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1. MPOEIAOMNOIHZEIZ

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

XPNon NG TTPOCAPUOCHEVNG CUOKEUNG.
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MNa ka0e TUTTO ava@OPAg OXETIKA e TTPOIOVTA GP |, OTeIATE éva email oTnv akdAoubn
O1eUBuvon email: segnalazionidm@pec.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 CUOKEUACIEG.

AKOAOUBROTE TTPOCEKTIKA TN BIAdIKACIA ATTOCTEIPWONG TTOU UTTOBEIKVUETAI YIa KABE
TUTTO UAIKOU

MpooéTe va unv aTTO0TEIPWOETE Pe aTpd £€apTApaTa TTOAUQIBUAEVIOU (UHMWPE).

MNa wa epamrépw d1adIkaoia ETavaTrooTEipwaong evog CUCTATIKOU TNG TTPOBECNG,
avatpé€te otnv TTapdaypago EMANATMOZETEIPQSH 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 e TTPOBETEIG AAANG TTPOEAEUANG
€KTOG €4V auTOG 0 oUVOUAOUOC £XEl avaAuBei oTn @Aan Tou oxedlaouoU.
Ta e€apTAuaTa TNG TTPGOBeang TC éxouv OoxedIOOTEI yia va TalpiAlouv povadika aTnv
avaTtopia Tou aoBevoUg Kal GTa TTPOEYXEIPNTIKG OX£DI TOU ETTEURAIVOVTOG XEIpOUpPYOU,
XPNOILOTIOIWVTAG €va avaTouk® pOVTEAO OOTOU TIOU TTOPAYETAI OTTO  AgOVIKA
Topoypagia TOoU 0a0Bevolg . AuTd T TTPOEYXEIPNTIKA OxEdIa TTEPIAQUPBAvVOUV Tn
onuoupyia TnG £mBuUpNTHG PUBUICNG oTOoV aCBevA TTPIV aTTd TNV AEOVIKH TOpoypagia r
OTO pOVTEAO OOTOU PETA TNV TTapaywyr) Tou. Eival TTOAU onpavTikd o xeipoupyodg va
avarrapdyel pe akpifeia 1o ox€dlo pubuiong Tou aoBevoUg KAl TUXOV OVOTOUIKO
TTEPIYPAUUA KATA TN OTIYUN TNG EUPUTEUCNG TTPOKEILEVOU VA ETTITEUXOEI N eMOIWKOUEVN
TOTTOB£TNON TWV EEaPTNUATWY TNG TTPOCBEDNG.
MNa va Olac@aAioTei N Aac@AAEIa KAl N ATTOTEAECUATIKOTNTA TnNG €TméURacng, n
TOTTOB£TNGN TNG TPOBeong TC dev aTrauTel TN XPrion OOCTIKOU TOIUEVTOU R GAAWV
TTANPWTIKWY TTAPAYOVTWV
Ta eCapthuata TG TPGBeong Tpoopilovral yia eu@UTEUCn O€ éva OET auolfaiag
oudeuing.
MNa va eCaoc@alioTei N ac@AAEId Kal N ATTOTEAECUATIKOTNTA TNG €TMEURACNS, n
ToTroB£TNON TNG TTPOCBeong TC dev atraitel TN XPAON €£aPTNUATWY TTOU TTAPEXOVTAI
atrd AAAOUC KATOOKEUQOTEG (ue e€aipeon TIC Bidec oTEPEWONC)
Ta e€aptAuara TG TPOCBECTNG TTEPIEXOUV ETTIQAVEIEG TTOU UTTOPEI VA KATACTPAPOUV €
TepITTwon Aavbacpévou Xeipiopou.
o OTroiadnmoTte BAGRN 0€ QUTEG TIG ETTIPAVEIEG UTTOPEI va ETTNPEACEI TN
HOKPOTTPGBea N aTTddoon TNG TTPOBECNG.
o  ATTOQUYETE TNV ETTAQPN WE TIG ETIPAVEIEG TWV APUWY 600 TO duvaTdv
TTEPIOTOTEPO.
o Ta efaptAuaTa TNG OOOVTOOTOIXIOG TTPETTEl va XEIpi(ovTal pOvo ueE
auBAcia, Acia emigdveia epyalcia yia va atropeuxdei n ¢nuid.
o Agv TTPETTEl va XPNOIULOTTOIOUVTAI EPYOAEia pue OOVTIO, 0BOVTWOEIS 1
AIXUNPES AKPEG.
To pOVTEAO TWV OO TWV TTOPOUCIAEl XOPAKTNPIOTIKA EUBPAUCTOTNTAG. XEIPIOTEITE UE
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TTPOCOXN.

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

O Tmapexduevog EOTTAICUOG OV TTPETTEI TTOTE VA XPNOIUOTIOIEITAI YIQ TNV EKTEAEDT
EPYAOIWV YIa TIG OTTOIEG Bev £xel oxedlaoTei €101kd. H akatdAAnAn xprion evog opyavou
uttopei va TTpokaAéael Oxi uovo BAGRN oTo dpyavo aAAd Kai Tpadua oTov
aoBevi/xeIpIoTn

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

Mnv XpNOIUOTTOIEITE KATECTPAUUEVA EPYOAEIQ.

Ta kateoTpapuéva Opyava TTPETTEl va avTIKABioTavTal TTPIV Ta XPNOIUOTTOINCETE .

Mnv €TTIXEIPAOETE VA ICIWOETE A VO TPOTTOTTOINCETE EPYAAEgia ) eEapThpaTa 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 CUUUOPPWONG
NG TTPp6Beong Kai Tov ogIpIakd apiBud. O oeipiakdg aplBudg eival o apiBudg ava@opds
TTOU OUVOEETAI PE TNV IOTPIKF CUVTAYH Kal TN OAAWGON CUUUOPPWONG KAl EAEYXETAI LE
petagoTuTria aTo EEAPTNLA OTTOU TO ETTITPETTOUV OI BIAOTACEIG, dEdOopEVA TTOU
TAUTOTTOIOUV Tov aaBevh. EAEYETE TNV akpIfr) avTioToIXia Tou o€IpiakoU apiBuou TTou
ouvOEETal LE TOV aaBevh aTNn ONAWGN, TNV ETIKETA Kal TNV TTPOCBEaN, TTPIV
TTPOXWPNOETE OTNV TTPOCHOETIKA EUPUTEUDN.

O yIaTpAg gival uTTEUBUVOG YIa TNV EVNUEPWOT TWV OCOEVWV TXETIKA LE TOUG
TTEPIOPIONOUG TNG EpPUTEUCNG TNG TTPOCBEONG TC. Acdopévou OTI TIPOKEITAI VIO
TIPOCAPUOCUEVEG TTIPOBETEIG, T OpIa AUTA dIaPEPOUV avaAoya ue TNV TTpOaBean Kal
Tov a0Bevr) kai gival euBuvn Tou AITOUVTOG yIaTPoU.

