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Agile™ Esophageal
CTeHT cuctema

MO00517750, M00517760, M00517770, M00517780

NHpopmaums 3a ycTponcTBoTo

(renToT Agile Esophageal Fully Covered OTW-e camopa3LimpsBalL, (e MeTasieH CTEHT CbC CUMKOHOBO NOKPUTHE.
E3odareaneH MeTafeH CTEHT e rbBKaBaMeTaJiHa TeJieHa Tpbba, KOSTO e MOCTaBs B XPaHONPOBOAA (XpaHWTeIHaTa
Tpb6a), KOATO €& Pa3WIMPABA, 3a Aa 3abPXKMN CTECHEHUS Y4aCTbK HAa XPAHOMPOBOAA OTBOPEH.

(TEHTBT e MpeaHa3HaYeH f1a Ce U3M0/13Ba NPU NALMEHTM C PAaKOBO (3/10KaYeCTBEHO) CTECHSIBAHE Ha XPaHWTE/THATA
Tpbba{e3odareanHu cTpUKTypU) 11 He e NpeHa3HAY€eH 3a OTCTPaHsABaHe.

(TEHTBT € MPOEKTUPAH KaTo YCTPOMCTBO 3a- N0A06pABaHe Ha 3aTPYAHEHOTO NPerbliaHe (aucdarus) u
noAibpXKaHe Ha OTBAPAHETO Ha XPaHONPOBOAA (MPOXOANMOCT Ha XPaHOMPOBOAA), 3a A NO3BO/N NPEMIHABAHETO
Ha XpaHa 1 TeYHOCTW.

BawwwmsT nexap Bu-npeaniicBa TOBa YCTPOMCTBO, Thid KaTO MMaTe aHOMaJHa BPb3Ka MeXAY XPaHOonpoBOAA W Apyr
OpraH B TAN0TO (CTPUKTYpa v GUCTyNa), KoeTo Bb3NPEnaTCTBa (NocobHOCTTa Bu Aa NorbLLATe TEYHOCTM NN
XpaHu.

Bb3MOXHUTE HeXelaHn peakL MoraT Aa Bk/YBaT pedyke, Bb3MaieHo rbplio, 3aTPyAHEHO NPeribLiaHe n/wnu
neka 6oska.

Bawwmat nekap Tps6ea fa Bu npenoctaBu KapTa 3a UMMNIAHTUPAHE, KOSTO naeHTUdMUnMpa Bawwns creHT. BuHaru
HOCeTe Ta3m KapTa CbC ce6e (11 - NpeacTaBsAiiTe Ha BCUYKM 30PaBHI CeLanincTn (nekapy, MeLuLMHCKN CecTpu,
3b0oneKap, TeXHULMN).

NHdopmaums 3a 6e3onacHa ynotpeba
(nepBainTe MHCTPYKLMKTE Ha Balums nekap 0THOCHO OMETUYHUTE OFpaHNyerns - pr3myeckaTa akTUBHOCT.

e [lpenopbyBa e 1a Ce KOHCYMMPAT CAMO BUCTPU TEYHOCTN B U3NPABEHO MOAOXKEHWE NPE3 MbpBUTE 24 Yaca cef
MNOCTaBSIHETO Ha CTEHTA.

e Ako By nekyBat 3a aHoMasiHa Bpb3ka MeX.y XpaHuTeNnHaTa Tpbba (xpaHonpoBoda) v Apyr opraH B Ts/10T0
(ductyna), He TpabGBa Aa AAETE UNN NIETE, 10KATO BalunaT nekap He-NOTBLPAN, Ye GUCTYNATa € 3aneyaTaHa.

o (nep yka3aHus Ha Nekaps (e NpenopbyBa a ce Aie (aMo B 3MPABEHO CeAHANO NONOXEHNE, 1 (e AbBYe
(TapaTeNIHO XpaHaTa, [1a Ce 136areaT onpeaeneHmn Xpann (kaTo Meco, CypoBY 3eTeHYy L 11 XN86) 1 fa ce nuaT
TEYHOCTY MO BPEME U C/1ef] XPaHEHE.

