IHCTPYKIIA

IJIsi MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'0o 3aCo0y

OHIOAHCET

(ONDANSET)

Cknao:
0ilo4a peyosuHa: OHOAHCETPOH;
1 MJ1 pO34YKHY MICTUTh OHAAHCETPOHY TiIPOXJIOPUA OUTiApaT €KBiBaJIEHTHO 2 M OHAAHCETPOHY;

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

JIikapcbKa ¢popma. Po3unn s in’ekiii.
p p

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

dapMakoTepaneBTHYHA I'pyma. [IpoTubioBoTHI 3acobu Ta IpenapaTH, 10 YCYBalOTh HYAOTY.
AHTarosnictu perenTopis ceporoHiny (5HT;). Kog ATX A0O4A A01.

dPapmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

OHaHCETPOH - CUJIbHOAII0YNY BUCOKOCEIEKTUBHUY 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'sgcoBaHUU. MOXKIINBO, IpenapaTr 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 OPOCIuX CTaHOBUTDL 140 1. OCHOBHA YacTHHA
BBeJIeHOI N03MU MigHaeThcsi MeTabosi3aMy v nediHii. [3 ceyelo y He3MiHEHOMY CTaHi BUBOIUTHCS
MeHIIe 5 % mpemnaparty. [lepion HamiBBUBEOEHHS - TPUOIKU3HO 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 pO3MOAiNy OHOAaHCETPOHY, PE3YIhTATOM HOTO €
He3HauHe i KIiHiYHO He3Hauyle 30iIbIIeHHS Tepiofy HalliBBUBENEHHS Mperapary.
dapMaKOKiHETHKa OHIAHCETPOHY MalkKe He 3MIHIOETHCS Y MAlli€HTiB i3 HUPKOBOI HENOCTATHICTIO
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.

3acToCyBaHHS OHOAHCETPOHY Pa3oM i3 amoMop@diHy TigpoxXIOpHUAOM IPOTUIIOKa3aHe, OCKUIbKY
CIIOCTepiranucs BUMaAKKU CUJIBHOL apTepianbHOl TinoTeH3il Ta BTpaTH CBiIOMOCTI ITiff YaC CyMiCHOTO
3aCTOCYBaHHS.

TimepuyTnusicTs mo OyIb-IKOT0 KOMIOHEHTA IIperapary.

B3aemodin 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

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

OHpaHCeTPOH MeTaboIi3yeThCs pisHOMaHiTHUMY (pepMeHTaMu 1uTOXpoMy P450 neuinku: CYP3A4,
CYP2D6 ta CYP1A2. 3aBasiku pisHOMaHITHOCTI (hepMeHTiB MeTab01i3My OHIaHCETPOHY rajJlbMyBaHHS
ab0 3MeHIIeHHs aKTUBHOCTI OTHOTO 3 HUX (Hanpukiaf, renetTuynuit gedinutr CYP2D6) y 3BudaiHUX
yMOBaX KOMIIEHCY€EThCS iHIIUMHU (pepMeHTaMu i He OyIe MaTH BIJIUBY Ha 3arajbHUM KITipeHC
KpeaTuHiHy ab0 BIUB Oyne He3HAYHUM.

3 06epekHICTIO CITifl 32aCTOCOBYBATH OHIQHCETPOH Pa30M i3 TiKapChKUMM 3acobaMu, 1110 ITOJ0BXKYIOTh
inTepsan QT Ta/abo CIPUYUHSIOTH TIOPYIIEHHS eIeKTPOIITHOro GanaHcy (IuB. po3min «OcoO6muBOCTi
3aCTOCYBaHHS»).

Anomopdin

3acToCyBaHHS OHIAHCETPOHY Pa30oM 3 anoMop(diHy rigpoXI0pUaOM IIPOTUIIOKa3aHe, OCKIiTbKH
CIIOCTepiranucs BUMaAKKU CUJIbHOL TiOTEH3i1l Ta BTPAaTU CBIJOMOCTI IIifi YaC CyMiCHOTO 3aCTOCyBaHHSI.

deHiTOIH, KapbaMa3emiH i pubaMIinuH

Y matieHTiB, gKi NiKyIOThCS NOTeHUiMHUMY iHAyKTOpamu CYP3A4 (Hanpuknap, GeHiTolHOM,



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/TI0YAIO4YM 3MiHM IICUXiYHOTO CTATyCy, BEereTaTUBHOI HeCTabiIbHOCTI i
HEPBOBO-M'SI30BUX IOPYIIEHb) OYB OMMCAHUM MMiC/IsT OMHOYACHOTO 3aCTOCYBaHHS OHIAHCETPOHY Ta
iHIMMX cepoTOHiHepriuHuxX mpemnaparis, y Tomy yucii CI33C ta I33CH (guB. po3min «Ocob6auBoCTi
3aCTOCYBaHHS»).

Tpamagon

3a JaHMMU HEeBeJIUKOI KiJTbKOCTi KIiHIYHUX AOCIiIXKEeHb, OHTJAaHCETPOH MOXKe 3MEHIIIyBaTU
aHaNTeTUYHUM ePEeKT TpaMafoy.

