IHCTPYKIIA

IJIsi MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'0o 3aCo0y

OHIOAHCET

(ONDANSET)

Cknao:
0ilua pevosuHda: OHOAHCETPOH;
1 MJT pO34YKHY MICTUTh OHAAHCETPOHY TiIPOXJIOPUA OUTiApaT €KBiBaJIEHTHO 2 M OHAAHCETPOHY;

00NOMIdCHI peyoBUHU: HATPilO XJIOPUM; KMUCIIOTa TMMOHHA, MOHOTIApaT; HAaTPilo IUTPaT; Boda Al
in’exmin.

JIikapcbka ¢opma. Po34uH [id 1H' eKiriii.

OcHo8HI (i3uko-ximiuHi 81acmugocmi: mpo3opuii 6e30apBHUN PO3YHH.

®apMakoTepaneBTHYHA rpyna. [IpoTu6moBOTHI 3aco0u Ta MpenapaTH, 10 YCYBalOTh HYOOTY.
AHTarosnictu perenTopis ceporoHiny (5HT;). Kog ATX A0O4A A01.

dPapmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

OH[aHCETPOH - CUJIbHOAII0YNY BUCOKOCEIEeKTUBHUY aHTaroHicT SHT,; (CepOoTOHIHOBUX) peLenTOopiB.
[Tpenapar monepenxye abo ycyBa€ HYOOTY i 6/10BaHHS, 1110 CIIPUYUHSIOTHCS IIUTOTOKCUYHOIO
xiMmioTeparieio Ta/abo TPOMeHEBOIO TEpAIIi€lo, a TAKOXK ITicsgonepaliiHi HyoTy i 6/10BaHHS.
MexaHi3M [il OHJAHCETPOHY A0 KiHIlA He 3’sgcoBaHKU. MOXKIINBO, Ipenapar 0710Kye BUHUKHEHHS
611:0BOTHOTO pedIieKcy, BUABISAIOUN aHTAroOHiCTUYHY [ifo mono SHT;-penentopis, SKi 10Kami3yi0ThCs
y HelpOHax gK ImepudepuyHol, TakK i eHTpaJIbHOl HEPBOBOI CUCTEMHU. [IpenapaT He 3MEHIIy€E
IICUXOMOTOPHOI aKTUBHOCTI TMAIlieHTa i He YHHUTH CeaTUBHOI [Iii.

dapmMaxkoKiHemuxka.

O6’eM po3Mominy micis mapeHTepaabHOTO0 BBeIeHHS Y HOPOCIuX CTaHOBUTDL 140 1. OCHOBHA YacTHHA
BBeJIeHOI N03MU MigHaeThcsi MeTabosi3aMy v nediHii. [3 ceyelo y He3MiHEHOMY CTaHi BUBOIUTHCS
MeHIIe 5 % mpemnaparty. [lepion HamiBBUBEOEHHS - TPUOIXU3HO 3 TONUHM (Y XBOPUX JIiITHBOTO BiKY - 5
roguH). 3B’si3yBaHHA 3 Oinkamu mia3mu - 70-76 %.

Y nami€eHTiB i3 HUPKOBOI HEOOCTATHICTIO IOMIPHOTO CTyIeHs (KIipeHc KpeaTuHiHy 15-60 Mi1/XB)



3MEHIIYIOThCS SIK CUCTEMHUM KITipeHC, TakK i 00’eM pO3MOMAiNny OHOAaHCETPOHY, PE3YIhTATOM HOTO €
He3HauHe i KIiHiYHO He3Hauyle 30iIbIIeHHS Tepiofy HalliBBUBENEHHS Mpernapary.
dapMaKOKiHETHKa OHIAHCETPOHY MalkKe He 3MIHIOETHCS Y MAllieHTiB i3 HUPKOBOI HEJOCTATHICTIO
TSKKOT'O CTYIIEH, IKi 3HaXOASAThCS Ha XPOHIYHOMY reMofiani3i (qocnigkKeHHs IPOBOJUIOCH Y
IIepepBi MixK ceaHCaM¥ reMofiani3y). Y maiieHTiB i3 XpOHIYHOIO [TeYiHKOBOIO HEJOCTATHICTIO TAKKOT0
CTyTIEHS CUCTeMHUU K/TipeHC OHIaHCETPOHY ITOMITHO 3MEHIIYETHCS 3i 301/IbIIIEHHSIM IIepioay
HamiBBuBeneHHs (15-32 rogunn).

KniniyHi xapaKTepHCTHKH.
Iloka3aHnHs.
Hynota i 6110BaHHS, CIPUYMHEH] IUTOTOKCUYHOIO XiMioTepaIrieio Ta MpOMEHEBOI0 TePaIlli€lo.

[TpodinakTuka Ta NiKyBaHHS MiCIsONepaLifHUX HYOOTH i 6II0BaHHS.

IIpomunoka3aHHs.

3acToCyBaHHSI OHOAHCETPOHY Pa3oM i3 amoMop(diHy TigpoxXIOpUAOM IPOTUIIOKa3aHe, OCKUIbKY
CIIOCTepiranucs BUMaAKKU CUIbHOL apTepianbHOl TinoTeH3il Ta BTpaTH CBiIOMOCTI ITiff YaC CyMiCHOTO
3aCTOCYBaHHS.

linepuyTnuBicTh 70 OyAb-SKOT0 KOMIIOHEHTA IIpelapary.

B3aemodin 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

OHpaHCETPOH He MPUCKOPIOE i He TrajabMy€e MeTab0ITi3M iHIIKX MpenapaTiB IPU OGHOYACHOMY 3 HUM
3acTocyBaHHi. CrielianbHi JOCTiAXKEHHS I0Ka3aJjly, 110 OHOaHCETPOH He B3aEMOJIE 3 aJIKOT0JIEM,
TeMa3emaMoM, pypoceMinoM, andeHTaHizoM, TpaMmamojioM, MOpdiHOM, TifoKaliHOM, TioneHTamoM abo
Ipono¢oioM.

