IHCTPYKIIA
AJIS1 MEUYHOI'0 32CTOCYBAHHS JIKAPCHKOIo 3ac00y

MOCHJ MT

Cknao:

oiroua peuosuna. mosapride;

1 TabneTka MICTHTH MOCAIIPHUy IIUTPATY JUTIApaTy €KBIBaJCHTHO MOCAMPHUIY ITUTPATy 5 MT;
oonomioicHi pewosunu: MaHit (E 421), kpeMHi0 MIOKCHI KOJOIMHUN OE3BOJHUI, MOPOIIOK
OpamwKeBUH CHElialbHUAN, MOPOIIOK M’STH mepueBoi, acnapram (E 951), tanbk, KpocHoBifoH,
MarHiro creapar, 3aiiza okcu xxoBtuil (E 172), 3amiza okcun uepsonwuii (E 172).

Jlikapcbka ¢opma. Tabnerku.
OcHosHi Qizuxo-ximiuni racmugocmi. Kpyril, TIIOCKI TAOJIETKHA POKEBO-KOPUIHEBOTO KOJIBOPY
3 PpYKTOBHUM 3am1axoM, JI03BOJIIE€THCS HASIBHICTh BKJIFOUYEHD CBITJIIIIONO Ta TEMHILIOTO KOJIBOPY.

dapmakoTepaneBTHYHA IPyma.
Crumynsaropu nepuctaibThKu (mpomynbcanT). Kox ATX AO3F A.

Dapmakonoiuni enacmueocmi.

Dapmarxoounamixa.

Mocanpuy € IpOKIHETHYHHM areHTOM BEPXHBOTO BIUTY MITYHKOBO-KHIIKOBOTO TPaKTy, IO
BHOIPKOBO i€ sik aroHicT 5-HT4 penenropis.

@®apMaKkoJIOriuHI BJIACTHBOCTI MOCANpPUIY MOKHA Yy3arajlbHUTH Y MHOro TPbhOX BaXKJIMBUX
XapakTepucThKax: 1) mMocanpuj € ceneKTuBHUM aroHictoM 5-HT4 penenrtopiB; 2) ctumysmioe
PYXOMICTh BEPXHBOTO BIIJUTY TPABHOTO TPaKTy; 3) HE IMPOSBISAE BJIACTUBOCTEH aHTaroHICTa
penieniropa nonaminy Do.

Binomo, mo npemapar crumynioe S-HT4-penentopu HEHPOHHHUX CIUIETIHB Y TPABHOMY TPAKTI, a
e 30UTbIy€e BUIUICHHS alETHIXOJIHY, IO MPU3BOIUTH 10 MOCHJICHHS IUTYHKOBO-KHIIIKOBOT
MEPUCTATHTUKNA Ta BUMIOPOKHEHHS NUTyHKA. Kpim Toro, ocHoBHU# MeTabomit (M1) Mae Benuky
cropigHeHicTh 13 perentopamu 5-HT3 1 miaTBepauB CBOI BIACTHBOCTI MOTYKHOTO aHTaroHICTa
5-HT3.

Bnacninok cBoei mii sik aronict mo 5-HT4 Ta anrtaronict mo 5-HT3, mocanpupn 30iuibm1y€
BUIIOPOKHEHHSI IUTYHKA, IT1IBUIIYE NEPUCTATIBTUKY HUTYHKA Ta IBAHAISTUIIANO! KUIIKH, alle He
MIJIBUIIYE TMEPUCTATBTUKY HIDKHIX BIIJIUTIB TpaBHOTO TpakTy. Pazom 3 1uMm, Horo MoxkHa
3aCTOCOBYBATH SIK POTUOJIFOBOTHUH 3aci0.

[Ipuitom Mocampuay 3 pasu Ha q00y IO 5 MI yCyBaB Iedil0 Ta OJIFOBaHHS, TOB’s3aHi 13
XpPOHIYHUM TaCTPUTOM, IIiJ| 4Yac MPOBEJAEHHS TOJBIHHO CIIIOr0 MOPIBHAIBHOTO KIIHIYHOTO
JOCTIKEHHS 13 3aiydeHHsIM 435 maIieHTiB.

