NHCTPYKIUA
IO MEJUIIUHCKOMY NPUMEHEHUIO JJEKAPCTBEHHOI'O IIPEITAPATA

Motuiaak®

PerucrpanuoHHbIi HOMeEP:
Toprosoe HaumenoBanue: Morunak®
MesKIyHApOAHOE HeNATEeHTOBAHHOE I IPYNNHPOBOYHOE HANMEHOBAHHKE: JOMIIEPUIOH

JlekapcTBeHHas popma: TaGIETKH, TOKPHITHIE TUICHOYHON 000JI0UKO#

CocraB

CocraB Ha OfHY TaOJIETKY

eticmeyrowee gewjecmeso.

Homriepuion 10,0 mr

Bcnomoecamenvuvie eewecmea.

Kpaxwman kaprodenbHbIi 36,3 mr
JlakT03BI MOHOTHApPAT 57,0 mr
Hemmtonoza mukpoxpucramnmdeckas (MKILL 102) 6,0 mr
Kpemnust auokcua KOJTOUAHBIN (a3pOCK) 1,2 mr
[ToBumon K-17 (MOJMBUHUIITHPPOIIUAIOH ) 4,7 mMr
Maruus creapat 1,2 mr
KapOokcumerniakpaxmain HaTpus, THIT A 3,6 Mr

(HaTpus KpaxMmaia INIMKOJIAT, TUIl A; HATpUEBas COJIb

[JIMKOJIATA Kpaxmaia, THII A; IpUMOTelb)

Macca tadneTku 6e3 000JI0YKH 120,0 mr
Obonouka:

l'unpomenio3sa (ruagpokcUnponuiI-MeTHILEet0a03a) 1,45 mr

[ToBumon K-17 (MOJMBUHUIITHPPOIIUAIOH ) 0,91 mr
[Tommcopbar 80 (TBuH — 80) 0,91 mr
Turtana qguokcug 0,31 mr
Tanbpk 0,42 mr

Macca Ta0JeTKH ¢ 000JI0UKON 124,0 mr



Onucanue
TabneTku, MOKPBHIThIC IJICHOYHOW OO0OJOYKOH, Oenoro wiM mo4dtu Oeloro MBeTa, KpPYyTIbIe,
JBOSIKOBBINTYKJIbIe. Ha momepedHoM paspeze TableTku Oenoro WM Oeloro ¢ KelTOBaThIM

OTTCHKOM IIBETA.

dapmakoTepaneBTHYeCKasi IPyNNa: CpeACTBa Ui JiedeHUs! (QYHKIIMOHAIBHBIX HapyIICHUN
HKEITyA0YHO-KUILIEYHOT O TPAKTa; CTUMYJIATOPbl MOTOPUKH KEITyA0YHO-KUIIEYHOTO TPAKTa

Kox ATX: AO3FA03

DapMaKoJIOrHYecKue CBOMCTBA

Dapmakoounamuka

JomnepunoH — aHTaroHUCT aodamMuHa, O0JIANAIOIMMUA TPOTUBOPBOTHBIMH CBOWCTBAMH.
JlommepuioH TUIOXO TPOHUKAET dYepe3 remarodHiedanndeckuii Oapbep. [IpuMenenwue
JOMIIEPUZOHA PEAKO COMPOBOXKIAETCS OKCTPAMUPAMUIHBIMU MOOOYHBIMU  JCHCTBHUIMH,
OCOOCHHO Yy B3POCHBIX, HO JOMIEPUOH CTUMYIUPYET BBIICICHHE MPOJAKTHHA M3 TUIO(PU3A.
Ero mpoTtuBOpBOTHOE AECUCTBHE MOXKET OBITH OOYCIIOBJIEHO COYETAaHHWEM IMepUdEepUIECKOTO
(racTpOKMHETUYECKOT0)  NIEWCTBHS W aHTaroHW3Ma K  pementopam  godaMuHa B
XEMOPELETITOPHOM TPUTTEPHOM 30HE, KOoTOpast HAXOIUTCS 3a npenenamMu
remMarodHIepanindeckoro 6aprepa. MccrnemoBaHus Ha JKUBOTHBIX M HHU3KHE KOHIIEHTPAIIUU
mpenapara, BBISIBISEMbIE B TOJIOBHOM MO3T€, CBUJICTEIBCTBYIOT O MPEUMYIIECTBEHHO
nepudeprudeckoM IeHCTBUH TOMIIEpUIOHA HA 10aMUHOBBIE PELIETITOPHI.

[Ipn mpuMeHEHHH BHYTPHh JOMIICPHIIOH YBEIUYHBACT MPOJOKUTEIBHOCTh AHTPAIBHBIX U
IYyOJCHANBHBIX COKpPAIEHUH, YCKOPSIET OMOPOKHEHHE IKelyJKa ¥ TIOBBIIIACT JaBJICHUE
c(UHKTEepa HUKHETO OTJeNa MUIEeBoAa. JJoMnepuoH He OKa3bIBaeT ACUCTBUS Ha HKEITyI0UYHYIO
CEKpEIHIO.

