
Aloupivio (Al): 5,5-6,5%
Bavadio (V): 3,5-4,5%
O¢uyodvo (0O): péyloto 0,13%
Alwto (N): péyloto 0,05%
AvBpakag (C): puéyloto 0,08%
Y&poyovo (H): max 0,012%
2i6npog (Fe): péyloto 0,25%

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

Xnuikn 20vBeon:

KoBaAtwo (Co): loopporia
Xpwpo (Cr): 27,0-30,0%
MoAuBbaivio (Mo): 5,0-7,0%
NwéAwo (Ni): péyioto 0,5%
2i6npog (Fe): péyioto 0,75%
AvBpakag (C): péyloto 0,35%
Mayyavio (Mn): péyloto 1,0%
Mupitio (Si): péyoto 1,0%
Alwto (N): péyioto 0,25%

o moAualBuAévio e€atpetikd uPnAou poplakol Bapoug, ISO 5834 -2/ASTM F648, UHMWPE GUR 1050 tomou 2

Xnuikn ouvOeon:

OupomnoAupepéc albBuleviov cUpdwva e to ASTM D4020: lcopporia
Téppa: max 125 mg/kg max

Tutavio (Ti): max 40 mg/kg

XAwpto (Cl): max 30 mg/kg

Aloupivio (Al): max 20 mg/kg

AoBéotio (Ca): max 5mg/kg

o mohvalBspaBepketovn (PEEK), ulikd pe muotomnoinon mpoéheuong ISO 10993-1 Invibio Optima™

Xnuikn ouvOeon:

OAwa Bapea peétara (Ag, As, Bi, Cd, Cu, Hg, Mo, Pb, Sb kat Sn): péyloto 100 ppm

I www.gpigroup.com @



e moAvapuibio PA12, ulikd mioTomolnuévo katd ipoéleuon ISO 10993-1

Inueiwon: OL turukeg Bibeg otepéwong/akvntomnoinong tng npoobeong kpotadoyvabikng SidpBpwong, amd kpdua Titaviou
Ti6Al4V, oxebLlaoPEVEC yLa XPHON OTN OTEPEWON TIPOCOETEWY, TTIOU avayvwploTnKav armd Tov XELPOUPYO OTO apXLKO oTASL0 ToU
oxedlacpo, Sev mAPEXOVTAL UE TOLOTPLKI) CUCKEUNTIPOOOETIKNG.

*Mo eéaptiuara mov ektunwvovtal 3D, N CUUUOPPWON LE TA UTTOSELKVUOUEVA TIPOTUTO OVOIQEPETOL OTIC XNULKEC Kal
UNYOVIKEG LOLOTNTEG.

OL AemTopéPELEG TWV UALKWV 0UVBECNC TOULATPLKI) CUCKEUNTPOCBOETIKAC avadEpovtal otn SHAwGN CUPUOPpPWaONG.

5.1 ZuvOnkeg anoBnKeuong UAKWVY

To LaTPLKN CUCKEUN TPOCOETIKAG IpEeL va duldooeTal o KaBapo, oTeyvo MePPBAAAOV KoL TPETIEL VAL TIPOCTATEVETAL ATIO TO
NALOKO PwC Kal TG akpaieg OepoKPAOLEG.

5.2 AudBeon VAWV

H anéppun twv adatpolevwy VALKWY, CUUTEPIAAUPBAVOUEVWY TWV 0PYAVWY HLOG XPHOEWCG, TIPETIEL VA TIPAYLATOTIOLE(TAL
oUWV LLE TO TIPOTUTIO VLA TAL ELSLKA XELPOUPYLKA AmOBANTA, TIOU XPNOLLOTIOLOUVTAL OE XELPOUpPYELd .

6. MPOMOYAAZEIZ

Elvat guBUvn Tou Xelpoupyol TIOU XPNOLUOTIOLEL QUTO TO TPOIOV va afLOAOYAOEL TNV KALVIKN KOL LOTPLKA KATACTAON TOu
a00gvoug Kat va yvwpllel OAEG TIC TITUXEC TWV SLASIKACLWVY EUPUTEUCNG KOL TIG TILOAVEG ETLITAOKEC TIOU UMOpPEL va ipokUyouv
yla KABe CUYKEKPLUEVN TIEPIMTWOT). TOl AMOTEAECHATA TNG XELPOUPYLKNG EMEUPACNS Umopel va embelvwBouv e tnv mdpodo
TOU XPOVOU KAl va JnV avtamokpivovtal A€oV oTLg poodokieg Tou aagBevoug 1) Tou XelpoupyoUl. Emopévwe, Ba mpénel va
AnNdBoUV umoPn TuxoV MPOCBEeTeC 1} eVAAAAKTIKEG SLaSIKAOLEG TTOU TTPETEL val TipayatomnolnBouv. H avabewpntikr eméupacn
eudutevpatwy Sev elval aocuvnBLOTN, EMOPEVWG O XELPOUPYOG Bal TPEMEL VA TPAYUOTOMOLOEL LA TIPOCEKTIKY KALVLKN
avaAuon Kivduvou-odpENoUG yLa va ETTUXEL TO KOAUTEPO LOKPOTIPOOECO AMOTEAECHA YLa TOV 0.aBEV).

