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1 Ayannté acfevi,
YrioPAnOnkate og TomofETnon epdpuTELHATOS TUTIOU aerstent TBS / TBJ. Ma tn 8ikn oag aodpaieta, S1aBAoTe TTPOCEKTIKA 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/lmpi0003

LMGB0003-16

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/sscp0003

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 Bgpdmnwv 1atpog oag Ba TPEMEL va eAEYXEL TAKTIKA To aerstent TBS / TBJ cag. dpovTioTe va Tnpeite Ta

pavTeRol 0ag yla auToug Toug TTEPLOSIKOUG TPOANTITIKOUG eAEYX0UG (check-up) Kal va akoAoubeite Tig oUMPBOUAEG TOU LaTPOU

0aC OXETIKA PE TO AapaiTnTA ETPA GPOVTISAC HETAE TNV TOTIOBETNON. AUTO cival ISIAITEPA ONUAVTIKO OTAV EXEL TIAPEADEL N

TipoPAsmtopevn dtapketa {wrg Tou aerstent TBS / TBJ oag ([ Avapevopevn dtapketa {wrg, SeAida3]).

4 Neprypadn TPOIOVTOG

4.1 Tevikég TAnpodopisg

o AUTOEKTITUGOOUEVO HETAAAIKO OTEVT HE TIAEYUA

« MAAPNG eTUkAALYN

o ATPOUHATIKA AKpQ

+ AKTIVOOKIEPA onUEia TavTaAiou (Lovo aerstent TBJ)

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 Y& mepintwon ¢pOopag Tou
ou” TIPOIOVTOG
ErukdAuyn 100% OIAIKOV KATAAANAN AoBevr|¢ Y& kaBe xprion
yla epduteLpaTa
AKTIVOOKLEPOUC SEIKTEG (LOVO 100% TAVTAALO AcBevng Y& mepintwon ¢pOopag Tou
aerstent TBJ) TPOIOVTOG

YYAkd TIoU €xel SUVNTIKA ELALOONTOTION / ANAEPYLOYOVO Spdon.

5 TMpoBAsmopevn xpron
5.1 TMpoBAeTOUEVOG GKOTIOC

To otevt mpoopiletal yia diatnpnon N dnuiovpyia BatotnTag GUGIOAOYLIKOU Kal TEXVNTOU AUAOD GTO CWUA KA/} KAAUYN
TIaBoAoYIKWY Ay WV.

5.2 Oudda aofsvwyv yia thv ottoia poopiletat

To TtPoldV givat KATAMNAO yia Xprion oTiS £€MA¢ opuddec aoBevwv:

o Maudtd kat véoug

« EVAAIKEG

« AoBeveic omtoloudnmote GpUAoL

5.3 Avapevopevn dtapketa {wng

Mpocdokiun Sidpketa {wNG TOU LATPOTEXVOAOYIKOU TIPOIOVTOG: 12 UAVES

Me auv€avouevn Siapketa Xpriong avfavetatl n TlavoTnta epdAavions ETUMAOK®WY Kat dpBopdag Tou TipolovTog.
Edbooov Sev XpelaoTEal TTPOWPN AVTIKATACTAGH, GCUVIGTATAL TIPOANTITIKY AAAQYH] TOU TPOIOVTOG META ATO 12 UAVEG.

6 MBaVEG ETUTTAOKEG KOl TILPEVEPYELES
MVWOTES TIOAVEC ETUTTAOKEG TOU CUYKEKPIUEVOU TIPOTOVTOG:
« Opavon oTevT
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https://www.tga.gov.au/