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

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

Beaiwbeite 6Tl 01 COKOUAEG TTOU XPNOILOTTOIOUVTAI VIO TNV ATTOOTEIPWON ival GOIKTEG
Kal OTI Ta €€APTAATA €ival CWOTA CUOKEUAOPEVA KOl TOTTOBETUEVA CWOTA péoa oTa
OUCTANATA OTTOOTEIPWONG YIA VO ATTOQPUYETE TOV KivOUVO va OTTACEI N GAKOUAQ.



2. NPOBAENOMENH XPHZH

2.1. NpooBEoEIg KPAVIOKWY EPPUTEURATWV

H 1pbéobeon Kkpaviokng avakataokeung (CT) eivalr wa €10IKAG KOTOOKEUNG E€UQUTEUCIUN 1ATPIKA CUOKEUN
Katnyopiag lIl TTou £xel oxeDIAOTEI yIO TNV AVAKATOOKEUN TUAUATOG TOU KPAVIOU LETA ATTO XEIPOUPYIKNA £TTEURACN
KOPKIVOU, O€ TTEPITITWON TPAUUATOG OTO KEPAAI 1] YIa CUYYEVEIG DUCTTAATIEG.

To kit amoteAcital atrd £vav ouvouaopd eEapTnuaTwy cuokeuaouéva padi TTPOKEILEVOU va XpnoipotroinBouyv yia
TNV avadounon e&vog pEPOUG TOUu Kpaviou Kal Teavwg otrd éva XEIPOUPYIKO OET TTou atroTeAeiTal atrd éva
AVATOWIKO HOVTEAO OOTOU KAl XEIPOUPYIKA TTPOTUTTA KOTTHG.

AuTa Ta €opTrpaTa €XOUV E€COTOMIKEUTEI OTTOKAEIOTIKA yia TOV 0aCBgvr) TTOU TTPOCdIoPICeTal OTNV ETIKETA TNG
OUOKEUNG, KATaokeuadovTal péow TpIodIAcTaTnNG EKTUTTWONG (3D printing) i péow CNC @pEdag (Computer Numerical
Control) ue Baon éva TTpwTdTUTTO 3D.

To TpwTéTUTTO avamTiooeTal pe PAon TIG €IKOVEG DICOM Kal TIG CUYKEKPIMEVEG 0dnyieg TTou guvTdoovTal aTTd
OTTOIOOATTOTE ATOUO €E0UCIOBOTNUEVO ATTO TNV €BVIKN vouoBeaia SuvAauel Twv TTPOCWITIKWY TOU TTPOCOVTWY, TO
OTT0i0 UTTOEIKVUEI, UTTO TNV €UBUVN AUTOU TOU TTPOCWTTOU, T EIIKA XOPOKTNPIOTIKA auToU TOU OXEDIOU.

O1 rpooBéocig kataokeuadovTal pe BlooupBatd UMk 6TTWG KpAua TITaviou Ti64, TTOAUaIBUAéVIO UHMWPE, PEEK.

H xeipoupyIkn €TéuBacn ammoKaTAoTaoNG KPaviou TTPETTEI va EKTEAEITAI ATTO 1ATPIKG KAl VOONAEUTIKO TTPOCWTTIKG
TTPONYOUREVWG EKTTAIOEULEVO Kal €CEIDIKEUPEVO OE OPBOTTEDIKEG XEIPOUPYIKEG ETTEUPRACEIG OATTOKATACTACNG
Kpaviou o€ Xelpoupyeia eE0TTAICUEVA YIA TO GKOTTO AUTO.

2.2. MpocIdOTOINCEIG 1} ATTOKAEICHOI.

O1 TTpoBETEIG £XOUV CUYKEKPIMEVA OXEDIOOTIKA XAPAKTNEIOTIKA TTOU TTApEXOVTAI we EuBUVN TOU aITOUVTOG laTpou o
0TT0i0G €ival EE0UaI0dOTNEVOG ATTO TNV £0VIKA VOUOBETia AOYWw TwV ETTAYYEARATIKWV TOU TTIPOGOVTWV.

NAOYyw TWV ECATOUIKEUPEVWV XOPOKTNPIOTIKWY TOUG KOl TwV UAIKWV TTOU XPNOILOTTOIOUVTAl, Ol TTPOCBETEIg
TTpoopidovTal yia aTTA Kal aTTOKAEIOTIKA XPrion a1Té Tov aoBevr] yIa TOV OTTOI0 £X0UV OXEDIAOTEI.

Ta ouoTAuata OTEPEWONG TTOU XPNOIUOTTOIOUVTAl YIa TNV ayKUpwon Twv TTPoBEcEwY Oev TTAPEXOVTAl UE TIG
TIPOBECEIG, EKTOG €AV UTTAPXEI QITNUA YIA TTPOCAPUOCHEVN TTAPAYWYH, OTTOTE ATTOTEAOUV AVATTIOGTIACTO UEPOG TOU
KIT, aAAd opifovTal oTn @dacn Tou oxedIagoU aTrd TO IATPIKO TTPOCWTTIKG CUUPWVA pe KATAAANASGTEPO TTPSTUTTO Yia
TN CUYKEKPILEVN XEIPOUPYIKA ETTERRACN.

3. ANTENAEIZEIZ KAl METPA NMPO®YAA=HZ

H mrpocappoouévn ep@uTteuon KpaviokAg TpocBeang Ba TTpETTel va EETAZETAI TIPOOEKTIKA AV 0 a0BEVAG EXEI pia
] TTEPICOOTEPEG ATTO TIG AKOAOUOEG KATAOTATEIG:

e Evepyég/xpovieg Aoipwéelg

e >uvBniKeg OTIG OTTOIEG BEV UTTAPXEI ETTAPKAG TTO0OTNTA /TTOI6TNTA 00TOU YIa TN OTAPIEN TWV TTPOCOETIKWY
eCaptnudtwy

e >uoTnuatikég TrTaBoAoyieg ue auénuévn euaicbnaoia o€ Aolnweelg

e Tekunpiwpévn aAAepyia oTa UAIKE TwV TTPOOBETIKWYV £EAPTNRATWY

4. KANONIZTIKEZ AMAITHZEIZ

MDR 745/2017 Reg. EE 1atpoTeXVOAOYIKO TTPOIGV

EN 1SO 9001:2015 >uaTnuata dlaxeipiong moIdTnTag — BaoIKEG apXES Kal AeEIAGYIO

EN ISO 13485:2016 /A11:2021 laTpIKEG OUOKEUEG — ZuaTApOTA BlayEipiong TToI0TATAG — ATTAITHOEIG YA
PUBUIOTIKOUG OKOTTOUG

UNI EN ISO 14971:2 019 latpikég ouokeuég - EQapuoyn diaxeipiong Kivduvou e
1ATPOTEXVOAOYIKA TTPOIGVTA

EN ISO 14155:2020 KAIvikA Algpetvnaon laTpikwy Zuokeuwv yia AvBpwTria XpAon- Opdr

