COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 21.06.2023 N= 11583
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1O MEJUITUHCKOMY ITPUMEHEHHUIO JIEKAPCTBEHHOT'O IIPEITAPATA

Motmiopyc®

PerucrpaiiuoHHbII HOMeEp:

Toprosoe HauMeHoBaHHe: MoTuaopyc®

Me:xayHapoaHoe HellaTeHTOBAHHOEe W IPYIHIIPOBOYHOEe HaIMeHOBaHMe: JIOMIIEPUIOH
JlekapcTBeHHas dopma: TabIeTKH JUCTIEPTUPYEMBbIS

Cocras:

1 TaGieTKa COMEPIKUT:

Heticmsyouee sewgecmeo: nommepuion — 10,00 wmr.

Benomozamenvuoie sewyecmea: nemmonoza Mukpokpuctaumueckas (MKI[-102) — 95,00 wr,
JIAKTO3bl MOHOTH/JIpAT (caxap MOJIOUHBIN) — 72,50 Mmr, runposiosa Hu3ko3aMmeneHHas — 15,00 wmr,
acmaptam — 5,00 mr, maraus creapat — 1,00 Mr, kpeMHUS JUOKCHT KOJUTOUAHBIN — 1,00 Mr, MATBI
nepeyHou JuctheB Maciio — 0,50 mr.

OmnmcaHme: OBaIbHBIC JIBOSKOBBINYKJIBIE TaOieTKu Oejoro wiM modru Oesloro IBeTa, ¢

XapaKTepHBIM 3aMaxOM, C pUCKOMH.

dapMakoTepanieBTHYeCKAs T'PYIIA: TIPOTUBOPBOTHOE CPEICTBO — JOPAMUHOBBIX PELIEIITOPOB
6J10KaTOpP HEHTPAIbHBIMH.

Kox ATX: AO3FAO03

dapmakooruiecKue cBolicTBa

D apmarkodunamuxa

JloMmepuioH — aHTaroHWcT JgodamMuHa, oOIAJalOIHA TMPOTHBOPBOTHBIMH CBOMCTBAMH.
JloMIiepuIoH IJIOXO TMPOHHUKAeT uepe3 remaTosHIedannueckuii Oapbep. [IpumeHeHue
JOMIICPHJIOHA PEJIKO  COMPOBOJKIACTCS HKCTPAUPAMHIHBIMH  TTOOOYHBIMH  JICHCTBHSAMH,
0COOSHHO Y B3pOCIIBIX, HO JOMIICPHIOH CTUMYJIUPYET BhIJICJICHHE MPOJIakTHHA U3 runodusa. Ero
MPOTHBOPBOTHOE JICHCTBHE MOKET OBbITh OOYCJIOBIICHO COUYSTAHHEM MMepHPEPUISCKOTO
(racTpOKMHETHUYESCKOTO) JICHCTBHS M aHTATOHU3MA K pelienTopaM JoaMiHa B XeMOPEIeITOPHOM
TPUITEPHON 30HE, KOTOpas HAXOJUTCSA 3a TMpeaesiaMH TeMmaTodHIedainueckoro Oapbepa.
Uccnenopanusi Ha KUBOTHBIX U HU3KHE KOHIICHTpAIIUU Tperapara, BLISBJSIEMbIE B TOJIOBHOM
MO3Te, CBHIACTEILCTBYIOT O MPEHMYINESCTBECHHO TepH(PEepHISCKOM JSHCTBUH JOMIICpHIOHA Ha
10(haMHHOBBIE PEICTITOPBI.

HpPI MIPUMCHCHHUN BHYTPb, AOMIICPUAOH YBCJIHYHUBACT IIPOAOJDKUTCIBHOCTL AHTPAJIBHBIX H
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c(uHKTEepa HUIKHETO OT/IejIa MUMeBoAa. JIoMIIeprUI0H He OKa3bIBAST JCUCTBUS HA JKEITYIOUHYIO
CEKpeIIHIO.

D apmaxoxkunemuxa

AbGcopOuusg

IIpu mnpueMe HaTOIMaK JOMICPHIOH ObICTpo abcopOupyeTcsi TMoOCie TMpHeMa BHYTPD,
MakcuMajbHasa KoHIEeHTpalus (Cmax) B IJIa3Me KPOBH JocTUraeTcs B TeyeHHe 30-60 MUHYT.
Hwuzkas aGcomroTHasi OMOMOCTYIHOCTh JOMIICPHIOHA TIPH TMpHEMe BHYTpb (TipumepHo 15 %)
CBSI3aHA C HWHTCHCHBHBIM TPECHUCTEMHBIM METaOOJIU3MOM B KHINEUHOM CTEHKE M ICUSHH.
JlommiepuioH ciiesiyeT nmpuHUMaTh 3a 15-30 MunyT 70 eapl. CHH)KEHHE KUCJIOTHOCTHU B JKEIYJIKE
MPUBOJUT K YXY/AIIEHUIO BCACBIBAHUS JOMIICPH/IOHA.

bHrooCcTyIHOCTD NIpH IIpHeMe BHYTPh CHUIKASTCSI IIPU IIPEABAPHUTEILHOM IIpHEME ITUMETUANHA U
HaTpusi OukapOoHata. Ilpu npueMe JOMIEpHUIOHA TOCIE e/l JUIS JIOCTHIKSHHS] MaKCHMAJILHOM
abcopOuun TpeOyeTcss OoJibllie BpeMeHH, a IUIOMAIb MMoJ (papMaKOKMHETHYSCKOW KpHUBOM
«koHIeHTpaus-epeMs» (AUC) HECKOJIBKO YBEJIUUUBACTCSI.

