IHCTPYKUIIA
AJIS1 MEUYHOI'0 32CTOCYBAHHS JIKAPCHKOIo 3ac00y

JOMIJIOH®
(DOMIDONE)

Cknao:

Oitoua peuosuHa: TOMIEPUIOH;

1 Tabnerka MicTUTh JOoMIepuAoHY 10 Mmr;

OONOMIDICHT peyosuHu.: TaKT03a, MOHOTIPAT; KpPOXMallb KYKYpPYI3SHUH; IETI0I03a MIKPOKPHCTAIIYHA;
KpOXMaJlb MPEXKEIATHHI30BAHUH; TIOBIIOH; MAarHIIO CTeapar;

wIiBkoBa  oOononka:  Sepifilm 752  Blanc  (TiqpOKCHIIPOMUIMETHIINIETION03a,  IEI0JI03a
MIKpOKpHUCTaJIIYHA, TOJIIETUIICHTIIIKOIb (Makporon 40), tutany miokcua (E 171)).

Jlikapcbka gopma. Talnetku, BKpUTi 000JIOHKOIO.
OcHosHi izuko-ximiuni enacmueocmi: TaOIETKU, BKPUTI TUTIBKOBOIO 000JIOHKOIO, O1710TO a0 Maihke
OUTOTO KOJILOPY, KPYIriioi GopMHU 3 TBOOMYKIIOIO MTOBEPXHELO.

dapmakoTepaneBTHYHA rpyna. 3aco0u, 10 3aCTOCOBYIOTHCA y pa3i PYHKIIOHATHHUX IUTYHKOBO-
KHUIIKOBUX po3naliB. Ctumynsaropu nepuctanbTuku. Kog ATX AO3F A03.

Dapmakonoiuni enacmueocmi.

Dapmaroouramixa.

Jlomniepuion — aHTaroHict AodaMiHy 3 MPOTHOIIOBAILHUMHU BJIACTUBOCTAMH. JloMnepuioH
HE3HAYHOIO MIPOIO MPOHHUKAE KPi3h reMaroeHIedaniaauii 6ap’ep. 3acTOCyBaHHS TOMIIEPUIOHY TyKE
PIIKO CYMPOBOKYETHCS EKCTpamipaMiZHUMU TOOIMHUMHU iSIMH, OCOOJMBO Yy JOPOCIHX, ajie
JOMIICPHIOH CTHMYJIIO€ BHIUICHHS MPOJAKTHHY 3 rimodiza. Moro mpoTHOIIOBaIbHA Mis, MOKIHBO,
3yMOBJICHA TMO€AHAHHSAM mepudepruyHoi (racTpOKIHETHYHOI) Mdii Ta aHTaroHi3My JO pelenTopiB
nodaMiHy y TPUTEPHINA 30HI XEMOPEIENTOPIB, IO 3HAXOAUTHCS 032 TeMaroeHedaniaHum 6ap’epom
y 3aJHil aitsHIN (area postrema).

JlocnikeHHsT Ha TBapHHAX, a TaKOK HU3bKI KOHIIEHTpAIlii, 110 BU3HAYAINCh Y MO3KY, BKa3ylOTh Ha
MePEBAKHO MEpUPEPUUHY IO JOMIICPUIOHY Ha perienTopu J0¢aminy.

JlocniKeHHs y TIOAMHU [TOKAa3aliy, 110 MPHU 3aCTOCYBaHH1 BHYTPIIIHBO JOMIIEPHUIOH MIABUIILYE THCK Y
HWKHIX BUIIUIaX CTPAaBOXOIy, IOKpaIlye aHTPOIYOACHAIbHY MOTOPUKY Ta MPHUCKOPIOE 3BUILHEHHS
HUTyHKa. JJoMOepuI0H He BIUIMBAE HA IIIITYHKOBY CEKPELIO.

BmnuB Ha inTepBan QT/QTc i enekrpodizioiorito cepiis

BinnmoBigno no MibxaoHapomauux pekomennanii ICH-E14, perenpHe mocnimkenHs intepBany QT
OyIi0 mpoBeieHo Y 310poBuX Mroaeil. Lle nocnimkenns Oyno NoaBiTHIM, MIaned0 KOHTPOJIbOBAHUM, 1
HOro MPOBOMIIM 3 BUKOPUCTAHHAM PEKOMEHJOBaHUX 1 HaaTepaneBTUYHUX 103 (10 1 20 mr 4 pas3u Ha
nenb). [Ipu npuitomi 20 Mr nomnepuaony 4 pasu Ha 100y BiA3Hadangocs noaoBxeHHs iHTepBainy QT,
3MiHHU BapitoBaiucs Bin 3,4 10 5,9 MC IpOTATOM yChOTo Mepioy CIIOCTEPEKEHHS Ta 1€l MOKa3HUK He
nepesuinyBaB 10 mc. Ilpogorxkenns QT, cnoctepexxyBaHe B IbOMY JOCHIKEHH1, KOJIH JOMIIEPHI0H
BBOJIUBCS BIAMOBITHO 10 PEKOMEHIOBAHOTO JI03YBaHHSI, HE € KIIHIYHO 3HAUUMUM.

II# BiICYTHICTh KJIIHIYHOTO 3HA4YEHHS MIATBEPAKYEThCS (DapMAaKOKIHETUUHUMH IapaMeTpaMu Ta
JaHUMH 1070 iHTepBaity QTc, oTpuMaHiMHM y X011 BOX OUIBIN TaBHIX JOCTIHKEHb, sIKI BKIIOYAIN 5-
nenHe JnikyBanHa 20 mr 1 40 mr npommepunony 4 pasu Ha n0o0y. EKI' 3ammcyBamu mnepen
JOCTIKEHHSIM, Ha 5-1 AeHb uepe3 | roauny (MpuOIn3HO Y tmax) MICIS paHKOBOI JO3M Ta Yepe3 3 THi.
B o0060x npocnimkeHHAX He crnoctepiranocs pisHuni Mbk QTc micns aKTHBHOTO JIKyBaHHS Ta
3acTocyBaHHs TU1ane0o. TakuM 4uHOM, Oyn0 3po0JIeHO BUCHOBOK, IO MPUHOM JOMIEPUAOHY Y 1031
80 1 160 mr Ha 100y He MaB KJIIHIYHO 3HauyIoro BIuMBy Ha QTc y 310poBHUX T0OPOBOJIBIIIB.
Dapmaxokinemuxa.

