JIMCTOK-BKNAAbILL

MoTtunak

Topzoeoe HaseaHue: MoTunak
MHH: npomnepuaoH
Xumuyeckoe HaseaHue: 5-xnop-1-[1-[3-(2,3-aurnapo-2-okco-1H-6eH3-ummaason-
1-un)nponun]-4-nunepnaunHun]-1,3-aurnapo-2H-6eH3nmmnaason-2-oH
JlekapcmeeHHasn ¢hopma: TabneTku, NokpbiTble obonoykon, 10 mr.
Cocmae: ogHa Tabnetka, nokpbiTas 06ono4koit, cogepXuT gomnepugona - 10 mr.
BcnomozamernbHble seuwjecmea: Kpaxman KapTogenbHbIA, NakTosbl MOHOrMApar,
LUennonosa MUKPOKPUCTaNNUYecKas, KpeMHUS QUOKCUA KOMNOWAOHbLINA, MONMUBUHUNNWP-
PONWAOH, MarHusa creapar, HaTpusa KapbokcumeTunkpaxmarn, MeTUNoKCUNponunuenno-
nosa, nonucop6art 80, TutaHa guokcua, Tanbk.
OnucaHue. TabneTtkun, nokpbiTbie obonoukon, 6enoro unu noyt Genoro LBeTa,
Kpyrnble, ABOSKOBbLINYKIbIE.
®apmakomepanesmudeckas gpynna; CTuMynaTopbl MoTopuku XKT.
AomnepuaoH.
Kog ATC AO3FAOQ3.

dapmakonoa2uyeckue ceolicmea

[omnepuaoH - aHTaroHucT godamuHa, o6nagaroLwmin NPOTUBOPBOTHLIMUA CBOWCT-
BaAMU.

lMoka3aHusi K npuMeHeHUuro
ObneryeHne CUMNTOMOB TOLLHOTLI U PBOTbI.

Cnocob npumeHeHus u 003kl

AnA CHUXeHuA pucka pa3sBUTUA CepAeYHO-COCYAUCTLIX ABMIEHUN goMNnepwm-
AOH cneayeT NPUMEHATbL B MUHUMManNbHOW 3thekTUBHON [03e U MaKCMManbHO
KOpPOTKOe Bpems, Heo6XoaUMoe ANsi KOHTPOJIA TOWHOTbLI U PBOThI.

PekomeHgyeTcs npuMeHsTL npenapat 4o eabl. B cnyyae npuema nocne eabl ab-
copbuma MoxeT 3amennuTLCS.

MauneHTy cneayeT npuHUMaTh NpenapaTt B HA3HAYEHHOe BPEMS.

Ecnu npuem npenapata nponyLieH, nponyLeHHyto TabneTky cnegyeT UCKoUnTb
1 BO306HOBUTbL HasHa4YeHHbIW pexum npvema. MponyLieHHyo 403y npenapaTa He cne-
AyeT yasavsaTb, YTOObI KOMNEHCUPOBATb NPONYLLEHHBIA NPUEM.

OnurenbHOCTb NpUeMa He AOMKHA NpeBbIlaTh OAHY Heaenio.

B3spocnbie u nodpocmku (cmapwe 12 nem, ¢ eecom bonee 35 k2)

Mo 1 Tabnetke (10 mMr) He Bonee 3 pa3 B AeHb. MakcumanbHas cyTodHas fosa
30 wmr.

Hemu do 12 nem u nodpocmku ¢ eecom meHee 35 ke

NexapcreeHHas opma B Buae Tabnetok (MoTunak) He npuemnema ans npume-
HEeHUs y AeTewt U NoAPOCTKOB C BECOM A0 35 Kr B CBA3WU C HEBO3MOXXHOCTbIO AOCTUXEHNUS
Heo6xoaMMON pasoBon A03bI.



: SOl ACOBAMC
! MUHMCTEPCTROM 3PABOOX PAHEHNS

HapyweHusi pyHKYuU neyeHu PECITVEABKEH BENAPYCH
[loMnepnaoH NpOTUBOMOKa3saH Npu TAXENOA U CPEAHEN X0TERSHM TAKRCTAHARY-
LeHUAX PYHKLMM neyeHn. He TpebyeTcsa KoppeKkTupoBKa pexuma Hoig ney-

KOW CTeneHu HapyLeHuidi OyHKLUUN NeYeH!.