3actocyBanHs OHIAHCETY 3 iHIIMMU JTiKapChbKUMHU 3aco0aMu, 1110 IOOBXKYIOTh iHTepBan QT, MoxKe
CIIPUYMHSATHU JOAATKOBE ITOOOBXKEHHSA I[bOT0 iHTepBany. CyMicHe 3acTocyBanHs OHIAHCETY 3
KapAiOTOKCUYHUMU ITperapaTaMu (HalpyKial, 3 aHTpaluKiliHamMu) 30i1bllye pu3nK BUHUKHEHH S
apuTMiit (ouB. po3gin «OcoOIMBOCTI 3aCTOCYBaHHSI »).

Oco6 1ueocmi 3acmocyeaHHsi.

[Ipu nikyBaHHI NaLi€HTIB i3 IPOsIBaMU TilepYyTIUBOCTI OO iHIINUX CeJIeKTUBHUX aHTaroHicTiB SHT.-
PelLlenTOPiB CIIOCTepiranucs peakiiil rinepyyTiuBOCTi.

Peaxkuiii, moB’g3aHi 3 AUXaIbHOI CUCTEMOIO, JTIKYIOTh CUMIITOMAaTUYHO. MeIu4Hi pal[iBHUKY TOBUHHI
3BepTaTH Ha HUX 0COONIMBY yBary, OCKiJIbKM BOHU € O3HaKaMU peakllii MigBUIIeHO0] Yy TIUBOCTI Ha
JiKapchKuUM 3acil.

OHpaHCETPOH y [0303ajexHii ¢popmi nomoBxkye iHTepBanl QT (gus. po3nin «dapMakKoIOriyHi
BJIACTUBOCTI»). [10MaTKOBO 3a JaHUMH IiC/IIMapKEeTUHTOBOTO CIIOCTepeXeHHs Oyiu MOBifOMIIEHHS
PO BUIIANKK TPEMTiHHS/MepexXTiHHS IINyHOUKiB (torsade de pointes) npu 3acTocyBaHHi
OHfaHCeTpoHY. CIIifl yHUKATH 3aCTOCYBaHHS OHOAHCETPOHY IallieHTaM i3 BPOAKEHUM CUHIPOMOM
nmomoBxkeHHs QT. OHIaHCETPOH CIIil 3aCTOCOBYBaTHU 3 00ePEeXKHICTIO [ JIiKYBaHHS MAlli€EHTIB, SKi
MaloTh a0 y SKUX MOXKe PO3BUHYTHCH mogoBxKeHHs iHTepBany QT, BKmovaouy mallieHTiB i3
NIOPYIIeHHAMH eJIEKTPOJIITHOT0 OanaHcy, 3acTiiiHOI CeplieBoOI0 HENOCTaTHICTI0, OpafiapuTMieio abo
IIallieHTIB, AKi JIIKYIOTHCS IHIIUMU IIpenapaTaMy, 1[0 MOXYTh CIIPUYMHATHY [I0JOBXKEHHS iHTepBaly
QT abo mopy1eHHs eneKTpoiiTHOro H6anancy. Ilepen moyaTkoM 3aCTOCYBaHHS CJIifl CKOPETyBaTH
rirmokarieMito Ta rimoMarsieMiwo.

[Ticnst ogHOYACHOTO 3aCTOCYBaHHS OHIAHCETPOHY Ta iHIIWX CEPOTOHIHEPTiYHUX MpenapaTiB OyB
OTIMCaHUM CEPOTOHIHOBUY CHHAPOM (OUB. PO3Min «B3aemomist 3 iHIIUMU JTiKapChbKUMU 3aco0aMu Ta
iHIIT BUOU B3a€MOZiN»). fKIIO OMHO4YACHE JTiKyBaHHS OHOAHCETPOHOM Ta iHIINMU
CEpPOTOHIHEPTiYHMMU ITperapaTaMy KIiHiYHO 06T'PYHTOBaHO, PEKOMEHIYETHCS BifIIOBiIHE
CIIOCTEPEXKEHHS 3a MalliEHTOM.

OcCKinbKY OHOAHCETPOH NOCIa0Ii0e NepUCTabTUKY KUIIEYHUKY, IOTPIOHUY peTeNbHUN Harisay 3a
nalieHTaMy 3 03HaKaMM MiATOCTPOi HEMTPOXigHOCTI KUIIEYHUKY il Yac 3acTocyBaHHS OHIAHCETY.



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

OnpHna in’exkuigs OHmaHCETY MiCTUTh MeHIIIe HiX 1 MMonb HaTpito (23 Mr) Ha 7o3y, TO6TO € HGaKTUYHO
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 XiMiOTepaneBTUYHUMUI
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
mpenapary mepopasnbHo. [TopiBHSIbHA e(eKTUBHICTD IUX OBOX PeXUMiB 03yBaHHS He Oya oliHeHa y
KJTIHIYHUX JoCTimKeHHIX. [IopiBHAHHS pe3ysIbTaTiB Pi3HUX [OCHIXKEHb CBITYUTD PO MOHiOHY
eekTUBHICTH 000X PEKUMIB 103yBaHHS.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

Ha mipcrasi npoBegeHux enifieMioIoOTiYHUX OOCTIiAXKeHb, OHIAHCETPOH, K Mif03PIETHCS,
CIIPUYMHSIE BaOy IEIeITHO-TUIILOBOI 001aCTi IPU 3aCTOCYBaHHI IPOTSATOM IEPIIOTO TPUMECTPY
BariTHOCTI. B omHOMY 3 KOTOPTHHUX AOCHIAXKEHbD, 110 BK/II04Yano 1,8 MinbiioHa BariTHOCTEN,
3aCTOCYBaHHS OHIAQHCETPOHY V IEPIIOMYy TPUMECTPi OyJI0 MOB’I3aH0 3 MiIBUILIEHUM PU3UKOM
PO3IIeNeHHs Yy POTOBiY nMopoxkHUHI (3 momaTKoBi Bunagku Ha 10 000 XiHOK, SIKi OTpUMYyBalIn
OH[IAaHCETPOH; CKOPUTOBAHUY BiqHOCHUM pu3UK, 1,24, (95%CI 1,03-1,48)). [JocTymnHi enmigemionoriyxi
OOCIIIKeHHS CEepPLIEBUX BaJ [T0KA3yIOTh CyllepeyIuBi pe3yabTaTu.

