IHCTPYKIIIA
IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y
OHIOAHCETPOH

(ONDANSETRON)

Cknao:
ditoua pe4o8uHda: OHIAHCETPOH;
1 M po3uuny MicTuth 0,002 T OHmaHCETPOHY (Y BUTISAMI OHOAHCETPOHY TiIPOXJIOPUAY OUTIOpaTy);

0ONOMIdICHI peyo8UHU: KACIIOTa TUMOHHA MOHOTigpaT, HaTPilo IIUTPpaT, HAaTPilo XJIOPHUA, Bofa AJIsT
iH'ex1in.

JlikapcbKa ¢popma. Po3uun s iH' €KITid.

OcHo8HI (hi3uko-ximiuHi 81acmusocmi: mpo3opa Oe3bapBHA PifWHA, MPAKTHUYHO HE MiCTUTh
MeXaHiYHUX OOMIIIIOK.

®apmakoTepaneBTHYHA rpymna. [Ipotu6iioBanbHi 3aco0u Ta Ipenapary, 0 yCyBaloTh HYLOTY.
AHTarosnictu perenTopis cepoToHiny (5HT3). Onpancetrpon. Kog ATX A04A A01.

®Papmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

OHaHCETPOH - CUJIbHOAIIYNY BUCOKOCEIeKTUBHUM aHTaroHicT SHT3 (cepoTOHIHOBUX) PELIENTOPIB.
[Tpemapat monepexye abo ycyBa€ HymOTY i 6/10BaHHS, 110 CIPUYNHIIOTLCS IUTOTOKCUYHOIO
ximioTeparieio Ta/abo TPOMEHEBOIO TEPAIIi€l0, @ TAKOXK IicIsgonepaliitHi HygoTy i 6/1toBaHHS.
MexaHi3M [il OHTAHCETPOHY OO KiHIlA He 3'scoBaHKM. MOXKIINUBO, IIpenapar 0710Kye BUHUKHEHHS
611t0BaIbHOTO pedeKCy, MPOsBISAI0YM aHTArOHICTUYHY [ito BigHocHO SHT,-penenTtopis, ki
JIOKaJli3yIoThCA Y HeMpOHax K Mepu@epruyHol, Tak i IeHTpasbHOl HePBOBOL cucTeMu. [Ipemnapar He
3MeEHIIIy€ IICUXOMOTOPHOL aKTUBHOCTI MAIli€HTa i He YMHUTL CeIaTUBHOTO e(EKTY.

dapmakokiHemuxka.

[Ipu BHYTPIMIHEOM A30BOMY BBE[leHHI MaKCHUMaJlbHa KOHIEHTpAaLis y 1a3Mi KPOBL JOCATa€EThCS
npotsarom 10 xBunuH. O6’eM po3MOMiny mics mapeHTepanbHOr0 BBEIEHHS ¥ HOPOCIUX CTAHOBUTH
140 5. OcHOBHa YaCTHHA BBe[IeHOl 103U MigfaeThCsa MeTabomi3My y nedinti. I3 ceyeto y He3aMiHEHOMY
CTaHi BUBOTUTHCS MeHIe 5% mpemnapary. [lepion HamiBBUBeieHHS - MPUONIU3HO 3 TOOUHU (Y XBOPHUX
JITHBOTO BiKYy - 5 rofguH). 3B’si3yBaHHA 3 Oinkamu mna3mu - 70-76%.

Y nari€eHTiB i3 HUPKOBOIO HEOOCTATHICTIO IOMIPHOTO CTyIeHs (KIipeHc KpeaTuHiHy 15-60 MJ1/xB)



3MEHIIYEThCS SIK CUCTEMHUM KITipeHC, TakK i 00’€M pO3MOAiNny OHOAHCETPOHY, PE3YIbTATOM YOTO €
He3HayHe i KIiHiYHO He3HauyIre 30i/IbIeHHs epiofy HalliBBUBEIEHHS IIpenapary.
dapmakoKiHETHKA OHIAHCETPOHY NPAKTUYHO HE 3MIHIOETHCA Yy MAIlEHTIB i3 HUPKOBOIO
HEIOCTATHICTIO TSIKKOIO CTYIEHs, SKi 3HaXOASAThCS Ha XPOHIYHOMY reMofiani3i (HoCIigKeHHT
IIPOBOJUIIM Y IIEPEPBi MiXK ceaHCaMU remMofiani3dy). Y nami€HTiB 3 XpOHIYHOI IEYiHKOBOIO
HeIOCTaTHICTIO TAKKOI'0 CTYIIEHs CUCTEMHUY KJIipeHC OHAAHCETPOHY IIOMITHO 3MEHIIYEThCS 31
30inbIIeHHSIM Tepiony HaniBBuBemeHHS (15-32 rogus).

KrinigHi xapaKTepHCTHKH.
Iloka3aHnHus.
Hymnota i 61i0BaHHS, CIPUYMHEH] IUTOTOKCUYHOIO XiMioTepaIrieio Ta MpoOMeHeBO0 TepaIlli€lo.

[TpodinakTuka Ta NiKyBaHHS IMiCHsoNepalifHuX HYOOTH i GII0BaHHS.

IIpomunoka3sanus.

3acTocyBaHHSI OHIAHCETPOHY pa3oM 3 anloMOp(diHy TriApOXIOPULOM NPOTUIIOKa3aHe, OCKINTbKY
CIIOCTEpIranucs BUNAAKY CUJIBHOL apTepianbHOL FiM0TeH3il Ta BTPATU CBIHOMOCTI IIiff 9aC CyMiCHOTO
3aCTOCyBaHHS.

linepuyTnuBicTh 70 OyOb-IKOT0 KOMIIOHEHTA IIpenapary.

B3aemodisa 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

OHOaHCETPOH He IPUCKOPIOE i He ranbMye MeTa00J1i3M iHIINX IIpenapariB Py OGHOYACHOMY 3 HUM
3acTocyBaHHi. CrielianbHi JOCTiAXKEHHS 0Ka3aJly, 110 OHOaHCETPOH He B3aEMOJIE 3 aJIKOT0JIEM,
TeMa3emaMoM, pypoceMinoM, andeHTaHizoM, TpamManoioM, MOphiHOM, TiIrHOKaiHOM, TiOIIeHTarIoM
abo mpomnodomom.