KAIvikn MpakTIKA



UNI EN ISO 16061:2021

EN

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

020
UNI EN ISO 14630:2013

UNI EN 1SO 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

UNIEN ISO 17664-1:2021

5. YAIKA

Opyava yia xpAon o€ cuvduaous pe pn EVEPYA XEIPOUPYIKA
EUQUTEULATA - YEVIKEG ATTAITHOEIG

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

Mn evepyd XEIPOUPYIKA EUPUTEUNATA - YEVIKEG ATTAITATEIG

Mn evepyd XEIPOUPYIKG ELPUTEUATA - EIBIKEG ATTAITIOEIG

BioAoyikr) agloAdynon 1aTpoTEXVOAOYIKWYV TTPOIOVTWV

XelpoupyIK& epQUTEUPATA - LETOAAIKA UAIKA - H€EPOG 3: KpApa TITaviou
6-aAoupiviou 4-Bavadiou

Xelpoupyika epuTelpata: nEPOog 2 NMoAuaiBuAévio e€aipeTIkG uywnAoU
popiakoU Bapoug

Eugureupata yia xeipoupyiki eméupacn — MetaAAikd uAIkd — Mépog 4:
Kpdua xUteuong KoBaATiou - xpwuiou - uoAuBdaiviou

laTpikéG OUOKEUEG - ZUpBOAA TTOU XPNOILOTTOIOUVTAI O€ ETIKETEG
IATPOTEXVOAOYIKWY TTPOIOVTWY, ETTICHLAVON KAl TTANPOQOPIES TTOU
TTPETTEI VA TTapEXOVTal - MEPOG 1: [eVIKEG ATTAITHOEIG

Tutmikr) TTpodiaypa@n yia TTOAUpEPR TTOAUAIBEPAIBEPKETOVNG (PEEK) yia
E@appoyég xeipoupyikwy Epgurteupdtwv

ATtrooTeipwaon TTPOiIGVTWY UYEIOVOUIKAG TTEPIBAAYWNG - Yypr BepudTnTa -
MéEpog 1: ATTAITACEIG yIa avdaTITUEN, ETTIKUPWON Kal EAEYXO0 pouUTivag

ATtrooTeipwon TTPOIGVTWY UYEIOVORIKAG TTEPIBAAYNG - MEVIKEG ATTAITATEIG
ylo TOV XOPAKTNPEIOUO €vOG TTApAyovTd OTTOOTEIPWONG Kal yia Tnv
QvamTugn, €mMKUPWON Kal OUuOoTNUATIKO £AeyXo upiag dladikagiog
ATTOOTEIPWONG YIA IATPOTEXVOAOYIKA TTPOIOVTA

ZuoKeuaaia TTPOIGVTWY UYEIOVOWIKNG TTEPIBaAyNg - TAnpogopicg TTou
TTPETTEl VO TTOPEXOVTAI OTTO TOV KOTOOKEUQOTH I0TPOTEXVOAOYIKWV
TTPOIOVTWY YIO T CUCKEUACIA I0TPOTEXVOAOYIKWYV TTPOIOVTWY - MEpog 1:
KpioIpeg Kal NUIKPIOILEG CUOKEUEG

OAa 1o TTPOGOETIKA UAIKA CUUUOPPUIVOVTOI UE TA UTTOOEIKVUOUEVA TTPOTUTTIA XEIPOUPYIKAG TTPOCBOETIKAG UNI

ISO/ASTM.

e Kpdua TiTaviou, TTPATUTTO ISO 5832-3/ASTM F136, KpAua: Ti-6Al-4V ELI

o Kpdua koBaATiou-xpwuiou-poAuBdaiviou: TTpOTUTTO ISO 5832-4/ASTM F75, KpAua: Co-28Cr-6Mo

e TToAUQIBUAEVIO e€aIPETIKA UYNnAOU poplakoU Bapoug, I1SO 5834 -2/ASTM F648, UHMWPE GUR 1050 TUTTOU 2

e TTOAUQIBEPaIBEPKETOVN (PEEK), UAIKO ue TTIOTOTTOINGN TTPOoéAeUanC ISO 10993-1 Invibio Optima™

e  TToAUQpidIO PA12, UAIKO TTIOTOTTOINUEVO KATA TTPOEAEUC ISO 10993-1

Inueiwon: Ta TUTTIKG CUCTAUATO OTEPEWANG TTPOCOETIKWY, TTOU EVTOTTICTNKAV ATTO TOV XEIPOUPYO OTNV APXIKA
PAaaon oxedlaouou, eV TTAPEXOVTAI UE TO KIT TIPOCBETIKAC

O1 AeTrTOopEPEIEG TWV UAIKWYV 0UVBEDNG TOU KIT TTPOCBETIKAG avaépovTal aTn SHAWON CUPUOPPWONG.



5.1. ZuvBnkeg aroBiKeuong UAIKWV

To KIT TTPOCOETIKAG va QUAdooeTal o€ KABaps, oTeyvod TTEPIBANAOV Kal TTPETTEI va TTPOCTATEUETAI ATTO TO NAIAKS
QWG Kal TIG aKpaieg OEPUOKPATIEG.

5.2. AidBgon UAIKwV

H améppiyn Twv a@aipoUuevwy UAIKWY, CUUTTEPIAGUBAVOUEVWV TwV OpyAvwy, TTPETTEI VA TTPAYUOTOTTOIEITAI
oUp@WVA UE TO TTPOTUTTO YIa EIBIKA XEIPOUPYIKA aTTOBANTA, TTOU XPNOILOTTOIOUVTAI O€ XEIPOUPYEIQ .

6. TNMPOO®YAAZEIZ

Eival eubuvn Tou Xeipoupyou TTou XpNOILOTIOIEI AUTO TO TTPOIOV va a&IoAOYATEl TNV KAIVIKE Kal IATPIKA KATAOTACN
TOoUu 00B8evoUg yvwpilel OAEG TIG TITUXEG TWV BIAdIKOCIWY £uPUTEUONG Kal TIG TTIOAVEG ETTITTAOKEG TTOU UTTOPET va
TIPOKUWOUV yIa KAOE OUYKEKPIMEVN TTEPITITWON. Ta ATTOTEAEOUOTA TNG XEIPOUPYIKNAG ETTEUROAONG WTTOPEI va
emOevwOOoUV pe TNV TTAPOdO TOU XPOVOU KaI VA pnv avTaTTOKPivovTal TTAEOV OTIG TTIPOODOKIEG TOU aoB0gvoUg I Tou
Xelpoupyou. Etmouévwg, Ba mpétrel va AneBolv uttown Tuxov TTPOcOeTEG 1} EVAAANAKTIKEG OIOdIKATIES TTOU TTPETTEI
va TTpayuatotroinfolv. H avabewpnTikA €TTEURA0N EUQUTEUUATWY OEV gival aouvriBIaTN, ETTOUEVWG O XEIPOUPYOG
Ba TTpETTEl VA TTPAYUOTOTTOINCE! WO TTPOCEKTIKA KAIVIKF] avaAucn KivoUvou-o@EAOUG YIa va ETTITUXEI TO KOAUTEPO
HAKPOTTPOBEC O ATTOTEAECUA VIO TOV ACBEVN.