HapyweHrus ¢yHKkuuu novex

MNockonbky nepuoa nonysbIBEASHNUA AOMNEPUAOHA YANMHAETCA NPU THKENBIX Ha-
PYLIEHUAX (PYHKLUMU NOYEK, NPU NOBTOPHOM NMPUMEHEHUN YacToTy npvema Heobxogumo
CHM3UTL A0 1-2 pa3 B A€Hb B 3aBUCMMOCTM OT TSHKECTW HapYLUEHWUN, a TaKKe MOXET No-
TpeboBaTbCA CHUXEHNE [O03bl.

Ocobeble ykazaHus

HapyweHus ¢pyHkuuu novexk

MNepuop nonysbiBeAeHUS AOMNEPUAOHA YANMHAETCH NPU TAXENbIX HapyLEHUAX
dyHKUuK noyek. MNpu NOBTOPHOM NPUMEHEHUN YACTOTY npuema HeobXxoAUMO CHU3UTL 40
1-2 pa3 B CyTKA B 3aBMCUMOCTU OT TAXECTU HapyLieHuit. MoxeT notpebosaTbcs CHUXe-
HVe Ao3bl.

BnusHue Ha cepdeyHo-cocyducmyto cucmemy.

MNpuMeHeHne pomnepuaoHa CBSA3AHO C yanuHeHueMm uHTepeana QT Ha OKI. B
XoAe npoBeAeHUs MoCTMapKeTUHrosoro HabniwogeHus Gbinn NONy4YeHbl OYEHb peakue
coobuleHun o cny4asnx yanuHenus uitepeana QT, Torsades de pointes y nauueHTos,
NPUHUMAIOLWNX AOMMNEPUAOH. ITW CryyYaun BKIOYanu NauneHToB ¢ pasnuyHbiMU hakTo-
pamu pucka, HapyLLeHUsMU aNeKTponuTHoro 6anaHca u conyTCcTBYIOLWEN Tepanuei, Ko-
TOpble BO3MOXHO Obinu cnocobcTeyowmmn haktopamu.

ANUAEMUONOrMYecKne NCCNnefoBaHUs NoKasanu, YTo NpUMEHeHNe AOMNepuaoHa
CBSI3aHO C NOBLILIEHHLIM PUCKOM Pa3sBUTUS XENYAOYKOBLIX apUTMUIA U BHE3anHowW cep-
AevHoh cMepTu. bonee Bbicokun puck Habntogancs y nauyvMeHToB ctapiue 60 ner, exe-
AHEBHO NpuMeHsowux bonee 30 Mr gomnepuaoHa, OQHOBPEMEHHO NPUHMMAKOLLMX ApY-
rve nekapcTBeHHble CpeAcTBa C U3BECTHbIM (DaKTOPOM puUcka yanuHeHus uKTepsana QT
unu cunbHble UHrIMbuTopsl CYP3A4.

AoMnepuaoH cneayet NpuHUMaTh B MUHUMaNbHON 3hEKTMBHON JO3€E Y B3POC-
NbiX U AeTen.

JomMnepuaoH npoTMBonoOKasaH nauveHTaMm C AUarHOCTUPOBAaHHLIM YASIMHEHVEM
WHTEepBanoB cephevyHon NpOBOAUMOCTK, B YacTHOCTU QT, CO 3HaYMTENbHbIMU Hapylue-
HUSIMU anekTponuTHoro 6anaHca (runokanuMemusi, rmnepkanuemMust, rMnomMarHuemMus) unu
Opaaukapaven, y nauyueHToB C cepaedHbiMM 3ab0neBaHuAaMU, TakKUMKU, Kak 3acToVHas
cepaevYHas HefoCTaTO4HOCTb, BCNEACTBUE MNOBbLILUEHUS pUCKa PasBUTUS XKenyaouKOBOW
aputmuu. HapyleHue anektponutHoro 6anaHca (runokanvemus, runepkanuemus, runo-
MarHuemus), Gpaavkapans ABNAIOTCA akTopamu, NOBbILLAIOLMMY NPOaPUTMUYECKUN
pUCK.

lleueHvne noMnepuaoHOM HeoBXo4MMO MPEeKpaTUTb, ecny y nauueHTa Habnwoga-
OTCA NPU3HAKN UN CUMNTOMbI, KOTOPbIE MOTYT acCOUMMPOBATLCA C CepAEYHON apUTMK-
en. lMauneHTy cnefyet NPOKOHCYNIbTUPOBATLCS C BPaYoM.

