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1. NMPOEIAOMNOIHZEIZ

O1 rpocidoTToIfaElg TTPoadIopifovTal e Evav TTPOOSEUTIKO KWOIKO N Kai SitrAa Tou gp@avidetal To Rid 61T0U Rid
TTpoadiopidel Tov Kivduvo TTou aglohoyeital aTnv avadAuon kivduvou . AKOAOUBAOTE TIG TTPOEIBOTIOINTEIS VIO AOPAAA
XPNon TNG TTPOCAPUOCEVNG CUOKEUNG.
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Ma ka0e TUTTO ava@OPAg OXETIKA UE TTPOIOVTA GP |, OTEIATE éva email oTnv akdAoubn
O1eUBuvaon email: segnalazionidm@pec.gpi.it

Ta TpooBeTIKG e€apTAaTa Kal Ta o€T opyavwy Trapéxovial MH AMOZTEIPQMENA kai
aTraitouv TpdoBeTn diadikaoia kKaBapIopou Kal ATTOCTEIPWONG TTPIV OTTO TNV
eupuTEUON.

Xpnoipotroigite povo OYAETEPA KAI ANTIBAKTHPIAIKA AMNTOPPYTTANTIKA yia
£pyaocieg KaBaplouoU OTIG CUOKEUEG TToU TTapdyovTal atrd Tnv GPI SPA

Mn XpNOILOTTOIEITE TTPOIGVTA ATTO KATEOTPAUUEVEG ] AVOIYUEVEG CUOKEUATIEG.

AKOAOUBAOTE TTPOCEKTIKA TN dIadIKOTIO ATTOOTEIPWONG TTOU UTTOBEIKVUETAI VIO KABE
TUTTO UAIKOU

MpooéETe va unv aTTOOTEIPWOETE PE aTd e€apTAuaTa TToAUaIBUAEviou (UHMWPE).

MNa wa mepaItépw diadikaaia ETTAVATTOOTEIPWONG EvOG CUOTATIKOU TNG TTPOBEON,
avartpé€te atnv TTapdaypapo EMNANATIOZTEIPQSH autol Tou eVNUEPWTIKOU
@UAAadiou.
MNa va €ao@alhioTei n ao@AAEId KAl N OTTOTEAEOUATIKOTNTA TNG TTapéufaong, n
EUEUTEUON TNG TTPOBEONG Oev TTPETTEI VO OUVOUAOTEI pe TTPOBETEIG AAANG TTPOéAEUONG
€KTOG €AV AUTOC 0 OUVOUACUOG £xEl avaAuBei oTn @don Tou axedlaguou.
Ta e€aptiuaTa TG TTPOABeONG IA €xouv oxedlaoTei yia va Taipiddouv povadikd aTnv
avaTtopia Tou aoBevoUg Kal aTa TTPOEYXEIPNTIKA OXEDIA TOU ETTEURAIVOVTOG XEIPOUPYOU,
XPNOIUOTIOIWVTAG VA AVATOMIKO MOVTEAO OCTOU TIoU TIapdyetal atrd  aovikn
Topoypagia TOU 00Bevolg . AuTa T TTPOEYXEIPNTIKA OxESIa TTEPIAaUPBAvOUV TN
onuoupyia TNG €mBuunTAG PUBWONG oTOoV AGOEVA TTPIV ATTO TNV AEOVIKH TOUOYPaQia n
OTO povTéAo 00TOU PETA TNV TTapaywyr Tou. Eival TToAU onpavTiké o xeipoupydg va
avatmopdyel pe okpipela 1o oxédio pubuiong Tou acBevoUg Kal TUXOV AvOTOMIKO
TTEPIYPAUUA KATA TN OTIYUN TNG ELPUTEUCNG TTPOKEILEVOU VA ETTITEUXOEI N ETIOIWKONEVN
TOTTOB£TNON TWV EEAPTNUATWY TNG TTPGOBEDNG.
MNa va dlac@alioTei N Ado@AAEld KAl N ATTOTEAEOUATIKOTNTA TnNG €Tméuaong, n
ToTT00€TNON TG TPOBeong IA dev amaitei T xPrion OCTIKOU TOIREVIOU | GAAwWV
TTANPWTIKWY TTAPAYOVTWV
Ta efaptAuaTta TNG apBpikAg TTPGBeong TTpoopifovTal yia eu@UTEUCN O€ Ceuydpl
apoifaiou TaIPIGOUATOG .
MNa va €Eao@aAIOTEl N Oao@AAEId KAl N ATTOTEAECUATIKOTNTA TnG €TmEUBaong, n
TOTTOB£TNGN TNG TTPOCBETNG IA dev aTTaITEl TN XPAON £EAPTNUATWY TTOU TTAPEXOVTAI ATTO
AAAOUG KATAOKEUOOTEG (UE e€aipean TIG Bideg oTEPEWANG)
Ta eCoptuara Tng TTPOCOEONG TTEPIEXOUV ETTIQAVEIEG OPOPWOEWY TTOU UTTOPEI va
KOTaoTpa@oUV o€ TTEPITITWON AavBaouévou XeIpIouou.

o OmoiadATote BAGPRN OE AUTEG TIG ETTIPAVEIEG UTTOPE VO ETTNPEATEI TN

HakpoTTpdBeoun atrdédoon Tng TTPdBeong.
o  ATOQUYETE TNV ETTAPR KE TIG ETTIPAVEIEG TWV APUWV 600 To dUVATOV
TTEPIOTOTEPO.
o Ta eCoptApara Tng odovTtoaTolxiag TPETEl va XelpifovTial pPovo pE
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auBAcia, Acia emigdveia epyalcia yia va atropeuxdei n ¢nuid.
o Agv TTPETTEl v XPNOIUOTTOIOUVTAI EPYOAEia pue OOVTIA, 0BOVTWOEIS 1
AIXUNPES AKPEG.
To povTEAO TWV OO TWYV TTAPOUCIAEl XOPAKTNPIOTIKA EUBPaAUCTOTNTAG. XEIPIOTEITE LE
TTPOCOXH.

O Xelpoupydg TTPETTEI VA Eival EEOIKEIWUEVOG LE TNV EQAPUOYH TOU XEIPOUPYIKOUIATPIKN
OUOKEUNTTPIV aTtTd TN XPAROoN.

O Tmapexouevog EOTTAICUOG OV TTPETTEI TTOTE VA XPNOIUOTIOIEITAI VIO TNV EKTEAEDT
EPYATIWV YIOQ TIG OTTOIEG Oev €xel oxedlaoTei €10IKA. H akatdAAnAn xprion evog opyavou
UTTOPEI Va TTPOKAAETEI OX1 LOVO BAGRN 0TO Gpyavo aAAd Kail Tpalua oTov
aoBevi/xeIpioTn

ATToQUYETE TNV ATTOBNKEUON I TN LETAPOPA EPYOAAEIWV O€ ETTAQPN) LETALU TOUG KABWG
uTTopEi va TTPoKANBEi ¢nuid.

Mnv XPNOCILOTTOIEITE KATEOTPAUUEVA EPYAAEIQ.

Ta kateoTpapuéEva Opyava TTPETTEI va avTIKABIoTavTal TTPIV Ta XPNOIUOTIOINCETE .

Mnv €TTIXEIPACETE VA ICIWOETE f} VA TPOTTOTTOINCTETE £PYAAEia ) EEAPTAUATAIOTPIK
OUOKEUNTTPOCOETIKWY KaBwG auTd utropei va BEael o€ Kivduvo Tnv avtoxn Tou idlou Kal
va 00NyRooUV o€ ETTAKOAOUBEC AOTOXIEC ] TPAUUATIOUOUG

Mpiv o116 TNV €p@UTEUCN TNG TTPOCBEONG, EAEYETE TNV AKEPAIOTATA TNG GUUUOPPWONG
NG TTP6Beang kai Tov oelpiakd apiBud. O aeipiakdg aplBudg eival o apiBuds ava@opds
TTOU GUVOEETAI WE TNV IOTPIKI CUVTAYH Kal TN OAAWGCN CUUUOPPWONG KAl EAEYXETAI UE
peTagoTuTTia aTo £EAPTNILA OTTOU TO ETTITPETTOUV OI DIACTACEIG, dESOUEVA TTOU
TAUTOTTOI0UV TOV a0Bevh. EAEYETE TNV aKpIBr] avTioToIXia TOU GEIpIOKOU apiBuol TTou
OuVvOEETAI e TOV a0Bevr) 0Tn ORAWGN, TNV ETIKETA KAl TV TTPOCBEDN, TTPIV
TIPOXWPINOETE OTNV TTPOCOETIKA EupUTEUDN.