Dapmakokunemuka

Bcacvieanue

[Ipun mpueme HaTOIIAK AOMIIEPUIOH OBICTPO abcopOMpyeTcs mociie mprueMa BHYTpPb, THKOBBIC
MJIa3MEHHBIC KOHIIEHTpauu gocturatorcss B Tedenne 30—-60 munyTr. Huskas abGcomroTHas
OMOOCTYITHOCTH JIOMIIEPHIOHA NPH TpueMe BHYTpb (puMepHo 15 %) cBA3aHa ¢ HHTEHCUBHBIM
MPECUCTEMHBIM META00IN3MOM B KUIIIEUHOUW CTEHKE U TICUYCHHU.

Hommiepunion cienyer npuHUMaTth 3a 15-30 MuHyT 10 enbl. CHUKEHUE KUCIOTHOCTH B JKEITYJIKE
OPUBOIUT K YXYIIICHUIO BCAChIBaHUS AOMIIEpHIOHA. BHOJOCTYHMHOCTH MpU IpHEME BHYTPb

CHIDKAETCs MpH MpeABApUTEILHOM MpUeMe IUMETHUNHA U HaTpus OukapOonata. [Ipu mpueme



npenapara 1mocjie ebl A JOCTHKCHHUST MaKCUMaJIbHOU adcopOu TpedyeTcs 00JIbIle BpEMEHH,
a rromaas noj papmakokuHeTnueckoi kpuBor (AUC) HECKOTBKO YBETUYUBACTCS.
Pacnpeoenenue

[Ipu npueme BHYTPH [OMIEPUIOH HE HAKAIUIMBAeTCd W HE HHIYLHUPYET COOCTBEHHBIN
MeTaboJIM3M; TUKOBBIN IJIAa3MEHHBIN YpoBeHb 21 HI/Mi1 yepe3 90 MUHYT Tociie 2 HeAelb mpueMa
npemnapara BHyTpb B J03¢ 30 MI' B CyTKH ObUI MPAKTUYECKH TaKUM e, KaK ypoBeHb 18 Hr/mi
nocie npueMa mnepBoil n03bl. JlomnepuaoH cBs3biBaeTcs ¢ Oenkamu miaasmbel Ha 91-93 %.
HccnenoBanus pacrpeneiaeHus npenapara ¢ paiuoakTUBHON METKOM Y dKUBOTHBIX ITOKA3alld €ro
HIMPOKOE pacmpesiesieHue B TKaHAX, HO HU3KUE KOHIIEHTpAIMH B rojloBHOM Mo3re. Hebonbine
KOJIMYeCTBa Mpernapara MPOHUKAIOT Yepe3 MIIAlEHTY Y KpBbIC.

Memabonuszm

Jommepuaon  moaBepraercsi  ObBICTPOMY W HHTEHCHUBHOMY  METa0OIM3My  IyTeM
TUAPOKCHWINpOBaHU u N-geankuiaupoBaHus. McciemoBanuss wmerabonusma in  vitro ¢
JMarHOCTUYECKUMHU MHTMOUTOpaMu Mokasaiu, 4to uzopepmeHT CYP3A4 sgBisercs OCHOBHOM
dbopmoii muroxpoma P450, yuactBytomieit B N-1eankuiIupoBaHuU JOMIIEPHIOHA, B TO BpeMs KaK
m3opepmentet  CYP3A4, CYPIA2 wu CYP2El yuacTtBylor B  apoMaTHYECKOM
TUAPOKCHIINPOBAHUM JOMITEPHI0HA.

Buigeoenue

BriBenenne noukamMu M KuUIeuyHUKOM cocTasisieT 31 % u 66 % oT 1036l IpU NpUEME BHYTPb
cooTBeTcTBeHHO. Jlomsi mpemapaTta, BBIACISIONIETOCS B HEU3MEHEHHOM BHJE, SBISETCS
HeOonbmoi (10 % BBIBOOUTCS KHUIIEYHUKOM U Mpubau3utenbHo 1 % — modkamu).
[Ina3meHHBI TIEPHOJ MOTYBBIBEACHHS IOCJIE OJHOKPATHOIO MpHeMa BHYTPh COCTaBisieT 7-9
4acoB Yy 3J0POBBIX JOOPOBONBIIEB, HO TMOBBIIIACTCS Yy TNAIMEHTOB C TSKEION MOYEYHOU
HEJ0CTAaTOYHOCTHIO.

lloueunas nedocmamounocms

Y mauuMeHToB C TSOKEIOW TOYeYHOHW HEJOCTATOYHOCTHIO (CHIBOPOTOYHBIM KpEaTWHUH
>6 mr/100 M, 1. e. >0,6 MMOJB/JT) TIEPUOA TIONYBBIBEICHUS JOMIICPUIOHA YBEITUYHBACTCS C
7,4 no 20,8 yaca, HO KOHLIEHTpAIMH Mpenapara B IIa3Me HUXKE, YEM Yy TAIMEHTOB ¢ HOPMaJIbHOU
byHkueil moyek. Manoe KOJIMYEeCTBO HEM3MEHEHHOro mpemapaTta (okoyio 1 %) BeIBOgUTCS
MOYKaAMHU.