MauveHTy HeobxoaUMO pekomeHAoBaTb He3aMeAnUTeNbHO COoBLWUTL Bpady o
pa3BuTUM MobbIX CepaeYHbIX CUMNTOMOB.

BcnomozamenbHbie sewiecmsa

Tabnetkn MoTunak cogepxat nakrosy. B cBf3u ¢ cogepxaHuem naktossl nekap-
CTBEHHOE CPEACTBO HE PEeKOMEHAYeTCA nauueHTam C HEenepeHOCMMOCTbIO ranakTosbl,
AeunuUUTOM nakTasbl U CUHAPOMOM ManbabcopbLmnu rMOKO3bI-ranakTosb..

lNpumeneHue 60 epems 6epeMeHHOCMU U laKmMayuu
GepemeHHoCMBb
[laHHble 0 NpUMEHEHUN foMNepUaoHa y BepeMeHHbIX XeHLLUH orpaxsuyeHs!.



WccnenosaHna Ha XUBOTHbLIX NoOKasanu penpogyKTUBHYK TOKCUYHOCTb MpU Npu-
MEHEHUN TOKCUYHbIX ANsA matepu fo3. Motunak crnegyet npuMeHsTb npu 6epemeHHoCTH
TONBKO B TOM Crfiydae, Koraa oxuhaemas TepanesTuye Nb3a ANs MaTepu npesbl-
waeT puck gna nnoaa. COTJHACOBAHO

Mepuod 2pydHO20 8CKapPMAUEaHUS e ’(”(I\‘,E‘J’IZ’ BIPABOOXPAHEHHS

[lomnepuaoH 3KCKpeTupyeTcst ¢ rpyaHbIM MOHTQ% MEHERES:) 1B%aamxnﬂpMH( KOW
A03bl nony4vaet pebeHok. Ecnu kopmsilas MaTe NpUH Mggm@m@pmmmpaéém?ﬁ” no-
BouHbIX peakuuii y pebeHka, B 0COGEHHOCTU CO CTOPOHbLI CEPAEYHO-COCYAUCTON CHACTE-
Mbl, HENb3SA UCKNOYNUTL. OUEHUB NPEUMYLLECTBO rPYAHOrO BCKapMnuBaHua ans pebeHka
W NoNb3y Tepanuu AOMNEPUAOHA ANA XEHLUMHBI, HEOBX0AMMO NPUHATL peLleHne o npe-
KpaLleHUW rpyaHOro BCKapMIMBAHUS UMK O NpeKpaweHun/npuocTaHoBKe npueMa [oMm-
nepuaoHa. CnepyeTt NpUMEHNATb OCTOPOXHOCTb, €Cnu Yy pebeHka Ha rpyaHOM BCKapMnu-
BaHWUM UMEIOTCA (haKTOPbI pUCKa YANMHEHUS UHTepBana QT.

Bsaumodelicmeue ¢ dpyaumMu nekapcmeeHHbIMU cpedcmeamu

MoBbiWeHHbIA pUCK yanuHeHuA uHTepsana QT scneactsue dapmakognHamuye-
CKOro n/unun hapMakoKUHETUHECKOro B3anMoaenCTBUA.