O yiaTpdg gival uTTEUBUVOG YIa TNV EVNUEPWON TWV ACBEVWV OXETIKA LE TOUG
TTEPIOPIOOUG TNG EpPUTEUONG TNG TTPO0BEONG IA. Acdouévou 6Tl TTpOKEITal yId
TIPOCAPUOCEVEG TTPOBETEIG, T OpIa AUTA BIaPEPOUV avaloya pe TNV TTpOaBeon Kal
Tov aoBevr) Kal gival euBuvn Tou aITouvTog YIATPOU.

O yIaTpOG UTTOXPEOUTAI VA EVNUEPWVEI TOV a0Bevr] yia TNV TIBavA aAANAETTIOpacn TTou
TTPOKUTITEI aTTO TNV €KBECN O€ NAeKTpOopayvNTIKA TTEdia 1] padloouxvoTnNTEG

H agovikr potr) yia 10 o@i€ipuo Twv BIdWV 2,7 mm &ev TTPETTEI va UTTEPPRaivel Ta 576
N*mm

BeBaiwbeite 6TI 01 COKOUAES TTOU XPNOILOTTOIOUVTAI VIO TNV ATTOCTEIPWAN gival AOIKTES
Kal OTI TO EEAPTANATA EiVAl CWOTA CUOKEUAOUEVA KOI TOTTOBETNREVO CWOTA péca oTa
OUCTAUOTA OTTOOTEIPWONG YIA VO ATTOQUYETE TOV KivOUVO va OTTACEI N GAKOUAQ.
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2. NMPOBAEMNOMENH XPHZH

2.1. Mp6Beon aToKATACTACGNG KPOTAPOYVABIKAG dpBpwong

H avamAaoTikr) TpdcBeon TG Kpota@oyvabikng apBpwaong eival pia €18IKAG KATAOKEURG EUPUTEUCIUN 1ATPIKA
ouokeuny Karnyopiag 1l kar €xel oxedlaoTei yia va XPNOIRLOTIOIEITAl yIa TNV avadounon Tng KpoTapoyvabikAg
apBpwaong LeTA aTTO XEIPOUPYIKN ETTEURACN KATEDAPIONG AOyw TTaBoAoyiag GyKou ) TPAUATIKWY CURBAVTWY TToU
Biwvel 0 agBevAg 1] yia ouyyeveic BUCTTAATIEG.

To 1aTpOoTEXVOAOYIKO TTPOIOV atToTEAEITAI aTTd évav ouvOuUaOud £EQPTNUATWY TTOU KATaOKEUAdovTal aTTd Koivou yia
XpPAon otnv avadoéunon Tng KpoTa@oyvabikAg apBpwaong Kal £va XEIPOUPYIKO OET TTOU ATTOTEAEITal atTd £va
AVATOWIKO OCTIKO pOVTEAO Kal TTPOTUTTA KOTTHG. AUTA Ta €EAPTHATA £XOUV E£EATOWIKEUTEI ATTOKAEIOTIKA yia TOV
aoBevr) TTOU TTPOCBIOPICETAI OTNV ETIKETA TNG CUOKEUAG, KATAOKEUAZOVTAl péow TPIodIAoTATNG eKTUTTWONG(3D
printing) A p€ow CNC @pélag (Computer Numerical Control) pe Bdon éva TpwTtoTUTIO 3D.

To mpwTtéTUTTO avamTiooeTal pe PAon TIG €IKOVEG DICOM Kal TIG CUYKEKPIUEVEG 0dnyieg TTou guvTdoovTal aTTd
OTTOIOOATTOTE ATOUO €EOUCIOBOTNUEVO ATTO TNV €BVIKN vouoBeaia SuvAuEl TWV TTPOCWITIKWY TOU TTPOCOVTWY, TO
OTT0i0 UTTOOEIKVUEI, UTTO TNV €UBUVN AUTOU TOU TTPOCWTTIOU, TA EIOIKA XAPAKTNPIOTIKA auToU TOU OXEDIOU.

O1 mpooBéocig kartaokeudlovTal pe BrlooupBatd UAikd OTTwG Kpdua TiTaviou Ti64, TTOAUaIBUAEvIO UHMWPE, PEEK,
Kpdua CrCoMo .

H eTéufaon amokatdoTaong TnNG KPoTagoyvadbikAg dIapBpwang TTPETTEl va EKTEAEITAI ATTO IATPIKO KAl VOONAEUTIKO
TIPOCWTTIKO EKTTAIOEUMEVO KAl EEEIDIKEUNEVO OTIG OPOOTTEDIKEG XEIPOUPYIKEG ETTEURATEIS YIA TNV ATTOKATACTACN TNG
€v AOyw apBpwang o€ Xelpoupyeia eEOTTAICUEVA VI TO GKOTTO QUTO.

2.2, MpocidotroInoelg | ATTOKAEIOHOI.

O1 TTpoBETEIg £XOUV CUYKEKPIMEVA OXEDIOOTIKA XAPAKTNPIOTIKA TTOU TTAPEXOVTAI ue EUBUVN TOU aITOUVTOG laTpou o
0TT0i0G €ival EE0UaI0dOTNEVOG ATTO TNV £0VIKA vOU0BETia AOyw TwV ETTAYYEAUATIKWV TOU TTIPOGOVTWV.

NAOGYW TWV ECATOUIKEUHEVWV XOPOKTNPIOTIKWY TOUG KOl TwV UAIKWV TTOU XPNOILOTTOIOUVTAl, Ol TTPOCBETEIg
TTpoopidovTal yia aTTAf Kal aTTOKAEIOTIKA XPron a1ré Tov aoBevr] yia TOV OTT0I0 £X0oUV OXEDIAOTEI.

O1 Bideg TTOU ¥PNOILOTTOIOUVTAI VI TNV OKIVATOTTOINCN TWV TTPO0BECEWY OEV TTAPEXOVTAI LE TIG TIPOOBETEIG, EKTOG
€AV UTTAPXEl QiTNUA YIO TTPOCOPUOCHEVN TTapAywyr, OTTOTE aTToTEAOUV AvATTOOTIOOTO MEPOG TOU KIT, GAAG
KaBopifovtal oTn @Acn Tou oXedlaopoU atrd TO 1ATPIKO TTPOCWTTIKO CUUPWVA PE Ta TTEPIOTOTEPA KATAAANAO
TIPOTUTTO VIO TN GUYKEKPILEVN XEIPOUPYIKA ETTEURACT).

3.  ANTENAEIZEIZ KAl METPA MPO®YAAZHZ

To eatoplkeupévo TTPOOBETIKO OUOTNUA EPPUTEUUATOG KPOTAPOYVaBIKNG dIdpOpwang yia Tov acBevr), TTPETTEI va
aglohoynOei TTpoCeKTIKA AV 0 aOBEVHG EXEI pia 1) TTEPIOCTOTEPES ATTO TIG AKOAOUBEG KATOOTACEIG:
e Evepyég/xpovieg Aoipwéelg
e >UuvBniKeg OTIG OTTOIEG BEV UTTAPXEI ETTAPKAG TTOCOTNTA /TTOI6TNTA 00TOU YIa TN OTAPIEN TWV TTPOCOETIKWV
eCaptnudtwy
e >uoTnuartikég TrTaBoAoyieg ue auénuévn euaicbnaoia o€ AoInwEeIg
e Tekunpiwpévn aAAepyia oTa UAIKE TwV TTPOCBETIKWYV £EAPTNRATWY
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4. KANONIZTIKEZ ANAITHZEIZ

MDR 745/2017 Reg. EE 1atpoTeXVOAOYIKO TTPOIGV

EN 1SO 9001:2015 ZuaTnuata diaxeipiong moIdTNTag — BaCIKEG apXEG Kal AeEIAGYIO

EN ISO 13485:2016 /A11:2021 laTpikég ouokeuég — ZuaTruaTta dlaxeipiong TToIéTATAG — ATTAITHOEIG yIa
PUBICTIKOUG OKOTTOUG

EN ISO 14971:2019 latpikég ouokeuég - EQapuoyn diaxeipiong Kivduvou o€
1ATPOTEXVOAOYIKA TTPOIGVT

EN ISO 14155:2020 KAIvikA Aigpelvnon latpikwy Zuokeuwv yia AvBpwTria XpAon- Opdn
KAIVIKA TMpaKTIKA