O a0Bevn¢ MPEMEL va eVNUEPWOEL Yl TOUG MEPLOPLOUOUC TNG OVAKATAOKEUNG Kal TNV avaykn amnoduyng ¢dptwaong tou
eudutelpatog pe urtepPolika doptia PEXPL va emiteuxBel emapkég emninedo otepéwaong Kat EMOUAWGONG.

Elvat euBuvn tou xelpoupyol va eEOLKELWOEL LE TLG XELPOUPYIKEG TEXVIKEG EUPUTEUONG OUTWV TWV CUCKEUWY HECW HEAETNG
OXETIKWV Snpooleloewv, SLaBoUAEUONG UE EUTIELPOUG OUVEPYATEG Kal EKMaldeuong ot SLadlkaoieg mou LoXUouV yla Tn
OUYKEKPLUEVN TTPOBEo .

H armoSeKTr XELPOUPYLKN TIPAKTLKN TIPETEL VA akoAouBeital otn peteyxelpnTikn dpovtida.

A MH XPHZIMONMOIEITE YAIKA ZE ANOIKTEZ'H XANAMENEZ XYIKEYAZIEZ.

6.1 MNMAnpodopieg aocPpaleLog payvnTikol GUVTOVIGHOU Kal paSLOGUXVOTHTWY

To HeTOAAKO UAKO Tou Xpnoldomoleital yla tig mpobéoelg dev elval éva amod ta UALKA Tou Bewpouvtal emikivdéuva n
acupBiBaoTa yLa AmeLKOVIOT ayVNTIKOU CUVTOVIOUOU KOl padloouyVOTNTEG.
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Qoto00, UTIAPXOUV EYYEVELG Kivduvol TTou oxeTi{ovTal e T Xpron METAMIKWY euduteupdTwy os eptBaiiov MRI kat RF,
oupnepAapBavopévng TG LETAVAOTEUONG EEXPTNUATWY, TNG EMAYWYNG BEpUOTNTAG KAt TNG TtapeBoAnG 1 mapapdpdwong
ONUOTOG KOVTA oTa e€apTAaTa.

H Bepuikn emaywyn HeTOAAKWY gUdUTEUPATWY glval €vag kivduvog Tou efaptdtal amd tn YeEWUETPla KOl TO UAIKO Twv
efaptnUATwy, KOBWE Kal armd TTUXEG MayVNTLKNAG Topoypadlag Kal padlocuxvotitwy, Onwe n oxug, n SLapKeLa Kal N
aAAnAouxia maApwv. EmMedn o €€omAlopOg payvnTikAG Topoypadiag 1 padloouxvotnTwy Oev €ilval TUTIOTIOLNUEVOG, N
0oBapoTNTA AUTWY TWV TPOBANUATWY Kot N TBavotnta va eudaviotolV Je AUTA Ta eLGUTEVHATA ElVOL AYVWOTa.

H aoddlela kat n oupPardtnta autwv Twv euduteupdtwv oe meplBarlovta MRI kat padlocuxvotitwy 8ev €xouv
aflohoynOsel. Aev £xouv Sle€oxBel SOKLUEG OXETIKA e TN B€pUavon 1 TN UETAVACTEUON QUTWY TWV CUCTNHATWY O€ AUTA Ta
nieplBaAAovta. Emeldn autég oL cuokeuEg dev €xouv eleyxBel, N GPIl dev pmopel va KAVEL CUCTACELG OXETIKA LE TN XPHON
QUIELKOVLONG LAYVNTIKOU GUVTOVIOHMOU WE aUTA Ta epduTeLpaTa 1) padloouxvotntog eite 6oov adopd Bépata aodpdalelag site
TV akpifela Twv elkovwy. Oplopéva eaptnuata eival MabNTKEG LETAANKEG CUOKEVEG KAl YEVIKA UTIAPXEL N TBavotnta
apotBaiag mapepBoAng e OpLOEVEG LEBOSOUG TEIKOVIONG, CUMMEPAAUBAVOUEVNG TNG TTAPAOpdWaONG TNG ELKOVOC OTN
payvnTikA Topoypadia kat Tng okéSaong aktivwv X otnv afovikr topoypadia.

7. AYIMENEZ ENINTQZEIZ XTHN YTEIA THZ ZYZKEYHZ

pmnopet va cupBouv HETA TNV TOMOBETNON AUTAG TG MPOCOECNC ToU amattolV MepALTEépw Beparmeia.

H epdavion piag emumAokng unopel va oxetiletal A va emnpedletat amd To mPonyoU LEVO XELPOUPYLKO LOTOPLKO TOU a.oBevolg
1 ard MPONYOUEVEG LOTPLKEG KATOOTAOELG.