Bcemokmyesanns.

Jommepuaon mBHIKO abcopOyeTbCs TMpU  TEpopaTbHOMY MPUHOMI HaTIIe, MaKCHMalbHa
KOHIIGHTpAllil y TUIa3Mi KpOBi Jocsraerbcst mpubmuzHo depe3 60 xBwimH. Husbka abcomoTHa
010JJ0CTYIMHICTh TEPOPATLHOTO AOMIIepUAOHY (mpubmuzno 15 %) 3yMoOBIEeHAa EKCTEHCHBHUM




MeTa00JII3MOM TEPIIOr0 MPOXO/KEHHS y CTIHII KUIIEYHUKY Ta B MEYiHIl. X04Ya y 3JJ0POBUX JIFOAEH
010/I0CTYIHICTh JOMIIEPUIOHY 30UTBIIYETHCS TPU NPUHOMI MICHs iqu, MalieHTam 31 CKapramu
[UTYHKOBO-KHIIKOBOTO XapakTepy CIiJ npuiMaTu IoMrepusioH 3a 15-30 xBuiauH 10 inu. 3HMKEHA
KHCIIOTHICTh NITYHKA 3MEHIye a0copOiiro qommepuaony. [Ipu mepopanbHOMY HpuiioMi TpemapaTy
TICIIS 111 MakcUMasbHa aOCOpOITist IENIO YITOBUILHIOETHCS.

Posnooin.

[Ipu nepopanbHOMY MpHUIIOMI IOMIIEPUIOH HE aKyMYJIOETbCA 1 HE IHAYKY€e BIIACHHHA OOMIH;
MaKCUMaJIbHUI piBeHb y 1a3mi KpoBi uepe3 90 xBwimH (21 Hr/mi) micias ABOTHIKHEBOTO
nepopaibHOro npuiiomy mo 30 mr Ha 100y OyB Maibke TakUM JKe, SIK MIiCIs MPUHOMY MEpIIoi 103U
(18 ur/mi). Jomnepunon Ha 91-93 % 3B’s3yeTbes 3 OUTKaMu 1a3Mu KpoBi. JloCIipKeHHs po3MoaiTy
JIOMIIEpUIIOHY, MO0 Oyid TpOBEAEHI Ha TBAapHHAX 3a JOTOMOTOI0 IMpernapary, MIidYeHOro
PaioaKTUBHUM 130TOIIOM, MOKA3aJIM WOTO 3HAYHUI PO3MOJUT Y TKAHMHAX, ajle HU3bKY KOHIIEHTPALIII0
y MO3Ky. Y TBapHH HEBEJIMKI KUIBKOCTI IpenapaTy NPOHUKAIOTh KPi3b IMJIALEHTY.

Memabonizm.

JloMIiepu10H MBUIKO Ta €EKCTEHCUBHO METa0O0II3y€eThCS y MEUiHIll HUISIXOM TIPOKCHIIIOBaHHS Ta N-
neankinyBaHss. JlocmipkeHHs MeTabomi3My N VItro 3 JiarHOCTHYHUMHM 1HTIOITOpaMH MOKa3ajH, 110
CYP3A4 € ronosuoto ¢opmoro nuroxpomy P450, 3anmyyenoro 10 N-neankiTyBaHHS JOMIEPUIOHY, a
CYP3A4, CYP1A2 ta CYP2EI GepyTh yyacTb y apOMaTUYHOMY T'1IPOKCHIIIOBaHH1 IOMIIEPUIOHY.
Buseoenns.

BuBenenns i3 ceuero Ta KajgoM CTaHOBUTH BimmoBimHo 31 % Ta 66 % Big mepopalbHOI O3W.
Buninenns npenapaTy y HE3MIHEHOMY BUIJISAI CTAHOBUTH HeBeNnuKui BincoTok (10 % 3 kamom Ta
npuom3Ho 1 % 13 ceuero). Ilepion HamiBBUBEACHHS 3 TUTa3MHU KPOBI MICS MPUHAOMY pa3oBOi J03U
CTaHOBUTDH 7—9 TOJMH Yy 30pPOBUX JT0OPOBOJIBIIIB, ajle MOJIOBKEHUH Y MAIlIEHTIB 13 TSHKKOI HUPKOBOIO
HEJO0CTaTHICTIO.

Oco0nuBi rpynu Nali€eHTiB

Topywenus ¢hynurkyii nevinku

VY marieHTiB 3 MOpymeHHAM QYHKITII MEYIHKHA CEpeTHbOro cTyrneHs (7—9 G6amiB 3a mkanoro I1°ro, kiac
B 3a knacudikaniecro Yainna-II'ro) AUC 1 Cmax momnepugony Oymm y 2,9 1 1,5 pasa Bummmu,
BIJIMOBIIHO, HDK Y 3JI0POBUX JOOPOBOJIbIIB. BinbHa ¢pakitis miaBunryBanacs Ha 25 %, a KiHIEBHUI
Mepio/l HaIIBBUBEICHHS TMOJOBXKYBaBCS 3 15 mo 23 roamH. Y MaIi€eHTIB 3 MOPYIIECHHSM (QYHKIII
MEYIHKH JIETKOTO CTYIEHS CIIoCTepiraigacs JIEno HIK4Ya eKCIO3UIlsA, HDK Y 3J0pPOBUX JOOPOBOJIBIIIB, 3
orisany Ha Cmax 1 AUC 6e3 3MiH y 3B’sI3yBaHHI 3 OuTkaMu ab0 KIHIIEBOMY TepioJii HAITIBBUBEICHHS.
3acTocyBaHHA Mpernapary MalieHTaM 3 MOpYHIeHHSIM (YHKIIT NEYIHKH TSKKOTO CTYyMEHs He
JToCHiuKyBasH (uB. po3ain «lIpoTumnoka3zanssy).