O aoBeviig TTpETTel va evnuePWOET yia TOUG TTEPIOPICOUG TNG AVOKATAOKEURG KAl TNV AVAYKN ATTOQUYAS ¢OPTWONG
TOU €UQUTEUNATOC PE UTTEPRBOAIKA QOpPTia pEXPI VA ETTITEUXOET ETTAPKEG ETTITTEDO OTEPEWONG KaI ETTOUAWONG.

Eival euBuvn Tou xeipoupyouU va eEOIKEIWOEI PE TIG XEIPOUPYIKEG TEXVIKEG EUPUTEUCTG QUTWVY TWV CUOKEUWV HECW
UEAETNG OXETIKWYV ONuoaIcloewy, dIOBOUAEUCNG HE EUTTEIPOUG OUVEPYATEG Kal EKTTAIOEUCONG OTIG DIAdIKOCTIEG TTOU
I0XUOUV YIa TN CUYKEKPIUEVN TTPOBEaN .

21N UETEYXEIPNTIKI QPOVTIOO TTPETTEI VO AKOAOUBEITAI ATTOOEKTH XEIPOUPYIKNA TTPAKTIKA.

A MH XPHZIMOMMOIEITE ZTOIXEIA ZE ANOIKTEZ 'H XAAAMENEZ ZYZKEYAZIEZ.

6.1. NMAnpo@opieg ATPAAEING HAYVNTIKOU GUVTOVIOLOU KAl paSIOCUXVOTATWYV

To peTaAAIKO UAIKO TTOU XpNOIUOTTOIEITaI yIa TIG TIPoBETeIg Bev gival éva atrd Ta UAIKG TTou BewpouvTal eTTIKIVOUva 1
aocuppifacTa yia atreikévion payvnTikou ouvtoviopou (MRI) kal padioouxveTtnTeS (RF).

QoT1600, UTTAPYOUV £yYEVEIG KivOuvol TTou OXETICOVTAI pe TN XPHoN LETOANIKWY EQQUTEUNATWY O€ TTEPIBAAAOV MRI
Kal RF, cuptrepiAapfavopévng Tng petavaoTeuong eEapTnudTwy, TNG EMaywyng BeppdTnTag Kal TG TTapeBoAng n
TTAPAUOPPWONG GUATOG KOVTA OTa £€EAPTHUATA.

H Bepuikn eTTaywyr) LETAAAIKWY EUPUTEURATWY gival €vag KivOUvog TTou eEaPTATAI OTTO TN YEWWUETPIA KAl TO UAIKO
TWV eEapTNUATWY, KABWG Kal atrd TITUXEG TTOU OXETICOVTAI HE TN KAYVNTIKI TOROYpaQia Kal Tn padlioouxvoTtnTa,
OTTwG n 10XUG, n Oidpkela kKal n aAAnhouxia maApwv. Emeidy o €EomAIondg payvntikAG Topoypa@iag n
POBIOCUXVOTATWY &gV €ival TUTTOTTOINUEVOG, N oORAPATNTA AUTWY TwWV TPORANUATWY Kai n méavétnta va
EUPAVIOTOUV PE AUTA TA EUPUTEUUATA EiVAl AYVWOTA.

H aoc@dAcia kal n oupBaTtéTnTa QUTWY TWV EUPUTEUUATWY € TTEPIBAAAOVTA MRI Kal padIooUXVOTATWY OEV £XOUV
aglohoynBei. Acv Exouv O1e€axOei DOKIUEG OXETIKA pE T BEpuavaon A TN LETAKIVNON QUTWY TWV CUSTNUATWY O€ auTd
Ta TepIBaAAovTa. ETTEIdN auTéG Ol GUOKEUEG BeV £X0UV eAeyXDEi, N GPI Ogv UTTOPE va KAVEI CUCTACEIG OXETIKA E TN
Xprion arreikdviong payvnTikou CUVTOVIOUOU pE QUTA TA EPQUTEUUOTA H OTTEIKOVIONG POBIOCUXVOTATWY, EiTE
OXETIKA pe Béuata ac@dAciag €ite TNV akpifeia Twv eikévwy. Opiopéva egapthpaTta gival TTaBnTIKEG HETAAAIKEG
OUOKEUEG Kal, YEVIKA, UTTApxEl n moavotnta auolfaiag TTapepBoAng pe opiopéveg peBodoug atreikoviong ,
ouutrepiAapBavouévng TNG TAPAUOPPWONG TNG €IKOVAG GTN pAYVNTIKA Topoypagia Kal TG okEdaong akTivwy X
TNV a&oVIKr) Topoypagia.



7. AYZMENEZ ENINTQZEIZ ZTHN AKEPAIOTHTA THZ ZYZKEYHZ

AvVeTTIBUUNTEG EVEPYEIEG PTTOPET VO GUpBOUV PETA TNV TOTTOBETNON AUTHG TG TTPOCHOEONG TTOU ATTAITOUV TTEPAITEPW
Bepartreia.

H gppdvion wag emTAOKAG putropei va oxeTifeTal i va eTTNPEAZeTal aTTO TO TIPONYOUUEVO XEIPOUPYIKO IOTOPIKO TOU
a0oBgvoUg 1 atrd TTPONYOULEVES IOTPIKEG KATAOTATEIG.

8. AIAAIKAZIA AMNMOZTEIPQZHZ

A OAa Ta 1aTPOTEXVOAOYIKA TIPOIOVTA TroU Trapéxovral amd Tnv GPl SPA cuokeud{ovtal O€
ouokevacia "MH AMOXZTEIPQMENH".

O1 0UOKEUEG TTOU TTaPAyovTal atrd TNV GPI SPA, uéow Tng d1adikaaiag eTTIAEKTIKNG aUvTNENG A£ICEp OKOVWV TITAVIOU,
KoBaATiou xpwpiou Kal TTOAUOuIdiou KAl Ol GUOKEUEG TTOU TTapAyovTal atmd Tnv GPI SPA péow Tng d1adikagiag
aAeong TToAuaiBuAgviou uPNARG TTUKVOTNTAG Kal PEEK Ba KATtaoTpagouv pe TN XPron ammoppuTTaVTIKWY UWNANS
TUKVOTNTAG. ME Pdon To 08U, emopévwg xpnoluotroicite pévo OYAETEPA KAl ANTIBAKTHPIAIKA
ATOPPYTIANTIKA.

A O1 1a1pIkég ouokeuég GPI SPA Trapéxovral oe MH AMOZITEIPEZ ouvOikeg, emopévwg, yia va
Slao@aAioTei N aoc@AaAng KAIVIKH XPAON, CUVICGTATAI va aKOAouBeiTe TRV KaBopiopuévn ocipd:

a) apXIKN TTPOETOINACIO OTO ONuEio XPAONG:

®  OQaIPEDTE TNV EEWTEPIKA OCUCKEUATia atrd XapTAVI TTOU XPNCIUOTIOIEITAl VIO TNV ATTOOTOAR
BYAATE TO EOWTEPIKS KOUTI pe TO AoyOTUTTO GPI

b) TrpogTOINACTia TTPIV ATTO TOV KABAPIoUO.

