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IHCTPYKIIA
AJIS1 MEUYHOI0 32CTOCYBAHHS JIKAPCHKOIo0 3ac00y

JTOMIJIOH®
(DOMIDONE)

Cknao:

oitoua peyoguHa: TOMIEPUIIOH;

1 TabGnerka micTuth gomnepunony 10 mr;

OONOMIJICHI peyo8uHU. JTAKTO3a, MOHOT1/IpaT; KpOXMallb KYKYpYA3SHUM; LENI0J103a MIKPOKPHUCTAJIIUHA;
KpOXMaJib MPEKeIaTHHI30BaHUH; TIOB1IOH; MarHito cTeapar;

wiiBkoBa  ob6ononka:  Sepifilm 752  Blanc  (rigpokcunpomiiMeTHINEN0N03a, — LeII03a
MIKpPOKPHUCTAJII4HA, MOMieTHICHTTiK0Ib (Makporon 40), tutany piokeun (E 171)).

Jlikapcbka ¢gopma. Tabnerku, BKpUTi 000JIOHKOIO.
OcHnosni @isuxo-ximiuni racmusocmi: TabIETKU, BKPUTI TUTIBKOBOIO 000JIOHKOIO, Oijioro abo Mmaiixe
01510T0 KOJIBbOPY, Kpyriioi GopMH 3 ABOOITYKIIOKO TIOBEPXHEIO.

dapmakoTepaneBTHYHA rpyna. 3acol0u, M0 3aCTOCOBYIOTHCS y pa3i (PyHKI[IOHATBHUX IILTYHKOBO-
KHUIIKOBUX po3naiB. Ctumynaropu nepuctanbTuku. Kom ATX AO3F A03.

Dapmakono2iuni enracmueocmi.

Dapmaroounamixa.

JloMnepusioH — aHTaroHicT Jo(gaMiHy 3 TNPOTUONIIOBAIBHUMM BJIACTHUBOCTAMH. JlommepuioH
HE3HAYHOIO MIpOI0 MPOHHUKAE KPi3b TremMaroeHnedaniuauii 6ap’ep. 3aCTOCYBaHHS JOMIEPHUIOHY JTyKE
PIAKO CYNPOBOMKYETHCS EKCTpalipaMiJHUMHU TOOIYHUMHU JiIMH, OCOOJMBO Yy JOpPOCIHUX, aje
JIOMIIEpHIOH CTHMYJTIOE BHIIICHHs MPONAKTHHY 3 Timogiza. Moro mpoTuGmopanbHa jis, MOXKIMBO,
3yMOBJIEHa MO€IHAHHAM TNepupepuyHoi (racTpOKIHETHYHOi) il Ta aHTaroHi3My [0 peLenTopiB
nodaMiHy y TPUTEPHIM 30HI XEeMOPEIENTOPIB, 0 3HAXOIUTHCS 1032 reMaTtoeHedaniyHuM 6ap’epom
y 3ajHii UIsHIG (area postrema).

JlocmipkeHHsT Ha TBapHHAX, a TAaKOK HU3bKI KOHIICHTpAIlii, 10 BU3HAYAIHNCh Y MO3KY, BKa3yIOTh Ha
NePEeBAXHO NMepUPEepUyIHy 10 TOMIIEPHIOHY Ha pelenTopu AodamiHy.

JlocaiaykeHHs y TIOAMHM [TOKa3aliy, 1110 PU 3aCTOCYBAaHHI BHYTPIIIHBO JOMIIEPHUJIOH Ii/IBUIIYE THCK Y
HIDKHIX BIJIUIaX CTPaBOXOJY, IOKpaIlye€ aHTPOIYOAEHAIbHY MOTOPHKY Ta MPUCKOPIOE 3BUTbHEHHS
LUTyHKA. JloMIepuI0H He BIUIMBAE HA IIJTYHKOBY CEKpELilo.

Brus Ha inTepBan QT/QTc i enekrpodisiosorito cepus

Biamosigno no mikmonapomuux pexomenpariii ICH-E14, perenpre mocmimkenns intepBamy QT
Oyno mpoBeieHo Y 310poBuX Mofei. Lle nocnimkenns O0yno moABIHHUM, TUaled0 KOHTPOIHOBAHUM, 1
HOro MpOBOAMIIM 3 BUKOPUCTAHHSM PEKOMEHJIOBAaHUX 1 HaaTepaneBTHUHUX 103 (10 1 20 mr 4 pa3u Ha
nenb). [lpu npuitomi 20 Mr nomnepunony 4 pasu Ha 100y BiA3Hauaocs MoIoBKeHHs iHTepBany QT,
3MiHM BapitoBanucs Big 3,4 10 5,9 MC IpOTATOM yChOro Mepiojly CIOCTEPEKEHHS Ta el MOKa3HUK He
nepesuiryBaB 10 mc. IIponosxenns QT, ciocrepexxyBaHe B IbOMY JOCTIKEHHI, KOJIHU TOMIIEPHIOH
BBOJIMBCS BIJTIOBIIHO /10 PEKOMEHI0BAHOTO JI03yBaHHS, HE € KIIHIYHO 3HAUUMHUM.

IIs BiACYTHICTH KIIIHIYHOTO 3HAYEHHS MIATBEP/UKYEThCA (PapMaKOKIHETUYHMMHU IapaMeTpaMu Ta
naHuMu o0 iHTepBany QTc, oTpuMaHuMHU y X011 ABOX OUTBIN JaBHIX AOCITIIKECHb, sIKI BKIIOYATH S-
nenHe nikyBaHHs 20 mr i1 40 mr pommepunony 4 pasu Ha no0y. EKD 3anmcyBanun mepen
JOCITIJDKEHHSAM, Ha 5-i IeHb yepe3 | roauny (MpuOIU3HO Y tmax) MICISI PAHKOBOT 03U Ta Yepe3 3 JHI.
B o060x npocnmimkxeHHsSX He crnoctepirajgocs pizHuii Mk QTc micis akTUBHOrO JIIKyBaHHS Ta




3acTocyBaHHs Tutane0o. TakuM 4uHOM, OyII0 3pO0JICHO BUCHOBOK, IO MIPHIIOM JOMIIEPUAOHY y 1031
801 160 mr Ha 10Oy HE MaB KIIIHIYHO 3HAUymoro BBy Ha QTc y 310pOBUX T0OPOBOJIBIIIB.
Dapmaxokinemuxa.