Mocanpuz y no3zax 40 mr Ha 100y MpOAEMOHCTPYBaB €PEKTHUBHICTh y 3MEHIICHHI pedIrokcy
IIUTYHKOBOTO BMICTY Y CTPaBOXiJI MaIlI€HTIB, SIK1 CTPaKJaJId Ha racTpoe3odareanbHy pedarokcHy
XBOpOOY.

DapmakoKiHemuka.

Bcmoxmysanns. Tlicns mepopaidbHOTO MPHIOMY MOCANpPU[ IIBUIKO BCMOKTYETHCS Ta JOCATAE
MaKcUManbHOI KOHIeHTpalii yepe3 0,8 ronunu. MakcumanbHa KOHIIGHTpAIlS MICHs MpUHoOMY
5 Mr wocampuay HaTmie Yy 3A0poBHX 100poBombIliB craHoBmwia 30,7 ur/miu. Ilepion
HaniBBUBEAEHHS (t/2), BU3HAUECHHUH Y 3JOPOBUX TOOPOBOJIBIIIB, CTAHOBUTH 2 TOJIUHH.

Po3nooin. Mocanpua Mae ayxe BeTUKY 37aTHICTh 3B’s3yBaTucs 3 OUTKaMu mja3Mu Kposi. 99 %
npemnapaTy 3B’ A3yl0Tbcs 3 OUTKaMU T1a3MU KPOBI MICHsI MEPOPATHHOTO MPHIOMY.

Memabonism. Mocanpun MeTaboI3yeThCsi B OCHOBHOMY Yy TIEUiHIN, J€ BHAAISIETHCA
4-propoOeH3usoBa rpymna, miciasi Yoro HacTae€ OKUCIEHHS MOPQOIIHOBOTO KUIbISA Y MO3HUIIIL 5, a
riIpoKcHIizamiss OEH30JI0BOTO KimbIll — y mo3uiii 3. OCHOBHUU 3alydyeHUN MeTaboIiuHuN
¢depment — wne mutoxpom P450 3A4. OcHoBHuHII MeTaOoOJIT Mocampuay — CHOJyKa
nec-4-¢propobensui € antaronicrom 5-HT3 peuentopis.



Buoinenns. 0,1 % Mocanpuay BUAUIAETHCS y BUTISII HE3MIHEHOTO Tpenaparty, a 7 % y BUrsai
OCHOBHOTO METa0OJITy BHAUIIETBCS pPa3oM i3 cedero MHpoTsaroMm 48 roauH y 37I0pOBHUX
T00pOBOIIBINB. UacTKOBO BUIUISETHCS 13 (hEeKaTisIMU.

Kuiniuni xapakrepucTuku.

Ilokazannusa.

JlikyBaHHs racTpoe3odareanbHoi pedIrOKCHOI XBOPOOHW, a TaKOXX YCYHCHHS JHUCIICIITUYHHX
CHMIITOMIB HUTyHKOBO-KHUIIKOBOTO TPAaKTy (IedYis, HyIOTa), MOB’S3aHUX 13 3aXBOPIOBAHHSIMU
racTpoAyoJCHaIbHOI 30HU.

Ilpomunokazauns.

[TigBumieHa 4yTIHMBICTH IO 0401 PEYOBHHH a00 1O OyAb-SKOi 3 JOMOMDKHHX PEYOBHH, IO
BXOJSTh JIO CKJIAMy JIIKApChKOTO 3aco0y. Bumaaku, KOMM CTUMYISISE MOTOPHOI AISUTBHOCTI
IIUTYHKOBO-KHUIIIKOBOTO TPAKTy MOKe OyTH HeOe3MeuHOI0, HAITPHUKIIA]] ITPHU ITUTYHKOBO -KUIIIKOBIH
KpOBOTEY1, MEXaHIYHIH HEMPOXiTHOCTI a00 mepdopairii.

