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1. TMPOEIAOMNOIHZEIZ

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

XPNon NG TTPOCAPUOCUEVNG CUOKEUNG.

AN

MPOEIAOMMOI
HXEIX
ENIKOZ
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MNa kaB¢e TUTTO ava@OPAg OXETIKA PE TTPOIOVTA GP |, OTEIATE éva email oTnv akdAoubn
O1eUBuvon email: oNUATOBATNON i.protesi@gpi.it

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

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

Mn XpNOIROTTOIEITE TTPOIOVTA ATTO KATEOTPAUUEVEG ] AVOIYUEVEG CUOKEUATIEG.

AKOAOUBROTE TTPOCEKTIKA TN BIAdIKACIA ATTOCTEIPWONG TTOU UTTOBEIKVUETAI YIa KABE
TUTTO UAIKOU

MpooéfTe va unv aTTOOTEIPWOETE PeE aTpd £€apTApaTa TToAUaIBUAEviou (UHMWPE).

MNa wa eparépw d1adIkaoia ETavaTrooTEipwaong Evog CUCTATIKOU TNG TTPOBECNG,
avatpé€te otnv TTapdaypago EMANATMOZTEIPQSH autoU ToU evNUEPWTIKOU
UAAadiou.
MNa va efac@aliotei n ac@AA&ia Kal N OTTOTEAECUATIKOTNTA TNG Trapéupacng, n
EUQUTEUCN TNG TTPOBECNG eV TTPETTEI VA OUVOUAOTEI HE TTPOBETEIG AAANG TTPOEAEUONG
€KTOG €4V auTOG 0 oUVOUAOUOC £XEl avaAuBei oTn @Aan Tou oxedlaouou.
Ta e€aptiuaTa TNG TTPGOeaNg IA £xouv oxedIAOTEN yia va Talpiddouv povadikd oTnv
avaTtopia Tou aoBevoUg Kal GTa TTPOEYXEIPNTIKG OXEDI TOU ETTEURAIVOVTOG XEIpOUpPYOU,
XPNOILOTIOIWVTAG €va avaTouKO pOVTEAO OOTOU TIOU TTIOPAYETAl OTTO  AgOVIKA
Topoypagia TOoU 00Bevolg . AuTd T TTPOEYXEIPNTIKA OxESIa TTEPIAQUPBAVOUV TN
onuoupyia TNG €mBuUpNTHG PUBUICNG oTOoV aC0BevA TTPIV aTTd TNV AEOVIKH TOpoypagia f
OTO pOVTEAO OOTOU PETA TNV Trapaywyr) Tou. Eival TTOAU onpavTikd o xeipoupyodg va
avarrapdyel pe akpifeia 1o ox€dlo pubuiong Tou aoBevoUg KAl TUXOV OVOTOUIKO
TTEPIYPAUUA KATA TN OTIYUN TNG EMPUTEUCNG TTPOKEILEVOU VA ETTITEUXOEI N eTOIWKOUEVN
TOTTOB£TNON TWV EEaPTNUATWY TNG TTPOCBEDNG.
MNa va Olac@aAIoTel N Ac@AAEIa KAl N ATTOTEAECUATIKOTNTA TnNG €TméUacng, n
ToTroB£TNGN TNG TPOBeong IA dev amaitei TN xprion ooTIKOU TOIUEVTOU 1 GAAWV
TTANPWTIKWY TTAPAYOVTWV
Ta eCaptAuata NG apBpikAg TTPoBeong TrpoopilovTal yia eu@uteucn oe Ceuydpl
auoifaiou TaIPIACUATOG .
MNa va eCaoc@alioTei N ac@AAEIa Kal N ATTOTEAECUATIKOTNTA TNG €EURACNS, N
TOTTOB£TNGN TNG TTPOCBETNG IA dev aTTauTel TN XPAON £EAPTNATWY TTOU TTAPEXOVTAI ATTO
AAANOUC KATaoKEUOOTEG (ue e€aipean TIG BideC oTEPEWONG)
Ta e€aptAuata TG TTPOCBECNG TTEPIEXOUV ETTIPAVEIEG APOPWOEWY TTOU WUTTOPEI va
KOTAOTPAPOUV O€ TTEPITITWON AavBaouévou XeIpIouoU.
o OTroiadnmoTte BAGRN 0€ QUTEG TIG ETTIPAVEIEG UTTOPEI va ETTNPEACEI TN
HOKPOTTPGBeaun aTTddoon TNG TTPOBECNG.
o ATTOQUYETE TNV ETTAQPN WE TIG ETIQAVEIEG TWV APUWY 600 TO duvaTdv
TTEPIOTOTEPO.
o Ta efaptAuaTa TNG OOOVTOOTOIXIOG TTPETTEI va XEIpi(ovTal pOvo ueE
auBAcia, Acia emigdveia epyalcia yia va atropeuxdei n ¢nuid.
o Agv TTPETTEl va XPNOIULOTTOIOUVTAI £PYOAEia e SOVTIO, 0BOVTWOEIS 1
AIXUNPES AKPEG.
To pOVTEAO TWV OO TWYV TTAPOUCIAEl XOPAKTNPIOTIKA EUBPAUCTOTNTAG. XEIPIOTEITE UE
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TTPOCOXH.

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

O Tmapexduevog EOTTAICUOG OV TTPETTEN TTOTE VA XPNOIUOTIOIEITAI YIQ TNV EKTEAEDT
EPYACIWV YIa TIG OTTOIEG BeV €xel oXedIaoTei €101Kd. H akatdAAnAn xprion evog opyavou
uttopei va TTpokaAéael 61 uovo BAARN oto dpyavo aAAd Kai Tpadua oTov
aoBevr/xeIpIoTn

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

Mnv XpNOILOTTOIEITE KATECTPAUUEVD EPYOAEIQ.

Ta kateoTpapuéva Opyava TTPETTEI va avTIKABIoTavTal TTPIV Ta XPNOILOTTOINCETE .

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

Mpiv atrd TNV ep@UTEUCN TNG TTPOCOEONG, EAEYETE TNV AKEPAIOTNTA TG CULUOPPWONG
NG TTPp6Beong Kai Tov ogIpIakd aplBud. O oeipiakdg aplBudg eival o apiBudg ava@opds
TTOU OUVOEETAI PE TNV IOTPIKF oUVTayH Kal TN OAAWGON CUUUOPPWONG KAl EAEYXETAI UE
petagoTuTria aTo £EAPTNLA OTTOU TO ETTITPETTOUV 01 BIAOTACEIG, dEdOpEVA TTOU
TAUTOTTOIOUV ToV aaBevh. EAEYETE TNV akpIfr) avTioToIXia TOu o€IpiakoU apiBuou TTou
OuvOEETal LE TOV a0BeVA aTN ONAWGN, TNV ETIKETA Kal TNV TTPOCBEaN, TTPIV
TTPOXWPNOETE OTNV TTPOCHOETIKA EUPUTEUDN.

O yIaTpag ival uTTEUBUVOG YIa TNV EVNUEPWOT TWV OCBEVWV TXETIKA E TOUG
TTEPIOPIONOUG TNG ERPUTEUCNG TNG TTPOCBeoNG IA. Acdopévou OTI TTIPOKEITAI YIa
TIPOCAPUOCUEVEG TTIPOBETEIG, Ta OpIa AUTA dIaPEPOUV avaAoya ue TNV TTpOaBeon Kal
Tov a0Bevr| kai gival euBuvn Tou AITOUVTOG yIaTPoU.