Bcmokmyesanus.

JloMnepusoH MBHAKO aOCcopOyeThCsl TpU TMEpPOpPaTbHOMY TNpUHAOMI HATHle, MaKCHMalbHa
KOHIIEHTpallil y IUIa3Mi KpoOBl1 JocsAraerbcsi npuobausHo yeped 60 xBunuH. Husbka abcomroTHa
010JJOCTYIMHICTh TEPOPATBLHOTO AOMIEPHAOHY (mpubmuzno 15 %) 3ymMoBIeHa EKCTEHCUBHUM
MeTa00J1i3MOM TEPIIOTO MPOXO/KEHHSI Y CTIHIII KUIIEYHUKY Ta B MEUiHII. XO04Ya Yy 3I0POBHUX JIIOJIEH
010A0CTYIHICTh JOMIEPUAOHY 30LIBIIYETHCS NPU MHpUHOMI Micis InW, TamieHTaMm 31 CKapramu
[UTYHKOBO-KHIIIKOBOT'O XapakTepy CIiJ mpuiMaTtu aommepunoH 3a 15-30 xBunuH 1o igu. 3HMKEHA
KHUCJIOTHICTh LUTYHKa 3MEHIye abcopOuito romnepuony. [Ipu nepopanbHOMy Ipuiiomi npenapaty
micd i1 MakcuMalibHa a0COpOIis IEII0 YIOBUTBHIOETHCS.

Posnooin.

[Ipu nepopasbHOMY MpPHIOMI TOMIIEPUJOH HE aKyMYJIOETHCS 1 HE IHAYKYE BIACHUN OOMIH;
MaKCUMaJbHUW piBeHb y IWia3mi KpoBi uepe3 90 xBuiaumH (21 HIr/Mu) micias JIBOTHXKHEBOTO
nepopanbHoro npuitomy no 30 mr Ha 100y OyB MaiiKe TaKUM >Ke, SIK HIiCIs IpUHOMY MepIoi 103U
(18 ur/mu). dommnepuaod Ha 91-93 % 3B’s13yeTbes 3 OiikaMu 1m1a3mMu KpoBi. J[oCimiKEHHs pO3MoaiTy
JOMIEPUAOHY, IO OynM TpOBEACHI HAa TBapMHAX 3a JOIMOMOIOK THpenapary, MideHOro
pajlioaKTUBHUM 130TOIIOM, [TOKA3aJId HOT0 3HAYHUH PO3MOJLT Y TKAHUHAX, ajleé HU3bKY KOHLIEHTPAIlilo
Yy MO3KY. Y TBapWH HEBEJIHKI KUIBKOCTI Mperapary MpOHUKAIOTh KPi3b IUIALICHTY.

Memabonizm.

JloMIepuIoH MIBUIKO Ta €KCTEHCUBHO METa0OMI3y€eThCS y MEUiHIll IUISIXOM TiJpPOKCHIIIOBaHHS Ta N-
neankinyBaHus. JloCmipKeHHss MeTabosti3My iN VItro 3 aiarHOCTHYHMMH iHTIOITOpaMU MOKA3ajH, IO
CYP3A4 € ronoBHOIO opMmoro muToxpomy P450, 3amydenoro 1o N-IeankiayBaHHS JOMIICPHIOHY, a
CYP3A4, CYP1A2 ta CYP2E1 GepyTh y4acTb y apOMaTHYHOMY T'iJPOKCHIIIOBAHHI JTOMIIEPHIOHY.
Buseoenns.

BuBenenns i3 ceuero Ta KajoM CTaHOBHUTH BiamoBimHo 31 % Ta 66 % Bix mepopalibHOI JIO3H.
Buninenns mpemnapary y HE3MiHEHOMY BHIJISIII CTAHOBHTH HEBENHMKHH BifcoTok (10 % 3 kamom Tta
npubmu3no 1 % 13 ceuero). Ilepion HamiBBUBEACHHS 3 MJIa3MHM KPOBI MICIsS MPHIIOMY Pa30BOi 103U
CTaHOBHUTH 7—9 TOJIMH Yy 30POBUX TOOPOBOJIBIIIB, ajie MIOJAOBKECHUN Y MAIIEHTIB 13 TSHXKKOIO HUPKOBOIO
HE/I0CTaTHICTIO.

Oco01MBI1 rpyny NaIli€HTIB

Topywenns gynkyii nevinku

VY narieHTiB 3 nopymeHHAM (QyHKLIT MeUiHKU cepeaHboro cryneHs (7-9 6aniB 3a mxkanoro 11’10, kiac
B 3a xnacudikauiero Yaitnga—II't0) AUC 1 Cmax momnepunony O6ymu y 2,9 1 1,5 pasza Bummmuy,
BIJIMOBI/IHO, HIXK Y 3JI0POBUX J0OpOBOJBIIB. BibHa dpakiis migsuiryBaitacs Ha 25 %, a KiHIEBUN
Nepio/l HaMiBBUBEICHHS MOAOBXKYBaBcsA 3 15 mo 23 roauH. Y mMami€eHTiB 3 MOPYLMIEHHAM (QYHKIi
TIEYIHKH JIETKOTO CTYIEHS CIIOCTepiragacs Ienio HIK4a eKCIO3UIIlis, HIXK Y 3JI0pPOBUX JI0OPOBOJIBIIIB, 3
oryany Ha Cmax 1 AUC 6e3 3MiH y 3B’s3yBaHHI 3 Ou1KaMu a00 KiHIIEBOMY IepioJii HaliBBUBEACHHS.
3acTocyBaHHsSI Tpernapary MalieHTaM 3 TMOPYHIEHHSIM (YHKI] MEYiHKH TSAKKOTO CTYNEHs He
nocaimkyBanu (AuB. po3ain «[IpoTunokasanus»).

