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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

YOpBoAo |Eme€nynon

ACHOAAEC YIO LayVNTIKI TOpoypadia UTIO OPOUG

ElLS

Ap1OpOC TTPOTlOVTOoG

-
o
-

AptBudg mapTidag

ATIOKAELOTIKO AVAYVWPLOTIKO LATPOTEXVOAOYLKOU TtpoiovTog (UDI)

KaTaokeuaoThg

AlaVOpEQS

QA EE

'‘Ovopa acbevn

Huepopnvia euputevong

'OVOLLA TOU UYELOVOULKOU KEVTPOU / TIAPOXOU EUPUTEUCNG

loTooeASA TTANPODOPLWY YL TOUG A0OEVEIC

Mv. 1: Engénynon Twv Xpnoiuomolouuevwy ouuBoAwy

2.2 Emofipavon Twv odnytwyv acdaisiog

4\ NPOEIAOMNOIHZH

H pn ouupopdwon eveEXETAL Va TIPOKAAETEL 60RAPOVE TPAVUATIONOVE, coBapn ETSEIVWAN TNG YEVIKAG 0AG KATAGTAONS

) akopa kat Bavaro.

2.3 MNpdodeteg MAnpodopieg

TOVEEOUOG AP VIO TO EVNUEPWTIKO £yYPadO yia ToV acbe-
1)

vn:

www.leufen-medical.eu/pi/lmpi0009

AUTEG ol TTANpodopieg acBevoug BaoilovTal OTIC TTAPAKATW
odnyies xpnotn:

LMGB0009-11

MepiANYN TWV XAPAKTNPLOTIKWY AOPAAELOS KAl TWV KALVL-
KWV eTS60EWY (SSCP): Y

https://ec.europa.eu/tools/eudamed
o va avalnTAoeTe T 181K yia To Tipoldv SSCP, sloa-
yayete to Baotko UDI-DI Tou TtpoiovToc.

Baotkoé UDI-DI (avayvwploTIKO IATPOTEXVOAOYIKOU TIPOi-
OVTOoQ):

4063106AST8Z

Arttottoinon euBOvVNG OXETIKA Pe TN SlabeatudTtnTa TG TIepi-
ANWNG TWV XAPAKTNPLOTIKWY A0GAAELG KAl TWV KAIVIKWY
eTd60swv (SSCP)

Q¢ yevikoc kavovag: H SSCP Ba Siatibstatl povo apou Aapet
TO TIPOTOV £YKplon ocUpdwva pe Tov KANONIZMO (EE)
2017/745 (MDR). H edappoyn Tou meptypadetal 5w 1oXVEL
UOVO WE TNV EVapEn LoXVOoG TNG AVTIOTOLXNG EVOTNTAG TNG
Baong 6edopévwy EUDAMED. Méxpt T0TE, h SSCP Satifetat
otov £€A¢ olVSEopo APNG:
www.leufen-medical.eu/sscp/sscp0009

Y EVUEPUIVETAL CUVEXWC.

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 tnv Avotpalia:
SHMANTIKO: S¢& TtepimTwon Tou TIPokUPEL KATIO0 coBapd GUURAY TIoU OXETI(ETAL UE TO TEXVOAOYIKO TIPOTOV, TO ouuBav a
TIPETIEL VO AVADEPETAL OTOV KATAOCKEVAOTH KAl 0TV ApUOSLa apXH TOU KPATOUG LEAOUG 0TO oTtoio (eiTe.

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

TLTIpEMEL VA TIPOCEEETE

w

1. QaTpEmel va £XETE TTAVTOTE Madi oag TNV KApTa epduTeLHATOC. MPLV atod oToladHToTE SlayVwoTIKA 1 BEpameuTIKA
Stadikaaia, Oa mpémel va Seixvete TV KAPTA EPGUTEDUATOG KAL TO EVNUEPWTIKO £yypado yia Tov acBevr| aTov
fepamovta latpd oag.

o TV amoduyr oXNUATIOUOV eVATIODECEWY, EKTEAEITE TAKTIKA £L0TIVON UYPOU e aAaToUxo StaAupa.

3.  ETKOWVWVHOTE UE TOV LATPO GG AV EUPAVIOETE £VA ] TIEPLOCOTEPA ATIO TA TIAPAKATW CUUTITWHATA: AloBnon E€vou
OWUATOG, XOAITWoN (Kakoopia Tou 6TOHATOC), alpoppayia

4. Tnpeite Ta pavtefol oag pe Tov Bepamovta Llatpd oag yia Toug TTePpLodikolg TTPOANTITIKOUG eAEyXoUS (check-up) kat
OKOAOUBEITE TIC 08NYIEC TOU yia TUXOV aTtapaAiTNTA HETPA GPOVTISAC UETA TNV TOTIOBETNO).

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

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

OXETIKA HE TA ATapAitnTA HETPA PPOVTISAC META TNV TOTIOOETNON. AUTO £ival IBIAITEPA GNUAVTIKO OTAV EXEL TIAPEADEL N

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

4 Neprypadn TPOIOVTOG

4.1 Tevikég TAnpodopisg

o AUTOEKTITUGOOUEVO HETAANIKO OTEVT HE TIAEYUA
« Mepikr eTKAALYN

o ATPOUHATIKA AKpQ

+ AKTIVOOKIEPA ONUELD TAVTAALOU

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

Mpoidv (uépn) YAKO ATOLLO TIOU £pXETAL O€ ETAPH, | TUTIOC ETTAPHC

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

ETUKAALYN 100% MoAvoupebaveg UTTOMOVETIKOG Y& kabe xprion

AKTIVOOKLIEPOL SEIKTES 100% tavtdAto AoBevri¢ Y& kabe xprion

YYAKO TIou €xelL SuvnTika evatodnTomotd / aAepyloydvo Spdon.