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

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

BeBaiwbeite 4TI 01 COKOUAEG TTOU XPNOILOTTOIOUVTAI VIO TNV ATTOOTEIPWON ival GOIKTEG
Kal OTI Ta €EAPTAATA Eival CWOTA CUOKEUAOEVA KOl TOTTOBETNUEVA CWOTA péoa oTa
OUCTANATO OTTOOTEIPWONG YIA VO ATTOQPUYETE TOV KivOUVO VO OTTACEI N GAKOUAQ.



2. NPOBAENOMENH XPHZH

2.1. NpooBioeig kpoTagpoyvabikig didpBpwong

H TTpooBeTIKr) GUOKeUN yia TV avaddunaon TNg KpoTagoyvabikng dIapBpwang €ival pia epQuTeUsIun, €I0IKAG
TTapayyeAiag 1aTpIkf ouokeun katnyopiag Il kai €xel oxedlaoTei yia TNV avadounaon Tng appwaong, LeTd ato
XEIPOUPYIKI OYKOAOYIKK] eTTEURaAON, TTEPIOTATIKA TPAUUATOG GTTAOXVIKOU Kpaviou TTou TrepIAaudavouy Tnv
KpoTagoyvadikA diapBpwan A yia cuyyeveig SuoTTAaaied.

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

To TTPWTOTUTIO AvaTITUCCOETAI uE BAaN TIG £IKGVEG DICOM Kali TIG CUYKEKPILEVEG 0BNYiEG TTOU CUVTATOVTAI ATTO
0110100 TTOTE ATONO £6OUCI0BOTNLEVO ATTO TNV €BVIKN VOpoBeaia duVANEI TwV TTPOCWTTIKWY TOU TIPOCOVTWY, TO
OTT0i0 UTTOBEIKVUEI, UTTO TNV €UBUVN AuTOU TOU TTPOCWTTOU, TA EI8IKA XOPAKTNPIOTIKA auToU Tou aoxediou.

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

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

2.2. MpoeIdoTToINCEIG 1) ATTOKAEIOHOI.

O1 TTPoBETEIg £X0UV CUYKEKPIPEVA OXEDIOOTIKA XAPAKTNPIOTIKA TTOU TTapéxovTal pe euBuvn Tou aitouvtog latpol o
0TT0i0G €ival EE0UaI0dOTNUEVOCS ATT TNV £BVIKA VOU0BETia AOyw TwV ETTAYYEAUATIKWV TOU TTIPOGOVTWV.

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

O1 Bideg TTOU XPNOILOTTOIOUVTAI YIA TNV AKIVNTOTTOINON TWV TTPOCOECEWY OEV TTAPEXOVTAI UE TIG TIPOOOETEIS, EKTOG
€AV UTTAPXEl QiTAUA YIA TTPOCAPUOCHEVN TTOPAYWYK, OTTOTE ATTOTEAOUV AVATTOOTIOOTO WEPOG TOU KIT, AAAG
KaBopifovtal oTn @Acn Tou OXedIaopuoU Atrd TO IATPIKO TTPOCWTTIKG CUUPWVA pE TO TTEPICCOTEPA KATAAANAO
TTPOTUTTO YIA TN GUYKEKPIUEVN XEIPOUPYIKA ETTEURACT).

3. ANTENAEIZEIZ KAl METPA NMPO®YAA=HZ

To e€atoplkeupévo TTPOOBETIKG OUOTNUA EPPUTEUUATOS KPOTAPOYVABIKNG dIdpOpwang yia Tov acBevr), TTPETTEI va
a&loAoynOei TTPOCEKTIKA €AV 0 ATBEVAG £XEI pia i} TTEPIOCTOTEPEG ATTO TIG AKOAOUBEG KOTOOTACEIG:
¢ Evepyég/xpovieg ANoILWEEIG
e >uvBniKeg OTIG OTTOIEG BEV UTTAPXEI ETTAPKAG TTOCOTNTA /TTOI6TNTA 00TOU YIa T OTAPIEN TWV TTPOCOETIKWY
eCapTnuaTWV
e >uoTnuatikég TrTaBoAoyieg pe auénuévn euaicbnaoia o€ AoILWEEIG
e Tekpunpiwpévn oAAepyia oTa UAIKE TwV TTPOOBETIKWV £EAPTNRATWY

4. KANONIZTIKEZ AMNAITHZEIZ

MDR 745/2017 Reg. EE 1atpoTeXVOAOYIKO TTPOIdV
EN 1SO 9001:2015 ZuaTnuata diaxeipiong moIdTnTag — BaoIKEG apXEG Kal AeEIAGYIO
EN ISO 13485:2016 /A11:2021 laTpikég ouokeuég — ZuaTruaTta dlaxeipiong TToIdTATAG — ATTAITHOEIG yIa

PUBUIOTIKOUG OKOTTOUG



UNI EN ISO 14971:2 019

EN ISO 14155:2020

UNI EN ISO 16061:2021

EN

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

020
UNIEN ISO 14630:2013

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

ISO 5834-2:2019

ISO 5832-4:2014

UNI CEI EN ISO 15223-1:2021

ASTM F2026 — 17

UNI EN ISO 17665-1:2007

UNI EN ISO 14937:2009

UNI EN ISO 17664-1:2021

5. YAIKA

laTpikég ouokeuég - EQapuoyn diaxeipiong Kivduvou ag
IATPOTEXVOAOYIKA TTPOIOVTA

KAIviki Aigpetvnon latpikwyv Zuokeuwv yia AvBpuwTia Xpron- Opbn
KAIvikn MpakTIKA

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

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

Mn evepya XEIPOUPYIKA EUPUTEUUATA - YEVIKEG ATTAITATEIG

Mn evepyd XEIPOUPYIKA ERPUTEUUATA - EIBIKEG ATTAITHOEIG

BioAoyikn agloAdynon 1aTpOTEXVOAOYIKWY TTPOIOVTWYV

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

Xelipoupyikd ep@utelpata: n€Pog 2 NMoAuaiBuAévio EaipeTikG uywnAou
poplakou Bépoug

Epgureupata yia xeipoupyik eméupacn — MetaAAiké uAikd — Mépog 4:
Kpdaua xUteuong KoBaATiou - xpwpiou - poAuBdaiviou

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

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

ATTooTEipWON TTPOIGVTWYV UYEIOVOWIKAG TTEPIBaAWNG - Yypr BeppdTnTa -
Mépog 1: ATTaITAOEIG YIa avATITUEN, ETTIKUPWON Kal EAEYX0 pouTivag

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

>uokeuaaia TTPOIGVTWV UYEIOVOUIKAG TTEPIBaAyNG - TAnpo@opicg TTou
TPETTEl va  TTapPEXOVTAl OTTG TOV KOTAOKEUAOTH 10TPOTEXVOAOYIKWV
TTPOIOVTWY YIa T CUCKEUACIA I0TPOTEXVOAOYIKWY TTPOIOVTWY - MEpog 1:
KpioIueg Kal NUIKPIOILEG CUOKEUEG

OMa 10 TTPOOBOETIKA UANIKG CUPHOP@WVOVTAl HE TO UTTOOEIKVUOUEVA TTPOTUTIA XEIPOUPYIKNG TTPOCOETIKAG UNI

ISO/ASTM.