OnpaHceTpoH MeTabomi3yeTbes pisHuMHU hepmeHTamu muroxpoMy P450 meuinku: CYP3A4, CYP2D6
ta CYP1A2. 3aBasiku pi3HOMaHITHOCTI (hepMeHTiB MeTa00JI1i3My OHAAHCETPOHY TaJbMyBaHHSI a00
3MEHIIEeHHSI aKTUBHOCTI OJHOT0 3 HUX (Hampuknag reHetuynuit gedinut CYP2D6) y 3BUYaliHUX
yMOBaX KOMITEHCY€EThCS iHIIUMHU (pepMeHTaMu i He Oyoe MaTHu BIIUBY a00 BIIJIUB Ha 3arajlbHUN
KJIipEHC KpeaTUHiHy OyZle He3HAUYHUM.

3 00epekHICTIO CITiT 3aCTOCOBYBATH OHIAHCETPOH PA30M 3 JTIiIKapChKUMH 3aco0aMHu, I1I0 IOI0BKYIOTh
inTepsan QT Ta/ab0 CIpUUUHSIOTH MIOPYIIEHHS €JIeKTPOIiTHOTO Ganancy (auB. po3mdin «OcobnuBoCTi
3aCTOCYBaHHS»).

AnomopdiH.

3acToCyBaHHS OHIAHCETPOHY Pa30oM 3 anoMop(}iHy rigpoXI0pUaOM MIPOTUIIOKa3aHe, OCKITbKH
CIIOCTepiranucs BUIMIaAKU CUJIbHOL TiIOTEH3i1l Ta BTPAaTU CBIJOMOCTI Iifi YaC CyMiCHOTO 3aCTOCyBaHHSI.

deHiTOIH, KapbaMa3emiH i pubaMIilyH.



Y nmatieHTiB, gKi NiKyIOThCS NOTeHNiMHUMY iHAyKTopamu CYP3A4 (Hanpukiap GeHiTOIHOM,
KapOaMa3zemniHoM i pudaMminmHoM), KIipeHC OHAAaHCETPOHY 30iMbIIYETHCS i HOTO KOHIIEHTPALIis Y
KPOBi 3MEHIIYETHCA.

CepoTtoniHepretuky (Hanpuknaan, CI33C ta [33CH).

CepoToHIHOBUM CHUHAPOM (BK/TI0YAI04YM 3MiHM IICUXiYHOTO CTATyCy, BEereTaTUBHOI HeCTabiIbHOCTI i
HEPBOBO-M'sI30BUX IIOPYIIEeHb) OYB OMUCAHUH ITiCIIT OQHOYACHOTO 3aCTOCYBAHHS OHIAHCETPOHY Ta
iHIMX CePOTOHIHEePTiYHUX IIPelapaTiB, Yy TOMY YKCII CeIeKTUBHUX iHTiOITOPiB 3BOPOTHOTO
3axomyeHHs cepoToHiny (CI33C) Ta iHri6iTOpiB 3BOPOTHOTO 3aXOIJIEHHS CEPOTOHIHY Ta
HopappeHarniny (I33CH) (guB. po3gin «Oco0IMBOCTI 3aCTOCYBaHHSI »).

Tpamagonn.

3a JaHMMHU HEeBeJIMKOI KiJIbKOCTi KIiHIYHUX AOCIiIXKEeHb, OHTJaHCETPOH MOXKe 3MEeHIIIyBaTh
aHaNTeTUYHUN ePeKT TpaManoy.

3acTocyBaHHs OHOAHCETPOHY 3 iHIIMMM JTiIKapChKUMM 3ac0o6aMH, 1110 OO0BXKYI0Th iHTepBan QT,
MOXKe CIIpUYMHSATU JOAATKOBE MOJOBXKEHHS LbOro iHTepBany. CyMmicHe 3acTocyBaHHS OHOAHCETPOHY
3 KapIiOTOKCUYHUMHU JiKapChKUMU 3acobaMu (HapuKiaj, aHTPAUKITiHaMK) MOXKe 30iTbITUTHA PU3UK
BUHUKHEHHS apuUTMil (IUB. po3min «OcoOIUBOCTI 3aCTOCYBAHHS»).

Oco06.1ue8ocmi 3acmocyeaHHsi.

[Ipu nikyBaHHI IALi€HTIB i3 IPOsgBaMU TillePYyTAUBOCTI J0 IHIIUX CeJIeKTUBHUX aHTaroHictiB SHT,-
PelLlenTopiB CIIOCTePiraaucs peakiiil rinepyyTauBOCTi.

Peakiiii, moB’g3aHi 3 AUXaJlbHOIO CUCTEMOIO, JIIKYIOTh CHMIITOMaTUYHO. MeOuyHi mpalliBHUKKA MalOTh
3BepPTaTH Ha HUX 0COONIUBY yBary, OCKiJIbKM BOHM € 03HaKaMHU peaklliil MiIBUIIEeHOl YyTIUBOCTI Ha
nmiKapchKuy 3acib.

OHpaHCeTpOH Yy fo303aexHin ¢popmi nogosxkye iHTepsan QT (gus. po3gin «®apMakonoriyHi
BJIACTUBOCTI»). [lomaTKOBO Oy/IM MOBiIOMIEHHS NP0 BUMAIKU TPEMTIHHS/MEePEXTiHHS IUTYHOYKIB
(Torsade de Pointes) mpu 3aCTOCyBaHHI OHIaHCETPOHY. CIIifi yHUKATH 3aCTOCYBaHHSA OHOAHCETPOHY Y
IallleHTIB 3 BPOAKEHUM CUHAPOMOM nopmoBxkeHHs QT. OHgaHCeTPOH CIIifi 3aCTOCOBYBATH 3
00epexkHiCTIO 015 JTiKyBaHHA MAalli€HTiB, sIKi MaloTh ab0 y SKUX MOXKe PO3BUHYTHUCS MTOOBXKEHHS
inTepBany QT, BKJII0Yal04y Malli€HTIB 3 IOPYIIEHHSIM €JIEeKTPOIITHOTO 6anaHCy, 3aCTilHOIO CEPIIEBOIO
HeJocTaTHiCcTIo, OpaguapuT™Mismu abo MallieHTiB, SKi TKYIOThCS iHIMMMY ITpenapaTaMy, 1110 MOXYThb
CIPUYMHATY TON0BKeHHS iHTepBany QT abo mopymeHHs enekTposiTHOro 6anancy. [Tepen moyaTkom
3aCTOCYBaHHS CJIif CKOperyBaTH TillOKa/JleMil0 Ta rimoMarHieMio.

