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1 MPOEIAONOIHZEIZX

O1 mrpocidotroioeig TpoodiopifovTtal pe Evav TTPoodeuTIKO KwdIkd N Kai SitrAa Tou epavideTal To Rid 61T0U
Rid TTpocdiopilel Tov Kivduvo TTou agloAoyeital aTnv avaAuaon Kivouvou . AKOAOUBNaTE TIG TTPOEIOOTTOINCEIS YIA
ao@aAn Xprion TNG TTPOCAPUOCHEVNG CUTKEUNG.

MPOEIAOTM
OIHZEIZ
FENIKOX

10

11

R-STO1

R STO1
R SP0O3

R ST02

R ST02

R STO1

R P12

R CH4

R CH1

R CH1

R CH2

Ta TTpooBeTIKA e€apTALATA KAI TA O€T opyavwy Trapéxovial MH AMOZTEIPQMENA kai
aTTaitouv TpdoBeTn diadikacia KaBapIopoU KAl GTTOCTEIPWONG TTIPIV OTTO TNV
EUQUTEUON.

XpnoipoTtroigite povo OYAETEPA KAI ANTIBAKTHPIAIKA AMNTOPPYTANTIKA yia
Epyaoieg KaBapIouoU OTIG CUOKEUEG TTOU TTapdyovTal atrd Tnv GPI SPA

Mn XpnOILOTTOIEITE TTPOIOVTA ATTO KATECTPAUUEVES ] AVOIYUEVEG CUOKEUQTIEG.

AKOAOUBAOTE TTPOCEKTIKA TN BIASIKATIA ATTOOTEIPWONG TTOU UTTOBEIKVUETAI VIO KABE
TUTTO UAIKOU

MpooéETe va unv atrooTeIpWOETE pe aTud e€aptiuaTa TToAuaiBuAeviou (UHMWPE).

MNa wa mepaitépw d1adIKagia ETTAVATTIOOTEIPWONG EVOG GUOTATIKOU TNG TTPOBEONG,
avatpé€te atnv TTapdypago EMNANAMOETEIPQXH autou Tou eVNUEPWTIKOU
QUAAadiou.
MNa va e€¢ao@ahioTei n ac@AAeia Kal n oToTEAEOUATIKOTNTA TNG TTapéupaocng, n
EUQEUTEUCN TNG TTPOBECNG BEV TTPETTEI VO OUVOUAOTED pe TTPOBETEIC AAANG TTPOEAEUONG
€KTOG £Gv auTdC 0 OUVOUACUOG £xel avaAuBei oTn @don Tou oxediaouoU.
Ta etaptipata TNG TTPGOBeong 1A £xouv oxedIOOTEN yia va Taipiddouv povadikd oTnv
avartopia Tou aoBevoUg Kal aTa TTPOEYXEIPNTIKA OXEDI TOU ETTEURAIVOVTOG XEIpOUpYOU,
XPNOILOTIOIWVTOG €va QVATOWIKO HOVTEAO OOTOU TIOU TIOPAYETal aTTod  GEOVIKNA
Topoypagia Tou 00Bevolg . AUTa Ta TTPOEYXEIPNTIKA OxEOIa TrepIAauBdavouv Tn
onuioupyia TNG €mBUUNTAG PUBWONG oToV acBevn TTPIV aTT TNV AZOVIKA TOUOYPaPia A
07O pOVTEAO OOTOU pETA TNV TTapaywyr] Tou. Eival oAU onuavTtiké o xeipoupydg va
avatrapdyel pe akpipela 10 oxédlo pubuwong Tou acBevoUg Kal TUXOV QAVOTOWIKO
TTEPIYPAUUA KATA TN OTIYWN TNG ELPUTEUONG TTPOKEILEVOU VA ETTITEUXOEI N eMOIWKOUEVN
TOTTOB£TNON TWV £€APTAUATWY TNS TTPGOBEONG.
Na va dlac@aliotei N ac@AAEld KAl N ATTOTEAEOUATIKOTNTA TNG €TTEURAONS, N
TOoTroBETNON TNG TTPOBeong A dev amaitei TN ¥xprion ooTIKOU TOIUEVTOU H GAAWV
TTANPWTIKWY TTAPAYOVTWYV
Ta eCaptAuara TG apBpikng TPoBeong TrpoopidovTal yia eu@uteucn o€ Ceuydpl
apolfdiou TaIPIACHATOG .
MNa va eEaocealiotei N ac@AAeld KAl N OTTOTEAECUATIKOTNTA TnG €TépPacng, n
TOTTOBETNON TNG TTPOCBEONG IA dev aTTaITEN TN XPAON EEOPTNRATWY TTOU TTAPEXOVTAI ATTO
GAAOUG KOTAOKEUOOTEC (UE e€aipean TIG Bideg oTEPEWANG)
Ta eEaptripata Tng TTPOOBEONG TTEPIEXOUV ETTIPAVEIEG APOPWOEWV TTOU WUTTOPEl va
KATAOTPAPOUV O€ TTEPITITWON AavBaouévou XEIpIouoU.
o OtroiadATtrote BAAPN O€ QUTEG TIG ETTIPAVEIEG UTTOPET VA ETTNPEACEI TN
pHakpoTTp6Becun atrédoon TG TTPOBeoNG.
o Amo@uUyeTe TNV ETTOQN UE TIG ETTIPAVEIEG TWV APPWY 600 TOo duvaTov
TTEPICTOTEPO.
o Ta egaptiuata TG 0dOVTOOTOIXIOG TIPETTEl va XEIpifovTal pOvVO pe
auBAcia, Asia emipdveia epyaleia yia va atropeuxdei n ¢nuid.
o Agv TIPETTEl va xpnoipoTroloUvTal epyaAgia pe d6vTia, 08OVTWOEIG N
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QIXUNPES OKPEG.
To povTEAO TWV 0OTWV TTAPOUCIAZEl XOPOKTNPIOTIKA EUBPAUCTOTNTOG. XEIPIOTEITE PE
TTPOCOXH.

O xelpoupydg TTPETTEN Va Eival EEOIKEIWMUEVOG LE TNV EQAPOYH TOU XEIPOUPYIKOUIATPIKN
OUOKEURTTPIV aTTé TN XPHon.

O mmapexOpevogs €OTTAIOUOG BeV TTIPETTEI TTOTE VO XPNOILOTTIOIEITAI VIO TNV EKTEAEDT
EPYACIWV YIOQ TIG OTTOIEG BEV £XEl OXEDIAOTEI £10IKE. H akatdAANAn xprion evog opydvou
UTTOopEl Va TTPOKaAETEl OX1 uOvVOo BAGRN OTo 6pyavo aAAd Kal Tpalua aTov
aoBevA/XEIPIOTA

ATTOQUYETE TNV aTTOBNKEUON H TN LETAPOPA EPYAALIWV O€ ETTOQPN LETAEU TOUG KABWG
ptTopei va TTpokAnBei ¢nuid.

Mnv XPNOIUOTIOIEITE KATEOTPAUUEVA EPYAAEIQL.

Ta kateoTpappuéva Opyava TTPETTEI Va avTIKABioTavTal TTPIV Ta XPNOIUOTIOINCETE .

Mnv €TTIXEIPACETE VA ICILCETE 1} VA TPOTTOTTOINCETE EPYAAEiQ ] ESAPTALATAIATPIKNA
OUOKEUATTPOCOETIKWYV KaBWG auTd ptropei va BEael o€ KivOuvo Tnv avtoxr| Tou idiou Kal
va 00NyRoouV g€ ETTAKOAOUBEG aaTOXIEG ) TPAUUATIOUOUG

Mpiv atré TNV ppUTEUaN TNG TIPOCBETNG, EAEYETE TNV OKEPQIOTNTA TNG CULUOPPWONG
NG TPOOECNG Kal Tov OeIpIakd apiBud. O ogipiakdg apiBudg gival o apiBuog avagopag
TTOU CUVOEETAI LUE TNV IATPIKI CUVTAYR KAl TN ONAWON CURROPQWONG KAl EAEYXETAI pE
peTagoTuTTia OTO £EAPTNA OTTOU TO ETTITPETTOUV 01 DIACTACEIG, DESOUEVA TTOU
TAQUTOTTOIOUV TOV a0BevA. EAEYETE TNV aKPIBr) avTIoToIXia TOU GEIpIaKOU apiBuou TTou
ouvdéeTal pe Tov aoBevh oTn dNAwON, TNV ETIKETA KAl TNV TTPGCBEoN, TTPIV
TIPOXWPINOETE OTNV TTPOCOETIKN EUPUTEUCN.

O yiatpog gival uTTEUBUVOG YIa TNV EVNUEPWON TWV GCOEVWV OXETIKA HE TOUG
TTEPIOPITUOUG TNG EpPUTEUCNG TNG TTIPO0BE0NG IA. Aedopévou OTI TTPOKEITal yid
TTPOCAPUOCHEVEG TTPOBETEIG, Ta Opla AUTA SIaPEPOUV avaAoya pe TNV TTpOcBeon Kal
ToV aoBevr) Kai gival eubuvn Tou AITOUVTOG YIOTPOU.

O yiatpdg uTToXPEOUTAI VA EVNEPWVEI TOV A0BEV yIa TNV TMIBavA aAANAETTIdOpaGN TTOU
TTPOKUTTITEI aTTO TNV £€KBEaN O€ NAEKTPOUaYVNTIKG TTEDiA 1] padloouxvOTNTEG

H a&ovikr) poTTA yia TO OQiIpo Twv BIdWY 2,7 mm dev TTPETTEI va UTTEPPaivel Ta 576
N*mm

BeBaiwbeite 0TI 01 COKOUAEG TTOU XPNOIULOTTOIOUVTAI VIO TNV ATTOCTEIpWON gival ABIKTEG
Kail OTI TO EEAPTAMATA Eival CWOTA CUOKEUAOEVA KOl TOTTOBETNUEVO CWOTA péoa oTa
OUCTAUATA OTTOCTEIPWONG YIA VO ATTOPUYETE TOV KivOUuVo va OTTACEI N GaKOUAQ.

Edv n atrooTeipwuévn cuokeuaaia £xel UTTOoTE (NG A €€l avoixTei, To TTpoidv AEN
EINAI TTAEON ANOZTEIPQMENO kai TTpéTTel va atmoppI@Bei. Z€ auTA TNV TTEPITITWON,
ETTIKOIVWVAOTE pE TOV EE0UTIOOOTNUEVO AVTITIPOOWTTO ] TOV KATAOKEUAOTH.