Pacnpenencuue

IIpu mnpueMe BHYTPh JOMIICPHIOH HE HAKAIUIMBAeTCA M HE HHAYIUPYST COOCTBEHHBIH
MeTaboi3M; Cmax B TUIa3Me KpoBH — 21 HI/MI yepe3 90 MUHYT mocie 2 He/lellb pueMa BHYTPh B
mo3e 30 Mr B cyTKH ObLJIa MPaKTUUSCKHU TAKOH Ke, KaK KOHIEHTpalus — 18 HI/MJI mociie mpueMa
TIEPBOM JI03BI.

Pacopenencuue

JlommiepuioH cBsizbiBaeTesl ¢ OesikamMu 1ia3Mbl Ha 91-93 %. HcecnmeqoBaHusa pacipeaesicHHUs
JOMIIEPUIOHA C PATHOAKTUBHON METKOM y JKMBOTHBIX MOKA3aJH eT0 MTUPOKOE paclipe/ieieHue B
TKAHSIX, HO HU3KHE KOHIIEHTpAIlMH B TOJOBHOM Mo3re. HeGonblmue KoIHUeCTBA JOMIIEPHIOHA
MPOHUKAIOT Yepe3 IUIAICHTY Y KpbIC.

Buorpauchopmarust

JloMmriepuioH  mojaBepraeTcss  ObICTpOMY M HMHTCHCHBHOMY — MeTabouM3My — IIyTeM
THIpPOKCHIMpOBaHUs U N-AeankuwiupoBanus. McenenoBanus Metabonusma in vitro ¢
JUATHOCTUUYSCKUMH WHTHOUTOpaMu mokasand, uro u3odepmenT CYP3A4 sBisieTcss OCHOBHOM
dopmoii iuToxpoma P450, yaacTeyromie#t B N-JeaIKHJIMPOBAHUU JOMIIEPUIOHA, B TO BpeMs Kak
uzoepmerTel CYP3A4, CYP1A2 u CYP2E1 yuacTBYIOT B apOMaTHUISCKOM I'HAPOKCHIMPOBAHUN

AOMIICPHUAOHA.



COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 21.06.2023 N= 11583

(NOCNEACBATENBEHOCTL 0001)

DIUMHAHAITHS

BriBeieHHe MOYKaMU U Yepe3 KUIISUHHUK COCTABIISIET COOTBETCTBEHHO 31 % 1 66 % oT 10351 IIpH
nmpueMe BHYTpb. ol JoMIEpUIoHA, BBIACIISIIOMIETOCS B HEU3MEHEHHOM BHJIE, SIBIIACTCA
HeGobImoH (10 % — BRIBOJIUTCS KUMISYHUKOM M MPUOIH3UTEIRHO 1 % — OUKaMHu).

[lepuos monyBBIBEACHUS U3 TUIA3MBI TTOCIIE OJTHOKPATHOTO MpHUEMa BHYTPh COCTABRIISIET 7-9 uacoB
Yy 37J0pOBBIX JOOPOBOJIBIIEB, HO TIOBBIMIASTCS Vy TAIMEHTOB C TSDKEJIOW IOYSTHOMH
HEJOCTATOYHOCTBIO.

OcolblIe I'PYIIIBI ITAITKCHTOB

I ayuenmor ¢ noueuHolt HEOOCNAMOUHOCHBIO

Y n[anueHTOB ¢ TSDKEJIOW TMOYeYHOM HEJOCTATOYHOCTHIO (CHIBOPOTOYHBINM KpEeaTHHHH
> 6 Mr/100 muL, T. e. > 0,6 MMOJIB/JT) TIEPHOJ] TMOTYBBIBSCHUS JOMIIEPUIOHA YBEIUUUBACTCS C
7,4 no 20,8 yacoB, HO KOHIICHTPAIIMH JIOMIIEPHUIOHA B IJIa3Me KPOBU HUIKE, UeM Y MAIUEHTOB C
HOpMaTbHOU (yHKIHEH mouek. Majioe KOJIMUYSCTBO HEM3MEHEHHOTO Mpemapata (okoio 1 %)
BBIBOJUTCS ITOUKAMHU.

Hayuenmui ¢ neueHOUHOU HEOOCTNAMOYHOCHL IO

VY maiueHToB ¢ HapyleHHueM (PYHKITUH TICUSHH CpeTHeH cTeneHH TskecTH (7-9 6auioB 1o mkaje
Yaina-ITer0), AUC 1 Cmax B TUTa3Me KPOBH JOMIEepHIoHA ObUTH B 2,9 U 1,5 pa3 Belmie, YeM y
3I0pPOBBIX JTOOPOBOJIBIIEB, COOTBETCTBEHHO. J[0J151 HecBsI3aHHOM (paKIiK MOBHIMAIAch Ha 25 % u
T2 yBemumBasicst ¢ 15 g0 23 vacoB. Y MalMeHTOB C MEYCHOUYHON HEJOCTATOYHOCTHIO JISTKOU
CTENICHU TSHKECTH OTMEYAIMCh HECKOJIbKO CHHUMKEHHBIE CHUCTEMHBIE YPOBHH IIpemapara B
CpPaBHEHHMH C TaKOBBIMH Y 3/IOPOBBIX JOOpOBOJIBIICE Ha OCHOBE Chax U AUC, Ge3 u3MeHeHUH
CBsI3BbIBAHUS ¢ OeJKaMU WIM TepuoJia MoayBbiBeleHUsA. (DapMaKOKMHETHKA JOMIECPUIOHA Y

MaIUCHTOB € TSDKCEJIBIM HApYIICHUECM (byHKL[I/II/I I[ICYCHHU HE U3YUAJIACh.