IMoBigoMIsisiocsi Mpo BUMAAKH imeMii Miokapay y mani€HTiB, siKi OTpEMYyBa/Id OHTAHCETPOH.
Y nesikux nmani€eHTiB, 0C00JIMBO Y pa3i BHYTPilIHbOBEHHOI 0 BBEI€HHSI, CHMIITOMH
3'SIBUJIMCSI OIpa3y IicJIsi BBeIeHHsI OHTaHCceTPoHYy. [IamieHTiB Ci1ig monepeguTH NMpo 03HAKHU
Ta CHMIITOMH imeMii miokapma.

[Ticns ogHOYACHOTO 3aCTOCYBaHHS OHIAHCETPOHY Ta iHIIMX CEPOTOHIHEPTriYHUX MpenapaTiB 6yB
OTMCAaHUY CEPOTOHIHOBUY CHHAPOM (IUB. po3mdin «B3aeMopmis 3 iHIMUMY JTiKapChbKUMM 3aC00aMu Ta
iHIIT BUOW B3a€MOAiN»). fKI0 OMHOYACHE JIiKyBaHHS OHOAHCETPOHOM Ta iHIIUMU
CEpPOTOHIHEPTiYHNMU IIpenapaTaMy KIiHiYHO 00T'PYHTOBaHO, PEKOMEHAYETHCS BifIOBIIHUYN KOHTPOJIb
3a MalieHTOM.



OckinbK¥ OHI@HCETPOH IOCIA0IIOE TEPUCTANTbTUKY KUIIIEYHUKY, TOTPiIOEH peTeNnbHUN HATJIAM 3a
malfieHTaMY 3 03HaKaM¥ IiATOCTPOl HEMPOXigHOCTI KUIIIEYHUKY ITifl YaC 3aCTOCyBaHHS
OHpaHCEeTPOHY.

Y nanieHTiB, IKUM IPOBOOUTHCS XIpypriyHe BTPy4YaHHS B afeHOTOH3UJIAPHIN OiMAHI, 3aCTOCYBaHHS
OHJAHCETPOHY AJig NPodiNakKTUKU HYOOTH Ta O/II0BaHHS MOXKe MaCKyBaTH BUHUKHEHHS KPOBOTEUi.
ToMy Taki XBOP1 HifIarar0Th peTeIbHOMY Harjsaay Iic/is 3aCTOCYBaHHS OHIAHCETPOHY.

OpHa iH'ek1isg TiKapchbKoro 3aco0y MiCTUTh MeHIIe Hixk 1 MMomb HaTpito (23 Mr) Ha 0o3y, To0TO €
dbakTUYHO OE3HATPIEBOIO.

Himu.

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

Pesicumu 003y8aHHA

[Ipu po3paxyHKy [O3H4 3TifHO 3 Macolo Tijla i 3aCTOCyBaHHI TPhOX 403 3 4-TOOUHHUM IHTEpPBaIOM
3arajbHa Jo6oBa fo3a Gyfe BUINOIO, HixK ITPX 3aCTOCYBaHHi ofHiel mo3u 5 Mr/M” i ofHiel go3u
npernapary nepopanbHo. [TopiBHSATbHA e)eKTUBHICTD IIUX ABOX PeXKKMiB J03yBaHHS He OyIa olliHeHa
y KITiHIYHUX JocmigKeHHsX. [IopiBHSIHHS pe3ylIbTaTiB Pi3HUX JOCIiXKEeHb CBiTYUTD IIPO MOAiOHY
eekTUBHICTH 000X PEKUMIB 103yBaHHS.

3acmocysaHHs y nepiod eazimHocmi abo 200y8aHHA 2py0010.
XiHKM piTopogHOro BiKy.

KiHKY OITOPOZHOTO BiKY, IIJ0 OTPUMYIOTh OHAAHCETPOH, IOBUHHI PO3T/IAHYTH NUTAHHS IIPO
BUKOPHUCTAHHS KOHTpPAIEil.

BaritHicTb.

Ha nipgctaBli npoBegeHuMx enigpeMionoriyvHumx pQpoOCAigXeHb, NiOgo3pWETbLCHA, WO
OHOAHCETPOH CMPUYMHAE Bagu WenenHo-nuuboBol obnacti npuM 3aCTOCyBaHHL MPOTAroM
nepworo TpWUMECTPY BaritHocCcTi. B OQHOMY 3 KOroOpTHMX OOCNifXeHb, WO BK/WYano
1,8 MinbMoHa BariTHOCTEW, 3aCTOCYyBaHHA OHOAHCETPOHY y nepwoMmy TpuMecTpi 6yno
noB’'f3aHO0 3 NiABUWEHWM PU3MKOM pO3WENSIEHHA Y POTOBiM MOPOXHWMHLI (3 pomaTkoBi
BUNagkn Ha 10 000 XiHOK, AKi OTpMMyBanu OHOAHCETPOH; CKOPUIrOBaHWW BiQHOCHWW
pusuk, 1,24, (95% CI 1,03-1,48)). [doctynHi enipgeMmionoriyHi pocnipgxeHHSd
cepueBuMx Bag MNOKa3ywTb Cynepeuynuei pe3synbTaTw.