UNIEN ISO 16061:2021 Opyava yia XpAon o€ Guvouaouo UE Wn EVEPYA XEIPOUPYIKA
EUPUTEUUOTA - VEVIKEG OTTAITACEIC

EN laTpikég ouOKeUEG - EQapuoyr] TNG UNXAVIKAS XPNOTIKOTNTAG O€ IATPIKES

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

020

UNI EN ISO 14630:2025 Mn evepyd XEIPOUPYIKA EUPUTEUUATA - YEVIKEG ATTAITATEIG

UNI EN ISO 21534:2009 Mn evepyd XEIPOUPYIKA ERPUTEUNATA - EIBIKEG ATTAITIOEIG

UNI EN ISO 10993-1:2021 BioAoyikr agloAGyNnon 1aTPOTEXVOAOYIKWY TTPOIOVTWV

UNI EN ISO 5832-3:2022 Xe1poupyikd ep@uTEUUATA - LETOAANIKA UAIKG - HEPOG 3: Kpdpa TITaviou
6-aAoupviou 4-Bavadiou

ISO 5834-2:2019 Xelpoupyika ep@uTelpaTa: péPog 2 MoAuaiBuAévio e€aIpeTIKG uwnAou
poplakoU Bdapoug

ISO 5832-4:2014 EungpurtedpaTa yia xeipoupyikr emépaon — MeTaAAIkd uAikd — Mépog 4:
Kpdua xUteuong KoBaATiou - xpwpiou - poAuBdaiviou

UNI CEI EN ISO 15223-1:2021 laTpIkéG CUOKEUEG - ZUPBOAQ TTOU XPNOIUOTTOIOUVTAIl O€ ETIKETEG

IATPOTEXVOAOYIKWY TTPOIOVTWY, ETTIGNLAVON KAl TTANPOYOPIES TTOU
TTPETTEI va TTapEXOovVTal - MEPOG 1: [evIKEG ATTAITHOEIG

ASTM F2026 - 17 Tutmik TTpodiaypa®r] yia TToAupepr| TToAuaiBepaiBepkeTdvng (PEEK) yia
E@appoyég xeipoupyikwy Ep@ureupdtwv

UNI EN ISO 17665-1:2007 ATtrooTeipwaon TTPoidVTWV UyEIOVOUIKAG TTEPIBAAWNG - Yypr BeppdTtnTa -
Mépog 1: ATTaITr|oE€Ig yia avaTiTugn, ETTIKUPWON Kal EAEYX0 pouTivag

UNI EN I1SO 14937:2009 ATrooTeipwon TTPOIGVTWY UYEIOVOUIKAG TTEPIBAAYNG - MEVIKESG ATTAITATEIG
yid TOV XOPAKTNEIoUO €vOg TTapdyovTa aTTooTEIPWONG Kal yia Tnv
avaTmTugn, €mKOpwon Kal ouoThuatikG €Aeyxo wag diadikaaiag
ATTOOTEIPWONG YIA IATPOTEXVOAOYIKA TTPOIOVTA

UNI EN ISO 17664-1:2021 >uoKkeuaaia TTPOIOVTWY UYEIOVOUIKAG TTEPIBaAywNg - MAnpogopieg TTou
TPETTEL va  TTapEXOVTal OTTd TOV KOTAOKEUAOTH IATPOTEXVOAOYIKWY

TTPOIOVTWY YIa TN CUCKEUACIA I0TPOTEXVOAOYIKWYV TTPOIOVTWY - MEpog 1:
KpioIueg Kal NUIKPICIUWEG CUOKEUEG

5.  YAIKA

OAa 1o TTPOCOETIKA UAIKA CUUHOPPUIVOVTOI UE TA UTTOOEIKVUOUEVA TTPOTUTTA XEIPOUPYIKNAG TTPOCBETIKAG UNI
ISO/ASTM.
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e Kpdua TiTaviou, TTPATUTTO ISO 5832-3/ASTM F136, KpAua: Ti-6Al-4V ELI
Xnuikr) Z0vBeon:

e Titanium (Ti): looppoTria

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

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

e Og&uyobvo (0): uéyioto 0,13%
e Adwrto (N): uéyioto 0,05%

e AvBpakag (C): uéyioTo 0,08%
e YO®poyovo (H): max 0,012%

e 2idnpog (Fe): péyioTto 0,25%

e TToAUQIBUAEVIO e€aIPETIKA UWNnAOU poplakou Bapoug, I1SO 5834 -2/ASTM F648, UHMWPE GUR 1050 TUTTOU 2
Xnuikr) ouvBeon:
e OpotroAupepég aiBuAeviou oUp@wva pe 1o ASTM D4020: lcoppoTria
e Té@pa: max 125 mg/kg max
e Titavio (Ti): max 40 mg/kg
e XAWwpio (Cl): max 30 mg/kg

e AAoupivio (Al): max 20 mg/kg
e AoBéoTio (Ca): max 5mg/kg

Xnueiwon: O1 TutTikég Bideg oTEPEWONG/AKIVNTOTIOINONG TNG TTPOCaBeong KpoTtagoyvabikng didpbpwong, atro
Kpdua TiITaviou Ti6Al4V, oxedIAOUEVEG IO XPAON OTN OTEPEWON TIPOCBECEWY, TTOU AvayvwPIoTNKAV aTTd Tov

XEIPOUPYS OTO APXIKG OTEBIO TOU OXESIAOHOU, SEV TIAREXOVTAI WE TOIQTQIKY CUTKEURTIPOTBETIKAG,

*[a eéapriuara mou eKTutTwvovTal 3D, N CUUUOPPWON UE TA UTTOOEIKVUOUEVA TTPOTUTTA QVAQPEPETAIl OTIC XNUIKES KAl
UNXQAVIKES 1010TNTEC.

O1 AeTrTOopépEIEG TWV UAIKWVY 0UVBEONG TOUIATPIKA CUOKEUATTPOTOETIKAG ava@épovTal 6Tn SAAWON CUPUOPPWaONG.

5.1. ZuvOnkeg atroBnKeuoNg UAIKWYV
TolaTpIKAy OUCKEUATTPOOBETIKNAG TNG KPOTAPOYVABIKAS dIdpBpwang TTpETTel va QuUAdooeTal o€ kabapd, oTeyvo
TTEPIBAAAOV Kal TTPETTEI VA TTPOCTATEUETAI OTTO TO NAIGKO QWG KAl TIG OKPAiEG BEPUOKPATIEG.
5.2. A1a0eon UAIKWV
H améppiyn Twv a@aipoUpevwy UAIKWY, CUUTTEPIAAUBAVOUEVWV TWV OpYAvwY, TTPETTEI VA TTPAYUATOTTOIEITAI
oUPQWVA UE TO TTPOTUTTO YIA EIBIKA XEIPOUPYIKA aTTORANTA, TTOU XPNOIUOTTOIOUVTAI O€ XEIPOUPYEIaQ.
6. NMPOOYAAZEIX
Eival euBuvn Tou Xeipoupyou TTou XPNOILOTIOIEI AUTO TO TTPOIOV va a&IoAOYATEl TNV KAIVIKE Kal IATPIKH KOTAOTAON

TOoU a0BevoUg yVwpilel OAEG TIG TITUXEG TWV BIABIKOCIWY £UPUTEUONG Kal TIG TTIOAVEG ETTITTAOKEG TTOU UTTOPET va
TPOKUWOUV yIa KAOE OUYKEKPIMEVN TTEPITITWON. Ta ATTOTEAEOUOTA TNG XEIPOUPYIKNAG €TMEURAONG WTTOPEI va
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emMOEIVWOOUV e TRV TTAPODO TOU XPOVOU KAl VA unVv aQvTaTToKPivovTal TTAEOV OTIG TIPOGOOKIEG TOU agBevoug 1 Tou
Xelpoupyou. Etmouévwg, Ba mpétrel va An@Bolv uttdwn TuxOv TTPOcOeTeEG i} EVAAANAKTIKEG SIOdIKATIES TTOU TTPETTEI
va TTpayuatotroinfolv. H avabewpnTik eTTEUBACN EQQUTEUNATWY BEV Eival AoUVABIOTN, ETTOUEVWG O XEIPOUPYOG
Ba TTPETTEl VA TTPAYUOTOTTOINCE! WA TTPOCEKTIKN KAIVIKF) avdAuon KivoUvou-o@EAOUG YyIa va ETTITUXEI TO KOAUTEPO
UOKPOTTPOBEC O ATTOTEAEC A VIO TOV ACBEVH.