Ilokazanusa K IMpUMECHCHUIO

Z[.HH 00JIErYeHUsT CHMIITOMOB TOIIIHOTHI H PBOTEIL.

IIpoTuBONIOKA3aAHMSA
e TUIECPUYBCTBUTEIBHOCTh K JOMIIEPHIOHY WHIHM K JI000MY H3 BCIIOMOTATe/IbHBIX
BEIIECTB, BXOAIMIUX B COCTAB Mpenapara;
e HEIMePeHOCHMOCTS JIAKTO3bI, J(UIUT JaKTa3bl, [NIFOKO30-TaIaKTO3Has MaIbabcopOLus,
e [IPOJIAKTHH-CEKPETUPYIOMAs OMYyX0JIb U0 U3a (TIPOJAKTHHOMA);
e O/JIHOBPEMEHHBIH IIpHUeM MepOopaIbHBIX (POpM KETOKOHA30JIA, SPUTPOMHUIIMHA WIH JIPYTUX
MOTIHBIX HHTHOUTOPOB HU3opepmenTa CYP3A4, BrizpiBatomux yyiuHeHue uateppaia QT

(TaKI/IX KakK KJIapUTPOMHUIIUH, UTPAKOHA30JI, Q)HYKOHaSOJI, IMMO3aKOHAa30JI, BOPHUKOHA30JI,

3
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anomMopduHa (cM. pazaesbl «B3auMoIeUCTBUE ¢ IPYTUMHU JISKApCTBEHHBIMU CPEICTBAMUY,
«OcoO0ble yKazaHU»);

e BBIpAXKCHHBIC OHIIGKTPOJIUTHBIE HApYINICHHWS WiIH 3a00JIeBaHHs CepiAla, TaKue Kak
XPOHHYECKAs Cep/IeUHasi HEeJIOCTaTOYHOCTH;

e KPOBOTCUYCHHUSI M3  JKEIYJOUYHO-KHUIICYHOTO  TpaKTa, MeEXaHHWUYeCKasg  KHUIIeUHas
HEMPOXOJUMOCTh, Iepdoparius xKeayaKa Wi KUIMSTHUKA,

e [ICYCHOYHAS] HEJJOCTATOYHOCTD CPEAHEH U TSDKEJION CTETICHU TSDKECTH,

e Macca Teja MeHee 35 KT,

e JIeTCKHH Bo3pact Jio 12 jer;

e OepeMEeHHOCTh M MEePUO/ TPYTHOTO BCKApMIIMBAHUST,

e  (peHUIKETOHYPHSL

C OCTOPOXKHOCTBIO

Hapymenus pyHKIUN MOYSK; JeTCKUHM Bo3pacT Jio 18 neT.

IIpumeHeHIe TPU GepeMEHHOCTH U B TIEPHO/I TPYAHOT 0 BCKAPMIIMBAHUSA
[Ipumenenue npenapara MoTuwiopyc® npu 6epeMeHHOCTH U B IEPHO/I TPYIHOTO BCKapMIUBAHUS

IIPpOTHBOIIOKAa3aHO.

Crnioco6 nmpyMeHeHUs U T03bI

Bay1ps.

PexoMenayetcsi npuHUMATh TaOJIETKU JoMIIepyIoHa 3a 15-30 MUHYT A0 €/1b1, B CiIydae UX IpUeMa
MOCJIe €11 A0COPOIIHST TOMISPUIOHA MOKET 3aMe IAThCA.

Jlucneprupyemyro TaOJIeTKy MOMKHO TPOTJIOTHUTH ILEIHUKOM M 3alUTh BOJOW, TaKKe MOKHO
PACTBOPUTH JIUCTIEPTUPYEMYIO TabJIeTKy, Kak MUHUMYM, B 50 M1 BoJibl. [lepen npuemom crienyer
THIATEIBHO TIEPEMENIATh MOJTYUYSHHYIO CYCIICH3HUIO.

Bspocnvie

10 mr (1 Tabnetka) 3 pasa B cyTku. MakcumanbHas cyTouHas jioza — 30 Mr (3 TabieTKu).
MaxkcumanbHasi IpOAOJDKUTEIbHOCTh IPUMEHSHUS IIpeniapaTa He JIOJDKHA MIPEBBIaTh 7 JHEH U
OTIpe/IeNIAeTCA Ha3HAUCHUEM JIeUallleTo Bpaya.

