IHCTPYKIIA
AJIS1 MEUYHOI'0 32CTOCYBAHHS JIKAPCHKOIo0 3ac00y

MOCHJMT

Cknao:

oiroua peuosuna. mosapride;

1 TabneTka MICTHTH MOCAIIPHUy IIUTPATY JUTIAPaTy €KBIBaJCHTHO MOCAMPHUIY ITUTPATy 5 MT;
oonomioici pevosunu: MadiT (E 421), xpeMHIIO TIOKCHI KOJIOITHUN OE3BOIHUIMA, TOPOIIOK OPAHKCBHIMA
CHeIiaIbHUH, TIOPOMIOK M’ sITH mepieBoi, acnapram (E 951), Tanbk, KpOCIOBIJIOH, MarHiroo creapar,
3aniza okeup xostuid (E 172), 3amiza okcun yepBonuii (E 172).

Jlikapcbka ¢opma. TaGnerku.
OcHosHi  @izuko-ximiuni eracmusocmi. KPyrii, TIIOCKI TaOJETKA POXKEBO-KOPUYHEBOTO KOJIBOPY 3
(PYKTOBUM 3araxoM, JO3BOJISETHCS HASIBHICTh BKJIFOUEHB CBITJIIILIOTO Ta TEMHIIIOTO KOJIbOPY.

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

Dapmakonoiuni enacmueocmi.

Dapmarxoounamixa.

Mocanpuj € IpOKIHETUYHUM areHTOM BEPXHbOT'O BIIJIUTY IITYHKOBO-KUIIKOBOTO TPAKTY, 110 BUOIPKOBO
nie sik aroHict 5-HT4 peunenrtopis.

@®apMaKkoJIOriuHI BJIACTUBOCTI MOCANpUIy MOKHA Y3arajJlbHUTH Yy HOr0 TPbhOX BaXKIMBHX
XapaKTEePHUCTHKAX: 1) Mocanpu/ € CeNeKTUBHUM aroHicToMm 5-HT4 perentopis; 2) CTUMYITIOE pyXOMICTh
BEPXHBOTO BTy TPABHOTO TPaKTy; 3) HE MPOSBIISIE BIACTUBOCTEH aHTArOHICTa pelenTopa J0maMiHy
D..

Binomo, mo nmpemnapat crumynioe S-HT4-penentopu HEHPOHHUX CIUICTIHb y TPAaBHOMY TPakTi, a II€
30UTBIIIyE BHAUICHHS alETUIXOJIHY, M0 TNPU3BOAUTH JIO TOCHJIEHHS IUTYHKOBO-KHIITKOBO1
MEePUCTATHTUKA Ta BUNOPOKHEHHS muIyHkKa. Kpim Toro, ocHoBHmi Merabomit (M1) mae Bemuky
CropigHeHicTh 13 penentopamu 5-HT3 1 migTBepAMB CBOi BIACTUBOCTI MOTYKHOTO aHTaronicra 5-HT3.
Bnacininok cBoei nii sik aronicT 1o 5-HT4 ta anTtaronict no 5-HT3, Mmocanpu i 3011bI1ye BUTIOPOKHEHHS
IUTYHKA, MIBUILY€E NEPUCTANBTUKY HUIYHKA Ta [BaHAAUSATUIANOI KUIIKHU, aje He IiIBUILYE
MEePUCTATIBTUKY HUKHIX BLAIUIIB TPAaBHOTO TpakTy. PazoM 3 muM, HOro Mo>KHa 3aCTOCOBYBATH SIK
MPOTHOTIOBOTHHI 3acCi0.

[Ipuitom mocarnpuay 3 pa3u Ha A00y 1o 5 MI yCyBaB Iedit0 Ta OJIOBaHHS, IMOB’S3aH1 13 XPOHIYHUM
TraCTPUTOM, IIiJl Yac MPOBEIEHHS IOJBIHHO CIINOr0 MOPIBHSUIBHOTO KIIHIYHOTO JOCTIDKEHHS 13
3anmyyeHHsIM 435 mallieHTiB.