Topywenus ¢hynxyii Hupox

VY mnamieHTiB 3 TOPYIIEHHSAM (YHKIIT HHUPOK TSDKKOTO CTyNeHs (KpeaTWHIH CHPOBAaTKU KpOBI
> 6 mr/100 M1, To6TO > 0,6 MMOJIB/JT) TIEPiO HAITIBBUBEICHHS TOMIICPUIOHY TIOJIOBXKYEThCS 3 7,4 10
20,8 roauHM, aje IIa3MOBa KOHIEHTpallisl MpernapaTry HIK4Ya, HDK y MAali€HTIB 3 HOPMAJIbHOIO
¢yHkiero HUpoK. Jly)e HeBeluKa KUIbKICTh mpenapary (mpubiauzHo 1 %) BUBOIUTHCS HUpPKaMU Y
HE3MIHEHOMY BUTIIAL (AUB. po3/in «Crocid 3acTOCYBaHHS Ta JO3W»).

Kuiniuni xapakTepucTuKku.
Ilokaszannsa.
JUist TOJIETIIeHHS] CHMIITOMIB HYJIOTH Ta OJIIOBaHHS.

Ilpomunokasanna.
Jominon® nporunokasanmii:



- TAaIi€HTaM 31 BCTAHOBJICHOK MIJBUINECHOI YYTJIMBICTIO A0 Mpenapary abo M0 JOMOMIKHHX
PCUOBHH;

- XBOPHUM 3 IPOJIAKTUH-CEKPETOPHOIO MYyXJIMHOIO Tinodiza (IposlakTHHOMOIO);

- XBOPHUM 3 TSDKKUMH a00 MOMIpHUMH TOPYIICHHSIMHU (DYHKIIIT MeYiHKU Ta/ab0 HUPOK (IUB. PO3ILI
«Oco0MBOCTI 3acTOCYBaHHS», «DapMaKOKOIOT1UHI BIACTHBOCTI»);

- XBOpHM 3 BIJJOMHM IIOJIOBKCHHSIM 1HTEpBAIIB CEpIEBOi MPOBITHOCTI, 30kpema QTc, xBopum 3i
3HAYHUMU TOPYIICHHSMHU OANaHCy €NEeKTPOIIiTiB 200 3 (POHOBUMHU XBOPOOAMH Ceplis, TAKUMH SIK
3acTiifHa ceplieBa HEJIOCTAaTHICTD (MUB. po3ai «OcoOIUBOCTI 3aCTOCYBAHHS);

- XBOPHUM 3 MIEUIHKOBOIO HEJOCTATHICTIO;

- SIKIIO CTUMYJIALISA pyX0oBoi (PyHKIIT IUTYHKA MOXe OyTH HeOe3MeUHO0, HAPUKJIIA/, TPU IITYHKOBO-
KHUIIIKOBIH KPOBOTEY1, MEXaHIUHIM HEMPOX1THOCTI abo mepdopariii;

- TPOTUIIOKA3aHE OJHOYACHE 3aCTOCYBAaHHS  KETOKOHA30Jy, CpPUTPOMINMHY ab0  IHIIHMX
cunpHOII0YMX 1HTi0iTOpiB CYP3A4;

- TPOTUIIOKA3aHE OJHOYACHE 3aCTOCYBAHHS JIKapChKUX 3aco0iB, AKi MoJoBXKywTh iHTEepBan QT,
TakuX SK ()IYKOHA30J1, €PUTPOMILUH, ITPAKOHA30Jl, MEPOPATbHUN KETOKOHA30JI, MOCAKOHA301,
pUTOHABIp, CaKBiHABIp, TEJANPEBIp, BOPUKOHA30J, KJIAPUTPOMIIIMH, aMmioJapoH, TEIITPOMIIIUH
(muB. po3nimn «OcoOIMBOCTI 3aCTOCYBaHHA» Ta «B3aemMois 3 IHIIMMH JTIKapCHhKUMU 3aCO0aMH Ta
HIII BUJIA B3AEMOJTIN).