Znueiwon: O1 TUTTIKEG PBideg OoTEPEWONG/AKIVNTOTIOINONG TG TTPOCOEoNG KpoTapoyvabikng didpBpwaong, atmmo
Kpaua TiITaviou TibAl4V, oxedIAOPEVES yIa XPAON OTn OTEPEWGN TTPOCBECEWY, TTOU AvayvVWPIOTNKAV OTTO TOV
XEIPOUPYO OTO apXIKO OTADIO TOU OXEQIOTUOU, DEV TTIAPEXOVTAI UE TO KIT TIPOCTBETIKAG.

O1 AeTrTOopEPEIEG TWV UAIKWYV 0UVBEDNG TOU KIT TTPOCBETIKAG avaépovTal aTn SAWCN CUUUOPPWONG.

5.1. ZuvBnkeg atroBiKeuong UAIKWV

To KIT TTPOOBETIKAG TNG KpOoTaPoyvabikhg didpOpwaong TTPETTEl va QUAACOETal o€ KaBapd, oTeyvo TrepIBAAAoV Kal
TIPETTEI VO TTPOCTATEVUETAI ATTO TO NAIAKO PWG Kal TIG AKPAieG BEPLOKPATIEG.



5.2. A1d0gon UAIKWV

H améppiyn Twv a@aipoUpevwy UAIKWY, CUUTTEPIAAUBAVOUEVWV TWV OpYAvwY, TTPETTEI VA TTPAYUATOTTOIEITAl
oUp@WVa UE TO TIPOTUTTO YIa EIBIKA XEIPOUPYIKA aTTORANTA, TTOU XPNCIULOTTOIOUVTaI O€ XEIPOUPYEIa .

6. TMPO®YAAZEIX

Eivar eubuvn Tou X€lpoupyou TTou XPNOIUOTTIOIEI AUTO TO TTPOIGV va agIoAOYATEl TNV KAIVIKH Kal IATPIKA KATAGTACN
Tou a0BevoUg yvwpilel OAEG TIG TITUXEG TWV BIAdIKACIWY €UPUTEUCNG Kal TIG TNOAVES ETTITTAOKEG TTOU UTTOPEI va
TTPOKUWOUV yia KABe OUYKEKpIuEvn TTEPITTITWON. Ta aTTOTEAEOUATA TNG XEIPOUPYIKAG E€TTEUPRACNG WTTOPED va
emMOEIVWOOUV pe TRV TTAPOBO TOU XPOVOU KAl VO pnv avTatrokpivovTal TTAéoV OTIG TTIPOadOKiEG TOu aoBevoug A Tou
Xelpoupyou. Etmopévwg, Ba mpétrel va An@Bolv uttdwn Tuxov TTPOcOeTeG i EVAAANAKTIKEG SIOdIKATIEG TTOU TTPETTEI
va Trpaypatotroinfolv. H avabewpnTikA eTEURACN EMQPUTEUNATWY OEV Eival aoUVABIOTN, ETTOREVWG O XEIPOUPYOG
Ba TTPETTEl va TTPAYUOTOTIOINCEl pIa TTPOCEKTIKA KAIVIKT avaAucn KivOUvou-o@EAOUG yia va eTTITUXEI TO KAAUTEPO
UOKPOTTPOBET O ATTOTEAECUA VIO TOV A0BEVN.

O aoBevig péTTel va evnuepwoei yia Toug TTEPIOPIoUOUG TNG AVOKATAOKEURS TNG KPOoTagoyvabikAg diapBpwang
KOl TNV avAaykn OTToQUYAS @OPTWONG TOU EUPUTEUNATOG pE UTTEPBOAIKA @QopTia péXpPl va €TTITEUXOEI ETTOPKES
eTTITTESO OTEPEWONG KAl ETTOUAWONG.

Eival euBuvn Tou Xeipoupyou va €EOIKEIWOET pE TIG XEIPOUPYIKES TEXVIKEG EPPUTEUONG AUTWV TWV CUCKEUWV PECW
HEAETNG OXETIKWYV dNpooieloewy, dIaBOUAEUONG HE EUTTEIPOUG OUVEPYATEG Kal EKTTAIOEUCNG OTIG BIAdIKATIEG TTOU
I0XU0UV YIa TN CUYKEKPIUEVN TTPOBEan .

2T LETEYXEIPNTIKY @POVTIOQ TTPETTEI VO AKOAOUBEITAI ATTODEKTH XEIPOUPYIKK] TTPOKTIKI).

A MH XPHZIMOTOIEITE ZTOIXEIA ZE ANOIKTEZ 'H XAAAMENEZ 2YZKEYAZIEZ.

6.1. NMAnpo@opieg ATPAAEING HAYVNTIKOU GUVTOVIOLOU KAl padSIoCUXVOTATWY

To peTaAAIKO UAIKO TTOU XPNOIUOTTOIEITAI yIa TIG TIPoBETeIg Oev gival éva atrd Ta UAIKG TTou BewpouvTal ETTIKIVOUVA 1
acuppifacTa yia aTreikévIon uayvnTtikou ouvtoviopou (MRI) kal padioouxvoeTtnTeg (RF).

QaT1600, UTTAPYOUV £YYEVEIG KivOUVOIl TTOU OXETICOVTAI PE TN XPHOoN LETOAAIKWY EQQUTEUNATWY O€ TTEPIBAANOV MRI
Kal RF, ouptrepiAapfavopévng tngG peTavaoTeuong CopTNUATWY, TNG ETTAYWYNS BepudTNTAG Kal TG TTAPEUBOAAG N
TTApPAuOPPWOonGg CHATog KOVTA OTa £€APTHATA.

H Beppikn eTTaywyr RETAAAIKWY EQPUTEURATWY €ival €vag KivOUvOog TToU eCapTATAl OTTO TN YEWUETPIA KOl TO UAIKO
TWV eEapTNUATWY, KOBWG Kal atrd TITUXEG TTOU OXETICOVTAI WE TN HAYVNTIKI TOUOYPOAQia Kal Tn padloouxvoTtnTa,
OTTwG n 10XUG, n O1dpkela kal N aAAnAouxia TraAuwv. Emeidry o €EomAiondg payvntikAG Topoypo@iag n
PadIOCUXVOTATWY OEV €ival TUTTOTTOINUEVOG, N GORAPOTNTA AUTWY TwV TTPORANUATWY Kai n mlavétnTa va
EuQavIoToUV pe AuTd T EpPUTELHATA Eival AyVwoTa.