OnpaHceTpoH MeTabo0mi3yeThCs pisHOMaHITHUMY pepMeHTaMu nuToxpomy P450 neuinku: CYP3A4,
CYP2D6 ta CYP1A2. 3aBasiku pisHOMaHITHOCTI (hepMeHTiB MeTab0/1i3My OHIaHCETPOHY rajJbMyBaHHS
a00 3MeHIIeHHs aKTHBHOCTI OIHOTO 3 HUX (Hampukiaf, reHetTuynuit gedinut CYP2D6) y 3BuyaiHUX
yMOBax KOMIIEHCYEThCS iHIMMME GpepMeHTaMu i He Oylie MaTH BIUIMBY Ha 3arajibHUM KITipeHC
KpeaTuHiHy abo BIIUB Oye HE3HAYHUM.

3 006epekHICTIO CITifT 3aCTOCOBYBATH OHIAHCETPOH Pa30M i3 TiKapChKUMM 3acobaMu, 1110 TOJ0BXKYIOTh
inTepsan QT Ta/ab0 CIpUUUHSIOTH MIOPYIIEHHS €JIEKTPOIITHOTO Ganancy (auB. po3mdin «OcobnmuBoCTi
3aCTOCYBaHHS»).

Anomopdin

3acToCyBaHHS OHIAHCETPOHY Pa30oM 3 anoMop(diHy rigpoXI0puaoM IIPOTUNIOKa3aHe, OCKIiTbKH
CIIOCTepiranucs BUMaAKU CUJIBHOL TiIOTEH311l Ta BTPAaTU CBIfOMOCTI Iifi YaC CyMiCHOTO 3aCTOCyBaHHS.

®eHiTOIH, kKapbaMasermid i pubaMminuH

Y nmatieHTiB, SKi MiKyIOThCS MoTeHIiHUMY iHayKTopamMu CYP3A4 (Hanpukiaf, GeHiToiHOM,



KapbaMaszemniHoM i pudaMminrHOM), KITipeHC OHAAHCETPOHY 30iIbIIYETHCS, @ KOT0 KOHIIEHTpAllid ¥
KPOBi 3MEHIIYETHCA.

CepOTOHiHep_l"eTI/IKI/I (HanpuKnaz, ceneKTUBHI iHTiGITOPY 3BOPOTHOTO 3aXOMJIEHHS CEPOTOHIHY

(CI33C) Ta inHribiTopu 3BOPOTHOI'O 3aXOIJIEHHS CePOTOHIHY Ta HopampeHaniny (I33CH))

CepoToHIHOBUM CHHIPOM (BK/TI0YAIOYM 3MiHM IICUXiYHOTO CTATyCy, BEereTaTUBHOI HeCTabiIbHOCTI i
HEPBOBO-M'SI30BUX IOPYIIIEHb) OYB OMMCAHUM MMiC/IsT OMHOYACHOTO 3aCTOCYBaHHS OHOAHCETPOHY Ta
iHIMMX cepoTOHiHepriuHuxX mpemnaparis, y Tomy yucii CI33C ta I33CH (guB. po3min «Ocob6auBoCTi
3aCTOCYBaHHS»).

TpamManon

3a MaHMMHU HeBeJIMKOI KiTbKOCTi KITiHIYHUX AOCTiAKeHb, OHOaHCETPOH MOXKe 3MEeHIITyBaTH
aHaNTeTUYHUM eeKT TpamMagomy.

3acTtocyBanHst OHIAHCETY 3 iHIIMMHU JTiKapChKUMHU 3ac00aMH, II0 IOHOBXKYIOTh iHTepBan QT, Moxe
CIIPUYUHATHU [JOJaTKOBE IIOAOBXKEHHS I[bOT0 iHTepBany. CymiCHe 3acTocyBaHHSI OHOAHCETY 3
KapOiOTOKCUYHUMM IIpernapaTamMu (Halmpukiag, 3 aHTpaluKIIiHaMu) 30ibIye pU3UK BUHUKHEHHS
apuTMill (ouB. po3nin «Oco6IUBOCTI 3aCTOCYBaHHS»).

Oco6.1ueocmi 3acmocyeaHHsi.

[Ipu nikyBaHHI [TALi€HTIB i3 IPOsgBaMU TillePYyTIAUBOCTI IO IHIIUX CeJIEKTUBHUX aHTaroHictiB SHT,-
PelLlenTOPiB CIIOCTePirajucs peakiiil rinepyyTauBOCTi.

Peaxt1ii, moB’s13aHi 3 AUXaIbHOIO CUCTEMOIO, JIIKYIOTh CUMIITOMAaTUYHO. MeIU4Hi IMpalliBHUKK TOBUHHI
3BepTaTH Ha HUX 0COONIMBY yBary, OCKiJIbKM BOHM € O3HAKaMH pPeaklliil MigBUIIeHO]l YyTIUBOCTI Ha
JiKapChKUH 3acil.

OHIaHCeTPOH y J0303aexkHii ¢popmi mogosxkye inTepBan QT (muB. po3min «®apMakoIoriuHi
BJIACTUBOCTI»). [10MaTKOBO 3a JaHUMH IiCIIIMapKEeTUHTOBOTO CIIOCTepPeXeHHs Oyiu MOBifOMIIeHHS
IIPO BUIIaAKM TPEMTIHHS/MEPEXTiHHS LITYHOUKIB (torsade de pointes) mpu 3aCcTOCyBaHHI
oHaHCceTpoHY. CIlif YyHUKATU 3aCTOCYBaHHSA OHIAHCETPOHY Malli€eHTaM i3 BPOLXKEHUM CUHIPOMOM
nonoBxeHHs QT. OHTAaHCETPOH CITif 3aCTOCOBYBATH 3 00€PEXKHICTIO [/ JTiKyBaHHS MAlli€HTiB, SKi
MaTh ab0 Y SKUX MOXKe PO3BUHYTUCH MONOBKeHHS iHTepBany QT, BK/II0O4Ual0o4y MallieHTiB i3
TIOPYIIeHHSIMH eJIeKTPOIITHOTO OanaHcy, 3acTiliHOI0 CepIlieBOI0 HENOCTaTHICTI0, OpafiapuTMieio abo
IIalll€HTIB, AKi JIIKYIOTHCS IHIIUMU IIpernapaTaMy, 1[0 MOXYTh CIIPUYMHATY [10J0BXKEHHS iHTepBaly
QT abo mopymuieHHs eMeKTPOIiTHOrO 6anaHcy. [lepen moYaTKOM 3aCTOCYBaHHS CITii CKOPETryBaTH
TiIoKaJeMilo Ta rimoMarHiemiio.