O aoBeviig TTpETTEl va evnuepwBEi yia Toug TTEPIOPIOUOUG TNG AVOKATAOKEUNG TNG KPOTa@oyvabikrg diapBpwang
Kal TNV avAaykn oTToQUYAS @OPTWONG TOU EUQPUTEUMATOG pE UTTEPBOAIKG @QOpPTIO pEXP! va ETTITEUXOEI ETTOPKES
€TTITTEDO OTEPEWONG KAl ETTOUAWONG.

Eival eubuvn Tou Xelpoupyou va eEOIKEIWOET HE TIG XEIPOUPYIKEG TEXVIKEG EUPUTEUCNG AUTWV TWV CUCKEUWV PETW
HEAETNG OXETIKWYV dNpooieloewy, dI0BOUAEUONG HE EUTTEIPOUG OUVEPYATEG Kal eKTTAI®EUCONG OTIG BIASIKATIEG TTOU
1I0XU0UV YIa TN OUYKEKPIUEVN TTPOBEDN .

TN LETEYXEIPNTIKN GPOVTIOA TTPETTEI VO AKOAOUBEITAI ATTOBEKTH| XEIPOUPYIKHA TTPAKTIKA.

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

6.1. MAnpo@opieg aocPAAgIag payvnTIKoOU CUVTOVIOHOU Kal padloGUXVOTATWY

To peTaAAIKO UAIKO TTOU XpNOIUOTTOIEITaI Ia TIG TIPOBETEIC Bev gival éva atrd Ta UAIKA TTou BewpouvTal eTTIKIVOUVa 1
aocuppifacTa yia atreikévion payvnTtikou ouvtoviopou (MRI) kal padioouxveTtnTeg (RF).

QoT1600, UTTAPXOUV EYYEVEIG KivOUVOI TTOU OXETICOVTAI HE TN XPAON HETOAAIKWY ELQUTEURATWY O€ TTEPIBAAAOV MRI
Kal RF, ouptrepiAapfavopévng Tng petavaoteuong eCapTnudTwy, TNG EMaywyng BeppdTnTag Kal TG TTapeBoAng i
TTAPAUOPPWONG GUATOG KOVTA OTA £EAPTHATA.

H Bepuikn eTTaywyr) LETAAAIKWY EUQUTEURATWYV gival €vag KivOUvog TTou EaPTATAI OTTO TN YEWWUETPIA KAl TO UAIKO
TWV eEapTNUATWY, KABWG Kal atrd TITUXEG TTOU OXETICOVTAI HE TN HAYVNTIKI TOpOYpa@ia Kai Tn padlioouxvoTtnTa,
OTTwG n 10XUG, n O1dpkela kKai n aAAnAouxia mraApwv. Emeidry o €EoTTAIONOG payvnTiKAG Topoypa@iag n
POBIOCUXVOTATWY OEv €ival TUTTOTTOINUEVOG, N CORAPOTNTA AUTWY TwV TTPORANUATWY Kai n méavétnta va
EUPAVIOTOUV PE QUTA TA EUPUTEUUATA EiVal AYVWOTA.

H aoc@dAcia Kal n oupBaTtdtnTa QUTWY TWV EUPUTEUNATWY € TTEPIBAAAOVTA MRI Kal padIooUXVOTHTWY 0LV £€XOUV
aglohoynBei. Acv Exouv O1e€axOei DOKIUEG OXETIKA e T BEpuavaon A TN LETAKIVNON QUTWY TWV CUGTNUATWY G€ auTd
Ta TepIBaAAovTa. ETTEIdr auTég 0l CUOKEUEG BeV £xouv eAeyXDEei, N GPI Ogv UTTOPE va KAVEI CUCTACEIG OXETIKA E TN
Xprion arreikdviong payvnTikou CUVTOVIOUOU pE AUTA TA EMQUTEUNOTA H OTTEIKOVIONG POBIOCUXVOTATWY, EiTE
OXETIKA pe Béuata ac@dAciag cite Tnv akpifeia Twv eikévwy. Opiopéva egapthpaTta gival TTaBnTIKEG HETAAAIKEG
OUOKEUEG Kal, YEVIKA, UTTApxel n moavotnta auolfaiag TTapepBoAng pe opiopéveg peBodoug atreikoviong
ouutrepidapBavouévng TG TTOPAUOPPWONG TNG €IKOVAG GTN pAyVNTIKA Topoypagia Kal TG okEdaong akTivwy X
oTnVv a&oVIKr) Topoypagia.

7. AYZMENEZ ENINTQZEIZ ZTHN AKEPAIOTHTA THZ ZYZKEYHZ

uITopEi va oupouv petd Tnv ToTroBETNON AUTAG TNG TTPOCOEC NG TTOU ATTAITOUV TTEPAITEPW BepaTTEia.

H eppdvion wag emTTAOKAG ptropei va oxeTifeTal i va eTTNPeddeTal aTTd TO TIPONYOUUEVO XEIPOUPYIKO ICTOPIKO TOU
a0BgvoUlg 1} atrd TTPONYOUUEVES IATPIKEG KATOOTACEIG.

O1 avemBuunTteg evépyeleg TTou avagépovTal otn BiBAloypagia oTnv KAIVIKF) TTPOKTIKA TWV TTPOCOECEWV TNG
KpoTagoyvabikAg dIdpBpwang NG KATw yvadou eivai yeviké ol akOAoUBEG:

o MoAuvon

. Xpoéviog A eravaAappavouevog TTovVog Kai/nf oidnua
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. ATTwAEIa TNG KIVNTIKOTNTOG TwV apBpwoewyv Adyw TNG avAatTugng ouu@Uoewy (oUAWDBNG I0TEG), EKTOTTOU
ooToU ) ayKUAwong
. E€apBpwaon Twv Tunudtwy tnG Tpdobeong

. dBopd, Kivnon, oTTAcIKO 1 XaAdpwaon TwV £EapTNUATWY TNG TTPO0BEONG
. Aidtpnon A didotracn Twv yUpw I0TWV
. AvTidpaaon ¢Evou owpaTog ) aAAepyIKH avTidpaon oTa UAIKA ThG TTpdoBeong

. Ma tnv KOrA:

e OOOVTIK| avwpoAio TTOU aTraITEl  TTPOCOPWOYH OaYKWHOTOG, OpPBOdOVTIK 1 €mavaAnyn Tng
eméuBaong.

e Amoppoenaon f diIdRpwan TNG KPOTAPIKAS YAUVNG TNG KpoTagoyvabikng didpBpwang.

e [lpoBAfuata wTwy, cuutrepiAappavouévng TNg AEYUOVAS Kail/f SIATPNONG TOU £EWTEPIKOU OKOUTTIKOU
mopou, Aolpwéelg Tou péoou | €ow wTlg, BIdTpnon Tou TuuTTdvou, pOVIUN OTTWAEID OKOAG,
KoudoUVIopa OTA AUTIA Kal TIPOBAALATA ICOPPOTTIAG I EUCTAXIAVHG OAATTIYYOG

e AucAsiToupyia Tou TTPOCWTTIKOU vEUPOU.

AAAEG ETTITTAOKEG UTTOPET VA EPPAVIOTOUV OTTWG:

. MeTeyxeIpNTIKOG TTOVOG, 0idNUa, LWAWTTEG, LUIKOG OTTAOUOG | OXNUATIOUOG QILATWUOTOG
. Mep1@epIkéG veupoTTaBEIEG
. ApVNTIKEG ETTITITWOEIG TNV €TEPOTTAEUPN GpBpwan dTav n TTPdBecn TOTTOBETEITAI OTN pia TTAEUPA.

8.  AIAAIKAZIA AMOZTEIPQZHZ

A OAa 1O 1aTPOTEXVOAOYIKA TIPOIOVTA TToU Trapéxovral amd Tnv GPl SPA cuokeud{ovtal O€
ouokevaoia "MH AMOZTEIPQMENH".

O1 OUOKEUEG TTOU TTaPAyovTal aTTo TNV GPI SPA, péow TG dIadIKaoiag ETTIAEKTIKAG oUvTNENG A&Ilep OKOVWV TITaviou,
KoBaATiou xpwpiou Kal TTOAUOIdioU KAl Ol CUOKEUEG TTOU TTapdayovTal atmd Tnv GPI SPA péow Tng d1adikagiag
dAeong TToAuaiBuAgviou UWNARG TTUKVOTNTAG Kal PEEK Ba KaTtaoTpagouv pe TN XPron ammoppuTTavTIKWY UWNANG
TUKVOTNTAG. e Pdon To 0E&U, emopévwg xpnoluotroicite pévo OYAETEPA KAI ANTIBAKTHPIAIKA
ATMOPPYTIANTIKA.