OL avermBuunTeg evépyeleg ou avadépovtal otn BiBAloypadia otnv KAWVIKA TPAKTIKA TwWV MPOcOEcEwWV TG KATw yvabou
elvatl yevikad oL akOAouBeg:

o MoAuvon

o Xpdviog | emavolapBavopevog tovog kat/r oidnua

o ATWAELA TNE KWVNTIKOTNTOC TwV apBpwoewv Adyw TG avantuéng cupudpuoswv (OUAWSNG LOTAC), ETEPOTOTILKOU 0CTOU 1
QayKUAWONG

o E€apOpnua twv efaptnudtwy tng npobeong

. ®Bopda, kivnon, oTACLUO 1 XOAAPWON TwV §APTNUATWY TNG TPOBeaNG

o AldTpnon f dlacmacn Twv YUpw LOTWV

o Avtidpaon £évou ocwpatog 1 alepyLkr avtiSpacon oTa GUCTATIKA TNG TPOCBEONG

. Mo kpotadoyvadikn SdpBpwon:

e 0dbovtikn avwualio mou anattel mTpooappoyn TG UYKAELONGS, 0pBOSOVTLKH 1) EYXELPNTLKA.
e Amoppodnon i StaBpwaon NG YAUVNG TG dpBpwang 1 Tou kovSUAoU TNG KATw yvadou
e [poBAfuata Twv wtwv, cupneptlapBavopevng tng Aeypovng kay/n didtpnong tou e€w aKouoTIKOU TIOPOoU,
AOLUWEELG TOU HEDOU 1) £0W WTOG, SLATPNON TOU TUMIIAVOU, HOVLUN AMWAELD 0KONG, KOUSOUVIOUA OTa QUTLA KOl
T(POBAN AT LOOPPOTILAG 1) TNG EVCTAXLAVAG CAATILYYOG
e AucAslToupyla TOU TPOCWTILKOU VEUPOU.
AMN\eG eMUTAOKEG UTOPEL Va edavioTtolV, OTwG:
* METEYXELPNTIKOG TOVOC, oldNUa, LWAWTEG, LUIKOG OTACUOG TNG YVABO0U 1] OXNUOTIOUOG ALUOTWLATOG
* NepldepIkéG vEUPOTIADELEG
® APVNTIKEG EMUTTWOELG OTNV ETEPOTAEUPN ApBpwan, dTav YIVETAL AVTIKATACTACN UOVO TG piog apBpwonc.
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8. AIAAIKAZIA ANOZTEIPQZHZ

A OAa ta LaTPOTEXVOAOYIKA TtpoiovTa mou mapExovtatl and tnv GPl SPA cuokeudlovtal o cuokevacia "MH
AMOZTEIPQMENH".

OLOUGOKEUEG TTOU TTapAyovTaL amo tnv GPI SPA, péow tng Stadikaotiag emAekTikn G oUvTnéng AéWlep, KOVEWG Titaviou, koBaAtiou
XPWHLoU Kat TtoAuapLSiou Kol oL CUCKEUEG Ttou Ttapayovtal armd Ty GPI SPA péow tng dtadikaoiag opilevong moAvatBuleviou
vPnAng mukvétntag kot PEEK, Ba kataotpadolv Pe Tn Xprion OmoppumavIIKwV UPNAANG mukvotntag. Ue BAacn Tto oy,
EMOUEVWG XpNotpomnoleite uévo OYAETEPA KAI ANTIBAKTHPIAIKA AMTOPPYMANTIKA.

A OL LatplkéG oUOKeVEG GPI SPA mapéxovralr oe MH AMOITEIPEZ ouvOnKeg, eMOMEVWG, yia va Sdtacdallotei n
aodaAng KAWIKA Xpon, cuviotatol va akoAouBeite tTnv kaBoplopévn oelpa:

a) apxkn Bepaneia oto onueio xpriong:

o adalpéote TNV €WTEPLKA CUOKEV AT OTTO XAPTOVL TTIOU XPNOLUOTIOLELTAL YLa TNV OITOGTOAN
®  ByOAATe TO EOCWTEPLKO KOUTL e To Aoyotumo GPI

b) mpostoacia npv anod tov kKaBapLlopo.

adapéote Ta Mpolovta and TNV ECWTEPLKA CUCKEVATLA:

QTTIOCUVOPLOAOYIOTE TO LATPOTEXVOAOYLKO TIPOIOV OTa EEXPTAATA TOU,

€€€TAOTE TNV KAAN KATACTAGCN TOU TPOLOVTOG.

EAéyEte Ol Sev umdpyouv UToAeippata enefepyaociag/okovng Katl av urtdpyxouv, kabapiote/Eepmlokapete/mAlvete
TLG TPUTIEC TIPLV TNV AMOCTEPWON.

c) KaBaplopog Kat anoAvpavon:
MAUVETE XELPOKIVNTA | LNXOAVIKA UE ATILO OUSETEPO ATIOPPUTIAVTLKO (amoAUTWE N 0€vo) Kat EoTO VEPO, akoAoUBwWVTACS TIG
odnyleg¢ Xpriong TOU KOTAOKEUOOTH TOU QMOPPUTIAVTLKOU. ATMOGUYETE Tn XPron TOU OIOPPUTIOVIIKOU O OKPALEG
OUYKEVTPWOELG. EViupatika kaBaplotikd e oudétepo pH kat EoTo vepO UMopouV va Xpnaotuomnolnfouv yia va SleukoAUvouy
ToV KaBapLopo. YIOKELTAL O€ ETUKUPWUEVN Sladlkaoia mou cUUHopdWVETAL LE TA TPATUTIA TNG OELpAg ISO 15883.