[Ticns ogHOYACHOTO 3aCTOCYBaHHS OHIA@HCETPOHY Ta iHIIWX CEPOTOHIHEPTiYHUX IpenapaTiB 6yB
OTMCaHUY CEPOTOHIHOBUY CHHAPOM (IUB. po3min «B3aeMomis 3 iHIMUMY JTiKapChbKUMM 3aC00aMu Ta
iHIIT BUOW B3a€MOAin»). fKII0 OmHOYAaCHE JIiKyBaHHS OHOAHCETPOHOM Ta iHIIUMU
CEpPOTOHIHEPTiYHNMU IIpelapaTaMy K/IiHi4YHO 00I'DYHTOBaHO, PEKOMEHIYETHCS BiAIOBiAHE
CIIOCTEPEXKEHHS 3a MalliEHTOM.

OCKinbKY OHJAHCETPOH T0CIIabIII0e TePUCTANTbTUKY KUINEYHUKY, MOTPIOHUY peTeNbHUM HATIsA] 3a
malfieHTaM{ 3 O3HaKaM¥ IIiATOCTPOl HEMPOXigHOCTI KUINEYHHUKY IIiJl Yac 3acToCyBaHHS OHOaHCETY.



Y mallieHTiB, SKUM MPOBOAUTHCS XipypridHe BTPy4YaHHS B afeHOTOH3UNSAPHiN OiAHIl, 3aCTOCYBaHHSI
OHJIAHCETPOHY IS MPOGiNaKTUKU HYJOTH Ta O/TI0BaHHS MOXK€e MACKyBaTH BUHUKHEHHS KPOBOTEYi.
ToMy Taki XBOP1 HigIararTh peTEJIbHOMY HarJsay IiC/s 3aCTOCYBaHHS OHIAHCETPOHY.

Opna in’exuig OHmaHCETY MiCTUTh MeHIIIe HiX 1 MMonb HaTpito (23 Mr) Ha 703y, TO6TO € GaKTUYHO
6e3HATPiEBOIO.

[ToBimomisiniocs PO BUNIQAKY ieMil MioKapay y NallieHTiB, IKi OTPUMYyBald OHOAHCETPOH. Y IeSKUX
IalieHTiB, 0COBIUBO ¥ pa3i BHYTPIIIHLOBEHHOT'0 BBEIEHHS, CUMIITOMHU 3SIBUJIMCS OfIpa3y IIicys
BBeIeHHSI OHJaHCeTPOHY. [TaIieHTiB CIif monepeauTy PO O3HAKU Ta CUMIITOMH illleMil MioKappaa.

Himu

Y pmiTei, IKi OTPUMYIOTh OHOAHCETPOH Pa30M i3 renaTOTOKCUYHUMU XiMiOTepaneBTUYHUMHI
IIpenapaTamy, OTPiOHO PETENIbHO CTEXUTHU 3a MOXKJIMBUMHU NOPYIIEHHSAMHU QYHKINI MediHKy.

Pesicumu 003y8aHHA

[Ipu po3paxyHKy [O3U 3TifHO 3 MacoI0 Tijla i 3aCTOCyBaHHI TPHOX A03 i3 4-TOOUHHUM iHTepBajoM
3arajbHa 1o6oBa fo3a Oyme BUINOIO, HixK ITPU 3aCTOCYBaHHi ofHiel Ho3u 5 Mr/M” i ofHiel go3u
Ipenapary mepopasnbHo. [TopiBHSIbHA e(eKTUBHICTD ITUX OBOX PeXKUMiB 0O3yBaHHS He Oya OliHeHa y
KJTIHIYHUX JoCTimKeHHIX. [IopiBHAHHS pe3ysIbTaTiB Pi3HUX [OCHIXKEHb CBITYUTD PO MOHiOHY
eekTUBHICTH 000X PEKUMIB 103yBaHHS.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

be3nexka 3acTocyBanHsa OHOaHCETy y Iepiof BariTHOCTI 7S JIIOOUHU He BCTaHOBEeHa. [1im yac
eKCIIepUMeHTaIbHUX OOCTiAXKeHb Ha TBapuHax OHIaHCeT He MOPYIIyBaB PO3BUTOK eMOpioHa abo
IIJI0fla i He BIIJIMBAB Ha Iepelir BariTHOCTI, mepu- Ta MOCTHATAIBHUN PO3BUTOK. [TpoTe, OCKiIbKYU
OOCIII>KeHHS Ha TBAapUHAX HEe 3aBXK[IU IIPOTHOCTUYHI [is noguHu, OHOAHCET He PEeKOMEHAYEThCSA
3aCTOCOBYBaTH y MePiof BariTHOCTI.

B exkcnepuMeHTaIbHUX [OCTiIXKeHHIX OyI10 T0Ka3aHo, 110 OHJAHCETPOH IIPOHUKAE Y IPYIHE MOJIOKO
TBapHUH. Y pa3i HeoOXimHOCTI 3aCTOCYBaHHS IIpernapary CJif MIPUIUHUTHA TOOYBAHHS T'PYIOIO.

Indopmarrist 100 BIIMBY OHOAHCETPOHY Ha GEPTUIBHICTD Y IIONWHY BigCyTHS.

30amHicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

[IcuXOMOTOpPHI TeCTU MOKa3aJly, 110 OHJaHCETPOH He BIIJINBAE Ha 3[aTHICTb KepyBaTU MeXaHi3MaMu 1
He YMHUTHL CeJAaTUBHOI [il, ane CJIif MaTH Ha yBa3i npodins nob0iyHUX Oili mpenapaTy Py BUPilIeHH]
MATAHHS MIPO 3JaTHICTh KEPYBAaTH aBTOTPAHCIIOPTOM abo iHIMMMU MeXaHi3MaMH.