A O1 1aTpikég ouokeuég GPI SPA mrapéxovral o MH AMNOZITEIPEZ ouvlnkeg, emTopévwg, yia va
Slao@aAioTei N ac@AaAng KAIVIKR XPAON, CUVICTATAI va aKoAouBeiTe TRV KaBopiouévn ocipd:

a) dpXIKN TTPOETOIpACia OTO onpeio XpRong:

®  OQaIPEDTE TNV EEWTEPIKA OCUCKEUATia atrd XapTAVI TTOU XPNCIUOTIOIEITAI VIO TNV ATTOOTOAR
®  PBydATe TO EOWTEPIKO KOUTI pe TO AoyOTUTTO GPI

b) TrpogToIMACTia TTPIV ATTO TOV KABAPIoUO.

AQAIPECTE TA TTPOIOVTA ATTO TNV ECWTEPIKA CUCKEUATia-

QTTOOUVOPUOAOYAOTE TO IGTPOTEXVOAOYIKO TTPOiIdV OTa £€APTHAUATA TOU,

€€ETAOTE TNV KOAR KATAOTOGN TOU TTPOIOVTOG.

EAéyEte  om1 dev  umtdpyouv  UTTOAgippaTa  €TTEEEPyacniag/okdvng  Kal €AV UTTAPXOUV,
KaBapioTe/EeUTTAOKAPETE/TTAUVETE TIG TPUTTEG TTPIV TNV ATTOCTEIPWAN.
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c) kKaBapiopog Kal atroAdpavon:

MAUveTE yeipokivnTa A puNXaVvIKA pE ATTIO OUBETEPO ATTOPPUTTAVTIKG (OTTOAUTWG pn O&Ivo) Kal (eoTo vePO,
akohouBwvTtag TIG odnyieg XPAONG TOU KATOOKEUAOTA TOU OTTOPPUTTAVTIKOU. ATTOQUYETE Tn Xprion Tou
ATTOPPUTTAVTIKOU O€ AKPAiEG OUYKEVTPWOEIG. Eviupatikd KaBapIoTIKA pe oudETEPO pH Kail {e0TO vePS UTTOPOUV Va
XPNo1uoTroinBouyv yia va dIEUKOAUVOUV Tov KaBapiopd. YTTOKEITAI O€ ETTIKUPWUEVN OIOBIKATIO TTOU CUUOPPWVETAI
HE Ta TTPOTUTTA TNG OEIPAG I1SO 15883.

A Agv ouviotdrar n xpRon TOAU OAKOAIKWV aImoppuUTTaVTIKWY (pH 2 12). Amo@Uyete TNV
TTapaterapévn €kBeon og 68Iva | aAkaAikd SiaAUpara Kal diaAUpaTa TTou TrEPIEXOUV XAwpidia, Bpwpuidia i
1wdI0 .

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

d) Zréyvwpua.

2TEYVWOTE TTARPWG TIPIV TNV GTTOCTEIPWAON UE ATTOPPOPNTIKO UQacua ue XaunAf atreAeuBépwon cwuaTidiwy A pe
Blounxavikd oTEYVWTAPIO 1) G VIOUAATTI OTEYVWUATOG.

e) EmO@swpnon kai cuvTtipnon:

Katd tov kaBapiopd, €mmBOewproTe TNV ATTOUCIA OPATWY UTTOAEILPATWY, EIBIKA OTIG AlyOTEPO TTPOCRACINES
TTEPIOXES. EAEYETE TTPOCEKTIKG Ta £EAPTANOTA TNG TTPOCOEONG KAI/f TA OXETIKA Opyava yia va BeRaiwbeite 6T Ogv
€xouv uttooTei ¢nuid, divovTag 1I81aiTEPN TTPOCOXH OTIG TTEPIOXEG TWV CUOKEUWYV OTA KIVOUUEVA | AAANAEVOETA pépn.
Mn xpnoiuoTroieite TTPOOBETIKA eEapTriuata i epyaleia TTou €xouv uTTOOTEl {NWIG. Z€ QUTAV TNV TIEPITITWAN,
EVNUEPWOATE AUECWG TOV KATAOKEUAQOTH , 0 XPNOoTNG Oev TTPETTEI va TTPAYUATOTTIOINCEI EPYATieG OUVTAPNONG f/Kal
ATTOKATACTAONG.

f) Zuokeuvagoia

Ta TpooBEeTIKG £€apTrApaTA KA/} TO OUVODA dpyava TTPETTEI VA ETTAVACUCKEUAZOVTAI KATAAANAQ OTO VOOOKOUEIO.
MpoopidovTal yia atrooTeipwon o€ dITTAEG Brkeg oUp@wva pe Tn p€Bodo atmooTeipwaong yia Ta diId@opa TTPoIdVTaA.
AuTO T0 2UoTnua MikpoBiakou ®payuou (SBS) TTPETTEI va £XEI ETTIKUPWOE yIa va aTrodeigel TNV IKavOTNTA TTAPOXNG
ETTAPKOUG OTTOCTEIPWONG.

g) AmooTteipwon

O1 akéAouBeg TTapdueTPOI TNG TTAPAKATW dladikaaiag £xouv atmodeixBei 6T TTapdyouv Eva TTPOIOV pe eTTiTTedO SAL
10 ®° log oUpQwva pe To UNI EN ISO 17665 kal To UNI EN ISO 14937. AAMol TTapouoiol KUKAOI uTTopei va
xpnoipotroinBoulv aAAd dev €xouv aglohoynBei. Eival eubuvn Tou xprioTn va aTTodEigel TNV ETTAPKEIA TOU KUKAOU
QTTOCTEIPWONG TTOU XPNOILOTIOIEITAI € TTEPITITWAT TTOU JIAPEPEI ATTO TIG AKOAOUBEG EVOEIEEIG:

MNa mpooBioeig Kal e§apTApATH ATTO KPdpua TITaviou (Ti6AI4V):

ATtrooTeipwon pe arpd : ATTooTEIPpWON 0€ AUTOKAUOTO UE ATUO TTPO-KEVOU O€ Bepuokpaaia 134°C yia TOUAGXIOTOV
5 AeTTTA.

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

Amrooteipwon pe umepodeidlo Tou udpoydvou (kAiBavog atrooTeipwong TAAOMATOG): pE €UPOG
Beppokpaaiag Asitoupyiag 50-55°C, pe eEAGYIOTO KUKAO SIATAPNONG 37 AETTTA + 3 AETITG APXIKOTTOINONG.
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MNa mwpobéoeig kai e§apTApara atrd ToAuaiBulévio UPNARG TTUKVOETNTOG O€ GUVOUAONO pE KPApd TITAViOU
(UHMWPE+Ti6Al4V):

Amrooteipwon pe umepodeidio Tou udpoydvou (kAiBavog atrooTeipwong TAAOMHATOG): pE €UPOG
Bepuokpaaiag Asitoupyiag 50-55°C, pue EAAXI0TO KUKAO diatripnong 37 ATTTd + 3 AETITA ApXIKOTTOiNoNG.

A ZT10 TEAOG TOU KUKAOU atrooTeipwong, eAéyte Tnv aAAayn oToug SeikTeg SBS (deikTng pikpoRiakoU
@pPayuoU) Kal TNV aKEPAIOTNTA TOOO TOU CUCTHHATOS CUOKEUATIAg 600 KOl TOU TTPOIOVTOG. Z€ TTePITITWOoN
AVWHAAIWY | au@IBOAIWYV, BEWPAOTE TO TTPOIOV UN CUUUOPPOULEVO KAl KATA CUVETTEIA unV TO 0£0€TE OTN
d1a0gon Tou XpAOTN, KABWG N ACPAAEIA YIa TOV aoBevi Bev pITopEi va yyunoei.

h) amrolnkeuon;

duldooetal o kaBapd, OpooePS Kal ENPO LEPOG Kl HaKPIA aTTd TTNYEG BEpUOTNTAG.

i) peTaQOPG

MNa v ammopuyn CnuIWV O€ IATPIKEG CUOKEUEG KATA Th METAPOPJ, CUVIOTOUUE TN XPHon KATAAANAwY pagiwy,
OioKwV 1 AKAUTTTWY doxeiwv. ATTOQUYETE TNV ATTOBAKEUON 1] TN LETAPOPE EpyOAEiwV O€ €TTAPN HETAEU TOUG KOBWG
uTTOpEi va TTpokANnBei {nwid.