Pe3ynbpTaTi gociigKeHb Ha TBapuHax He BKa3yIOTh Ha IpsaMi abo onocepegKoBaHi MKiAINUBi eheKTu
1010 PETIPOAYKTUBHOI TOKCUYHOCTI.

OHpaHCETPOH He CJIifi 3aCTOCOBYBATH IIPOTATOM I TpUMeCTPy BariTHOCTI

B excrnepuMeHTaIbHUX HOCHTiAKEHHSIX OyJI0 IIOKa3aHo, 1110 OHJAHCETPOH IIPOHUKAE ¥ TPYIHE MOJIOKO
TBapuH. Y pa3i HeoOXimHOCTi 3aCTOCYBaHHS MpenapaTy CJIifi IPUIUMHUTH FOgyBaHHS IT'PYALIIO.

[HpopMaLis Mo[0 BIIUBY OHOAHCETPOHY Ha (GEePTUILHICTD Y JTIOOUHHU BiICYTHS.

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

[IcuMXOMOTOpPHI TeCTH MOKa3aJjiy, 1110 OHOaHCETPOH He BIIJINBAE Ha 3[JaTHICTh KepyBaTU MexXaHi3MaMu 1
He YMHUTH CeJAaTUBHOI Mil, ane CJIig MaTH Ha yBa3i npodins nobiyHuX Oill mpenapaTy Npu BUPilIeHH]



IMHUTAHHS PO 3NATHICTh KEPYBAaTH aBTOTPAHCIIOPTOM a00 iHIIMMHU MeXaHi3MaMH.
Cnoci6 3acmocyeaHHs1 ma do3u.

HyOdoma i 64108aHHA, CNpUYUHEHi Ximiomepanie ma npoMeHeso mepanico

EmeToreHHu# MoTEHIian Teparil paKy Bapiloe 3ajie’kHO Biff Jo3u Ta KoMOiHalii pexkuMiB XiMioTeparii
Ta MPOMeHeBol Teparii. Bubip pexkumy no3yBaHHS 3aJIeXKUTh Bif] TSAXKKOCTI EMETOTE€HHOT'O BIIJIUBY.

Hopocni

EmemoeeHHa xiMiomepanisi mda npomMeHesa mepanis

PexoMeH0BaHa BHYTpPIillIHhOBeHHA a00 BHYTPIIIHEOM s130Ba flo3a OHaHCETY - 8 MT Y BUTTIAA]
IIOBi/IbHOI iH’€KIIi1 BIPOAOBXK He MeHIe HiX 30 cekyH[, 6e3nmocepeqHbo nepey TiKyBaHHSIM.

Inst mpodinakTUKU BimCTpouyeHOro abo TPHUBAIOro OII0BAHHS ITiCIIS MepIuX 24 ToguH
PEKOMEHIYEThCS IepopaibHe abo peKTalbHe 3aCTOCYBaHHS Ipenapary.

BucokoememoezeHHa ximiomepania (Hanpuk.ad, 8UCOKi 003U LUCNAAMUHY)

OHpaHCeT MOXXHa IIpU3HAYaTH y BUTJISIAI OQHOPA30BOl 03U 8 MI' BHYTPIIITHROBEHHO ab0

BHYTPILIHEOM 5130BO 0€310CepeHbO Ieper xiMioTepanieio. [Jo3u noHan 8 mr (mo 16 Mr) MoxHa
3aCTOCOBYBATH JIUIIE ¥ BUTJIAML BHYTPilIHbOBeHHOI iH(Y3il Ha 50-100 M 0,9 % po3uuHy HaTpio
xymopuay abo iHIOro BigIOBIIHOT0 PO3YMHHUKA (IUB. HUKYe «3aCTOCYBAHHS PO3YMHY IJIS iH'€KIIiN»);
iHdy3is moBuHHA TpuBaTH He MeHIe 15 xBunwH. OgHOPa30BY o3y Ginbie 16 MI 3aCTOCOBYBaTH He
MOXKHa (IuB. po3fin «OcoOMMBOCTI 3aCTOCYBaHHS»).

I BUCOKOeMeTOoreHHOi XxiMioTepamnil 8 Mr OHfaHceTy abo MeHINy J03y He OTPi6HO PO3BOAUTH Ta
MOXKHA BBOJUTH IIUITXOM ITOBiNIbHOI BHYTPIIIHbOBEHHOI a00 BHYTPIIIHHOM 30B0i iH’€KIIi1 (He MeHIIe
Hixk 30 cekyHp) 6e3mocepeqHbO Mepex XiMioTeparieio 3 MofaIbIlIiM JBOPAa30BUM BHYTPIlTHEOBEHHUM
abo BHYTPIIIHHOM I30BUM BBeJeHHSIM 8 Mr yepe3 2 Ta 4 roguHu abo MocTikHoIo iHdy3ieo 1
MT/TOOUHY IPOTATOM 24 TOOUH.