Mocanpug y mozax 40 Mr Ha a00y HpOJEeMOHCTpPYBaB €(GEKTUBHICTH Yy 3MEHIICHHI peduirokcy
IIUTYHKOBOTO BMICTY y CTpPaBOXiJ MAIIEHTIB, SIKI CTpa)<Aajlu Ha ractpoesodareanbHy pedIroKcHy
XBOpOOY.

DapmakoKiHemuka.

Bcmokmysannsa. Ilicns mepopanbHOrO MpPUAOMY MOCANpU] MIBUAKO BCMOKTYETHCS Ta JIOCSTaEe
MaKCUMabHOI KOHIIeHTpawii yepe3 0,8 ronnHu. MakcuManbHa KOHIIGHTpAIlSl Michs mpuiioMmy 5 mr
MOCAIpHly HaTIe Yy 3/I0pOBHX J0OpoBoJbIiB craHoBwia 30,7 Hr/mi. [lepiox HamiBBHBeNeHHA (t72),
BU3HAYEHUH Y 30POBUX JOOPOBOJIBIIB, CTAHOBUTH 2 TOJAUHU.

Po3znooin. Mocanpun Mae Jyxe BEJIUKY 3/JaTHICTb 3B’sI3yBaTucs 3 OUIKaMu Iula3Mu KpoBi. 99 %
npemnapaTy 3B’ A3yl0Tbcs 3 OUTKaMU TIa3MU KPOBI MICHsI TEPOPATHHOTO MPHITOMY.

Memabonizm. Mocanpu MeTaboi3yeTbcsi B OCHOBHOMY Yy MEUiHIl, /i€ BHJAJIAETHCA 4-
¢dTopobeH3mIoBa Tpymna, Micas YOro HACcTa€ OKUCIEHHS MOP(OJIHOBOTO Kilblld y MO3WIii 5, a
TiApOKCHITI3aIlisE OEH30JI0BOTO KUTbIl — y mo3uiii 3. OCHOBHMIA 3aTy4eHUl MeTaboIIYHIA (hepMEHT — 11e



nutoxpoM P450 3A4. OcHoBHUMIT MeTabONIT MOcanpuay — CIOIyKa nec-4-dTopoOeH3un €
anTaronicrom 5-HT3 penenTopis.

Buoinenns. 0,1 % wmocanpuay BUAUISETHCS y BHUIJISAI HE3MIHEHOTO mpemapary, a 7 % y BUIIIAIL
OCHOBHOTO METa0OJITy BUIUIAETHCS Pa3oM i3 cedero mpoTaroM 48 roauH y 370pOBUX JOOPOBOJIBINB.
YacTKOBO BUAUISAETHCS 13 (PEKATISIMH.

Kainiuni xapakrepucTuku.

Ilokazanns.

JlikyBaHHS TacTpoe3odareabHOT peIFOKCHOT XBOPOOH, a TAKOK YCYHEHHS AUCIICITUIHIX CUMIITOMIB
[UTYHKOBO-KHUIITKOBOTO TPaKTy (Tedis, Hy/10Ta), OB’ A3aHUX i3 3aXBOPIOBAHHSIMH TacTPOAYOICHAIHHOT
30HHU.

Ilpomunokazanns.

[TigBuIIeHa YyTAUBICTH J0 J1F0Y0T peYOBUHHU 200 A0 Oy/Ib-AKO1 3 TOMOMDBKHHUX PEUOBUH, 10 BXOIAThH J0
CKJIa/ly JIIKapchKoro 3aco0y. Bumaaku, Kooy CTUMYIISIiS MOTOPHOT JISIbHOCTI HITYHKOBO -KHILIKOBOTO
TpakTy Moxe OyTu HeOe3NeuHOlO, HaNpuKIaJ IMpH MIITYHKOBO-KHUIIKOBIM KpOBOTEYl, MEXaHIYHIi
HEeTPOXiTHOCTI ab0 mepdopariii.