OocnipgxeHHA Ha TBapuMHax He BKa3ylwTb Ha nNpaMi 4yuM onocepepkoBaHi wkipgnuei
ebeKkTM WoRO penpoaoyKTUBHOL TOKCMYHOCTi. OHOaHCETpPOH He peKOMeHOYETbCAH
3aCTOCOBYBaTM NPOTArOM MNepworo TPMUMECTpPY BariTHOCTI.

fopyBaHHA rpynow.

ExcnepumeHnTanbHi JOCTiAXKEHHS IOKa3aJjiy, 1110 OHOaHCETPOH MPOHUKAE V¥ TPyAHE MOJIOKO TBApuH. Y
pas3i HeoOXiAHOCTi 3aCTOCYBaHHS IIPenapaTy CJlif IPUIUHUTHA TOfyBaHHS IPYIOIO.

[adopmariis mogo BIINBY OHIaHCETPOHY Ha GEPTUNBHICTD Y TIOOUHY BiCyTHS.

30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu



MexaHiamamu.
[IcuXOMOTOpHI TeCTU IOKa3aJly, 110 OHOaHCETPOH He BIIJINBAE Ha 3[0aTHICTb KepyBaTU MeXaHi3MaMu 1

He YMNHUTH CeJAaTUBHOI Ail, aje CJIif MaTX Ha yBa3i npodink no0iyHUX Oill IpemapaTy NPy BUPilIeHH]
IUTAHHS PO 3[aTHICTh KEPYBATH aBTOTPAHCIIOPTOM a0o PobOTY 3 iHIIMMU MeXaHi3MaMH.

Cnoci6 3acmocyeaHHss ma do3u.

Hydoma i 61108aHHA, CNpUYUHEHI XiMiomepaniex ma npoMeHea8o mepanier.

EmeToreHHu# MoTeHIiaa Teparil paKy Bapiloe 3ajie’kHo Bifi 7031 Ta KoMOiHallii pexKuMiB XiMioTeparil
Ta IPOMeHeBol Teparii. Bubip pexumy no3yBaHHS 3aJIeXKUTh Bif] TAXKKOCTI EMETOTE€HHOT'O BIIJIUBY.

Hopocri.

EmemoeeHHa xiMiomepanisi md npomMeHesd mepanisi.

PekoMeH0BaHa BHYTpIllTHhOBeHHA a0 BHYTPIlIHEOM s130Ba f03a OHAHCETPOHY - 8 MT' y BUTJISAAL
IIOBiJIbHOI iH’€KIIi1 BIPOAOBXK He MeHIne Hik 30 cekyH[, 6e3nocepeqHbo nepey TiKyBaHHSIM.

Inst mpodinakTUKU BimCTpouyeHOro abo TpHUBajoro OII0BaHHS ITiCIIs MepIuX 24 ToguH
PEKOMEHIYEThCS TepopaibHe abo peKTanbHe 3aCTOCYBaHHS IIpernapary.

BucokoememozeHHa ximiomepania (Hanpuk.aad 8ucoKi 003U UUCNAAMUHY).

OHpaHCeTPOH MOXKHA NMPU3HaYaTH Y BUTJISAMI OMHOPa30BOi 403U 8 MI BHYTPIllTHEOBEHHO abo
BHYTPILIHEOM 5130BO 0€310CepeHbOo Ieper xiMioTepanieio. [Jo3u nonan 8 mr (mo 16 Mr) MoxHa
3aCTOCOBYBATH JIUIIE ¥ BUTJIAMI BHYTPIIHbOBEHHOI iH(Y3il Ha 50-100 M1 0,9% po3uuHy HaTpio
xjiopupy abo iHIIOro BigmoBigHOTO PO3YMHHUKA (OUB. HUXKYeE); iHY3isd Mae TpUBATU HE MEHIIIE
15 xBunmuH. OmHOPa30By 003y MOHAA 16 MT 3aCTOCOBYBATH He MOXKHa (IuB. po3min «OcobmIuBOCTi
3aCTOCYBaHHS»).

I BUCOKOEeMeTOoreHHoi XxiMioTepanil 8 Mr OHgaHCeTPOHY ab0 MeHIy 103y He IOTPiOHO PO3BOAUTH
Ta MOXXHa BBOIUTH IIJITXOM IIOBiJIbHOI BHYTPIITHROBEHHOI ab60 BHYTPIllTHLOM s130BO1 iH'€KIIil (He
MeHIe 30 cexyHp) 6e3nocepegHbO epeq XiMioTeparieo 3 MoAabIIuM IBOPa30BUM
BHYTPIITHbOBEHHUM a00 BHYTPIIIHEOM 130BUM BBeleHHAM 8 MT 4yepe3 2 Ta 4 rogruHu abo IOCTiHOI0
ingysiew 1 Mr/roguHy npoTarom 24 roguH.

EdextuBHicTh OHIAHCETPOHY IIPU BUCOKOEMETOTEeHHIN XiMioTeparii MoxXe OyTH mifBUIlleHa
IOOAaTKOBUM OOHOPA30BUM BHYTPIITHLOBEHHUM BBENEHHSIM NeKcaMeTa30Hy HaTpito ¢ocdarty y nosi
20 mr nepep xiMioTepartiero.

s npodinakTvku BimCTpoueHoro abo TpuBaaoro 6JII0BAHHS IMIiCIIS MepIIuX 24 TOOUH
PEKOMEH[YEThCS IIepopasibHe abo peKTajabHe 3aCTOCYBaHHS Ipemapary.

[liTy Ta DigAiTKY (BiKOM Bif 6 Mic4IliB 1o 17 pOKiB).

Y nepiatpuuHiii npakTuili OHOAHCETPOH CJIif BBOAUTHU LIISXOM BHYTPIIIHbOBEHHOI iH(DY3il B 25-50 M
0,9% po3YnHy HATPi0 XJTOPHUAY abo iHIIOro BigMOBIIHOr0 PO3YMHHUKA (IUB. HUKYe «[HCTPYKIIil A7
3aCTOCYBaHHS») IPOTSATOM He MeHIe 15 XBUIMH.

o3y mpemapaTy MOXHa po3paxyBaTH 3a IJIOIIEI0 TOBEPXHi Tisla abo Macu Tifla IUTHHH.



