IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

MOCHUO MT

Cknao:
ditoua pevoguHa: mosapride;
1 TabGneTkKa MiCTUTh MOCAIIPUAY LIUTPATY AUTIAPATy €KBiBaJIEHTHO MOCAIIPUAY LIUTPATY 5 MT;

donomidcHi peyosuHu: MaHiT (E 421), KpeMHi0 mioKcuO KONIOigHUY Oe3BOIHUM, IIOPOIIOK OPaHXKEeBUM
CIielliaTbHUM, TIOPOIIOK M’ SITH IepIiieBol, acrmaptaM (E 951), Tanbk, KPOCIIOBIMOH, MarHito cTeapar,
3amiza okcup xkoBtui (E 172), 3amiza okcup yepBouuii (E 172).

JIikapcbka ¢popma. TabneTkwu.

OcHo8HI (pi3uko-XimMiyHI 81acmusocmi: Kpyrili, IOCKi TabIeTKN POKEBO-KOPUUYHEBOT'O KOJILOPY 3
(GPYKTOBUM 3amaxoM, JO3BOJISIETHCS HasBHICTh BKJIIOUEHD CBITJIIMIOrO Ta TEMHINIOTO KOILOPY.

®dapMakKoTepaneBTUYHA Ipyna.

CtuMynsaTopu nepuctanbTuku (mpomynbcanT). Kog ATX AO3F A.

dPapmakono2iuHi e1acmusocmi.
dapmakoOuHamika.

Mocanpup € IpOKiHEeTUYHUM areHTOM BepPXHbOI'0 Bifiy IITyHKOBO-KUAIIKOBOTO TPAKTY, 110
BuOipKOBO fi€ 5K aroHict 5-HT4 pelenTopis.

dapMaKoJIOTiyHi BIaCTUBOCTI MOCAIIPUAY MOXKHA y3arajJbHUTH Y UOT0 TPHOX BaXKJIUBUX
XapaKTepucTuKax: 1) Mocanpup € celeKTUBHUM aroHictoM 5-HT4 perentopis; 2) CTUMYIOE
PYXOMICTb BEPXHBOI'O Bififlily TPABHOTO TPAKTY; 3) He MPOSIBIISi€ BIaCTUBOCTEHN aHTaroHicTa
perenTtopa gonaminy D,.

Bipmomo, mo npemnapat ctuMynioe 5-HT4-pelienTopu HEMPOHHUX CIJIETiHL Y TPABHOMY TPAaKTi, a Iie
30ibIIy€e BUIIEHHS alleTUIXOJIiHY, 1110 TPU3BOOUTE 4O ITOCUJIEHHS IUIYHKOBO-KUIIKOBO1
TIEPUCTANIbTUKY Ta BUIIOPOXKHEHHS IUTyHKa. KpiM Toro, ocHoBHUM MeTabomiT (M1) Ma€e BETUKY
CIIOpigHEHICTS i3 penienTopamMu 5-HT3 i migTBepAKUB CBOI BIaCTUBOCTI MOTYKHOTO aHTaroHicra 5-HT3.

Bracmigok cBoe€i fii sk aronict mo 5-HT4 ta aHTaroxict o 5-HT3, Mmocanpup 306inbirye
BUTIOPOKHEHHS LITyHKA, MiJBUINYE TePUCTaIbTUKY IITyHKA Ta ABAHAAIATUIIAIO] KUIIKY, ale He



TiIBUIIYE TEPUCTATBTUKY HUKHIX BifigiNiB TpaBHOTO TPaKTy. Pa3oM 3 IuM, #0T0 MOXKHA
3aCTOCOBYBaTH SIK IIPOTUOIIOBOTHUY 3acCil.

[Tpuiiom Mocanpuay 3 pa3u Ha foOy 10 5 MT yCyBaB Iediio Ta 06/10BaHHS, OB’ s13aHi i3 XpOHIYHUM
TaCTPUTOM, IIif Yac IIpOBeNeHHs IOABIMHO CIIINOr0 MOPiBHSAJIBPHOTO KIIHIYHOI'O JOCTIAXKEHH i3
3anydyeHHIM 435 maiji€eHTiB.

