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[TAnpodopiec POIOVTOC yLa TOUC 0I0BEVEIC

Agile™ Esophageal
Yuotnua stent

MO00517710, M00517720, M00517730, M00517740

NAnpodopieg yia T GUTKEUN

To oloodayLko stent Agile Esophageal Partially Covered OTW elval éva qUTOEKTEIVOUEVO PHETAAALKO Stent pe
KOAUPHQ OLALKOVNS. To oLgodayiko HETOAALKO Stent Eival evag EUKAUTITOC LETAAALKOG CUPHATIVOS CWARVAC O
omoiog TomoBeTETaL 0TOV OtoOPAYO KL SLAOTEANETAL WOTE VA SLATNPEITAL AVOLYTI| N OTEVWHEVN TIEPLOXN TOU
0Lo0pAyou.

To stent TipoopileTaw Yo Xpnon o€ 0oBEVELC PLEKAPKLVLKT (KakorBn) o Tévwan Tou 0Loodayou (0LoodayLkéC
OTEVWOELG) Kal &V TTpoopifeTal Lo adaipean.

To stent €xeL oXESLOOTEL VAL Elval LA GUOKEUN TTOU PELWVEL TLC SUOKOALES KaTd TV KaTdmoon (BeAtiwon Tng
duadpayiag) kat dratnpeei Tovoloodpyo avotkto (th Batdtnta Tou olgoddyou), wote va eival duvath n SLéAEuoN
TPODWV KOLUYPWV;

0 1aTpO¢ £XELOUVTAYOYPAPNOEL QUTH T} GUOKEUN, SLOTEUTIAPXEL L N GuGLoAoyLKT cuvdeon PeTagl Tou
0Lo0hAYoU KaL KAToLoU AAAOU-0pYAVOU TOU OWHATOC (GTEVWan 1 oupiyylo) n omoiorumoBaduileL TV LkavoTnTd
00C V0L KATATTIVETE UYPA 1) TPODEC.

OL IOQVES TTAPEVEPYELEC EVOEXETAL VOl TIEPLAQBAVOUV TIAALVOPOUNGN, TIOVOAALHO, GUOKOAID 0TV KATATIOON
N/KaL ArtLo movo.

0 1atpdg Ba oag dwoel pia Kapta ERPUTEDIATOC TIOU. TAUTOTIOLEL TO- stent oa. Na'éxete mavta padi oag autrv TN
KAPTQ Kall va TNV iy veTe og-OAouC TouC eTtayyeARaTie byelag (Latpols, VOONAEUTES, 050VTIATPOUC, TEXVIKOUC).

NAnpodopieg yia Tnv achain xpnon

AkoAouBnaTe TIC 06nYieC TOU LATPOU GO OXETIKA UE TOUC SLOTPOPLKOUC TTEPLOPLAOUE KOL T GWATIKN

dpaotnpLotnra.

e JUVIOTATOL VO KATOVOAWVETE POVO SLOUYH LYpQ o€ eVBEia BEGN KOTA TN SLAPKELQ TWV TIRWTWY 24 WPWV UETA
amo tnv TomoBeTNON TOU Stent.

e EQv AapBdvete Bepameia yia pun puatoAoyLkr guvdean LeTaED TOU PETAEL TOU 0L0PAYOU KaLKATToLoU AAAOU
0PYAVOU TOU CWHATOC (OUplyyLo), 6ev TPEMEL Vo PATE N Vet TILELTE PEXPLO LATPOC VOl ETILRERAUWOEL OTL TO
oupiyyLo EXEL OPPAYLOTEL.

e Katdmv odnyiag amd Tov Latpo, CUVIOTATAL VAl TPWTE HOVO KaBLoToL o€ eubeia BEan, Vo paodTe KAAA TV
TPOPN, VO ATIOPEVYETE CUYKEKPLUEVES TPOPEC (TT.X. KPEAS, WA AGXOVIKE KO YHi) Kaw va Ttivete uypd TTpLy
KoL PETA aTto KABE yeL L.