Ileuenounas neoocmamounocmo

VY narueHToB ¢ HapyuieHHeM (yHKIIMHA TIEYCHU CPEAHEH CTEIeHH TsKeCTH (oIeHka 7—9 GamioB
no mkane Yaina-ITeto), AUC u Chnax Aomnepugona Osu B 2,9 u 1,5 pasa Beie, yem y
3JI0POBBIX JTOOPOBOJIBIIEB COOTBETCTBEHHO. Jl0Ms1 HeCBsI3aHHOM (paKIK MOBBIIaNack Ha 25 %,

a TepuoJ TMOJYBBIBEICHUS yBelIMuuBaJICcA ¢ 15 m0 23 yacoB. Y NALUMEHTOB C JIETKUM



HapyIleHueM (QYHKIHMU I€YeHH OTMEYAINCh HECKOJBKO CHIDKCHHBIC CHCTEMHBIC YPOBHH
npernapara B CPaBHEHUHM C TaKOBBIMU Y 3JI0OPOBBIX TO0OPOBOJBIEB Ha 0CHOBE Cmax 1 AUC, 0e3
WU3MCHEHMI CBSI3BIBAHUS C OCIKAaMHM WIHM TEPUOJa IMOJYBBIBEJACHUS. [lallMeHTHI C TKEIBIM

HapylHieHneM (QYHKLIHU IeYeHU HE U3yUYallHCh.

Iloxka3zaHus K NIPUMEHEHHIO

I[J'I}I 00JIEr4YeHNs] CHUMIITOMOB TOIITHOTHI U PBOTEL

IIporuBonokazanusi

— IloBbIlIeHHAs YYBCTBUTEIBHOCTh K JOMIIEPUAOHY WIIU JIIOOOMY JPYroMy KOMIIOHEHTY
npernapara

— HenepeHOoCHMMOCTb JTaKTO3BI, AEUIINAT JTAKTA3bI, TIFOKO30-TaJIaKTO3HAs MaTbaOCOpOIus

— IIponakTuHOMa

— OJHOBpPEMEHHOE NMPUMEHEHHUE MEepPOpalIbHBIX (POPM KETOKOHA30Ja, IPUTPOMHULIMHA WIIN
MOIIHBIX MHruouTOopoB m3odepmenta CYP3A4, BbI3pIBaOIMX YAJMHEHHE HMHTEpBaja
QT (TakMx Kak WTPaKOHA30J, I03aKOHA30JI, PUTOHABUD, CAKBUHABUD, (IyKOHA301,
BOPUKOHA30J, KJIApUTPOMUIMH, aMHOJApPOH, TEIUTPOMUIIMH, TeNanpeBup), 3a
UCKIIIOYeHreM  anoMmopdunua (cM. pasgensl  «BzaumopeilictBue ¢ IpyrumMu
JIeKapCTBEHHBIMH cpeacTBaMm» U «OcoOble yKazaHHsD)

— BeIpaxkeHHbIE SIEKTPOJIUTHBIC HApyIICHUs WIM 3a00JIeBaHUS CepJlla, TaKUEe Kak
XpOHUYECKas cepJieuHasi HeZJOCTaTOYHOCTh

— IledyeHouHast HEAOCTATOYHOCTD CPEAHEN U TSKEIION CTENIEHU TKECTH

— KpoBoTeuenuss U3  KeIyJOYHO-KUIIEYHOTO  TPaKTa, MEXaHWYECKas  KHILEeYHas
HEMPOXOIUMOCTh, TepHOpaLIUS KETYAKA HIIA KUIICUHUKA

— Jletrckuii Bo3pact g0 12 ner

— Macca tena menee 35 kr

— bepemenHocTh

— Ilepuon rpyiHOTO BCKapMIIMBAHUS

C 0CTOPOXKHOCTHIO
— Jletrckuii Bo3pact 10 18 ner

— Hapymenue ¢pyHKIum novex



IIpumenenne npu 0epeMEHHOCTH M B IIEPUOJ I'PYAHOI0 BCKAPMJIUBAHHA
[penapar MoTuiak® IpoTHBOMOKA3aH K IPUMEHEHHIO TP OEPEMEHHOCTH U B IEPUO TPYIHOTO

BCKapMJIMBaHHA.

Cnoco0d npuMeHeHHs U 103bI
Buytps. Pexomennyercs npuauMath Tadnerku Motunak® 3a 15-30 MUHYT 70 eibl, B CiIydae
nprema Irperapara mocie e1bl a0copOIus TOMIIEPHIOHA MOXKET 3aMEJIAThCSL.

Bspocable 1 netu crapme 12 et ¢ Maccoi Tena 35 kr u Oosee

ITo 1 tabnerke (10 Mr) 3 paza B CyTKH, MaKCUMaJIbHasl CyTOYHAs J103a COCTABIISIET 3 TaOJICTKH
(30 mr).