H ao@dAcia kal n oupBarétnTa auTwy TwV EUQUTEUUATWY o€ TTEPIBAAAOVTA MRI Kal padlocUXVOTHTWY OEV £XOUV
aglohoynBei. Agv éxouv d1eCaxOei DOKIUEG OXETIKA pe T BEppavon A TN LETOKIVNON QUTWY TwV CUCTNRATWY O€ AuTd
Ta TePIBAANovTa. ETreIdn auTég 01 CUOKEUEG DeV EXOUV EAEYXDED, N GPI Ogv UTTOPEI va KAVEI CUOTACEIG OXETIKA LE TN
XPNON QTTEIKOVIONG payvnTIKoU OUVTOVIOPOU pE AUTA TA EUQUTEUNATA I ATTEIKOVIONG PAdIOCUXVOTATWY, EiTE
OXETIKA pe Béuata ac@dAciag €ite TNV akpifeia Twv eikévwy. Opiopéva egaptAuaTta gival TTaBnTIKEG HETAAAIKEG
OUOKEUEG Kal, YEVIKA, UTTdpxel n moavotnta auolifaiag TTapeuBoAng pe opiouéveg peBodoug atTeikdoviong ,
ouutrepidAapBavouévng TNG TTOPAUOPPWONG TNG EIKOVAG GTN HAYVNTIKA TOpoypagia Kal TG okEdaong akTivwy X
oTnVv a&ovikn Topoypagia.

7. AYZMENEZ ENINTQZEIZ ZTHN AKEPAIOTHTA THZ ZYZKEYHZ

utTopei va oupfoulv peTd TNy TOTToBETNON AUTAG TNG TTPOCBECNG TTOU aTTAITOUV TTEPAITEPW BEPATTEIa.



H eppdavion wag emTAOKAG putropei va axeTifeTal i va eTTNPedgeTal aTTd TO TIPONYOUUEVO XEIPOUPYIKO ICTOPIKO TOU
a0BevoUlg 1} atrd TTPONYOUNEVES IATPIKEG KATOOTACEIG.

O1 avemluunTteg evépyeleg TTou avagépovTal otn BiBAloypagia oTnv KAIVIKF) TTPOKTIKA TWV TTPOCOBECEWV TNG
KpoTagoyvabikAg didpBpwang NG K&Tw yvadou eivai yeviké ol akOAoUBeG:

. MoAuvon
. Xpoéviog A eTavaAappavouevog TTovVog Kai/n oidnua
. ATTWAEIa TNG KIVNTIKOTNTOG TwV apBpwoewy Adyw TNG avAaTITUENG ouu@UCEwY (OUAWDBNG I0TOG), EKTOTTOU

ooToU A ayKUAwong
. E&apBpwaon Twv Tunudtwy tnG Tpdobeong

. ®dBopa, Kivnon, oTTAcIKO 1 XaAGpwaon TwV £EAPTNUATWY TNG TTPO0BEONG
. Aidtpnon A didoTraon TWv yUpw I0TWV
. AvTidpaon Eévou owpaTog ] aAAEPYIKN avTidpaon oTa UAIKG TNG TTpooBeong

. MNa v KOrA:

e O0ovTIK] avwuaAia TTOU aTraITei TTpocapuoyr Oaykwuatog, opBodovTik i emavaAnyn Tng
eméupaong.

e Amoppognaon A diIdRpwan TNG KPOTAPIKAS YAUVNG TNG KpoTagoyvabikrg didpBpwaong.

e [lpoBAfuata wTwy, cuptrepiAappavouévng Tng AEYUOVAS Kail/f S1IaTpNONG TOU £EWTEPIKOU OKOUTTIKOU
mépou, Aolpwéelg Tou péoou | €ow wTOG, dIATpNoNn TOUu TUUTTAvou, pOVIUN OTTWAEID OKONG,
KoudoUvIopa aTa auTId KAl TTPOBAMATA ICOPPOTTIAG ) EuaTaxIavAg OAATTIVYAG

e AucAsiToupyia TOU TTPOCWTTIKOU vEUPOU.

AMN\EG TTITTAOKEG UTTOPET VO EPPAVICTOUV OTTWG:

. MeTeyXeIpNTIKOG TTOVOG, 0idNuad, LWAWTTEG, LUIKOG OTTAOUOG  OXNUATIOUOG AINATWUOTOG
. Mep1@epIkéG vEUPOTTABEIEG
. ApVNTIKEG ETTITITWOEIG TNV ETEPOTTAEUPN APBpwaon éTav N TTPOBeon TOTTOBETEITAI TN pia TTAEUPA.

8. AIAAIKAZIA AMOZTEIPQZHZ

A OAa 1O 10TPOTEXVOAOYIKA TIPOIOVTA TroU Trapéxovral amd Tnv GPl SPA cuokeudlovtal O€
ouokeuacia "MH AMOZTEIPQMENH".

O1 OUOKEUEG TTOU TTOPAYOVTal aTTO TNV GPI SPA, uéow Tng d1adikaaiag eTTIAEKTIKI G aUVTNENG AEICEP OKOVWV TITaViou,
KOBOATIOU Xpwpiou Kal TTOAUOuIBiOU Kol Ol CUOKEUEG TTOU TTapdyovTtal atrd TV GPI SPA péow Tng diadikaaiog
dAeong TToAuaiBuAeviou uWNARG TTUKVOTNTAG Kal PEEK Ba KATaoTpa@ouv pe Tn XPrion ammoppuUTTaVTIKWY UWNARG
TTUKVOTNTOG. pe Pdon 10 08U, emopévwg xpnoipotroieite povo OYAETEPA KAl ANTIBAKTHPIAIKA
ATOPPYTIANTIKA.

A O1 10TpIKéEG OUOKEUEG GPI SPA mrapéxovtal o MH AMOZITEIPEZ ouvlnkeg, emTouévwg, yia va
dlao@alioTei n aoc@aAfng KAIVIKR XpAoN, CUVIOTATAI va dKOAOUBEITE TRV KaBOPIoHEVN OEIpd:

a) ApXIKN TTPOETOINACIa OTO ONuEio XpRONG:

®  QQAIPEDTE TNV EEWTEPIKNA OCUOKEUATia aTrd XapTOVI TTOU XPNOILOTIOIEITAI YIO TV ATTOOTOANR
o  [BydATe TO EOWTEPIKS KOUTI pe TO AoyOTUTTO GPI

b) TpoETOINACIO TTPIV ATTO TOV KABAPIOHO.

aAQAIPECTE TA TTPOIOGVTA ATTO TNV ECWTEPIKA CUOKEUATia-

ATTOOUVAPUOAOYAOTE TO 1ATPOTEXVOAOYIKS TTPOIGV OTaA £EAPTHATA TOU,

€€eTdOTE TNV KAAN KATAOTACT) TOU TTPOIGVTOG.

ENéyéte  Om dev umdpyouv  ummoAsippaTta  eme€epyaciag/okdévng  kal  €dv UTTAPXOUV,
KaBapioTe/EeUTTAOKAPETE/TTAUVETE TIG TPUTTEG TTPIV TNV ATTOOTEIPWON.



c) kKaBapiopog Kal atroAvpavon-

MAOveTe yelpokivnTa A pNXaviKA pe ATTIO OUBETEPO ATTOPPUTTAVTIKG (OTTOAUTWG pn O&Ivo) Kal (eoTd vepo,
akoAouBwvTag TIG 00nyieg XPAonNg TOU KOTOOKEUOOTH TOU QTTOPPUTTAVTIKOU. ATTOQUYETE Tn XPAON TOU
QATTOPPUTTAVTIKOU O€ OKPAiEG OUYKEVTPWOEIG. EvQupaTika KaBapIoTIKG pe oudETePo pH Kal {0TO VEPO KTTOPOUV VO
XPNoIuoTroinBouyv yia va dIEUKOAUVOUV Tov KaBapIopd. YTTOKEITAI O€ ETTIKUPWUEVN OIOBIKATIA TTOU CUUUOPPWVETAI
UE Ta TTPOTUTTA TNG OEIPAG I1SO 15883.