AQAIPECTE TA TTPOIOVTA ATTO TNV ECWTEPIKA CUCKEUATiQ-

QATTOOUVOPUOAOYAOTE TO IGTPOTEXVOAOYIKO TTPOIGV OTa £EAPTHAUATA TOU,

€EETAOTE TNV KAAN KATAOTAGT) TOU TTPOIGVTOG.

ENéyéte  O6m dev umdpyouv  umtoAcippaTta  eme€epyaciag/okdévng kal  €Av UTTAPXOUV,
KaBapioTe/EeUTTAOKAPETE/TTAUVETE TIG TPUTTEG TTPIV TNV ATTOCTEIPWAN.

c) kKaBapiopog Kal atroAdpavon:

MAUveTE yeipokivnTa A puNXaVvIKA pe ATTIO OUBETEPO ATTOPPUTTAVTIKG (OTTOAUTWG pn O&Ivo) Kal (eoTo vePo,
akohouBwvTtag TIG odnyieg XPAONG TOU KOTOOKEUAOTA TOU OTTOPPUTTAVTIKOU. ATTOQUYETE Tn Xprion Tou
QATTOPPUTTAVTIKOU O€ AKPAiEG OUYKEVTPWOEIG. Eviupatikd KaBapIoTIKA pe oudETEPO pH Kal {e0TO vePS UTTOPOUV Va
XPNoiIuotroinBouv yia va dIEUKOAUVOUV Tov KaBapIopd. YTTOKEITAI O€ ETTIKUPWHEVN OIOdIKATIO TTOU CUUUOPPWVETAI
HE Ta TTPOTUTTA TNG O€IPAG I1SO 15883.

A Agv ouviotdrar n XpRon TOAU OAKOAIKWV aImoppUTTAVTIKWY (pH 2 12). Amo@Uyete TNV
Trapaterapévn €kBeon og 68Iva | aAkaAikd SiaAUpara Kal d1aAUpaTa TTou TTEPIEXOUV XAWPidia, Bpwpuidia
1wdI0 .

MeTd 10 TTAUCIUO, EETTAUVETE KAAA pE KABAPO, ATTIOVIOUEVO 1 ATTECTAYUEVO VEPO.



d) Zréyvwpa.

2TEYVWOTE TTARPWG TIPIV TV ATTOOTEIPWON KE ATTOPPOPNTIKO UQaopa pe XaunAf atreAeuBépwon cwpaTidiwy A pe
Brounyaviké oTeyvWTAPIO i} O VIOUAATTI OTEYVWUATOG.

e) EmO@swpnon kai cuvtApnon-

Katrd tov kabapioud, €mOewpnoTe TNV ATTOUCIa OPATWYV UTTOAEILUATWY, €I0IKA OTIGC AlyOTEPO TTPOCRACIUES
TTEPIOXEG. EAEYETE TTPOCEKTIKA Ta €€QPTAMATA TNG TTPOCHOECNG Kal/r Ta OXETIKA dpyava yia va Befaiwbeite 611 dev
£€xouv uttooTei {nuid, divovTag 181aiTEPN TTPOCOXI OTIG TTEPIOXEG TWV CUCKEUWV OTA KIVOUpEVA ] aAANAEVOETA péPN.
Mn xpnoipotroieite TTPooBeTIKA eEapTtripata i epyaleia TTou €xouv uTroOoTEl {NUIA. Z€ AUTAV TNV TTEPITITWON,
EVNUEPWOTE OUEOWG TOV KATAOKEUAOTH , 0 XPNOoTNG &EV TTPETTEI VO TTPAYUOTOTTOINCEI EPYATiEG OUVTAPNONG fi/Kal
ATTOKATAOTACNG.

f) Zuokeuaoia

Ta TpoaBEeTIKG e€apTruaTa Kal/f} Ta ouvodd dpyava TTPETTEI VA ETTAVACUCKEUAZOVTAI KATAAANAQ GTO VOGOKOUEIO.
MpoopilovTtal yia ammooTeipwan o€ DITTAEG BKeS olupwva pe TN uEBOdO atmooTeipwang yia Ta SIGPopa TTPOoIGVTA.
AuTé 10 ZUoTnua MikpoBiakoU ®payuou (SBS) TTPETTEl va £XEl ETTIKUPWOE yIa va aTrodeigel TNV IKAvOTNTA TTAPOXAG
ETTAPKOUG ATTOOTEIPWONG.

g) AmooTteipwon

O1 ak6AouBeg TTapdaueTpol TNG TTapakdTw diadikaaiag éxouv atrodeixBei OTI TTapdyouv éva TTPOIOV PE ETTITTEDO SAL
10 ® log oUp@wva pe To UNI EN ISO 17665 kal To UNI EN ISO 14937. AAMol Trapopolol KUKAOI pTTopei va
xpnoiuotroinBouv aAAd dev €xouv agloAoynBei. Eivalr eubuvn Tou xprioTn va atrodeifel TNV eTTAPKEIA TOU KUKAOU
ATTOOTEIPWONG TTOU XPNOIUOTTOIEITAI O€ TTEPITITWOT TTOU SIaPEPEI ATTO TIG AKOAOUBEG VOEIEEIG:

MNa mpooBioeig Kal eEapTALATA ATTO KPAud TITaviou (Ti6AI4V):

ATrooTeipwon pe atud : ATTOOTEIPWON 0€ QUTOKAUOTO UE aTud TTPO-KEVOU o€ Bepuokpaaia 134°C yia TOUAGXIOTOV
5 AeTTTa.

MNa mpooBéoeig Kal e§apTAUATA aTTO Kpdpa KoBaATiou-xpwpuiou (Co28Cr6Mo):

ATrooTeipwon pe atud : ATTOOTEIPWON 0€ QUTOKAUOTO UE aTud TTPO-KeVOU o€ Bepuokpaaia 134°C yia TOUAGXIGTOV
5 AeTTTé.

Ma avaTopikd avTiypa@a Kal XEIpoupylikoUug odnyoug atré TroAuapidio (PA ):

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

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

ATrooTteipwon pe atud : ATTooTEIpWON 0€ AUTOKAUOTO PE aTud TTPO -KEVOU a€ Beppokpaacia 134°C yia TOUAGXIOTOV
5 AeTTTA.

MNa mwpooBéceig Kal e§apTApara a1rd ToAuaiBuAévio upnAng TTukvoeTnTag (UHMWPE):

Amrooteipwon pe umepodeidio Tou udpoydvou (kKAiBavog atrooTeipwong TAAOMUATOG): pe €UPOG
Bepuokpaaiag Asitoupyiag 50-55°C, e EAAXIOTO KUKAO dlatripnong 37 AeTTTé + 3 AETITA ApXIKOTTOINoNG.