Jemu cmapuie 12 nem ¢ maccoii mena 35 ke u bonee

Takas ke JO3UPOBKA, KaK H JISI B3PpOCJIbIX.
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(MOCNEOCBA

Oco6ble TPYIIILI TAIIHEHTOB

Hayuenmul ¢ HapyWeHUAMN QYHKYUN NOUEK

[TockoJIbKY TepHO/] MOTYBBIBSICHUS IOMIICPUIOHA TIPH TSDKEJIOW MOYSHYHON HEJOCTATOYHOCTH
(Ipu ypoBHE KpeaTHHHUHA B ChIBOpOTKe Oosbiie 6 mr/100 mii, To ecth Oonbine 0,6 MMOJIB/JT)
VBEJIMUMBASTCS, YACTOTY IpHUeMa Mpermapara ciieyeT CHU3UTh J0 | uim 2 pa3 B CYTKH, B
3aBHCHUMOCTH OT CTeNEHH TSDKECTH HEJOCTATOYHOCTH. HeoOXoauMo MPOBOJIUTH peTyIsipHOE
oOcrie/loBaHHe TAIUCHTOB € TSDKEJIOW TOYCYHOM  HEJOCTAaTOYHOCTRIO (CM.  pasjen
«DapMaKoJIOTHYECKHE CBOUCTBAY).

Hayuenmul ¢ HApYUWeHUAMY QYHKYUN NedeHU

[IpuMmeHeHHE JOMIIEPH/IOHA TIPOTHBOIMOKA3aHO Y MAIIHCHTOB ¢ MIeUSHOUYHOW HEJOCTATOUHOCTHIO
CpeHeH U TSKEJION CTeTIeHH TSKeCTH (cM. pasjien «[IpoTuBonokazanusy»). Y MallMeHTOB ¢ JeTKOH
MCYCHOYHOH  HEJOCTAaTOYHOCTHIO  KOpPPEeKIMHM  JO3bl  IpemapaTta He  Tpebyercs

(eM. pazzent «@apMaKoJIOTHYSCKUE CBOMCTBAY).

ITo0ounoe neiicTBUE

110 OanHbIM KIUHUHECKUX UCCTe006aH Ul

HesxenatenbHble peakluy, HaGarofaBmuecs y =~ 1 % NalMeHTOB, NPUHUMABIIMX JOMIIEPUIOH:
JeTIPECCHUsi, TPEBOTa, CHIKEHHE WITH OTCYTCTBHE JIMOUO, TOJI0BHASI 60J1b, COHJIMBOCTD, aKATHU3HU4,
JTUapest, ChIlb, 3y, YBEJIUUCHHUE MOJIOYHBIX KeJe3/THHEKOMACTHS, OOJb U UYBCTBUTCILHOCTH B
0o0aCTH MOJIOUHBIX 3KeJie3, TaIaKTOpes, HapyIICHHS MEHCTPYAJIbHOTO ITHKIAa W aMeHOped,
HapyIICHUE JaKTAIlUH, aCTCHUSL.

HexenatenbHeie peakiuu, HaOmogapmuecs y < 1 % ManueHTOB, NPUHUMABIIUX JOMIIEPH/IOH:
TUNEePIYBCTBUTEIBHOCTD, KPAITUBHUIIA, OTEK MOJIOYHBIX JKeJIe3, BhIICJICHUS U3 MOJIOUHBIX JKeJies.
YacroTa HeXKeNaTeIbHBIX peaKIHi, MPHUBEJSHHBIX HHXKE, ONpeesisUlach COOTBETCTBEHHO
caenyromemy (kinaccudukanusi BeeMHpHOW OpraHH3aIldU 3/IpABOOXPAHCHHS): OYEHb YACHO
(= 1/10); wacmo (= 1/100, vo < 1/10); Hewacmo (= 1/1000, Ho < 1/100); peoko (= 1/10000, HO
< 1/1000); ouenv peoko (< 1/10000); uacmoma neuzgecmHa (He MOKET ObITh OIICHEHA Ha OCHOBE
UMEIONUXCSI TAHHBIX ).

110 OanHbIM CHOHMAHHBIX COODUEHUTI O HEJCENAMENb HbLX A6NIeHUIX

Hapyuienus co cmoporst UMMYHHOT CUCIEM bl

Ouens peoxo: aHapUIAKTHUECKUE PEAKIUH, BKII0OUAst aHAUIAKTHISCKUH MOK.

I cuxuueckue Hapyuienus

Ouens pedxo: TOBBIIICHHAS BO30Y/IUMOCTh, HEPBO3HOCTD, Pa3IPAKUTEILHOCTD.

Hapyuienus co cmopomnst HepsHOIE cucmembl

OueHb pedxo: COHITUBOCTD, TOJIOBOKPY:KEHHE, TOJIOBHASI 50JIb, SKCTPAIUPaMUTHBIC PacCTpOcTBa
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U CYJIOpPOTH.

Hapyuienus co cmoponsl cepoya

Yacmoma HeuszsecmHa: KeAyAOUKOBAS apUTMHSY, KEIYAOUYKOBAsS TAaXHKApAHs IO THITY
«IHUPYIT», BHE3AIMHASI KOPOHApHAsi CMepTh ™.

Hapyuienus co cmoporst KOJICU 1 NOOKOICHBIX MKAHEN

Ouenb peoxo: KpalTUBHUIA, AHTHOHEBPOTHUSCKUN OTEK.

Hapyuienus co cmopomst nodex 1 Mo4egble00auux nymetl

Ouenv pedxo: 3a/iepiKKa MOUH.