MakcumanbHasl IpOJOJDKUTEILHOCTh IIPUMEHEHHMS IIperapaTa He JOJDKHA IPEBbIIATh / JHEN U
OTIpeNieNsIeTCs] Ha3HAYCHHUEM JISHalero Bpaya.

ITpuMeHeHye v DAIIMEHTOB ¢ NOYEYHON HEJOCTATOYHOCTEIO

[TockonbKy mepuon MOITyBBIBEACHUS AOMIIEPHUIOHA IIPU TSHKEIOW MOYEHYHON HENOCTaTOYHOCTU
(mpu ypoBHE KpeaTWHUHA B CbIBOpoTKe > 6 mr/100 mu, T. €. > 0,6 MMOINB/JT) yBEeIHMYUBAETCH,
4acTOTy NIpHeMa IpenapaTra ClIeAyeT CHU3UTh 10 | wnm 2 pa3 B CyTKH, B 3aBUCHUMOCTH OT
TSOKECTH HepocTaToyHocTH. HeoOXxonuMo mpoBOAMTH PETryJsipHOE OOCieOBaHNUE MAllUEHTOB C
TSKETION MOYEYHOM HEJIOCTATOYHOCTBIO (CM. pazaen «PapMaKoIOrH4ecKue CBOMCTBAY ).

IIprnMeHeHre v HallMEHTOB C IIEYEHOYHON HEJOCTATOYHOCTELIO

[IpumeHneHue mnpemnapata MPOTHUBONOKA3aHO y MAllMEHTOB C MEYEHOYHOH HEJIO0CTAaTOYHOCTHIO
CpPemHEeW W TsDKEIOW cTeneHu TspkecTu (cM. pasnen «lIporwBomokaszanus»). Y MalMEeHTOB ¢
JIETKOW TEYEHOYHOW HEJOCTATOYHOCTHIO KOPPEKIIUHU 03Bl Mpernapara He Tpedyercs (CM. pasaen

«DapmMaKoIIOrHuECKUEe CBOMCTBAY).

ITodouyHOE neicTBHE

I1o TaHHBIM KIMHUYECKUX UCCIIENOBAHUN

Heoicenamenvnvie peaxyuu, naonooaswuecs y > 1 % nayuenmos, npuHuMAasuiux 0OMnepuooH:
Jenpeccusi, TPEBOra, CHIDKEHHWE WM OTCYTCTBUE JHUOHI0, TOJOBHas 0O0Jb, COHJIUBOCTD,
aKaTu3usl, Juapes, Cbillb, 3yJ, YyBEJIWYEHHE MOJOYHBIX JKeJe3/THHEKOMacTus, O0o0ib U
YYBCTBUTEIHLHOCTh B OOJIACTH MOJIOYHBIX JKelle3, TaJakTopes, HapylIeHHS MEHCTPYaJIbHOTO
[IUKJIA ¥ aMEHOpesl, HApyIICHUE JTAKTAIl|H, aCTCHHUSI.

Heowcenamenvnuvle peaxyuu, nabnrooasuwiuecs y < 1 % nayuenmos, npuHuUMasuiux 0OMnepuooH:
TUIEPYYBCTBUTEIBHOCTb, KPANMBHUIIA, OTEK MOJIOYHBIX >KE€Je3, BbIICICHUS W3 MOJIOUHBIX

KCEIIC3.



[IpuBenenHble HUXE HeXemaredbHble A(Q(PEKTh KiIacCHDHUIMPOBATN CICAYIOMMM 00pa3oM:
oueHb 4vacto (>10 %), wactro (>1 %, HO <10 %), Hewacto (>0,1 %, HO <1 %),
peako (= 0,01 %, no < 0,1 %), ouens peako (< 0,01 %), BKiItoUyasi OTAEIbHbBIE CIIyYaHu.

I1o JaHHBIM CIIOHTAHHBIX COO6H1€HHI>1 0 HEXCJIATCIbHBIX ABJICHUAX

Hapywenus co cmopoHnvl umMmyHHOU cucmemvl: OY€Hb PEIKO — aHa(UIAKTUYECKUE peaKIuH,

BKJTI0Yas aHAPHIAKTUYECKUHN IIIOK.

Ilcuxuueckue HapywieHus: OYEHb PEIKO — TOBBIIICHHAs BO30YAMMOCTb, HEPBO3HOCTH,
pa3apaKUTENbHOCTD.
Hapywenus co cmoponvl Hepenoli cucmemvl: 0YEHb PEIKO — COHJIMBOCTH, T'OJOBHAs 00Jb,

TOJIOBOKPY>KEHHE, SKCTPAMMUPAMUJIHBIE PACCTPOICTBA U CYIOPOTH.

Hapywenusa co cmopoHbl cepoeuno-cocyoucmoil cucmemvl: 4YacToTa HEHW3BECTHA —
KEIyAOUKOBasl apUTMUA™, JKEITyJIOYKOBasg TaxUKapAus 1O TUIY «IUPYIT», BHE3amHas
KOpPOHapHasi CMEpPTh*.

Hapywenus co cmoponvl Kodcu u NOOKOMICHbIX MKaHel: OYEHb PEIKO — KpaluBHUIIA,
AQHTMOHEBPOTUYECKHM OTEK.