A Aev ouviotartal n Xprion MoAU aAKaAkwv anoppunavikwy (pH 2 12). Anoduyete tnv napatetapévn EKOeon oe
o&wva ] aAkaAka Stadvpata Kot StaAUpata nov nepLléXouv YAwpidia, Bpwuidia i wwéto .

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

d) &hpavon
JTEYVWOTE AN PWCE TIPLV TNV AMooTelpwan He anoppodnTikd Udacua e XaUnAn aneAeuBEépwaon cwHaTlwyY i e BLOUNXOVIKO
OTEYVWTINPLO N O€ VTOUAQTIL OTEYVWHATOG,.

e) emBswpnon kat cuvtipnon:

Katd tov kaBaplopo, EMBewproTE TNV Amoucia 0paTwWY UTIOAELUUATWY, ELSLKA OTLG AlyOTEPO MPOOPACLUEG TIEPLOXEC. EAEyETe
T(POOEKTIKA Ta €apTrAaTa TNG TPOoOeonG Kat/r Ta OXETIKA Opyava yia va BeBatwBdeite OtL Sev €xouv umootei {nuLd, Sivovtag
dlaitepn MPOoOXH OTLC TEPLOXEG TWV CUCKEUWV OTa KvoUUeva 1 oAAnAévdeta pépn. Mn XpnoLUOTOLE(TE TPOCOETIKA
efaptripata r epyaleia mou €xouv UMOOTeL {NULA. € QUTAV TNV TIEPITTWON, EVNUEPWOTE APECWC TOV KATAOKEUAOTH , O
XPNOTNG SEV TIPETEL VAL TIPALY LOTOTIOL OEL EPYOLOLEG oUVTHPNONG f/KaL OITOKATAOTACNC.
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f) ouokevaoia

Ta mpooBstikd efaptipota Kot/ T OXETIKA Opyava TPETEL va emavacuokeualovtal KatdAMnlo oto vVoooKopeio.
Mpoopilovtal yla anooteipwaon o StmAou¢ BUAakeg cUpdpwva pe tn HEBodo amooteipwong yla ta dtadopa npoiovra. Autod
To cuoTnua Buldkwyv amnooteipwaong (Sterile Bag System), mpénel va £xeL eTuKUpWOEL yLa va amodeifel Tnv LkavotnTa mapoxns
ETIOPKOUG UIKPOBLOKOU dpayuoU.

g) amooteipwon;

O akdAouBeg 08nyieg éxouv amobeyBel 6T mapdyouv éva ipoidv ue eninedo SAL 10 ®log cUpdwva pe to UNIEN ISO 17665
kat To UNI EN ISO 14937. AA\oL tapOoLoL KUKAOL UTTOPEL va xpnotomnotnBouv aAAd Sev éxouv atlodoynBel. Elval euBuvn tou
XPNOTN Vo amodeifel TNV EMAPKELN TOU KUKAOU OTTOCTEIPWGNG IOV XPNOLUOTOLE(TaL O TiepimTwon mou Sladépel amd Tig
akOAouBec evbeitels:

MNa npoB<oelg kat eaptipata anod Kpapa traviov (Ti6Al4V):

Anooteipwon He atpo: AMOoTElPpWON OE AUTOKOUOTO ATHOU TPo-Kevol o€ Bepuokpacia 134°C yla TouAdxlotov 5 Aemta.

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

Anooteipwon He atpo: AMOoTElpWON 0€ AUTOKOUOTO ATHOU TPo-Kevol o€ Bepuokpacia 134°C yla TouAdylotov 5 Aemta.

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

Anooteipwon pe atpo: AlooTEIPWON 08 AUTOKAUGCTO ATHOU Mpo-kevol o€ Beppokpacia 134°C yla Touldxlotov 5 Aemtd.

Ma npoBoelg kaw eaptipata o moAvarBepikn ketovn (PEEK):

Anooteipwon pe atpo: AlOoTEIPWON 08 AUTOKAUGCTO ATHOU Mpo-kevol o€ Beppokpacia 134°C yla Touldxlotov 5 Aemtd.

Ma npoBoelg kat e§aptipata and noAvatbuAévio uPpnAng nukvotntag (UVHMWPE):

Anooteipwon pe unepoeiblo tou vdpoyovou (ouoKeun amooteipwong MAAoUATOG): e UPOG Bepokpaciag Aettoupylag
50-55°C, e eAayLoTo KUKAO Statripnong 37 Aemtd + 3 AeMTa apxLKomoinong.

Ma npoBéoelg kat efaptipata omd mNoAvalBuAévio UYPNARG TUKVOTNTAG OE GOCUVSUACHO ME KPAMA TLTOViou
(UHMWPE+Ti6Al4V):

Anooteipwon He UNEPOEEiSLO TOU LEPOYOVOU(CUCKEUN AMOOoTELPWONG MAACHATOG): e EUPOG Bepokpaciog Asttoupyiog 50-
55°C, pe eAayLoto KUKAo Statrpnong 37 Aemtd + 3 AEMTA apXLIKOMOInong.