A Agv ouvioTtdtal n XpAon TOAU OAKOAIKWY OTTOPPUTTAVTIKWY (pH 2 12). AmTOQUYETE TNV
TapaTeTapévn €kBeon o€ 68Iva i aAKaAIKG SiaAUpaTta Kal SiIaAUpaTa TTou TrEPIEXOUV XAwpidia, Bpwiidia i
1wdio .

MeTd 10 TTAUCIUO, EETTAUVETE KAAG e KABAPO, ATTIOVIOUEVO 1 ATTECTAYUEVO VEPO.

d) Zréyvwpa.

2TEYVWOTE TTARPWG TIPIV TNV OTTOOTEIPWAON KE ATTOPPOPNTIKO UQaoud pue XaunAf atreAeuBépwon cwpaTidiwy A pe
Blounxavikd oTEYVWTAPIO I O VIOUAATTI OTEYVWUATOG.

e) EmO@swpnon kai cuvtApnon:

Katrd tov kaBapioud, €mOewpnoTe TNV ATTOUCIa OPATWY UTTOAEILUATWY, €I0IKA OTIC AlyOTEPO TTPOCRACIUES
TTEPIOXEG. EAEYETE TTPOCEKTIKA Ta €aPTAMATA TNG TTPOCHOECNG Kal/r Ta OXETIKA dpyava yia va Befaiwbeite 611 dev
£€xouv uttooTei {nuid, divovTag 181aiTEPN TTPOCOXN OTIG TTEPIOXEG TWV GUCKEUWV OTA KIVOUUEVA i} aAANAEVOETA pEPN.
Mn xpnoiuotroieite TTPooBeTIKA eEaptriuata A epyaleia TTou €xouv uTrooTEl {NUIA. Z€ AUTAV TNV TTEPITITWON,
EVNUEPWOTE AUEOWG TOV KATAOKEUAOTH , 0 XPNoTnG &ev TTPETTEI VO TTPAYUATOTTIOINCEI EPYATieg OUVTAPNONG fi/Kal
ATTOKATAOTACNG.

f) Zuokeuvaoia

Ta TTpoCBETIKG £€apTruaTa Kal/f} Ta oUVOdd dpyava TTPETTEI VA ETTAVACUCKEUALZOVTAI KATAAANAQ GTO VOGOKOUEIO.
MpoopilovTtal yia atmmooTeipwan g€ DITTAEG BKES oUupwva pe TN uEBodO aTmooTeipwang yia Ta SIAPopa TTPOoIdVTa.
AuTé 10 ZUuoTnua Mikpopiakou ®payuou (SBS) TTpETTEl va £XEl ETTIKUPWOET yia va atrodeigel Tnv IKavoTnTa TTapoxXAS
ETTAPKOUG OTTOOTEIPWONG.

g) AmooTeipwon

O1 akéAouBeg TTapdueTpol TNG TTAPAKATW dladikaaoiag £xouv atmodeixBei 6T TTapdyouv Eva TTPOIGV pe eTTiTTEdO SAL
10 ° log oUp@wva pe To UNI EN ISO 17665 kal To UNI EN ISO 14937. AAMoI Trapouolol KUKAOI pTTopsi va
XpnoiuotroinBouv aAAd dev €xouv agloAoynBei. Eival eubuvn Tou xpriotn va atrodeifel TNV TTAPKEIQ TOU KUKAOU
ATTOOTEIPWONG TTOU XPNOIUOTTOIEITAI O€ TTEPITITWOT TTOU JIaPEPEI ATTO TIG AKOAOUBEG VOEIEEIG:

MNa wpooBéoeig kal e§apTARATA OTTO KPApA TITaviou (Ti6AI4V):

ATrooTteipwon pe atud : ATToOTEIPWON 0€ AUTOKAUOTO pE aTud TTPo-Kevou o€ Bepuokpaaia 134°C yia TOUAGXIOTOV
5 AeTTTG.

MNa wpooBéoeig kal e§apTApATA ATTO KPApa KoBaATiou-xpwpiou (Co28Cr6Mo):

ATrooTteipwon pe atud : ATToOTEIPWON 0€ AUTOKAUOTO pE aTud TTPOo-KeVoU o€ Bepuokpaaia 134°C yia TOUAGXIOTOV
5 AeTTT@.

MNa avaTopikd avtiypa@a Kal XEIpoupyikoUg o8nyoug a1rd roAuapidio (PA ):

ATrooTeipwon pe aTud : ATTOOTEIpWON 0€ AUTOKAUOTO e aTud TTPo -kevou o€ Bepuokpaaia 134°C yia TOUAGYIOTOV
5 AeTTTG.
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MNa mpooBéceig Kal e§apTALATA O€ TTOAVAIOEPIKE KETOVN (PEEK):

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

MNa mwpooBéoeig kal e§apTAuaTa a1rd ToAuaifuAévio upnAng TukvoeTnTag (UHMWPE):

Amrooteipwon pe umepodeidio Tou udpoydvou (kAiBavog atrooTeipwong TAAOMATOG): pE €UPOG
Beppokpaaiag Asitoupyiag 50-55°C, pe eEAGYIOTO KUKAO SIaTAPNONG 37 AETTTA + 3 AETITG APXIKOTTOINONG.

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

AtrooTeipwon pe utrepodeidio Tou udpoyovou (kAiBavog armrooTeipwong TAAOMATOG): pe €UPOG
Bepuokpaaiag Acitoupyiag 50-55°C, pue EAAYIOTO KUKAO d1aTrpnong 37 ATITA + 3 AETITA ApXIKOTTOiNoNG.

A 210 TéAOG TOU KUKAOU atrooTeipwong, eAéyéTe TNV aAAayr oToug SeikTeg SBS (deikTNG HIKPORIOKOU
@pPayuoU) Kal ThV AKEPAIOTNTA TOOO TOU CUCTHHATOG CUOKEUAOIAG 600 KOl TOU TTPOIOVTOG. X€ TTEPITITWON
avwuaAiwy N au@iBoAiwy, BewPNOTE TO TTPOIOV LN CUNUOPPOUUEVO KOl KATA CUVETTEIN LNV TO BECETE OTN
81a8gon Tou XpOTN, KOBWG N aoPAAEIa yia Tov acBevi Sev ptropei va gyyunOei.

h) amolnkeuon;

duldooetal og KaBapod, OPooeEPS KAl ENPO LEPOG KOl HAKPIA aTTO TTNYEG BEpuOTNTAG.

i) ueTagopd

Ma tnv amouyn {nuwv o€ IATPIKEG CUOKEUEG KATA TN HETAPOPA, GUVIOTOUUE TN XPAON KATAAANAWY pagiwy,
OioKWwV 1 AKAPTITWY doxeiwv. ATTOQUYETE TNV ATTOBAKEUON I TN LETAPOPE EpYOAEiWY O€ ETTAPN pHETALU TOUG KOBWG
uITopEi va TTpokANnBei Znuid.