B3aemooia 3 inwmumu nikapcoKumu 3acovamu ma inuwii 6uou 83a€mooiil.
AHTHXOJiHEPTiuHi TIpenapaTH MOKyTh HEHTPaIi3yBaTH aHTHANCHENTHYHY Aito Jlominony®. V 38’sa3Ky
3 apMaKOJUHAMIYHOIO Ta/a00 (papMaKOKIHETUYHOIO B3a€MOIISIMU MiABUILYETHCS PU3HK BUHUKHEHHS
nonoBxeHHs QT-inTepBaiy.
He cnig mpuiimMatu aHTanuaHi Ta aHTHCEKPETOPHI Ipernapatu oJHOYacHO 3 J[OMiZOHOM ", OCKUIbKU
BOHHM 3HIDKYIOTH HOro Oi0JOCTYIHICTH MICIs MPUAOMY BHYTPIIIHBO (IUB. po3ail «OcoOnaMBOCTI
3aCTOCYBAHHS).
JlomriepuioH MeTabotizyeThes nepeBaxHo 3a qornomororo CYP3A4. 3a nanumu gociipkeHs in VIitro
CYIIyTHE 3aCTOCYBaHHS IIpemapaTiB, M0 3HAYHUM YWHOM MPUTHIYYIOTH el (EepMEHT, MOKe
MIPU3BECTH JIO MiABUIICHHS PiBHS JOMIIEPHIOHY Y TJIa3Mi KPOBI.
IIpu 3acTocyBaHHI JOMIIEPUIIOHY CYINYTHbO 13 NOTY)KHUMH iHri0iTopamu CYP3A4, 3patHumu
nonoBxyBaru iHTepBasn QT, cnocrepiranucs kiaiHigHO 3HauyIl 3MmiHU iHTEpBaTy QT. Tomy cymyTthe
3aCTOCYBaHHS  JIOMIIEPUJIOHY 3 [EBHUMM  NpenaparaMd MpOTUIIOKAa3aHe  (OUB.  PO3MILI
«[IpoTunokaszaHHs»).
CynymHe  3acmocCy8aHHs — HUNCUEHABEOEHUX  JIKAPCbKUX 3acobié  paszom 3  O0OMNepUOOHOM
npomunoxasate.
VYci nikapchbKi 3aco0u, iK1 MofoBXKyOTh iHTepBai QT:
- aHTHAPHUTMIYHI npenaparu kiacy [A (Hanpukiiaa, TU30MmipaMi, XiHiAWH, T1IPOXiHIIUH);
- aHTHapuTMiuHi npenaparu kiaacy Il (manpukian, amionapoH, A0deTHiia, IpOHEIapoH, 10yTHIII,
CoTaJoN);
- JesKi HeHpOoJNeNTHYHI npenapaTy (HampUKIIa, rajJonepu o, MMO3HuI, CEPTUHION);
- JIesKl aHTUACTPECaHTH (HAPUKIIAJI, IUTAJIONpPaM, ECLIIUTAIIONPaMm);
- JesKi aHTUO10THKY (HAMPHUKJIIaI, JIeBO(MIOKCAIIMH, MOKCHU(DIOKCAIIMH, epUTPOMIIIUH, CIIipaMiIliH);
- JesIKl IPOTUTPUOKOBI Ipernapary (Hanpukiaa, NeHTaMiIuH);
- JIesKi MPOTHMAJISIPiiHI npenaparu (Hanpukia, ranodaHTpuH, TroMehaHTpiH);
- JIesiKi IUTYHKOBO-KHUIIIKOBI Tipernapary (HarmpuKia, U3arnpu/l, I0JI1aceTPOH, MPYKaIOnpHI);
- JIesiKi aHTUTiCTaMiHHI TTpenapary (Hanpukiaa, MEeKiTa3uH, Mi30JacTHH);
- JesKi TIpermapartH, 10 3aCTOCOBYHOTHCS TP OHKOJIOTIYHUX 3aXBOPIOBaHHSX (HAMPHKIIAT,
TopeMideH, BaH/1eTaH10, BIHKaMiH);
- Jesiki iHIm npenapary (Harmpukiaz, OempuIni, MeTaaoH, AudeMaHin).
Ipuknaou cunvrux inzibimopie CYP3A4, 3 axumu npomunoxazano 3acmocogysamu JJomioon”™:
- a30JIbHI TIPOTHTPUOKOBI TpemapaTtd, Taki AK (QIIYKOHA30JI*, 1TPaKOHA30J, KETOKOHA301™* 1
BOPHKOHA301T™;
- MakpoJIiHl aHTUOIOTUKH, TaKi K KIAPUTPOMILIUH™ 1 EPUTPOMILIUH™;
- iHribiropu nporeazu*;
- iuribitropu BUI-mporeasu, Taki sk amIpeHaBilp, ara3aHaBip, (ocaMipeHaBip, 1HAMHABIp,

®



HendiHaBip, pUTOHABIP 1 CaKBiHABIp;
- aHTaroHICTH KaJIbIlif0, TaKl K IUITIa3eM 1 BEparmamisn,
- amiomapon®;
- aMperliTaHT;
- HedaszoaoH;
- TeNTpOMIIUH®.

*npononryrots iHTepBas QTc.

Oounouache 3acmocy8aHus HACMYNHUX PEYOBUH BUMALAE 0OEPEeHCHOCHI.

OO0epexHO 3aCTOCOBYBATH 3 MpenapaTtaMu, M0 COPUYUHSIIOTH OpaArKapIito 1 TIMOKATIEMIIO, a TaKOXK

13 HACTYMHUMH MaKpOJiJaMH, 10 MOXYTh CIPHYMHUTH MOJOBXKEHHS iHTepBany QT: azuTpominuH i

POKCUTPOMIIIUH (KJIapUTPOMIIIMH MTPOTUITIOKA3aHUM, OCKUIBKH 1€ MOTYXHHH 1HT106iTOp CYP3A4).

Crip 3 00epex)HICTIO 3aCTOCOBYBATH JIOMIIEPUJIOH CYITYTHBO 3 MOTYXKHUMH 1HTiIOITopamu CYP3 A4, ski

HE CHPHYMHSIIA TOJAOBXKEHb 1HTepBany QT, Takumu sSK IHIAWHABIP, 1 3a MallieHTaMHU CIIiJl THJIHHO

HaIIAaTyd Ha BUTIAJIOK TOSIBH O3HAK 00 CHMITOMIB HE0a)KaHUX PEaAKIIii.

BuiienaBeieHuii Criucok 1F0UUX PEYOBHH € PEIPe3eHTATUBHUM, ajie HE € BUYEPITHUM.

Jlominon® MoXkHa HO€HYBATH 3:

- HEWPOJENTHKAMHU, IO SIKUX BiH MOCHIIIOE;

- noaminepriunumMu aronictamu (OpOMOKPHUIITHHOM, L-momoro), HebakaHi mepudepudHi Iii sSKuX,
Taki SK MOPYIICHHsI TpaBleHHS, HYJIOTY, ONIOBaHHsS BiH NMpUTHIUYe Oe3 HeiTpamizaiii OCHOBHHX
BIIACTUBOCTEMN.

B okpemux pocmipkeHHsAX (hapMaKOKiHETHUHOI/papMaKoJHHAMIYHOI B3aeMOAil IN  VIVO mpwu

OJTHOYACHOMY MEpOpPATbHOMY 3aCTOCYBaHHI KETOKOHA30dy a00 epUTPOMIIMHY Y 3I0POBHUX

JTO0OPOBOJBIIB OyJIO MIATBEPKEHO, 1O 111 MpenapaTd 3HaAYHUM YUHOM MPHUTHIYYIOTh MPECUCTEMHHUIA

MeTabomizM aomnepuaony, omnocepenkoBanuii CYP3A4. Ilpu cymyrHpomy 3actocyBanHi 10 mr

JOMIIEPUIOHY TMepopasibHO 4 pa3u Ha 100y Ta 200 Mr KeTOKOHA30Jy MepopaibHO 2 pa3u Ha 00y B

MepioJ CroCcTepeeHHs: Oyino Big3HadeHo moaoBxkeHHs iHTepBany QTc B cepeanpomy Ha 9,8 Mc;

OoKpeMi 3HaueHHa konuBanmucs Big 1,2 mo 17,5 mc. Ilpum cymyrHpomy 3actocyBanHi 10 wr

JnoMIiepuiony 4 pasu Ha 100y Ta 500 Mr epuTpoMilMHy epopaibHO 3 pa3u Ha 100y iHTepBan QTc y