Hapywenus co cmoponsl nouek u Mouesbigo0awux nymeti: O4eHb PEAKO — 3aJeprkKa MOYH.
Jlabopamopuvie u unHcmpymeHmanvHvle OaHHble: OYEHb PEIKO — OTKIOHEHMs J1abOopaTOPHBIX
nokasarenei (pyHKIUY NeUYeHH, TUIIePIPOIAKTHHEMHUS.

* B HEKOTOPBIX SMUIEMHOJOTUYECKUX HCCICNOBAHUSAX OBUIO TOKAa3aHO, YTO TNPUMEHEHHE
JOMITIEPUI0HA MOKET OBITH CBA3aHO C MOBBIIEHUEM PUCKA PA3BUTHS CEPhE3HBIX JKEITYJOUYKOBBIX
apUTMUN WM BHE3aMHOW CMepTHU. PUCK BO3HMKHOBEHUWS MTAHHBIX SIBJICHHI OOJiee BEPOSTCH Y
nanueHToB crapiie 60 JeT u y MalueHTOB, MPUHUMAIOIINX MpermapaT B CyTOYHOU 103e Oolee
30 mr. PexoMmMeHIOBaHO NpPUMEHEHHUE JOMIEPUIOHA B HauMeHbIIel 3(deKTHBHONW 103€ Y
B3pOCJIBIX U JETEH.

HexxenaTenpHble  PEAaKIMH, BBIABJICHHBIC B XOJIE IOCTPETMCTPAIIMOHHBIX  KIMHHMYCCKHX

HCCJICIOBAaHUMN

Hapywenua co cmoponvl ummyHHOU cucmembl: YacTOTAa HEU3BECTHA — aHA(PHIAKTHYECKUE
peakuuu, BKIo4as aHapuIakTUYECKUH MIOK.

Ilcuxuueckue HapyweHus: HEYaCTO — MOBBILIEHHAsS BO30YANUMOCTh, HEPBO3HOCTb.

Hapywenus co cmopomnsl HepeHoli cucmemul: 4aCTO — TOJOBOKPYKEHUE; PENKO — CYAOPOTIH;
YaCTOTAa HEU3BECTHA — SKCTPANMMPAMUIHBIE PACCTPOICTBRA.

Hapywenuss co cmoponbl cepoeuno-cocyoucmori cucmemvl. 4YacToTa HEU3BECTHA —
KEIyAOUKOBasl apUTMHUA™, JKEIyJIOYKOBas TaxUKapAHus MO TUIY «IUPYIT», BHE3amHas

KOpOHapHasi CMepTh™*.



Hapywenus co cmoponsi dceny0ouHo-KkuueyHo2o0 mpakma: 4acToTa HeM3BeCTHa — CYXOCTh BO
pTYy.

Hapywenus co cmoponvl KodCU U NOOKONCHLIX ~MKAHeU: 4YacToTa HEHU3BECTHA —
AQHTMOHEBPOTHUYECKUM OTEK.

Hapywenus co cmoponvl nouek u Mouesbi800Awux nymeti: HE4aCTO — 3aJep>KKa MOYH.
JlabopamopHnvle u uHcmpymeHmanvhbie OaHHble: HEYaCTO — OTKJIOHEHHsS Ja0opaTOpHBIX
nokasaresuei (yHKIMU NeUSHH; PeIKO — TUIIEPIIPOTAKTUHEMHUSL.

* B HEKOTOpBIX SMUAEMHOJOTHYECKHX HCCIEIOBAaHUSAX ObUIO IOKa3aHO, YTO TNpPUMEHEHHE
JOMITIEPUIOHA MOKET OBITH CBA3aHO C MOBBIIIEHUEM PUCKA PA3BUTHSI CEPhE3HBIX JKEITYJOUYKOBBIX
apUTMHUI WM BHE3alHOW CMepTH. PMCK BO3SHMKHOBEHHS NAHHBIX SIBICHUN Ooyiee BEpOSITEH Y
nanueHToB crapuie 60 JeT W y HalMeHTOB, MPUHUMAIOIIMX IpenapaT B CyTOYHOM 1o3e Oonee
30 mr. PexoMeHI0BaHO TpHMEHEHHE IOMIICpUIOHA B HaWMEHbIIeH >()PEeKTHUBHON 103€ Yy

B3pOCJIBIX U JETEH.

Ilepeno3upoBka

Cumnmombi: BCTPEUAIOTCS 4allle BCEro y MiaJeHueB U neTeil. IlpusHakamu nepeno3upoBKH
ABIIAIOTCS @XHUTAlMs, W3MEHEHHOE CO3HAHUE, CYJOpOTH, JI€30pPHEHTAallls, COHJIUBOCTh U
SKCTpanupaMuHbIe PEaKIIIH.