A 2to téAog Tou KUKAoU amnooteipwong, eAéyEte tnv aAdayr] otoug deikteg SBS (oteipo ocuotnpa ¢ppaypol) Katl tnv
OKEPALOTNTA TOOO TOU GUOTHOTOG CUCKEUAGIOG 000 KOl TOU MPOIOVTOG. & MEPIMTWon avwHAAWV R apdiBoAwy,
Oewpnote To MPOIOV N CUULOPGOUEVO KOl KATA CUVETELD PNV To B£oete otn 61aBeon tou Xproth, kabwg n acpalela
yla tov acBevr) 8ev pnopei va eyyunOei.

h) amnoBnkeuon;

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

i) peradopa

Mo tnv anoduyn {NULWY OE LATPLKEG CUOKEVEG KATA TN UETAdOPA, CUVLOTOUUE TN Xpnon KataAnAwv padlwyv, Slokwv n
akaumtwv Soxelwv. Amoduyete tnv amobnkeuon n tn Hetadopd epyaleiwv oe emadr) HeTaly Toug Kabwg Umopel va
TPokANBel {npua.
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9. EMANAMNOZTEIPQZH

H GPI 8&v ouvloTa TNV POKTLKH TNG EMAVONOCTEIpWONG kaBwg Sev €xel uTOPANBEL oe emaAnBgucon Kal emkUpwaon.

Mapapével euBUVN TOou XELPLOTH TOU UALKOU va dltachalioel, OTL n enefepyacia, OMwE TNV MPAYUATIKOTNTA EKTEAE(TAL e
XPron €€OTALOMOU, UALKWYV KAl TIPOCWTTLKOU GTOV XWPO TIPOETOLLACIAG, EMITUYXAVEL TO EMLBUUNTO AMOTEAECHAL.

10. NEPIOPIZMENH EITYHZH

H GPI gyyudtal 0tL autd to mpoiov mAnpol TG mpodlaypadEG TOU KATAOKEUOOTH KOl OEV £XEL KATOOKEUAOTLKA EAQTTWHLATA
KQTA TN OTLYUN TG mapadoong.

AUTEG oL SLaTAgelg €xouv eMKUPWOEL ATIO TOV KATAOKEUOOTH TNG LATPLKNAG CUCKEUNG WG LKAVEG VA ETLTUXOUV TOV ATALTOULEVO
KaBapLopo Kal amooTelpwon.

O xpnotng npémet va Stacpaiioel OTL N MPOETOLAGIA KAL N ATOCTEIPWON TNG LATPLKNG CUCKEUNG, OTIWE OTNV TPAYHATIKOTNTA
€KTEAE(TOL XPNOLULOTIOLWVTAG TOV €EOTTALOMO, T UALKA KOLL TO TIPOCWTILKO ETUTUYXAVEL TO EMLOUUNTO amoTtéAeopa. AuTo amattel
enoARBeuon r/kat EMKUPWON KoL CUCTNUATIKA TtapakolouBnon tng Stadikaoiog.

AAutﬁ n €yyunon amnokAelel CUYKEKPLHEVA EAQTTWHATA TIOU TIPOKUTITOUV aNO KOKA XPHRON, Kataxpnon n
AKATAAANAO XELPLOKO TOU TIPOIOVTOG META TNV apaAafr) TOU amnod Tov Xproth.

11. ENIrPAOH

To LaTPLKY) CUCKEUN CUCKEUNG, adou TapaxOel, Tomobeteltal o Un AMOOTEPWUEVN CUOKEVAGLA, KABWG N anooteipwaon Tou
TPOLOVTOC TIPAYUATOMOLE(TAL Alyo TIPLY TN XELPOUPYLKN eEMEUBAON, OTIWE avadEpeTal oTo mapdv Eyypado.

H eTikéta mou oxeTileTal e TO LATPLKI) CUCKEUN TOToBETETAL OTO KOUTL.

To mepLleXOUEVO TNG ETIKETOC €lval OUUPWVO UE AUTO TIOU UTIOSELKVUETAL O0TO onpeio 23.2 Tou mapaptipatog | tou RDM
745/2017 kot amneLkovileTal mopakatw.

Ta cUpPBoAQ Kal oL GpACELS TTOU avaypAdovTaL OTNV ETIKETA IPOEPXOVTAL Ao To poturno avadopdag UNI CEI EN I1SO 15223-
1:2021

KaBe watpikn cuokeur Ba mapéxetal e 1 €TkETA moU epdavileTal oTnv MPoobeTIKr) cuoKeuaaoia, pia oto Kouti kal 2 péoa
oto Kouti otn 61aBeon tou ylatpoL Kot Tou acBevr), 1 elSIKA ETIKETA LA KADE LEUOVWUEVO EEAPTN LA TOU LOTPLK CUCKEUN
TPOCOETIKAC.

