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1 Ayannté acfevi,
YrioPAnOnkate oc tomoBETnon euduTELHATOC TUTIOU aixstent PPS. MNa tn Sikn oac acdpaleia, S1aBA0TE 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/lmpi0007

LMGB0007-8

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/sscp0007

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

4063106ASTAIXMP

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

3  Inueiaotaomoia mpémel va §00<i Slaitepn mpoooxr

3.1 Tevikd

1. OaTPEMEL VA EXETE TTAVTOTE padi oag TNV KAPTA EUPUTELHATOC. MPLV attd oTIoLadSHTIOTE SlayVWOoTIKA ) BEpATIEVTIKA
Stadikaoia, Oa mpémel va Seixvete TV KAPTA EPGUTEDLATOC KAL TO EVNUEPWTIKO £yypado yia Tov acBevr| oTov
Bepamovta latpd oag.

2. Tnpeite ta pavteBol oag pe Tov Bepdrmovta latpd oag yia Toug TIEPLoSIKOUG TIPOANTITIKOUG AEyX0UG (check-up) kat
aKOAOUBEITE TIG 08NYIEG TOU YIa TUXOV aTtapaiTNTA HETPA GPOVTISAG LETA TNV TOTIOBETNON).

3. ETIKOWVWVHOTE UE TOV LATPO 0AG AV EUPAVIOETE VA ] TIEPLIOCOTEPA ATIO TA TTAPAKATW cuuTTWUata: Novog, vauTtia,
{GAn, TUPETOG

SHMANTIKO: O Bgpdmwy 1atpog oag Ba TpETEL va eAEYXEL TAKTIKA To aixstent PPS cag. ®povtiote va thpeite ta pavreBou

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

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

TipoPAsmtopevn dtdpketa {wrg Tou aixstent PPS oag ([ F Avapevouevn Stapketa (wng, eAida 3 ]).

3.2 Awtpodn

1. AmayopeleTal n TpOoAnPn TPOhWY O UYPr] LOPdT] YId TOUAGXIOTOV 4 WPEG UETA TNV EUPUTEVON.

2. PWTHOTE TOV YIATPO 0AC TIOTE UTIOPEITE VA EEKIVAOETE VA TIPOOAAUPBAVETE TPOPES OE GTEPEN HOPPH. IOXVEL O YEVIKOG
KAVOVOS OTL UTIOPEITE VA EEKIVAOETE VO TIPOCAAUPBAVETE TPODEG O OTEPEN HOPPH, OTAV TO OTEVT OTEPEWOEL KAAG 0T
B<on Tou.

3. ATayopelETaAL I KATAVAAWON AVAPUKTIKWY YO TOUAGXIOTOV 3 NUEPES LETA TNV ERPUTEVOT. AlAPOPETIKA, N duvapn
Stataong Tou otevt Ba pelwdeil pe amotéAsopa va uny etuteuxBel aodaing kat otabepn epappoy.

4 Neprypadn TPoIovVTog

4.1 Tevikég TAnpodopisg

o AUTOEKTITUGOOUEVO HETOAAMKO OTEVT HE TIAEYHA
« MAAPNG eTKAALYN

o ATpaupaTika akpa

« AKTIVOOKIEPA ONUEID TAVTAALIOU

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

Mpoiov (uépn) YAIKO ATOUO TIOU €pXETaL OE eTTad  TUTIOG ETTADNG
MAgypa (struts) 100% Kpdpa vikeAiou-Titavi-  AoBevri¢ Y& mepintwon ¢pOopdg Tou
ou” TIPOIOVTOC
EruikdAuypn 100% OtAIKOVN KATAAANAN AoBevr|g Ye kabe xprion
yla epdpuTELHATA
AKTIVOOKLEPOL SEIKTES 100% tavtaAio AcBevng Y& mepinmtwon ¢pOopag Tou
TIPOIOVTOG

YYAkd TIoU €xXEL SUVNTIKA ELALOONTOTION / AAAEPYLOYOVO Spdon.

5 TMpoBAsmopevn Xprion
5.1 TpoBAeTtOUEVOG OKOTIOC

To otevt mpoopiletal yia dtatipnon / dnuovpyia BatdtnTAS GUOIOAOYLIKOU Kol TEXVNTOU AUAOD OTO OWUaA KAl/f KAAUYN
TaBoAoyIKwV araywv.