Jleuenue: cuMITOMAaTHYECKOE, CIIEIU(DUUECKOTO aHTHIOTA HET. [IpoMbIBaHUE JKemyKa, MprUeM
aKTUBUPOBAaHHOTO  YIUIA, TpPU  BO3HUKHOBEHHUH  JSKCTpPANMMpPAaMUAHBIX  peakIuil  —
AHTUXOJIMHEPTUYECKUE, MPOTUBOMAPKUHCOHUYECKHUE cpelicTBa. M3-3a BO3MOXKHOTO yBEIHMUEHUS

untepBasia QT ciexyer MoHUTOPUPOBATH 31eKTpokaparorpammy (IKI).

B3aumopneiicTBHe ¢ APYTrMMH J1eKAPCTBEHHBIMH CPeACTBAMM
BsaumopeiictBue co creAylomuMu MpernaparaMd MOXKET TMOBBIIIATh PHUCK YBEIMYEHUS
unTepsana QT:
Ilpomugonokasannvie KOmoOunayuu:
npenaparsl, yBeanuuparomue narepsai QT:

— aHTHApUTMHUYEecKue mpemapaThl kimacca [A (B T. 4. Ou30mUpaMu], TUIPOXUHHIUH,
XUHUJIUH);

— aHTHapuTMHUYecKue npenaparsl kinacca Il (B T. 4. amuomapoH, 1oGeTunma, TpoHeaapoH,
HOYTHIINI, COTAJION);

— AHTUIICUXOTHYECKHE CPENICTBA (B T. 4. TAJIONEPUION, MTUMO3U/I, CEpTUHAON);

— aHTHJICTPECCAHTHI (B T. Y. IUTAJIONPAM, SCIUTAIIONPAM);

— aHTHOMOTHKH (SPUTPOMHUIIMH, JIEBODIOKCAIINH, MOKCU(IIOKCAIINH, CITUPAMHUIIH);



— TMPOTUBOTPUOKOBBIC TIpenaparsl (B T. 4. (IIyKOHA30J1, IEHTAMUJINH);

— aHTHUMAJSIPUIHBIC TIpenaparsl (B T. 4. TaiodaHTpuH, TyMehaHTpuH);

— KeJlyI0YHO-KUIIeUHbIe MpenapaTsl (B T. Y. LU3ANPU/, 10JIACETPOH, MPYKATONPHL);

— aHTUTHCTaMUHHBIC TIpemapaTsl (B T. 4. MEXUTA3UH, MU30JIACTHH);

— TPOTHUBOOITYXOJIEBBIE MpEMnaparsl (B T. 4. TOpeMH(]EH, BaHIeTaHUO, BUHKAMUH);

— Jpyrue mpemnapartsl (B T. 4. Oenpuaui, tudemMannina MeTHICYIb(ar, METaaoH);

— w~omuHble  uHrubutopel  CYP3A4  (HezaBuCMMO  OT WX  BO3JCHCTBUA  Ha
MPOI0JDKUTENbHOCTS nHTEpBana QT);

— UHTHOUTOPHI POTEa3bl (HAPUMED, PUTOHABUP, CAKBUHABHP U TEIATPEBHD);

— TMPOTUBOTPUOKOBBIE CPEACTBA A30JI0BOTO psna (HampuUMep, UTPAKOHA30J, KETOKOHA30ll,
M03aKOHA30J1, BOPUKOHA30);

— HEKOTOpbhle AaHTHOMOTHKM W3 TPYNNbl MAaKpOJUIOB (HAIpUMEp, HPUTPOMHULIMH,
KJIAPUTPOMMUIIUH, TEIUTPOMUIINH).
Hepexomenoosanuvle komounayuu: ymepennole wuHrnOutopel CYP3A4 (muntumazewm,
BeparmaMuil, HEKOTOPbIE AHTHOMOTUKH U3 TPYIIITBI MAKPOJIHIOB).
Komounayuu, komopuie ciedyem npumeHAmMs ¢ 0CHOPOIHCHOCMbIO: TIPETIapaThl, BHI3bIBAIOIINE
OpaauKapAui0 M TUMOKAINEMHIO, a TakK€ a3UTPOMULIMH W POKCUTPOMHULMH. [lumeTuaus,
HATpUs TUIPOKAPOOHAT, APYTHe AaHTAlMIHBIE W AHTHCEKPETOPHBIC MpermapaThl CHIKAIOT
OMOOCTYITHOCTH IOMIIEPUIOHA.
Ilogvlarom Konyenmpayuro 00OMnepuodona 6 naazme Kpoeu: TIPOTUBOTPUOKOBBIE CPEICTBA
a30JI0BOTO  psAJla, AHTUOMOTHKHM W3 TPYIIBl MaKpoauaoB, wuHruOutopsl BWY-mporeas,
He(dazo/10H.
JloMnepusioH COBMECTUM C TNPUEMOM AHTHIICUXOTHUECKHX JIEKAPCTBEHHBIX CPEICTB
(HEeHpPOJIENTUKOB), arOHUCTAMU 10(aMHUHEPTUUECKHUX PELENTOPOB (OPOMOKPHIITHH, JI€BOOIA).
OpHoBpeMEHHOE MPUMEHEHHE C MapaleTamMojoM W JAUTOKCHHOM HE OKa3bIBaeT BIMSHUSA Ha
KOHIEHTPALUIO ITUX JIEKAPCTBEHHBIX CPEJCTB B KPOBH.
[IpumeHeHre COBMECTHO ¢ amoMOpP(GUHOM BO3MOXKHO TOJBKO B TOM CiIyd4ae, €CiH
IPEUMYIIECTBO COBMECTHOTO MPUMEHEHHs TMPEBBIIIAET PHUCKH, U TOJIBKO €CIH CTpPOTrO
COONIOAEHBl PEKOMEHAYEMbIE MeEpbl MPEJOCTOPOKHOCTH JUIsl COBMECTHOTO MPUMEHEHUs

npernaparosB.