Jabopamopnvle 1 UHCIMPYMEHMATbHbIE OaHHbLE

Ouenv  peoko: OTKIOHEHHUS Ja0OpaTOpHBIX TMoKazaTesied QYHKIUU TeYeHH, TOBBIMICHHE
KOHI[CHTPAIIUU TIPOJIAKTHHA B KPOBH.

* B HEKOTOPHIX SIHIEMHOJOTHYSCKUX MCCISTOBAHUAX ObUIO IOKa3aHO, YTO IpUMEHEHHE
JOMIICPUIOHA MOKET OBITH CBSI3aHO € MOBBIMCHHEM PHUCKA PA3BUTHSI CEPhE3HBIX JKETYTOTKOBBIX
ApUTMHHA W BHE3aMHOW CMepTH. PHCK BO3HHKHOBEHHS JIaHHBIX SIBJICHHHM Oojiee BeposiTeH
HAIUeHTOR cTapiie 60 JeT U y MallMeHTOB, IPUHUMAIONIUX Ipenapar B CYTOUHOH jo3e OoJee
30 Mr. PexomeHJOBaHO TpPUMEHEHHE JIOMIICPHIOHA B HauMeHbIIeH »ddekTuBHOM a03¢ Vy
B3POCIIBIX U JeTeH.

Heowcenamenvuvie peaxyui, 6ulaeieHHble 6 X00€ NOCMPESUCPAYHOHHBIX —KIUHUYECKUX
uccnedosanull

Hapyuienus co cmopoHsl UMMYHHOT CUCIEMbl

Yacmoma Heuzsecmua: aHapUIAKTHYSCKUE peaKIIUy, BKJII0Yasi aHAPHIAKTHUSCKUH TOK.

I cuxuueckue HapyuieHus

Heuacmo: nopblilieHHas BO30YIUMOCTh, HEPBO3HOCTb.

Hapyuienus co cmopomst HepsHOIl cucmembl

Yacmo: TOJOBOKPYIKEHHE.

Peoxo: cynoporn.

Yacmoma HeuzsecmHua: SKCTpAUPaMH/IHbIE pacCTPOUCTBA.

Hapyuienus co cmoponst cepoya

Yacmoma HeuszsecmHa: KeAYAOUKOBAS apUTMHUSY, KEIYAOUKOBasS TAXHUKApAHs IO THITY
«IHPYIT», BHE3AIMHAS] KOPOHApHAS CMEPTh*.

JKenyoourno-xuuieunvle HapyueHus

Yacmoma HeuzeecmHa: CyxocTh BO PTY.

Hapyuienus co cmoporst KOJICU 1 NOOKOICHBIX MKAHEN

Yacmoma Heuzsecmua: aHI‘I/IOHeBI)OTI/IIIeCKI/Iﬁ OTCK.
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FOCNEOOR
Hapyuienus co cmoporsl nouex U MoYesbl6 005 ux nymé OCNENOBA

Heuacmo: 3afepkka MOUH.

Jlabopamopnvie 1 UHCIMPYMEHMATLHBLE OAHHbIE

Heuacmo: oTKIOHEHHSI TAOOPATOPHBIX MOKazaTesiel PyHKITUH TTSUSHH.

Peoxo: runepnponakTHHEMHUSL.

*B HEKOTOPBIX SMUASMHUOJOTHYSCKUX HCCICOBAHUAX ObUIO MMOKAa3aHO, UYTO TNpPHMEHEHHE
JOMIIEPUIOHA MOKET OBITh CBSI3aHO € MOBBIMCHHEM PHUCKA PA3BUTHS CEPBE3HBIX JKETYTOTKOBBIX
ApUTMHUH WK BHE3aITHOM cMepTH. PHCK BOZHHUKHOBEHHS JaHHBIX SBJICHHM OoJjiee BEpOSITEH Y
NanueHToB cTapme 60 JeT U y MalUeHTOB, IPUHUMAIONIUX MpenapaT B CyTOUHOH Jioze Ooee
30 mr.

PexomenmoBaHo MpUMEHEHHE NOMIICPH/IOHA B HaUMEHbINCH >PEeKTUBHON 03¢ V B3POCJBIX U

JeTel.

Ilepeno3upoBka

CHUMIITOMBI

CuMOTOMBI TEPEIO3UPOBKH BCTPEUAIOTCSL dYallle BCEro y MIQJACHIEB U AeTed. CHUMITOMBI
MePeO3UPORBKH MOTYT BKJIFOUATH MOBBIMICHHYIO BO30YIUMOCTD, H3MEHEHHE CO3HAHUSI, CYJOPOTH,
JIC30PUCSHTAIIUIO, COHJIUBOCTD M DKCTpANUPAMHUIHbIE PEAKITHH.

JleueHne

JleueHHe CHUMNTOMATHYSCKOS, CHEeIU(PUISCKOro aHTHI0Ta HeT. [IpoMbiBaHMe KelmyaKa, MpHeM
aKTUBUpOBaHHOTO  yrjisl.  IIpy  BO3HUKHOBEHHH  DKCTPAMPAMHUIAHBIX  peakiuh  —
AHTUXOJIMHEPTUUYESCKUE, TTPOTUBONIAPKUHCOHUYSCKUE cpe/icTBa. M3-3a BO3MOIKHOTO YBEIUUYCHUS

uHtepsaia QT cieayeT MOHUTOPUPOBATH dJIeKTpokaparorpammy (OKI).