11.1NapAadeLlypa TIKETOG MPOCOETIKAG

H onuaveon tng npobeong amoteAeital amno:
. ETIKETA IATPIKH ZYZKEYH : KUpLla TIKETA TTOU TIPOOSLOPITEL TO LATPLKN CUCKEUT TIPOCOETIKAG
ETIKETA ZYZTATIKOY : €TIKETA yLO KAOE PEPOVWHEVO EEAPTNLA TTIOU OTTOTEAEL TO LATPLKA CUOKEUT (epduTel oL
efaptrpata Tng mpobeaong)
ETIKETA OPTANQN : €TIKETA yLa KAOE UEUOVWHEVO OPYOVO YLA XPr 0N O CUVOUAGCUO HE TNV Pocbean (Un
euduteloLlpa e€apTApATa: LY. 08NYOL KOG KOl OVOTOMLKA LOVTEAQ)

Mapakdtw eival éva mapadeLypa LATPLKr) CUCKEUN TIPOaBeanc kpotadoyvadikng S1apBpwaong ou UTAPXEL OTOV
TLUOKATAAOYO:
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REF AND MD DESCRIPTION REF AND DESCRIPTION of the COMPONENTS
|
1 Es. CUSTOM MD
KIT Operation | n. art. Description
1 fnan replica mandibola in =
poliammide
TS S— Instrumentation
) ima di taglio e foratura in
1 tgmt - 1 fitanio of the MD
replica cranio 1/3 in
1 red poliammide —
TMJ1 L«:tmpc;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

MAPAAEITMA ETIKETAZ IATPIKH ZYZKEYH

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

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

ﬂ AAAA/MM of production E AAAA/MM of time limit (1year)

(ex.2021/10) (ex. 2022/10)

QM L @ (1 &

USO NON CEMENTATO - UNCEMENTED USE

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

Ta akoAouBa cUpBoAa kat Statunwon epdavilovral otnv €TKETA:

® CUSTOM DEVICE: umto8elkvUeL TOV TUTIO TNG LOTPLKAC CUGKEUNG
e T[EPITPAOH Ttou TUMOU TNG TMPOCAPUOOKMEVNG OUOKEUNG OTov KotdAoyo (XEIPOYPFIKO IATPIKH ZXYZKEYH TIA

ANAKATAZKEYH THZ KPOTAQOINAGIKHE APOPQZHZ oto mapddetypa)
13
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Kwb1ko¢ kataldyou REF mou nmpoodlopilel To LaTtpLkr CUCKEUN

SN AplOuOG oelpdc: aplBudc avayvwplong tng mpodBeonc: ETOZ/MAPAITEAIA KQAIKOZ/N MPOIOEZH: AAAA/XXXXX/N

&L—iuspounvia KATAOKELNG ekdpaopévn o €tog/unva

zﬁlé(szla xpnong i nuepopnvia Anéng ekbpacpevn oe €tog/pnva. Eav dev mpooblopiletal, Bewpeital mepiodog 1

£€TOUG A0 TNV NUEPOUNVIA TTAPAYWYNG.

®H LOTPLK OUOKeUN Mmopel va xpnoitomolnBel povo pia dopa r oe évav aobevr) katd tn Stapkela plag povo

eNMéuPaong

AI'IpéTtEL va oupPouleuteite TIC 0bnyleg XPNONG Yl ONUAVIIKEG TIPOELSOTMOLNTIKEG TANpodopleg, OMwWG

TipoeLSomoLroeLs Kat TpodUAALELS, oL omoleg, yia Stadopoug Adyouc, Sev umopouv va avadepBouv otnv iSla Tn cuokeun

(1]

[ORy:0)
e
EIF OvSeopog QR o Yndlaka éyypada (odnyleg xprong)

H watpikn ouokeur 6ev éxel uTtoBANBel oe Sladikaoia amootelpwong

fupBouleuteite TIg 06nyieg xpriong

@ Mn XPNOLLOTIOLELTE TO LATPOTEXVOAOYLKO TIPOIOV EAV N GUCKELAOLA ELVAL KATECTPOUUEVN 1) AVOLXTH

j Kpatrote To HOKpLA amd mNyEG Uypaciog

\lz
®

o)/
2

Kpatrote To paKkpld amod nnyEg Beppdtnrog Kat pwtodg

XPHZH XQPIZ TZIMENTO: EvnUePWVEL OTL TO LOTPLKA CUOKEUT) TIPETEL va edUTEUOEL XWwplg TN Xprion 0oTkoU TOLUEVTOU

SHMEIQZH To povadiko avayvwploTtikd acBevolg dev epudaviletal oTnv €TIKETA, KABWG CUVOEETAL LOVASIKA LUE TOV
OELPLOKO aplBuo kol avadépetal otn SnAwaon cuppopdwong.
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ETIKETA TOU HELOVWHEVOU EEOPTILOITOG TOU LATPLK CUCKEUN POaBeong

To LOTPLKN CUCKEUT TIAPEXETAL E EVA OET ETIKETWV TIOU Ba epappootolv oto nepifAnua kabe e€aptrUaToC.