MNa mwpobéoeig kai e§aprpara atrd moAuaiBulévio uPnNARG TTUKVOETNTOG O€ GUVOUAONO pE KpApd TITAViou
(UHMWPE+Ti6AlI4V):

Amrooteipwon pe umepodeidio Tou udpoydvou (kKAiBavog atrooTeipwong TAAOMATOG): pE €UPOG
Bepuokpaaiag Asitoupyiag 50-55°C, e EAAXI0TO KUKAO dlatripnaong 37 ATTTé + 3 AETITA ApXIKOTToiNoNG.
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210 TEAOG TOU KUKAOU atrooTeipwong, eAéy&te Tnv aAAayrp oToug O¢eikTeg SBS (de€ikTnNG HIKpORI0KOU
@payupouU) Kal ThV aKEPAIOTNTA TOOO TOU CUCTHHATOG GUOKEUAOIAG 600 KOl TOU TTPOIOVTOG. X€ TTEPITITWON
AVWHOAIWY R au@IBOAIWY, BEWPAOTE TO TTPOIOV UN CUNUMOPPOULEVO KOl KATA CUVETTEIO unV TO BE0ETE OTN
81a8gon Tou XpNOTN, KOBWG N aoPAAgla yia Tov aoBevi Sev ptropei va eyyunOei.

h) amolnkeuon;

GuAdooeTal o€ KabBapod, dpoaePsd Kal ENPO LEPOS Kal LakpId aTrd TTNYES BepudTNTAG.

i) upeTapopd

Ma tnv ammouyn {nuwv o€ IATPIKEG CUOKEUEG KATA TN HETAPOPd, OUVIOTOUUE TN XPNON KATAAANAWY pagiwy,
OioKWV i AKAUTTTWY doxEiwV. ATTOQUYETE TNV ATTOBAKEUCN 1 TN LETOPOPA EPYAAEiWV O€ ETTAPR LETAEU TOUG KABWG
UTTOPEI va TTPoKANBEi {nuid.

9. ENANAMNOZTEIPQZH
H GPI dev ouvioTd TNV TIPAKTIKN TNG €TmavamooTeipwong Kabwg dev €xel uttoBAnBei e emmaAnBeucn Kkai
EMKUPWON.

Mapapével €uBOVN TOU peTaTToINTA va dloa@AAicel OTI n eTTEEEpyaaTia, OTTWG OTNV TTPAYUATIKOTNTA EKTEAEITAI UE
XPNon €€0TTAIGOU, UAIKWV Kal TIPOCWTTIKOU GTN ovada eTTeEpyaaciag, EMTUYXAVEI TO ETTIOUUNTO ATTOTEAEC .

10. NMEPIOPIZMENH EITYHZH

H GPI gyyudtal 611 autd TO TTPOIOV TTANPOI TIG TTPOdIAYPAPEG TOU KATOOKEUAOTH Kal eV €XEI KATAOKEUOOTIKG
eAATTWRATA KATA TN OTIVUIA ThG TTapddoong.

AUTEG 01 JIOTAEEIG €xouv €TMKUPWOEI aTTd TOV KATAOKEUAOTH TNG IOTPOTEXVOAOYIKAG CUOKEUNG WG IKAVEG va
€MMTUXOUV TOV OTTAITOUUEVO KABAPIoUO Kal aTToaTEipwaon.

O xpARoTng pétrel va dlaa@aAioel OTI N TTPOETOILACIA KAl N OTTOCTEIPWON TNG IATPOTEXVOAOYIKIG CUOKEUNRG, OTTWG
OTNV TTPAYHATIKOTATA EKTEAEITAI XPNOILOTIOIWVTOG ToV €EOTTAIONS, TA UAIKA KAl TO TTPOCWTTIKO ETTITUYXAVEI TO
emBuunté amotéAeopa. Autd atraitei eTaAfBsuon r/kal eMKUPWON KAl GUCOTNUATIKY TrapakoAouBbnon Tng
d1adikaaiag.

A AuTA n gyyunon omrokAgiel CUYKEKPIMEVA EANTTWUATA TTOU TTPOKUTITOUV aTrd KOKAR XPRAOoN,
Katayxpnon N akatadAANAo X€ipIoud TOu TTPOIOVTOG HETA TNV TTAPAAABA TOU aTTd TOV XPAROTN.
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11. ENIrPA®H

To KIT OUOKEUNG, a@ou TrapaxBei, TOTTOBETEITAI OE pn aTTOOTEIPWUEVN CUCKEUAOia, KOBWG n atmmoaTeipwan Tou
TTPOIOGVTOG TIPAYULATOTTOIEITAI AiyO TTPIV TN XEIPOUPYIKN ETTEURACN, 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 TTAPAPTIAUATOG | TOU
RDM 745/2017 Kal OTTEIKOVICETAI TTOPOKATW.

Ta oUppoAa kal o1 pPACEIS TTOU avaypd@ovTal TRV ETIKETA TIPOEPYOVTAI ATTO TO TTPOTUTTO avagopdg UNI CEI EN ISO
15223-1:2021

KaBe KIT Oa TrTapEXETAl PE 1 ETIKETA TTOU EUPAVICETAI OTNV TTPOCBETIKI) CUOKEUOTIQ, Hia GTO KOUTI Kal 2 péoa OTO
KouTi aTn 81d0g0n Tou yiaTpoU Kal Tou acBevr, 1 €10IKH 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 mpodeang)
ETIKETA OPIANQN : €TiKETO yIa KAOE pepovwpévo Opyavo yia XpAaon o€ cuvouaoud pe TRV TTpooBean (un
EUQUTEUCINO ECOPTAUATA: TT.X. TIPOTUTTA KOTTAG KOl AVATOUIKA LOVTEAQ)

MapakdTw gival éva TTapdadelypd KIT TTPO0BETIKAG TMJ TTOU UTTAPXEI OTOV TILOKATAAOYO:

REF E DESCRIZIONE KIT REF E DESCRIZIONE COMPONENTI
1
Es. Kit Chirurgil:o
KIT Operazione pz art. Descrizione
replica mandibola in =
1 man . .
poliammide
Ty P e Strumentazione
) ima di taglio e foratura in .
1 tgmt - 1 itanio del kit
1 rod re pllica cranio 1/31in
] . poliammide —
™Y1 Artlcolazm_ne —
Temporo Mandibolare 1 7 placca mandibolare con
PH |condilo in titanio Tie4 ,
Componenti
1 g protesiglena condilare in impiantabili
PE-UHMW del kit
1 pt3 |placcafissaggioin Ti64

11



NAPAAEIrMA ETIKETAZ KIT

es. KIT CHIRURGICO DI RICOSTRUZIONE dell’ARTICOLAZIONE TEMPORO-MANDIBOLARE
ex. TEMPOROMANDIBULAR JOINT RECONSTRUCTION SURGICAL KIT

D KIT LISTINO @ AAAA/CODCOMMESSA/N
' /1) v..‘" 'l‘, / 2\ v"v.v v‘

(es. TMJ1)