9. EMANANOZTEIPQZH

Agv EMTPETTETAI N €K VEOU ATTOOTEIPWON TNG CUOKEUNG, KABwG OV €xel UTTOPANBEI O£ GUYKEKPILEVOUG EAEYXOUG Kal
ETMKUPWOEIG.

10. MEPIOPIZMENH EITYHZH

H GPI gyyudtal 611 autd TO TTPOIOV TTANPOI TIG TTPOdIAYPAPEG TOU KATOOKEUAOTH Kal OV €XEl KATAOKEUQOTIKG
eAATTWHATA KATA TN OTIYUA TNG TTapddoong.

AuTEG 01 BIaTALEIG £XOUV ETTIKUPWOET ATTO TOV KATAOKEUAOTH TNG I0TPOTEXVOAOYIKNG OUOKEUAG WG IKAVES vda
ETMTUXOUV TOV ATTAITOUNEVO KABAPIoNO Kal ATTooTEIpwon.

O xpnoTtng TTpéTmel va d1ac@aAicel OTI N TTPOETOILACIA KAl N ATTOCTEIPWON TNG IATPOTEXVOAOYIKI G GUOKEUNG, OTTWG
OTNV TTPAYUATIKOTNTA EKTEAEITAI XPNOIUOTIOILVTAG TOV €EOTTAIOUO, TA UAIKG KAl TO TIPOCWTTIKG ETTITUYXAVEI TO
emBupntd amotéAeopa. Autd amaitei emaoARBeuon A/kal EMKUPWON Kal GUCTNATIKA TTapakoAouBnon Tng
d1adikaaiag.

/\ AuTH n gyyunon O1moKAgi€El OUYKEKPINEVO EAATTWHATA TTOU TTPOKUTITOUV OTTé KOKN XPRon,
KaTaxpnon i akaTdAAnAo XEipIoCHO TOU TTPOidVTOG HETA TNV TTapaAdafBn Tou aTrd Tov XpROoTN.
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11.  ENIrPA®H

ToloTPIKAf OUOKEUNOUOKEUNG, agou TrapaxBei, TOTToBeTEITal O€ un OTTOOTEIPWUEVN CUCKEUAaia, KabBwg n
ATTOC0TEIPWAN TOU TTPOIOVTOG TTPAYUATOTTOIEITAI AiyO TTPIV TN XEIPOUPYIKN ETTEUPRACN, OTTWGS AVAPEPETAI OTO TTAPOV
£Yypago.

H eTIKETQ TTOU OXETICETAI LE TOIATPIKA CUOKEUATOTTOBETEITAI OTO KOUTI.

To TepIEXOUEVO TNG ETIKETAG ival CUMPWVO PE AUTO TTOU UTTOBEIKVUETAI OTO ONUEIO 23.2 TOU TTAPAPTAUATOS | TOU
RDM 745/2017 Kal OTTEIKOVIETAI TTOPOAKATW.

Ta cupBoAa Kai o1 PPACEIG TTOU avaypa@ovTal 0TV ETIKETA TTPOEPXOVTAI aTTO TO TTPOTUTIO ava@opds UNI CEI EN 1SO
15223-1:2021

KdaBelatpikr) ouokeunBa TTapEXETAl pE 1 ETIKETA TTOU EMQAVICETAI OTNV TIPOCBOETIKI) CUCKEUATIQ, Lia OTO KOUTI Kal 2
uéoa aTo KOUTI 0T O1G0€0N TOU yIATPOU Kal TOU aaBevr, 1 €I0IKA ETIKETA VIO KABE EUOVWUEVO EEAPTNA TOUIATPIKA
OUOKEUNTTPOCOETIKAG.

11.1. Napdderypa eTIKETAG TTPOCOETIKAG

H onuavon tng mpdBeong atmoTeAgiTal aTTo:
: ETIKETAIQTPIK CUCKEUR: KUPIA ETIKETA TTOU TTPOCBIOPICEl TOIATPIKA CUCKEURTTPOCBETIKAG
ETIKETA ZYZTATIKOY : €TIKETO yIQ KAOE PEUOVWUEVO £EAPTNA TTOU ATTOTEAEI TOIATPIKN
OUOKEUN(EPPUTEUCINO EEaPTAMATA TNG TTPOBECNG)
ETIKETA OPIANQN : €TIKETA yIa KAOE pepovwpévo 6pyavo yia XpAon o€ cuvouaopd pe TRV TTpdobeon (un
EUQUTEUCINA ECOPTAMATA: TT.X. TIPOTUTTA KOTTAG KO AVATOUIKA LOVTEAQ)

MapakdTtw gival éva TTapadelypalaTpIK CUCKEUNTTPOCBETIKNAG TMJ TTOU UTTAPXEI GTOV TILOKATAAOYO:

REF AND MD DESCRIPTION REF AND DESCRIPTION of the COMPONENTS
1
1 Es. CUSTOM MD
KIT Operation n. art. Description
1 man replica mandibola in =
poliammide
TR ——— Instrumentation
_ ima di taglio e foratura in
1 tgmt - 1 titanio of the MD
replica cranio 1/3 in
! red poliammide —
TMJ1 Zitmp‘?r?_mandibu'ar ] —
iculation 1 t7 placca mandibolare con
P leondilo in titanio Ti64
Components
1 mg1 protesi glena condilare in of the MD
PE-UHMW
1 pt3  |placca fissaggio in Ti64
12/20
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NMAPAAEIrMA ETIKETAZ MD

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)

AN L @M FX

USO NON CEMENTATO - UNCEMENTED USE

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

Ta akdAouBa oupBoAa kai SIaTUTTWOoN EpPavifovTal TNV ETIKETA:

e CUSTOM DEVICE: uttodeIkvUEl TOV TUTTO TNG IATPIKAG CUOKEUAG

e [1EPIFPA®H ToUu TUTIOU TNG TTPOCOPUOCEVNG OUOKEUARG OToV KaTdAoyo (XEIPOYPIIKOIaTpIkr cuokeunlA
ANAKATAZKEYH THEZ KPOTADOINABGIKHZ AIAPOPQ2ZHZ oTo TTapddelyua)

o Kwdikdg kataAdyou REF TTou TTpoadlopidel TO KIT

e SN ZeIplakdg apiBudg : apibudg avayvwpiong tng podBeong: ETOZ/MAPAITEAIA KQAIKOZ/N MNMPOZEEZH:
AAAA/XXXXX/N

° M Huepounvia Kataokeung eKQpacpévn o€ £Tog/urva

° 2A|é(p|<a|0( Xprong N nuepounvia ARENG ekppaopévn oe érog/ufva. Edv dev mmpoodiopiletal, Bewpeital

TTEPIOdOG 1 £TOUG ATTO TNV NUEPOUNVia TTapaywyng.

° ® H 1aTpIKAl CUCKEUN pTTopEi va xpnoipoTtroinBei povo pia @opd r oe évav acBevr Katd Tn SIGPKEIT Wiag

uévo emméuBaong

A\

TIPOEIBOTTOINCEIG KAI TIPOPUAAEEIG, 01 OTTOIEG, Yia dIAPOopoug AOyoug, Bev uTTopouv va avagepBoulv oTnyv idia Tn

Mpétrel va oupBouleuTeiTe TIG 0BNYiEg XPONG YIO CNUAVTIKEG TTPOEIBOTTOINTIKEG TTANPOPOPIES, OTTWG

OUOKEUN

° H 1atpikiy cuokeun dev £xel uTTOPANBEI o€ dladikagia aTroaTeipwong
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° I:]zl 2upBouleuTeite TIG 0dnyieg xprong

EiAE
Jaes
e i XUvOeopog QR 0g Ynelakda £yypaga (0dnyieg xprnong)

@ Mn XPNOILOTTOIEITE TO IATPOTEXVOAOYIKO TTPOIOV €AV N CUCKEUOTIA Eival KATECTPAUUEVN ) AVOIXTH

° j KpaTioTe 10 pakpid atré ny£Eg uypaaciag
e

oo

8 ° KpatoTe To pakpid atré TTNyEG BepudTNTAG KAl PUTOG

e XPHZH XQPIZ TZIMENTO: Evnuepwvel 0TI TOIGTPIKA CUCKEUATTPETTEI VO EUPUTEUBET XWPIS TN Xprion 0oTIKoU
TOIUEVTOU

>HMEIQ>H To povadikd avayvwpioTIKO aoBevoug dev eppavifeTal oTnV €TIKETA, KABWG CUVOEETAI LOVADIKA UE
Tov O€IpIaKd aplBud Kai avagépeTal oTn SHAWON CUUPOPPWONG.

