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1 Ayannté acfevi,
YrioPAnOnkate o tomobETnon spdutebpatog tuTou aerstent TBY. Ma tn 81k cag aocpaAela, S1aBACTE TIPOCEKTIKA TO
EvNuepwTIKO €yypado yia tov acbevr kat GpUAAETE To. AV €XETE OTIOIASNTIOTE QTIOPIO OXETIKA UE TO EUPUTELUA,

ETIIKOIVWVNOTE PE TOV BEpATIOVTA LATPO 0AC.
2 IXETIKA ME TO TIAPOV Eyypado
2.1 Ene&nynoelg cupuBoiwy

YOpuBoAo Eme€nynon
ACHOAAEC YIO LayVNTIKI TOpoypadia UTIO OPOUG

N

LOT

Ap1OpOC TTPOTlOVTOoG

AptBudg mapTidag

KaTaokeuaoThg

AlaVOpEQS
'‘Ovopa acbevn

Huepopnvia euputevong

loTooeASA TTANPODOPLWY YL TOUG A0OEVEIC

Mv. 1: Engénynon Twv Xpnoiuomolouuevwy ouuBoAwy

2.2 Emofipavon Twv odnytwyv acdaisiog

4\ NPOEIAOMNOIHZH

ATIOKAELOTIKO AVAYVWPLOTIKO LATPOTEXVOAOYLKOU TtpoiovTog (UDI)

'OVOLLA TOU UYELOVOULKOU KEVTPOU / TIAPOXOU EUPUTEUCNG

H pn ouupopbwon eveEXETAL Va TIPOKAAETEL 60BaPOVE TPAUUATIONOVE, coBapn ETSEIVWON TNG YEVIKAG 0AG KATAGTACNG

) akopa kat Bavaro.

2.3 MNpdodeteg MAnpodopieg

TOVEEOUOG AP VIO TO EVNUEPWTIKO £yYPadO yia ToV acbe-
vi:Y
AUTEG ol TTANpodopieg acBevoug BaoilovTal OTIC TTAPAKATW
obnyieg xpnotn:

AttoTtoinon suBUVNC OXETIKA PE TN SlabeotudTnTa TG TIEPI-
ANPNG TWV XOPAKTNPLIOTIKWY AOPAAELAS KAl TWV KAVIKWY
embooewv (SSCP)

MepiAnYN TWV XAPAKTNPLOTIKWY AOPAAELOS KAl TWV KALVL-
KWV eTSO0EWV (SSCP):

Baotkd UDI-DI (avayvwpLoTIKO LATPOTEXVOAOYIKOU TIPOI-
OVTOC):

Y EVUEPUIVETAL CUVEXWC.

www.leufen-medical.eu/pi/lmpi0009

LMGBO0009-16

Q¢ yevikog kavovag: H SSCP Ba SiatiBetat povo adol AdRet
TO TIPOLOV £ykplon oupdwva pe Tov KANONIZMO (EE)
2017/745 (MDR). H epappoyr] Tiou Teptypadetal edw LoXVEL
UOVO WE TNV EVaPEN LOXVOE TNE AVTIOTOLXNG EVOTNTAC TNG
Baong dedopévwv EUDAMED. Méxpt TOTE, n SSCP diatifetat
oToV €&n¢ olVSeopo APNC:
www.leufen-medical.eu/sscp/sscp0009

https://ec.europa.eu/tools/eudamed
Ma va avalnthoeTe Thv £181KN yia To Ttpoldv SSCP, sloa-
yayete 1o Bactkod UDI-DI Tou TtpoiovTog.

4063106ASTAERLX

0 KWSIKOC TIPOIOVTOG Kal 0 KWSIKOC TIAPTISAC TOU EUPUTEVHATOC 0aC BPIOKETAL OTNV KAPTA EUPUTEVUATOG.
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https://ec.europa.eu/tools/eudamed

Ma v AuoTpalia: Y& TIEPITITWON TIOU TIPOKUYPEL KATIOIO 0oBapd cUURAV Ttou OXETIETAL PE TO TEXVOAOYIKO TIPOIOV, TO
OoLURAY Ba TIPETEL VO aVADEPETAL OTOV KATAOKEVAGTH KAl 0TNV appodia apXr ToU KPATouG HEAOUG OTO OTIOI0 SIapEVETE.

https://www.tga.gov.au/

Inueia ota ottoia mpémel va 00<i 1SLaitepn mpoooxn

w

1. QaTmpeEnel va exeTe tavTtote padli oag TNV Kapta epdutedaTtog. Mptv amod omoladnmote SiayvwoTikA 1 BEpameuTiki
Stadikaoia, Oa TpEmel va SelXVeTE TV KAPTA ELGUTEDHATOS KAl TO EVNUEPWTIKO £yypado yia Tov aoBevr| oTov
Beparmovta latpo cag.