BzaumonelicTBUS ¢ IPYTUMH JieKAPCTBEHHBIMHU CPeIcTBAMM

BzaumopeiicTeue co cieIyIONUMHU IpenapaTaMi MOXKET IMOBBINIATh PUCK YBEJIUUSHUS] HHTEpBaJia
QT.

ITpomusonoxazannvle KoMOUHAYUY — IpeTIapaThl, yBeaHunuBaronue uatepsat QT:

- aHTHApUTMHUYECKHE Tpemapatel Kiacca [A (Hampumep, JU3OTMUPAMHJI, THIAPOXUHH/IMH,
XUHH/IVH),

- aHTHApUTMHYEeCKHe Tipenaparthl kiacca I (Hanpumep, aMmuonapoH, HoQeTHIHI, JPOHETAPOH,
UOYTHIIHI, COTAJION);

- AHTUTICUXOTHYECKHE CpeJICTBA (HAIIpUMep, TaJIoNepua0, MAMO3HU/, CEPTHHIO0);,

- AaHTHJISTIPECCAHThI (HAIIPUMEp, IUTATIONPaM, SCITATAIIONIPaM);

- aHTUOMOTHUKH (SPUTPOMHUITUH, JIEBODIOKCAITNH, MOKCH(IOKCAITHH, CITUPAMUIIUH ),



MIPOTHUBOTPUOKOBLIE TIpenaparthl (B YaCTHOCTH,

unrepsaia QT):
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ranodaitpis! FmebidaHOC TE 000

1)

JKEJTYTOUHO-KUINIeUHbIE TIpernapaThl (HApUMED, [U3ANPH/, T0JIACETPOH, TPYKAJIOTPUT);
AHTUTUCTAMHUHHBIC TIpenapaThl (HAlpUMep, MEXUTA3HUH, MU30JIACTHH ),
MIPOTUBOOIYXOJIEBbIE TIpeNapaThl (HapuMep, TopeMupeH, BaHAeTaHUO, BUHKAMUH ),
JpyTue npenapaThl (Hanpumep, Genpuani, udeManuia MeTUICYIb(aT, METaI0H);

motHbie UHTUOUTOpEl CYP3A4 (He3aBHCHMO OT MX BO3JICHCTBHS Ha TPOJIOJBKUTCIHHOCTH

- UHTUOUTOPHI IPOoTeasbl (HAIpUMEp, pUTOHABUD, CAKBUHABUP U TEJIANIPEBUD);

- IpOTUBOTPUOKOBBIE CpEeJCTBA a30JIOBOTO psiia (HaIpUMep, HTPAKOHA30JI, KETOKOHA30JI,

IIO3aKOHAa30JI, BOpI/IKOHaSO.I'I)',

- HEKOTOpbIe AaHTUOMOTUKH U3 TPYIIIBI MAKPOIHIOB (HAIPUMED, SPUTPOMUITUH, KIIAPUTPOMHUIIUH,

TSJIUTPOMHUITUH).

HepexomenoosanHvie xombunayuu: ymepeaabie THTHOHTOpb CYP3 A4 (quiTnaszem, BepamaMu,

HEKOTOpbIe aHTHOHOTHUKYU M3 TPYIIIBI MAKPOJIH/IOB).

Komﬁuﬁauuu, Komopbie Cﬂedyem NPUMEHANL C OCMOPOIICHOCMbBIO.! TIPCIIapaThl, BLI3BIBAIONIHUC

6pa11HKapuH10 H THIIOKAJIMEMHUIO, a4 TAKKES aSHTPOMHUIIUMH U POKCUTPOMHUIIUH. HHMeTI’IL[I/IH, HaTpuA

FH,[[pOKap6OHaT, APYruc aHTalluAHbIC U aHTUCCKPETOPHLIC IIpeIlapaThl CHUIKAIOT 6I/IOL[OCTYHHOCTB

JTOMIICPHJIOHA.

Iogviwiarom Konyenmpayuwo OOMNEpUOOHa 6 niasme Kposu: TPOTHUBOIPUOKOBBIE CpeJCTBa

a30JIOBOTO  psijia,
HedazooH.

I[OMHCpHZ[OH COBMCCTHM C  IIPHCMOM

AHTHOMOTHKH M3 rpymibl  MaKpOJHIOB,

AHTHUIICUXOTHUYCCKHUX

unrubutopsl BUY-mpoteassl,

JICKApCTBCHHBIX  CPEIACTB

(HeWpOJIETITUKOB), aTOHUCTAMHU JO(PaMUHEPTHUSCKUX PEeleNTOpoB (OpOMOKPHUITHH, JEBOI0IA).

O,[[HOBpeMeHHOG MIPpUMEHCHHUEC C IIapaneTaMoOJIOM H JUI'OKCHHOM HE OKa3bIBAaCcT BJIMAIHHUA HaA

KOHICHTPAIHIO 5THX JICKAPCTBCHHLIX CPEACTB B KPOBH.

HpI/IMeHeHI/Ie COBMCCTHO C aHOMop(l)HHOM BO3MOKHO TOJIBKO B TOM CJIydac, €CJIM IPCUMYIICCTBO

COBMCCTHOI'O IPUMCHCHHUA IMPCBBIMIACT PUCKU U CTPOIO CO6.J'IIO,Z[aIOTC$I PEKOMEHAYCEMBIC MCPBI

npeaAOCTOPOKHOCTH AJIA COBMECTHOI'O IIPUMCHCHU IIPCIIapaToB.