MNa TpoidvTa TTou TTapEXOoVTal aTTooTEIpwuéVa — Huepounvia AfEng atmooTeipwaong: Mn
XPNOIUOTTOIEITE TO TTPOIOV LETA TNV NUEPOUNVIQ TTOU aVAYPAPETAI OTNV ETIKETA (MDR
Mapdptnua | 11.3).

MNa TpoidvTa TTou TTaPEXOVTAI ATTOOTEIPWUEVA — YTTOAEiupaTa EtO: To TTpoidv eAEyxeTal
oUp@WVA e To 1SO 10993-7 woTe va dlac@alideTal 611 Ta uttoAgippata O&gidiou Tou
AlBuAeviou (EtO) kal XAwpoUdpivng AlBuAeviou (ECH) TTaOpapEVOUV EVTOG ATTODEKTWV
opiwv ac@dAciag.

> € OTTAVIEG TTEPITITWOEIG, A0BEVEIG pe uTTEpEUAIOONTia evOEXETAI VO EpPaVioCOUV
aAAePYIKEC avTIOPAOCEIC OTA UTTOAEippaTa EtO.

MNa TpoidvTa TTou TTapEXOVTal ATTOOTEIpWUEVA — YTTOAEippaTa EtO: To TTpoidv eAEyXETal
oUpQwva pe 1o 1ISO 10993-7 woTe va diac@aAifeTal 6T Ta uTToAeippata O&eIdiou Tou



OAHIE> XPHXHZ [TPOXOESEQN OAIKHZ APOPOINAASTIKHE THZ KPOTA®OINAOIKHS AIAPOPQSHS - ANAQ. 22 / 2026-08-07

AiBuAeviou (EtO) kal XAwpoUdpivng AlBuAeviou (ECH) TTapauéVOUV EVTOG ATTOOEKTWV
opiwv ao@AAEIag. Z& OTTAVIEG TTEPITITWOEIG, A0BEVEIG e UTTEPEUAITONaia evoExeTal va
EUQaVIoouv aAAEPYIKEG QVTIOPACEIS OTO UTTOAEippaTa EtO.

MNa Tpoidvta mou Trapéxovral ammooTeipwuéva — MHN EMNMANATMOZTEIPQNETE: To
TTPOIOV ATTOCTEIPWVETAI LOVO Wia QOPAa pe ETIKUPpWUEVN diadikaaia Et0. OTroladnTroTe

26 R-CH8 | TTpoCoTrdbcia eTTavaATTIOOTEIPWONG EVOEXETAI VA ETTNPEATEI TN dour, TNV aTTddOCN KAl TV
ACQAAEIQ TOU TTPOIOVTOG, E KiVOUVO aTTEAEUBEPWONG TOEIKWYV UTTOAEILUATWY 1)
AEITOUPYIKAG aaTOXIAG.

2 MNMPOBAEMNOMENH XPHzH

2.1 T[1POGE:IH ANOKATAITAIHZ KPOTA®OINAGIKHEI APOPQIHE

H avatrAaoTikr) TpécoBeon Tng Kpotagoyvabikng dpBpwang ival wa 18IKAG KATAOKEUNG EUPUTEUTIUN IOTPIKA CUOKEUR
Katnyopiag Il kai éxel oxedlaoTei yia va XPNOILOTIOIEITAI yIa TNV avadounaon NG KPoTagoyvabikAg apbpwaong petd atrd
XElpoupyikn eméupacn kareddgiong Adyw TabBoloyiag OyKou 1 TPAUUATIKWY CUUBAVTWY TTou BILvEl 0 aoBevhg 1) yia
ouyyeveig BUaTTAAOIEG.

To 1aTpoTEXVOAOYIKO TTPOIOV aTToTeAEiTal aTTd évav cuvOUACTUO £EAPTNUATWY TTOU KATAoKEUAdovTal atrd Koivou yia XprRon
oTnv avadoéunaon Tng KPotagoyvabikKAg apBpwang Kai £va XEIPOUPYIKO OET TTOU ATTOTEAEITAl OTTO £va AvATOUIKO OCTIKO
HOVTEAO Kal TTPOTUTTA KOTING. AUTA Ta £apTALATA £XOUV EEATOMIKEUTEI OTTOKAEIOTIKG yia Tov agBevr) TTou TTpocdlopileTal
OTNnV €TIKETA TNG OUOKEUNG, KataokeudlovTal péow TpIodidoTatng eKTUTTwong(3D printing) | péow CNC @pECag (Computer
Numerical Control) pue Béon éva TpwTdTUTTO 3D.

To TTPWTOTUTTO avaTITUGOETAl PE BACN TIG £IKOVEG DICOM Kal TIG GUYKEKPIUEVES OONYiEG TTOU CUVTAGOVTAI ATTO OTTOI0ONRTTOTE
dropo e€ouaiodoTnuévo atod Tnv €0BvIKA vopoBeaia duvAapel TwV TTPOCWTTIKWY TOU TTPOCOVTWY, TO OTTOI0 UTTOOEIKVUEI, UTTO
TRV €UBUVN auToU TOU TTPOCWTTOU, TA EIBIKA XAPAKTNPIOTIKA auToU Tou oXediou.

O1 mpocBéocig kataokeuddovTal pe BloouuBatd UAIKSG 6TTwG Kpdua TITaviou Tied, TToAuaiBuAévio UHMWPE.

H eméuBaon amokatrdoTaong TnG KpoTa@oyvabikAg O1dpOpwaong TTPETTEI va EKTEAEITAI OTTO IATPIKO KAl VOONAEUTIKO
TTPOOWTTIKO EKTTAIBEUNEVO KOl EEEIBIKEUPEVO OTIG OPOOTTEDIKEG XEIPOUPYIKEG ETTEUPRATEIG VIO TNV ATTOKATACTACT TG £V AOYW
apBpwong o€ xelpoupyeia eEOTTAICHEVA YIO TO OKOTTO QUTO.

2.2 TPOEIAOMOIHZEIZ ‘H AMOKAEIZMO'l

O1 TpoBETEIG €XOUV OUYKEKPIMEVA OXEDIAOTIKA XOPAKTNPIOTIKA TTOU TTAPEXOVTAl ue €uBUVN TOU AITOUVTOG
laTpou o oTroiog gival eEouaiodoTnuévog aTrd Tnv BVIKA vouoBeaia AGyw Twv ETTAYYEAUATIKWY TOU TTPOTOVTWY.
NAOYyw Twv €EATOUIKEUMEVWV XAPOKTNPIOTIKWY TOUG KOI TWV UAIKWVY TTOU XPNOILOTToIoUVTal, Ol TTPOCBECEIg
TTPOoOpPICovVTal VIO ATTAR Kal ATTOKAEIOTIKA XPrjon atTd Tov aoBevr] yia TOV OTTOI0 €X0UV OXEDIAOTEI.

O1 Bideg TTOU XPNOILOTTOIOUVTAI YIA TNV AKIVNTOTIOINON TwV TTPOC0BECEWY DEV TTAPEXOVTAI LE TIG TIPOCOETEIG,
EKTOG €GV UTTAPXEI QITNUA YIA TTPOCAPUOTUEVN TIAPAYWYT], OTTOTE ATTOTEAOUV AVATTOOTIACTO UEPOG TOU KIT, GAAG
kaBopifovtal oTn @Acn Tou oXedIAouoU atrd TO 1ATPIKO TTPOCWTTIKO GUHPWVA pE T TTEPICOOTEPA KATAAANAO
TTPOTUTTO VIO TN GUYKEKPILEVN XEIPOUPYIKA ETTERRACT.

3 ANTENAEI=ZEIZ KAl METPA NMPO®YAA=HX

To e€aTopikeEUPEVO TTPOCOETIKO CUCTNUA EMPUTEUUATOG KpoTagoyvabikng didpBpwang yia Tov acBevr, TTPETTEN
va aglohoynOei TTPOCEKTIKA €AV 0 A0BEVNG £XEI pia 1] TTEPICCOTEPES ATTO TIG AKOAOUBEG KATAOTATEIG:
o Evepyig/xpovieg Aoipwiéeig
e >uvbnAkeg OTIG omoieg Oev UTTAPXEl ETMOPKAG TToodTNTa /TTOIOTNTA OC0TOU yIia Tn OTAPIEN Twv
TIPOCOETIKWV £EAPTNUATWV
2uoTnuaTikég TTaBoloyieg pe auénuévn euaicbnaoia o€ AoInwEEIg
Tekunpiwpévn aAAEpyia oTa UAIKA TwV TTPOCBETIKWY EQPTNUATWY
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®  KOKN oUuppép@waon Tou acBevoug N emRAaBeic auvnBeleg

4 KANONIZTIKEZ ANAITHZEIZS

MDR 745/2017

KANONIZMOZ (EE) 2017/745 TOY EYPQIMAIKOY KOINOBOYAIOY KAI TOY
>YMBOYAIOY 1ng 5ng ATTpIAiou 2017 OXETIKA PE TA IATPOTEXVOAOYIKG TTPOIOVTA

PPWR 40/2025

KANONIZMOZ (EE) 2025/40 TOY EYPQMAIKOY KOINOBOYAIOY KAI TOY
2YMBOYAIOY 1ng 19n¢ Aekeufpiou 2024 OXETIKA WE TIG CUCKEUATIES KAI TO
ATTOPPIUpHOTa CUoKEUaaiag (PPWR)

UNI EN ISO 13485:2016 /A11:2021

laTtpoTtexvoAoyiKd TTPOIOVTa — ZuoThpaTa dlaxeipiong TToldTNTAg — ATTAITHOEIG YIa
KOVOVIOTIKOUG OKOTTOUG

UNI CEI EN ISO 14971:2022

latpotexvoAoyikd TTpoidvTa — EQapupoyn Tng diaxeipiong Kivduvou aTa
IATPOTEXVOAOYIKA TTPOIOVTT

UNI EN 62366-1:2015/A1:2020

laTtpoTtexvoAoyikd TTPoidVTa — Eappoyr TNG unXavikhig XpnoTIKOTNTAG OTA
IATPOTEXVOAOYIKA TTpOidVTa

UNI EN ISO 14155:2025

KAIVIKA €peuva 10TPOTEXVOAOYIKWYV TTPOIOVTWYV o€ avBpwTToug — OpBr| KAIVIK
TIPOKTIKN

UNI EN ISO 10993-1:2026

BioAoyikr agloAdynan 1aTpoTEXVOAOYIKWY TTPoiovTwy — Mépog 1: A§ioAdynan Kal
dokiuéG aTo TTAaioIo wag diadikaaiag diaxeipiong KivoUuvou