THopywenus ¢hynryii Hupox

VY naiieHTiB 3 TOpYymIeHHSIM (QYHKIII HHPOK TSHKKOTO CTymneHs (KpeaTHHIH CHPOBAaTKH KpOBIi
> 6 mr/100 mi, To6to > 0,6 MMOJIB/JT) TIEpi0A HANIBBUBEICHHS JOMIIEPUIOHY MOJOBXKYEThCS 3 7,4 10
20,8 roaguHM, ane IUIa3MOBa KOHIEHTpAIlisl MpermapaTy HIK4Ya, HDK Yy Mali€HTIB 3 HOPMaJbHOIO
¢byHkiiero HUpoK. [lyke HeBenHka KiUTbKicTh mpemapaty (mpubauszno 1 %) BUBOIUTHCS HUPKAMU Y
He3MiHEeHOMY BUTJIsAL (IUB. po3ain «Crocid 3aCTOCYBaHHS Ta JI03U»).

Kuiniuni XapakTepucTHKH.
Ilokaszanna.
JUist OJIEeTIIEHHS] CHUMIITOMIB HYZOTH Ta OJIIOBaHHS.

Ilpomunokasanna.

IIOMiL[OH® MPOTUIIOKA3aHUIA:

- TAaIi€HTaM 31 BCTAaHOBJICHOIO MIJBUIIECHOI YYTIMBICTIO A0 TMpemapaTy abo A0 JOTMOMDKHHX
PEUOBHH;

- XBOPHUM 3 IPOJIAKTHH-CEKPETOPHOIO MYyXJIMHOIO rinogdiza (MpoJakTHHOMOIO);

- XBOPUM 3 TSDKKUMHU a00 MOMIpHUMH HNOPYIIEHHAMH (YHKI[IT MediHKH Ta/a00 HUPOK (AMB. PO3IiT
«Oco0MMBOCTI 3acTOCYBaHHS», «DapMaKOKOJIOTT4HI BIIACTHBOCTIY);

- XBOpUM 3 BIZJOMUM MOJOBXKEHHSM IHTEpBaliB cepleBoi MmpoBigHocTi, 30kpema QTc, xBopum 3i



3HAYHUMU TMOPYIICHHSMHU OalaHCy eNeKTPOIiTiB a0 3 (JOHOBHMH XBOPOOAMH CEpIIsi, TAKUMH SK
3aCTiifHa ceplieBa HEOCTATHICTD (IUB. po3ai1 «OCOOINBOCTI 3aCTOCYBAHHS»);

- XBOPHUM 3 IIEUIHKOBOIO HEIOCTATHICTIO;

- SKIIO CTUMYIIALISA pyXoBoi QyHKIT HITyHKA MOXKe OyTH HeOe31eUHO0, HAaIPUKJIIa/, TIPU ILTYHKOBO-
KUIIKOBI KPOBOTEUi, MEXaHIYHINA HEMPOXiHOCTI a0 mepdopartii;

- TPOTUIIOKA3aHE OJHOYACHE 3aCTOCYBAaHHS KETOKOHA30JIy, €pUTPOMINMHY abo  IHIIUX
cunpHOAIF0UnX iHTi0iTOpiB CYP3A4;

- TPOTUIIOKA3aHEe OJHOYACHE 3aCTOCYBAHHS JIKapChKUX 3aco0iB, sKi monoBxkywooTh iHTepBan QT,
TakuX SK (DIyKOHA30J, EPUTPOMIIUH, ITPAKOHA30J, MEPOPaTbHUIA KETOKOHA30JI, IMOCAKOHA30J,
pUTOHABIp, CaKBiHABip, TeNaNpeBip, BOPUKOHA30J, KIAPUTPOMILWH, aMioJapoH, TENITPOMIIHUH
(muB. po3aimm «OcoOaMBOCTI 3acToCyBaHHA» Ta «B3aeMonis 3 IHIIMMH JTIKapCHKUMH 3ac00aMu Ta
THIII BHJTA B3a€EMOTIN»).