2. Ta TRV amoduyr oxNUATIOUOU EVATIODECEWY, EKTEAEITE TAKTIKA £10TIVON| UYPOU e aAaTouxo SldAuvua.

ETIIKOLVWVNOTE YE TOV LATPO 0aG av e AVICETE £Va ) TIEPLOCOTEPA ATIO TA TIAPAKATW CUMTTTWHATA: AloBnon EEvou
OWUATOG, XOAITWOoN (kakoopia Tou oTOUATo ), atyoppayia, Brixag, TOVog 0TV TIEPLOXT] TOU GAPUYYA KAl TOU Adpuyyda,
TIOVOG KATA TNV opiAia / tpoPAnuata dpbpwaong, SuoTvola, TTUPETOS

4. Tnpeite Ta pavteBol oag pe Tov Oepamovta LlaTpod oag yia Toug TTEPLodikolg TTPOANTITIKOUG eAéyXoug (check-up) kat
AKOAOUBEITE TIC 08NYIEC TOU yia TUXOV aTtapaiTNTA HETPA GPOVTISAC HETA TNV TOTIOBETNON).

SHMANTIKO: O Bgpdnwy 1atpog oag Ba TpEMEL va eEAEYXEL TAKTIKA To aerstent TBY cag. dpovtioTe va thpeite Ta pavteBou

0ag ylo auTtoug Toug TIEPLOSIKOUG TIPOANTITIKOUG eAéyxoug (check-up) kat va akoAouBeite Ti§ cUUBOUAEG TOU LOTPOV CaG

OXETIKA HE TA ATapaitnTa PETPA PPOVTISAC META TNV TOTIOOETNON. AUTO £ival IBIAITEPA CNUAVTIKO OTAV EXEL TIAPEADEL N

mipoBAsmtopevn dtapketa {wrg Tou aerstent TBY oag ([ » Avapevopevn diapketa (wng, eAida 3 ]).

4 Neprypadn TPOIOVTOG

4.1 Tevikég TAnpodopisg

o AUTOEKTITUGOOUEVO HETAAAIKO OTEVT HE TIAEYUA
« Mepikr eTKAALYN

o ATPOUHATIKA AKpQ

+ AKTIVOOKIEPA ONUELD TAVTAALOU

4.2 YNKA Ttou prtopei va €pBouv o€ sadr pe Tov acevi

Mpoidv (uépn) YAKO ATOLLO TIOU £pXETAL O€ ETIAPY]  TUTIOC ETIADIC

MA&yua (struts) 100% kpapa vikeAiou-titavi-  AcBevig Ye kabe xpnon
ou”

ErukdAuyn 100% OIAIKOV KATAAANAN AoBevr|¢ Y& kaBe xprion

yla epduteLpaTa
AKTIVOOKLEPOL SEIKTES 100% TavtaAio AcBevng Ye kabe xpron

YYAkd TIou €xel SUVNTIKA evatoONTOTIO / AMAEPYLIOYOVO Spdon.

5 TMpoBAemopevn Xprion
5.1 TpoBAETtOUEVOCG OKOTIOC

To otevt mpoopiletal yia dtatipnon 1 dnuovpyia BatdTNTAS GUOIOAOYIKOU Kal TEXVNTOU AUAOD OTO CWUA KAl/f KAAUYN
TaboAoyIkwV alaywv.

5.2 Oupdda aoBsvwyv yia tnv otoia poopilstal

To tPoldV eival KATAANAO yia Xprion oTi§ €€ ¢ opuadeg aoBevwv:

« MNatdia kat véoug

o EvAAiKeg

« AcBeveig omoloudrmote dpUAOU

5.3 Avapevopevn diapketa {wng

Mpoadokiun dtapketa {wrg TOU LATPOTEXVOAOYIKOU TTPOTOVTOG: 12 UrVEG

Me av€avouevn Stapkela xpnong avavetat n Thavotnta epdavions ETMAOKWY Kat pOopdag Tou TTpoiovTog.
To Ttpoidv TtpoopileTal yia TTapapovy 0To cwa.