MepioJ] CHOCTEPEKEHHs TIOJOBXKYBaBCS B cepeAHbOMY Ha 9,9 Mc, 1HTepBaJll OKpEMHUX 3HAYEHb

cranoBuB Bif 1,6 1o 14,3 mc. PiBHOBakHi 3HaueHHS Cmax 1 AUC moMnepuioHy 3pocTany npuOIn3HO

BTPUYI y KOXKHOMY 3 LUX JOCII/DKEHb B3aeMojii. BIulMB miiBHINEHHX IUIa3MOBUX KOHLIEHTpAIii

JTOMIIEpUIOHY Ha criocTepexxyBanuii epext Ha QTc HeBimoMuid. YV mHMX AOCHIKEHHSAX Y BUIAIKY

MoHoTepamnii gomnepuaoHoM (10 mMr mepopanbHO 4 pasu Ha 100y) iHTepBan QTc mogoBXKyBaBcs B

cepeaHboMy Ha 1,6 Mc (JOCTIIKEHHSI KE€TOKOHA30/1y) Ta 2,5 MC (AOCHIIIKEHHSI epUTPOMILIUHY), B TOU

qac SK 3aCTOCYBaHHS Jinie KeTokoHaszomy (200 mr 2 pasu Ha 100y) abo eputpominuny (500 mr 3 pa3u

Ha n00y) mpuszBoaAmiio A0 30uTkmeHHs iHTepBany QTc B mepion cmocrepexenHs Ha 3,8 Ta 4,9 mc

BiJIMOBIAHO.

TeopeTuuHo, ockinbku JIoMinoH® YMHMTH MPOKIHETHYHY [il0 HAa IUIYHOK, 1lé MOJKE€ BIUIMBATH Ha

BCMOKTYBaHHSI MEpOpaJIbHUX IpenapariB, IO 3aCTOCOBYIOTbCS CYNYTHBO, 30KpeMa Ha JIIKapChKi

(hopMH TPOJIOHTOBAHOTO BHBIIBHEHHS a00 KHUIIKOBOPO3YMHHI. OJHAK Yy TAIlI€HTIB, CTaH SKUX BXKE

cTabumi3yBaBCsl Ha TJI 3aCTOCYBaHHS JWIOKCHMHY a0o0 MapaneTramolly, CYIMyTHE 3acTOCYBaHHS

JIOMIIEPUJIOHY HE BIUIMBAJIO Ha PIBHI LIUX IpEnapariB y KpoBi.

Ocobnueocmi 3acmocysans.

Jlominon® He peKOMEH/y€ThCs MPU 3aXHTyBaHHI.

Jlomimou® crtif 3acTOCOBYBaTH 3 0OEpEKHICTIO MAILiEHTaM JITHHOTO BiKy 2060 TAllicHTaM 3 HAsBHUM
3aXBOPIOBAHHSM ceplis a00 13 3aXBOPIOBAHHSM CEpIlsl B aHAMHE31.

Cepyego-cyounni epexmu. Jlomnepuaon OyB moB’si3aHuid 3 mposionrariieto iHtepBany QT na EKT.
I1ig yac MOCTMapKETHHTOBOI'O CIIOCTEPEXKEHHS (iKCyBaIHCs IyKe PiiKiCHI BUMAaaku mposoHramii QT
Ta TPIMOTIHHI-MEPEXTIHHA IUTYHOUKIB y MAIEHTIB, K1 MpHUiiManu nomnepuaoH. L1 moBimomiueHHs
BKJIIOYaNM iH(OpMaIlilo Mpo TMAali€HTIB 3 IHIIMMU HECHPUSTIMBUMH YHUHHUKAMU PUBHKY,
EJIEKTPOITHUMH TIOPYIISHHSIMH Ta CYIMYTHBOIO TEPAITI€I0, SIKi MOKYTh CHPHUSATH BHHUKHEHHIO I[HOTO
CTaHy.

BinnosigHo no kepiBauurBa ICH—E14 Oyno npoBeneHO IOCHIKEHHS 3 PETEIbHUM BUBYEHHSM
inTepBasty QT y 310poBux ocib. Ilogosxkenns intepBany QT, sike crocrepiranu y AOCHIHKEHH] TpU