Po3paxyHok 0o3u 8i0nog8i0HO 00 niouLi nosepxHi miaa OUMUHU.

OHmaHCEeTPOH CJTig BBOOUTH 0€3M0CEpeNHbO Mepe] XiMioTeparieo IIsxoM Pa3oBoil
BHYTPIIIHBOBEHHOI iH'€K1il y 031 5 Mr/M?, BHyTPillITHEOBEHHA [103a He Ma€ nepeBulyBatu 8 mr. Yepes
12 ropgusa MOXHa PO3NOYUHATH IlepopajibHe 3aCTOCYBaHH Ipelapary, ssKe MOXe TPUBATHU 11ie 5 OHiB.
He nepesuiyBatu 103y o711 OPOCIIUX.

Po3paxyHok 0o3u 8i0nogidHO 00 Macu miad OUMUHU.

OHpmaHCETPOH Clig BBOOUTH 0€3M0CEPeNHbO MePe] XiMioTeparieo IIsIXoM Pa3oBol
BHYTPIIIHEOBEHHOI iH'€Kk1il y #1031 0,15 Mr/kr. BHyTpiTHEOBEHHA [03a He Ma€ IIepeBUIlyBaTy 8 Mr. Y
IIepIIny JeHb MOXKHA BBECTH I1le 2 BHYTPIIIHbOBEHHI 103U 3 4-TOOUHHUM iHTepBasioM. Yepes

12 roguH MOXXHa pO3NOYMHATH IIepopalibHe 3aCTOCYBaHHS IIpernapary, ske MOXe TPUBaTH 11e 5 OHiB.
He nepesuiyBatu 103y A1 JOPOCIIUX.

[TalieHTH JIITHLOIO BiKY.

[TarienTaM BiKOM Bifj 65 POKIB BCi A03U [JjId BHYTPIIIHEOBEHHUX iH'€KI[IU CJIii PO3YMHSATU Ta BBOOUTHU
npoTsroM 15 XBUJIMH, TIPU IIOBTOPHOMY 3aCTOCYBaHHI iHTepBaJsl MiX iH'€KIiIMU TOBUHEH OyTU He
MeHIe 4 roguH.

Insg nauieHTiB BikoM Bif 65 0o 74 pokiB modyaTKoBa 103a OHOAHCETPOHY CTAHOBUTH 8 Mr abo 16 wmr,
BBOJIUTHU LIJITXOM BHYTPIIIHbOBEHHOI iH(DY3il TpoTIroM 15 XBUIKH, SKy MOXKHa IIPOAOBXKUTHU
BBE[IEHHSM [IBOX 103 10 8 MT POTATOM 15 XBUINH 3 iHTepBaloM MixX iHGY3iIMu He MeHIIIe 4 TOOUH.

Y mauienTiB BiKOM Bifi 75 pPOKiB II0YaTKOBa BHYTPIMIHLOBEHHA iH €K1l OHAAHCETPOHY He IIOBUHHA
mepeBuIlyBaTu 8 Mr 3 iH(]y3ieto BIPomoBK He MeHIe 15 xBumuH. ITicis mo4aTKoOBOI 103U y 8 MT
MOXKHa NIPOAOBXKUTY 3aCTOCYBaHHS OBOMA A03aMy 10 8 MT, BBOOUTH LIIAXOM iHQY3il IPOTATOM
15 xBunIMH 3 iHTEPBaNIOM MiX iH}Y3iIMHU He MeHIIe 4 TOOUH.

[TalieHTH 3 HUPKOBOK HEOOCTATHICTIO.

Hemae HeoOximHOCTI y 3MiHi pexuMy [03yBaHHS a00 IUISXY TPU3HAYEHHS IIpelapaTy MallieHTam 3
MOPYLIEHHAM (QYHKIIil HUPOK.

[NamieHTH 3 TEeYiHKOBOIO HEIOCTATHICTIO.

Y maii€eHTiB 3 MOMIPpHUMU i TIKKHUMHU NOPYIIEHHIMU (PYHKIIII nedinky KiipeHc OHOaHCETPOHY 3HAYHO
3HUXKYETHCS, a Iepiof HalliBBUBENEeHHS 13 CUPOBATKU KPOBi - 3pocTae. [I/1 TaKUX XBOPUX
MaKcuMasibHa f000Ba fo3a IIpernapaTy He Ma€ IIepeBUIIyBaTH 8 MT.

[TamieHTH 3 IIOPYVIIEHHAM MeTa60J’Ii3M§Z CHaQTeIHyZHe6QHCOKBiH§Z.

[epion HamiBBUBENEHHS OHOAHCETPOHY V TMAI[IEHTIB 3 MOPYIIEHHSIM MeTab0si3aMy crapTeiny i
neOpuCOKBiHY He 3MIHIOETLCS. Y TaKUX MAlliEHTiB MOBTOPHE BBeIEHHS IPU3BOAUTH 0 TaKOi XK caMoi
KOHIIeHTPaIlil Ipemapary, 110 ¥ y XBOPUX i3 HemopyieHuM MeTabosizamoM. ToMy 3MiHa HO3yBaHHS
a00 9acTOTH BBEeIEHHS He MOTPiOHA.

ITicasionepauiliHi Hydoma i 61108aHHA.

Lopoci.

s npodinakTUKY micnsonepaliiHux HyIOTH i 6/10BaHHST peKoMeHIoBaHa J03a OHIaHCETPOHY



CTAHOBUTH 4 MT y BUTJISIAI OMHOPA30BOi BHYTPIIITHEOM 130B01 @00 MOBiNTbHOI BHYTPIllTHbOBEHHOI
iH’eK1ii Mg Yac BBeOEeHHS Y HAapKO3.