9. EMANANOZTEIPQZH
H GPI dev ouvioTd Tnv TIPAKTIKN TNG €TmavatrooTeipwong kabwg dev €xel uttoBAnBei e emmaAnBeucn Kai
€TMKUpWON.

Mapapével €uBOVN TOu peTaTroiNTA va dloa@aAicel 6T n eTTeEepyaaia, OTTWG OTNV TTPAYUATIKOTNTA EKTEAEITAI UE
XPNon €OTTAIGLOU, UAIKWV Kal TIPOCWTTIKOU GTN uovada eTTeepyaaciag, EMTUYXAVEI TO ETTIOUUNTO ATTOTEAECUA.

10. NMEPIOPIZMENH EITYHZH

H GPI gyyudtal 611 autd TO TTPOIOV TTANPOI TIG TTPOdIAYPAPEG TOU KATOOKEUAOTH Kal OV €XEl KATAOKEUQOTIKG
eAaTTparta katd Tn oTiyur) TG TTapddoong.

AuTég o1 BIaTdelg £XOUV ETTIKUPWOET ATTO TOV KATAOKEUAOTH TNG I0TPOTEXVOAOYIKNG OUOKEUAG WG IKAVES vda
€MMTUXOUV TOV OTTAITOUUEVO KABAPIoUO Kal aTToaTEipwan.

O xpnotng TpéTTel va dlac@aAiael 0TI N TTPOETOIMACIA KAl N ATTOCTEIPWAN TNG IATPOTEXVOAOYIKIG CUOKEUNG, OTTWG
OTNV TTPAYHATIKOTATA EKTEAEITAI XPNOILOTIOIWVTAG TOV €EOTTAIONO, TA UAIKA KAl TO TTPOCWTTIKO ETTITUYXAVEI TO
emBuuntd amotéAeopa. Autd ammaitei eTaAfBOsuon rf/kal eMKUPWON Kol GUOTNUOTIKN TTapakoAoubnon Tng
d1adIkaaoiag.

A AuTA n egyyunon oTmrokAgiel CUYKEKPIMEVA EAQTTWMATA TTOU TTPOKUTITOUV OO0 KOKAR XPRAOoN,
KaTayxpnon N akatdAANAo X€ipIioud Tou TTPOIOVTOG HETA TNV TTAPAAABRA TOU aT1Té TOV XPAOTH.
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11. ENIrPA®H

To KIT OUOKEUNG, a@ou TrapaxBei, TOTTOBETEITAI O€ pn aTTOOTEIPWUEVN CUOKEUACOia, KOBWG N atmoaTeipwan Tou
TTPOIOGVTOG TIPAYULATOTTOIEITAI AiyO TTPIV TN XEIPOUPYIKN TTEURACN, OTTWG AVAPEPETAI OTO TTAPOV £YYPAPO.

H eTIKETQ TTOU OXETICETAI PE TO KIT TOTTOBETEITAI OTO KOUTI.

To TePIEXOUEVO TNG ETIKETAG €ival CUUPWVO UE QUTO TTOU UTTODEIKVUETAI GTO ONUEIO 23.2 TOU TTAPAPTIAMATOG | TOU
RDM 745/2017 Kal OTTEIKOVICETAI TTOPOAKATW.

Ta oUppoAa kal o1 pPACEIS TTOU avaypd@oVvTal TRV ETIKETA TTPOEPYOVTAI ATTO TO TIPOTUTTO avagopdg UNI CEI EN 1ISO
15223-1:2021

KaBe KIT Oa TrTapEXETal PE 1 ETIKETA TTOU EUPAVICETAI OTNV TTPOCBETIKI) CUOKEUOTIQ, pia GTO KOUTI Kal 2 péoa OTO
KouTi aTn 81d0g0n Tou yiaTpoU Kal Tou acBevr, 1 €10IKN ETIKETA YIA KAOE HEPOVWHEVO ECAPTNUA TOU KIT TTPOCBETIKAG.

11.1.NMapdderypa eTIKETAG TIPOCOETIKAG

H onuavon tng mpdBeong atroTeAgiTal aTro:
: ETIKETA KIT : kUpia €TIKETA TTOU TTPOCDIOPICEl TO KIT TIPOCOETIKNAG
ETIKETA ZYZTATIKOY : €TIKETO yIa KAOE PEUOVWUEVO £EAPTNA TTOU ATTOTEAEI TO KIT (EUQUTEUCIUA
ecaptiuara TnG Tpoteang)
ETIKETA OPIANQN : €TiKETO yIa KAOE pepovwpévo Opyavo yia XpAaon o€ cuvouaouo pe TRV TTpdodean (un
EUQUTEUCINA ECOPTAUATA: TT.X. TTPOTUTTA KOTTAG KO AVATOUIKA LOVTEAQ)

MapakdTw gival éva TTapdadelypd KIT TTPOoBETIKAG TMJ TTOU UTTAPXEI OTOV TILOKATAAOYO:

REF E DESCRIZIONE KIT REF E DESCRIZIONE COMPONENTI
1
Es. Kit Chirurgij:o
KIT Operazione pz art. Descrizione
1 man |replicamandibolain =
poliammide
g oo sTomtum Strumentazione
) ima di taglio e foratura in .
1 tgmt -1 titanio del kit
1 rod replica cranio 1/3 in
. . poliammide —
™Y1 Artlcolazm_ne -
Temporo Mandibolare ’ 7 placca mandibolare con
PY |condilo in titanio Tie4 i
Componenti
1 ] protesiglena condilare in impiantabili
PE-UHMW del kit
1 pt3 |placcafissaggioin Ti64
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NMAPAAEIrMA ETIKETAZ KIT

Ta akdAouBa oUuuBoAa kai dIaTUTTWAON EUPavifovTal TNV ETIKETA:

CUSTOM DEVICE: utrodeikvUel TOV TUTTO TNG 1ATPIKAG CUCKEUNG

MEPITPA®H Ttou T1UTOU Tng TPOCAPpOCHEVNG OUoKeung oTtov katdhoyo (XEIPOYPIIKO KIT TIA
ANAKATAZKEYH THZ KPOTA®OINAGIKHZ AIAPOPQXHY oT0 TTapddelypua)

KwdIkdg kataAdyou REF TTou TTpoadiopilel TO KIT

SN ZeIpIakdg apiBudg : apiBudg avayvwpiong g Tpodbeong: ETOZ/MAPAITEAIA KQAIKOZ/N NMPOZOEZH:
AAAA/XXXXX/N

ﬂ Huepounvia Kataokeung ekQpacpévn o€ £Tog/urva

2 Aldpkela xpriong 1 nuepounvia ANEng ekppacuévn oe étog/unva. Edv dev mrpoadiopiletal, Bewpeital

TTEPiIndOG 1 £TOUg ATTd TNV NUEPOUNVia TTapaywyng.