EdextuBHicTh OHHAHCETY IIPXM BUCOKOEMETOTeHHiY XiMioTepanil MoXKHa MigBUIIUTY IIJITXOM
[OIaTKOBOT'O OHOPAa30BOT'0 BHYTPIITHEOBEHHOI'O BBEJEHHS IeKcaMeTa30Hy HaTpito docdarty y mo3i
20 mr nepep xiMioTepartiero.

Inst mpodinakTUKU BifCTpoueHOTro abo TPHUBaJIOTo OII0BAHHS ITiCIS MepIIuX 24 ToguH
PEKOMEH[YEThCS TIepopasibHe abo peKTajabHe 3aCTOCYBaHHS Ipemapary.

ity BikoM Big 6 Micairis go 17 pokis

Y nepiatpuuHiii npakTuili OHOAHCET CIifl BBOOUTH IIJITXOM BHYTPIlTHEOBEHHO]I iHQY3il y 25-50 Mn
0,9 % po3unHy HaTpiio XJIopuny abo iHIIOro BigMOBIIHOTO PO3UMHHUKA (IUB. HUXKYe «3aCTOCYBaHHS
PO3YUHY OIS iH'€KIIil») IPOTATOM He MeHIe 15 XBUNKH.

o3y mmpemnapaTy MoXkHa po3paxyBaTH 3a IJIOIIEI0 TOBEPXHI Tijla abo Macu Tifla IUTUHHU.

Po3paxyHok 003u 32i0HO 3 Na0ouLer0 N0BepxHi miaa QUumMuHU

OHpaHceT crif BBoguTu 0€3m0CcepenHbo Iepes XiMioTepari€eio MIsXxoM Pa30Boi BHYTPIlTHEOBEHHOI
in’eK1il y mo3i 5 Mr/mM2, BHyTPilIHLOBEHHA [03a He IOBUHHA nepeBulyBaTu 8§ Mr. Yepes 12 rogun



MOZKHa PO3NMOYHUHATH IIEPOPAJIbHE 3aCTOCYBAHHS IIPEIapaTy, AK€ MOXKe TPUBATHU IIIe 5 gHiB. He
IepeBuInyBaTu 003y OJId JOPOCIHX.

Po3paxyHok 003u 32i0H0 3 Mdcol mijad OumuHu

OHpaHceT criifg BBOOUTU 0e3M0ocepenHbo Ieper XiMioTepai€io MIITXoM Pa30Boi BHYTPIIIHbOBEHHOI
in’ekii y mo3i 0,15 Mr/kr. BHyTpilIHbOBEHHA [03a He IOBUHHA NTEePEBUIIYBAaTH 8 MT. Y mepuIuii eHb
MOXKHAa BBECTH 1lle 2 BHYTPIIIHBOBEHH] 103U i3 4-TOOUHHUM iHTepBasioM. Yepe3 12 roguH MOXHa
PpO3MOYNHAaTH IepopajibHe 3aCTOCYBaHH IIpenaparTy, sKe MoXKe TpUBaTH 1ue 5 gHis. He
IIePEeBUIIyBaTH J03Y OIS JOPOCIUX.

XBOpIi JIITHBOTO BiKY

[TamienTaM BiKOM Bif 65 POKIB BCi A03U [OJ1s BHYTPIIIHEOBEHHUX iH'€KININ CIIifi PO3YUHATH Ta BBOOUTU
IpoTSAroM 15 XBUJIMH, TIPU IIOBTOPHOMY 3aCTOCYBaHHI iHTepBasl MiX iH'€KIIiIMU TOBUHEH OyTH HE
MeHIe 4 TOmuH.

Ins naiieHTiB BikoM Bif 65 0o 74 pokiB mo4yaTKOBa [03a OHOAHCETPOHY CTAHOBUTH 8 MT abo 16 mr, ii
BBOJISITD IIJITXOM BHYTPIIIHbOBEHHOI iHGY3il mpoTAroM 15 XBUIHMH, Ky MOXKHA IIPOIOBXKUTH
BBE[IeHHAM 2 7103 110 8 MTI IPOTAIroM 15 XBUJIKH 3 iHTepBaoM MixX iHQy3iiMu He MeHIIe 4 TOOUH.

Y mauienTiB BiKOM Bifi 75 pOKiB II0YaTKOBa BHYTPILIHLOBEHHA iH'€KIlig OHAAHCETPOHY He IIOBUHHA
nepesulyBatu 8 Mr 3 iHdy3ieio BIpogoBxK He MeHIIe 15 xBunuH. [Ticis moyaTkoBoi Jo3u y 8 mMr
MOXKHa IIPOAOBXKUTY 3aCTOCYBaHHS 2 [03aMU 110 8 MT, 5IKi BBOASATH IUIAXOM iH(Yy3il mpoTarom 15
XBUJIVH 3 IHTEPBAJIOM MiX iH}y3iAiMu He MeHIle 4 TONUH.