3aCTOCYBaHHI JIOMIIEPHJIOHY, 3TITHO 3 PEKOMEHIOBAHMM PEXHMOM JO3YBaHHS Yy 3BHYAHHUX
TepaneBTHYHUX A03ax (1o 10 abo 20 mr 4 pa3u Ha 700y), HE Ma€ KJIIIHIYHOTO 3HAYCHHS.
3acmepesicenns. JloMnepuion ciiif 3 00€pexHICTIO 3aCTOCOBYBATH MAalli€EHTaM 3 JIETKHM MOPYLICHHAM
(dyHKIIIT TIE9iHKY Ta/ab0 HUPOK.
Uepes mifBUIIEHWH pPH3UK NLUTyHOUKOBOi aputmii JomMinoH®  NpOTHIIOKA3aHO 3aCTOCOBYBATH
TMalieHTaM 13 TOJOBKEHHSM 1HTEpPBaIIB CeplIeBOi MPOBiIHOCTI, 30kpemMa QTc, marieHTaM 31 3HAUHUMH
MOPYIICHHSMU OallaHCy eJEKTPOJITIB (TilMOKaJieMi€l0, TiMepKajieMielo, TrinoMarHiemieo) abo
Opanukapziero, abo marieHTaM i3 (OHOBUMH XBOpOoOaMHU cepIlsi, TaKMMHU SK 3acTiiHa ceplieBa
HEeOCTaTHICTh. Bimomo, 1m0 mnopymieHHs OalaHCy eJIeKTPONITIB (TimoKaiemis, TinepKaiemis,
rinoMartieMisi) Ta OpajuKapis € CTaHaMH, IO MiBUIIYIOTh TPOAPUTMOTCHHUN PHU3HK.
VY BuUNaAKy NOSBH O3HAK ab0 CHMIITOMIB, IO MOXYTh OyTH IOB’s3aHI 13 CEpILIEBOIO apPHUTMIEIO,
3actocyBaHHs J{ominony® MOTpiGHO TPUIMHMTH, a TAIIEHTY CIiJ HErailHO MPOKOHCYILTYBATHCSA i3
JIKapeM.
IHopywenns ¢ynxyii nupox. Ilepion HamiBBUBEAEHHS IOMIEPUIOHY IPH TSHKKOMY IMOPYIICHHI
¢byHKIiT HUPOK mopoBxkeHui. [Ipu TpuBazoMy 3acTocyBaHHI YacTOTY J03YBaHHS JOMIIEPUJIOHY CIIiJT
3MEHIIUTH /0 OJHOro abo IBOX pa3iB Ha 100y 3aJe)KHO BiJ TSHKKOCTI MOpYIIEHHS. Takoxk Moxe
BHUHHUKHYTH MOTpeda B 3HWIKEHHI JIO3H.
AnTanuaHi a00 aHTHCEKPETOPHI IpenapaTH He CIIiA MPHIMAaTH OJHOYACHO 3 IEPOpPAITbHUMH (popMaMu
npenapary JlomizoH®, OCKiNbKH BOHM 3HHXKYIOTH IepOpalbHy 0i0f0CTYIHICTb HOMIEPHAOHY (IMB.
po3nin «B3aemoais 3 IHIIUMH JTIKQpCHKUMHU 3ac00aMu Ta iHII BUIAM B3aeMoJiiiy). Ilpu cymicHOMY
3aCTOCYBaHHI INpemnapar Homigon® ciix NpuiMaTy Tmepes im0, a aHTaluaHI a0 aHTHUCEKPETOPHI
npernapaT — micis i1u.
3acmocysanna 3 kemokonazonom. Y JTOCHIIPKEHHAX B3aeMoAii 3 mepopaibHOI  (HOpMOIO
KETOKOHA30JIy Big3Havasnocs nojosxkeHHs QT-inTepBany. Xoda 3Ha4eHHS IIOTO JOCIIIKEHHS YiTKO
HE BCTaHOBIIEHO, CIiJ 0OpaTH albTEpPHATUBHE JIKYBaHHs, SKIIO MOKa3aHa MPOTUTPHOKOBA Teparis
KETOKOHA30JI0M (auB. po3min «B3aemonis 3 I1HIIMMH JIIKQPCBKHUMH 3aco0aMu Ta 1HINI BUIH
B3aEMOIIN»).
Tabnetku Jlomizon® MicTATH JNaKkTO3y, TOMYy Mpemapar He CJIiJ 3acTOCyBaTH MAIli€HTaM 3
HEMEPEHOCUMICTIO JIAKTO3H, TaJJaKTO3EMI€I0 Ta MallbaOCOPOLII€I0 TMTFOKO3U/TalaKTO3H.
Crnin BpaxoByBaTH HAcCTynmHYy iH(OpMAII0 CTOCOBHO PH3UKY PO3BHTKY YCKIQJHEHb CEPIEBO-
CYAMHHHUX 3aXBOPIOBaHb, 3yMOBIIEHHX JIIKAPCHKUMHM 3ac00aMHU, 10 MICTATh JOMIIEPHIOH:
e JiedKl emiAeMIOJOriYHI JOCHIKEHHS MOKa3ald, IO JOMIIEPUJOH MOXKE acOIIIOBaTUCH 3
M1JBUIIEHUM PU3UKOM CEpHO3HUX IUTYHOUKOBUX apUTMiil a00 panToBOi CEplIeBOi CMEPTI;
® PU3UK CepPHO3HUX LUTYHOUKOBUX apUTMii 00 panToBOi CepLeBOi CMEPTI MOXKe OyTH BUILUM y
TMaIieHTiB BiKOM B 60 pokiB ab0 mpu MepopaibHOMY 3aCTOCYBaHHI J03 Ipenapary OiibIie
30 mr Ha 106y. Tomy ciix 3 obepexHicTio 3acTocoByBaTH JloMigoH® MalieHTaM JiTHBOTO
Biky. INarienTam Bikom Bij 60 pokis mepes npuitoMmom JoMinoHy® CIiJ HPOKOHCYIBTYBATUCS
3 JiKapew;
e JIOMIEPUJIOH CIi MPU3HAYATH JOPOCIUM Ta JITSAM Y HAHIMKYIN e(peKTUBHIN J031.
CriBBIAHOUIEHHS pU3UKY Ta KOPUCTI TOMIEPUIOHY 3aJIUIIAETHCS CIIPUSTINBUM.

3acmocyeanns y nepioo eazimuocmi abo 200y8aHHs 2pyooi0.

Bazimnicmo

JlaHi 11010 TOCTMAapKETUHTOBOTO 3aCTOCYBAaHHS JOMIIEPHIOHY BariTHUM KiHKaM oOMmexeHi. Tomy
Jlominon® y mepioj BariTHOCTI CJiji NpU3HAYATH JIMIIE TOMi, KOIM, HA JYMKY JiKaps, OdiKyBaHMii
MO3UTUBHUM eQEeKT AJIs MaTepi NepeBUIye NOTSHUIMHUN PU3HUK AJIS TUIOAA.

Tooysanns 2pyoorw

KinbkicTh JOMIEpHIOHY, sIKAa MOXE IMOTPAUTH B OpPraHi3M HEMOBISITH 4epe3 TIPyAHE MOJIOKO,
Ha/I3BUYAifHO HU3bKa. MakcuMaibHa BITHOCHA /1032 111 HEMOBIIAT (%) OLIIHIOETHCS Ha PiBHI OJU3BKO
0,1 % Bix g03m Jy1st MaTepi 3 MOMPaBKOI Ha Macy Tina. HeBimoMo, 9u BiH IIKOAUTH HEMOBIIATI, TOMY
MatepsaMm, sKki npuiimaiors Jlominon®, BapTo yTpUMaTHcs Bin rogyBanHs rpyamio. CIii HposBIsSTH
00epekHICTh y pa3l HasBHOCTI YMHHHMKIB PHU3UKY MOAOBXKEeHHs iHTepBany QTc y nmitei, ski
nepedyBaloTh Ha TPyAHOMY rojayBaHHi. Ilicis ekcrmosuuii B pe3ynbTaTi MPOHUKHEHHS Ipernapary 3
TPYAHUM MOJIOKOM HE MOXHa BHUKJIIOYMTH MOSIBY MOOIYHUX €QEeKTiB, 30KpemMa Kapi0JIOTTYHUX
eQeKTiB.