Mocanpup y no3ax 40 Mr Ha o0y IpoAeMOHCTPYBaB e(heKTUBHICTE ¥ 3MEHIIIEHH] pedIioKCcy
[IUTYyHKOBOTO BMIiCTY y CTPaBOXi[ Malli€HTIB, SKi CTpaXKfaalu Ha racTpoe3odareanbHy peIiOKCHY
XBOPOOY.

dapmMaxkoKiHemuxka.

BcemoxmyeaHHA. TTicns nepopaabHOT0 IPUMOMY MOCAIIPUJ IIBUOKO BCMOKTYETHCS Ta JOCSATaE
MaKCHMaJIbHOl KOHLIeHTpallil yepe3 0,8 roguHn. MakcuManbHa KOHLIEHTPAISA HiCId IPUUOMY 5 MT
MOcCaIlpuay HaTIle Y 3T0poBuX no06poBosbliiB cTaHoBuNa 30,7 Hr/mi. [Iepion HamiBBUBeOeHHS (t%2),
BHM3HAQUYEHU y 3[0POBUX IOOPOBOJILIIIB, CTAHOBUTH 2 TONUHU.

Po3nodisn. Mocanpup Mae fiyxe BelIUKy 3MaTHICTh 3B’s3yBaTHCS 3 OiikamMu 1m1a3Mu Kposi. 99 %
npernapary 3B’sI3yI0ThCA 3 OiTKaMU IIJIa3MU KPOBI IiC/Is TepopabHOro PUoMy.

Memaboaizm. Mocanpun MeTaboIi3yeThCSI B OCHOBHOMY Y TIEUiHII, e BUOAISIEThCS 4-
¢dbTopobeH3uIIOBa I'PYIIa, IiC/Is YOT0 HacTa€ OKUCIeHHS MOP(OIiHOBOTO KilbIls y MO3ullii 5, a
rigpokcumizalis 0eH307I0BOT0 KinbIls - y mo3utlil 3. OCHOBHUY 3a/TydeHnu MeTalboiyHNul epMEeHT -
e uToxpoM P450 3A4. OcHoBHUYM MeTabOJIiT MOCapUay - CIIOIyKa nec-4-pTopobeH3un
€ aHTaronicrom 5-HT3 penentopis.

Buodinenns. 0,1 % Mocanpuny BUOINMAETLCA ¥ BUTTIANL He3MiHEHOT 0 Iipenapary, a 7 % y BUTIALL
OCHOBHOT'0 MeTa0OoJIiTy BUINIIETLCS Pa30M i3 ceuero MpoTaroM 48 roguH y 300poBUX HOOPOBOJIBIIIB.
YJaCTKOBO BUIINMSIETHCS i3 (heKamisiMu.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHs.

JlikyBaHHS racTpoe3odareanbHol pedIoKCHOI XBOPOOH, a TAKOXK YCYHEHHS OUCIENTUYHUX
CHMIITOMIB IIUIYHKOBO-KUIIIKOBOT'O TPAKTYy (MeYis, Hy[0Ta), IOB’I3aHUX i3 3aXBOPIOBAHHIMU
racTponyofieHaIbHOI 30HHU.

IIpomunoka3aHHs.

[TigBuIleHa YyTNIUBICTH [0 MAi040l PeY0OBUHHU ab0 [0 OyIb-IKOi 3 OMOMIKHUX PEYOBUH, 1110 BXOISTh
[0 CKJIaAdy JiKapchbKoro 3aco0y. Bumafku, KoM CTUMYJIALIS MOTOPHOI [isITbHOCTI IIJTYHKOBO-
KHIIIKOBOT'O TPAKTy MOxke OyTH HeOe3IeuHOI0, HAPUKJIa[ IPHU IITYHKOBO-KHUIIKOBi# KPOBOTE Ui,
MexaHiYHii HempoxigHocTi abo mepdoparrii.