5.2 Oudda aofsvwyv yia tnv otoia poopilstal

To tPoloV eival KATAAMNAO yia Xprion oTiS €€ ¢ opuddec aoBevwv:

o EVNAIKeG

« AcBeveic omoloudrmote pUAou

5.3  Avapevopevn dtapketa {wng

Mpocdokiun Sidpketa {wHG TOU LATPOTEXVOAOYLKOU TIPOIOVTOC: 8 eBSouAde]

Méeylotn Si1dpketa Xpriong: 8 eRdopadeg

Me av€avouevn Sidpkela xpnong avavetat n lavotnta epdavions EMAOKWY Kat pOopdag Tou TTpoiovTog.
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6 MBavEG ETUTTAOKEG KOl TIPEVEPYELEG

M'VWOTEG TIBAVES ETUTTAOKES TOU GUYKEKPLUEVOU TIPOTOVTOG:

o Apoppayieg

o AlOTPNOELG

« MeTATOMION TOU OTEVT

« Avarmtu€n / utepavamntuén TaUTOXPOoVA LE TOV LOTO

o NOlPWEN / TUPETOG

« AloBnon &£vou cwpatog

« AlapKnG TIOVOG

o ATtOdpa&n Tou oTEVT

NOLTIEG YVWOTEG ETUTIAOKEG OTIWG OTIG EVOOOKOTIKEG ETIEURAOELG.

Ot S10¢popeg PETAEY TWV ATOHWY WG TIPOC TI OUVVOCNPOTNTEG KAl TIC ETUTIAOKEC UTIOPEL VA EXOUV WE OTIOTEAEOUA
HeYaAUTEPN SUOKOAID 0T SLOXELPLON OPLOUEVWV ETITTAOKWY. Y€ OTIAVIEG KAl OKPALEC TIEPITITWOELS, QUTO UTIOPEL va 08nynosl
o Bavaro.

7  Zuvduacpog pe AAAEG LeBOdoug
4\ NPOEIAOMOIHZH
® Oepareia pe Aewlep, Oeparmeia pe TAAOUA ApYOU, XELPOUPYLKN UPNANG cuxvoTNTaS, KpuoBepareia kat AAAeG peBodol, h
Spdon Twv omoiwv Baocilstal otn BeppdtnTa ) 0To PUXOG: Ot CUYKEKPIUEVES HEBOSOL Sev eTuTpEMETAL VA EdapuolovTal
amneuBeiag Tavw oTo TPOTOV.
Y& avTifeTn mMEPIMTWON EVEEXETAL VA TIPOKUYOULV TPOUUATIOHOI TOU 1oTOV, KaBWG eTtiong dOopEG TOL TIPOIOVTOG.
® To TIPOIOV Eival UTIO 6POUS AOPAAES yia Xprion o€ MRI. XpNGOUOTIOLEITE TO TIPOIOV O€ PAYVNTIKA TIESIO ATIOKAEICTIKA KAt
UOVO cUUPWVA LE TIG TIPOSIAYPADEC.
Y116 TIOAVEG OUVETIELEG TNG XPNONG TOU TIPOIOVTOG OE HAYVNTIKA TTESia EKTOG TwV TTpodlaypadwV UYKATAAEYOVTAL LETAED
AM\wV: O£pUAVan TOU TIPOIOVTOG, NAEKTPOUAYVNTIKA EKPOPTION, ETTAKOAOUOEG {NULEG AOYW UNXAVIKIG KATATIOVNONG TOU
TtPoiovTog, BAABN oTNV amelkovion (akopa kat 6Toug TePIBAANOVTEC LOTOUC).
A ONUAVTIKEG TTANPOPOPIEG OXETIKA HE TNV MRI avatpegte:
https://www.leufen-medical.eu/pps
M£Bodot yia Tn pelwon 1oTol OTwE TL.X. N XNUEloBepameia ) n akTivoBepareia evoExeTal va 08rnynoouv o HETAVACTEVON TOU
OTEVT.

8 YmoAsimopuevol kivéuvol
EKTOC amo TI§ avadpepopeveg odnyieq aopaleiag, mOAVEG EMITTAOKEG Kal TIOPEVEPYELEG, OEV UTIAPXOUV AAAOL YVWOTOL
ONUAVTIKOL UTIOAEITIOHEVOL KiVSUVOL.

9 Métpa dppovTidag HeETA TNV adaipeon TOu TTPOIOVTOG
Ta pETPA $ppovTidag Tou TIPEMEL va AndOolv PETA amd adaipson Tou TPOIOVTOC eEAPTWVTAL ATTd TNV UTIOKEIMEVH VOOO,
KaBWG KAl Ao TN YEVIKN KATAOTAGCK TNE UYELAS 0aG, Kat n AN Toug emtadieTal otny Kpion tou Bgpamovta tlatpou.
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https://www.leufen-medical.eu/de/aixstentr-gastroenterologie/pankreas-pseudozysten-stent/
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