B3aecmooia 3 inwumu nikapcoKumu 3acooamu ma iHuii 6UOU 63acMo0ill.
AHTHUXOJIHEPTiYHI penapaT MOXKyTh HEHTpAi3yBaTH aHTHAMCIENTHYHY it Jominony®. V 38 13Ky
3 (hapMakoIMHAMIYHOIO Ta/ab0 papMaKOKIHETUYHOIO B3aEMOJIISIMU IM1IBUIYETHCS PU3UK BUHUKHEHHS
nonoxeHHs: QT-iHTepBaiy.
He cnig mpuitmMatu aHTanMIHI Ta aHTHCEKPETOPHI MpenapaTtd OJHOYacHO 3 J[OMIIOHOM ~, OCKUIbKHU
BOHU 3HIXKYIOTH HOro OI10JOCTYNHICTH MICHS HNPUHOMY BHYTPIIHBO (IUB. po3aul «OcobauBOCTI
3aCTOCYBaHHS»).
Jomnepunon MeTabomi3yeThes nmepeBakHo 3a gonomororo CYP3A4. 3a manuMu IOCTIKEHb in Vitro
CYIIyTHE 3aCTOCYBaHHS IpenapaTiB, LI0 3HAYHUM UYHWHOM NPUTHIUYIOTh LeHd ¢EepMEeHT, Moxe
MIPU3BECTH JI0 MIBUIIICHHS PIBHS JOMIEPHIOHY Y TIa3Mi KPOBI.
IIpun 3acTocyBaHH1 JOMIEpPUAOHY CYNYTHbO 13 mNOTyxHUMH IiHri0itopamu CYP3A4, 3parHumu
nogoBxkyBatu iHTepBan QT, crocrepiranucs kiiHIYHO 3Hauymli 3MiHK 1HTepBany QT. Tomy cymyTtHE
3aCTOCYBaHHS  JOMIIEPUIOHY 3 [E€BHMMU IMpernaparaMH  IPOTUIOKa3aHE  (IUB.  PO3ALI
«[TpoTumokazanus»).
Cynymue  3acmocy8amHs — HUNCUEHABEOEHUX  JIKApPCbKUX 3acobi@  pasom 3  O0OMNEPUOOHOM
npomunoxasate.
VYci nikapcebki 3aco0H, K1 TOI0BXKYIOTH iHTepBail QT:
- aHTHApUTMIYHI Ipenapatu kinacy [A (Hanmpukiaz, Iu30ImipamMisl, XiHiUH, TIIPOXIHIINH);
- aHTHapuTMIi4YHI npemnapaTtu knacy Il (Hanpuknazn, amionapoH, J0QETHIII, TPOHENAPOH, 10yTHITI,
coTaJion);
- JIesKi HeMpOJIeNTHYHI Mpernapary (HarpuKIIa, TaToNIepHI0JI, TIMO3H I, CEPTHH/ION);
- JesIKi aHTUJIEIPECaHTH (HAIIPHUKIIAJ, [IUTAJIONPaM, €CLIUTATIONPaM);
- Jiesiki aHTHO10TUKH (HAIIPUKIIA, JICBO(IOKCAIIMH, MOKCU(IIOKCAIINH, EPUTPOMIIIH, CIIpaMIIIH);
- JIesKi mpoTUTrpuOKOBI IpenapaTy (HarpuKiIa, MEeHTaMiINH);
- JesKi IpoTUMAJIApiiiHi mpenapary (Hanpukiam, raaopadTpuH, JIroMepanTpin);
- JIesIKi NUTYHKOBO-KHIIIKOBI Tipernapary (HarnpyKial, MU3anpHI, J0IaceTPOH, MPYKaIONpUI);
- JIesKi aHTHTICTaMIHHI IIpenapaTty (HalpuKiIaa, MEKITa3uH, MI30JaCTHH);
- JesIKi TpemapaTrd, 0 3aCTOCOBYIOTHCS TP OHKOJIOTIYHMX 3aXBOPIOBaHHSAX (HAIpPHUKIA,
TopeMi(peH, BaHIeTaH10, BIHKAMIH);
- JesiKi iHII npernaparty (Harnpukian, OempuIuia, MeTaaoH, AudeMaHnin).
Ipuxnaou cunvnux inzibimopie CYP3A4, 3 sxumu npomunoxaszaro 3acmocogysamu JJomioon®:
- a30JIbHI NPOTUIPUOKOBI TpenmapaTH, Taki SK (QIIyKOHA301*, ITpaKOHA30J, KETOKOHAa301™ 1
BOPHUKOHA307T™;
- MakKpoJIiiH1 aHTUOIOTUKH, TaKi K KJIAPUTPOMILUH™ 1 €pPUTPOMILIMH™,
- iHribitopu nporeazu*;
- iHribitopu BlJI-mporea3u, Taki SK aMIpeHaBip, ara3aHaBip, (ocammpeHaBip, IHIWHABIp,
HendinaBip, pUTOHABIP 1 CaKBiHABID;
- QHTAroHICTHU KaJbI[if0, TaKi K TUJITia3eM 1 Bepanamin;
- amionmapon®;
- aMpelliTaHT;
- Heda3zodoH;
- TENITPOMIIIUH*.

®



*npononryrots iHTepBan QTc.

Oonouache 3acmocy8ants HACMYNHUX PEYOBUH UMALAE 0OEPEHCHOCII.

OO0epeXHO 3aCTOCOBYBATH 3 MpenaparaMu, 0 COPUYUHSIOTH OpaIHKap/Iiio 1 TIMOKATIEMIIO, a TaKOXK

13 HACTYIMIHUMHU MaKpoJiJJaMH, 110 MOXYTh CIPUUYMHUTH MOJOBKEHHS iHTepBany QT: asurpominud i

POKCUTPOMIIMH (KIapUTPOMIIIH MPOTUIIOKA3aHUHM, OCKUIBKH 1€ OTYKHUH 1Hri0iTop CYP3A4).

Cuin 3 06epeKHICTIO 3aCTOCOBYBATH IOMIIEPHJIOH CYITYTHBO 3 MOTYXHUMH iHri0iTopamu CYP3A4, ski

HE CHOPUYMHSIN TOAOBXKeHb iHTepBany QT, Takumu sK iHOWHABIp, 1 32 MAIiEHTAMH CIiJ THJIEHO

HaIJISIIaTH Ha BHITAJIOK TIOSBH O3HAK 200 CUMIITOMIB HEOaKaHUX PEaKIIii.

BumienaBeneHnii CIIMCOK JIFOYNX PEYOBUH € PEIPE3CHTATHBHUM, aJie HE € BUUCPITHHUM.

Jlominon® MoKHa O€THYBATH 3

- HeHPOJIETITUKAMH, [0 SKHUX BiH MTOCHITIOE;

- todaMiHepriyHUMH aroHicTamu (OpOMOKpHUIITHHOM, L-nomoro), HeOaxaHi nepudepudni Iii sSKuX,
TaKl sIK MOPYIIEHHsS TPaBJIEHHS, HYJIOTY, OJIIOBaHHS BIH NpUTHIYYe Oe3 HelTpanizalii OCHOBHHMX
BJIACTUBOCTEH.

B okpemux mochmimkeHHSIX —(papMakOKIHETHYHOI/(papMakoAMHAMIYHOT B3aemomii IN VIVO mpu

OJTHOYACHOMY TMEpOpaJbHOMY 3aCTOCYBaHHI KETOKOHA30Jy a00 epUTPOMINMHY Yy 3J0pOBUX

I00pOBOJIBIIB Oys0 MIATBEPAKEHO, L0 111 MpernapaTH 3HaAYHUM YUHOM MPUTHIYYIOTh MPECUCTEMHUN

MeTabonism Jgomnepuaony, omnocepenkoBanuii CYP3A4. Ilpu cymytHpomy 3actocyBanHi 10 wmr

JOMIIEPUIOHY MepopaibHO 4 pa3u Ha 700y Ta 200 MT KETOKOHA30Jy MepopaibHO 2 pa3u Ha 100y B

Mepiojl CrocTepekeHHsT Oyno Big3HaueHO TojaoBXKeHHs iHTepBany QTc B cepeanromy Ha 9,8 wmc;

OKpemi 3HaueHHs koymBaiucs Bigx 1,2 mo 17,5 mc. Ilpu cymyrHbomy 3actocyBanHi 10 wmr

noMnepuony 4 pasu Ha 100y Ta 500 MT epuUTpOMIIIMHY TTepopalibHO 3 pa3u Ha 100y iHTepBan QTc y