Cnoci6 3acmocyeaHHss ma do3u.

Hydoma i 61108aHHSA, CnpuYuHeHi XiMiomepaniexo ma npoMeHes80 mepanie

EmeToreHHu# MoOTEHIian Tepalil paky Bapiloe 3ajie’kHO Biff Jo3u Ta KoMOiHallii pexkKuMiB XiMioTeparii
Ta MPOMeHeBol Teparii. Bubip pexkumy no3yBaHHS 3aJIeXKUTh Bifl TSAXKKOCTI EMETOTE€HHOT'O BIIJIUBY.



Iopocmi

EmemoeeHHa xiMiomepanisi ma npomMeHesd mepanis

PexomeH0BaHa BHYTpPIllIHhOBeHHA a00 BHYTPIIIHEOM s130Ba flo3a OHaHCETY - 8 MT y BUTTISAA]
IIOBi/IbHOI iH’€KIIi1 BIPOAOBXK He MeHIe Hix 30 cekyH[, 6e3nmocepeqHbo nepey TiKyBaHHIM.

Inst mpodinakTUKU BimCTPoYyeHOro abo TPHUBAJIOro OII0BAHHS ITiCIIS MEePIIuX 24 ToguH
PEKOMEHIYEThCS IepopaibHe abo peKTalbHe 3aCTOCYBaHHS Ipenapary.

BucokoememoeeHHa ximiomepania (Hanpuk.aad, 8UCOKi 003U LUCNAAMUHY)

OHpaHCeT MOXXHa IIpU3HAvYaTH y BUTJISIAI OQHOPA30BOl 03U 8 MI' BHYTPIIITHROBEHHO ab0

BHYTPILIHEOM 5130BO 0€310CepeNHbO Ieper xiMioTepanieio. [Jo3u noHan 8 mr (mo 16 Mr) MoxHa
3aCTOCOBYBATH JIUIIIE ¥ BUTJIAML BHYTPilIHbOBeHHOI iH(Y3il Ha 50-100 M1 0,9 % po3uuHy HaTpio
xymopuay abo iHIOro BigImOBIMHOI0 PO3YMHHUKA (IUB. HUXKYe «3aCTOCYBAHHS PO3UMHY IJIS iH'€KIIiN»);
iHdy3is moBuHHa TpUBaTU He MeHIIe 15 xBunuH. OgHOPa30By H03y Oinbllle 16 MI 3aCTOCOBYBATH He
MOXKHa (OuB. po3ain «OcoO6MMBOCTi 3aCTOCYBaHHS»).

s BUCOKOeMeToreHHOi xiMioTepamnil 8 Mr OHfaHceTy ab0 MeHINy f03y He OTPiOHO PO3BOAUTH Ta
MOXKHAa BBOJUTH IIISTXOM ITOBiIbHOI BHYTPIIIHbOBEHHOI a00 BHYTPIIIHHOM 130B0i iH’€KIIi1 (He MeHIIIe
Hixk 30 cekyHp) 6e3mocepeqHbO Nepen XiMioTeparieio 3 MofaIbIIiM JBOPAa30BUM BHYTPIlTHEOBEHHUM
abo BHYTPIIIHHOM I30BUM BBeJeHHSIM 8 Mr yepe3 2 Ta 4 roguHu abo MocTikHoIo iHdy3ieo 1
MT/TOOUHY IPOTATrOM 24 TOOUH.

EdextuBHicTh OHHAHCETY IIPXM BUCOKOEMETOTeHHIY XiMioTepatil MoKHa MigBUIIUTY IIJITXOM
[OIaTKOBOT'O OHOPAa30BOT'0 BHYTPITHEOBEHHOI'O BBEJEHHS leKcaMeTa30Hy HaTpito pocdarty y [o3i
20 mr nepep xiMioTeparieo.

s mpodinakTvku BimCTpoueHoro abo TpuBaaoro 6II0BAHHS MIiCIIS MepIIuX 24 TOOUH
PEKOMEH[YEThCS IIepopasibHe abo peKTaabHe 3aCTOCYBaHHS IIpemapary.

IliT BiKOM Bif 6 micswiB 1o 17 pokiB

Y nepiatpruHiii npakTuili OHOAHCET CIIifl BBOOUTH IIJITXOM BHYTPIIIHLOBEHHO]I iHPY3il y 25-50 M
0,9 % po3unHy HaTpilo XJIopunay abo iHIIOro BigNmOBIIHOIO PO3UMHHUKA (IUB. HUXKYe «3aCTOCYBaHHS
PO34UHY OIS iH'€KIIiN») IPOTATOM He MeHIe 15 XBUNKH.

o3y mpemapaTy MoxkHa po3paxyBaTH 3a IJIOIIEI0 TOBEPXHI Tijla abo Macu Tijla IUTUHH.

Po3paxyHok 003u 32i0HO 3 Na0u,er0 N0BepxHi miid QUMuHU

OnpaHceT citifg BBOOUTH 0e3MocepeNHbo mepey XiMioTepari€o MIsTXoM Pa30Boi BHYTPIIIHbOBEHHOI
in’eKii y mo3i 5 Mr/M?, BHyTpIllIHbOBEHHA [103a He NMOBUHHA NepeBulyBat 8 Mr. Yepes 12 rogun
MOKHa PO3MOYMHATHU IepopabHe 3aCTOCYBaHHS IIperapary, SKe MoXkKe TpuBaTH 1ie 5 AHiB. He
IIePeBULLYBaTU H03Y AJI AOPOCIIUX.

Po3paxyHok 0o3u 32i0H0 3 Mdacow misna QumuHu

OnpaHCeT cIifg BBoguTu 6e3m0CEPEeNHbO eper XiMioTepalri€io MIJITXOM Pa30B0i BHYTPIllTHbOBEHHOI
in’ekil y mo3i 0,15 Mr/kr. BEyTpilIHbOBEHHA [03a He IOBUHHA NTePEBUILIYBaTH 8 MT. Y mepuui neHb
MOKHA BBECTH IIle 2 BHYTPIIIHbOBEHHI 03u i3 4-TOOUHHUM iHTepBajioM. Yepe3 12 rogus MoXkHa
PO3II0YMHATH IIepopalibHe 3aCTOCYBaHHS IIpelapaTy, sKe MoXe TpuBaTH 1ie 5 AHiB. He



IMepeBUuIlyBaTy JO3Yy OJId JOPOCIHX.