[TalieHTH 3 HUPKOBOI HEOOCTATHICTIO

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

IanieHTH 3 IeYiHKOBOI HEeIOCTATHICTIO

Y nmaiieHTiB i3 TOMIPpHUMHU i TIKKUMHU MOPYIIEHHIMA QyHKIII nedinku kiipeHc OHOAHCETy 3HAYHO
3HUXKYETHCS, a IIepiof HalliBBUBEEHHS 13 CUPOBATKM KPOBi 3pocTae. [1/1 TaKUX XBOPUX
MaKcuMaJsbHa 1o00Ba 4o3a MpenapaTy He TOBUHHA IIEPEBUIIYBATH 8 MT.

[TamieHTH i3 MOPYIIeHHIMu MeTa00/Ii3My ClapTelHy/neOpPUCOKBIHY

[lepion HaniBBUBENEHHS OHAAHCETPOHY V TAI[iEHTIB i3 MOPYIIEeHHIMHU MeTab01i3My crapTeiny i
neOpUCOKBiHY He 3MIHIOETHCS. Y TaKUX IAlli€HTIB IiC/Isl TOBTOPHOT'O BBEEHHS KOHIIEHTPAIlis
IIpernapary Taka X, SK i y XBOpHUX 3 HelopylleHuM MeTaboniamoM. Tomy 3MiHa 1o3yBaHHS a0
YacTOTH BBeIeHHS He MOTpiOHa.

IMicasonepauiliHi Hydoma i 641108aHHA
Hopocai

s npodinakTvky micnsonepaniiHux HygoTH i 6/1I0BaHHS peKOMeHqoBaHa fo3a OHIaHCeTy
CTQHOBUTH 4 MT Y BUTJISIIi OMHOPA30BO1 BHYTPIIITHROM s1I30B0i @00 MOBiIbHOI BHYTPIITHHOBEHHO1
in’eK1Iil mig yac BBEOEHHS y HapKO3.

Ins miKyBaHHS Tic/sSoNepaliiHuX HYyOOTH i O/MI0BaHHS peKOMeHoBaHa pa3oBa mo3a OHOaHCeTY



CTQHOBUTH 4 MT y BUTJISA] BHYTPIITHEOM s130B01 a00 MOBiJIbHOI BHYTPIITHROBEHHOI iH €KIIl.
Ilimu gikom 8i0 1 micaus do 17 pokis

s npodinakTuky i TiKyBaHHS MicisonepaliitHuX HyJOTH i O/II0BaHHS y [iTel, IKUX ONepyioTh IIif
3arajabpHOI0 aHecTe3ieo, OHJaHCceT MOXKHA BBOguTH y f03i 0,1 Mr/Kr Macu Tina (MakCUMaibHO - [0 4
MT) IIIJISTXOM TIOBiJIbHOI BHYTPIllTHbOBEHHOI iH’€KIIil (He MeHIe 30 CEKYH[) OO, Iif Yac, Mmicnis
BBEJIEHHS Y HapKo3 abo micis omnepartii.

X8opi 1iMHb020 BIKY

Hocgin 3actocyBanua OHmaHCeTy AT TPodiTakKTUKY i JTIKyBaHHS MicIs0onepaniiHuxX HygoTH i
OJI0BaHHS Y IOfed JIITHROTO BiKy 00MeXeHUH, ogHak OHJaHCeT H00pe MEPEHOCUTHCS XBOPUMHE BiKOM
Bif 65 POKIB, sIKi OTPUMYIOTH XiMiOTepartito.

ITauieHmu 3 HUPKOBOH HeAoCMamHicmio

HeMmae HeoOXiIHOCTI 3MiHIOBaTH PEXUM [103yBaHHA a0o0 IUISX BBeAEHHS IIpenaparTy [AJid IallieHTiB i3
NOpYIIeHHAMY (YHKIIiI HUPOK.

ITauieHmu 3 nevyiHK0B80W HedocmamHuicmio

Y nmauieHTiB i3 TOMIPpHUMHU i TIKKUMHU MOPYIIEeHHIMU QyHKIII nedyinku kiipeHc OHOAHCETy 3HAYHO
3HUXKYETHCS, a Iepiof HalliBBUBENEHHS 13 CUPOBATKU KPOBi 3pocTae. [1/1 TaKUX XBOPUX
MaKcuMaJsibHa 1o00Ba 4o3a MpenapaTy He TOBUHHA IIEPEBUIIYBATH 8 MT.

ITauienmu 3 nopyweHHAM memaboaizmy cnapmeiny/0ebpucokeiHy

[Tepion HaniBBUBENEHHS OHOAHCETPOHY Y IAIiEHTIB i3 MOPyIIeHHSIM MeTab0Ii3My cliapTeiny i
neOpUCOKBiHY He 3MIHIOETHCS. Y TAaKMX MAIi€HTIB IiC/IsT TOBTOPHOI'O BBENEHHS KOHIIEHTPAIIis
Ipernapary Taka X, K i y XBOpUX 3 HEYUIKOXKeHUM MeTabosizamoM. ToMy 3MiHa 103yBaHHS ab0
YaCTOTH BBEIEHHS He NOTpPiOHA.

3acmocyBaHHA PO34YUHY 044 iH’ €KUiU

Awmnynu 3 OHZaHCETOM He MIiCTSIThb KOHCEPBAHTIB, i pO3YMH HEOOXiTHO BUKOPUCTOBYBATH HETAWHO
iCyIs BIIKPUTTS; PO3YMH, L0 3a/TMIIHUBCS, TOTPIOHO 3HUIIUTH.

AMHYJ'II/I 3 OHOaHCETOM He MOXKHa dBTOKJIaBYBATH.