UNI EN ISO 14630:2025

Mn evepyd xeipoupyikd epuTelpaTa — MEVIKEG ATTAITHOEIG

UNI EN ISO 21534:2009

Mn evepyd xelpoupyikd epputelpaTa — Eppuretuata apBpIkAg avrikatdoTaong —
Eidikég ammaitAoeIg

UNI EN ISO 16061:2021

EpyaAcia yia xprion o€ cuvduaopod pe pun evepyd XEIPOUPYIKA EUPUTENUATA —
evIKEG OTTAUTHOEIG

UNI EN ISO 5832-3:2022

Epgutetpara yia xeipoupyikn xprion — MetaAAikd uhika — Mépog 3: Katepyaouévo
Kpdua TiTaviou 6-aAoupiviou 4-Bavadiou

ASTM F136-13(2021)el

TuTTIKr TTPOBIAYPAPH] VIO KATEPYAOUEVO KPpAua TITAvViou-6 ahoupiviou-4 Bavadiou
ELI (E€IPETIKG XaunAr TTEPIEKTIKOTNTA O€ DIGUETEG TIPOOIEEIG) VIO EPAPUOYEG
XEIPOUPYIKWY ERPUTEURATWY (UNS R56401)

UNI ISO 5832-4:2024

Eupputetpara yia xeipoupyikr Xprion — MetaAAIkd uAikd — Katepyaopévo xuto
Kpdpa KoBaATiou-xXpwuiou-poAuBdaiviou

ISO 5834-2:2025

Eu@utetpara yia xeipoupyikh Xprion — MoAuaiBuAévio utrepuwnAoU popiakoU
Bapoug — Mépog 2: Mop@OTTOINUEVEG LOPPEG

ASTM F648-21

TuTTiKr TTPOdIaYPa@r| YIO OKOVN KAl LOPPOTTOINUEVES LOPPES TTOAUCIBUAEViOU
UTTEPUWNAOU poplakou BAPOUG yIa XEIPOUPYIKA EpQUTEUUATA

ASTM F75-23

TuTTIKr TTPOBIAYPAPH VIO XUTA KpAuaTa KOBAATIOU-28 XpwHiou-6 poAupdaiviou
Kal Kpapa XUTEUONG YIO XEIPOUPYIKA eppuTelpaTa (UNS R30075)

UNI CEI EN ISO 15223-1:2021

laTpoTexvOAOYIKA TTPOIOVTA — ZUuBOAA TTOU TTPETTEI VA XPNCIUOTTOIOUVTAI UE TIG
TIANPOPOPIES TTOU TTaPEXOVTAI ATTO TOV KATAOKEUAOTr — MEpog 1: Mevikég
ATTAITHOEIG

UNI EN ISO 17665:2024

ATTOOTEIPWON TTPOIGVTWYV UYEIOVOUIKAG TTEPIBaAWNG — Yypr BepudTnTa —
ATTQITACEIG yIa TNV avaTITUgn, TNV ETTIKUPWGN KAl TOV TOKTIKO EAEYXO WIS
d1adIKagiag aTTooTEIPWONG VIO IATPOTEXVOAOYIKA TTPOIOVTA
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UNI EN 1SO 14937:2009 ATTOOTEIPWON TTPOIGVTWYV UYEIOVOUIKAG TTEPIBaAYNG — MeVIKEG aTTAITAOEIG yIa TOV
XOPAKTNEIOUS VOGS ATTOCTEIPWTIKOU TTAPAYOVTA Kal TRV avATITUEN, TNV £TTIKUPWON
KOl TOV TAKTIKO £AEYXO0 pIag d1adIKACiag aTTooTEIPWONG YIA IATPOTEXVOAOYIKA
TTPOIOVTa

UNIEN ISO 17664-1:2021 Emregepyacia mpoidvTwy uyeiovopikng repiBaAyng — MAnpogopieg TTou TTpETTel va
TTapEXOoVTal a1Td TOV KATAOKEUAQOTH VIO TNV ETTECEPYATIA TWV IATPOTEXVOAOYIKWY
TTPOIOVTWY — Mépog 1: Kpioipa Kai nui-Kpioiua IaTpoTEXVOAOYIKA TTpoidvTa

UNIEN ISO 11135-1:2020 ATTO0TEIpWON TTPOIOVTWY UYEIOVONIKAG TTEPIBaAYNG — ETTIKUpWON KAl TOKTIKOG
€Aeyxog piag d1adIkagiag aTTooTEIPWONG yia IaTPOTEXVOAOYIKA TTpoidvTa — O&eidio
TOU aIBuAgviou — ATTAITACEIG yIa TRV AVATITUEN, TNV ETTIKUPWOT KAl TOV TAKTIKO
€AeyX0 niag dIadIKaCiag aTTooTEIPWONG YIA IATPOTEXVOAOYIKA TTPOidVTa

5 YAIKA

OAa 1a TTPOC0BETIKA UAIKG CGUUUOPPUIVOVTAI UE TO UTTODEIKVUOUEVA TTPOTUTIA XEIPOUPYIKAG TTPOCOETIKNAG UNI
ISO/ASTM.

e Kpdua TiTaviou, TTPOTUTIO ISO 5832-3/ASTM F136, KpAua: Ti-6Al-4V ELI
Xnuikn Z0vBeon:

Titanium (Ti): looppoTria
AMouypivio (Al): 5,5-6,5%
Bavadio (V): 3,5-4,5%
O¢guyovo (0): uéyioTo 0,13%
Alwrto (N): uéyioto 0,05%
AvBpakag (C): péyioto 0,08%
Y&poydvo (H): max 0,012%
2idnpog (Fe): uéyioTo 0,25%

e TTOAUQIBUAEVIO £CQIPETIKA UWNAOU LOPIaKOU BApoug, ISO 5834 -2/ASTM F648, UHMWPE GUR 1050 TUTTOU 2
Xnuikr) oovBeon:

OpotroAupepég alBuleviou cUppwva pe 7o ASTM D4020: looppoTria
Té@pa: max 125 mg/kg max

TiT@vio (Ti): max 40 mg/kg

XAwplo (Cl): max 30 mg/kg

AAoupivio (Al): max 20 mg/kg

AofBéoTio (Ca): max 5mg/kg

Znueiwon: O1 TUTTIKEG Bideg OTEPEWONG/AKIVNTOTIOINONG TNG TTPOCBECNG KpoTapoyvabikig didpBpwang, atmd
Kpdua TiTaviou Ti6Al4V, oXedIAoUEVEG VIO XPAON OTN OTEPEWAN TTPOCOETEWY, TTOU avayvwpIioTNKAV atrd Tov
XEIPOUPYO OTO apXIKO ATADSIO TOU OXEQIOCGOU, OEV TTAPEXOVTAI UE TOIATPIKA TUCKEUNTIPOTOETIKNG.

*Ma e€aprnuara mou EKTUTTWVOVTAl 3D, N CUUUOPPWON UE TA UTTOOEIKVUOUEVA TTPOTUTTA QVAQPEPETAI OTIC XNUIKES
Kal unxavikés I01I0TNTES.

O1 Aetrropépeleg Twv  UAIKWY oUvBeEONG TOUIOTPIKA OUCKEUNTIPOOBETIKAG avagépovial aTtn dRAwon
OUPHOPPWONG.
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5.1 ZYNOHKEZ ANOOHKEYZIHE YAIKQN

TolaTpIK) CUOKEUNTTPOOOETIKAG TNG KpoTaPOoyVvaBIKAG didpBpwang TTPETTEl va QUAACCETAI G€ KaBapo, OTEYVO
TTEPIBANAOV Kal TTPETTEI VA TTPOCTATEUETAI ATTO TO NAIAKO QWG KAl TIG aKPAiEG BEPUOKPATIEG.

5.2 AIAGE:ZH YAIKQN

H amméppiyn Twv a@aipoUuevwy UAIKWY, CUUTTEPIAAUBAVOUEVWY TWV OPYAVWY, TTPETTEI VA TTPAYUATOTTOIETAI
oUU@WVA UE TO TIPOTUTIO YIA EIDIKA XEIPOUPYIKA aTTORANTA, TTOU XPNOIUOTTIOIOUVTAI O€ XEIPOUPYEIQ.

5.3 ANOPPIVH IYIKEYAZIAZ

MNa v TpooTacia Tou TTEPIBAANOVTOG, TTAPAKAAOUUE VO ATTOPPITITETE CWOTA TN CUOKEUAOiA, AKOAOUBWVTOG
TIG TTAPOKATW 0dNYiES.

EIAOZ YAIKOY AZTIKA AMTOPPIMMATA EIAIKA ATTOPPIMMATA
XapTti cppdyiong — PAP 20 XAPTI EER 15.01.01
Kupatoeldég xaptdvi — PAP 20 XAPTI EER 15.01.01
dakeAoG eyypdpwy — PAP 20 XAPTI EER 15.01.01
AUTOKOAANTN oppayida — PVC 3 MAAZTIKO EER 15.01.02
AUTOKOAANTN TaIVid — PP 5 MAAZTIKO EER 15.01.02
©Onkn — LDPE 4 MAAZTIKO EER 15.01.02

Mpiv atré TRV atrdéppIYn, LEIWATE TOV OYKO TNG cuakeuaaiag. ToTToBeTOTE KABE OTOIXEIO TG CUCKEUATIAg OTOV
TTPORAETTOUEVO KADO aVAKUKAWGONG KAl EAEYXETE TTAVTA TOUG KAVOVIGUOUG TOU OUoU 0aG.

6 MPO®YAAZEIZ

Eivar €uBlvn Tou xeipoupyou Trou XpnolpoTrolei autd To TTPOIOV va agIoAOYACEl TNV KAIVIKY) Kdl 10TPIKN
KOTAOTAON TOU a0BevoUG yvwpidel OAEG TIG TITUXEG TWV OIAdIKACIWY EUPUTEUONG KA TIG TTIBAVEG ETTITTAOKEG TTOU
UTTOPEi va TTPOKUWOUV YIO KABE CUYKEKPIUEVN TTEPITITWON. Ta aTmOTEAEOUATA TNG XEIPOUPYIKNG EmMEUBAONg
uTTOpEl Va €MOEIVWOOUV pe TNV TTAPOSO TOU XPOVOU Kal VA unv avTatTokpivovTal TTAEOV OTIG TTPOCDOKIES TOU
aoBevolg | Tou xelpoupyou. Emouévwg, Ba tpétrel va An@Bolv uttown Tuxov TTPOCOETEG 1 EVAAANAKTIKEG
oladikagieg TTOU TIPETTEl va TTpaypartotroinBolv. H avaBewpnTikr eméupaon ep@uteupdtwy Oev gival
aouvnBIoTn, ETTOREVWG O XEIPOUPYOS Ba TTPETTEI VO TTPAYUATOTTIOINCEI pid TTPOCEKTIKN KAIVIKA avdAuon
KIVOUVOU-0@QEAOUG YIa VA ETTITUXEI TO KOAUTEPO LAKPOTTPOBECUO ATTOTEAECHA VIO TOV ACBEVH).