AAAA/MM of production A j A ’ ﬁ \
(ex.2024/10) (€X. £0£5/20)
/I\ R ,T. o v
: /1
. A EE @f'b /.\\

USO NON CEMENTATO - UNCEMENTED USE

GPI S.p.a. Via Ragazzi del '99, 13 — 38123 Trento (TN)
www.gpi.it J

DISPOSITIVO SU MISURA - CUSTOM MADE DEVICE \

Ta ak6AouBa oUpBoAa kal SIATUTTWON EUPAVICOVTal TNV ETIKETA:

CUSTOM DEVICE: utrod€IkvUEl TOV TUTTO TNG IATPIKAG OUOKEUNG

MEPITPA®H Ttou TUTTOU TNG TIPOCOAPHOCHEVNG OUOKEUNG aTov katdhoyo (XEIPOYPIIKO KIT TIA
ANAKATAZKEYH THZ KPOTA®OINAGIKHZ AIAPOPQXHY oT1o Trapddelypa)

KwdIkdg kataAdyou REF TTou TTpoadiopilel TO KIT

SN Zeipiakdg apiBudg : apiBuog avayvwpiong Tng Tpodbeong: ETOZ/MAPAITEAIA KQAIKOZ/N NMPOZOEZH:
AAAA/XXXXX/N

M Huepounvia Kataokeung EKQpaopévn o€ £Tog/urva

2Alé(pKt:lO( XpNong n nuepounvia AAENG ekppaopévn oe £tog/uRva. Edv dev mpoadiopiletal, Bewpeital

TTEPINdOG 1 £TOUG ATTO TNV NUEPOUNVia TTapaywyng.

® H 10TpIKr] cuokeur utropei va xpnaiuotroindei uévo pia @opd rfp o€ £vav acBevh Katd Tn SIAPKEIA piag

uévo eéuBaong

A\

TIPOEIBOTIOINCEIG KAI TIPOPUAAEEIG, O1 OTTOIEG, Yia dIAPopoug AGyoug, dev uTTopouv va avagepBoulv oTnyv idla Tn

Mpétrel va ouuBouAeuTeite TIG 00NYieg XProNG YO GNUAVTIKEG TTPOEIDOTTOINTIKEG TTANPOPOPIES, OTTWG

OUOKEUN

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

2upBouleuTeite TIG 0dnyieg xprong
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OEID)
el
Ei%H 2 0vOoeopnog QR o€ yneiakd £yypaga (odnyieg xpriong)

®

‘
0

Mn XPNOILOTTOIEITE TO IATPOTEXVOAOYIKO TTPOIOV AV N CUCKEUOCIA Eival KATECTPAUUEVN ) AVOIXTH

j KpaTioTe 10 pakpid atré ny£EG uypaaciag
[
TR
a

KpatroTe 10 pokpId atmod TTNyEG BepudTnTag Kol QWTOG

XPHZH XQPIZ TZIMENTO: Evnuepwvel OTI TO KIT TTPETTEI VA EUPUTEUBET XWwPIg TN XPron 0oTIKOU TOIUEVTOU

>HMEIQZH To povadikd avayvwpioTIKO ao0evoUg dev epPaviCeTal oTnVv TIKETA, KABWG CUVOEETAI LOVADIKA LE
Tov O€IpIaKS aplBud Kal avagépeTal aTn dSNAWGCN GUUUOPPWONG.
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ETIKéTO TOU pEpPOVWNEVOU EEAPTAATOG TOU KIT TTIPOCOEC NG
To KIT TTAPEXETAI LE VA OET ETIKETWV TTOU Ba €QAapUOoaTOUV 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

(Aon TNG aTTO0TEIPWONG.

MapakdTw gival Eva TTopAdelypd ETIKETAG YIA £€va LOVO OUCTATIKO pIOG 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 - TiIBAI4V
Alloy

] Aaaamm I YYYY VY
ot . ital: [SN] :AAAAXXXXXN
S Dr. XOOO(XX — Hospital: XXXXX :

D N A ® 1 8

USO NON CEMENTATO - UNCEMENTED USE

OTrou Y €ival n oriuavan Tou TTPocavaToAIouoU TOU TTPOCBETIKOU OTOIXEIOU O€ OXEQN WE TO HEPOG TOU CLOATOG KAl

UTTOPEN TTPOAIPETIKG Va gival:

e D edv eival Aeti e€dptnua
S €av eival ApioTepd e€ApTNUA,
ANT gdv gival peTwiaio e€dpTnua
POST eav gival otrioBio e€dpTnua,
Agv uTTOBEIKVUETAI EQV Eival COPEG.

ZAuOVON OPYAVWY Yid XPion o€ cuvduaoud pe To KIT

To 6pyavo yia xprion o€ cuvduaaud pe TO KIT (TT.X. 00nNyoi KOTTAG KAl avaTouikd avtiypa@a) gival 1o aUvoAo
eCaptnudTtwy tmou BonBoulv 10 uPUTEUNA TO OTTOIa €V UTTOPOUV VA AVAYVWPIOTOUV WG EPPUTEUCIUG HEPN THG
TTPOBeoNG.

MapakdTw gival éva TTapdadelypa eTIKETAG yia 6pyava:

d : GPI 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

M| Aaaamm E :AAAA/MM
O 2 Dr. XOOXXXX — Hospital: XXXXX AAAA/XXXXX/N

AA@E@:—%

NON IMPIANTABILE — NOT IMPLANTABLE
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12. KAPTA EMOYTEYMATOZXZ

H kdpT1a epputelpatog mapéxetal ammd TNV GPl o EykaraoTdoelg Yyeiag kal cuokeuddeTtal padi pe ta rapayoueva
IATPOTEXVOAOYIKA TTPOIOVTA. Z€ QUTO UTTAPXOUV TTEDIA TTOU TTPETTEI VA GUUTTANPWBOOUV atrd To apuddIo UYEIOVOUIKO

TIPOCWTTIKG KAl IBiWG Eival aTTapaitnTo:

e JUuUTTANPWOTE TNV KAPTa (TTPAcIiva pépn oTtnv €ikéva) pe OAeg TIG TTANPOQopieg Tou ¢nTouvTal

AvVaTPEXOVTAG GTO UTTOUVNUA OUUBOAWY TTOPAKATW.
e AwaoTe aTov aoBevi TNV KAPTA EPPUTEUPATOG.
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GPl spa

via Ragazzi del 99, 13
38123 Trento (TN)