CyMIiCHICTh 3 IHIIMMU PifWHAMU [J1 BHYTPIIIHHOBEHHUX iH €K

Po3uunm A1 BHYTPIIIHEOBEHHOTO BIMBaHHS IOTPiOHO roTyBaTH 6e3mocepenHbo nepex indysieo.
[TpoTe BCTAHOBIIEHO, II0 PO3UYUH OHOAHCETPOHY 30epira€e cTabinbHICTh IPOTATOM 7 OHIB IIpU
KiMHaTHi# Temmepatypi (mo 25 °C) Ipu JeHHOMY CBiT/Ii a60 Y X0IOOUIBHUKY IIPU PO3UYMHEHHI B
Takux cepeposuiax: 0,9 % po3yuH HaATPIiO XJIOPUAY, PO3UUH TJIIOKO3U 5 %, pO3UMH
MaHiTony 10 %, po3umsn Pinrepa, 0,3 % po3uuH Kasito xmopuny i 0,9 % pPo34mH HATPIIO XTIOPHUAY,
0,3 % pPOo34YuH Kaliio XJIOPUAY 1 po34uH IIoKo3u 5 %.

BcTranoBneHO, 1110 OHOAHCETPOH 30epirae cTabinbHICTh TAKOXK MPYU BUKOPUCTAHHI MTOTieTUIEHOBUX i
CKISTHUX (IaKoHiB. ByJo moka3aHo, 1110 OHOAaHCETPOH, po3Benenuit 0,9 % xmopunoM HaTpio abo 5 %
TJII0K03010, 30epirae cTabiibHICTh Y TOJIMPOIIiNIEeHOBUX IINIpUliaX. [JoBeIeHO TaK0XK, I10 CTabimbHICTD
y TIOJIIIIPOIIiIeHOBUX IITPHUIlax 30epira€Thcs IpU Po3BefieHHi OHJAHCETPOHY iHIITMMU



PEKOMEHIOOBAHNMHA PO3YMHAMHU.

Y pazi HeoOximHOCTI TpUBaoro 30epiraHHs mpenapaTy PO3YUHEHHS CIIifl IPOBOOUTH Yy BifIIOBIIHUX
aCenTUYHUX YMOBaX.

CyYMICHICTb 3 iHIIIMMU [IpenapaTaMyu

OHpaHCeT MOXKHa 3aCTOCOBYBATH Y BUTTISAMI BHYTPIIIHbOBEHHOI iH(DY3il 31 mIBUAKiCTIO 1 MIr/TOOUHY.
Yepes Y-nomiOHMUY iH’€KTOp pa3oM i3 OHgaHCETOM IIPU KOHIIEHTPAIlil OHgaHCeTPOoHY Bif 16 go 160
MKT/MJI (ToOTO 8 Mr/500 M a6o 8 Mr/50 M BinmoBigHO) MOXKHA BBOOUTH:

- uucnaamuH y KoHueHTpauii go 0,48 mr/min npotsarom 1-8 rogus;

- 5-¢pmopypauus y kouneHTpatii go 0,8 mr/mn (Hanpukinap, 2,4 vy 3 1 a6o 400 mr y 500 M) 3i
MBU[KICTIO He Oinbitie 20 MJI/TOAKHY; BUIlla KOHLIEHTPALid 5-pTOopypaluiy Moke CIPUINHUTH
IMpeNuIIiTallilo OHIAaHCETPOHY; PO3UMH A iHGY3iH 5-hropyparuny Moxe mictutu mo 0,045 %
XJIOPUAY MarHito 40JaTKOBO OO IHIIKUX CyMiCHUX HallOBHIOBAYiB;

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

- emono3ud y koHueHTpatil Big 0,14 mo 0,25 mr/mn (manpuknag, Big 72 mr y 500 mit go 250 mr y
1 1) npotsarom 30-60 XBUNIHH;

- uepmasudum y mo3i Big 250 Mr [0 2 T, po3BefieHU! yV BOAi A7 iH' €Kil (HanpuKiam, 2,5 MJI Ha
250 Mr a6o 10 M Ha 2 T edTa3zuAUMY) V BUTTISAOI BHYTPIIIHbOBEHHOI 60II0CHOI iH €KIIil TpoTSIroM 5
XBUJIUH;

- uukaogocgamio y mosi Big 100 mr o 1 r, po3BegeHuu y Bofi gis in’exuin (5 ma Ha 100 mr
nukinodochaminy), y BUTTISAi BHYTPIIIHHOBEHHOI O0JTIOCHO] iH'€KIIii TPOTSATOM 5 XBUJINH;

- dokcopybiyuH y mo3i Big 10 mo 100 Mr, po3Benenuit y Bomi asis in’ekin (5 M Ha 10 Mr
INOKCOPYOIllMHY), Y BUTTISA] BHYTPIITHROBEHHOI O0JTIOCHOI iH’ €Kil TPOTATOM 5 XBUJIUH;

- dexcamemasoH y [o3i 20 MT y BUTJIAAL IOBIIbHOL BHYTPIIIHBOBEHHOI iH €KIIil TPOTAroM 2-5
XBUJIMH (IIPK OHOYACHOMY BBeHeHHi 8 Mr abo 16 Mr oHJaHCETpPOHY, po3unHeHoro y 50-100 mn

i €EKIIINHOTO PO3YMHY) MPOTATOM IPUOIKU3HO 15 XBUIMH; OCKIJIBKY IIi IpenapaTy CyMiCHi, X MOXHa
BBOOUTHU Yepe3 OOHY KpallelIbHULI0, IPY IIbOMY B PO3YKHI KOHIIEHTpallil leKcameTa30Hy gocdaty (y
dbopmi HaTpieBoi comi) 6yoyTh CTaHOBUTH Bif 32 MKT mo 2,5 Mr B 1 MJI, @ OHIAHCETPOHY - Bif 8 MKT
go 1 mr B 1 M.