30amuicms enausamu Ha WEUOKICMb pearkyii npu KepysauHi A8MOMPAHCNOPMOM ab0 IHWUMU
MexanizMamu.

[Ticnsa 3acTocyBaHHSI TOMIEPHUAOHY CIIOCTEPIrajaucs 3allaMOPOUYCHHS 1 COHJIMBICTh. TOMY maIfieHTam
CIIiJ] pEKOMEH/IYBaTH YTPUMATHCA Bl KEPYBaHHS aBTOTPAHCIIOPTOM, poOOTH 3 IHIIMMHU MeXaHi3MaMHu
a00 1HIIOI JISUTPHOCTI, SIKa MOTPeOy€e KOHIIEHTPAIIIl yBard 1 KOOpAUHAIlli, TOKM BOHU HE BCTAHOBJIATH,
sax Jlominon® BrTMBae Ha HUX.

Cnoci6 3acmocysannsa ma 0o3u.

s nonecwenns cumnmomis wyoomu ma O61108aHHsL.

Jopocmi i aity BikoM Bzl 12 pokiB i Macorw Tisia He MeHie 35 kr: mo 1 tabaermi (10 mr) 3 pasu Ha
100y.

MakcumanbHa 1000Ba jg03a — 3 Tabnetku (30 mr Ha 700Y).

PexoMenyeThcs npuitMaTtu mpenapar Jlomizon® mepen mpuitomom ixki. BcMOKTyBaHHS mpemapary
JIeII0 3aTPUMYETHCS, AKIIO HOro mpuilMartu micis npuiiomy ixi. TpuBamicTh JiKyBaHHS HE MMOBUHHA
MEePEeBUIYBATH | THIKICHB.

Jopocai BikoM > 60 pokiB

[MarienTam BikoM Big 60 pokiB mepe MpUiOMOM TIperapary CJiiJl IPOKOHCYJIbTYBATHCS 3 JIIKapeM.
Hopymienns QyHKIIT HUPOK

OcCkinbKH Tepio]] HaMiBBUBEACHHS TOMIIEPHIOHY TPHU MOPYIIEHHI (QYHKIII HUPOK TSHKKOTO CTYICHS
(kpeatuHiH cupoBaTku kpoBi > 6 Mmr/100 mu, T06TO > 0,6 MMOJNB/NI) MOAOBNKEHUH, YaCTOTY
3actocysanHs npenapary Jomizon® crmia smenmmTH 10 1 a6o 2 pasiB Ha 100y, 3aJEKHO BiJ CTYNEHS
TSHKKOCTI TOPYIIEHHS; MOXKE TaKOX BUHUKHYTH HEOOXiIHICTh y 3HWXKEHHI ao3u. [lamieHTiB 3
NOpYyHmIeHHAM (YHKIIT HUPOK TSHKKOTO CTYNEHS CJiJ peryisipHO OOCTeXyBaTh (IWB. PO3ALIT
«DapMaKoJIOT14HI BIIACTUBOCT1).

Iopymenus GVHKIUT IEYIHKA

[penapar Jlominon® npoTunokasaHuii namienTaM 3 IOpylnIeHHAM (YHKIHT nedinku cepenHboro (7-9
OaniB 3a mkanoro Yainga—I1'10) abo tsoxkoro (> 9 GaniB 3a mkanoro Yaiinma—I1'10) cTynens (aus.
po3ain «lIporunokazanus»). Kopekiiis 103u maimieHTaM 3 HOpPYIIEHHSAM (YHKII MEYiHKH JIETKOTO
cryneas (5—6 OamiB 3a mkamoro Yainma—I1'10) He moTpibHa (muB. posnpin «Dapmakonorivi
BJIACTHUBOCTI»).

Himu.
[Ipenapat 3acTocoByBaTH sl TIKYBaHHS JIIT€H BIKOM BiJl 12 pOKiB 1 Macoro Tijia HE MEHIIe 35 KT.
JloMnepuoH CiijJ MpU3HAYaTH JITAM y HalHWk4id e(eKTHBHIA 1031 HMpOTAroM HAaWKOPOTIIOIO

nepiomy.

Ilepeoo3ysanns.

Cumnmomu: cCHMOTOMaMH Nepe03yBaHHA MOXKYTh OYTH aKuTallisl, OPYLIEHHs CBiIOMOCTI, CYJOMH,
JIe30pI€HTALIS, COHJIMBICTh Ta €KCTpanipaMiHi peakiiii.

Jlikysanna. Cienn(piqHOro aHTUJIOTY AOMIEPUAOHY HEMAE, ajie y BUMAJIKY 3HAYHOIO Mepe103yBaHHs
PEKOMEH/I0BaHE IPOMMBAHHS NUIyHKAa MpOTAroM | TOAMHM Ticias MpUiloMy mpemapaTy Ta
3aCTOCYBaHHS aKTUBOBAHOTO BYTUJUIA, a TAaKOXX MWIBHUN Haris[ 3a Mali€eHTOM Ta MiATPUMYHOYa
Teparis. AHTUXOIIHEPriuHl mpenapary, 3aco0u Ui JiKyBaHHS xBopoou IlapkiHCcOHa MOXYyTh OyTH
e(peKTUBHUMU JJIS1 KOHTPOJIIO €KCTpaIlipaMiJHUX peaKIliil.

I06iuni peakuii.

Or11iHKa 4acTOTH BUHUKHEHHs MOOIYHHMX peakilii: ayxe dacto (> 1/10); gacro (= 1/100 mo <1/10);
Hevacto (> 1/1000 mo <1/100); pimko (= 1/10000 mo <1/1000); myxe piako (<1/10000), BkItO4YHO 3
130JJbOBAaHUMU JTAHUMU.

3a yMOBH OTpUMaHHS peKOMEHAAIIIN 3 TO3yBaHHs Ta TPUBAJIOCTI JIKyBaHHS JOMIICPUIOH 3a3BUYAN
MIEPEHOCUTHCS A0Ope 1 HeOaXkaH1 SBUIIA BAHUKAIOTh HEYACTO.