O 00Bevig TpéTel va evnuepwOEei yia TOUG TTEPIOPICHOUG TNG OVOKATAOKEUAG TNG KPOTOQOYVOBIKAG
d1apBpwaNG Kal TNV avaykn amopuyrg OPTWONG TOU EPUTEUUATOG LE UTTEPBONIKE QopTia péEXP! va eTTITEUXDET
ETTAPKEG €TTITTEDO OTEPEWONG KAl ETTOUAWONG.

Eivar eubuvn Tou xeipoupyoU va €EOIKEIWOEI HE TIG XEIPOUPYIKEG TEXVIKEG EUPUTEUCNG AUTWYV TWV CUOKEUWV
HEOW MEAETNG OXETIKWYVY ONUOCIEUTEWY, OIOBOUAEUONG HE EUTTEIPOUG CUVEPYATEG Kal EKTTAIOEUONG OTIG
O1adIKagieg TToU I0XUOUV YIQ T CUYKEKPIpEVN TTPOBEDN .

21N LETEYXEIPNTIKI) QPOVTIOA TTPETTEI VA AKOAOUBEITAI ATTOOEKTHA XEIPOUPYIKN TTPAKTIKHA.
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6.1 [AHPO®OPIEZ AZ®AAEIAZ MAFNHTIKO'Y SYNTONIZMO'Y KAI PAAIOZYXNOTHTQN
To petaAAIKO UAIKG TTOU XPnOIWOTIOIEITAl YIa TIG TTpoBEcelg dev gival €va ammd Ta UAIKA TTou Bewpouvtal
€TKivduva f aocupBifacTa yia atrelkovIon payvnTIKou ouvToviopou (MRI) kal padloouXvotnTeg (RF).

QoT1600, UTTAPXOUV EYYEVEIG KivOUVOI TTOU OXETICOVTaI KE TN XPAON HETOAANIKWY EPQUTEUNATWY OE TTEPIBGAAOV
MRI kail RF, ouptrepiAapfavopévng TnG UETAVACTEUONG €EapTNUATWY, TNG €TTaywyAS BepudTnTag Kai Tng
TTapeUBOAAG 1 TTApApOPPWONG CAUATOG KOVTA OTa £EAPTAATA.

H Bepuikh eTaywyn LETAANIKWY ep@UTEURATWY gival £vag KivOuvog TTou €€apTaTal aTrd TN YEWUETPIA Kal TO
UNKO Twv €€apTnudaTwy, KaBWG Kal ammd TITUXEG TTOU OXETICOVTAI pE TN payvnTIK TOpoypagia Kal Tn
padioouxvéTtnTta, OTTwWG N 10X0G, n O1dpKeia kal N aAAnAouyia TraAuwv. Emeidr o €£0mmAIOUOG payvnTikng
Topoypa®iag r padioouyxVvOTATWY &gV €ival TUTTOTTOINUEVOG, N 0OBAPATNTA AUTWY TWV TTPORANUATWY Kal N
mOaveTNTA VA £UPAVICTOUV LE AUTA TA EpQUTEUATA Eival AyvwoTa.

H acedAcia kai n oupBaTtdTnTa QUTWY TWV EUPUTEUUATWY o€ TTEPIBAAAOVTA MRI KAl padIOGUXVOTATWY Oev
£€xouv aclohoynBei. Aev €xouv Oie€axBei OOKIUEG OXETIKA pE TN Bépuavon f Tn UETAKIVNON QUTWV TWV
ouoTNUATWY € auTa Ta TTEPIBAANOVTA. ETTEIdN auTég 01 CUOKEUEG Bev £XOUV eAeyXOei, N GPI dev uTTOPEi va KAVEI
OUOTAOCEIG OXETIKA WE TN XPAON OTTEIKOVIONG payvNTIKOU CUVTOVIOUOU PE QUTA T EPQUTEDUATA ) ATTEIKOVIONG
POBIOCUXVOTATWY, EITE OXETIKA pE BEpaTa aoPAAEIag iTe TNV akpifeia Twv eikévwy. Opiouéva eEapTAnaTa givai
TaAONTIKEG METAAANIKEG OUOKEUEG Kal, YEVIKA, UTTAPXEl N TTBavOeTnTa apoifaiog TTOPERPOANG UE OPICUEVES
peBOdOUG aTTEIKOVIONG , CUNTTEPIAAUBAVOREVNG TNG TTAPAROPPWONG TNG EIKOVAG OTN LAYVNTIK TOLOYPAPia Kal
NG oKEdaoNG akTivwy X TNV a&oVIKr] Topoypagia.

7 AYZMENEZ ENINTQZEIZ 2zTHN AKEPAIOTHTA THzZz
2Y2KEYHX

uTTopEl va oupuBouv uetd TNV TOTTOBETNON AUTHG TNG TTPOCBECNG TTOU aTTAITOUV TTEPAITEPW BepaTreia.
H eppavion pag ITTAOKAG UTTOPEI va OXETICETAI A va ETTNPEAZETAI ATTO TO TTPONYOUNEVO XEIPOUPYIKO IGTOPIKO
TOU aoBevoug A aTTd TTPONYOUUEVEG IATPIKEG KATAOTATEIG.
O1 avemBuunTeg evépyeleg TTou avagépovtal atn BIBAIoypagia aTnv KAIVIKY TTPAKTIKA Twv TTPOCBECEWY TNG
KpoTag@oyvabikAg didpBpwang TNg KATw yvabou givai yevikd ol akOAOUBEG:
e ModAuvon
o Xpoviog ) eTravaiapBavépevog Tovog Kal/f oidnua
o ATWAEIQ TNG KIVNTIKOTNTAG TwV apBpwoewv AOyw TNG avaTITUENG CUNPUOEWY (OUAWDNG I10TOG), EKTOTTOU
oaToU ] aykUAwong
E¢apBpwaon Twv TUNudaTWY TNG Tp6cbeong
®Oop4, Kivnon, oTTACIKo 1 XaAdpwaon Twv £EapTNUATWY TNG TTPOCOECNG
AlaTpnon A didoTracn Twv yUpw IGTWV
AvTidpaaon {Evou owuaTog A aAAepyikA avTidpaon ata UAIKG TnG TTpOaBeong
Ma tnv KOrA:
o OOJovTIK avwuoAia TToU atraitei TTpooapuoyr daykwpatog, opBodovtiki A emavaAnyn Tng
eméuBaong.
e ATmoppoenon i dIARpwan TNG KPOTAPIKAG YAUVNG TNG KpoTagoyvabikng didpBpwong.
o [lpofAnuara wTwyv, cuutrepIAapBavopévng TG QGAEYHOVAG Kail/fp dIATpnong Tou efwTepPIKOU
OKOUGTIKOU TTOPOU, AOIMWEEIS TOU pETOU i €0w WTOG, dIGTPNCN TOU TUUTTAVOU, UOVIUN ATTWAEIA
OKONAG, KOUBOUVIOUA OTA aUTIA KAl TTPOBANUATA ICOPPOTTIOG A EUCTAXIAVAG GAATTIVYAG
e AucAgiToupyia Tou TTPOCWTTIKOU VEUPOU.
AMNAEG ETTITTAOKEG UTTOPET VO ELPAVIOTOUV OTTWG:
o  MeTeyXEIPNTIKOG TTOVOG, 0idNud, LWAWTTES, LUIKOG OTTACUOG 1) OXNUATIOUOG QILATWUATOG
o [lepipepIkéG VEUPOTTABEIEG
o ApVNTIKEG ETTITITWOEIG OTNV ETEPOTTAEUPN ApBpwaon éTav n TTPOBeoN TOTTOBETEITAI OTN pia TTAEUPA.
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8 AIAAIKAZIA AMNOZTEIPQ2HZ

O1 10TPIKEG GUOKEUEG TTOU TTOPEXOVTAl O€ OTEIPO LOPPI ATTOCTEIPWVOVTAI LE XPAON o&eidiou Tou aiBuAeviou
(Et0), oUp@wva pe pa emKUPpWUEVN dladikaoia aup@wva pe To TTPOTUTTO ISO 11135, n otroia eEaa@aAiel
Emitredo Aiao@dAhiong ZTepIAdTNTAG (SAL) 1078,

O11aTpIKEG CUOKEUEG TTOU TTAPEXOVTAI O€ PN OTEIPO LOPQN) TTPETTEI va KaBapifovTal KAl va aTTOCTEIPWVOVTAI OTTO
TOV XPAOTN TIPIV aTTd TNV KAIVIKA XPrOT, aKoAouBwvTag TIG 0dnyieg auToU TOU KEPOAQIOU Kal CUHPWVA HE TO
TTPOTUTTA UNI EN 1SO 17665 Kail UNI EN ISO 14937.

H uyelovouik povada eival utrelBuvn yia TNV €TMKUPWAON KAl TNV TAKTIKI TTAPAKoAoudnaon Twv SIadIKACIWY
KaBapiopou, atroAUpavang Kal atrooTEIpwang TTou eKTEAOUVTAI TTPIV OTTO TN XPHon.

8.1 2Y:IKEYEZ NMOY NAPEXONTAI ANOITEIPQMENA

O1 ouokeuég Tou TTapéxovTal ZTEIPEX mrpoopifovTal aTToKAEIOTIKG yia povoxpnoTn xpron (Amoppiwipeg). H
ATTO0TEIPWON TTPAYUATOTTOIEITAI ME XPHon 0geidiou Tou alBuAeviou (EtO), cUMPWVA LE TO TTPOTUTTO I1SO 11135.
Mpiv T0 Gvolyua TNG OTEIPAG CUOKEUATIAG, 0 XProTNG OQPEIAEl va EAEYEEI OTTTIKA TNV AKEPAIOTNTA TOU OTEIPOU
¢pAyuaTog.

AkepaidTNTa TNG cuokevaoiag: Mn XPNnOILOTOIEITE TN CUCKEUN €dv n OAKN, N CUOKeUaoia
KUPEANG N1 n o@pdyion E&ivalr avoixTtr, Tpumrnuévn, Bpeypévn i kateoTpauuévn. Eva
mapARIaoHEVO @PAYHa SEV EYYUATOAI TN OTEIPOTNTA.