KGO etikéta Seiyvel Tov oelpLlako aplOud Tou LaTpLkr) ouokeur avodopds (kwdwkoc AAAA/CODCOMMESSA/N), Tov Kwdko Kat
TNV Neplypadr TOU CUYKEKPLUEVOU €EQPTILOTOC KAl TOU UALKOU TIOU TO GUVOETEL yla TNV amoduyr odaAudTwy Katd tn dpaon
NG OMooTElpWOoNG.

Mapakdtw lval éva MapAdELyUa ETIKETAC YLO £VAl LOVO CUOTOTIKO HLaG ERdUTEUCLUNG TPoBeonc:

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

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

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

ﬂ : AAAA/MM production [8M] : AAAAXXXXXIN

ﬁ"’ - Dr. XXXXXX — Hospital: XXX

@ N LA ® (1 §E

USO NON CEMENTATO - UNCEMENTED USE

‘Omou Y elval n orjpoven Tou MPocavaTtoALoUoU Tou TPooBEeTIKOU OToLKElOU Og OXEON UE TO HEPOC TOU CWHATOG Kol UIMopEl
TIPOOUPETIKA Va elvat:
o D eav Asi ouotatiko

® Sedv Aplotepo otolxelo,
® ANT €dv PeTwIkO €apTna
® POST edv to omnicBlo otoleio,

® Aev unodelkvUeTal AV ival oadEg.

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

To 6pyavo yla xpron o€ GUVSUAOUO UE TO LATPLKN CUCKEUN (T.X. T(POTUTIAL KOTING KOL VOTOMLKA avtiypada) elval to cuvolo
e€aptnudtwy mou BonBoulv To euduTEL A TA OTtola SEV UMOPOUV Va avayvwpLoTouV wg eRduTelLUA LEPN TG TPOBEONG.
Mapakdtw lval éva MapAadeLyUa ETIKETAG YO Opyava:
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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 - TiGAI4V Alloy

lﬂ - AAAA/MM production [8M] : AAAAXXXXXIN

i" - Dr. XOOXOXXX — Hospital: XXXXX

@ N & ® 1 58

12. KAPTA ®OPOY

H kdpta eudutelpatog mapexetal ano tnv GPl oe Eykataoctdoeslg Yyeiag kol cuokeualetal pall pe to mopayoueva
LOTPOTEXVOAOYLKA TTPOLOVTA. 2€ QUTO UTIAPXOUV TESLA TTOU TIPETEL VAL GUUITANPWO0UV amtd To ApUOSLO UYELOVOULKO TIPOCWITLKO
Kol oilwg eival amapaitnto:

® JUUMANPWOTE TNV KAPTA (MPACLVO UEPN OTNV ELKOVA) PE OAEG TIG TAnpodopleg mou {nTouvTal aVATPEXOVTAG OTO
UTIOUVN L0 CUMBOAWY TTOPOKATW.
® Awote otov acBevr) TNV KAPTA EUPUTEV AT

54 mm

»
»

<

P eisa Y N

International Implant Card MD code

DISPOSITIVO MEDICO SU MISURA

W? Patient name MD description
Implant date
85.6 mm [SN] | AAAA/XXXXX/N
o+ Hospital name
] n r GPI Spa

Via Ragazzi del ‘99, 13
38123 Trento (TN)

T +39 0461 381515
20D F +39 0461 381599
EI : , info@gpi.it
= gpi@pec.gpi.it

QS://www.gpi.com/patientimDlanvk Cod. EUDAMED: IT-MF-000020127
v

1 Keipevo mou ouvtdyBnke amd Tov KATACKEVOOTH

[ 1 Keipevo mou ouvtdxOnKe omod TO UYELOVOULKO TIPOCWITLKO 16

] Egiuﬁipoemunwuévo QIO TOV KATAOKEVAOTH

www.gpigroup.com @



OpUAoG TwV CUUBOAWY

N
° In‘ * Ovopa acBevn
31
° Huspounvia euduTEUONG

o+
U
° A Ovopa kat §telBuveon TG Lovadag UYELOVOULKAG TepiBaAdng

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

° Kwb1Kkog Kot meplypadr] Tou LATPOTEXVOAOYLIKOU TIPOidVTOog

° ApLOOG OELPAG TNG LOTPLIKAG CUCKEUNG

l

Kataokevaotrg

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

e Ornowadnmnote npoetdonoinon, mpoduAain 1 PETpo mou mpenel va AndBel and tov acbevr | évav emayyeApatio
vyelog oe oxéon pe apolpaia mapepPacn oe gUAoya TMPOPAEPLUEG EWTEPLKEG ETUSPACELS, LATPLKEG EEETACELS N
TepBAANOVTIKEG GUVONKEG.

e Ornoladnmnote mAnpodopia yla TV avapevouevn whEALn {wr TwV CUCKEUWV Kal KABe amapaitntn mapakoAoudnon.

e Ornowdnmote GAAn mMAnpodopia mou amockomnel otn dtachdAion TNG achaAoug Xpriong TG GUOKEUNG amo Tov
acBevr, cupnepapBavouévwy TANPodopLWY Yo UALKA Kot OUGLEG OTLG oTtoleg pmopel va ekteBel o aoBevnc.