MporuBonokasaHo oAHOBpeMeHHOe NPUMEHeHue COo CneayoWuMU nekapcT-
BeHHbIMU CpeACTBaMM:

« Yonunsrowumu unmepean QT:

- aHTUapuTMudyeckue npenapatsl IA knacca (Hanpumep, gusonupamua, ruapoxu-
HUOWH, XUHUAWH);

- aHTnapuTmuyeckue npenapatsl Il knacca (Hanpumep, ammoaapoH, aodeTunug,
ApoHenapoH, ubytunua, cotanon);

- HEKOTOpble aHTUNCUXOTUYECKNE npenapaTb! (Hanpumep, ranonepuaon, NMMo3sna,
cepTuHaon);

- HEKOTOpble aHTuAenpeccaHTbl (Hanpumep, yutanonpam, acuutanonpam),

- HEKOTOpble aHTUOMOTUKK (Hanpumep, IPUTPOMULIMH, NeBodnoKcaunH, MoKcud-
NOKCaUWH, CnMpaMuLnH);

- HEKOTOpbie NPOTUBOrpMOKOBLIE CpeacTBa (HanpuMep, NeHTaMuaunH);

- HEKOTOpble NpoTUBOMANspPUiiHbie cpeacTsa (B YaCTHOCTU, ranodaHTpuH, nio-
MedaHTPUH);

- HEKOTOpble XenyaovHO-KULLEeYHble cpeacTsa (Hanpumep, uusanpui, gonace-
TPOH, NpyKkanonpua);

- HEKOTOpbIE aHTUrMCTaMMUHHbIE CpeacTBa (Hanpumep, MEKBUTa3UH, MU30ONACTUH);

- HEKOTOpble NeKapcTea, UCnonb3yemMble Npu pake (Hanpumep, TopeMudeH, BaH-
AeTtaHnd, BUHKaMUR);

- HeKoTopble Apyrue nekapcrea (Hanpumep, 6enpuaun, audemaHun, MeTaaoH)
(cm. paspen «lMpoTuBonokasaHusa»).

« C cunsHbiMu uH2ubumopamu CYP3A4 (Hezagucumo om ux cnocobHocmu
yonuHamb uimepean QT):

- UHrMBUTOPBLI NpoTeass!;

- CUCTEMHbIE NPOTUBOrpubKOBbIE NpenapaTtb! U3 rpyrnbl a3onos;

- HeKoTopble Makponuabl (3PUTPOMULMH, KINapUTPOMULIMH, TENUTPOMULUH) (CM.
pasgen «[lpoTusonokasaHusa»).

. OJdHoepeMeHHOe nNpuMeHeHUe cnedyrouwux npenapamos He peKoOMeH-

dyemcs

- ymepeHHble uHrnbutopel CYP3A4, Hanpumep, anntuasem, sepanamun n HeEKo-
TOopbie Makponuabl (cM. paspen «lpoTusonokasaHusy).

« OdHoepemeHHOe npuMeHeHue cnedyrouwux npenapamoe mpebyem oc-

mopoXxHocmu

- npenaparTbl, Bbi3blBaloLme Gpagukapauio n/unm runokanmemmnio



- HEKOTOpble Makponuabl, CnocobHble nposouupoBaTh yanuHenve QT-uHTepsana:
a3nTPOMULUH U POKCUTPOMULIMH (KNApPUTPOMULMH NPOTUBOMOKa3aH, NOCKOMbKY ABNAETCS
cvnbHbIM NHrMGUTOopom CYP3A4).

MpuBeaeHHbIN Bbile NepeYeHb BELECTB He ABNAETCH UCHEPNbIBAIOLLUM.

COrJIACOBAHO
MHHACTEPCTBOM 3APABOOXPAHEHHS
Mo6o4Hoe Oelicmeue PECTIVB/UKY BEJAPYCH

HuxeykasaHHble NoBoYHbIE 3PdeKTbi pacnpepensht Ivf’““b“ %{ﬁ,‘mj‘g %apm
cnepyowum obpasom:

OueHb yacTo (> 1/10); wacto (> 1/100, < 1/10); HeuwacTo (> 1/1000, < 1/100); pean-
ko (> 1/10000, < 1/1000); oueHb peakue (< 1/10000), HEM3BECTHO (4acTOTy HeNb3A oue-
HWTb HA OCHOBE CyLLIECTBYIOLLUX AaHHbIX).

Co cmopoHbI UMMYHHOU CUCMEMbI: HEU3BECTHO - aHadunakTuyeckme peakuuu
(BkNtOYan aHahMNaKTUHECKUIA LLIOK).

lMcuxuyeckue HapyweHUs: HeYacTo - CHUKeHne nbunao, TPEBOXHOCTb, HEN3BECT-
HO - @XWUTaLUusA, HEPBO3HOCTb.