B3aemooia 3 inwumu aikapcoKumu 3acooamu ma iHuii 6UOU 63acMo0ill.

lNactpokineTnyHUI eeKT nmpenapaTy A0CATAETHCA MIJITXOM aKTHUBAIIT XOJiHEpriYHUX HepBiB. ToMy mpu
0JIHOYAaCHOMY 3aCTOCYBaHHI 13 aHTHUXOJIIHEPTIUHUMU areHTaMu (aTporiHy cyibdar, OyTUICKONOJaMIHY
OpoMin) eeKT mpenapaTy 3MEHITY€EThCS.

OCKUTbKM OJIHOYACHE NPHUMMAHHS AHTUXOJIHEPTIYHUX areHTiB MOXK€ 3MEHIIUTH e(eKT IJaHOro
mpenapary, TO IpH HOro 3aCTOCYBaHHI CJIIJT BXKUTH 3aX0/1 O€3MeKH, Taki sIK IpUMaHHs MperapaTiB 3
IHTEpBaTaAMH.

Edexr mocuneHHs BUNMOPOKHEHHSI LIUTYHKA, 110 3a0e3MeuyeThesl 3aBASKU MOCANpPUAY, TPUTHIUYEThCS
aTpOITIHOM, aje€ HE HAaJOKCOHOM, METHUCEPTiioM, MPOINPAHOJIOM, PUTAHCEPUHOM, IIPUIAMIHOM,
1HAOMETaIIMHOM, (PeHOKCHOCH3aMIHOM, HOXIMOIHOM a00 OIKYKYJIIHOM.

Komnoi B3aemoii He OyJ10 BUSBIEHO MK MOCAIIPHIOM Ta MPOTUBUPA3KOBUMH JIKAPCHKUMH 3aCO00aMH,
TaKUMH SIK IUMETUIUH, (aMOTHANH Ta OMEIpa3oJl.

3 00epeKHICTIO 3aCTOCOBYBATH OJHOYACHO 3 HECTEPOITHUMHU IpoTu3anaibHuMu npenapatamu (HIT3IT),
osokaropamu rictaminoBux Ho-penenitopis. I1pu ogHOYaCHOMY 3aCTOCYBaHHI 3 €PUTPOMIIITMHOM MOXKE
30UTBIITYBAaTUCSl KOHIICHTpAIliA B KpoBi Mocampuny. IcHye pusuk mnogosxkeHHs iHTepBanry QT mpu
0JIHOYACHOMY 3aCTOCYBaHHI 3 JIIKAPCHbKUMHU 3aC00aMH, IO MOJO0BXKYIOTh iHTepBas QT.

Ocobnueocmi 3acmocy8anus.

Mocun MT MictuTh aciaptam, TOMy HOTO HE CIiJl 3aCTOCOBYBATH MpHU (HEHIIKETOHYPII.

Lleit mpemapaT HE CiiJ 3aCTOCOBYBAaTH MPOTSATOM TPHBAJIOTO IEpioay, 4Yepe3 MOXKIHUBICTH MOSBU
(GyapMIHAHTHOTO TEMaTUTy, CEPHO3HUX MOpYyIIeHb (YHKIIM MediHku Ta >KoBTAHUIN. Ilim uac
3aCTOCYBaHHS IIperapaTy CIiJl peTeJIbHO CIIOCTEepiraTH 3a marieHTaMu. SIKIo CriocTepiraroThesi Oyab-
SIK1 TOPYIICHHSI, B TOMY YHCJIi HE3/ly’KaHHs, aHOPEKCisl, TEeMHa ceva, 3a0apBIICHHSI KOH IOHKTUBHU OKa, B
’KOBTHH KOJIp, TPUHOM TIpenapaTy Ciill MIPUIUHUTU Ta 3BEPHYTHCS JI0 JIKapsl.