e Katomv odnyiag amd Tov 1atpod, CUVIOTATAL VO ONKWOETE TO KEPAAAPL TOU KpePRaTiol. EvdéxeTal va oo
ouvtayoypadnBel Bepameia KATAGTOANG TWV 0EEWV yLa TNV EAAYLOTOTOINON TNG YOO TPLKAG TTAALVEPOUNONG
(yvwotnC Kat we kaoupag, dtav To 6ELVo TIEPLEXOHEVO TOU OTOUAYOU YupileL Ttiow TIPOC TOV 0100pAY0) 0TO
stent.

e AopPBavete ta GAPUAKO CUUPWVA PE TIC 0ONYIES TOU LATPOU.
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ETKOWVWVAOTE QUEOWCE HUE TOV TIAPOXO UYELOVOULKIG TTEPIBAAYNG:

e 0 mdvog dev petwvetal META amd TI§ 0dnyieg mou oo 666nNKav Ao TOV TAPOXO LUYELOVOULKNAG TEpIBaANG.
e Bryag pe aipo f aipa otov EETO.

e ‘Exete mupetd 101 °F (38,3 °C)  upnAdtepo.
o 'Exete au€nuévn SUOKOALQ KATA TV KATATIOON.

Npocldomounaeig ii/kat TPpopuAdgeLg mov oxetifovral pe TG apoLpaieg mapeBoAEg
EvUEPWOTE TOUC ETAYYEAUATIES LYELAC (LATPOUC, VOONAEUTEC, 060VTIATPOUC, TEXVIKOUC) OTL PEPETE Eval
EUPUTEVHEVO PETAAALKO Stent, £TOL WOTE va UTTOPOUV VoL AGBOuV TUXOV amapaitnteg TPOPUAGEELC.

Ta oloodayika stent Agile Esophageal tng Boston Scientific eivat aodaAr) oe payvnTikn topoypadio umod 0poug.
AuTO onpaivel, OTL 0 oBEVAC TTIOU PEPEL.AVTI) TN CUTKEUN UTTOPEL Vo UTTOPBANOEL o€ 0dpwan pe aoPAAELD PHOVO

UTIO OUYKEKPLUEVEC OUVONKEC.

AWOTE TIC TOPAKATW TTANPOPOPIEC OXETIKA PE TNV AODAAELX OE LOYVNTLKE Topoypadica UTTO OPOUS 0TOUC
ETAYYVEAUOTIEG LyElaC €AV TIPOKELTAL VO UTTORBANBELTE O€ ELOLIKEC SLAYVWOTIKEG EEETAOELC, OTIWG N LOYVNTIKA

Topoypadia.

Mayvntikr topoypadio (MRI): TlpdketTow yia pia StayvwoTikn €EETA0N TIOU XPNOLUOTIOLEL LoXUPO
NAEKTPOUOYVNTIKO TIESIO YLOL Tr) SNULOUPY IO ELKOVWV TOU OWHATOC.

TIPOKANOEL 0oBapAC TPAUUATIONOS,.

NAnpodopieg yia TV acPAAela KATA T HOYVNTLKI] TOpoypadia
To-ATop0 0T0.0T0(0 €XEL EUPUTEVTEL OLo0DAYIKG Stent Agile Esophageal Partially Covered OTW pmopei va
uTtoBANOsl o€ odpwon pe AoPAAELX LTTO TIG. AKOAQUBEG GUVONKEG. Av b€V TNPNBOUV 0L GUVBINKES QUTEG UTTOPEL VL

Ovopacior Tov 0pyavou

Owoodaywko stent Agile Esophageal Partially Covered OTW

[Evtaon oTatikoy proyvitikol

nediov (B) 1510307

Meyioto nedio xwpikic 3077/m (3000 gauss/cm)
BaBuidwang

Aiéyepon padtocuxvotitwv (RF) - [KukAikd moAwpévn (CP)

Tomog nnviouv petadoong
padloouyvotitwv (RF)