B3aecmooia 3 inwumu aikapcokumu 3acooamu ma inuii 6UOU 63aEMO0iil.

lacTpokineTnunuii edekT mpenapary AOCITaeThCs MUIIXOM aKTHBAIlli XOJIHEPT1YHUX HEPBIB.
ToMy mpu oHOYaCHOMY 3aCTOCYBaHHI 13 aHTUXOJIIHEPTIYHUMHU areHTamH (aTpomiHy cynbdar,
OyTuIIcKOomoaMiny Opomin) epexT nmpenapary 3MEHIITY€EThCS.

OcCKUTbKM OJJHOYACHE MPHUWMAaHHS AHTUXOJIHEPTIUHUX areHTIB MOKE 3MEHIIUTH €(eKT aHOTro
mpenapary, TO TpH HOTO 3aCTOCYBAaHHI CHIJ BXXUTH 3aXOAW OE€3MEKH, Takl SK MpUUMaHHS
IpernapariB 3 IHTepBajJaMHu.

Edexr mocuieHHS BHIIOPOKHEHHSI MUIyHKA, IO 3a0€3MeYyeThesl 3aBISIKM  MOCANpHUY,
MPUTHIYYETHCS aTPOITIHOM, ajieé HE HAJOKCOHOM, METHUCEPTIIOM, TIPOIIPAHOJIOM, PUTAHCEPHUHOM,
MipUIaMiHOM, 1HJIOMETAalMHOM, (DEHOKCHOCH3aMIHOM, HOXIMOTHOM a00 OIKYKYITIHOM.

Komnoi B3aeMomii He Oyn0 BHUSBIEHO MDK MOCANPUIIOM Ta MPOTUBHPA3KOBUMH JIKAPCHKUMH
3aco0amu, TAKUMH SIK IUMETUANH, (PaMOTHANH Ta OMEIpa3od.

3 00epeXHICTIO 3aCTOCOBYBAaTH OJHOYACHO 3 HECTEPOINHMMHU MPOTH3ANAIBHUMHU NpenaparaMu
(HII3IT), omoxaropamu TricraminoBux Ho-penenitopiB. Ilpum omHOYacHOMY 3acTOCyBaHHI 3
EPUTPOMIIIMHOM MOJKE 30UIBIIYBATHCS KOHIIGHTpAIil B KpOBI Mocampuay. ICHye pu3HK
nojoBxkeHHs iHTepBany QT mpu oJHOYACHOMY 3aCTOCYBaHHI 3 JIIKAPCBKUMHU 3aco0amu, IO
MOJIOBXKYIOTh iHTEepBas QT.

Ocoobnueocmi 3acmocy8anus.

Mocua MT micTuth acmaptam, TOMYy HOTO HE CJIiJI 3aCTOCOBYBATH MPH (HEHUIKETOHYPII.

Ile#t mpenapar He cii 3aCTOCOBYBATH IPOTATOM TPUBAJIOIO MEPIOAY, Y€pPe3 MOXKIIMUBICT MOSBU
(GyapMIHAHTHOTO TEMAaTUTY, CEPHO3HUX MOpyLIeHb (PYHKIINA MedyiHku Ta xoBTsHui. [lig gac
3aCTOCYBAHHS Ipenapary CIiJi peTesIbHO CIOCTepiraTy 3a HalieHTaMu. SIKII0 CHOCTEepIratoThes
Oyab-sKl TOpPYILIEHHS, B TOMY YHCII HE3Ay)KaHHS, aHOpEKCid, TeMHa ceda, 3abapBiIEHHS
KOH IOHKTHBM OKa, B JKOBTHUH KOJIip, IPUHOM Ipenapary CiiJl IPUIIMHUTH Ta 3BEPHYTHUCS 10
JIKapsi.