13. KAINIKH NAPAKOAOYOHZH

JuviloTwvTal TEePLoSIKEG emIOKEPELS TtapakoAolONong ywa tnv mopoakoAouBnon tng 0€ong Kal TNg KATAOTAONG TWV
MPOCOETIKWV €€0PTNUATWY, KABWG KOl Yyl Tov €AEyXo TNG KATAOTAONG TOu 00ToU. [lpayuoTomoliote MePLoSIKA
HETEYXELPNTLKESG aKTIVOYpadIeS yla va EXETE ULO aKPLPR ELKOVA TNG KATAOTAONG AUECWC UETA TNV EMEUPOON KAl va TovioeTe
TUXOV HOKPOTIpOBeopa onuadia kivnong, xaAapdtntag, KAUPng i pWYHWV TwV EEAPTNUATWY.

Mo vo UropEceL va epapUOcEL TO OXESLO ETULTAPNONG KoL EMTOMTEIOC TTOU artoLteital amod tov kavoviopd tng EE 2017/745 kat
va eyyunBel tnv aodalela tng anddoong Twv mpoloviwy Tng, n GP | spa amnattel tn 6éopeucon Twv MeAatwy tng va ¢ppovtilouv
yla TN oUAAOYH TIPOEYXELPNTIKWY SESOUEVWV KOL PETEYXELPNTLKI TTAPAKOAOUONGN , XPNOULOTIOLWVTAG TUTIOTIOLNEVN dOpua
ouMoyng 6edopévwv.

ElSkOTEPQ, TIPEMEL VO avadEpovTal Ta akoAouba otolyeia:

YrokeLUeVIKA Sedopéva
® TI0U OXeTileTaL Ye TOV TOVO, PE KAlpaka ovou (VAS 0-10) mou kupaivetat and "xwpig moévo (0)" - "o £viovog movog
(10)"
o avadEpOnke OXeTIKA PE TNV TpEXouca TtoldTNTA {wNG € CUYKPLON LE TIPLV Ao TNV eudUTEUON TNG MPOBeang

17
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Avtikeluevika Sedouéva
Aedopéva amo APECEC ETPHOELG TOU EUPOUG Kivnong tng apBpwong rtou UuTtoBANBnKe o emavopBwTLKN XELPOUPYLKT Bepaneia
KaTaypAadnkav o€ XIALOOTA TOU PEYLOTOU avolypatog The apbpwong.

Ta amoteAéopata PEMEL va GUAEYoVTaL o€ KABe pecodlaotnua mapakoAolBnong mepimou yla Toug akoAouBoug xpovous
SelypatoAnyiag:
- QUECN UETEYXELPNTIKNA
- 7/10 nuépseg
- 1uqva
- 3pnveg
- 6pnveg
- 1xpovo
- Mia ¢popd To XpOvo yla Ta EMOUEVA XPOVLa

H ocuMoyn KAwikwv SeSopévwy eival amapaitntn yla tTnv aflohdynon tng anddoong Tng mpoBeong Kol TwV EMUTTWOEWV OTOV
aoBevn 6nwg n pelwon tou ovou, n BeAtiwon Twv AsToupyLwy Kat n moldtnta {wrg Tou acBevoug.

18
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14. PHTPA EITYHZHZ KATA NIOANHZ EYOYNH2

Ol 0dnyleg mou meplypddovtal mapandavw £xouv emkupwBel ano tnv GPI SPA w¢ akplBrg meplypadr Tng mpoeTolaciag

LOG LOTPLKAG CUCKEUNG yLa Xpron o€ €vav Lovo aoBevr).
Eumnintel otn odaipa euBLvNng Tou dopéa mou eivat urtebBuvog yla Tn Bepaneia va emaAnBevoel OtL n i6la n Beparmeia,

€KTEAELTAL LLE XPrON TOU EEOMALOLOU, TWV UALKWY KOL TOU TIPOCWTTLKOU TIOU €ival SLaBECLUO OTIC KATAANAEG EYKATOOTAOELS,

ETUTUYXAVEL
TO €MIBUUNTO ATOTEAEC AL,

AuTO ouvnBw¢ amaltel emMkUpwaon Kot KUKALKO €Aeyxo tn¢ Stadikaaoiag Asttoupylag.

OLdLadikaoieg kaBaplopou, amoAUAvVoNG KOL AmOoTELPWONG TIPETEL VA EKTEAOUVTOL KaL VO KaTaypddovtal oUWV LE Ta

LoxVovta MPWTOKOAAA aTn Sopr| Ttou lvatl umevBuvn yla TG mpoavadepBeloeg epyaoieg.

Omnoladnmote amokALon amo Tov XelpLotn tng Bepameiag anmd TIg mapexoueveg odnyleg mpémel va aflohoyeital kol va

KATaYPAPETOL OE OYECN HE TNV QMOTEAECUATIKOTNTO KL TIG TILOAVEG APVNTLKESG KOl SUCUEVELG CUVETIELEC.

15. AIANOMEAZ T1A:

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 Bdon 6e80pEVWY KATOOKEUAOTWY EEQTOUIKEUMEVWY LOTPOTEXVOAOYLKWY TPOIOVIWY Tou Ymoupyeiou

Yyeiac: [TCA01050530
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