Himu.

3aCTOCOBYIOTH [IiTSIM BiKOM Bifi 6 Mics1iB (mpu ximioTeparii) Ta BikoM Bif 1 micsans (mns
npoilakTUKY i JTiKyBaHHSA MicAsonepaiiHuX HyJ0oTH i OII0BaHHS).

Ilepedo3yeanHns.

Hanux mpo nepeno3yBanHs OHOAHCETY HeIOCTATHLO. Y GiNbINIOCTI BUMTAIKiB CUMIITOMU CXOXKi Ha Ti,



IO OIIMCAaHi y Malli€HTiB, IKUM BBOIUIM PEKOMEHIOBaHi 003U (muB. po3min «ITobiuHi peakiii»).

OnpaHceTpoH nopoBxkye iHTepBan QT y mo3o3anexHin ¢popMi. Y BUafKy nepego3yBaHHS
pekomeHnnyeThCa npoBenends EKI'-MoHITOpUHTY.

Cepepn nposiBiB Ilepeno3yBaHHS MOBITOMIISAIMN IIPO Taki, K 30POBi PO3JIafy, 3al0p TIXKKOI'0 CTYIEeHd,
apTepianbHa TiMOTeH3is, Ba30oBaraibHi MPOsSBY 3 TPAH3UTOPHOIO aTPiOBEHTPUKYIIIPHOIO 6110Kamoio 11
CTyIIeHS. Y BCiX BUIIagKax ILli SBUIIlA TOBHICTIO MUHAJIH.

€ MOBifOMJIEHHS PO BUIIAIKU CEPOTOHIHOBOTO CUHAPOMY Y AiTel MOJIOAIIOrO BiKYy IMiC/IA
IIepOPAJILHOTO IIepelo3yBaHHs.

CrnenuudiyHOr0 aHTHOOTY He iCHYE, TOMY Y BUIIafKaX Iepemo3yBaHHs HeOOXiqHO 3aCTOCOBYBATH
CUMIITOMATU4HY Ta MiATPUMYIO4y Tepalliio.

[Tomanbille BeleHHST XBOPUX CJIifl TPOBOAUTHU 3a KIiHIYHUMMU MTOKa3aHHAMU ab0, 10 MOKITUBOCTI,
3rifHO 3 pEKOMeHIalliIMU Hal[ilOHAJIBHOTI'0 LIEHTPY 1040 OTPYEHb.

3acToCyBaHHS iMeKaKyaHU AJis JIiKyBaHHS lepefo3yBaHHI OHOAaHCETPOHY He PEKOMEHAYETHCS,
OCKiNTbKM 11 [IisT He MOXKe BHUSIBUTHUCS Yepe3 aHTUEMeTHUYHUY BIIUB OHOAHCETY.

HiTH: IpO CepOTOHIHOBUY CUHOPOM IIOBIAOMIISANIA Y HEMOBJIAT Ta HiTel BiKOM Bif 12 micauis go 2
POKIB IiCNIg BUIIaAKOBOT0 IEPeN03yBaHHs IpenapaTy OJis IepopaibHOr0 3aCTOCYBaHHS (D03U
IIepeBUILlyBaI PEKOMEHIOBaHUU PiBEHb 4 MI/KT).

ITo6iuni peakuii.

[To6iuHi mii, iHpopMallis Ipo SKi HaBegeHa HUXKYe, Kiacu(pikoBaHi 3a opraHaMu i CUCTeMaMH Ta 3a
YaCcTOTOM0 1 BUHMKHEHHS. 3a YaCTOTOI BUHUKHEHHS M0o0iuHi Ail po3mogineHo Ha Taki KaTeropii:
ayxe gacto (= 1/10), gacto (= 1/100 ta < 1/10), HewacTo (= 1/1000 ta < 1/100), pigko (= 1/10000
ta < 1/1000), myxe pigko (< 1/10000).

3 6oky imyHHOI cucmemu:

PifKo: peaxiiii rinepyyTIMBOCTI HETaWHOTO TUITY, iIHKOIM TSAXKKi, aX 0o aHadinakcii.
3 boky Hepeogoi cucmemu:

IyKe 4acTo: TOJIOBHUM Oiflb;

HeYacTO: CyOOMH, PYXOBi OPYIIEHHS (BKJII0Yal0YX eKCTpalipaMifiHi peakiii, Taki SK OKyJIOTipHUN
KpHU3, MUCTOHIYHI peaktii i ucKiHe3is 0e3 CTiMKuX KIiHIYHUX HACIiNKiB);

PimKO: 3aIlaMOpPOYEeHHs, TEPEBAXKHO IIif Yac MIBUIKOTO BHYTPIIIHEOBEHHOTO BBEIEHHS [TPEIIapary.
3 60Ky opaaHis 30py:

PiAKO: CKOPOMUHYVII 30pOBi po3/1agy (IOMYTHIHHS B 04aX), TOJIOBHUM YMHOM IIif 4Yac
BHYTPIIITHEOBEHHOT' O BBEIEHHS;

AyKe pigKo: MUHYIA CJIiNO0Ta, TOJIOBHUM YMHOM IIif YaC BHYTPIIIHbOBEHHOT O 3aCTOCYBaHH (Y
OiNbINIOCTI BUMIAAKIB CIIiTOTa MUHAE MPOTATOM 20 XBUIIMH).