DISPOSITIVO SU MISURA — CUSTOM MADE DEVICE
es. KIT CHIRURGICO DI RICOSTRUZIONE dell' ARTICOLAZIONE TEMPORO-MANDIBOLARE
ex. TEMPOROMANDIBULAR JOINT RECONSTRUCTION SURGICAL KIT

D KIT LISTIND

A

(2% [ 117
[Ea viLl L

AAAATKARA AF tiraa liemid 11w el
AfAL MM of production y AAAAMM of time limit (1year)
) ' (ex, 2025/10)

(ex.2024/10)

@A AL ® MWK S

USO NON CEMENTATO - UNCEMENTED USE
3P| 5.p.a. Via Ragazzi del 99, 13 — 38123 Trento (TN)

\ = Y,

® H 10TpIKr) GuoKeur utropei va xpnaipuotroindei uévo pia @opd rf o€ £vav acBevh Katd Tn SIGPKEIA piag

AAAASLODDCONMMESSASN

(g5, 2UL4/ABLUC0IT)

uévo emréuBaong

AN\

TIPOEIBOTTOINCEIG KAI TIPOPUAAEEIG, O1 OTTOIEG, Yia dIAPOopoug AOyoug, dev uTTopouv va avagepBolv oTnyv idia Tn

Mpétmer va oUpBOUAEUTEITE TIG 0ONYIEG XPNONG YIO ONUAVTIKEG TTPOEIDOTTOINTIKEG TTANPOPOPIES, OTTWG
OUOKEUN

(T3]

H 1atpikiy cuokeun dev £xel uTTOBANBEI o€ dladikaoia aTTooTEipWONG

2upBouleuTeite TIG 0dnyieg xprong
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B
e
%% 20vdeopog QR og Ynelakd Eyypaga (odnyieg xpriong)

@ Mn XpnOILOTTOIEITE TO 10TPOTEXVOAOYIKS TTPOIOV EAV N CUCKEUOTIA £ival KOTECTPAUEVN 1] AVOIXTH

j KpaTioTe 10 pakpid atré ny£EG uypaaciag

\\y/
7N
"

KpatroTe 10 pokpId atmo TTNyEG BepudTnTag Kl QuTOG

XPHZH XQPIZ TZIMENTO: Evnuepwvel OTI TO KIT TTPETTEI VA EUPUTEUBET XWwpIg TN XProN 00TIKOU TOILEVTOU

>HMEIQZH To povadikd avayvwpioTIKO ao0gvoUg Oev epPaviCeTal oTnVv TIKETA, KABWG CUVOEETAI LOVADIKA LE
Tov O€IpIaKd aplBud Kal ava@épeTal aTn dSNAWGCN CUUUOPPWONG.
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ETIKéTO TOU pEpPOVWHEVOU EEAPTARATOG TOU KIT TTIPOCGOEC NG
To KIT TTAPEXETAI LE VA OET ETIKETWV TTOU Ba €QapUOaTOUV aTO TTEPIRANUA K&BE e€apTAUATOG.

KaBe eTikéTa deixvel Tov ogipiakd aplBud Tou KIT ava@opds (Kwdikdg AAAA/CODCOMMESSA/N), ToV KwOIKO KAl ThV
TTEPIYPAPN TOU CUYKEKPILEVOU EEAPTAUATOS KAl TOU UAIKOU TTOU TO GUVBETEI yIa TNV ATTOQUYT] OQAAUGTWY KATA TN

(Aaon TNG aTTO0TEIPWONG.

MapakdTw gival Eva TTopAdelypd ETIKETAG YIA £€va LOVO OUCTATIKO pIaG ERPUTEUCIUNG TTPOBEONG:

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

Descrizione «descrizione e REF kit padre» -Y
Description: «description and kit root REF» -Y

Materiale - Material: « descrizione estesa materiale » es: lega di Titanio Ti6AI4V - TiBAI4V
Alloy

(] AsaamMM s  ARAA/MM
&F . Dr. XXXXXX — Hospital: XXXXX @ : AAAAIXXXXXIN

@ AN £ ® (I

USO NON CEMENTATO - UNCEMENTED USE

OTrou Y gival n oripavan Tou TTPocavaToAIopoU TOU TTPOCBETIKOU OTOIXEIOU O€ OXEON WE TO LEPOG TOU CLOATOG KAl

UTTOPE] TTPOQIPETIKG Va ival:

e D edv eival Aegi e€apTnua
S €dv gival ApioTepd €€APTNUA,
ANT gdv gival peTwiaio e€dptnua
POST €dv eival otioBio €€apTnua,
Agv UTTOBEIKVUETAI EQV EivVal COPEG.

ZAUOVOT OPYAVWYV Yia Xpion o0& cuvduaoud pe 1o KIT

To 6pyavo yia xprion o€ ouvduaopd pe To KIT (TT.X. 0dnNyoi KOTTAG KAl avaToplkd avTiypa@a) gival 1o cUvoAo
€€apTNUATWYV TTOU BonBoUuV To uPUTEULA TO OTTOI OEV UTTOPOUYV VA AVaYVWPIOTOUV WG ELQUTEUCINA LEPN TNG
TTPOBEONG.

MapakdaTw gival éva TTapddelyua TIKETAG yia Opyava:

d : GP1 SPA - Via Ragazzi del ‘99, n.13 -30123 Trento (TN) — ITALY
: XXX (art. componente di listino)

Descrizione «descrizione e REF kit padre»
Description: «description and kit root REF»

Materiale - Material: « descrizione estesa materiale » es: poliammide — PA12
MA]asaamm ﬁ :AAAA/MM
?+ D, XO00000C — Hospital: X000 AAAANKXXX/N

®&A@E&]%

NON IMPIANTABILE — NOT IMPLANTABLE
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12. KAPTA EMOYTEYMATOZ

H kdpT1a epputelpatog mapéxetal ammd TNV GPl o EykaraoTdoelg Yyeiag kal cuokeuddeTtal padi pe ta rapayoueva
IATPOTEXVOAOYIKA TTPOIOVTA. Z€ AUTO UTTAPXOUV TTEDIA TTOU TTPETTEI VA GUUTTANPWBOOUV atrd To apuddIo UYEIOVOUIKO
TIPOCWTTIKG KAl IBiWG Eival aTTapaitnTo:

85.6 mm

ZUuUTTANPWOTE TNV KAPTa (TTPACIva pépn oTtnv €ikdva) pe OAEG TIG TTANPOQYopieg TTou ¢nTouvTal
AvVaTPEXOVTAG GTO UTTOUVNUA CUUBOAWY TTOPAKATW.
AwaoTe 0TOV 00OEVH TNV KAPTA EUPUTEUUATOG.