XBOpIi IITHBOTO BiKY

[TamienTaM BiKOM Bif 65 POKiB BCi A03U [J1s BHYTPIIIHbOBEHHUX iH €K1Y CJIifi PO3YUHATH Ta BBOOUTU
IIPOTATOM 15 XBUJIMH, IPY TOBTOPHOMY 3aCTOCYBaHHI iHTepBas MiX iH'eKIisiMU TOBUHEH OyTU He
MeHIe 4 TomuH.

Ins nmanieHTiB BikoM Bif 65 0o 74 pokiB moyaTKOBa [03a OHOAHCETPOHY CTAHOBUTH 8 MT abo 16 mr, ii
BBOASATH IUIIXOM BHYTPIIIHBOBEHHOI iH(Y3il TpoTarom 15 XBUKH, Ky MOXKHA IPOAOBXKUTH
BBEIEHHSM 2 103 10 8§ MI IpOTATOM 15 XBUJIKH 3 iHTEPBaJIOM MiX iH(QY3iAMU He MeHIIe 4 TOOUH.

Y mauienTiB BiKOM Bifi 75 pOKiB I0YaTKOBa BHYTPIlIHbOBEHHA iH €K1l OHAAHCETPOHY He IIOBUHHA
nepeBullyBat 8 Mr 3 iHdy3ieio BIpogoBxk He MeHIIe 15 xBunuH. ITicis moyaTkoBoi Jo3u y 8 mMr
MO2KHa IIPOAOBXKUTY 3aCTOCYBaHHS 2 [03aMU 110 8 MT, 5IKi BBOASATH IUIAXOM iH(Y3il mpoTarom 15
XBUJIMH 3 IHTEPBAJIOM MiX iH}y3iaiMu He MeHIe 4 TONUH.

[TariedT 3 HUPKOBOI HEOOCTAaTHICTIO

HeMmae HeoOximHOCTI 3MiHIOBaTH PEXUM [103yBaHHA a0o0 IUISX BBeIEHHS IIpenapary [AJid IallieHTiB i3
NOpPYIIeHHAMY (YHKIIii HUPOK.

IlanieHTH 3 IeYiHKOBOIO HEeIOCTAaTHICTIO

Y naiieHTiB i3 TOMIPpHUMHU i TIKKUMHU MOPYIIEeHHIMU QyHKIII nedyinku kiipeHc OHOAHCETY 3HAYHO
3HUXKYETHCS, a [Iepiof HalliBBUBENEeHH 13 CUPOBATKU KPOBI 3pocTae. [Jis TaKUX XBOPUX
MakcHuMaabHa Jo00Ba [03a IpenapaTy He IOBUHHA [TePEBUIIYBaTH 8 MT.

[MarienTy 13 mopyIeHHsIMY MeTab0Ii3My CcliapTeiny/ne6pruCcoKBiHY

[lepion HaniBBUBENEHHS OHAAHCETPOHY V TAIIEHTIB i3 MOPYyIIEeHHSIMU MeTab0s1i3My crapTeiny i
neOpUCOKBiHY He 3MIHIOETHCS. Y TaKMX MAlli€HTIB ITiC/Isl TOBTOPHOI'O BBEIEHHS KOHIIEHTPAIlis
Ipernapary Taka X, SIK i Y XBOpUX 3 HelopyuieHuM MeTaboniamoM. Tomy 3MiHa 1o3yBaHHS a0
JaCTOTH BBEeeHHS He NOTpiOHa.

ITicasionepauiliHi Hydoma i 61108aHHA
Hopocai

s npodinakTUKY micnsonepaliiHux HyNOTH i 6/10BaHHS peKoMeHIoBaHa fo3a OHIaHCeTY
CTAQHOBUTH 4 MT Y BUTTISIIi OMHOPA30BO1 BHYTPIIITHROM s1I30B0i @00 MMOBiIbHOI BHYTPIITHHOBEHHO1
in’eK1Iil mig yac BBEOEHHS Y HapKO3.

Ins miKyBaHHS Tic/sonepaliiHuX HYyOOTH i O/TI0BaHHS peKOMeHoBaHa pa3oBa mo3a OHOaHCeTy
CTQHOBUTH 4 MT' y BUTTISIAi BHYTPIIIHHOM 30B01 a00 MOBiTbHOI BHYTPIIIHHOBEHHOI iH’€KIIil.

Iimu eixom 8i0 1 micsaus do 17 pokis

s npodinakTvky i TiKyBaHHS MMicIsonepaliftHuX HyJOTH i 6/II0BaHHS V [iTel, IKUX ONEepYyIOTh IIif
3arajapHOI0 aHecTe3ie, OHgaHCceT MOXKHa BBOguTH y f03i 0,1 Mr/Kr Macu Tina (MakCUMaibHO - 10 4
MT') LIJISIXOM ITOBiNIbHOI BHYTPIIIHbOBEHHOI il €Kil (He MeHIe 30 ceKyHM) [0, Iif Yac, micis
BBe[leHHS Y Hapko3 abo micys omepartil.



Xeopi AimHb020 BIKYy

Iocein 3acTocyBanHg OHmaHCETY A7 NPOMITaKTUKY i JIIKyBaHHSA MiCIs0NepaniiHuX HygOTH 1
O7i0BaHHA Y JTIOfEeN JTITHLOTO BiKy 00MexkeHu, omfHaK OHOaHCeT fo0pe IepeHOCUThCS XBOPUMHU BiKOM
Biff 65 POKIB, sIKi OTPUMYIOTH XiMiOTepartito.

ITauieHmu 3 HUPKOBOI HedocmamHicmio

HeMmae HeoOximHOCTI 3MiHIOBaTH PEXUM [103yBaHHA a0o0 IUISX BBeAEHHS IIpenapary [AJisd IallieHTiB i3
NOpYIIeHHAMY (YHKIIil HUPOK.