e (nep ykasaHusTa Ha nekaps ce NpenopbyBa Aa NOBAUrHeTe rnasata Ha faernoto. Moxe na Bu 6bae
npeanncaHa Tepanus 3a NoTUCKaHe Ha KUCeNMHUTE, 3a [1a e (BeAe 40 MUHUMYM CTOMALLHNA pednyKc
(M3BeCTEH CbLLIO KATO KNCEIMHIA, KOTaTO YacT OT KUCEIMHHOTO CbAbP)XaHWe Ha CTOMaxa Ce BIMBa B
XPaHOMPOBO/a) B CTEHTA.

e B3emaiiTe nekapcTBaTa (M CNopef ykasaHusaTa Ha Bawuns nekap.
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(BbpXeTe ce He3abaBHO € Baluna JOCTaBYMK Ha 3APABHU YCYTY, aKO Bb3HUKHE HAKOE OT ClIeAHNTE:
o bonkata Bu He HamansBa cnef MHCTPYKLWUWATE, AafeHn Bu ot Bawwms nekap.

e Kawnste nnu noBpblLaTe KPbB.

e |Imate Temnepatypa 101°F (38,3°C) unwn no-sucoka.
e lImaTe yBesIMYEHO 3aTPyAHEHNE NPY NPerfbLaHe.

MpeaynpexpeHns u/unv npegnasHN MepKK, CBbP3aHu ¢ peLMnpoYHN CMYLLEHUS

NHdopmupaiiTe MeauLMHCKIUTE paboTHULY (NeKapy, MeANLIMHCKIA CeCTPU, 3bO0NIeKap, TEXHILM), Ye rmaTe
MMNNAHTUPAH METaNIeH CTEHT, 3a la MOraT 1a B3eMaT BCMUYKM HEODX0AMMMN NPeana3Hi MepKU.

E3odareanHute cteHToBe Agile Esophageal Ha Boston Scientific ca MRI-ycnoBHu. ToBa 03Ha4aBa, Ye NauyeHT C TOBa
YCTPOMCTBO MOXe Aa 6bae CkaHupaH 6e30f1acHO (amo Npy ONpeaeneHn yCioBus.

MpepocTaBeTe U3N0XeHaTa No-gony. nHdopmauus 3a MRI npu onpefeneHmn y(UioBMs Ha BalLnTe MEAULIUHCKN
PabOoTHULLK, aKO UMaTe HAKaKBW CNELMaNHN QUArHOCTUYHN TecToBe KaTo MRI.

AnpeHo-marHuTeH pe3oHaHc (MRI); ToBa e AYarHOCTUYEH TECT, KOWTO U3M0N3Ba CUTHO €N1eKTPOMArHUTHO NoJie 3a
MoJsly4yaBaHe Ha U300PAXEHMNS HA TANOTO.

NHdopmaums 3a6e3onacHoct npu MRI

JInue cuC ctenT Agile Esophageal Fully Covered OTW moxe 6e3onacHo’ Aa 6be CKaHUPaHO Npu C1egHUTE YCUI0BUS.
Hec(na3BaHETO Ha Te31 Y(NIOBUS MOXE [,a LOBELE A0 HAPaHABAHE.