Co cmopoHb! HepeHOU cucmeMbl: HEYacTo - COHNMUBOCTb, ronioBHas 6onb, Heus-
BECTHO - CYAOPOru, aKCTpanupamuaHble paccTponcTsa.

Co cmOpOHbI 211a3; HEYaCTO - OKYNOTUPHbLIA KPU3.

Co cmopoHb! cepdeyHo-cocyOucmol cucmeMsbl. YactoTa He WU3BECTHA - Xery-
fo4vkoBas apuTMus, yanuHenune uHtepsana QT, Torsades de pointes, BHe3anHas cep-
AeYHas cMepTb.

Co cmopoHbI Xeny00YHO-KULWEYHO20 mpakma: 4acTo - CyXOCTb BO PTY; HEYacTo -
Avapes.

Co cmOpOHbI KOXU U MOOKOXHOU Knemyamku: HeYacTo - CbifNb, 3YA; HEU3BECTHO -
KpanuBHWULA, aHTMOHEBPOTUYECKWIA OTEK.

Co cmopoHbI penpodykmusHOl cucmeMbl U MOJIOYHbIX Xe/fle3. HeyacTo - ranak-
Topes, 60Nb B MOMOYHbIX Xenesax, HarpybaHue MOMOYHbIX Xenes; HeU3BeCTHO - TMHe-
KOMacTus, aMeHopes.

lpoyue: HevacTo - acTeHUs.

JlabopamopHbie U UHCcmMpyMeHmarsbHble OaHHbIe: HEWU3BECTHO - [OBbILLEHUe
hepMEHTOB NeYeHn, NPoNaKTUHEMUS.

OnbIT NOCTPErncTpauMoHHOrO NMPUMEHEHUA He BbISBUN pasnuyuin B npodune
6e3onacHOCTY y B3pOCNbIX U AeTen. cknioueHne coctaBunu akcTpanupammuaHbie sisne-
HUSA, HabnaaBWWECs NPEUMYLLECTBEHHO Y HOBOPOXAEHHbIX U iIeTel paHHero Bo3pacTa
(mo roaa), n Apyrue HapyLweHUss CO CTOPOHbI LIEHTPanbHON HEPBHOW CUCTEMbI - CYA0pPOrU
W aXutauus, KOTopblie BCTpeYanucb, B OCHOBHOM, Y MNaZieHUeB U AeTe.

B cnyyae BO3HUKHOBEHUA NOBOYHBIX peakunii, B TOM YUCNE HE YKa3aHHbIX B UHCT-
PYKUUU NO NPUMEHEHMI0, HeoBX0AUMO NpeKkpaTUTb NPUEM NeKapCTBEHHOro cpeacTsa U
obpaTnTbes K Bpady.

Mepedo3upoeka

B cny4ae nepenosnpoBKM NEKAPCTBEHHOrO cpefcTtea HeobxoaAuMo Hesameanu-
TENbHO Ha3HaYUTb CUMMTOMATUYECKOE NEYEHUe NauueHTy, NpoBecT MoHUTOPUHr SKI
BCNeacTBMe BO3MOXHOro yAnuHeHus uHtepsana QT.

Cumnmomsli

MepenosupoBKa perucTpuposanach, B OCHOBHOM, y MnageHues u geten. Cum-
NTOMbl NEPEAO3NPOBKM MOTYT BKNIOYaTh aXuTauulo, U3SMEHEHHOE CO3HaHue, Cyaoporu,
AE30pPUEHTaLNIO, COHNMUBOCTL U 3KCTpanupamuaHble HapyLleHus.

JleyeHue

Cneuunduyeckuii aHTUAOT ANS AoMnepugoHa oTcyTcTeyeT. B cnyyae nepenosu-
POBKM HEOBXOAMMO He3ameanuTenbHOe NpoBeAeHWe CTaHAAPTHON CUMNTOMAaTUHECKON



COTTACOBAHO

E MUHHCTEPOTEOM 3/ PABOOXPAHEHMS
i PECHYBIHKUA BEJIAPYVCH
TEpanuu. B CBA3N C BO3MOXHBLIM YANMHEHNEM MHTepBaﬂa ‘QTvHEOOXOAUMADRARAAY TS

MOHUTOpPUpPOBaHNe SKT. PecayvGnuxy Benapyes
Ons yCTpaHeHua 3KCTpannpamMmungHbiX HaprJeHMw BO3MO)KHO npuUMeHeHne Xonu-
HO6HOKaTOpOB n/vnun NpPOTUBONAapPKNHCOHWYECKUX CpeacTs.