ITauienmu 3 nevyiHK080W HedocmamHicmio

Y nmaii€eHTiB i3 MTOMIPpHUMHU i TIKKUMH MOPYIIEeHHIMA QyHKIIII nedinku kiipeHc OHOAHCETY 3HAYHO
3HUXKYETHCS, a IIepiof HalliBBUBEEHHS 13 CUPOBATKU KPOBi 3pocTae. [1/1 TaKUX XBOPUX
MaKCHMaJbHa J000Ba f03a IIpemnapaTy He IOBUHHA MTePEBUIIYBATH 8 MT.

IlauieHmu 3 nopyweHHAM memaboaiamy cnapmeiny/0ebpucokeiny

[lepion HaniBBUBEOEHHS OHOAHCETPOHY V MALiEHTIB i3 MOPyIIeHHSIM MeTab0i3My criapTeiny i
neOpUCOKBiHY He 3MIHIOETBCS. Y TaKUX MAlli€HTIB IiC/Is TOBTOPHOT'O BBEAEHHS KOHIIEHTPAIlis
Ipernapary Taka X, 5K i Y XBOpHUX 3 HEYIIKO[XKeHUM MeTabosizaMoM. ToMy 3MiHa J03yBaHHS abo
YacTOTH BBeIeHHS He MOTpibHa.

3acmocyBaHHA PO34UHY 044 iH’ eKUiU

Awmnynu 3 OHgaHCeTOM He MiCTSITh KOHCEPBAHTIB, i p034rH He0OXiMHO BUKOPHUCTOBYBATH HETANHO
iCIIS BITKPUTTS; PO3YKH, ITI0 3a/TUIIUBCS, TOTPIOHO 3HUIITUTH.

Amnynu 3 OHZaHCETOM He MOXXHa aBTOKJIaByBaTH.

CyMICHICTS 3 IHIIMMU PiIWHAMU [OJ1 BHYTPIIIHbOBEHHUX 1H €K1

Po3uwHu [J1s1 BHYTPIIIHEOBEHHOT'O BIMBAHHS IOTPiOHO roTyBaTH O6e3mocepenHno nepex indysieo.
[TpoTe BCTAHOBIIEHO, III0 PO3YMH OHOAHCETPOHY 30epirae cTabinbHICTh TPOTSATOM 7 OHIB IpH
KiMHaTHi# TemmepaTtypi (mo 25 °C) npu geHHOMY CBiT/Ii a0 y X0IOOUIBLHUKY IIPH PO3UMHEHHI B TAKUX
cepepoBumax: 0,9 % po3uuH HATPilO XJIOPUAY, PO3UYUH IJIOK03U 5 %, po3unH MaHiTony 10 %,
po3uuH Pinrepa, 0,3 % po3uuH Kasiwo xaopuny i 0,9 % po3uun HaTpiwo xmopuny, 0,3 % po3duH Kaito
XJIOPUAY 1 pO3UUH TJII0KO3U 5 %.

BcTaHoBIEHO, ITI0 OHOAHCETPOH 30epirae cTabiabHICTh TAKOXK P BUKOPHUCTAHHI MOTieTHIEHOBUX i
CK/ISTHUX (1aKoHiB. ByJo mokasaHo, 1110 OHAaHCETPOH, po3Benenuii 0,9 % xnopunoM HaTpio abo 5 %
TJII0K03010, 30epirae cTabiIbHICTh Y TOJIMPOTiNIEHOBUX IINpUliaX. [JoBeeHO TaK0XK, I10 CTabibHICTh
y TOJIIIPOIiJIEeHOBUX IINpHUIlax 30epira€ThCcs IpU PO3BeeHHI OHOaHCETPOHY iHITNMUI
PEKOMEeH0BAaHMMU PO3YUHAMHU.

Y pasi Heob6xigHOCTI TpUBasoro 30epiraHHs mpenapaTy PO3YUHEHHS CIIif] TPOBOJUTH Y BiTIOBITHUX
aCeNTUYHUX YMOBaX.

CyMiCHICTb 3 iHIIMMU NIpenapaTaMu

OHpaHCeT MOXKHA 3aCTOCOBYBATH Y BUTJISAAI BHYTPIIIHbOBEHHOI iHQY3il 3i MBUAKICTIO 1 MI/TORKHY.
Yepes Y-momiOHu# in'ekTOp pa3oM i3 OHJAHCETOM IIPH KOHIIEHTPAIlil OHJAaHCEeTPOHY Bif 16 mo 160



MKT/MJI (ToOTO 8 Mr/500 M a6o 8 Mr/50 M BinmoBigHO) MOXKHA BBOOUTH:
- uucnaamuH y KoHueHTpatii go 0,48 mr/mi npotsarom 1-8 rogus;

- 5-¢pmopypauus y kouneHnTpatuii go 0,8 mr/mn (Hanpukinapm, 2,4 vy 3 1 a6o 400 mr y 500 M) 3i
MBU[KICTIO He Oinbiie 20 MJT/TOAKHY; BUIlla KOHLIEHTPALid 5-pTopypaluiy Moke CIPUINHUTH
IPEeLHUIiTaIlii0 OHOAHCETPOHY; PO3UUH [y iHQY3ii S5-pTopypauuny moxe Mictutu 7o 0,045 %
XJIOPUAY MarHito 4OJaTKOBO OO IHIIKUX CyMiCHUX HallOBHIOBAYiB;

- KkapbonsiamuH y KoHIeHTpariii Big 0,18 mo 9,9 mr/mn (rampuknag, Big 90 mr y 500 mit mo 990
Mmr y 100 mn) npotsirom 10-60 xBumnus;

- emono3ud y KoHneHTpatuii Big 0,14 mo 0,25 mr/mn (Hanpukmiaf, Big 72 mr y 500 mn go 250 mr y
1 1) mporsirom 30-60 XBUNHH;