6 MBavEG ETUTTAOKEG KOl TIAPEVEPYELES
« Opavon oTevT

o Apoppayiec

AlOTPROELS
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o TTEVWOT AOYW QVETIAPKOUG EKTITUENG TOU OTEVT

« METATOTION TOU OTEVT

o IXNUATIONOC KOKKIWSOUG LOTOU

« Avamtugn / uTEPavATITUEN TAUTOXPOVA LE TOV LIOTO

o ATIOdPaEn AOyw EKKPLONG

o NolpwEn / UPETOC

« Alobnon &£vou owpatog

« ALOPKNAG TIOVOG

« EMavaoTtévwon AOyw TIPOOSEUTIKAG AVATITUENG OYKOU

« XaAitwon

o ATOdppa&n Tou oTEVT

« Kataotpodr TnG EMKAAUPNS AOYW ATIOIKIOMOU LIKPORBIWY

« MeocoBwpakitida

o 0ibnua GwvNTIKWY Xopdwv

« Brixag

NOUTIEG YVWOTEG ETIUTIAOKES OTIWG OTIC EVOOOKOTILKES ETEUPBAOELG.

Ot 810¢h0opEg PETAEY TWV ATOMWY WG TIPOG TIG OUVVOCNPOTNTEG KAl TI ETMITIAOKEG UTIOPEL VA EXOUV WG ATIOTEAEOUA
HeyYaAUTEPN SUOKOAIQ 0TN SlaXEiPLOn OPIOUEVWV ETUTTAOKWYV (TT.X. ATIOPPAEN TPAXELAS). Z€ OTIAVIEG KAl AKPAIEC TIEPITTTWOELS,
auTo pmopel va odnynoet o Bavaro.

7  Zuvduacpog pe AAAEG LeBOSoug
A\ NPOEIAOMOIHZH
® Oepareia pe Aewlep, Oepareia e TTAAOUA APYOU, XELPOUPYLKH UPNANG cuxvoTnTas, Kpuobspareia kot AAeG pEBodol, n
Spaon Twv omoiwv Baciletal otn BepudTnTa ) 0To YUXOG: Ot CUYKEKPIUEVEG LEBOSOL Sev eTiTpEMEeTAL VA edapuolovTal
amnevBeiag mavw oTo TIPOTOV.
Y& avTiBeTn TTEPIMTWON EVOEXETAL VA TIPOKUYPOUV TPOUHATIOUOL TOU LOTOV, KAOWG £TtioNS $OOPEC TOU TIPOTOVTOC.
® To TtPoloV £ival UTIO 6PoUG AGPAAES yia Xpran o€ MRI. XpNnGOLUOTIOLEITE TO TIPOIOV O€ LAYVNTIKA TIESIA ATIOKAEIGTIKA KAl
UOVO oUUPWVA LE TIG TIPOSIAYPADES.
211G TIOAVEG OUVETIELEG TNG XPHONG TOU TIPOTOVTOC OE HAYVNTIKA TIESIO EKTOC TV TTPOSIaypaduwV cUYKATAAEYOVTAL LETAED
AM\WV: O£pUavVon TOU TTPOIOVTOG, NAEKTPOUAYVNTLKN EKPOPTION, EMAKOAOUOESG {NUIEG AOYW UNXOVIKIG KATATIOVNONG TOU
TPOIOVTOGC, BAGRN 0TV ATIEIKOVION (AKOUA KAl 0TOUG TIEPIBAAANOVTEG LGTOUG).
Mo ONUAVTIKEG TIANPOPOPIEG OXETIKA UE TNV MRI avatpegTe:
https://www.leufen-medical.eu/tby
MeBodol yia Tn pelwon 1oTol OTwE T.X. N XnUelobeparneia ) n aktivobeparneia evoéxeTal va 08nynoouv o HETAVACTEUGH TOU
OTEVT.

8 YmoAswmopevol kivduvol
EKTOC amo TIC avapepOUEVEG 0dnyiec aopaleiag, TOAVEG ETUTTAOKEG KAl TIOPEVEPYELEG, OEV UTIAPXOUV AAAOL YVWOTOl
ONUAVTIKOL UTIOAELTIOMEVOL KIVOUVOL.
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