Mepio/T CIOCTEPEKEHHS TOJOBXKYBABCS B CepeAHbOMY Ha 9,9 Mc, iHTepBal OKpEeMHX 3Ha4YeHb

ctanoBuB Big 1,6 mo 14,3 Mc. PiBHOBaXkHI 3HaueHHS Cmax 1 AUC moMmepuoHy 3pocTaiy mpuOIu3HO

BTpUYl Y KOXHOMY 3 IIUX JOCTUDKEHb B3aeMoil. BIUIMB MiABUIEHUX IIa3MOBUX KOHIICHTpAIIIH

JTOMIIEPUIOHY Ha criocTepexxyBanuil edekt Ha QTc HeBimomuid. Y IMX JOCTIKEHHIX y BHUMAAKY

MoHoTeparii gomnepuaonom (10 mr nmepopanbHO 4 pasu Ha n00y) iHTepBan QTc momomxyBaBcs B

cepenHboMy Ha 1,6 Mc (IOCHIKEHHST KETOKOHA30/1y) Ta 2,5 MC (AOCTIKEHHSI epUTPOMINIMHY), B TOH

yac SK 3aCTOCYBaHHs Jiie KeTokoHa3oiy (200 Mr 2 pa3u Ha 100y) abo eputpominiuny (500 mr 3 pasu

Ha 100y) mpu3BoAmiIO A0 30uTbIneHHs iHTepBany QTc B mepion cnocrepexenHs Ha 3,8 ta 4,9 mc

BIJIIIOBIIHO.

Teopetnuno, ockinbku Jlominon® 4MHMTH MPOKIHETHYHY [il0 HAa LITYHOK, 1€ MOKE BIUIMBATH HA

BCMOKTYBaHHSI NEPOpabHUX IMpernapariB, M0 3aCTOCOBYIOTbCS CYIMYTHbO, 30KpeMa Ha JIKapChKi

(hopMH TIPOJIOHIOBAHOTO BUBLIBHEHHS a00 KHIIKOBOpO3uMHHI. OJHAK y TAII€HTIB, CTaH SKUX BXKE

cTaburi3yBaBCsS Ha TJI 3aCTOCYBaHHsS JUTOKCHHY a00 mapaneramoiy, CYIYTHE 3acTOCYBaHHS

JOMIIEPHUIOHY HE BIUIMBAJIO Ha PIBHI IMX MPENapariB y KpoBi.

Ocoonueocmi 3acmocyéanns.

JloMinoH® He peKOMEH IYEThCs IPU 3aXUTyBaHHI.

Hominor® ciig 3aCTOCOBYBATH 3 0OEPEKHICTIO MAI[lEHTaM JITHHOTO BiKy a0 MaiieHTaMm 3 HasBHUM
3aXBOPIOBAHHAM ceplis a00 13 3aXBOPIOBAHHAM Ceplisl B aHAMHE31.

Cepyeso-cyounni egpexmu. Jlomnepunon OyB moB’sizanuii 3 mposonramiero intepsany QT na EKT.
ITix yac MOCTMapKETUHTOBOTO CIIOCTEPEKEHHS (PIKCYBAINCS TyXke PiAKiCHI Bunajaku npojonramii QT
Ta TPINOTIHHA-MEPEXTIHHS LUIYHOUKIB Y MAIl€HTIB, AKi npuitManu aommepunoH. Lli moBigoMieHHs
BKJIIOYATM 1HGOpMAII0 MpO MALIEHTIB 3 IHIIUMH HECTHPHUATIUBUMHU YHHHUKAMH PU3HKY,
€JIEKTPOJITHUMH MOPYIIEHHSIMH Ta CYMYTHBOIO TEPAIIE0, sIKI MOXKYTh CIPUSATH BUHUKHEHHIO I[bOTO
CTaHy.

Binnmosigno no kepiBHunTBa ICH—E14 Oyno mpoBeaeHO NOCHIIKEHHS 3 PETEIbHUM BUBUYCHHSIM
iHTepBanty QT y 3popoBux ocib. Ilogosxenns iHTepBany QT, sike croctepirajiu y AOCHIPKEHHI MPU
3aCTOCYBaHHI JOMIEPUAOHY, 3TiHO 3 PEKOMEHJOBAHUM pEXKHMOM JO3YBaHHA Yy 3BHYAWHUX
TepaneBTHYHUX 103ax (1o 10 a6o 20 mr 4 pa3u Ha 100y), He Ma€ KIIHIYHOTO 3HAYEHHS.
3acmepeosicenns. JJoMnepuIoH ciif] 3 00€pekKHICTIO 3aCTOCOBYBATH MAIliEHTaM 3 JIETKHM MOPYIIEHHAM
¢byHKIIT TeYiHKU Ta/ab0 HUPOK.

Uepes mifBumleHMil pusuk HUTyHOUYKoBOi aputMmii Jominon®  mpoTumoka3aHO 3acTOCOBYBaTH
MaIieHTaM i3 MOJAOBKECHHSM IHTEPBAIIIB CEPIIEBOI MPOBINHOCTI, 30kpema QTc, marieHTaM 31 3SHAYHUMHU