- uepmasudum y mo3i Big 250 Mr fo 2 T, po3BefileHUH y BOAL A7 iH' €Kiy (HanpuKiafm, 2,5 MJI Ha
250 Mr a6o 10 M Ha 2 T edTa3zuAUMY) V BUTTISAMI BHYTPIIIHbOBEHHOI 60II0CHOI iH €KIlil TPOTSIroM 5
XBUJINH;

- uukaogocgamio y mosi Big 100 mr go 1 r, po3Begenuu y Bofi gid in’ekuin (5 ma Ha 100 mr
1uKnogochaminy), y BUTIISIOI BHYTPIITHEOBEHHOI O0TIOCHO] iH €Kil TPOTATOM 5 XBUJIUH;

- dokcopybiyuH y go3i Big 10 mo 100 Mr, po3Benenu#t y Bofi ans in'ekiidt (5 mm Ha 10 Mr
OOKCOPYOIlIMHY), ¥ BUTTISIOI BHYTPIIITHEOBEHHOI O0TIOCHOI il €KIIil TPOTATOM 5 XBUIIUH;

- dekcamemasoH y 0o3i 20 Mr y BUTJISAI TOBiIbHOI BHYTPIIIHEOBEHHOI iH €Kil TPOTATOM 2-5
XBUIUH (IIPX OMHOYAaCHOMY BBeleHHi 8 MT ab0 16 Mr oHmaHCeTPOHY, po3uuHeHoro y 50-100 M
iH’€eKUiHOT0 PO3YMHY) IPOTITOM NPUOIN3HO 15 XBUTKH; OCKINBKY I1i IpenapaTy CyMiCHi, 1X MOXKHa
BBOAWUTH Yepe3 OOHY KpalleIbHUL0, IPY IIbOMY B PO34YMHI KOHILIEHTpallil leKcaMmeTa30Hy docdaty (y
dbopwmi HaTpieBoi coJti) OyayTh CTaHOBUTH Bif 32 MKT 1o 2,5 Mr B 1 MJI, a OHIAHCETPOHY - Bif 8 MKT [0
1mrs1 M.

Himu.

3aCTOCOBYIOTH [IiTSIM BiKOM Bifi 6 Mics1iB (mpu ximioTeparii) Ta BikoM Big 1 micsans (ms
npoilaKTUKY i JTiKyBaHHSA MicisonepaniiiuxX HyJoTH i OII0BaHHS).

Ilepedo3yeanHns.

Ianux mpo nepeno3yBanHs OHOAHCETY HEIOCTATHLO. Y GiNbIIOCTI BUMTAKiB CUMIITOMM CXOXKi Ha Ti,
110 OTIMCAaHi y MAaIliEHTIB, SKMM BBOIUIIA PEKOMEH0BaHi 0o3u (auB. po3min «[TobiyHi peakiii»).

OnpaHceTpoH nmopoBxkye inTepBan QT y mo3o3anexHiit hopMi. Y Bulagky mepego3yBaHHS
pekomeHnayeThca nposeneHHsa EKI-MoHITOpUHTY.

Cepep posiBiB epeno3yBaHHs MOBIIOMIISIM IIPO TakKi, IK 30pOBi pO3JIafgy, 3al0p TAKKOI'0 CTYIIEHS,
apTepianbHa TimoTeH3is, Ba3oBarajbHi IPOSBY 3 TPAH3UTOPHOIO aTPiOBEHTPUKYIIIPHOI0 610Kamoo 11
CTyIIeHd. Y BCiX BUIIa[Kax Iii SIBUIIA [IOBHICTI0O MUHAJIH.



€ TMoBimOMIEHHS PO BUMIAAKU CEPOTOHIHOBOTO CHHAPOMY V [AiTe€# MOJIOAIIOTO BiKY ITiCIIst
IIePOPaIbHOTO [Tepeno3yBaHH .

CrnenuudiyHOr0o aHTHOOTY He iCHYE, TOMY Y BUITafKaX Iepemo3yBaHHs He0OXiqHO 3aCTOCOBYBATH
CHMIITOMATHYHY Ta HiATPUMYIOYY Tepallilo.

[Toparnblite BemeHHS XBOPUX CJIif] IPOBOOUTH 3a KJIiHIYHMMHU NMOKa3aHHSAME a0o0, 110 MOXKJIUBOCTI,
3rifHO 3 pEKOMEeHIaliIMU Hal[lOHAJIBHOT'0 LIEHTPY 1000 OTPYEHb.

3acToCyBaHHS iMeKaKyaHU A IiKyBaHHS Iepefo3yBaHHS OHOAHCETPOHY He PEeKOMEHAYETHCH,
OCKiNTbKM 11 [IisT He MOXKe BHUSIBUTUCS Yepe3 aHTUEMEeTHYHUY BIIUB OHOAHCETY.

HiTH: IpO CepOTOHIHOBUY CUHAPOM IIOBIAOMIISANIA Y HEMOBJIAT Ta HiTel BiKOM Bif 12 micauis go 2
POKIiB IiCJig BUIALKOBOr'0 Ilepefo3yBaHH [IpelnapaTty A1 1epopajibHOr0 3aCTOCYBaHHS (003U
IIepeBUILlyBaIl PEKOMEHIOBaHUU PiBEHb 4 MI/KT).

ITo6iuni peakuii.

[To6iuHi mii, iHpopMallis Ipo SKi HaBedeHa HUXKYe, KTacu(pikoBaHi 3a oOpraHaMu i CHCTeMaMH Ta 3a
YaCcTOTOM0 1 BAHMKHEHHS. 3a YaCTOTOI BUHUKHEHHS M0o0iuHi mil po3mnogineHo Ha Taki KaTeropii:
nyxe 4dacto (= 1/10), gacto (= 1/100 ta < 1/10), HewacTo (= 1/1000 Ta < 1/100), pigxo (= 1/10000
Ta < 1/1000), myxe pigko (< 1/10000).

3 6oky imyHHOI cucmemu:

pimko: peakilil TinepuyTAXBOCTI HETAaWHOTO THUITY, iHKOJIM TAXKKi, aX 00 aHadinakcil.