Hupepounvia AREnNg: Mn XPNOILOTTOIEITE TN CUOKEUN TTEPA ATTO TNV NUEPOMNVIA TTOU avaypd@ETal
OTNV ETIKETA

Edav n amooTteipwpév) cUuoKeuaoia €ival KaTteoTpauuévn N avoixti, n ouokeunn AEN eivai
NMAEON AMOZTEIPH ka1 6a mpétrel va amoppi@Bei. EAv ocupei autod, EMIKOIVWVHOTE PUE TOV
ggouoci0d0TNuéVO AVTITTPOOWTITO ) TOV KATAOKEUAOTH COG.

MHN EMANAMOZTEIPQNETE: H cuokeul ammoOTEIPWVETAI UOVO pia @OPdA XPNOILOTTOIWVTIG
pia emKkupwpévn diadikacia EtO.

2 2

OTmol10dNTToTE TTPOOCTIAOEIN ETTAVATIOOTEIPWONG pHITopEi va Béoel og Kivduvo Tn douR, Thv
amrédo0on Kal TNV aoPAAEI0 TNG CUOKEUNG, HE KiVOUVO aTTEAEUBEPWONG TOSIKWY UTTOAEIPPATWV
i AeITOUpyIKAG aoTOXiOG.

YIMNOAOIMIA EtO: H ouokeun eAéyxeTal oUp@wva pe 1o ISO 10993-7, yia va dIac@AAICTEI OTI TA
A utroAgippata alBuAevogeidiou (EtO) kol udpoxAwpikoU alBulAeviou (ECH) Bpiokovrtal €vrog
OTTOOEKTWYV ACPAAWY OPiWV.

2e OTAVIEG TTEPITITWOEIG, Ol UTTEPEUaiodnTol aocBeveig pmopei va egp@avioouv aAAepyikég
avTiIdpdoeig oTa UTTOAEippaTa EtO.

8.2 2XY:KEYE: noy NnAPEXONTAI AEN EINAI ANOZTEIPQMENEZ

Edv n ouokeun TTapéxeTal pn aTTOoTEIPWHEVN, N ETIKETO avagEpel EekdBapa "NOT STERILE".
>€ QUTH TNV TTEPITITWON, 0 XPHOTNG TTPETTEL:
e TTPAYUATOTIOINOTE KABAPIOUO KAl ATTOCTEIPWaN TTPIV aTTd TNV KAIVIKH Xpron,
®  OKOAOUBNOTE TIG ETTIKUPWHEVES OIOBIKATIEG GE AUTO TO KEQAAQIO,
e xpnoipotroinaTe ueBddouUG atmooTeipwang KATAAANAES yia To douikd UAIKS (TieAl4V, UHMWPE, PEEK
K.ATT.).

A

- 10 -
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OAeg o1 ouokeuég TTou TTapdyovTal atrd Tnv GPI SPA utropei va kataoTpagoUlv v uttoAnBouv o€ Xprion
QTTOPPUTTAVTIKWY pE Pdon 10 ofU. ZuvioTdtal Aoimmov n xprion povo OYAETPQON KAI ANTIBAKTHPIAKQN
AMOPPYTIANTIKQN.

A. OpXIKN TTPOETOINOCIO OTO ONuEio XpRong:

e  aQaIPEDTE TNV EWTEPIKA CUCKEUACTia aTTd XapTOVI TTOU XPNCIUOTIOIEITAI IO TNV ATTOOTOANR

e BydATe TO EOWTEPIKG KOUTI e TO AoyOTUTTO GPI

B. mposcToipacia mpiv amrd Tov Kadapioud.

®  QQAIPEDTE TA TTPOIGVTA ATTO TNV ECWTEPIKI) CUOKEUATIA-

®  QTTOOUVOPUOAOYNOTE TO IATPOTEXVOAOYIKO TTPOIOV OTa £6QPTANATA TOU,

e €&eTAOTE TNV KAAR KOTAOTAGN TOU TTPOIOVTOG.

o EAéygre oOm  dev  umdpxouv  uTtoAgipparta  emmeepyaciag/okovng  Kal €AV UTTAPXOUV,

KaBapioTe/EeUTTAOKAPETE/TTAUVETE TIG TPUTTEG TTPIV TNV ATTOOTEIPWON.

C. KaBapioudg Kal atroAvuavon

MAUveTE XeEIpoKivnTa 1 uNXaVIKA pE ATTIO OUBETEPO ATTOPPUTTAVTIKG (aTTOAUTWG un 6¢ivo) kai eoTd vepo,
akoAouBwvTag TIG odnyieg XPrioNG TOU KATAOKEUAOTH TOU OTTOPPUTTAvTIKOU. ATTOQUYETE T XPRon Tou
QTTOPPUTTAVTIKOU O€ OKPAIEG CUYKEVTPWOEIG. EVIUpaTIKG KOBaPIOTIKA pe oudETEPO pH Kal (EOTO vEPO HTTOPOUV
va XpnoiuotroinBouv yia va OleukoAUvouv Tov KaBapiopd. YTTOKeITal o€ €mmKupwuévn Oladikagia TTou
OUUUOPPUIVETAI LE TA TTPOTUTTA TNG OEIPAG ISO 15883.

MeTd 10 TTAUCILO, EETTAUVETE KAAG E KABAPO, ATTIOVICUEVO ] ATTECTAYUEVO VEPOD.
D. ZITéyvwpa

2TEYVWOTE TTARPWG TTPIV TNV ATTOCTEIPWOTN LE ATTOPPOPNTIKO UPACUA LE XAUNAL aTTEAEUBEPWON CwuaTISiWV N
HE BIopnNXavikd OTEYVWTAPIO ) O€ VIOUAATTI OTEYVWHATOG.

E. EmOswpnon Kai cuvtipnon

Kata Ttov kaBapioud, €mBewproTe TNV ATTOUCIA OPATWY UTTOAEIUUATWY, €I0IKA OTIG AIlyOTEPO TTPOCRACIUES
meplox€Eg. EAEyETE TTpooekTIKG Ta e€apTAnaTa TNG TTPOCHBECNG Kal/r Ta OXETIKA dpyava yia va Befaiwbeite OTI
O0ev €xouv utrooTel ¢nuid, OivovTag 181aiTEPN TTPOCOXN OTIG TTEPIOXEG TWV CUOKEUWV OTA KIvoUueva A
aAANAEVOETa pépn. Mn XpnNOILOTTOIEITE TTPOCOETIKA EaPTALATA ) EpyaAEia TTOU £XOUV UTTOOTEN {NpIA. Z€ QUTAV
TNV TTEPITITWON, EVAUEPWOTE AUETWGS TOV KATOOKEUAOTH , 0 XPHoTNG deV TTPETTEI VA TTPAYUATOTIOINCEl EPYACIES
ouvTAPNONG f)/Kal aTToKATdoTaAoNG.
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F. ZuoKeudoid

Ta TpocBeTIKG €fapTrApaTa Kai/fp Ta ouvodd Opyava TIPETTEl va eTTavacuokeuddovtal KatdAAnAa oTo
voookouegio. lMpoopifovTtal yia atmmooTeipwan o€ JITTAEG Brikeg aUupwva pe T uEBodo atrooTeipwong yia Ta
d1d@opa Tpoidvta. Auto 1o 20oTnua Mikpofiakou Ppayuou (SBS) TTpETTel va £XEl ETTIKUPWOET yia va atrodeigel
TNV IKAVOTNTA TTAPOXNAS ETTAPKOUG OTTOOTEIPWONG.

G. AmooTteipwon

O1 akdAoubeg TTaPAUETPOI TNG TTAPAKATW dIadIkaciag £xouv aTrodeIxBei 6Tl TTapdyouv £va TTPOIOV pE ETTITTEDO
SAL 10 ® log oUu@wva pe To UNI EN ISO 17665 kal To UNI EN 1SO 14937. AN\ol Trapdpuolol KUKAOI utropei va
xpnoipotroinBouv aAAd dev £xouv aflohoynOei. Eival euBivn Tou xprioTn va aTTodeigel TNV ETTAPKEIR TOU KUKAOU
QATTOOTEIPWANG TTOU XPNOILOTIOIEITAI OE TTEPITITWON TTOU dIaPEPEI ATTO TIG AKOAOUBEG EVOEILEIC:

Na TpooBioeig Kal eSapTAATA ATTO KPAua TITaviou (Ti6AI4V):

ATrooTteipwon pe arpd :  ATTOOTEIpWON O€ AUTOKAUCTO WE OTUO TTPO-KEVOU O Bepuokpacia 134°C yia
TOUAAYXIOTOV 5 AETTTA.

MNa TpooBioeig kai e§apTApaTa ard TToAuaiBuAévio upnAng TTukvéTnTag (UHMWPE):

ATmrooTteipwon upe umrepoleidio Tou udpoyovou (kKAiBavog amrooTeipwong TAAOUATOG): upe €UpPOG
Beppokpaaiag Asiroupyiag 50-55°C, pe EAAXIOTO KUKAO diatrpnang 37 ATITd + 3 AETTTA apXIKOTToinonG.

Na mwpobéceig kai e§apThuaTa amrd TOAUAIOUAEVIO UPNARG TTUKVOTNTAG OE OUVOUOAOUO pe Kpdpa
TITaviou (UHMWPE+Ti6AI4V):

AmooTeipwon upe umrepodeidio Tou udpoyodvou (kKAiBavog atrooTeipwong TAAOMHATOG): pe €UPOG
Beppokpaaiag Asitoupyiag 50-55°C, pe EAAXIOTO KUKAO dlatrpnang 37 AETTTd + 3 AETTTA apXIKOTToinonG.

H. amolnikeuon
duldaoetal og kabBapd, OpoaePsd Kal ENPO HEPOG Kal LaKPIA aTTé TTNYEG BEPUOTNTAG.

.  peTagopd

MNa v amoguyh {NuIWV C€ 10TPIKEG CUOKEUEG KATA TN HETAPOPA, OUVIOTOUWE TN XPAON KATAAANAWY pagiwy,
OiokwvV 1 AKauTITwV doxeiwv. ATTOQUYETE TNV OTTOBAKEUON | TN LETOPOPA ePYaAEiwy O€ eTTaPR LETAEU TOUG
KaBwg utropei va TTpokAnBei ¢nuid.

9 ENANAINOZTEIPQZH

Agv eMTPETTETAI N €K VEOU OTTOCTEIPWON TNG CUOKEUNG, KABwWG dev éxel UTTORANBEI € OUYKEKPILEVOUG EAEYXOUG
Kal EMKUPWON.