3 00epeXHICTIO 3aCTOCOBYBATH MAalliEHTaM 13 3aXBOPIOBAHHSAM CEpLisl B aHaMHe31, BKIIOYAal0uu CepLEBY
HEJJOCTATHICTh, MOPYIICHHS MPOBITHOCTI, NUTYHOYKOBI apuTMii (Bkmrouaroun torsades de pointes),
imeMito Miokapja (MOTEHIIHHUI pU3UK MOSBU apuTMii); IPU OJHOYACHOMY MpHUHOMI Mpenaparis, Kl
Mo0BXKYI0Th iHTepBas QT (mpokaiHamia, XiHiIWH, GiIeKaiHil, cOTaNoN, TPUIUKIIYHI aHTUIETIPECaHTH,
SIKi MOTEHIIIHHO MOJXYTh MIiJIBUIYBATH PHU3MK IOSBU apuTMil, BKiIrovaroun torsades de pointes); y
NAII€HTIB 13 MOPYLIECHHSIM PIBHS €JIEKTPOJITIB, 0COOJMBO TimokalieMii abo OJHOYaCHOMY MpUHOMI
Ipernaparis, sIKi MOXKYTb IIBHJIKO CIIPUUMHATH TiHOKaieMito (pypoceMif, SKi MOTEHIIHHO MiABUIYIOTh
pU3MK TIOSIBU apUTMii); Yy TAIli€HTIB 13 TEYIHKOBOIO Ta HHUPKOBOI HEJIOCTaTHICTIO (maHi
(apMakOKIHETHKH BIJICYTHI, ajleé MOTEHIIHO MOKe 3HIKYBATUCS KIIPEHC MOCANpHUIY).



VY mamieHTiB JITHBOTO BiKy, B SKMX 4YaCTO BII3HAYAETHCSA 3HIKEHA (YHKIISI HUPOK Ta TEYIHKH,
PEKOMEH/IOBAHO OIIHUTH CTaH MAIIEHTIB. Y BUMAJKY MOSBH MOOIYHUX PEAKI[ii — BXKHUTH BIAMOBIIHI
3aX0/1, 3MEHIIIUTH JI03Y Mpernapary.

[Ipu BiACYTHOCTI MOKpAmICHHS MPOTSAroM 2 TWXKHIB 3aCTOCYBaHHA JIKapChKOTO 3aco0y IMoiajblie
3aCTOCYBaHHS HE PEKOMEH/IOBAHE.

3acmocyeanns y nepioo éazimmocmi abo 200y8anHs 2pyooro.

JlaHi 10,10 3aCTOCYBaHHS MOCAIIPHUTy BariTHUMU OOMEXEHi, TOMY JiKapChKUH 3aci0 MOKHA TpU3HAYATH
y IIepio/1 BariTHOCTI TUTPKY y BUMA/IKAX, KOJIHM OUYiKyBaHA KOPUCTH ISl MaTepi MEePEBHIIY€ MTOTCHIIIHHIHA
PU3UK IJIs TUIO1A.

Mocarnpu MpOHUKAE y TPYAHE MOJIOKO, TOMY CIIJ YHUKATH 3aCTOCYBAaHHS Iperapary KiHKam, sKi
TOJYIOTh TPYAIIO.

30amuicmy  eénaueamu Ha WEUOKICMb pearkyii npu KepyeawmHi aMOmMpaHCnopmom abo [HWUMU
MexanizmMamu.

Mocun MT y TepaneBTUYHHX /103aX HE BIUIMBAE HA HIBUKICTh MOTOPHHUX peakiiil. Y pa3i BUHUKHEHHS
MOoOIYHUX e(EeKTIB ciif yTpUMaTHCS BiJ KepyBaHHS TPAaHCHOPTHUMM 3acobamMu abo poOOTH 31
CKJIaJIHUMHU MEXaHI13MaMH.

Cnoci6 3acmocysanns ma 0o3u.