ETIKETO TOU pEpOVWpHEVOU £EAPTANATOG TOUIATPIKI) CUCKEUNTTPOCBEONG

TolaTPIKA CUCKEUATTAPEXETAI UE VA OET ETIKETWYV TTOU Ba EQAPUOCTOUV GTO TTEPIBANMA KABE £€apTrUATOG.
KdaBe eTiIkéETa deixvel Tov oeIplokd aplBud TOUIATPIK CUOKEUNava@opds (KwdIkdg AAAA/CODCOMMESSA/N), ToV
KWOIKO Kal TNV TTEPIYPAPH] TOU CUYKEKPILEVOU EEAPTHAMATOG KAl TOU UAIKOU TTOU TO CUVBETEI yia TNV ATTOQUYH

OQAALATWY Katé TN @Aon TG ATTO0TEIPWONG.

MapakdaTw gival Eéva TTapAadEIyua ETIKETAG YIA £€va uOVO CUCTATIKO WIAG EUQUTEUCIUNG TTPOBEONG:

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

: XXX (component code)

Descrizione descrizione REF and DM padre -Y
Description: REF description and MD root -Y
Materiale - Material: ex: lega di Titanio TiBAI4V - TIBAI4V Alloy

o I : AAAA/MM production | SN | T AAAAXXXXX/N

2+ D XXOOOOC - Hospital: XXX

@ AN & ® ([ 88

USO NON CEMENTATO - UNCEMENTED USE
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OTrou Y €ival n oripavan Tou TTPocavaToAIopoU TOU TTPOCOETIKOU OTOIXEIOU O€ OXEQN WE TO HEPOG TOU CLOATOG KAl
UTTOpEl TTPOAIPETIKG Va gival:
e D edv eival Aeti e€dptnua
S €dv gival ApioTepd €€GPTNUA,
ANT gdv gival peTwiaio e€dptnua
POST €dv eival otrioBio e§apTnua,
Agv UTTOBEIKVUETAI EQV Eival COPEG.

ZAUOVOT OPYAVWY YIa XPON 0& Cuvduaoud pe 1o KIT

To 6pyavo yia xprion o€ cuvduaapd e TOIATPIKA CUCKEUA(TT.X. 08NYyOi KOTTAG KAl avaTouKG avtiypaga) ival To
oUvoAo e€apTnudTwy TToU BonBouv To EpPUTEUNA TA OTTOIO OEV UTTOPOUV VA aVAYVWPIOTOUV WG EPPUTEUCIUA péPN
NG TTPOBETNG.

MapakdTw cival éva TTapAdEIypa ETIKETAG YIa Opyava:

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

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

Materiale - Material: ex: lega di Titanio TiBAI4V - TIBAI4V Alloy

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

I'E'I‘ - Dr. XXXXXX = Hospital: X0OXXX

@ AN L ® (1 EE
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12. KAPTA EMOYTEYMATOZ

H kdpT1a epputelpaTog TTapéXETal ATt TNV GPI o EykataoTtdoelg Yyeiag kal cuokeuddeTal padi pe ta rapayoueva
IATPOTEXVOAOYIKA TTPOIOVTA. Z€ QUTO UTTAPXOUV TTEDIA TTOU TTPETTEI VA GUUTTANPWOOUV atrd To apuddIo UYEIOVOUIKO
TTPOCWTTIKG Kal I8iWG gival atrapaitnTo:

e SuUuTTANPWOTE TNV KAPTO (TTPACIva pépn oTnv €ikéva) pe OAeg TIG TTANPOQYopieg TTou ¢nTouvTal
avaTpPEXOVTAG OTO UTTOUVNUA OUUBOAWY TTAPAKATW.
e AwoTe aTOV a0BEVN TNV KAPTA EPPUTEULATOG.

B 54 mm .
/ GPIl spa \/ \
International Implant Card MD code

g

MD description

f? Patient name

@ Implant date

¢

AAAA/XXXXX/N

85.6 mm

o+ Hospital
name and address

GPl spa

via Ragazzi del ‘99, 13
38123 Trento (TN)
T+39 0461 381515

% F +39 0461 381599
E : info@gpi.it

i C.gpi.it
https://implant.card.gpi.it gpi@pec.gp

Cod. EUDAMED: IT-MF-000020127

E

[ ] Keipevo Tou ouvtaxBnke armé Tov KATAOKEUAOTH
[ 1 Keipevo TTou ouvTayBnke atmd To UYEIOVOIKO TIPOCWTTIKG

M Keipevo TTPOEKTUTTWUEVO ATTO TOV KATAOKEUAOTH

OpUAog TwV cuuBoAwv

II‘? Ovopa aoBevr

I@ Hugpounvia epgputeuang

o+
o M ‘Ovopa kai d1elBuvaon TNG LovAadag UYEIOVOUIKNG TTEPIBaAYNG

m|
° AietBuvon iotéToTrou/ Kwdikdg QR pe TTAnpo@opicg acBevolg
16/20
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o <Kw6|Kég KOl TTEPIYPAQPF) TOU IOTPOTEXVOAOYIKOU TTPOIOVTOG

° ApIBUOG O€IpAG TNG 1I0TPOTEXVOAOYIKHG CUCKEUNG

el

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

e OTtroiadnTmote TTpoeIdoTToinan, TTPOPUAAEN A WETPO TTou TTPETTEI va AngBei atmd Tov acBevr] f atmmd Tov
eTTayyeAuaTia uyeiog e oxéon ue auoifaia Trapéupacn o€ eUAoya TTPORAEYIUES EEWTEPIKES ETIOPACEIC,
IOTPIKEG £CETAOEIG ) TTEPIBAANOVTIKEG OUVONKEG.

e OTroiadnmote TTANPOPOPIa yia TNV AVOUEVOREVN WOEAIUN (WA TwV CUCKEUWV Kal KABe atrapaitnTtn
TTapakoAoubnon.

e OTroladrmote AAAN TTANpo@opia TTou atTooKoTrel oThn Slao@ANIon TNG ao@aiols XpPAONG TNG CUOKEUNG
a1ré Tov aoBevh, cUNTTEPIAGUBAVOUEVWY TTANPOPOPIWY YIa UAIKG KOl OUTIEG OTIG OTTOIEG UTTOPEI VA EKTEDEI
0 a0BevAG.

13. OAHrIIEZ AEITOYPTIAZ

Aedopévou OTI TTPOKEITAI YO pId CUOKEUR KaTt@ TrapayyeAia, n axediaon Tng otmoiag opietal BACEl I0TPIKAG
ouvTayng, To epQUTEUUA TTPETTEI va TOTTOBETNOET ocUpPWVa pE TIG XEIPOUPYIKEG 0dnyieg AsIToupyiag TTou opiovTal
atrd Tov aIrolvTa 1aTPd, e PACN TOV TTPOEYXEIPNTIKO OXEDIATUO KAl TIG EI0IKEG AVAYKES TOU agBevoug.

14.  KAINIKH MAPAKOAOYOHZH

ZUVIOTWVTAI TTEPIODIKEG ETTIOKEWEIG YIa TNV TTAPAKOAOUONoN NG 6£0ng Kal TNG KOTACTAONG TWV TTPOCBETIKWV
eCaptTnudTwy, KaBWg Kal yia Tov EAeyX0 TNG KATAOTAONG Tou 0GToU. [payuaToTIoINOTE TTEPIODIKG UETEYXEIPNTIKES
OKTIVOYPOQIEG YIa va €XETE Wi AKPIBA €IKOVA TNG KATAOTAONG OUECWS META TNV ETTEUPRACN KAl VA ETTICNUAVETE
TUXOV LOKPOTTPOBECUa oNnNuadIa Kivnang, XaAapoTnTag, KAUWNS f PLYHWYV TWV £EaPTNUATWY.

Ma va ptopéoel va e@apudoel To oxESI0 ETITHPNONG KAl ETTOTITEIOG TTOU aTraiTeiTal atrd Tov Kavovioud Tng EE
2017/745 ka1 va gyyunBei Tnv ao@dAsia g atrdédoong Twv TTPOIGVTWY TnG, N GP | spa atraitei Tn d€oueuon Twv
TTEAATWV TNG VA QPOVTICOUV yIa TN CUAAOYN TTPOEYXEIPNTIKWY OEOOUEVWV KOl LETEYXEIPNTIKA TTapakoAouBnaon ,
XPNOIULOTTOIWVTAG TUTTOTTOINUEVN QOPUa OCUAAOYRG dedopévy.