MOPYIICHHSIMU  OallaHCy eJEKTPOJITIB (TIMOKaieMi€lo, TiNepKalieMi€ro, TimoMmarHiemiero) abo
Opanukapziero, abo marieHTam i3 (OHOBHMM XBOpPOOaMH cepls, TaKMMH SK 3acTiiiHa cepleBa
HEOCTaTHICTh. Bimomo, mo mnopymeHHs OalaHCy eNeKTPOdITIB (TiMOKalieMis, TilmepKaliemis,
rirmoMartieMist) Ta OpaJuKapis € CTaHaMHU, IO MiABUIIYIOTh TPOAPUTMOTCHHUN PU3UK.
Y BUIagKy MOSBH O3HAK a00 CHUMIITOMIB, IO MOXYTh OyTH TOB’si3aHI i3 CEpIEBOI0 APUTMIEIO,
3actocyBanHs J{ominony® moTpibHO NPUIMHMTH, a MALIEHTY CIIiJ HEraifHO NPOKOHCYILTYBATUCS i3
JIKapeM.
THopywenns ¢ynxyii nupok. Ilepion HamiBBUBEACHHS IOMIIEPUIOHY MpPH THKKOMY MOPYIICHHI
¢bynkuii HIpoK nooBkeHu. [lpu TpuBamoMy 3acToCcyBaHHI YacTOTY JO3YBaHHS JOMIIEPUIOHY CIIiJ
3MEHIINTH A0 OJHOTrO abo ABOX pa3iB Ha 00y 3aJIeKHO Bill TSDKKOCTI MOpyIIeHHs. Takox MoOke
BUHUKHYTH MOTpeOa B 3HWKECHHI JI03H.
AnTanuaHi ab0 aHTHCEKPETOPHI MpenapaT He CIiA MPUIMAaTH OJHOYACHO 3 IEPOPATBHUMHU (POpMaMHu
npenapaty Jlominon®, oCKilbKH BOHH 3HIDKYIOTH MEpOpaibHy 6i0JOCTYHHICTh JOMIEPHIOHY (JIMB.
po3ain «B3aemonis 3 HIIMMHU JIIKAPCBKUMHU 3ac00aMy Ta 1HIII BUJIW B3aeMonii»). Ilpu cymicHomy
3actocyBanHi mpemnapar Jlominon® cmix nmpuitmMaTé mepen imoro, a aHTarMmHI 200 AHTHCEKPETOpHi
npenapaTi — Hicis iau.
3acmocysanna 3 kemokonazonom. Y  JOCHIIDKEHHSX B3aEMOJII 3 MepopalbHOI  (popMoro
KETOKOHA30J1y Bil3Hauanocs noaoBxkeHHs QT-iHTepBany. Xo4a 3Hau€HHS I[bOTO JOCTIKEHHS YITKO
HE BCTaHOBJIEHO, CJiJl oOpaTu ajJbTepHAaTUBHE JIKYBAaHHS, SKIIO MOKa3aHa MPOTUIPUOKOBA Tepamis
KETOKOHA30JI0M (IuB. po3ail «B3aemonmis 3 1HIIMMH JIIKApCBKUMHU 3aco0amMy Ta IHIN BUIA
B3aEMOJIIN).
Ta6nerkn Jlomimon® MicTATh 7aKkTO3y, TOMy NpemapaT He CIJ 3acTOCYBaTH TIAIli€HTaM 3
HETIEPEHOCUMICTIO JITAKTO3H, TATAKTO3EMI€I0 Ta MalTbaOCOPOITIEI0 TIFOKO31/TaTaKTO3H.
Cnig BpaxoByBaTHM HACTYNHY 1H(GOPMALII0O CTOCOBHO PHU3UKY pO3BUTKY YCKJIaJHEHb CEPIEBO-
CYIUHHHUX 3aXBOPIOBaHb, 3yMOBJIEHHX JIIKAPCHKUMHU 3aC00aMHU, 10 MICTSTh TOMIIEPUIOH:
e JesSKi emiAeMIOJNIOTIUH] JOCTIKEHHS TOKa3alH, IO JOMIEPHIOH MOYKE acOIIOBAaTHCA 3
MIIBUIIEHUM PU3UKOM CEPUO3HUX NITYHOYKOBUX apUTMIil a00 panToBOi CEPIIEBOT CMEPTI;
® PHU3UK CEPHO3HUX IIIYHOUYKOBUX apUTMIi a00 pamToBOi ceplieBOi CMEPTi MOKe OYTH BUIIUM y
naiieHTiB BikoMm Bix 60 pokiB abo mpu MepopabHOMY 3aCTOCYBaHHI 7103 TMpernapaTy OuibIine
30 mr Ha 106y. Tomy ciin 3 o6epexHicTio 3acTocoByBaTH JloMizoH® marieHTaM JTHBOTO
Biky. ITamientam Bikom Bin 60 pokis mepes npuitomom JoMinony® ci1ix IPOKOHCYIBTYBATHCS
3 JIIKapeM;
e JIOMIEPHJIOH CJIiJl IPU3HAYATH JOPOCIUM Ta JITSIM Y HAMHKYIHA e(PEeKTUBHIN 1031.
CriBBIAHOIIEHHS PU3UKY Ta KOPUCTI JOMIEPUOHY 3aJIUIIAETHCS CIPUSITIUBUM.

3acmocyearnns y nepioo éazimuocmi abo 200y8arHs 2pyooro.

Bazimuicmo

JlaHi 1m1040 MOCTMAapKETUHTOBOTO 3aCTOCYBaHHS JOMIIEPUAOHY BariTHUM jKIHKaMm oOMexeHi. Tomy
Hominon® y TepioJ BariTHOCTI CJiA MpHU3HAYaTH JUIIE TOJML, KOJM, Ha JYMKY JIKaps, O4YiKyBaHHA
MO3UTUBHUHN ePeKT AJs MaTepi MepeBUIIY€e TOTSHIIHHUN PU3HK JJIS TUIOAA.

T'ooysanus epyooro

KinpkicTp AOMIEpUAOHY, sIKA MOXE IMOTPANUTH B OpPraHi3M HEMOBIATH uepe3 TPyAHE MOJIOKO,
HaJ3BUYAITHO HU3bKa. MakcuManbHa BiTHOCHA J03a A7 HEMOBIAT (%) OLIHIOETHCS Ha PiBHI OIU3BKO
0,1 % Bix mo3u Ans Marepi 3 MOMPaBKOIO Ha Macy Tina. HeBimomo, 4u BiH IIKOJUTh HEMOBIISTI, TOMY
MatepsM, sKi npuitmaiots Jominon®, BapTo yrpumartucs Bin roaysaHHs rpyamo. CIix NposBisTH
00epeXHICTh Yy pa3l HasABHOCTI YMHHUKIB PHU3MKY MOJOBXKeHHs iHTepBay QTc y miteH, ski
nepe0yBalOTh Ha TpyAHOMY TroayBaHHi. Ilicis ekcrmoswuiii B pe3yabTaTi MPOHUKHEHHS Mpemnapary 3
IPYIHHUM MOJIOKOM HE MOKHA BHUKIIOUUTH TMOSIBY MOOIUHUX eQeKTiB, 30KpeMa KapAioJoTridyHHX
eQeKTiB.