10 NMEPIOPIZXMENH EInYHzH

H GPI eyyudTal 0TI aQuTO TO TTPOIOV TTANPOI TIG TTPOBIAYPAPEG TOU KATOOKEUAOTH Kal OV £XEI KOTAOKEUAOTIKA
eAaTTWMATA KATA TN OTIVUN] TG TTapddoong.
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AuTéG o1 DIaTAEEIG £XOUV ETTIKUPWOET atTd TOV KATOOKEUAOTH TNG IATPOTEXVOAOYIKIG OUOKEUNG WG IKAVEG VO
ETMTUXOUV TOV OTTAITOUUEVO KOBapIouod Kal atrooTeipwan.

O xpnotng mpétrel va diac@aAicel 0TI N TTPOETOINATIA KOl N ATTOOTEIPWAN TNG IATPOTEXVOAOYIKIG CUOKEUNG,
OTTWG TNV TTPAYUOTIKOTNTA EKTEAEITAI XPNOILOTTOIVTAG TOV EEOTTAIOUOS, TA UAIKA KAl TO TIPOCWTTIKO ETTITUYXAVEI
1O €mBUuNTé amotéAeopa. Autd attaitei eTTaAiBeuon A/kal ETTIKUPWON KAl CUCTNUATIKI TTapakoAouBnan g
d1adIkaaoiag.

11 ENIrPA®H

O1 eTIKETEG TTOU £QAPUOLOVTAI TN CUCKEUOTIA TNG IATPIKIG GUCKEUNG £XOUV OPICTEI Kal oUVTaXBei cuupwva pe
TIG I0XUouoeg amraitioelg Tou Kavoviopou (EE) 2017/745 (MDR), 16iwg Tig diatééeig Tou MNapapTtipatog |, onueio
23.2.

KdOBe 1aTpIKf) OUCKEUN TTaPEXETAI LE TIG AKOAOUBEG ETIKETEG:
e n.1VyeVIKN ETIKETA QvVAyVWPIONG TNG IATPIKAG CUCKEUNAG, TTOU £QapuoleTal TNV EEWTEPIKA TUOKEUATia

HETAPOPAG

e n.1VyeVIKN ETIKETA AVAYVWPIONG TNG IATPIKAG CUCKEUNG, TTOU EQAPUOCETAI TN CUCKEUATIa TNG
TPOBeoNS

®  n.2 YEVIKEG ETIKETEG AVAYVWPIONG TNG IOTPIKAG CUCKEUNG, TTOU TTEPIAAUBAVOVTAI 0T CUOKEUACIA TNG
mpbdOeong

e n.1&IBIKA ETIKETA TTOU AVAYVWPICEI KABE HEPOVWHEVO EEAPTNUT (TTPOCBETIKO 1) OPYaVIKO)

H eTIKETQ TNG IOTPIKIG CUTKEURG TTOIKIAAEI avAAoya e TNV KATdoTaon TTpoun<iag:

o [0 OUOKEUEG TTOU TTAPEXOVTAI ATTOOTEIPWHEVEG, N ETIKETA AVAPEPEI CAPUWG TN LEBODO ATTOOTEIPWONG
TTOU XpnoiuoTrolgiTal (T7.X. "STERILE EQ" yia atrooTeipwaon pe 0&gidlo Tou alBuAeviou) kai Ta GUUBOAE TNG
oUp@WVA e TO TTPOTUTTO ISO 15223-1, padi pue TNV nuepopnvia AENg kai tnv £voeign "Miag xpriong / Mn
ETTAVAYXPNOIUOTTOINCIUO".

e [0 OUOKEUEG TTOU TTAPEXOVTAI WU ATTOOTEIPWHEVEG, N eTIKETA avaypdel «MH AMTOZTEIPQMENH»
padi pe TTANPOQPOPIEG avayvwpiong TTPOIOVTOG Kal 0dNyieg TTOU aTTAITOUV ATTOCTEIPWAN TIPIV aTTO TNV
KAIVIKA xprion.
OAeg o1 €TIKETEG £X0UV OxedIOOTEN yIa va dlaa@aAifouv TN GA@AVEIQ, TNV IXVNAACILOTNTA KAl TN CUUUOPPWOT) UE
TIG 1I0XUOUCEG KAVOVIOTIKEG ATTAITACEIG, DIA0PAAIOVTaG OTI 0 XPHOTNG KTTOPEI va EVTOTTIOE! AueCa TNV
KATAOTOON OTEIPOTNTOG TNG CUOKEUNG Kal TOV CwaTo TPATTO XpAOoNG.

11.1. NapaaEIrMATA MENIKHE ETIKETAZ

11.1.1. lMAPAAEIrMA TENIKHE ETIKETAZ TA MPOMHOEIA IATPIKHE IYZKEY'HZ MOY MNAPEXETAI
ANOZTEIPQM'ENH

G GPI DISPOSITIVO SU MISURA-CUSTOM MADE DEVICE \
Trento (TN) -?TgLaY DESCRIZIONE CMD-LATO Dx/SX
www.gpigroup.com CMD DESCRIPTION- Lh/Rh SIDE

USO NON CEMENTATO - UNCEMENTED USE

CJ

srenLeled AAA@A,GG
[:E] @ ® AAAA-MM—GG/

XXXX EA:
@ AAAAXXXXXX/N
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11.1.2. MAPAAEIrMA FENIKHEZ ETIKETAZ A MPOMHOEIA IATPIKHE ZYZKEY'HZ noy nAPEXETAI MH

2TEIPO

DISPOSITIVO SU MISURA - CUSTOM MADE DEVICE \
Es. RICOSTRUZIONE dell’ARTICOLAZIONE TEMPORO-MANDIBOLARE

Ex. TEMPOROMANDIBULAR JOINT RECONSTRUCTION

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

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

USO NON CEMENTATO - UNCEMENTED USE

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

Ta akdAouBa oupBoAa kai S1aTUTTWON EpPavifovTal TNV ETIKETA:

CUSTOM DEVICE: utrodeIkvUel TOV TUTTO TG 1ATPIKAG GUOKEUNG

MEPIFTPA®H Ttou TUTTOU TNG TTPOCOPHOCMEVNG OUOKEUNG oTov katdhoyo (XEIPOYPTIKOiaTtpikn
ouokeuql'|A ANAKATAXKEYH THXZ KPOTA®OINAGIKHZ AIAPOPQZHZ aTo TTapddeiypua)

Kwdikdg kataAdyou REF TTou TTpoodIopiel TO KIT

SN Zeipiakdg apiBudg : apibudg avayvwpiong e mpobeonsg: ETOX/TIAPAITEAIA KOQAIKOZ/N
MPOZOEZH: AAAA/XXXXX/N

M Huepounvia Kataokeung ekppacuévn o€ £Tog/unva

2Alc’J(pKaO( XpPnong n nuepopnvia Aéng ekepaopévn oe €rog/uAva. Eav dev 1rpoodiopileTal,

Bewpeital TePiodog 1 £Toug aTTd TNV NUEPOUNVIa TTAPAYWYAG.

® H 1aTpIKAl OUOKEUN uTTopEi va xpnoiuoTroindei udvo pia @opd ) o€ €vav acBevr) Katd Tn diIdpKeIa

piag pévo eméupaong

AN

OTTWG TTPOEIBOTIOINCEIG KAl TTPOQPUAAEEIS, oI oTToieg, yia dId@opoug Adyoug, Oev ptTopouv va

Mpétel va oupBoUAeuTEiTE TIG 0ONYiEG XPAONG YIO ONUAVTIKEG TTPOEIDOTTOINTIKEG TTANPOPOPIEG,
avagpepBbouv aTnyv idla TN GUOKEUN

H 1atpiki cuokeun dev £xel uTTOPANBEI o€ dladikagia aTroaTEipwong

>upPouleuTeite TIg 0dnyieg Xprnong
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e
e
o  Ei%H XUvdeopog QR Og WnOIaKd Eyypaga (0dnyieg Xprong)

° @ Mn XpPnOILOTTOIEITE TO 1ATPOTEXVOAOYIKO TTPOIdV €dv n CcuoKeudoia eival KATEOTpAuuEVN N

avoIxTH

° j KpaTtAoTe TO pakpid atrd mnyEg uypaciog
-
N
a

KpaTtroTe 10 pakpid atmo TTnyEg BepudTNTAG KAl PUTOG

o XPHZH XQPIZ TZIMENTO: Evnuepwvel OTI TOIOTPIKA CUCKEUATTPETTEI VA EQPUTEUBET Xwpig TN Xprion

0O0TIKOU TOIUEVTOU

>HMEIQZH To povadikd avayvwpIioTIKO ao0evoUg Oev epPaviCeTal OTnV €TIKETA, KABWGS CUVOEETAI LOVADIKA LE
TOV O€IpIaKS apIBuod Kal ava@épetal oTn SNAWGCN CUUUOPPWANG.
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11.2. MNAPAAEIrMA ETIKETAZ ENOZX XTOIXEIOY

To MD TTapéxeTal pe Eva OUVOAO ETIKETWYV TTOU TTPETTEI va TOTTOBETOUVTAI OTO TTEPIBANpA KGBE EEAPTAATOG TOU.

KaBe eTikéTa deiyvel Tov oeiplakd apiBud Tou MD ava@opdg (Kwdikotroinon AAAA/CODCOMMESSA/N), ToV KWwdIKO Kal TRV
TTEPIYPOPN TOU GUYKEKPILEVOU EEAPTANATOG KAl TOU UAIKOU TTOU TO GUVBETEI yIa TNV ATTOQUYA OQAAUGTWY KATA ThV
aTooTEipwon.

Ta TTapakdTw gival TTOPAdEIYUATA ETIKETWV YIa KAOE eEAPTNUA Ep@UTEUCIUNG TTPOBECNG TTOU TTAPEXETAI OE ATTOOTEIPWHEVEG
KOl UN aTTOOTEIPWUEVEG ETTIAOYEG.

11.2.1. lMAPAAEIrMA ETIKETAZ A TO ESAPTHMA IATPIKHE XYZIKEYHE MOY MAPEXETAI
AMNOZTEIPQM'ENO

wl GPI spa DESCRIZIONE COMPONENTE- LATO SX/DX
Trento (TN) - ITALY COMPONENT DESCRIPTION — Lh/Rh SIDE
www.gpigroup.com

Ti6AlI4V —-UHMWPE USO NON CEMENTATO - UNCEMENTED USE

COMP1
[SN] AAAAXXXXXX/N

11.2.2. MAPAAEIrMA ETIKETAZ TIA TO ZIYEITATIKO THZ IATPIKHE IYIKEY'HEZ noy NAPEXETAI MH
2TEIPO

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

: XXX (art.componente di listino)

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

Materiale - Material: ex: lega di Titanio Ti6AI4V - TIBAI4V Alloy

&, : AAAA/MM production [SN] : AAAAXXXXXIN
u?n" - D XOOOOKK — Hospital: XXXXX

@ N & ® @

USO NON CEMENTATO - UNCEMENTED USE

Otou Y €ival n ofuavon Tou TTpogavatoAiopol Tou e€apTApaTog TNG TPdBeong oe oxEon HE TO LEPOG TOU GWILOTOG Kal
WTTOPEI TTPOAIPETIKA Va gival:

D €av gival 5816 e€dpTnua

S €dv gival apiaTepod £€dpTnua

ANT €dv gival uTTPoaTIVO EEAPTNUT

POST €dv eival Triow e§apTnua

Aev utrodeikvUeTal eGv OV UTTAPXEI ATAPEIQ.