3 6oky Hepeosoi cucmemu:

OyXKe 4acCTOo: TOJIOBHUM Oillb;

HevacCTOo: CyOOMHU, PyXOBi MOPYIIeHHS (BKJII0Yal0Yy eKCTpalipaMifHi peakilil, Taki K OKyJIOTipHUN
KpHU3, DUCTOHIYHI peakiii i ;ucKiHe3is 0e3 CTiMKUX KIiHiYHUX HACiOKiB);

pinmko: 3alaMOpOYeHHs, IIepeBaXKHO i Yac IMBUAKOT0 BHYTPIIIHLOBEHHOTO BBEOEHHS
mpernapary.

3 6oky opaaHis 30py:

pigKo: CKOPOMMHYIII 30POBi po3nafgy (IOMYTHIHHS B 04ax), TOJIOBHUM YMHOM IIif 4ac
BHYTPIIIHHOBEHHOT' O BBEIEHHS;

AyXKe pigKo: MUHYINA CJIIOTa, TOJIOBHUM YMHOM IIif] YaC BHYTPIIIHbOBEHHOTO 3aCTOCYBaHHS (y
OiNBIIOCTI BUMAMIKIB CIIiMOTa MWUHAE MPOTSATOM 20 XBUIINH).

3 boky cepus:
HEeYacTo: apuTMis, 6inb y rpyasx (3 memnpecieio cermenTa ST abo 6e3 Hel), GpaguKkapmis;

pimko: MopgoBKeHHd iHTepBany QT (BK/I0Ya4y TPEMTIHHSI/MEPEXTiHHS IIIyHOYKiB (torsade de
pointes));

HeBimoMo: imeMis Miokapaa (ouB. po3min «OcoB6IUBOCTI 3aCTOCYBAHHS».



3 60Ky cyOuH:

YacTo: BiguyTTs Telia abo MPHUIIIKBIB;

HEe4YacTo: apTepianbHa rinoTeHsis.

3 60Ky duxaabHOI cucmemu ma opaaHie 2pyoHoi KaimKu:

HeYyacCTO: TUKaBKa.

3 6oxy mpasHo20 mpakmy:

YacTo: 3amop.

3 6oky 2enamobisiapHoi cucmemu:

HedacTo: 6e3CUMITOMHE MigBUIIEHHS TOKa3HUKIB QYHKIIIl IeUiHKHU.

L1i BUIIagK¥ CIIOCTEPIraroThCSA TOJIOBHUM YMHOM Y XBOPUX, SIKi JIIKYIOTHCS XiMiOTepaneBTUYHUMU
mperapaTaMy, 110 MiCTSITh [UCIIIATHH.

3 6oky wkipu ma niOwKipHOi KAIMKOBUHU:

Oy2e PiaKo: TOKCUYHI BUCUIIAHHS, B TOMY YMCJIi TOKCUYHUY elifiepMasibHuY HEKPOJIi3.
3azanvHi po3aadu:

9acTO: MiClleBi peakliil y OilsHII BHYTPIIIHLOBEHHOT'O BBEOEHHS.

3a JaHWMU IiCISPEECTPALiMHOTO CIIOCTEPEXKEHHS CIIOCTepiraaucs Taki mobiuHi peakirii:

3 boky cepueso-cyouHHoi cucmemu: 6ib Ta AUCKOMMOPT Y TPYASX, eKCTPACUCTONH, TaXiKapis,
BK/IIOUAIOYH IUIYHOUYKOBY Ta HaOIITyHOYKOBY TaxikKappio, Gidpunisiito nepencepnb, BigdyTTs

cepuebuTTs, cuHkomne, 3Minu EKT.

Peaxkuii 2zinepuymaugocmi: aHadinakTUyHi peakii, aHTiOHeBPOTUYHUHM HaOpsK, OpoHXOCMIa3M,
aHadinakTUYHUY MOK, CBepOiXK, IIKipHi BUCUIIAHHS, KPOTIUB' THKA.

3 60Ky Hepeosoi cucmemu: IOPYIIEHHS XOOU, XOpesi, MiOKJIOHYC, HEBTraMOBHICTb, BiIUyTTS MEYiHHS,
IIPOTPY3ia s13UMKa, OUIIONIS, IapecTesis.

3azanvHi nopyweHHs ma Micuesi peakuyii: MgBUILIEHHS TeMIIePaTypH Tina, 6ib, MOUePBOHIHHSA,
IIeYiHHA y MICLi BBe[JleHHS.

THwe: rinmokasieMis.

Tepmin npudamHocmi. 3 POKH.

YMmoBH 30epiranssi.

36epiraTy B OpUTiHaNbHil yiakoBii mpu TemmnepaTypi He Buine 30 °C. 36epiratu y HeIOCTYITHOMY
OIS OiTer MICIIL.



HecymicHicmo.
OHpaHCeT He CIIif 3aCTOCOBYBaTH B OMHOMY Impuili abo iHdy3ifiHOMY po3unHi pa3oM 3 iHIKUMHU

nmikapcbKuMU 3aco0aMu. OHIaHCET MOXKHA ITOENHYBATH JIKIIEe 3 PeKOMEHIOBAHUMH PO3YMHAMH IS
inGys3iit (muB. po3min «Cmoci6 3acTOCyBaHHS Ta IO3U»).

VYnaxoBka.

[To 2 My (4 mr) a6o 4 mn (8 Mr) nmpenapatTy B ammyJi. [1o 5 ammyn y madili 3 KapToOHY.

Kareropis Bignmycky. 3a peuenTtom.

BupoOHHK.
XEJIIT C.A.

HELP S.A.

Micne3HaxojKeHHs1 BAPOOHHKA Ta aJpeca Miclsi IPOBaJXKeHHsI HOro Tis/IbHOCTI.
[Temini, Anina, 45500, I'peris

Pedini Ioanninon, loannina, 45500, Greece

3asiBHHK.
M.Biotexk JIth

M.Biotech Ltd

Micne3HaxoakKeHHs 3assBHHKA.
I'nmencroyn Xay3, 77-79 Xau Ctpirt, Eram TB20 9T'U, Cyppe#t, Benuka bputaHis

Gladstone House, 77-79 High Street, Egham TW20 9HY, Surrey, United Kingdom