3 boky cepus:



HeYacTo: apuTMis, Oinb y rpyasx (3 mempecieio cermenTa ST abo 6e3 Hel), OpaguKapmis;

pimko: MoJoBXKeHHd iHTepBany QT (BK/I0Yady TPEMTIHHSI/MEPEXTiHHS IIIYHOUKIB (torsade de
pointes));

HeBifoMo: imeMis Miokapaa (ouB. po3min «Oco0IMBOCTI 3aCTOCYBaHHSI .
3 60Ky cyOuH:

4YacTO: BigUyTTs Telia abo MPUIIIUBIB;

HE4YacTO: apTepiaibHa rinoTeH3is.

3 60Ky duxaabHOI cucmemu ma opaaHie 2pyoHoi Kaimku:

HeYacTo: TMKaBKa.

3 6oxy mpagHo20 mpakmy:

4acTo: 3arop.

3 6oky eenamobiaiapHoi cucmemu:

He4vacTo: 6e3CUMIITOMHE MigBUINEHHS TOKA3HUKIB GQYHKIII eUiHKHU.

LIi BUmagKu CIOCTEPIraroThCA FOJIOBHUM YMHOM Y XBOPUX, SIKi JIIKYIOTHCS XIMiOTepalleBTUYHUMU
penapaTamMy, 0 MIiCTATh NUCIIATHH.

3 60Ky wkipu ma nidwKipHOi KAiMKOBUHU:

OyXe pigKo: TOKCUYHI BUCUIIaHHS, B TOMY YUCJIi TOKCUYHUY elliflepMaibHUY HEKPOJIi3.
3azanvHi po3aadu:

YacTo: MiClleBi peakliil y OifsHII BHYTPIIIHLOBEHHOTO BBEOEHHS.

3a MaHUMH MIC/ISIPeEeCTPALiiHOro CIIOCTEPEXKEHHS CIIOCTepiraaucs Taki mobiyHi peakirii:

3 60Ky cepueso-cyOuHHoOi cucmemu: 0iib Ta MUCKOMMOPT y TPYASIX, eKCTPACHCTOIH, TaxiKapmis,
BKJIIOYAIOYH IITYHOYKOBY Ta HA[IUTYHOYKOBY Taxikapgito, hibpunsiiito mepeacepasb, BiguyTTs

cepuedutTs, cuHkomne, 3Miau EKT.

Peaxuii ezinepuymaugocmi: aHadinakTU4Hi peakii, aHTiOHeBPOTUYHUHM HaOpsK, OpoHXO0CMIa3M,
aHaGinakTUYHUM 10K, CBepOikK, MIKipHiI BUCUTIAHHS, KPOTIUB' THKA.

3 60Ky Hepeosoi cucmeMu: TIOPYIIEHHS XOOU, X0pesi, MiOKJIOHYC, HEBTraMOBHICTb, BiIUyTTS MEYiHHS,
IIPOTPY3id sI3UKa, AUILJIOINIs, TapecTesid.

3azanvHi nopyweHHsA ma Micuesi peakuyii: MigBUILIEHHS TeMIIepPaTypH Tina, 6ib, MOUepPBOHIHHSA,
IIeYiHHA y MiCLli BBeleHHS.

THwe: rinokanieMmis.

Tepmin npudamHocmi. 3 POKH.



YMoBu 30epiranHsi.

36epiraTyl B OpUriHaIbHiN yIakoBIi mpu TemmnepaTypi He Buiie 30 °C. 36epiratu y HeIOCTYITHOMY
071 OiTeu MicCIi.

HecymicHicmo.

OHpaHCeT He CIIi[l 3aCTOCOBYBaTH B OMHOMY IITIpHIli abo iH}y3iliHOMY po3uMHi pa3oM 3 iHIIUMHU
nmikapchbKUMU 3acob0aMu. OHIaHCET MOXKHA ITOEAHYBATH JIUIlle 3 PeKOMEHI0BAHUMH PO3YUHAMU IS
indyait (muB. po3min «Crocid 3aCcTOCYBaHHS Ta HO3U»).

YnakosBka.

[To 2 mn (4 mr) a6o 4 mn (8 Mr) nmpemapaty B ammnymni. [To 5 ammyn y mayuili 3 KapTOHY.

Kareropis Bigmycky. 3a peLentom.

BupoOHHK.
XEJIIT C.A.

HELP S.A.

Micue3HaxoIKeHHsI BAPOOHHUKA Ta aJipeca MiCIisi MPOBaIXKeHHsI HOro NisiIbHOCTI.
[Temini, Axina, 45500, I'pemis

Pedini Ioanninon, Ioannina, 45500, Greece

3asIBHHUK.
M.biotexk JITh

M.Biotech Ltd

Micne3HaxomKeHHs 3asiBHHKA.

I'nmenctoyH Xay3, 77-79 Xau Ctpirt, Eram TB20 9T'Y, Cyppe#t, Benuka bpurtaHis
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