T +39 0461 381515

F +39 0461 381599
info@gpi.it
gpi@pec.gpi.it

Cod. EUDAMED: IT-MF-000020127

[ ] Keipevo ou ouvtayBnke atmé Tov KATAOKEUQOTH

[ ] Keipevo TTou GuvTaxBnKe aTrd TO UYEIOVOUIKS TIPOCWITIKG

Bl Keipevo TTPOEKTUTTWHEVO ATTO TOV KATAOKEUAOTH

OpUAog TWV cUuBOAwY

° Il‘? Ovoua agBevn

31
° Huepounvia epgputeuong

o+
« M Ovoua kai d1elBuvon TNG povadag UYEIOVOUIKAG TTEPIBaAYNG

m
AiglBuvaon 10T6ToTToU/ KWwdIKOG QR pE TTANpOoopicg aaBevoug

° <Kw6n<ég KOl TTEPIYPOAQPT] TOU IOTPOTEXVOAOYIKOU TTPOIOVTOG

° ApIBUOG O€IpAG TNG 1I0TPOTEXVOAOYIKHG CUOKEUNG
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el

° KaTtaokeuaoTAg
O1 ak6AouBEeG TTANPOPOPIES TTPETTEI VA TTAPEXOVTAI GTOV A0BEVH ATTO TNV UYEIOVOUIKA Hovada:

e OmoiadATToTe TTPOEIdOTIOINCT, TTPOQUAALN 1 LETpo TTou TTPETTEN va AngBei atmd Tov acBevh i atmd Tov
eTTayyeAuaTia uyeiog e oxéon pe auoifaia TrapéupBacn oe eUAoya TTPORAEYIUES EEWTEPIKES ETTIOPACEIC,
1aTPIKES £CETATEIG 1 TTEPIBAANOVTIKEG CUVONKEG.

e OTtroiadnmoTte TTANPOPOPIa yia TV AVOUEVOREV WEEAIUN (WA TwY CUCKEUWV Kal KABe atrapaitnTtn
TTapakoAouBnaon.

e OTroiadrmote AAAN TTANpo@opia TTou atTooKoTrel oTn Slao@ANIon TNG aoPaloUs XpPAONG TNG CUOKEUNG
atéd Tov aoBevr), cupttepIAapBavopévwy TTANPOPOPIWY YIA UAIKE KAl OUCIEG OTIG OTTOIEG UTTOPEI VO EKTEDET
0 a0BevAG.

13. KAINIKH MAPAKOAOYOHZH

ZUVIOTWVTAI TTEPIODIKEG ETTIOKEWEIG yIa TNV TTapakoAoubnon Tng B£ong Kal NG KATdoTaong Twv TTPOCOETIKWY
eCaptTnudTtwy, Kabwg Kai yia Tov EAeyX0 TNG KATAOTAoNG ToUu 0GTOoU. [payuaToTroINoTE TTEPIODIKG UETEYXEIPNTIKEG
OKTIVOYPOQIEG YIa va €XETE pIa aKPIBR €IKOVA TNG KATAOTAONG OUECWS HETA TNV ETTEUPACN KAl VA ETTICNUAVETE
TUXOV LOKPOTTPOBECUa oNuadIa Kivnong, XaAapdTnTag, KAUWNGS f pPLYHWYV TWV £EaPTNUATWY.

MNa va ptropéoel va e@apudoel To oxEdI0 EMITHPNONG KAl ETTOTITEIAG TTOU aTraiTeital atrd Tov Kavovioud Tng EE
2017/745 kai va gyyunBei TNV ac@daAgia TG ammodoong Twv TIPOIOVTWY TNG, N GP | spa amaitei Tn déoueuon Twv
TTEAQTWV TNG Va @POVTICOUV YIa T GUAAOYI TTPOEYXEIPNTIKWY OeDOUEVWV KAl UETEYXEIPNTIKA TTapakoAoldnon ,
XPNOILOTTOIWVTAG TUTTOTTOINUEVN QOPUa GUAAOYAG SEdOUEVWIV.

EidikéTEpQ, TTPETTEI VO ava@épovTal Ta akOAouBa aToixeia:

Yrokelueviké dedouéva
e TTOU OXeTi(ovTal pe TOV TTOVO, pe KAipaka mmévou (VAS 0-10) TTou KupdiveTal atod "yxwpig ovo (0)" - "mio
évtovog 1révog (10) "
o >yeTIKA pe TNV TpEXouca TToIdTNTA (WG o€ OUYKPIOoN KE TTPIV ATTO TNV EN@UTEUCN TNG TTPOBEONG

AvTIKeIneVIKA dedouéva
2100ePATNTA KAl OOTEOEVOWUATWON TNG TTPOBEaNG.

Ta atroteAéopaTta TTPETTEI va GUAAEYOVTal 0€ KABE neGOdIACTNUA TTAPAKOAOUBNGNG TTEPITTOU Yia TOUG akOAouBoug
XpOvoug delypaTtoAnyiag:
- AQUECN WLETEYXEIPNTIKN
- 7/10 nuépeg
- 1lunva
- 3pnveg
- bpnveg
- 1xpbvia
- Mia gopd 10 XpdVvo yia Ta ETTOPEVA XPOVIa

H ouAMloyry kAivikwv dedopévwyv gival atrapaitnTn yia TRV afloAdynon Tng amoédoons g mpoébeong Kal Twv
EMTITWOEWY TNG oTov aoBevr). Ta dedopéva autd cival n peiwon Tou TéVoU, KABWG Kal N PeATiwon 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¢ akpIBrg Trepiypa®n Tng
TIPOETOINATIOG UIAG IATPIKIG GUCKEUNG 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 DIaBETIHOU TTPOCWTTIKOU OTIG KATAAANAEG EYKATAOTATEIG,
ETTITUYXAVEI TO ETTIBUUNTO ATTOTEAEC QL.

AuTé cuvABwWG aTTaITei ETTIKUPWAN Kal KUKAIKO £Aeyxo Tng diadikaaiag AeItoupyiag.

O1 diodikaoieg KaBapiopoU, amoAlpavong Kol aTmooTeipwong TTIPETTEN va eKTEAOUVTAI KOI VO KaTaypa@ovTal
oUu@WVa UE Ta IoXUOVTa TTPWTOKOAAG 0T doun TToU gival UTTEUBUVN yia TIG TIPOAvVaPEPOEIoES Epyaaied.
Otrol00r1T0TE ATTOKAION ATTG TOV XEIPIOTH TNG BEPATTEiag ATTO TIG TTAPEXOUEVESG 0BNYieg TTPETTEI va a&loAoyEiTal KAl
Va KOTOYPAPETAl O OXEQN KE TNV OTTOTEAECHATIKOTNTA KO TIG TNOAVEG OpVNTIKEG KAl OUOUEVEIG OUVETTEIEG.

15. AIANOMEAZTIA

EAAAAA:

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

Mapouaoi, 15123

T +30 6974854420

info@ihso.gr

www.ihso.gr

ITAAIA:

VER SAN &Dafne srl

Viale Archimede 25 - 37059 Campagnola di Zevio (VR)
T +39 045 569949

F +39 045 568190

info@versandafne.it

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

KwdIk6g EUDAMED: IT-MF-000020127

ApIBu6G pntpwou Bdon dedopévwyv KATAOKEUAOTWV EEATOUIKEUREVWY 1ATPOTEXVOAOYIKWY TTPOIGVTWY TOU
YTroupyeiou Yyeiag: ITCA01050530
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