5 TMpoBAsmopsvn xprion

5.1 TpoBAeTOUEVOG GKOTIOC

To otevt mpoopiletal yia diatnpnon n dnuiovpyia BatdtnTag GuUOIOAOYIKOU Kal TEXVNTOU AUAOD GTO CWUA KAl/f KAAUYN
TIABOAOYIKWY AN WV.

5.2 Oudda acBsvwyv yia tnv otoia poopilstal

To poldv eival KATAMNAO yia Xprion oTi§ €€r¢ opadeg aoBevwy:

« Maudtd kat véoug

o EVAAIKeg

« AcBeveic omtoloudrmote puAou

5.3 Avapevopevn diapketa {wng

Avapevopevn Sidpketa {wng Tou TTPOIOVTOG: 12 PAVEG

Me au€avouevn Sidpkela xpnong avavetat n mlavotnta epdavions eMMAOK®WY Kat ¢Oopdag Tou TTpoldvTog.
To Ttpoidv TtpoopileTal yia TTapapovy 0To owa.

6 AVAUEVOUEVO KALVIKO OPENOG
TOuPwva UE TNV KAVIKA a&loAdynar, TO TIPOTOV UTIOPEL VA XPNOLUOTIONNOEl ATTOTEAEOUATIKA KAl PUE AoPAAELa yia Beparteia
oUUPWVA HE TIG AVAPEPOUEVEC eVOEIEELC.
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https://www.tga.gov.au/

7 MBavEG ETUTTAOKEG KOl TILPEVEPYELEG

« Opavon oTevT

o Apoppayiec

o AlOTPNOELS

« METATOMION TOU OTEVT

« Tpaxelakn amodpagn

o IXNUATIONOC KOKKIWSOUC LOTOU

« Avamtugn / uTEPaVATITUEN TAUTOXPOVA LIE TOV LIOTO

o ATIOPPaEn AOyw EKKPLONG

« MoAuvon

« Alobnon E£vou owpatog

« ALOPKNAG TIOVOG

« EMavaoTtévwon AOyw TIPOOSEUTIKAG AVATITUENG OYKOU

« XaAitwon

« Kataotpodn e eTkAAUPNG AOYw ATIOLKIOHOU HIKPORiwY
NOUTTEG YVWOTEG ETIUTIAOKES OTIWG OTIC EVOOOKOTILKES ETIEUBAOELG.

8 Zuvduacpog pe AAAEG LeBOSoug
4\ NPOEIAOMOIHZH
® Oepareia pe Aewlep, Oepareio e TTAAOUA APYOU, XELPOUPYLKA UPNAAG cuxvoTnTas, Kpuobepareia kot AAeC pEbodol, n
Spdon Twv omoiwv Baciletal otn BepudtnTa f 0To YUXOG: Ot CUYKEKPIUEVEG LEBOSOL Sev eTTpEMEeTAL Va epapuolovTal
amnevBsiag mavw oTo TIPOTOV.
Y€ avTiBeTn TIEPIMTWON EVOEXETAL VA TIPOKUYPOUV TPOUHATIOHOL TOU LOTOV, KAOWG £TtioNS $OOPEC TOU TIPOTOVTOC.
® To TtPOIOV £ival UTIO 6POUG AOPAAES yia Xprian o€ MRI. XpnGLUOTIOLEITE TO TIPOIOV O€ LAYVNTIKA TIESIO ATIOKAEIGTIKA KAl
UOVO oUUPWVA LE TIG TIPOSIAYPADEC.
TTIG TIOAVEG OUVETIELEG TNG XPHONG TOU TIPOTOVTOC OE HOYVNTIKA TIESIO EKTOC TV TTPOSIaypaduwV CUYKATAAEYOVTAL LETAED
AA\WV: O£pUavon Tou TTPOIOVTOG, NAEKTPOUAYVNTIKN EKPOPTION, EMAKOAOUOESG {NUIEG AOYW UNXOVIKIG KATATIOVNONG TOU
TPOIOVTOC, BAGRN 0TV ATIEIKOVION (AKOUA KAl 0TOUG TIEPIBAAAOVTEG LOTOUG).
Mo ONUAVTIKEG TIANPOPOPIEC OXETIKA PE TNV MRI avatpegTe:
https://www.leufen-medical.eu/tby
MeBodol yia Tn peiwaon 1oTol OTwE T.X. N XnUelobepaneia ) n aktivobeparneia evdéxetal va 08nynoouv o HETAVACTEUGH TOU
OTEVT.

9 YmoAstmopevol Kivduvol
EKTOC amo TIC avapepOUEVEG 0dnyiec aopaleiag, TOAVEG ETUTTAOKEG Kol TIOPEVEPYELEG, OEV UTIAPXOUV AAAOL YVWOTOl
ONUAVTIKOL UTIOAELTIOMEVOL KIVOUVOL.
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