3 00epeXHICTIO 3aCTOCOBYBATH MAl[lEHTaM 13 3aXBOPIOBAHHSM CepIlsl B aHaMHE3l, BKIIOYAIOUYU
CepLeBy HEJOCTATHICTh, MOPYIICHHS MPOBIIHOCTI, MITYHOUYKOBI apuTMil (BKiItovaroun torsades
de pointes), imemiro Miokapaa (MOTEHIIHHIIA PU3UK [TOSBU apUTMIl); IPH OJHOYACHOMY MpUiioMi
mpemnapariB, ski MoAoBXytoTh iHTepBal QT (mpoxaiHamiz, XiHiAMH, QuiekaiHia, coTaod,
TPULIMKIIIUHI aHTHJIENIPECAHTH, K1 MOTEHLINHO MOXXYTh MIABHIIYBATH PHU3UK IOSIBH apUTMIi,
BKJIIOYaroun torsades de pointes); y maimieHTIB i3 MOPYIICHHSIM PIiBHS EIEKTPOJITIB, 0COOINBO
rinmokaniemii abo OJHOYACHOMY MpHiIOMI mpenapariB, sSKi MOXYTb IIBHAKO CHPUYMHSATH
rinokaniemiro (pypocemisn, siKi MOTEHLIHHO MIIBULIYIOTh PU3MK MOSIBH apUTMii); y Talli€HTIB i3
MEYIHKOBOIO Ta HUPKOBOIO HEJOCTATHICTIO (aH1 (hapMaKOKIHETHKH BiAICYTHI, ajle MOTEHLIIHO
MOJK€ 3HIDKYBATHUCS KITIPEHC MOCAIIPUILY).



VY maui€eHTiB JITHBOTO BIKY, B SIKMX YacTO BI3HAYAETHCS 3HMKEHA (PYHKIIISI HUPOK Ta MEYIHKH,
PEKOMEH/IOBAaHO OLIHUTH CTaH MAIi€HTIB. Y BHUMAAKy MNOSBH MOOIYHUX pEaKUid — BKUTH
BIJIOBIIHI 3aX0/11, 3MEHIIIUTH JI03y TIperapary.

[Ipu BiACYTHOCTI TOKpAIICHHS NPOTATOM 2 TIKHIB 3aCTOCYBaHHs JIKapChKOTO 3aco0y
MI0/IANIBIIIE 3aCTOCYBAHHS HE PEKOMEH/IOBAHE.

3acmocyeanns y nepioo eazimmocmi abo 200y8anHs 2pyooro.

JlaHi MO0 3aCTOCYBAaHHS MOCANPHy BariTHUMH OOMEXKEHI, TOMY JIIKQpChKHH 3acid MOXHa
MpU3HAYATH Yy TEpioj] BariTHOCTI TUIBKM Yy BHIAAKaX, KOJHM OYIKyBaHAa KOPHUCTH JJIsI MaTepi
MIEPEBHUIILY€E MOTCHIIMHAN PU3HK IS TUIOAA.

Mocanpu/ MpoOHUKAE y TPyIHE MOJIOKO, TOMY CIIiJ] YHUKATH 3aCTOCYBaHHS Iperapary >KiHKam,
SIK1 TOAYIOTh TPYIUTIO.

30amuicmv enausamu Ha WEUOKICMb peakyii npu KepysaHHi asmompaHcnopmom abo iHumumu
MexanizmMamu.

Mocung MT y TepaneBTHYHHX J03aX HE BIUIMBAE Ha MIBHAKICTH MOTOPHUX peakiid. Y pasi
BUHUKHEHHS IOOIYHUX e(eKTIB CIIiJ] yTPUMATHUCS BiJl KEpyBaHHsS TPAHCIIOPTHUMU 3acobamu abo
po0OOTH 31 CKJIAIHUMH MEXaHI3MaMHU.

Cnoci6 3acmocysanns ma 0o3u.

3Buuaiina no3a Mocuny MT cranoBuTh 5 Mr 3 pasu Ha 100y 10 abo Mmicis inu.