30amuicms  enaueamu Ha WEUOKICMb peaxyii npu Kepye8auHi a8MOmMpAHCHOPMOM abo [HWUMU
MexanizmMamu.

[Ticnst 3acTocyBaHHS TOMIIEPHIOHY CIIOCTEpIranucs 3armaMoOpOYeHHs 1 COHIMBICTh. ToMmy marieHTam
CIIJT pEKOMEHAYBAaTH YTPUMATHUCS Bil KEPYBaHHS aBTOTPAHCIIOPTOM, poOOTH 3 IHIIUMHU MeXaHi3MaMu
a0 1HIIOT AISIIBHOCTI, sIKa MOTpeOye KOHIEHTpallii yBaru i KOopJauHailii, JOKH BOHU HE BCTAHOBJIATH,



sax JJominon® BrMBae Ha HuUX.

Cnoci6 3acmocysannsa ma 0o3u.

Hns nonecuienHs cumMnmomie wyoomu ma O.1108anHS.

Jopoci i gity BikoM Bin 12 pokiB i Macor Tina He menmnie 35 kr: no 1 tabnerni (10 mr) 3 pasu Ha
no0y.

MaxkcumanbHa 1060Ba 1032 — 3 Tabnetku (30 mr Ha 100Y).

PexomeniyeThes npuitMatu mpenapar Jominon® mepen mpuiiomom ki, BcMOKTyBaHHS mpemapary
JEI0 3aTPUMYETHCS, SKIIO MOTO MPUIMATH Micis npuiiomy bki. TpuBaicTh JiKyBaHHS HE TIOBUHHA
NEPEeBUITYBATH | THKICHB.

JHopocii BikoMm > 60 pokiB

[MamieaTam BikoM Bix 60 pokiB mepesa MpUitoMOM Tpernapary ciijJ IPOKOHCYIBTYBATUCS 3 JIIKAPEM.
HopymienHs QyHKIIT HUPOK

OcKuIbKM TIEepioJl HaIlIBBUBEAEHHS JIOMIEPUIOHY MPU MOPYLIEHHI (QYHKIII HUPOK TAKKOTO CTYIEH S
(kpeatuHiH cupoBaTku KkpoBi > 6 Mr/100 mu, T06TO > 0,6 MMOJNB/JI) MOAOBKEHUH, YacTOTY
3actocyBanHs npenapary Jominon® cmin smermmTH 10 1 a6o 2 pasiB Ha 100y, 3aI€KHO BiJl CTyHeHS
TSOKKOCTI TOPYUIEHHS; MOK€ TaKOX BHUHUKHYTHM HEOOXITHICTh y 3HWXKeHH1 ao3u. [lamieHTtiB 3
MOpPYIIEHHSM (YHKIIT HUPOK TSXKKOTO CTYNEHSI CHII PeryisipHO oOOCTexXyBaTu (AMB. pPO3JILUI
«®DapMaKoJIOTT4H1 BIIACTUBOCTI).

Hopymenus QyHKINT IeYiHKA

Ipenapar Jlominos® mpoTunoxasanuii mamieHTaM 3 MOpymnIeHHAM (QYHKII] HediHKu cepeaHporo (7-9
6aniB 3a mkanow Yainna—II'10) abo Tsxkoro (> 9 GaniB 3a mkanow Yainna—Il't0) crynens (nus.
po3ain «lIpotunokazanus»). Kopekuis 103M mariieHTaM 3 NOpYyHIEHHSAM (DYHKIIi MEYiHKU JIErKOTro
cryrmenst (5—6 Oamie 3a mkamoro Yainma—I1t0) we morpidbna (auB. poszain «Dapmakoyoriydi
BIJIACTUBOCTI»).

Himu.
[Ipenapat 3acTocoByBaTH AJIs JTIKyBaHHS JIiTeH BIKOM BiJ 12 pOKIB 1 Macoo Tila HE MeHIIIe 35 Kr.
JloMnepuioH CiiJ TpU3HAYaTH ITSAM y HaWHIWKYIA ehEeKTHBHINA /1031 MPOTATOM HAHKOPOTIIOTO

nepiomy.

Ilepeoo3ysanns.

Cumnmomu: CUMIITOMaMH MEPeI03yBaHHS MOKYTh OyTH a)KUTAIlisl, MOPYIICHHS CBIIOMOCTI, CYJJOMH,
JI€30piEHTAIlisl, COHJIMBICTh Ta EKCTpAITipaMiHi peakilii.

Jlixysanusa. CnenudiuHOTO aHTUIOTY AOMIIEPUAOHY HEMAE, ajie y BUIMAJKy 3HAYHOTO MepeI03yBaHHs
pEeKOMEH/JIOBaHE MPOMMBAHHS NUIyHKa MpOTSroM | TOAMHM TiCiA NpuUiloMy Tpenapary Ta
3aCTOCYBaHHS aKTMBOBAHOTO BYIULIsA, a TaKOXX MWIBHUI HArMISI 3a MAallieHTOM Ta MHiIATpUMYKoYa
Teparis. AHTUXOJIHEPriyHi mpenapaTty, 3aco0u uig JikyBaHHsS xBopoOu [lapkiHcoHa MOXYTh OyTH
e(hEeKTUBHUMH JIJIs1 KOHTPOJIIO EKCTpaIlipaMiTHUX peaKITiil.

Io6iuni peakuii.

OriHka 4acTOTH BUHUKHEHHS MOOIYHUX peakuid: mayxe yacto (= 1/10); wacto (= 1/100 no <1/10);
Hevacto (> 1/1000 mo <1/100); pinko (= 1/10000 mo <1/1000); myxe piako (<1/10000), BkirodHO 3
130JIbOBAaHUMU JJAHUMH.

3a yMOBH JOTpUMaHHSI peKOMEHJAIlN 3 JO3yBaHHS Ta TPUBAJIOCTI JIIKYBaHHS JOMIIEPHIOH 3a3BHUail
MIEPEHOCUTHCS 100pe 1 HeOakaH1 SBHIIla BUHUKAIOTh HEYaCTO.