I mikyBaHHS Micasonepaliiuux HyJoTHy i O110BaHHS peKOMeHIoBaHa pa3oBa no3a OHIaHCETPOHY
CTAHOBUTH 4 MT y BUTJISIAII BHYTPILITHHOM 130B0i a00 MOBi/IbHOI BHYTPIlITHLOBEHHO] iH €KIIil.

ity Ta migmiTky (BikoM Bif 1 Micsarist go 17 pokiB).

g npodinakTuky i TiKyBaHHSA MicAsonepaliiHuX HyJOTH i OII0BaHHS y [iTel, IKAX ONepyloTh i
3araibHOI0 aHecTe3ieo, OHgaHCEeTPOH MOXKHa BBOOUTH Yy 0031 0,1 Mr/Kr Macu Tina (MakKCUMaJbHO -
[0 4 Mr) IUIsSIXOM TIOBiTBHOI BHYTPIIIHBOBEHHOI il €Kil (He MeHIe 30 ceKyHA) o, Mif Jac, micus
BBe[IeHHs Y HapKo03 abo micys omeparrii.

[TalieHTH TITHLOTO BIiKY.

Hocsin 3acTocyBanHg OHOaHCETPOHY A1 NPOGiNaKTUKY i TIKyBaHHS MiCIS0NepaliiHuX HyAOTH i
OJII0BaHHS Y JIIOfed JIITHROTO BiKy o0OMexXeHui, ofHak OHJAHCETPOH 100pe MEePEHOCUTLCS XBOPUMHU
BIKOM Bifi 65 POKiB, gKi OTPUMYIOTh XiMiOoTeparito.

[TalieHTH 3 HUPKOBOI HEOOCTATHICTIO.

HeMmae HeoOxigHOCTI y 3MiHi pexXuMy no3yBaHHS ab0 LUISAXY IpHU3HAUYEeHHS MIpenapaTy nalieHTaMm i3
MOPYLIEHHAM (QYHKIIil HUPOK.

[NamieHTH 3 TEeYiHKOBOIO HEIOCTATHICTIO.

Y mauieHTiB 3 TOMIPHUMU i TAKKUMU NOPYIIEHHIMU (PYHKIIII nedinku KiipeHc OHOaHCEeTPOHY 3HAYHO
3HUXKYETHCS, a epiof] HaMiBBUBEEHHS i3 CUPOBATKY KPOBi - 30ibuIyeThCs. [IJ151 TaKUX Malli€HTIB
MakcuMasbHa fo0oBa no3a IpenapaTy He Ma€ ITepeBUIllyBaTH 8 Mr.

[NanieHTH 3 MOPYIIEHHSIM MeTab0J1i3My cuapTeiHny/ne6pHCOKBiHY.

[Tepion HamiBBMBeIEeHHS OHTAHCETPOHY Y CY0’€KTiB 3 MOPYIIIEHHSIM MeTa0o1i3aMy crapTeiny i
neOpUCOKBiHY He 3MIHIOETHCS. Y TAaKUX IAlliEHTIB ITOBTOPHE BBEEHHS IIPU3BOAUTH 0 TAKOI K
KOHIIeHTPaIlil Ipemapary, 110 ¥ y XBOPUX 3 HemopyiieHuM MeTabosizamoM. ToMy 3MiHa mo3yBaHHS abo
YaCTOTHU BBEEeHHS He MOoTpidHa.

IHcmpyKyia 044 3aCMOCyB8AHHA.

Awmnynu i3 OHOaHCEeTPOHOM He MiCTSITh KOHCEPBAHTIB i iX He0OXiTHO BUKOPHUCTOBYBATH HETANHO ITiCIs
PO3KPHUTTS; PO3UMH, 110 3aTUIIUBCS, TOTPIOHO 3HUIITUTH.

Amvnynu 3 OHZIaHCETPOHOM He MOXKHa aBTOKJIaByBaTH.

CyMICHICTb 3 IHIIMMU PifWHAMU OJ1 BHYTPIITHbOBEHHUX iH EKIIIN.

Po3uwHu [J1s1 BHYTPIIIHEOBEHHOT'O BIMBAHHS IOTPiOHO rOTyBaTH O6e3mocepenHno nepen indysiewo.
[TpoTe BCTAHOBJIEHO, 110 PO3YUH OHAAHCETPOHY 30epirae cTabiNbHICTL TPOTATOM 7 OHIB IpU
KiMHaTHi# TemmepaTypi (mo 25 °C) npu meHHOMY CBiT/Ii @60 Yy X0NOOUIBHUKY ITPH PO3UYMHEHHI B TAKUX
cepepoBumax: 0,9% po3duH HATPilO XJIOPUAY, PO3UYUH IJIF0OK03U 5%, po34yuH MaHiToNy 10%, po3unH
Pinrepa, 0,3% po3uuH Kasnito xnopuny i 0,9% po3uun HaTpito xmopuny, 0,3% po34uH Kasio XJI0pUmy i
po34uH raoKo3u 5%.

BcTraHnoBneHO, 1110 OHOAHCETPOH 30epirae cTabinbHICTh TAKOXK MPYU BUKOPUCTAHHI MTOTieTUIEHOBUX i



CKIHUX (QakoHiB. Byo mokasaHo, 1110 OHIAaHCETPOH, po3Bemenuit 0,9% xmopungom HaTpito abo 5%
TJII0K03010, 30epirae cTabilbHICTh Y MOJIMPOIMiNIeHOBUX IIMTpUiiaX. [JoBeeHO TaK0XK, I0 CTabimbHICTh
y TIOJIIIPOITiIeHOBUX INTIPHUIIaX 30epira€ThCcs IPU PO3BeIeHHI OHJAHCETPOHY iHIITNMU
PEKOMeHOOBaHUMHU PO3YWHAMH.

Y pazi HeoOximHOCTI TpUBaoro 30epiraHHs mpenapary PO3YUHEHHS CIIifl IPOBOOUTH Y BilIIOBIIHUX
aCeNTHYHUX YMOBAX.

CyMICHICTh 3 IHIIMMU IpenapaTaMu.