Tabnerka Mocuag MT mBHAKO pO3UMHSAETHCS y POTI, Y pa3i HEOOXIIHOCTI 1i MOXKHA 3alUTH
BOJIOIO.

MaxkcumansHa 1o6oBa go3a — 40 mr.

Kypc nikyBaHHs BU3Ha4ae JIiKap iHIWBITyaIbHO.

Himu.
EdexTuBHicTh Ta Oe3meka 3aCTOCYBaHHS MOCAIPHY AITSAM HE BCTAHOBJICHI, TOMY Mpemnapar He
CJIIJT 3aCTOCOBYBATH 111l KaTeropii marfieHTiB.

Ilepeoo3ysanns.

Hemae iHdopMmanii mono mnepeno3yBaHHsS MOCAmpuy, MPOTE€ MOXKIKMBE IMOCUICHHS IMPOSIBIB
no6iuHux peakniin. CrnenudiuHUX aHTUIOTIB HE iCHYe. PEKOMEHIYy€eThCS MPOMUBAHHS IILTYHKA,
3aCTOCYBaHHS aKTHBOBAHOTO BYTULIsl, CAMOTOMATUYHE JIIKYBaHHS.

Ilo6iuni peakuii.

Cymapha yacTtoTa No0IYHUX eEeKTiB IpU MepopaibHOMY 3aCTOCYBAaHHI IIpenapaTy CTaHOBUThH HE
oinpme 7 %. MoxJuBi Taki moOIYHI peaKilii:

3 60Ky mpasHoeo mpaxmy: Aiapes, 3amop, HyIoTa, CyXiCTh Yy poTi, abJoMiHaIbHUN OLlb,
OmroBaHHs, (PyTbMIHAHTHUHN T€MATUT, CEPHO3HI MOPYIICHHS (PYHKIIIT MEYIHKU Ta KOBTSHUIIS.

3 OOKy Hep60soi cucmemu: 3arajbHa ClIaOKICTh, TOJOBHHHA OiLTh, OC3COHHS, 3alaMOpPOYCHHS,
MOPYILIEHHS CBITOMOCTI;

3 OOKY cepyego-cyOuHHoi cucmemu: BITIYTTS CEpLUEOUTTS, TaXiKapIis;

3 OOKy wiKipu: alepriyHi peakilii, BKI0Yaouy MIKIpHI BUCUIIAHHS, KPOIIUB’ SIHKA;

nabopamopHi 3MIHU: €03MHO 1A, 301IBIIEHHS piBHS TPUIJIILEPUIB,
acrapraraMiHoTpaHcgepasy, alaHiHaMiHOTpacdepasu, raMmMa-riryraMiiTpaHchepasi.

Ockinbkn Mocun MT noz6aBieHuil Bi1acTUBOCTEH aHTaroHicta peuenTtopa gonaMminy D2, BiH He
BILJIMBA€ Ha LIEHTPAJIbHY HEPBOBY CHCTEMY Ta HE CIIPUUMHSE eKCTpanipaMiIHUX MOPYIIEHb.

Tepmin npuoamnocmi. 3 poxu.
YmoBu 30epiranns.

30epiratu npu Temneparypi He Buie 25 °C B OpUriHajibHili yIaKoBIIi.
30epiratu B HEJAOCTYITHOMY /ISl NITEH MiCIIi.



YnakoBka.
ITo 10 Tabnerox y crpurii, M0 3 CTPUIHN Y KAPTOHHIN YITaKOBIII.

Kareropis Binnmycky. 3a penenrom.

BupooHuxk.
TOPPEHT ®APMACBIOTIKAJIC JITA.

Micue3HaxoakeHHsI BHPOOHUKA Ta H0ro aapeca Micusi NPpoOBaJKeHHsI AiAJIbHOCTI.
Iappan [Mnant, B Iaapan, Tanyka Kani, [lict. Mexcana ['ymxapar 382721, [amis.