MpomueonokasaHus

- NOBbLILLEHHAA YYBCTBUTENbHOCTb K AOMNEPUAOHY Unu nNiobomy U3 KOMNOHEHTY
npenapara,

- NPONaKTUH-CeKpeTUpYIoLLan onyxons runocdusa (NponakTtuHoma);

- B Cnyyasx, korga CTUMyNUpOBaHUE ABUraTenbHOW (PYHKUMW Xenyaka MoxeT
ObITb OMNacHbIM, Hanpumep, NpPU XenyAo4YHO-KULLEYHOM KPOBOTEYEHUWN, MEXaHW4YEeCKOM
HenpoxoauMocTu unu npoboaexuy;

- TSXKeNnas U CpefHss CTeneHb TAXKECTU HapyLeHU PYHKUUN NEYEHHU;

- nayneHTam ¢ AMarHoCTUPOBaHHbLIM YANMHEHUEM MHTEPBAanoB cepaeyHon NpoBo-
AUMOCTU, B YacTHOCTN QT, CO 3HAYMTENbHLIMU HAPYLUEHUSIMW 3NeKTponuTHoro 6anaHca
Unu cepaedHbiMu 3aboneBaHUsaMMU, TaKUMU KakK 3aCTOMHas cepaeyHas HefoCTaTO4HOCTb;

- OQHOBPEMEHHOE MNPUMEHEHUE APYrUX NEeKapCTBEHHbIX CPEACTB C WU3BECTHbLIM
haKTopoOM pucka yanuHeHus uHtepsana QT;

- OAHOBPEMEHHOE NpUMEHEHUE C CUnbHbIMU UHrMBuTopamu CYP3A4.

BnusiHue Ha 803MOXXHOCMb 80X0eHUs1 asmomobuns, pabomy ¢ mexHukou
C yyeToM BO3MOXHbIX NOBOUHBLIX peakuyuih co cTtopoHbl LIHC B nepuop neyexus
cneayet cobniofaTtb OCTOPOXHOCTL NPY BOXAEHMU aBTOTPaHCNoOpTa U 3aHATUN APYrUMU
NOTEHUMaNbHO ONacHbIMW BUAAMU AesiTENbHOCTU, TPebyLWUMU NOBbLILLEHHON KOHLEH-
Tpauuu BHUMaHUA U BbICTPOTBI NCUXOMOTOPHbIX peakuuiA.

®opma Bbinycka
Tabnerkn no 10 mr, nokpbiThie o6onoykon. Mo 10 TabneTok B KOHTYPHON AYENKO-
BOM ynakoBke. 10 3 KOHTYpHble AYEeWKOBblE YNakoBKW BMECTe C NUCTKOM-BKNaabilleMm B
naudxe.

Ycnoeusi xpaHeHusi
XpaHsT B 3allULIEHHOM OT Brnarn U cBeTa MecTe Npu Temneparype He Bblwe
30°C. XpaHAaT B HEAOCTYNHOM ANs AeTel MecTe.

Cpok 200HOCMU
5 net. He ucnonb3oBaTb NOcne UCTEYEHUsI CpOKa FOAHOCTM, YKAa3aHHOro Ha yna-
KOBKe.

Ycnoeuss omnycka u3 anmek
OTFIYCK npousBoanTCA NO peLUenTy Bpava.

MpousseneHo:

AO «Bepodapm», counuan B r. benropoge, Poccuiickas ®egepauus
308013, r. benropoga, yn. Pabovas, 14

Ten. (4722) 21-32-26, dakc (4722) 21-34-71

PacdpacosaHo 1 ynakoBaHo:

Y «MuHckuHTepkanc», Pecnybnuka benapycs,
220075, r. MuHck, a/s 112, yn. UHxeHepHas, 4. 26
Ten./cakc (+ 37517) 344-18-66

e-mail: info@mic.by. www.mic.by