B3aemodisn 3 inwumu nikapcoKumu 3acobamu ma iHwi eudu e3aemodiii.



lFacTpokineTnuHn# eeKT npenapaTy AOCATAETHCS LIISIXOM aKTHUBALlil X0NTiHEPriuHuX HePBiB. ToMy
IPY OJHOYACHOMY 3aCTOCYBaHHI i3 aHTUXOJIIHEPTiYHUMHU areHTaMu (aTpomiHy cynboar,
OyTunckomnonaMiny 6pomia) edhekT mpenapaTy 3MeHIIYETHCS.

Ockinbk¥ OgHOYACHE MPUMMaHHS aHTUXOJIIHEPTiYHUX areHTiB MOXKe 3MEHIIUTH e(eKT aHOTo
IIpernapary, TO IIPX M0T0 3aCTOCYBaHHI CITiff BXXUTH 3aX0au Oe3MeKH, TaKi IK IPUUMaHHS ITpenapaTiB
3 iHTepBallaMu.

EdekT nocuneHHs BUMIOPOXKHEHHS IITYHKA, 110 3a0e31e4yeThCs 3aBASIKM MOCAIIPULY, IPUTHIYYEThCS
aTPOIIIHOM, ajie He HaJIOKCOHOM, METHCEPTiIoM, IPOIMPaH0IOM, PUTAaHCEPUHOM, ITipUIaMiHOM,
inmoMeTalnHOM, GeHOKCuOeH3aMiHOM, HoXiMOiHOM ab0 OiKyKyITiHOM.

2Kopmnoi B3aemofii He OyJ10 BUSBIEHO MiXK MOCAINIPHAIOM Ta IPOTUBUPA3KOBUMU JTiKapChKUMU
3aco0aMu, TaKUMU SK IIUMETUIUH, GaMOTUINH Ta OMEIpPa3oll.

3 00epexKHICTI0 3aCTOCOBYBATH OJHOYACHO 3 HECTEPOIMHMMU IIPOTU3aNallbHUMU IIperapaTaMu
(HII3IT), 6nokatopamu ricraminoBux H,-penienTopis. [Ipy 0fHOYACHOMY 3aCTOCYBaHHi 3
E€PUTPOMIIITHOM MOzKe 30iNbIITyBaTUC KOHIIEHTPAIlisl B KPOBI Mocanpuay. ICHye pu3UK IOJ0BKEHHS
inTepBany QT mpu ogHOYacCHOMY 3aCTOCYBaHHi 3 JIiIKapCbKMMHU 3aC00aMH, 110 TIOOBXKYIOTh iHTEPBA

QT.

Oco06.1ueocmi 3acmocye8aHHs1.
Mocupn MT MicTUTh actiapTaM, TOMY MOTO He CJIifi 3aCTOCOBYBaTH IPH (eHITKeTOHYPIii.

Lleu npemnapaT He CJIifi 3aCTOCOBYBaTU IPOTATOM TPUBAJIOTO NEPioAy, Yepe3 MOXKJIUBICTh II0IBU
(GynpMIiHAHTHOTO renaTUuTy, CEPUO3HUX MOPYILIeHb (QYHKIIM IIeYiHKY Ta KOBTSHUI. [1ig gac
3aCTOCyBaHHS IIpeTrapary CIIifl peTeabHO CIIOCTepiraTy 3a maljieHTaMu. fKIIo crocTepiraThes 6yab-
SIKi TIOPYIIIEHHS, B TOMY YMCJIi He3[yKaHHS, aHOPEKCisi, TeMHa ceda, 3a0apBlieHHS KOH I0HKTHBH OKa,
B JKOBTUU KOJIip, IPUMOM IIpenaparTy CJIif IPUIVHUTY Ta 3BePHYTUCS [0 JIiKap4.