EidikéTepQ, TTPETTEI VO ava@épovTal Ta akdAouBa aToixeia:

YTTOoKEILEVIKS AV
e TTOU OxeETI(oVTal PE TOV TTOVO, pe KAipaka mTévou (VAS 0-10) TTou KupaiveTal atmod "yxwpig ovo (0)" - "mio
évTovog 1Tévog (10) "
e  >YETIKA pe TNV TpEXOUCA TTOIOTNTA (WG 0€ OUYKPION KE TTPIV ATTO TNV EMQUTEUCN TNG TTPOBEONG

AvTIKEILEVIKG Bedouéva
Aedopéva ammd dueceg pETPAOEIS TOU €UPOUG Kivnong TG dpBpwong tou UuTToBAABNKE O€ €TTAVOPOWTIKH
XEIPOUPYIKK Bepartreia Ta OTT0I0 KATaypA@nKav o€ XIAIOOTA TOU LEYIOTOU avoiypaTog TG apBpwong.

Ta atmmoteAéopata TTPETTEI va CUAAEyOVTal 0 KGBE pecodidaTnua TTapakoAoUubnang TTepIiTTou yia Toug akdAouBoug
XPOVoug SelypaTtoAnyiag:
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- GUECN WETEYXEIPNTIKA

- 7/10 nuépeg

- 1uAva

- 3pnveg

- 6unveg

- 1xpbvia

- Mia @opd 10 XpdVo yia Ta eTTOUEVA XPOVIa

H ouMoyn kAivikwv Ogdopévwyv gival ammapaitntn yia Tnv agloAdynon mng amodoong TnG mpobeong Kal Twv
EMTITWOEWV TNG oTov acBevr). Ta dedouéva autd ecivalr n upeiwon Tou TOVOU, KABWGS Kal N PBeATiwon Twv
A€IToupyiwyv Kai Tng Tro1éTNTag (WA Tou aaBevoUg.

15.  AIAPKEIA ZOQHZ EMOYTEYMATOZ

H ekTipwpevn d1dpkeia (wng Twv I0IKA KATAOKEUGOUEVWY ERPUTEUCIUWY CUTKEUWY TTOU TTapayovTal atrd Thv GPI
givail 15 €Tn ] TTEPICOOTEPO.
AuTA n exTipnon pacieTal o€:

®  TEXVIKA OedopEva aTrd dOKIULEG POOPAG Kal TIPOCOU0IWaN KOTTWONG (EpEUVES FEM),

e gvotroinuévn KAIVIKA BiBAloypaegia,

e TNV KAIVIKA KOI UETEYXEIPNTIKA EUTTEIPIA TNG GPI pe €pQUTEUCIUEG CUOKEUEG TTOU KUKAOQOpPOUV Rdn atnv
ayopd.

H ouokeur] éxel oxedlaoTei yia va avTikaBioTd Tnv TTpooBefAnuévn avatouik dopur, pévipa, oUp@wvda pe Toug
ATOIKOUG KAIVIKOUG TTOPAYOVTEG TOU aoBevoUg Kal WE TN CUUUOPPWON UE TIG XEIPOUPYIKEG KAl UETEYXEIPNTIKEG
odnyieg.
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16. PHTPA EITYHZHZ KATA NIGANHZ EYOYNHZ

O1 odnyieg ToU TrEPIYpPGPOVTal TTAPATTAVW £XOUV €TTIKUPWOEI atmd Tnv GPI SPA wg akpIBAG TTEPIypa®n Tng
TIPOETOINACIOG UIAG IATPIKNAG GUCKEUNG VIO XPron o€ évav uévo acBevr).

EutritrTel 0TN 0@aipa eubuvng Tou popéa TTou gival uTTEUBUVOG yia Tn BepaTreia va eTTaAnBeuael 6Ti n Beparreia,
ekTeEAEITAI pe xprion Tou £€0TTAICUOU, TWV UANIKWV Kal Tou SIaB£01U0U TTPOOWTTIKOU OTIG KATAAANAEG EYKATAOTAOEIG,
ETTITUYXAVEI TO ETTIBUUNTO ATTOTEAET QL.

AuTO cuvABWG aTTaITEl ETTIKUPWOT KAl KUKAIKO €Aeyxo TG d1adikaoiag AeIroupyiag.

O1 diadikaoie¢ kaBapiopou, AamoAUpaVONG Kal aTTooTEIPWONG TTPETTEI VA €KTEAOUVTAI KAl vad KaATaypd@ovTal
oUp@WVa pE Ta IoXUoVTA TTPWTOKOANG 0T dopr TToU gival UTTEUBUVN yIa TIG TTPOavVaPEPOEIoES EpyaaTied.
OTtro10011T0TE ATTOKAION ATTO TOV XEIPIOTH TNG BepaTreiag atmd TIG TTAPEXOUEVEG 0BNYieg TTPETTEI va agloAoyEITaI KAl
vVa KaTtaypd@eTal 0€ OXEON UE TNV ATTOTEAEOUATIKOTATA KAl TIG TTIOAVEG APVNTIKEG KAl OUOUEVEIC CUVETTEIEG.
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17. AIANOMEAZTIA

EAAAAA

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

Mapouol, 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

18. KATAZKEYAXTHZ

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

Kwdikdé¢ EUDAMED: IT-MF-000020127

ApIBu6G pntpwou Bdon dedopévwyv KATAOKEUAOTWY EEOTOUIKEUREVWY 1ATPOTEXVOAOYIKWY TTPOIGVIWY TOU
YTtroupyeiou Yyeiag: ITCA01050530

20/20


mailto:info@ihso.gr
http://www.ihso.gr
mailto:info@versandafne.it
mailto:gpi@pec.gpi.it

	1.​ΠΡΟΕΙΔΟΠΟΙΗΣΕΙΣ 
	2.​ΠΡΟΒΛΕΠΟΜΕΝΗ ΧΡΗΣΗ 
	2.1.​Πρόθεση αποκατάστασης κροταφογναθικής άρθρωσης 
	2.2.​Προειδοποιήσεις ή αποκλεισμοί. 

	3.​ΑΝΤΕΝΔΕΙΞΕΙΣ ΚΑΙ ΜΕΤΡΑ ΠΡΟΦΥΛΑΞΗΣ 
	4.​ΚΑΝΟΝΙΣΤΙΚΕΣ ΑΠΑΙΤΗΣΕΙΣ 
	5.​ΥΛΙΚΑ 
	5.1.​Συνθήκες αποθήκευσης υλικών 
	5.2.​Διάθεση υλικών 

	6.​ΠΡΟΦΥΛΑΞΕΙΣ 
	6.1.​Πληροφορίες ασφάλειας μαγνητικού συντονισμού και ραδιοσυχνοτήτων 

	7.​ΔΥΣΜΕΝΕΣ ΕΠΙΠΤΩΣΕΙΣ ΣΤΗΝ ΑΚΕΡΑΙΟΤΗΤΑ ΤΗΣ ΣΥΣΚΕΥΗΣ 
	8.​ΔΙΑΔΙΚΑΣΙΑ ΑΠΟΣΤΕΙΡΩΣΗΣ 
	9.​ΕΠΑΝΑΠΟΣΤΕΙΡΩΣΗ 
	10.​ΠΕΡΙΟΡΙΣΜΕΝΗ ΕΓΓΥΗΣΗ 
	11.​ΕΠΙΓΡΑΦΗ 
	11.1.​Παράδειγμα ετικέτας προσθετικής 
	12.​ΚΑΡΤΑ ΕΜΦΥΤΕΥΜΑΤΟΣ 
	13.​ΟΔΗΓΙΕΣ ΛΕΙΤΟΥΡΓΙΑΣ 
	14.​ΚΛΙΝΙΚΗ ΠΑΡΑΚΟΛΟΥΘΗΣΗ 
	15.​ΔΙΑΡΚΕΙΑ ΖΩΗΣ ΕΜΦΥΤΕΥΜΑΤΟΣ 
	16.​ΡΗΤΡΑ ΕΓΓΥΗΣΗΣ ΚΑΤΑ ΠΙΘΑΝΗΣ ΕΥΘΥΝΗΣ 
	 
	17.​ΔΙΑΝΟΜΕΑΣ ΓΙΑ  
	18.​ΚΑΤΑΣΚΕΥΑΣΤΗΣ 