KuAwdpiko 1tnvio.o€ 0A0-T0 Owpt
KuAwvopLko mtnvio KeGaAng

Tpomog Acttoupyiag

KovovikOg TpOTog AELToupyiag

MéyLoTtog puBpOG ELOLKIG
amoppodnong (SAR) og 6Ao 10
owpa

2W7kg (Kavovikdg Tpdmo¢ Asttoupyiac)

MéyLoTtog puBpOG ELOLKIG
aroppodnong (SAR) atnv kepaAn

3,2 W/kg (Kavovikdc Tpomog Agttoupyiog)

Awdpkela capwaong

Y16 11§ ouVONKeS odipwang tou opilovTat mapaTavw, 0 aoBeVA
umopel va utoPANBel o€ 0dpwon yior 60 AETTTA GUVEXOUC EKTIOUTING
padloouyvothtwyv(RF) [akohoubia fy dadoxiki (back-to-back) oelpd/
odpwaon Ywpi¢ StaAsippatal

Weubn¢ (artifact) elkova kot
HoyvnTLkn Topoypadia

Mmopei va SnpovpynBet Peudnc (artifact) etkdva
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Avapevopevn Stapketa {wng Kot tapakoAoudnon

H ouokeur €xeL oXeSLAOTEL VO AELTOUPYEL EVTAC TOU CWHATOC VLA EWG KL EVOL £TOC,

H ouvioTwpevn mapakoAouBnon PETA TN Sladikaoio armo Tov LaTpo oag PETEL va dlevepyeital otn 1efdoudda
KOlL 0TOUG 3 HVEG.

[0 TN CUUTTTWHATIKA Suodayia (SuOKOALD KATA TNV KATATIOON), N TTOPAKOAOUBNON UTopEL va Stevepyeital o
OUXVA WOTE va EMOANBEVETAL N KATAGTOON KL N TOTOBETNON ToU stent.

Avadépete omolodnmote coapo cupPBAv Tou oxeTi(eTal PE AT TN CUOKELN oTnVv Boston Scientific
(https://www.bostonscientific.com) ko aTnv appddla, TOTIK, PUBLLOTLKNA apXN YL LATPOTEXVOAOYIKA TTPOIOVTa
0Tn XWPa o0C.

[l Toug MEAQTEC 0TNV AUGTPOALQ, va avaPEPETE KABE 0OPBAPO TIEPLOTATLKO TIOU TIPOKUTITEL OE OXEDN LE QUTH TN
ouoKeLn otnv Boston Scientific kat otn AteuBuvon Oepameutikwy Mpoidvtwv (Therapeutic Goods Administration)
Tou Ymoupyeiou Yyeiag (https://www.tga.gov.au).

YAka Ttov €pxovtol g€ emadn He Tov acBevi
To stent EPLEXEL TAL TIAPAKATW UALKAL:

Epdutelopo vALtko % Bapog

NiTvoAn 67-75

YIALKOVN 24-33

MoAueaTepaC <1
Mpositdomoinaon

TN GUOKEUIT QTN XPNOLUOTIOLELTAL VITIVOAN, I OTIO{Q TEPLEXEL VIKEALD. AUTO UTTOPEL vl TIPOKAAETEL QAAEPYLKN
avtidpaon og dtopa pe cvatabnaia 0To vikeALD: Zu{nTAOTE TV TILOAVOTNTA AAAEPYINC LE TOV LATPO 00 €AV EXETE
TIOLPOUCLACEL TTOTE SEPUATLKO EAVONMA 0€ KOOUNUATA, POAGYLAL) TTOPTIEC {WVNC.

H emwvupia Agile eivat orpa katatedév tngBoston Scientific Corporation 1) Twv ouVOESEPEVWV.LE QUTHV ETOULPELWV.
‘OAa T GAAQ ePTIOPLKG GUATOCOTTOTEAODV LOLOKTNGIQL TWV aVT{OTOLY WY KATOX WV TOUC,

Optopoi cuppoAwv
Tat Mo PakATW GUUPBOAN XPNOLHOTIOLOUVTAL YL TTANPOPOPLEC OXETIKA HE TOV-AOBEVA:
f\:‘:’l:ggr\‘:::sigvuu I/‘AT)‘lg:;ngb:&;pﬁﬁug
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