Oco0ble ykazanus
JloMriepuIoH HEe PEKOMEHIYyeTCS HPUHHMMATh ISl MPOQHIAKTHKH TOIIHOTHI M PBOTHI MOCHE
Hapko3a. [Ipu AIWTENbHOW TepamuM NpenaparoM MAlUeHTHl JOJDKHBI HAaXOAMTHCS MO

PETYISIpHBIM HAOMIOCHHEM Bpaya.



Boszoeiticmsue na cepoeuno-cocyoucmyro cucmemy

Jomnepunon MoxeT BbI3biBaTh  yanuHeHue uHTepBana QT wa OKI. B xome
NOCTMApKETUHTOBBIX HCCIICOBAHUM y MAIMEHTOB, NMPUHUMAIOIIUX JIOMICPUAOH, B PEIKUX
ClIydasix OTMeuasoch yBeianueHue natepbaia QT U BOZHUKHOBEHHUE KeENTy0UKOBOW TaxUKapaAuu
0 TUIy «OUPY3T». JlaHHbIE HeEKeJaTeIbHbIE pEaKUUU ObUIM OTMEUYEHBI, B OCHOBHOM, Y
NAlMEeHTOB ¢ (aKTOpaMu pUCKA, C BBIPAKEHHBIMU 3JICKTPOJUTHBIMH HAPYIICHUSAMH WA
OJTHOBPEMEHHO NMPUHUMAIOIINX Mpenaparsl, yBeanunpatone narepsan QT.

B xonme HekoTOpbIX HccienoBaHUIl ObUIO MOKa3aHO, YTO NMPUMEHEHHUE JTOMIEPUIIOHa MOKET
MPUBECTH K YBEIMYCHUIO PUCKA JKEITYJOYKOBOM apUTMUU WM BHE3AMHONW KOPOHAPHOW CMEpPTU
(B 0COOEHHOCTH y TanueHToB crapiie 60 JeT uiu npu MpUMEHEHHH pa3oBoi 10361 Oosee 30 wmr,
a TaKKe y MalUEeHTOB, OJHOBPEMEHHO NMPHUHHUMAIOIIMX MpenapaTsl, YBEIMUUBAIOIINE HHTEPBAI
QT, wim uaru6utopsr CYP3A4).

[IpumeHeHre AOMIIEpPUIOHA U APYTUX IMPENapaToB, CIOCOOHBIX BBI3BATH yIJIMHEHHE MHTEpBala
QT, He peKOMEHZI0BAaHO Y MALMEHTOB C BBHIPAKECHHBIMU 3JICKTPOJUTHBIMH HapyIICHUAMHU (THUIIO-
U THIIEpPKAJIMEMHUs], THIIOMarHe3ueMusl) WM y TallMEeHTOB ¢ 3a00JIeBaHUSMH Cep/lla, TAKUMH Kak
XpOHHUYECKasi cepjAeyHass HEeAOCTaTOYHOCTh. bBBIJIO MMOKa3aHo, YTO HalIM4yue Yy NalueHTa
ANEKTPOJIUTHBIX HApyIIEHUH (TUIO- M THUIEpKaJueMHs, TMIIOMarHesuemus) u Opaaukapauu
MOXET YBEJIMYUTh PUCK Pa3BUTUs apuUTMUU. [IpueM nommepuoHa cieayeT MpPeKpaTuTh Mpu
BO3HMKHOBEHUH JIOOBIX CHUMIITOMOB, KOTOpPBIE MOTYT OBITh aCCOILMHPOBAHBI C HapyLIICHHEM
putMa cepaua. B aTom ciayyae He06X0IUMO MPOKOHCYIBTUPOBATHCS C BPAYOM.

IIpumenenue oOHo8peMenHo ¢ anomophuHom

JloMnepuaoH NPOTHUBOMOKA3aH HpPHU COBMECTHOM IpUEME C JICKApPCTBEHHBIMH CpEICTBAMH,
yumusasomumu uaTepBan QT, 3a uckmoueHuem anomopduHa. IIpuMeHeHHEe COBMECTHO C
anoMOp(UHOM BO3MOXKHO TOJBKO B TOM Cllydae, €CIM TMPEUMYIIECTBO COBMECTHOTO
NPUMEHEHUS JOMIIEpHIOHA C anoOMOP(QHUHOM TPEBHIINIAET PUCKH, U TOJIBKO €CIH CTPOro
COOJIIOJIAIOTCST  PEKOMEHIYeMble MEphl MPEJOCTOPONKHOCTH [UII COBMECTHOT'O MPHUMEHEHHUS
IpenapaToB, YIOMSIHYTHIX B HHCTPYKIIHUHU MO0 METUIIMHCKOMY IPUMEHEHHIO aloMOp(puHa.