Oco0ble yKkazaHus

HOMHCpI’IﬂOH HC PEKOMCHIAYCTCA IPUMCHATL JIA HpO(l)I’IJ'IaKTHKI’I TOIMIHOTBLI W PBOTHI IIOCIIC

HapKo3a.

peryJSIpHBIM HaOIIO/ICHUEM Bpaya.

HpH JUTUTEILHOH Tepalluk IIpCllapaToM IAOUCHTBI JOJIKHBI

HaxOoJHUTHCA 110

Bozoeiicmeune Ha cepoeuHo-cocyoucmyo cucmemy

I[OMHepI/I,Z[OH MOIKET  BBI3BIBATH

YAJIMHCHHUC

uarepBasia QT wa OKI. B mnepuon
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NOCTENORATENLUOCTL 0001
MOCTPETUCTPAIIHOHHOTO HAOIIOCHHS Y TAIMEHTOB, ﬂ&ﬁnﬂﬁ&ﬁﬂ oM '-ﬁoﬁ,— él‘JfJ'xe]L{KHX

CNEPTHOMY OTYETY

CIydasx OTMEUaJIOCh yyTHHeHUe nHTepBaiia QT 1 BOZHUKHOBEHUE MOTUMOP(PHOMU JKEITYTOUKOBOH
TaxXUKapJUU TUMA «THUPYIT». JlaHHBIE HexenaTelIbHbIe peakIui ObUIM OTMEUSHBI B OCHOBHOM Y
HAIUCHTOR ¢ (aKTOpaMH pHCKAa, C BBIPAKCHHBIMH HJISKTPOJUTHBIMU HAPYIICHUSIMH WIIH
O/THOBPEMEHHO IIPUHUMAIOIUX IIpenaparsl, yumHsomue uarepsai QT.

B HeKOTOpBIX UCCIOBAHUIX OBLIO MOKA3aHO, UTO MPUMEHEHHE JOMIIEPHIOHA MOKET TIPUBECTH
K YBEJIMUCHUIO PUCKA PA3BUTHUS HKEITYJOUKOBOM apUTMHUHU WUJIU BHE3AITHOM KOpOHAPHOU CMepTH (B
OCOOCHHOCTH Yy MAIlUeHTOB cTapiie 60 JeT Wik Npu NpUMEHEHUH pa3oBoi 103kl Oosiee 30 mr, a
TaKKe y MAIUeHTOB, OJTHOBPEMEHHO IPUHUMAIONIUX MpenapaThl, yBeJauunBaronue uateppai QT,
win uHruouTophl CYP3A4). IlpuMmeHeHHe TOMICPHIOHA M APYTHX MpPemaparoB, CIIOCOOHBIX
BbI3BATh Y/UIMHeHHe uHTepBata QT, He peKOMEHJOBAHO y MAIMEHTOB ¢ BBIPAKEHHBIMU
SJICKTPOJIMTHBIMU HapYIICHUSIMHU (THUIIO- ¥ THIEPKATHUSMUSL, TUIIOMArHE3UEMH 1) WIIH Y ITAlIUSHTOB
¢ 3a0oJleBaHMSIMH Cep/ila, TAKAMH KaK XpOHHYSCKas CepeuHas HeJOCTaTOYHOCTh. bhLIo
MOKa3aHO, YTO HAJIIMYUE Yy MALUEHTOB AJICKTPOJIMTHBIX HApYIICHWH (TUIO- U TUIMEPKATUSMUS,
TUIOMAarHe3ueMusi) U OpaJuKapIUHd MOJKET YBEJIWUHUTH PHUCK pa3BUTHS apuUTMHH. [Ipuem
JOMIIEpU/IOHA CIIeAYeT NPeKpPATUTh MPH BOBHUKHOBEHUH JIIOOBIX CHMITOMOB, KOTOPBIE MOTYT
ObITh AaCCOIIMHPOBAHBI C HapyIOIeHHEM pUTMa cepJna. B sTom ciydae HeoOX0aUMO
MIPOKOHCYJILTUPOBATHCS ¢ BPAUOM.

IIpumenenue 0OHOBpEeMEHHO ¢ ANOMOPPUHOM

JloMIIepuIoH TPOTUBOTIOKA3aH TPH COBMECTHOM IIpHEME C JICKApCTBEHHBIMHU CpEJACTBAMH,
yummasomumu uatepBan QT, 3a uckimouenueM amomopduHa. IIpuMeHeHHE COBMECTHO ©
anoMop¢pUHOM BO3MOXKHO TOJIBKO B TOM CIIydae, €CJIH MPEUMYIIeCTBO COBMECTHOTO IPUMEHEHUS
JOMIIEpUIOHA ¢ amOMOpP(HUHOM TPEBBINMIAST PUCKH U CTPOTO COOIIOMAIOTCS PEKOMEHIyeMbIe
MEphl TPEAOCTOPOIKHOCTH JUISI COBMECTHOTO NPUMEHEHHUs IIpenapaToB, YIOMSHYTHIE B
HHCTPYKITUH TTO METUITMHCKOMY MPUMEHEHHIO anloMOop(pHUHA.