54 mm

GPI Spa \

International Implant Card
DISPOSITIVO MEDICO SU MISURA

M2 Nome paziente

Dt:;rmr impianto

o+ {h‘ﬂme e
fn nairizzo
della struttura sanitaria

(OR300
£

https:fimplant.card. gpl. it

- -\

Codice kit

Descrizione kit

[sn] AAAA/XXXXX/N

GPl Spa

Via Ragazzi del '99, 13

38123 Trento (TH)

T+359 0461 381515

F +39 0461 381599
info@gpi.it

gpi@pec.gpi.it

Cod. EUDAMED: IT-MF-000020127

AN /

KEiLEvO TTou ouvTayBnke aTmd ToV KATOOKEUQOTH

Keipevo TTou ouvTayOnKe ammd 7O UYEIOVOLIKS
POCWTTIKG

-Ksiusm TIPOEKTUTTWUEVD TTTO TOV KATOOKEUAOTH

OpUAoG TWV CUPBOAWY

ll‘? Ovoua agBevn

31
Huepounvia epgurteuong

o+
A\ ‘Ovoua kai d1elBuvon TNG LovAadag UYEIOVOUIKAG TTEPIBaAYNG

AieBuvon iotétotrou/ Kwdikdg QR pe TTANpo@opieg acobevolg

(Kwéu«')g KOl TTEQIYPOAQPT] TOU IATPOTEXVOAOYIKOU TTPOIOVTOG

el

ApIBUOG OEIPAG TNG I0TPOTEXVOAOYIKAG CUCKEUNG

KaTtaokeuaoTAg
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O1 akbAouBeg TTANPOPOPIES TTPETTEI VA TTAPEXOVTAI OTOV aGBEVH ATT TNV UYEIOVOUIKE povada:

e OmoiadATToTe TTPOEIdOTIOINCT, TTPOQUAAEN 1 LETPO TToU TTPETTEN va AngBei atmd Tov acBevh i atmd Tov
emayyeApaTia uyeiag o€ oxéon pe apoiBaia TTapépBacn o€ eUAoya TTPORAEWILEG EEWTEPIKEG ETTIOPATEIG,
1aTPIKEG ECETATEIG 1 TTEPIBAAAOVTIKEG CUVONKEG.

e OTtroiadnmoTte TTANPOPOPIa yia TV AVOUEVOREVN WEEAIUN (WA TwV CUCKEUWV Kal KABe atrapaitnTtn
TTapakoAoudnaon.

e OTroiadnmote AAAN TTANpo@opia TTou aTTooKoTTEl 0T Slao@ANIoN TNG aoPaAoUg XPAONG TNG CUOKEUNG
atd Tov aoBevr), cupttepIAapBavopévwy TTANPOPOPIWY YIa UAIKA KAl OUCiEg OTIG OTTOIEG UTTOPET VO EKTEDET
0 a0BevAG.

13. KAINIKH MAPAKOAOYOHZH

ZUVIOTWVTAI TTEPIODIKEG ETTIOKEWEIG yIa TNV TTapakoAoubnon Tng B£ong Kal TnNG KATdoTaong Twv TTPOCOETIKWY
eCaptTnudTtwy, Kabwg Kai yia Tov EAeyX0 TNG KATAOTaoNG Tou 0GToU. [payuaToTroINoTE TTEPIOBIKG UETEYXEIPNTIKEG
OKTIVOYPOQIEG YIa va €XETE pIa AKPIBA €IKOVA TNG KATAOTAONG QUECWS META TNV ETTEUPRACN KAl VA ETTICNUAVETE
TUXOV LOKPOTTPOBECUa ONuadIa Kivnaong, XaAapdTnTag, KAUWNGS f PLYHWY TWV £EaPTNUATWY.

MNa va ptopéoel va e@apudoel 1o oxESI0 ETITHPNONG KAl ETTOTITEIAG TToUu aTraiTeital atrd Tov Kavovioud Tng EE
2017/745 kai va gyyunBei TNV ac@daAeia TG ammodoong Twv TIPOIOVTWY TNG, N GP | spa amaitei Tn déoueucn Twv
TTEAQTWV TNG Va @POVTICOUV YIa T GUAAOYI TTPOEYXEIPNTIKWY OeDOUEVWV KAl UETEYXEIPNTIKA TTapakoAoldnon ,
XPNOILOTTOIWVTAG TUTTOTTOINUEVN QOPUA GUAAOYAG OEDOUEVWIV.

EidikéTEpQ, TTPETTEI VO ava@épovTal Ta akOAouBa aToixeia:

Ymokeiuevika dedouéva
e TT0oU oxeTifovTal pe Tov TTOVO, pe KAipaka mmévou (VAS 0-10) TTou KupaiveTal atod "xwpig ovo (0)" - "mio

£€vTovog Tmévog (10) "
®  IXETIKG U TNV TPEXOUOT TTOIGTNTA {wiiG OE GUYKPION KE TTPIV OO TNV eppUTEUaN TG TTPOBEDNG

AvTikelpevikad dedopéva
Aegdopéva ammd Aueceg PETPNOEIG TOU €UPOUG Kivnong Tng apBpwaong TTou UTTORANBNKE Ot €TTAVOPBWTIKN
XEIPOUPYIKN BepaTreia Ta oTroia KaTaypd@nkav o€ XINOOTA Tou uéyioToU avoiyuaTog TNG dpbpwang.

Ta atroteAéopata TTPETTEI va GUAAEYoVTal 0€ KABE neGOdIACTNUA TTAPAKOAOUBNGNG TTEPITTOU YIia TOUG akOAouBoug
XpPOvoug dslypaTtoAnyiag:
- Auean peTEYXEIPNTIKA
- 7/10 nuépeg
- lpAva_
- 3pnAveg
- bpnveg
- 1xpdvia
- Mia @opd 10 XpdVo yia Ta eTTOUEVA XPOVIa

H ouMoyn kAivikwv Ogdopévwyv gival ammapaitnn yia Tnv agloAdynon mng amodoong Tng Tpobeong Kal Twv
EMTTWOEWV TNG oTov acBevr). Ta dedopéva auTd €ival n peiwon Tou TTOVOU, KOBWG kal n  BeATiwon Twv
A€ITOUpYIWV Kal TNG TTo16TNTAG (WG Tou aoBevoUg.
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14. PHTPA EFTYHZHZ KATA NIOGANHZ EYOYNHZ

O1 00nyieg TOU TTEPIYPAPOVTal TTOPATTAVW €XOUV ETTIKUPWOEi atmd Tnv GPI SPA w¢ aKkpIBrg TreEpIypa®n Tng
TIPOETOINATIOG UIAG IATPIKIG CUCKEUNG VIO XPron o€ évav uévo acBevr).

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

AuTé cuvABWG aTTaITei ETTIKUPWAN Kal KUKAIKO £Aeyxo Tng diadikaaiag AsIToupyiag.

O1 diodikaoieg KaBapiopoU, amoAlpavong Kol aTmooTeipwong TTPETTEN va eKTEAOUVTAI KOI VO KaTaypa@ovTal
oUu@WVA UE Ta IoXUOVTA TTPWTOKOAAG 0T doun TToU €ival UTTEUBUVN yia TIG TTPOAvVaPEPOEIoES Epyaaied.
OTrol00r1T0TE aTTéKAION ATTd TOV XEIPIOTH TNG BEPaTTEiag ATTd TIG TTAPEXOUEVESG 0BNYieg TTPETTEI va a&loAoyEiTal KAl
Va KOTaYPAPETAl O OXEQN KE TNV OTTOTEAECHATIKOTNTA KO TIG TNOAVEG OpPVNTIKEG KAl OUOUEVEIG OUVETTEIEG.

15. AIANOMEAZ I'lA THN EAAAAA:

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

Mapouaoi, 15123

T +30 6974854420

info@ihso.gr

www.ihso.gr

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

Kwdikbég EUDAMED: IT-MF-000020127

ApIBu6G pntpwou Bdon dedopévwyv KATAOKEUAOTWYV EEOTOUIKEUMEVWY 1ATPOTEXVOAOYIKWY TTPOIGVTWY TOU
YTroupyeiou Yyeiag: ITCA01050530
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