IIpr ogHOBpEMEHHOM NPUMEHEHUHU AOMIEPUIOH YCHIMBAET IAEHCTBUE HEWpoenTUKoB. [Ipu
OJIHOBPEMEHHOM MPHUMEHEHHH TMpenapara ¢ aroHUCTaMu JT0(paMHUHEPrHUYECKUX pPelenTopoB
(OpOMOKPHUNTHH, JEBOAONA) TOMIIEPUIOH YTHETAeT HexenaTeabHble nepudepuyeckue 3PpPexTst
NOCIEeTHUX (TaKue KaK HapylIeHHe MUIIeBAPEHMs, TOITHOTA U PBOTA), HE BJIMSS MIPH 3TOM Ha UX
neHTpanbHbie 3pdexTrl. [Ipenapar pekoMeHyeTcsi MPUHUMATh B MUHUMAJIbHON 3¢ (PEeKTUBHON

Io3e.



Ecnmu nekapcTBeHHOE CpEINCTBO MPHILIO B HETOJAHOCTh WM KCTEK CPOK TOJHOCTH, HE
BBI6paCBIBaI>'ITe €ro B CTOYHBIC BOJbI U HA YJIMILY. ITomectute JICKApCTBCHHOC CPCACTBO B ITAKCT
Y TI0JIO’KUTE B MYCOPHBIM KOHTEHHEP. DTU MEPHI IOMOTYT 3AIIUTUTH OKPYKAIOIILYIO CPELLY.
Bcnomoeamenvhvie seugecmsa

[Ipenapar comepkut jakTo3y (J1akTo3y MoHoruapat 57,0 Mr Ha oaHy TaOnertky). [larmentam ¢
PEAKO BCTpEUArOIIeiicss HACIECTBEHHOW HETEePEHOCUMOCTBIO TallaKTO3bI, Ne(UIINTOM JTaKTa3bl

JIoTIapei Wik TII0K030-TalaKTO3HOM ManhabcopOIueit He ciielyeT MPUHUMATh STOT Mpemnapar.

Biusinue Ha ClIOCOOHOCTH YNIPABJISITH TPAHCIIOPTHBIMHU CPEeACTBAMM, MEXaHU3MaMHU

Heo6xoauMo cobmiofath OCTOPOKHOCTh HPU YNPaBIEHUH TPAHCIOPTHBIMH CPEACTBAMH U
3aHATUSAX JPYTMMH TOTEHIMAJbHO OMACHBIMU BUJAMH  JESATEIBHOCTH, TPeOYIOIUMHU
MOBBIIICHHOW KOHILIEHTpPAllMM BHUMAaHUS W OBICTPOTHI NMCUXOMOTOPHBIX pEaKIHil B CBSI3U C

PHUCKOM pa3BUTHS MOOOYHBIX peakLUid, KOTOPbIE MOTYT BIUSATH HA YKa3aHHbIE CTIOCOOHOCTH.

dopMa BbINTYCKa

TabeTku, MOKPHITHIEC TNIEHOYHON 000109KOM, 10 MT.

[To 10 TabneTok B KOHTYPHYIO SYCHKOBYIO YIMAKOBKY W3 TUICHKH TOJMBUHUIXJIOPUIHON W
(donbry aIOMUHUEBON MEYaTHOM JTaKUPOBAHHOM.

[lo 1 manm 3 KOHTypHBIE SYEMKOBBIE YMAKOBKUM BMECTE C MHCTPYKLHUEW I0 IPHUMEHEHUIO

IMOMCINAIOT B ITAYKy M3 KapTOHA.

YciaoBus XxpaHeHUs
[Ipu remneparype He Bbie 25 °C.

XpaHUTh B HEAOCTYITHOM JIJIs IETEH MECTE.

Cpox rogHocTu
3 rona.

He IMPUMCEHATH 11O UCTCUYCHUHU CpOKa 'OAHOCTH.

YcaoBus ornycka

OTnyckaroT Mo peLenty.

IIpousBoauTenn
AO «BEPO®APM», Poccuiickas @eneparus

Benroponckas o6, r. benropon, yn. Pabouas, a.14.
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Ten.: (4722) 21-32-26; paxc: (4722) 21-34-71.

Baanesienn perucTpanuoHHOro yaocroBepeHusi/QOpranu3anusi, NPUMHUMAIOIIAA NPeTeH3UN
norpeouTeiei

AO «BEPOOAPM»

Poccus, 115088, r. Mocksa, 2-i1 FOxxHonoptoBblit ipoe3, 1. 18, ctp. 9, stax 2.

Ten: +7 (495) 797 57 37

Qaxc: +7 (495) 792 53 28

E-mail: info@veropharm.ru

https://veropharm.ru
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