11.3. T1APAAEITMATA ETIKETQN OPFANQN MOY IXETIZONTAI ME THN IATPIKH ZYZKEY'H
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Ta epyaleia Tou xpnoipotrololvTal o€ ouvduaopud pe Tov MD (TT.X. TTPOTUTTA KOTTHG KOI avATOUIKA avTiypaga) gival 1o
oUvoAo Twv €€apTnudTWY TTOU UTTOOTNPICOUV TO EUQUTEULA Kal T OTToia OgvV UTTOPOUV VA aVAYVWPIOTOUV WG EUQUTEUCING

KEPN TG TTPOBETNG.

To TTapakdaTw eival éva TTapAdEIYpa ETIKETAG VIO TA EPYOAEIQ TTOU TTOPEXOVTAI OE ATTOOTEIPWHEVEG [ U OTTOOTEIPWHEVEG
€TIAOYEG:

11.3.1. MAPAAEIrMA ETIKETAZ A TO ESAPTHMA OPFANQN THE IATPIKHE XYZKEY'HZ MOY NAPEXETAI
AMNOZTEIPQM'ENH

/‘ GPI spa DESCRIZIONE STRUMENTAZIONE-LATO SX/DX \
Trento (TN) - ITALY INSTRUMENT DESCRIPTION- Lh/Rh SIDE
www.gpigroup.com

PA - Polyamide

STR1
@ AAAAIXXXXXX/n
11.3.2. MAPAAEIrMA ETIKETAZ TA TO EZEAPTHMA OPIrANQN THZ MAPEXOMENHZ IATPIKHZ ZYZKEY'HZ.

MH ZTE1PO

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

: XXX (art.componente di listino)

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

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

& - AAAA/MM production @ - AAAAXXXXX/N

®F . Dr. XXXXXX — Hospital: XXXXX
A

@ A ® [ =
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12 KAPTA EMOYTEYMATOZ

H kdpta epgutelpatog mapéxetal amdé Tnv GPl oe Eykataotdoelg Yyeiag kal cuokeuddetal padi pe Ta
TTAPAYOUEVA 1IATPOTEXVOAOYIKA TTPOIOVTA. Z€ aUTO UTTAPXOUV TTEdia TTOU TTPETTEI VA GUUTTANPWBOoUV atrd 10

apuOBIO UYEIOVOUIKS TTPOCWTTIKS KAl 16iwg gival atrapaitnTo:

e JUuTTANPWOTE TNV KApTa (TTpdoiva pépn oTnv €ikdva) pe OAeg TIG TTANpPo®opieg TTou ¢nTouvTal
QAVATPEXOVTAG OTO UTTOUVNLO CUMBOAWY TTOPOKETW.
e AwoTe gTov aoBevr| TNV KAPTA EPPUTEUNATOG.

54 mm R
GPI spa
International Implant Card MD code
. . MD _
P Patient name MD description
31 Implant date
o SN AAAA/XXXXX/N
85.6 mm L (] / /
o+ Hospital
name and address GPI spa
‘ via Ragazzi del ‘99, 13
38123 Trento (TN)
T +39 0461 381515
E ﬁ F +39 0461 381599
info@gpi.it
https://implant.card gpi.it Eﬁ’f)ﬁiiﬁ’é D (EME-000020127
[ Keipevo ToU OUVTAXBNKE ATTO TOV KATAOKEUAOTH
[1  Keipevo Tou ouviaxBnKe atro TO UYEIOVOUIKO TIPOCWTTIKO
P Keipevo TpoekTUTIWREVO ATTO TOV
KATAOKEUAOTH
OpUAog Twv cupBoAwv

° W? Ovoua acgBevn
N
° Huepounvia epgurteuong

Ovoua kai dietBuvon TnG povadag UYEIOVOUIKNG TTEPIBaAWNG

AigvBuvaon 1o1éToTrou/ Kwodikdg QR pe TTANPopopieg aabevolg

3 bE B

KwdikKwdIkdg Kal TTEPIYPA@I) TOU 10TPOTEXVOAOYIKOU TTPOIOVTOG
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° ApIBAG O€IPAG TNG IATPOTEXVOAOYIKIG CUOKEUNRG

o]

° KatookeudoTAg
O1 akbAouBEeg TTANPOPOPIES TTPETTEI VA TTAPEXOVTAI OTOV 0GOEVH OTTO TNV UYEIOVOUIKA LoVAada:

e OTmroiadATTOTE TTPOEIBOTTOINGN, TTPOPUAAEN A LETPO TTOU TTPETTEI va AngBei atrd Tov acBevi i atrd Tov
eTayyeApaTia uyeiog oe oxéon pe auolfaia Tapéufacn oe elAoya TTPORAEWINEG €EWTEPIKES
emMOPAoEIG, 10TPIKEG EETAOEIG ) TTEPIBAANOVTIKEG TUVOAKEG.

e OTroiadATrote TTANPOQOpPIa yia TNV avapevopevn weéAiun (WA Twv CUCKEUWY Kal KOs atrapaitntn
TTapakoAoUBnan.

e  Otroiadimote AAAN TTANPOQOpPIa TTOU ATTOOKOTTE GTN SIACPAAIOT TNG A0PAAOUG XPrONG TNG CUCKEUNG
atmd Tov aoBevr, oupTTeEPIAAUBAVOUEVWY TTANPOQOPIWY YIA UAIKA KOl OUCIEG OTIG OTTOIEG UTTOPE Va
ekTeOEI 0 a0OeVAG.

13 OAHI'IEZ AEITOYPIIAZ

Aedopévou OTI TTPOKEITAI YIA pid CUOKEUN KaTd Trapayyelia, n oxediaon Tng otroiag opiletal BACEl 10TPIKAG
OuvTayng, TO Eu@UTEUHO TIPETTEI va TOTTOBETNOEI oUpPwva pE TIG XEIPOUPYIKEG 0dNyieg AgIToupyiag TTou
opiovTal aTré ToV AITOUVTA 1aTPO, UE BACN TOV TTPOEYXEIPNTIKO GXEDIAOUO KAl TIG EI0IKEG AVAYKES TOU a0BeVOUG.

14 KAINIKH MAPAKOAOYOH2zH

JUVIOTWVTAI TTEPIOBIKEG ETTIOKEYEIG YIA TNV TTAPAKOAoUBNoN TNG B£0NG KAl TNG KATACTACNG TWV TTPOCOETIKWV
eCaptnudaTwy, KaBWG Kal yia Tov €Aeyxo TnG Katdotaong Ttou ooTtol. [MpaypaTotroifoTe TrePIodIKA
HETEYXEIPNTIKEG OKTIVOYPAPIES VIO VO £XETE WA AKPIPN EIKOVA TNG KOTAOTAONG ORECWG WETA TNV ETTEUROCN Kal
VA ETTIONUAVETE TUXOV LAKPOTTPOBECTUa oNudadia Kivnang, XaAapdTnTag, KAUWNGS I PLYHWYV TWV EAPTNUATWY.

MNa va putmmopéoel va epapudoel To ox€SI0 EMTAPNONG KAl ETTOTITEIAG TTOU ATTAITEITAI aTTd TOV Kavovioud Tng EE
2017/745 kai va gyyunBei Tnv ac@dAeia TnG ammédoong Twv TTPOIOGVTWY TNG, N GP | spa atraitei TN d€0peUcn Twv
TTEAATWV TNG VA QPOVTICOUV yia Tr GUANOYH TTPOEYXEIPNTIKWYV BESOUEVWV KAl LETEYXEIPNTIKY TTApAKoAouBnan ,
XPNOILOTTOIWVTAG TUTTOTTOINUEVN POPUa CUANOYNG SEdopEVV.

Ei0IkOTEPQ, TTPETTEI VO ava@EépovTal Ta akdAouba aToixeia:

Ymokeiueviké dedouéva
® TTOU OXETICOVTAI UE TOV TTOVO, UE KAipaka TTévou (VAS 0-10) TTou KupaiveTal atro "Xwpig TTévo (0)" - "o

£vTovog TTovog (10) "
e ZXETIKA pe TNV TpEXOUCa TTOIOTNTA (WG 0€ OUYKPION UE TTPIV aTT TNV EuPUTEUDN TNG TTPOBECNG

AvTikeluevikég dedouéva
Aedopéva atrd dueceg pETPAOEIS Tou €UPOUG Kivnong TnG apBpwaong TTou UTTORANBNKE Og TTAVOPOWTIKY
XEIPOUPYIKN BepaTreia Ta otroia KaTtaypd@nkav o€ XINOOTA Tou péyioTou avoiypaTog NG dpbpwaong.

Ta armroteAéopata TTPETTEl va CUAAEyovTal O KABe pecodidoTnua TTapaKkoAoUBNONG TTEPITTOU yIa TOUg
akOAouBoug Xpovoug delypaToAnyiag:

AUEDT UETEYXEIPNTIKA
7/10 npépeg

1 ufva

3 prveg

6 prveg

- 19 -



OAHIE> XPHXHZ [TPOXOESEQN OAIKHZ APOPOINAASTIKHE THZ KPOTA®OINAOIKHS AIAPOPQSHS - ANAQ. 22 / 2026-08-07

e 1xpovia
e Mia @opd 10 XpOVO YIa Ta ETTOUEVA XPOVIA

H ouAAoyni KAIVIKwV dedopévwy gival attapaitnTn yia TNV agloAdynaon Tng ammédoong Tng mpobeong Kal Twv

EMTTWOEWV TNg oTov acBevh. Ta dedouéva autd eival n peiwon Tou TTOVOU, KABWG Kal N PBeATiwon Twyv
A€ITOUpYIWV KAl TNG TTOIOTNTAG (WG TOU a0BgvoUG.