Wme Ha ycTponcTBoTo

CreHT Agile Esophageal Fully Covered OTW

(una Ha CTaTUYHO MArHMTHO none
(B,)

15Tum3,0T

MakcmmaneH NPOCTPAH(TBEH
rpagueHT Ha MarHUTHOTO MoJie

30 T/m(3.000 gauss/cm)

PY Bb36YXaaHe

Kpbrosu nonspusupanu (CP)

Tun PY npepaBatesiHa 6061Ha
HaMoTKa

U,VIJ'IVIHJJ,pI/I‘-IHa HaMOTKa 3a Ugs0T0.TA10
Ll,VIJ'IVIHJJ,pI/NHa HaMOTKa 3aTJ1aBa

Pexxum Ha pabota

Pexxum-Ha pa6ota Normal (HopmaneH)

MakcmmanHa SAR 3a usanorto 110

2 W/kg (pexxum Ha pa6ota Normal (HopmaneH))

MakcumanHa SAR 3a rnaBa

3,2 Wkg (pexxum Ha'pabora Normal (Hopmaneh))

npo.q'bﬂ)KVITEJ'IHOCT Ha
(KaHUpPaAHETO

Npv yCnoBKATa Ha CKaHMpaHe, ONPEAeNeHIA TIO-Fope, MaLNeHTbT
MOXe€ [1a O6b/e CKaHMpaH 3a 60.MUHYTM HenpekbcHaTo PY ckaHnpaHe
(nocnegoBaTenHo Wi NopeaHa cepa / ckaHupaHe 6e3 nouneka)

ApTedakT Ha AAPEHO-MArHNTHO
n3obpaxeHune

Moxe aa ce cb3aae aptedakT Ha-M300paxeHmne

OyYaKBaH eKCN0aTaLMOHEH XXMBOT N NpocieasBaHe
N3penueto e NpoekTUpaHo Aa GpyHKLIMOHMPA B TANOTO J0.€4Ha roANHa.
MpenopbUYnTeNHOTO NMPOCieAsBaHe Cef npoLieaypaTa oT Balng nekap e Ha-1 ceaMnLa 1 Ha 3-MeceyHn

NHTEPBaNL.

3a cumnToMaTyYHa aucdarns (3aTpyaHeHo NperbliaHe) NpocieasBaHETO MOXe A (e U3BbPLUBA MO-YeCTo, 33 Aa
(e NPOBePU CbCTOSHIETO 1 MOCTABAHETO Ha CTEHTa.

(bo6LyaBanTe BCAKAKbB CEPUO3EH MHLMAEHT, KOUTO Bb3HMKBA BbB BPb3Ka C TOBA YCTPOMCTBO, Ha Boston Scientific
(https://www.bostonscientific.com) 1 Ha CbOTBETHUS MECTEH PErynaTopeH OpraH 3a U3non3BaHn MeauLNHCKA

Mn3aesing BbB BalllaTa (TPadHa.

3a notpebutenu B ABCTpanis - CbobLLaBaiTe BCEKM CEPUO3€EH UHLIMAEHT, KOWTO Bb3HIKBA BCIEACTBIE Ha
ynotpebaTa Ha BaLeTo YCTPOMCTBO, Ha Boston Scientific u Ha Therapeutic Goods Administration (AnMuHMCTpaLMaTa

3a TepanesTuyHuTe cToku) (https://www.tga.gov.au).
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Bausalum B KOHTAKT ¢ NauMeHTa MaTepuanm
B TO31 CTEHT NpUCHLCTBAT CJ1efHUTE MaTepuani:;

WmnnaHtupyem matepuan % Terno

HutnHoN 67-75

CnnmkoH 24-33

Monunectep <1
MpepynpexpeHune

B TOBa yCTPOWCTBO (€ M3MON3Ba HUTUHOM, KOWUTO CbAbpXa HUKeST. TOBa MOXeE fia NMPUYUHI anepriuyHa peakuus npu
NNLA C YYBCTBUTESTHOCT KbM HuKen. OBcbieTe Bb3MOXHOCTTA 3@ aneprus ¢ Bawwims nekap, ako Hakora cte umanu
KOXeH 00puB OT BMXYTA, YaCOBHULA NN KaTapamu.

Agile e pernctprpaHa Tbproecka mapka Ha Boston Scientific Corporation man HeliHuTe dpunmnanm.

Bcnukm opyru TbproBCkn MapKi ca COGCTBEHOCT Ha CbOTBETHIATE UM-NPUTEXATESN.
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