[Ipu ogHOBpeMEHHOM NPUMEHEHUHU JOMIICPUIOH YCWIMBaeT JeHcTBUe Hehposentukor. [lpu
OJIHOBPEMEHHOM TPUMEHEHHH TIIpenapara ¢ aroHUCTaMu JOo(paMHUHEPTHUSCKUX PpeleNTOPOB
(6pOMOKpHUIITHH, JIEBOJIONA) JOMIIEPUIOH YTHETAeT HeXkeaTebHble epudepudeckue >3pPeKTh
MOCJIeTHUX (TaKue KaK HApYIICHUE MUIEBAPSHHUS], TONTHOTA U PBOTA), HE BJIMSS IIPU STOM Ha UX
neHTpaibHble g dekThl. Ilpenapat pekoMeHIyeTCS IPUHUMATE B MUHUMAJIBHON 3P eKTUBHOM
J103e.

BceooMoratenLHbIE BEMIECTBA

[IpemapaT coJepiKHUT JIAKTO3Y M acmapTaM, HaIeHTaM ¢ 3alojieBaHHeM (DEeHWJIKETOHYPHS, a
TAK)Ke C PEJKO BCTpEUalomeicsl HACIeICTBEeHHON HelmepeHOCHMOCThIO JIAKTO3bl, JSHHUIIUTOM

JIaKTa3bl WJIH TJIFOK030-TaJIAKTO3HOM Manba600p6up1eﬁ HE CIICAYCT IPUHUMATE 3TOT IIperiapar.
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Ecan JICKApCTBCHHOC CpEACTBO IPHUILIO B Heroz[Hb@f-ﬂ':ﬂgp;';f%%engEg%'_rgﬁﬁgé%,' HE

BbIGpaCLIBaﬁTe €Iro B CTOYHBIC BOJLI U Ha YJIMITY. ITomecTHTe JICKAPCTBCHHOC CPCACTBO B MMAKET U

IIOJIOXKUTE B MYCOPHBIM KOHTEHHEP. DTU Mepbl IOMOTYT 3aIlllUTHTh OKPYKAIOLIYIO Cpe/ly.

BmismHiie Ha CIIOCOOHOCTD YIIpaBJIATH TPAHCIIOPTHBIMH CpeJicTBaMH, MEXaHU3MaMH

HeOGXOZ[I/IMO COGJ’II—OI[aTB OCTOPOIKHOCTE IIpH YIIPABJICHUH TPaHCIIOPTHBIMH CpEACTBAMHU H
SBaHATHAMHA JOPYTHMH IMOTCHIHAJIBHO OITAaCHBIMH BHAAMH  JCATCJILHOCTH, TpeG}/IOIlII/IMH
MOBBIMICHHOH KOHICHTpalUl BHHUMAHHA H 6LICTp0TLI MMCUXOMOTOPHBIX peaKuHﬁ, B CBiA3H C

PHUCKOM pasBUTHA MOOOYHBIX peaKHHﬁ, KOTOPBIC MOT'YT BJIMATH HA YKa3aHHBIC CIIOCOOHOCTH.

dopma BbIIyCKa

Tabnetku qucneprupyemeie 10 mr.

ITo 10, 20 wumu 30 TabmeTok B KOHTYPHYIO SYCHKOBYIO VIIAKOBKY U3 IUICHKH
MOJIMBUHUIXIIOPUIHON, OO IUICHKH MOJUBHHWIXIOPHUAHON/ TTOMBUHIIHICHXIIOPUTHOW H
(oJBIH ATFOMUHHUEBOH TIeUaTHOU JJAKUPOBAHHOM.

Uma mo 10, 20 unu 30 TabieToK B KOHTYPHYIO STUSHKOBYIO YIAKOBKY H3 MaTepuala
KOMOMHHPOBAHHOTO Ha OCHOBE (OJIbIH (TPeXCIOUHBIN MaTepHall, BIJIIOUAIONIHN aTIOMUHHEBYIO
($oabTy, IICHKY U3 OPUSHTHPOBAHHOTO MOJHAMU/IA, TOJUBUHWIXJIOPUIHYIO IUICHKY) U (GOJILIH
AJIFOMUHHUEBOM ITeYaTHOU JIJAKUPOBAHHOM.

1, 2, 3, 4, 5 KOHTYpHBIX SIUSHKOBBIX ymakoBok mo 10 Tabmetox wim 1, 2, 3, 4 KOHTYpHBIX
STUCUKOBBIX yHakoBOK mo 20 Tabietok, win 1, 2, 3 KOHTYPHBIX SIYEHKOBBIX YMakoBoK mo 30
TaOJIeTOK BMeCTe ¢ MHCTPYKIHEH 10 MEJIUIMHCKOMY IPHUMEHEHHUIO (JIMCTOK-BKJIA/IBINI)

[IOMEMAIOT B KAPTOHHYIO YIAKOBKY (IIAUKY).

Yci1oBUA XpaHeHUA
IIpu temnepatype He Bbimie 25 °C B KapTOHHOU YITaKOBKe (TIaYKe).

XPpaHUTh B HEJTOCTYITHOM JIJIS1 JIeTeH MecTe.
Cpok rogHocTH
3 rona.

He MNPpUMCHATH 11O UCTCUYCHHH CPOKAa N'OAHOCTH.

YciroBusa oTmycka

OTIycKaloT MO PelenTy.
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