15 AIAPKEIA ZQHX EMOYTEYMATOZ

H ekTiuwpevn didpkeia (WG TwV EIBIKA KATAOKEUAOUEVWY EPPUTEUCILWY CUCKEUWY TTOU TTapdyovTal atrd Tnv
GPI givail 15 £Tn N TTEPICCOTEPO.
AuTn n exTiunon BaacileTal o€:

TEXVIKA Oedopéva atmd SoKIUEG @OOPAG Kal TTPOCOUOIWaN KOTTWONG (EpEuveg FEM),

evotroinuévn KAIvikry BiBAioypaegia,

TNV KAIVIKF) KOl LETEYXEIPNTIKA EUTTEIPIA TNG GPI ne EPPUTEUCILEG CUOKEUEG TTOU KUKAOQOPOUV AdN 0TV
ayopd.

H ouokeun éxel oxedlaoTei yia va avTikaBioTd Tnv TTPooBeRANUEVN AvATOWIKT dour, HOVIUG, CUUPWVA UE TOUG
QATOWIKOUG KAIVIKOUG TTAPAYOVTEG TOU 0G0EVOUG KAl UE TN CUUMOPPWON HE TIG XEIPOUPYIKEG KOl LETEYXEIPNTIKES
odnyieg.

16 PHTPA EITYHZHZ KATA MNIOANHZ EYOYNHZ

O1 0dnyieg TToU TTEPIYPAPOVTAl TTAPATIAVW €XOUV ETTIKUPWOET ammd Tnv GPI SPA wg akpIBnG TTeEpIypa®r TNG
TTPOETOILACIAG HIOG IATPIKAG CUOKEUAG YIA XPron o€ évav povo acBevr).

EutritrTel 0Tn o@aipa eubdvng Tou @opéa TTou gival uTtelBuvog yia Tn BepaTreia va eTTaAnBeuoel Ti N Beparreia,
ekTeEAEiTAl pe xprion Tou €€OTTAIOLOU, TWV UAIKWV Kal Tou OIaB£0IuoU TTPOOWTTIKOU OTIG KATAAANAEG
EYKATAOTAOEIG, ETTITUYXAVEI TO £TTIBUUNTO ATTOTEAEC Q.

AuT6 ouvnBwg aTTaITel ETTIKUPWON Kal KUKAIKO EAeyxo TnG Oladikaaiag Asiroupyiag.

O1 diodikaoieg kabapiopou, ammoAlpavong Kal aTTooTEIpwOong TTPETTEN va EKTEAOUVTAI KAl va KaTaypd@ovTal
oUp@WVa pE Ta IoXUoVTa TTPWTOKOANG 0T dopr TTou gival UTTeUBuvn yia TIG TIpOavaPEPOEIoES Epyaaied.
OTtroi0dn1ToTE ATTOKAION OTTG TOV XEIPIOTH TNG BEpaTreiag atmd TIG TTAPEXOUEVEG 00NYieg TTPETTEI va aglohoyeiTal
KQlI VO KOTAYPAQPETAI O€ OXEON WE TNV OTTOTEAECATIKOTNTA KAl TIG TTIOAVEG ApVNTIKEG KOl DUOUEVEIG TUVETTEIEG.
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17 AIANOMEAZTTIA

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 KATAZKEYAZTH2

GPI SPA

via Ragazzi del '99, 13 - 38123 Trento (TN)
T+39 0461 381515

F +39 0461 381599

info@gpi.it

i@pec.gpi.it

Kwdikdg EUDAMED: IT-MF-000020127
ApiBudg punTpwou Bdaon dedouévwyv KOTOOKEUAOTWY EEATOUIKEUPEVWV IATPOTEXVOAOYIKWY TTPOIOVTWY TOU
YTroupyeiou Yyeiag: ITCA01050530

-21 -


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

	ΠΡΟΕΙΔΟΠΟΙΗΣΕΙΣ 
	1​ΠΡΟΕΙΔΟΠΟΙΗΣΕΙΣ 
	2​ΠΡΟΒΛΕΠΟΜΕΝΗ ΧΡΗΣΗ 
	2.1​ΠΡΌΘΕΣΗ ΑΠΟΚΑΤΆΣΤΑΣΗΣ ΚΡΟΤΑΦΟΓΝΑΘΙΚΉΣ ΆΡΘΡΩΣΗΣ 
	2.2​ΠΡΟΕΙΔΟΠΟΙΉΣΕΙΣ Ή ΑΠΟΚΛΕΙΣΜΟΊ 

	3​ΑΝΤΕΝΔΕΙΞΕΙΣ ΚΑΙ ΜΕΤΡΑ ΠΡΟΦΥΛΑΞΗΣ 
	4​ΚΑΝΟΝΙΣΤΙΚΕΣ ΑΠΑΙΤΗΣΕΙΣS  
	5​ΥΛΙΚΑ 
	5.1​ΣΥΝΘΉΚΕΣ ΑΠΟΘΉΚΕΥΣΗΣ ΥΛΙΚΏΝ 
	5.2​ΔΙΆΘΕΣΗ ΥΛΙΚΏΝ 
	5.3​ΑΠΌΡΡΙΨΗ ΣΥΣΚΕΥΑΣΊΑΣ 

	6​ΠΡΟΦΥΛΑΞΕΙΣ 
	6.1​ΠΛΗΡΟΦΟΡΊΕΣ ΑΣΦΆΛΕΙΑΣ ΜΑΓΝΗΤΙΚΟΎ ΣΥΝΤΟΝΙΣΜΟΎ ΚΑΙ ΡΑΔΙΟΣΥΧΝΟΤΉΤΩΝ 

	7​ΔΥΣΜΕΝΕΣ ΕΠΙΠΤΩΣΕΙΣ ΣΤΗΝ ΑΚΕΡΑΙΟΤΗΤΑ ΤΗΣ ΣΥΣΚΕΥΗΣ  
	8​ΔΙΑΔΙΚΑΣΙΑ ΑΠΟΣΤΕΙΡΩΣΗΣ 
	8.1​ΣΥΣΚΕΥΈΣ ΠΟΥ ΠΑΡΈΧΟΝΤΑΙ ΑΠΟΣΤΕΙΡΩΜΈΝΑ 
	8.2​ΣΥΣΚΕΥΈΣ ΠΟΥ ΠΑΡΈΧΟΝΤΑΙ ΔΕΝ ΕΊΝΑΙ ΑΠΟΣΤΕΙΡΩΜΈΝΕΣ 

	9​ΕΠΑΝΑΠΟΣΤΕΙΡΩΣΗ 
	10​ΠΕΡΙΟΡΙΣΜΕΝΗ ΕΓΓΥΗΣΗ  
	11​ΕΠΙΓΡΑΦΗ  
	11.1.​ΠΑΡΑΔΕΊΓΜΑΤΑ ΓΕΝΙΚΉΣ ΕΤΙΚΈΤΑΣ 
	11.1.1.​ΠΑΡΆΔΕΙΓΜΑ ΓΕΝΙΚΉΣ ΕΤΙΚΈΤΑΣ ΓΙΑ ΠΡΟΜΉΘΕΙΑ ΙΑΤΡΙΚΉΣ ΣΥΣΚΕΥΉΣ ΠΟΥ ΠΑΡΈΧΕΤΑΙ ΑΠΟΣΤΕΙΡΩΜΈΝΗ 
	11.1.2.​ΠΑΡΆΔΕΙΓΜΑ ΓΕΝΙΚΉΣ ΕΤΙΚΈΤΑΣ ΓΙΑ ΠΡΟΜΉΘΕΙΑ ΙΑΤΡΙΚΉΣ ΣΥΣΚΕΥΉΣ ΠΟΥ ΠΑΡΈΧΕΤΑΙ ΜΗ ΣΤΕΙΡΟ 

	11.2.​ΠΑΡΆΔΕΙΓΜΑ ΕΤΙΚΈΤΑΣ ΕΝΌΣ ΣΤΟΙΧΕΊΟΥ 
	11.2.1.​ΠΑΡΆΔΕΙΓΜΑ ΕΤΙΚΈΤΑΣ ΓΙΑ ΤΟ ΕΞΆΡΤΗΜΑ ΙΑΤΡΙΚΉΣ ΣΥΣΚΕΥΉΣ ΠΟΥ ΠΑΡΈΧΕΤΑΙ ΑΠΟΣΤΕΙΡΩΜΈΝΟ 
	11.2.2.​ΠΑΡΆΔΕΙΓΜΑ ΕΤΙΚΈΤΑΣ ΓΙΑ ΤΟ ΣΥΣΤΑΤΙΚΌ ΤΗΣ ΙΑΤΡΙΚΉΣ ΣΥΣΚΕΥΉΣ ΠΟΥ ΠΑΡΈΧΕΤΑΙ ΜΗ ΣΤΕΊΡΟ 

	11.3.​ΠΑΡΑΔΕΊΓΜΑΤΑ ΕΤΙΚΕΤΏΝ ΟΡΓΆΝΩΝ ΠΟΥ ΣΧΕΤΊΖΟΝΤΑΙ ΜΕ ΤΗΝ ΙΑΤΡΙΚΉ ΣΥΣΚΕΥΉ 
	11.3.1.​ΠΑΡΆΔΕΙΓΜΑ ΕΤΙΚΈΤΑΣ ΓΙΑ ΤΟ ΕΞΆΡΤΗΜΑ ΟΡΓΆΝΩΝ ΤΗΣ ΙΑΤΡΙΚΉΣ ΣΥΣΚΕΥΉΣ ΠΟΥ ΠΑΡΈΧΕΤΑΙ ΑΠΟΣΤΕΙΡΩΜΈΝΗ 
	11.3.2.​ΠΑΡΆΔΕΙΓΜΑ ΕΤΙΚΈΤΑΣ ΓΙΑ ΤΟ ΕΞΆΡΤΗΜΑ ΟΡΓΆΝΩΝ ΤΗΣ ΠΑΡΕΧΌΜΕΝΗΣ ΙΑΤΡΙΚΉΣ ΣΥΣΚΕΥΉΣ. ΜΗ ΣΤΕΊΡΟ 


	12​ΚΑΡΤΑ ΕΜΦΥΤΕΥΜΑΤΟΣ  
	13​ΟΔΗΓΙΕΣ ΛΕΙΤΟΥΡΓΙΑΣ 
	14​ΚΛΙΝΙΚΗ ΠΑΡΑΚΟΛΟΥΘΗΣΗ 
	15​ΔΙΑΡΚΕΙΑ ΖΩΗΣ ΕΜΦΥΤΕΥΜΑΤΟΣ  
	16​ΡΗΤΡΑ ΕΓΓΥΗΣΗΣ ΚΑΤΑ ΠΙΘΑΝΗΣ ΕΥΘΥΝΗΣ  
	17​ΔΙΑΝΟΜΕΑΣ ΓΙΑ  
	18​ΚΑΤΑΣΚΕΥΑΣΤΗΣ 