3 6oky imyHHOI cucmemu: JyXKe PIIKO — alepriyHi peakilii, BKIIOYAOYd aHa(iIakciio,
aHa(UIAKTUYHUHN HIOK, TIepYyTJIUBICTD.

3 60Ky enOoKpunHOi cucmemu: PiIKO — MiABULLIEHHS PIBHS IPOJIAKTUHY.



Icuxiuni  poznaou: J1yXe PIIKO — HEPBO3HICTb, pPO3IPATOBAHICTh, 30YIKEHHS, JEmpecis,
TPUBOXHICTb, 3HIKECHHSI 200 BIJICYTHICTH J1101710.

3 60Ky Hepeogoi cucmemu: Iy)Ke PiIAKO — OE3COHHS, 3allaMOPOYCHHS, CIpara, CyJAOMH, MIISBICTS,
TOJIOBHUM O171b, COHJIUBICTD, aKaTH31sl, EKCTPAMipaMiTIHI pO3JIaIu.

3 6oky cepyeso-cyOounHoi cucmemu: IyXKe PITKO — HAOPSAK, BITIYTTS CEPIEOUTTS, TMOPYIICHHS
YacTOTH Ta PUTMY CEPLIEBUX CKOPOYCHB, MoJoBKeHHs iHTepBasy QT (dacTota HeBimoma), cepiio3Hi
IITYHOYKOBI apUTMii, IUTyHOYKOBI apuT™mii 1o Tuty «torsade de pointesy, panroBa cepiieBa CMEpTh.

3 60Ky WAYHKOBO-KUWIKOB020 MpAKMY: PIIKO — TacCTPOIHTECTUHAIBHI pO3JIa[H, BKIFOYAIOYH
aboMiHANBHUHN OLTb, PErypriTauitoo, 3MiHy aneTuTy, HyAOTY, MeYil0, 3a1op; AyKe PIIKO — CyXiCTh Y
POTi, KOPOTKOYACHI KUILIKOBI CIIa3MH, Aiapesl.

3 6oxy wxipu ma niOwKipHUX MKAHUH: IYXKE PIAKO — CBEepODK, BUCHUIIAHHS; 4acTOTa HEBigoMa —
KpOIIMB’ THKA, aHT10HEBPOTUYHHUNA HAOPSIK.

3 60Ky penpoOdyKmusHoi cucmemu ma MOJIOYHUX 3G7103. PIIKO — TaJlaKTOpesi, 301bIIICHHS MOJIOYHUX
3aJ103/TIHEKOMACTIs, YyTIUBICTh MOJIOYHHUX 3aJ103, BUAUICHHS 3 MOJIOYHHUX 3aJI03, aMeHOpesi, HaOpsK
MOJIOYHUX 3aJI03, OUTb Yy JUISHII MOJIOYHMX 3103, NOPYIICHHS JaKTallii, HEeperyJIsipHHMA
MEHCTPYAJIbHUH LIUKIL.

3 60Ky onopHo-pyxo6oi cucmemu ma cnoay4HOi MKAHUHY. PIIKO — OUTb y HOTaX.

3 boky ceuosudinvbhoi cucmemu: TyXe piIKo — 3aTpUMKa Cedi, TU3ypisl, 4aCTS CEUYOBHUITYCKAHHSI.
3azanvui posnadu: piaKo — acTeHisl.

3 6oky opeanie 30py: 9acTOTAa HEBIIOMA — OKYJIOTIPHI KPH3H.

IHwe: KOH IOHKTUBIT, CTOMATHT.

3minu nabopamoprux nokasnukie: nyxe pinko — migpumeHHs piBHs AJIT, ACT i xomectepuny;
HEYacTO — BIAXUJICHHS BiJl HOPMH MOKa3HUKIB (PYHKI[IOHATBHUX TECTIB MEYIHKHU; PIAKO — IMiABUILIEHHS
PIBHS IIPOJIAKTUHY Y KPOBI.

Ockinbku  Timodi3 3HAXOAUTHCA 11032 TeMaToeHIepamiuHuM Oap’epoM, JOMIICPUIOH MOXKE
CIPUYUHUTH TiIBUIICHHS PIBHS MPOJAKTUHY. Y MOOJMHOKUX BHUIAJKaX TakKa TiNEpIPOJaKTHHEMIs
MOX€E MTPU3BOJIUTH 10 HEHPOSHIOKPUHHUX MOOIYHUX €(PEKTIB, TAKHX SK TaJlaKTOpes, TIHEKOMACTIs Ta
ameHopesl.

Y mepiof MOCTMApKETHMHIOBOTO 3aCTOCYBaHHS JOMIEPUIOHY BiAMIHHOCTEH y mpodini Oe3neku
3aCTOCYBAHHS TpeIapary y JOpOCIuX Ta JiTeH BiA3Ha4eHO HE Oyio, 32 BUHSATKOM €KCTparipaMiTHuX
PO3MajiB Ta IHIINX SBUIIL, CyJOM 1 30y/I>KEeHHs, TIOB’I3aHUX 13 EHTPATLHOK HEPBOBOIO CHCTEMOIO, 1110
CIIOCTEpIraucs MePeBaXHO y JITEH.

Tepmin npuoamnocmi. 5 poxiB.
He BukopucToByBaTH micis 3akiHU€HHS TEPMiHY PUAATHOCTI, 3a3HAYEHOTO Ha YIIaKOBII.

YMmoBHu 30epiranns. 30epiratu B OpUriHaJIbHIN yrakoBIi npu TeMnepatypi He Buine 25 °C.
30epiratv B HEAOCTYITHOMY Ui JITEH Miclil.

Ynakoska. [To 10 Tabnetox y 6mictepi. [To 1 abo 3 GiicTepu B mauiii.
Kareropis Binnmycky. bes penenra.
Bupoouuk. [TAT «®apmak».

Micue3naxo/:keHHs1 BUPOOHHMKA Ta HOTro ajgpeca Micusi NPOBazKeHHA TisIbHOCTI.
VYkpaina, 04080, m. Kuis, Byn. ®pyHze, 74.

JlaTa octannboro neperasay. 22.07.20109.