3 06epekHICTIO 3aCTOCOBYBaTH MalliEHTaM i3 3aXBOPIOBAHHSIM CEPIISl B aHaMHe3i, BKII0Yaluu
CeplLeBy HeIOCTaTHICTh, IOPYLIEHHS IPOBIAHOCTI, MUIYHOUYKOBI apuTMil (BK/II04atuu torsades de
pointes), imeMito MioKappaa (IOTEHIIMHNY PU3UK IIOSBU apUTMil); IPX OMHOYAaCHOMY IIPAUOMI
Ipernaparis, SKi mogoBxyooTh iHTepBasn QT (mpokaiHamif, xiHiguH, dbnekaiHig, coTanos, TPUIUMKITIYHI
aHTHUJeNPeCcaHTH, SKi MOTEHLINHO MOXKYTh MigBUIIYBaTH PU3UK IIOSBYA apUTMil, BKJI04aiouu torsades
de pointes); y Talli€HTIB i3 IOPyIIeHHSAM PiBHS €J€KTPOJIiTiB, 0COONMMUBO rinokamiemil abo
OJHOYACHOMY NIPUMOMI IIpenaparis, sIKi MOXKYTh IIBUAKO COIPUYUHSATY TinoKamieMito (pypocemin, aki
MOTEHIINHO IiABUINYIOTh PU3UK IIOSBU apUTMil); y TALli€EHTIB i3 MeYiHKOBOIO Ta HUPKOBOIO
HeIOCTaTHICTIO (HaHi (hapMaKOKiHETHUKY BifICYTHI, ajie MOTEeHI[IMHO MOXKe 3HUKYBaTUCS KIIiPEHC
MOCaINpuay).

Y nari€eHTiB NTHLOTO BiKy, B IKMX YaCTO Bil3HAYAETHCA 3HMXKEHA (PYHKIIiS HUPOK Ta IEYiHKH,
PEKOMEH0BaHO OLIIHUTH CTaH IallieHTiB. Y BUMIAAKY IMOSBY MOOIYHUX pPeakllii - BAKUTH BiIOBifHI
3ax004, 3MEHIIUTH [03y Ipenapary.

[Tpu BigCyTHOCTI IOKpallleHHS MPOTATOM 2 THUXKHIiB 3aCTOCYBaHHS J1iIKapChKOT0 3aco0y Iofabiiie
3aCTOCYBaHHS HE PEeKOMEHJOBaHe.



3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py00io.

IaHi 11100 3aCTOCYBaHHS MOCAIMPUIY BariTHUMU 0OMexKeHi, TOMY JTiKapChbKUi 3acib MOXKHa
IIpU3HavyaTHy y [Iepiof BariTHOCTI Ti/IbKY Y BUIIagKaX, KOJIM O4YiKyBaHa KOPUCTH [AJI MaTepi
[IepPeBUILYE MOTEHIINHAN PU3UK AJIS IJIOHA.

Mocanpup IpoHUKa€E y TpygHE MOJIOKO, TOMY CJIiff yHUKaTH 3aCTOCYBaHHA IIpernapary XiHKaM, sKi
TOOyI0Th IPYALIO0.

30amHicmb 8nausamu Ha weudKicmb peakuii npu KkepysaHHi asmompaHcnopmom abo
[HWUMU MexaHi3Mamu.

Mocupg MT y TepaneBTUYHUX A03aX He BIIJIUBA€ Ha MIBUAKICTh MOTOPHUX peakiiil. Y pasi
BUHUKHEHHS 0OIYHUX e(EKTIB CIIil yTpUMaTHUCS Bifi KEPYBaHHS TPAHCIOPTHUMHM 3aco0amMu abo
POOOTH 3i CKITaMHUMH MeXaHi3MaMH.

Cnoci6 3acmocyeaHHss ma do3u.

3BuyaiiHa mo3a Mocugy MT cTtaHoBUTH 5 MT 3 pa3u Ha m00y [0 a0o micys imu.