3 6oky imymnoi cucmemu: JAyXe PIIKO — aJepriuyHi peaxuii, BKJIIOYAIOYM aHa(LIAKCiIo,
aHa(LTaKTUYHUI 10K, TepYyTJINBICTb.

3 60Ky eHOoKpunHOi cucmemu: PIIKO — MIABUILEHHS PIBHS MPOJIAKTUHY.

Icuxiuni  poznaou: pgyxe PIIKO — HEPBO3HICTb, pPO3JIPATOBAHICTh, 30Yy/UKEHHs, JAempecis,
TPUBOXKHICTh, 3HWKEHHS a00 BiICYTHICTb Ji0i70.

3 boky Hepeosoi cucmemu: IyXe piIKo — OE3COHHS, 3alaMOPOYEHHs, Crpara, CyJAOMH, MISBICTb,
TOJIOBHUI Olllb, COHJIUBICTh, aKaTH3isl, EKCTpamipaMiaHi po3Jaiu.

3 6oky cepyeso-cyounnoi cucmemu. YK€ PIIKO — HaOpSK, BIAYYTTS CEpUEOUTTS, MOPYLICHHS
YacTOTH Ta PUTMY CEPIEBUX CKOPOYEHb, MOA0BKeHHs iHTepBany QT (yactora HeBimoma), cepiio3Hi



[UTYHOYKOBI apUTMii, IIIJTyHOUKOBI apuTMii o Tumy «torsade de pointes», pantoBa cepieBa CMEpTh.

3 60Ky WIYHKOBO-KUUWIKOBO20 MPAKMY: PIAKO — TaCTPOIHTECTHHAIBHI PO3NaaAH, BKIIOYAIOUH
abnoMiHaIBHUI OLTb, peryprirauito, 3MiHy amneTuTy, HyIOTY, [eYil0, 3arop; IyXKe PIAKO — CYXiCTh Yy
POTi, KOPOTKOYACHI KUIIKOBI CIIa3MHu, Jiiapest.

3 00Ky wKipu ma RIOWKIPHUX MKAHUH. JTYXE PIAKO — CBEpODLK, BHUCHUIIAHHS, YacTOTa HEBiIOMa —
KpOTIMB sIHKA, aHTI0HEBPOTUYHUN HAOPSIK.

3 b6oky penpodykmuenoi cucmemu ma MOAOYHUX 3A103. PIIKO — TAIAKTOPEs, 30UTHIICHHS MOJIOYHUX
3aJ103/TTHEKOMACTIsl, YyTJIMBICTh MOJIOUHUX 3aJI03, BUJIUICHHS 3 MOJIOYHHUX 3aJi03, aMEHOpesl, HaOpsK
MOJIOUHMX 3a103, OUIb Yy JUISHIII MOJIOYHMX 3ajJi03, MOPYIICHHS JaKTalii, HeperyIsapHUuN
MEHCTPYAJIbHUN UK.

3 boky onopHo-pyx080i cucmemu ma CROAYYHOT MKAHUHU. PIIKO — OUTh y HOTaX.

3 6oky ceuosudinbHoi cucmemu: TyXe PiIKoO — 3aTPUMKa Cedi, TU3ypis, 4aCTe CEUOBUITYCKAHHS.
3azanvHi po3naou: piiko — acTEHIs.

3 60Ky opeaHie 30py: 4acTOTa HEBIZIOMA — OKYJIOTIPHI KPU3H.

Inuie: XOH IOHKTHBIT, CTOMATHT.

3minu nabopamopHux noxazvukie: nyxe pinko — migsuineHHs piBHs AJIT, ACT 1 xonecrepuny;
HEYacTO — BIAXWICHHS Bl HOPMH NOKa3HUKIB (PYHKIIIOHATBHUX TECTIB MEYIHKH; P1IKO — MMIBULICHHS
PIBHSI IPOJIAKTHHY Y KPOBI.

Ockiibku Timogi3 3HAXOAWUTHCA T03a remaTtoeHuedanyHUM Oap’e€poM, JOMIEPHUIIOH MOXKeE
CIPUYUHUTH MIJABUIICHHS PIBHS MPOJAKTHUHY. Y MOOJAWHOKHMX BHIMAJKax Taka TileprpoIaKTUHEMIs
MO>K€ TPU3BOJIUTH O HEUPOCHTOKPUHHUX MOOIYHUX €(EKTIB, TAKUX SK raJakTopesi, TIHEKOMacTis Ta
ameHopesl.

Y mepioag MOCTMapKETHMHIOBOIO 3aCTOCYBAaHHS JOMIEPUJOHY BIAMIHHOCTEH y mpodini Oe3nexu
3aCTOCYBaHHS Tpenapary y JOPOCIHX Ta JITEH BiA3HAYEHO HE OYi0, 32 BUHATKOM €KCTparipaMiTHUX
pO3JIaiB Ta IHIIMX SBUII, CYOM 1 30yPKEHHS, TIOB SI3aHUX 13 IIEHTPAIbHOIO HEPBOBOIO CUCTEMOIO, 1110
CIIOCTEPIraIMCs IEPEBAXKHO Y JIITCH.

Tepmin npuoamunocmi. 5 pokKiB.
He BukopucToBYBaTH Micis 3aKIHYCHHS TEPMIHY MPHUIATHOCTI, 3a3HAYEHOTO HA YITaKOBIII.

YmoBHu 30epiranns. 30epiraTé B OpUTiHaIbHINA YIIAaKOBIII MpU TeMriepaTypi He Buie 25 °C.
30epiraTi B HEJOCTYITHOMY ISl AITEH MICITL.

YnakoBka. [To 10 Tabnerox y 6uicrepi. [To 1 abo 3 Guictepu B mayiri.
Kareropis Binnycky. be3s penenra.
Bupoonuk. AT «®apmaky.

Micue3naxoa:KkeHHsI BAPOOHHUKA Ta MO0 aapeca Micusi NPOBasKeHHS JislJIbHOCTI.
VYxpaina, 04080, m. Kui, Byn. Kupunisceka, 74.
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