OHpaHCETPOH MOXKHa NpU3Ha4YaTH Y BUTJISALI BHYTPIIIHEOBEHHO! iH(Y3il 31 MBUAKICTIO 1 MI/TOOUHY.
Yepes Y-momiOHUY in’eKTOp pa3oM i3 OHJaHCETPOHOM IIPU KOHIIEHTpAllil OHTaHCEeTPOHY Bim 16 mo
160 mkr/mi (To6to 8 Mr/500 My abo 8 mr/50 M1 BiAIOBiZHO) MOXKHA BBOIUTH:

— yucnaamuH y KoHneHTpatii go 0,48 mr/min, npotsirom 1-8 ropus;

— 5-¢pmopypayua y KoHueHTpaii go 0,8 mr/mn (nanpuknan 2,4 vy 3 1 a6o 400 mr y 500 M) 3i
MIBUIKICTIO He Ginbirte 20 My1/roguHy. BinbI BCOKa KOHIIEHTpAIlis 5-QTopypaununy Moxe
CIIPUYMHUTH IIPENUIIITallii0 OHTaHCEeTPOHY. Po3uuH s iHQy3iH 5-hTopypanuny Moxe MICTUTH [0
0,045% xnopugy Marsiio Ha JOTIOBHEHHS [0 iHIIUX CYMiCHUX HAllOBHIOBAUiB;

— KapbonaamuH y KoHueHTparii Big 0,18 mr/mn mo 9,9 mr/mn (Hanmpuknag Big 90 mr 8 500 mit oo
990 mr y 100 mn) npotsiroM 10-60 XBUIUH;

— emono3ud y KoHueHTpatil Big 0,14 mr/mn mo 0,25 mr/Mn (Hanpuknag Big 72 mr 8 500 mit go 250 mr
B 1 11) nmpotsirom 30-60 XBUKH;

— yepmasudum y go3i Big 250 Mr [0 2 T, po3BefeHUN y BOOi A1 iH' €Kil (Hanpukiag 2,5 M Ha
250 Mr a6o 10 mn Ha 2 T nedTa3uguMy) y BUTTISAI BHYTPIIIHEOBEHHOI 60TI0CHOI iH €KIfil TPOTATOM
5 XBUJINH;

— yukaogpocpamio y no3i Big 100 mr mo 1 r, po3Bemenu#t y Bomi st in’exiiint (5 mn Ha 100 Mr
1uKIIo¢ochaminy), y BUTTISIAi BHYTPIIIHLOBEHHOI O0JIIOCHO] iH'€KIIii TPOTSATOM 5 XBUJINH;

— OdokcopybiyuH y mo3i Bim 10 mr mo 100 Mr, po3Bemenuit y Bomi ans iH’exiii (5 ma Ha 10 mr
IMOKCOPYOIllMHY), Y BUTTISAI BHYTPIITHROBEHHOI O0JTIOCHOI iH'€KIIii MPOTSATOM 5 XBUJIUH;

— JekcamemasoH y 0o3i 20 Mr, y BUTJISIAI TOBLTbHOI BHYTPIIIHEOBEHHOI iH €Kil IPOTATOM 2-5 XBUJIUH
(mpu omHOYacHOMY BBefeHHi 8 Mr abo 16 Mr oHmaHCeTPOHY, po3uuHeHoro y 50-100 M iH'eK1iiHOTO
PO3UMHY), TPOTIroM npubnu3Ho 15 xBunuH. OCKiNbKY HaHi IpernapaT € CYMiCHUMH, IX MOXKHa
BBOAWUTH Yepe3 OOHY KpalleIbHUL0, IPY IIbOMY B PO34YMHI KOHLIEHTpAallil fleKcaMeTa30Hy docdaty (y
¢dbopmi HaTpi€eBoI coJti) OyayTh CTAaHOBUTH Bif 32 MKT fio 2,5 Mr B 1 MJI, a OHIQHCETPOHY - Bif 8 MKT 10
1 mrs1 M.

Limu. 3acTocoByBaTH OiTSAM BiKOM Bifi 6 Mics1iB (Ipu xiMmioTeparii) Ta BikoM Bif 1 Mmicsis (s
npoilakTUKY i JTiKyBaHHSA MiclsonepaniiiuxX HyJoTH i OI0BaHHS).

Ilepedo3yeanHsi.

Hanux mpo nepeno3yBanHs OHOAHCETPOHY HEOOCTATHLO. Y OINIBIIOCTI BUIAAKiB CUMITOMH CX0XKi Ha
Ti, II0 OMKCAHi y MAIliEHTiB, SKMM BBOIUIN PEKOMEHOOBaHi mo3u (IuB. po3min «ITo0iuHi peakirii»).



OnpanceTpoH nofgosxkye iHTepBan QT y go3o3anexHi ¢hopmi. Y BUllafKy nepeno3yBaHHS
pekoMeHAyeThCa npoBeneHHs EKI-MOHITOpUHTY.

Cepepn posiBiB Ilepeno3yBaHHS IOBITOMIISIN IIPO 30POBi PO3JIafiy, 3all0p TAXKKOI0 CTYIIEHH,
rinoTeHsito, Ba3oBaraiabHi MPosiBY i3 TpaH3UTOpPHOW AV-6110Kanoio II ctynens. Y Bcix Bumagkax i
SIBUIIA IIOBHICTIO MUHAJIH.

CrnenudiuHOr0o aHTUOOTY He iCHYE, TOMY Y BUIIafIKaX Iepeno3yBaHHsS He0OXiqHO 3aCTOCOBYBATH
CUMIITOMATUYHY Ta MiATPUMYO4y Tepalliio.

3acToCyBaHHS iMeKaKyaHU AJis JIiKyBaHHS lepefo3yBaHHS OHOAaHCETPOHY He PEeKOMEHAYETHCS,
OCKIiJTbKH 11 [IisT He MOXKe BUSIBUTHUCS Yepe3 aHTHEeMEeTUYHUY BIIMB OHOAHCETPOHY.

[iTH: IpO CepOTOHIHOBUY CUHIPOM IIOBIOMJISIJIM Y HEMOBJIAT Ta OiT€X BiKOM Bif 12 MicAuiB mo
2 POKIiB mic/Isl BUIAAKOBOTO IIepefo3yBaHHA IIpenapaTy A IepOPaIbHOr0 3aCTOCYBaHHA (H03U
IIepeBUILlyBaIi PEKOMEHIOBaHUU PiBEHb 4 MI/KT).

ITo6iuni peakuii.