3Buuaiina no3a Mocuny MT cranoBuTth 5 Mr 3 pasu Ha 100y A0 a0o micis inu.

Tabnerka Mocuag MT mBHAKO PO3UMHSETHCS Y POTI, Y pa3l HEOOX1AHOCTI il MOKHA 3aIllUTH BOJIOIO.
MaxkcumansHa 1o6oBa go3a — 40 mr.

Kypc nikyBaHHS BU3Hauae JiKap 1HIUBIIyalbHO.

Himu.
EdexTuBHicTh Ta Ge3meka 3aCTOCYBaHHS MOCANpPHUAY MITSAM HE BCTAHOBJICHI, TOMY Ipemapar He CIia
3aCTOCOBYBATH I1ili KaTEropii MaIli€EHTIB.

Ilepeoo3ysanns.

Hemae indopmariii moa0 nepeao3yBaHHs MOCANpPULy, MPOTE MOXKJIIUBE MOCUJICHHS MPOSBIB MOOIYHUX
peakuiii. CrneuniyHUX aHTUIOTIB HE ICHYe. PeKOMeHIyeThCsl MPOMUBAHHA LITYHKA, 3aCTOCYBAHHS
aKTUBOBAHOTO BYT'ULISl, CAMIITOMAaTUYHE JIIKYBaHHS.

Io6iuni peakuii.

Cymapna yactota mo6iyHuX e()eKTiB MPpU MEPOPATHBHOMY 3aCTOCYBaHHI MMperapaTy CTaHOBUTH HE OUTbIIIe
7 %. MouBi Taki MOOIYHI peaKitii:

3 OOKy mpasHo20 mpakmy: Aiapesi, 3amop, HyJ0Ta, CyXiCTb y POTi, abJlOMiHAIbHUN OLlb, OIIOBAHHA,
(GbynpMiHAaHTHUH renaTuT, Cepilo3Hi mopymeHHs QyHKI[IT TeUiHKH Ta XKOBTSIHHIIS.

3 OOKY Hep808oi cucmemu: 3aralibHa cIabKicTh, TOJOBHUIN OUTb, 0€3COHHS, 3aIIaMOPOYCHHSI, TOPYIIICHHS
CBIZOMOCTI;

3 OOKY cepyego-cyOuHHOi cucmemu:. BITIYTTS CEpLUEOUTTS, TaXiKapIis;

3 OOKy wiKipu: alepriyHi peakilii, BKI0YaouH MIKIpH1 BUCUIIAHHS, KPOIIUB’ SIHKA;

nabopamopui 3minu: €03UHOQUIISA, 30UTBIIEHHS PIBHA TPUINILEPUAIB, acmapTaTaMiHOTpaHCdepasy,
allaHIHaMiHOTpacdepasu, raMma-riIyraMuiTpanchepasi.

Ockinbkn Mocun MT no36aBiieHuii BIaCTUBOCTEH aHTAaroHICTa perenTtopa gonaminy D2, BiH He BIIJIMBa€e
Ha [IEHTPaJbHY HEPBOBY CUCTEMY Ta HE CIIPUUMHSIE eKCTparipaMiIHUX MOPYLIEHb.

Tepmin npuoamnocmi. 3 poku.

YmoBu 30epiranns.



30epiratu npu Temneparypi He Buie 25 °C B OpUriHanbHii yIaKoBIIi.
30epiratu B HEAOCTYITHOMY IS JITSH MiCIIi.

YnakoBka.
ITo 10 Tabnerox y crpurii, 0 3 CTPUIH Y KAPTOHHIN YITaKOBIII.

Kareropis Binnmycky. 3a penenrom.

Bupoonuxk.
TOPPEHT ®APMACBIOTIKAJIC JITA.

Micue3HaxoakeHHsI BHPOOHUKA Ta HOro ajpeca Micls NPOBaIKeHHs AislJIbHOCTI.
Ingpan [Mnant, Buut. [napan, Tanyka Kani, dict. Mexcana I'ymkapat 382721, Iumis.