o Aoppayieg

o AlOTPNOELG

o TTEVWOT AOYW QVETIAPKOUG EKTITUENG TOU OTEVT

« METATOTION TOU OTEVT

o IXNUATIONOC KOKKIWSOUC 1OTOU

« Avamtugn / uTtEPaVATITUEN TAUTOXPOVA LIE TOV LIOTO

o ATIOPaEn AOyw EKKPLONG

o NolpwEn / uPETOC

« Alobnon &£vou owpatog

« ALOPKNAG TIOVOG

« EMavaoTtévwon AOyw TIPOOSEUTIKNAG AVATITUENG OYKOU

« XaAitwon

o ATOdppa&n Tou oTEVT

o Kataotpodr TnG EMKAAUYPNS AOYW ATIOIKIOMOU LIKPORBIWY

« MeocoBwpakitida

o 0ibnua GwvNTIKWY Xopdwv

« Brixag

NOUTTEG YVWOTEG ETIUTIAOKES OTIWG OTIG EVOOOKOTILKES ETEUPBAOELG.
Ot 810¢h0pEG PETAEU TWV ATOHWY WG TIPOG TIG OUVVOCNPOTNTEG KAl TI ETMITIAOKEG UTIOPEL VA EXOUV WG ATIOTEAEOUA
HeyaAUTEPN SUoKOAia 0TN SlaxEipLon OPIOUEVWV ETUTTAOKWYV (TT.X. ATIOPPAEN TPAXELAS). Z€ OTIAVIEG KAl AKPAIEG TIEPITITWOELS,
auTo pmopel va odnynoet o Bavaro.

7  Zuvduacpog pe AAAEG LeBOdoug
A\ NPOEIAOMOIHZH

® Oepareia pe Aewlep, Oepareia e TTAAOUA APYOU, XELPOUPYLKA UPNANG cuxvoTnTaS, Kpuobepareia kat AAeG pEBodol, n
Spaon Twv omoiwv Baciletal atn BepudTnTa ) 0To YUXOG: Ot CUYKEKPIUEVEG LEBOSOL Sev emiTpEmeTaAl Va edpapuolovTal
amnevBeiag mavw oTo TIPOTOV.

Y& avTiBeTn TIEPIMTWON EVOEXETAL VA TIPOKUYPOUV TPOUHATIOUOL TOU LOTOV, KAOWG £TtioNS $pO0PEC TOU TIPOTOVTOC.

® To TtPoloV eival UTIO 6PoUG AGPAAES yia Xpran o€ MRI. XpNnGLUOTIOLEITE TO TIPOIOV O€ LAYVNTIKA TIESIA ATIOKAEIGTIKA KAt
UOVO oUUPWVA LE TIG TIPOSIAYPADES.
211G TIOAVEG OUVETIELEG TNG XPHONG TOU TIPOTOVTOC OE HAYVNTIKA TIESIO EKTOC TV TTPOSIaypaduwV cUYKATAAEYOVTAL LETAED
AAM\WV: O£pUavon TOU TTPOIOVTOG, NAEKTPOUAYVNTLKN EKPOPTION, EMAKOAOUOESG {NUIEG AOYW UNXOVIKIG KATATIOVNONG TOU
TPOIOVTOC, BAGRN 0TV ATIEIKOVION (AKOUA KAl 0TOUG TIEPIBAAAOVTEG LGTOUG).

Mo ONUAVTIKEG TIANPOPOPIEG OXETIKA UE TNV MRI avatpeETe:
aerstent TBS: http://www.leufen-medical.eu/tbs
aerstent TBJ: http://www.leufen-medical.eu/tbj

M£Bodol yia Th pelwon 1oTol OTwE TL.X. N XNUEloBepameia ) n akTivoBepareia evoExeTal va 08rnynoouv o HETAVACTEVON TOU
OTEVT.

8 YmoAetmopevol kivbuvol
EKTOC amo TI§ avadpepopeveg odnyieq aopaleiag, mOAVEG EMITTAOKEG Kal TIOPEVEPYELEG, OEV UTIAPXOUV AAAOL YVWOTOL
ONUAVTIKOL UTIOAEITIOHEVOL KiVEUVOL.
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http://www.leufen-medical.eu/tbs
http://www.leufen-medical.eu/tbj

	Titelseite
	ελληνικά
	1 Αγαπητέ ασθενή,
	2 Σχετικά με το παρόν έγγραφο
	2.1 Επεξηγήσεις συμβόλων
	2.2 Επισήμανση των οδηγιών ασφαλείας
	2.3 Πρόσθετες πληροφορίες

	3 Σημεία στα οποία πρέπει να δοθεί ιδιαίτερη προσοχή
	4 Περιγραφή προϊόντος
	4.1 Γενικές πληροφορίες
	4.2 Υλικά που μπορεί να έρθουν σε επαφή με τον ασθενή

	5 Προβλεπόμενη χρήση
	5.1 Προβλεπόμενος σκοπός
	5.2 Ομάδα ασθενών για την οποία προορίζεται
	5.3 Αναμενόμενη διάρκεια ζωής

	6 Πιθανές επιπλοκές και παρενέργειες
	7 Συνδυασμός με άλλες μεθόδους
	8 Υπολειπόμενοι κίνδυνοι