3 60Ky iMyHHOI cucmemu: peakilil TinepyyTIUBOCTI HETAUHOTO TUITY, IHKOJIM TSAXKKi, aX [0
aHadimakcii.

3 6oky Hepeosoi cucmeMu: TONIOBHUM Oiflb; CYyOOMH, PYXOBi MTOPYIIEHHS (BKITIOYAIOYH
eKCTparmipaMifHi peakiiil, Taki K OKyJOTipHUYN KPHU3, IUCTOHIYHI peakilil i guckinesisa 6e3 CTiiKux
KJTiIHIYHUX HACJIiIKiB); 3allaMOPOYEHHS ITepPeBazkHO IIiJl Yac MIBUIKOTO BHYTPIITHROBEHHOTO BBENEHHS
mpemnapary.

3 60Ky opaaHis 30py: CKOPOMHUHYIII 30pOBi Po3agy (IOMYTHIHHS B 04aX), TOJIOBHUM YMHOM ITifJ 4ac
BHYTPIIITHEOBEHHOTO BBEIEHHS; MUHYIIA CJIiMIOTa, TOJIOBHUM YHUHOM IIifl YaC BHYTPIlIHbOBEHHOTO
3aCTOCyBaHHS. Y GinbINIOCTI BUMAAKIB CITiTOTa MUHAE MPOTATOM 20 XBUIIMH.

3 6oky cepus: aputMii, 6inmb y rpynsax (3 gempecieio cermenTa ST abo 6e3 Hei), GpaguKapmis;
nonoBxeHH iHTepBany QT (BKIo4aoun TPEMTIHHSI/MeEPEXTiHHS MINyHOUKiB (Torsade de Pointes)),
imewmis miokapaa (guB. po3min «Oco6IUBOCTI 3aCTOCYBaHHSI»).

3 60Ky cyOuH: BimuyTTs Temsa abo IPUIIUBIB; TimOTeH3is.

3 60Ky duxaabHOI cucmemu ma opaaHie 2pyOHOI NOPOHCHUHU: TUKABKA.

3 60Ky mpasHo20 mpakmy: 3amop.

3 6oky 2enamobiniapHoi cucmemu: 6e3CHUMIITOMHE ITiIBUILEHHS MOKA3HUKIB QyHKIII mevinku. 11i
BUTIA[IKU CIIOCTEPIrat0ThCS TOJIOBHUM YMHOM Y IALli€HTIB, SKi TIKYIOTHCS XiMioTepaneBTUYHUMU
IperapaTaMy, 110 MiCTSITh ITUCIIIATHH.

[ToBimoMIIsinu PO BUNAAKY MEYiHKOBOI HEJIOCTATHOCTI Y XBOPUX Ha Pak, SIKi OTPUMYBAJIA CYIIyTHE
JiKyBaHHS, BKITIOYAIOUM IIOTEHIIINHO relaTOIMTOTOKCUYHY XiMioTepario Ta aHTUOI0THKY.

3 60Ky wkipu ma nidwKipHOi KAiMmKoBUHU: TOKCUYHI BUCUIIAHHS, Y TOMY YHMCJTi TOKCUYHUN
elifiepMaybHUAN HEKPOJLi3.

3azanvHi po3aadu: MiclieBi peakliil y AiNsHII BHYTPilIHHOBEHHOT'O BBEIEHHS.



3a maHUMHU MiCNIIPEECTPALifHOTO CIIOCTEPEKEHHS MTOBIIOMJIS/IM IPO TakKi Mo6iyHi peakiil.

3 boky cepuego-cyouHHoi cucmemu: 6ib Ta AUCKOMMOPT Y TPYASX, eKCTPACUCTONH, TaXiKapis,
BKJIIOYAIOYH IITYHOYKOBY Ta HAAIUTYHOYKOBY Taxikapmito, hibpunsiiito mepeacepasb, BiguyTTs
cepuebuTTs, cuHkomne, 3Minu EKT.

Peaxkuii 2zinepuymausocmi: anadinakTAYHI peakilil, aHTIOHeBPOTUYHUM HAOPSK, OpOHXOCIasM,
aHadinakTUYHUY IMOK, CBepOiXK, IIKipHi BUCUIIAHHS, KPOIIUB' THKA.

3 60Ky Hepeosoi cucmemu: IOPYIIEHHS XOOU, XOpesi, MiOKJIOHYC, HEBTraMOBHICTb, BiIUyTTS MEYiHHS,
IPOTPY3ia sI3UKa, OUIIONIS, IapecTesis.

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

THwe: rinokasieMis.

Tepmin npudamHocmi. 2 POKH.

YmoBu 30epiranns. 30epiraTi y HELOCTYIIHOMY [Jid HiTeX MICIli B OpUTiHANIbHIN YIIaKOBIIi IpU
TeMIepaTypi He Buiue 30 °C.

HecymicHicmb. OHIaHCETPOH He MOXKHA 3aCTOCOBYBaTU B OMHOMY IUTIPHIIi abo iHPy3iliHOMY
PO3uUMHi pa3oM 3 iHIIUMH JIiIKapChbKUMHU 3acobaMu. OHOaHCETPOH y GpopMi iH’€KIIili MOXKHa
IIOENHYBATHU JIIIE 3 PeKOMEHJ0BaHUMU pPO3YnHaMu A iHys3ii (ous. po3gin «Crocib 3acTocyBaHHSA
Ta MO3U»).

YnakoBka. [To 2 M a6o 4 M B ammyii; mo 5 abo 100 ammyn y mayii, abo o 5 ammyn y 6micTepi, mo
1 6micTepy B mayiii.

Kareropis Bigmycky. 3a perenTtom.

BupoOHuK. [IprBaTHE aKllioHEpPHE TOBAPUCTBO «JIeKxXiM-XapKiB».

Micue3HaxoIKeHHsI BHPOOHHKA Ta afipeca Micls MpoBaIXKeHHs HOro Tis/IbHOCTI.

Ykpaina, 61115, XapkiBceka 00:1., micTo XapkKiB, Bynulid CeBepuna [IoToubkoro, 6yauHOK 36.