TabmeTka Mocupg MT mBUAKO PO3YMHSIETHCS ¥ POTi, V pa3i HeoOXimHOCTI 11 MOKHA 3alIUTH BOLOIO.
MaxkcumanbHa moboBa go3a - 40 mr.

Kypc nikyBaHHS BU3HA4a€ JIiKap iHAUBIAyalIbHO.

Himu.

EdekTuBHiCTh Ta 6e31eKa 3aCTOCYBaHHS MOCAIIPUAY OiTSM He BCTAHOBIIeHi, TOMY IIpemapaTt He CIIif
3aCTOCOBYBATH Liiil KaTeropil maIfi€eHTiB.

Ilepedo3yeanHsi.

HewMmae indopwmalriil mopmo nepeno3yBaHHs MOCAIIPUAY, IPOTe MOXKJIMBE ITOCUJIEHHS MPOSBiB O0IiYHUX
peaxiriii. CrieninpivHUX aHTUIOTIB HE iCHY€. PEKOMEHIYETHCST TPOMUBAHHS IIJTYHKA, 3aCTOCYBaHHS
aKTMBOBAHOTO BYTiJIJIsI, CAMIITOMaTAYHE JTiKyBaHHS.

ITob6iyHi peakuii.

CymapHa yacToTa mob6iyHuX edeKTiB IIpH ITepopasbHOMY 3aCTOCYBaHHI IIpenapaTy CTaHOBUTL He
Oinbire 7 %. MoxmuBi Taki mo6iuHi peakirii:

3 60Ky mpasHo20 mpakmy: miapesi, 3a10p, HyOoTa, CyXiCTh y PoTi, abmoMiHanbHUM Oinb,
OmoBaHHSA, QyIbMiHAHTHUM TeaTUT, CEPHO3HI MOPYLIeHHS QYHKIIII TeYiHKY Ta KOBTSIHUIISA.



3 60Ky Hepeosoi cucmemu: 3aranbHa CIabKiCTh, TOMOBHUM 0ifth, 6€3COHHS, 3allaMOPOYEHHS],
IIOPYIIEHHS CBiIOMOCTI;

3 60Ky cepueo-cyOuHHOI cucmemu: BiT4yTTs CepLeOUTTs, TaXiKapmis;
3 60Ky wKipu: anepriyHi peakiiii, BKIIOYal04y UIKipHi BUCUTIAHHS, KPOTIUB' THKQ;

nabopamopHi 3MiHU: eo3uHODinis, 30iNbIIIeHHS PiBHS TPUTIIIEPUiB, acliapTaTaMiHoTpaHcdepasy,
ana"iHaMiHOTpacdepasy, raMMa-riIyTaMinTpaHcdepasy.

Ockinbku Mocupg MT nmo36aBneHu BIaCTUBOCTEN aHTAroOHiCTa pelenTopa gomnaminy D,, BiH He
BIIJIBA€E Ha LIEHTPAJIbHY HEPBOBY CUCTEMY Ta He CIIPUYUHSAE eKCTPallipaMifHUX NOPYLIEHb.

Tepmin npudamHocmi. 3 POKH.

YMmoBH 30epirannsi.

30epiratu npu TeMiepaTypi He Buille 25 °C B opuTiHaNbHil yIaKOBII.

30epiraté B HEOOCTYIHOMY IJISI OiTEW MicCIIi.

YnakoBka.

[To 10 TabneTox y cTpuMmi, 10 3 CTPUIU Y KaPTOHHIH yIaKOBIIi.

Kareropis Bigmycky. 3a peLenTom.

BupoOHHUK.

TOPPEHT ®APMACBIOTIKAJIC JITI.

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOr'0 aJpeca MicCIsi IPOBaJKeHHsI Tis/IbHOCTI.

Iagpap IlnanTt, Binn. Iegpan, Tanyka Kagi, [Iict. Mexcana I'yoxapat 382721, [ugis.



