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Cknao:

Oitoua peuouHa: TOMIEPUJIOH;

1 Tabnerka MicTUTh gomnepuony 10 mr;

OONOMIJICHT peuo8uHU. JTAKTO3a, MOHOT1IpaT; KPOXMaJlb KYKYPYA3SHUH; IEIIF0JI03a MIKPOKPHCTAJIIYHA;
KpOXMaJb MpeKeNaTHHI30BaHUI; TIOB1IOH; MarHilo creapar;

IiBkoBa  obOoionka:  Sepifilm 752  Blanc  (TiZpOKCHIPOMIMETHIINETION03a,  IET0I03a
MIKpOKpHUCTaIYHa, MOJieTHIeHITIKOIb (Makporon 40), Tutany niokeun (E 171)).

Jlikapcbka gopma. TabneTku, BKpUTI 000JOHKOIO.
OcHnosni izuxo-ximiuni eracmusocmi: TabIETKH, BKPHUTI TUTIBKOBOIO 000JIOHKOIO, 0ijioro abo maiixke
OU10r0 KOJIbOPY, KPYTiioi (GOpMH 3 TBOOITYKIIOK MTOBEPXHEIO.

dapmakoTepaneBTH4YHA rpyna. 3acolu, 10 3aCTOCOBYIOTHCS y pa3i (PyHKI[IOHAIBHUX IILTYHKOBO-
KHMIIKOBUX po3naiB. Ctumynaropu nepuctanbTuku. Kon ATX AO3F A03.

Dapmakonoziuni eracmusocmi.

Dapmakoounamika.

JoMriepuioH — aHTaroHict aodaMiHy 3 NPOTHOIIOBAIBHUMH BIIACTUBOCTAMHU. JloMnepuaoH
HE3HAYHOIO MIPOIO NMPOHUKAE Kpi3b remaTtoeHuedaniunuii 6ap’ep. 3acTOCyBaHHS TOMIIEPUJIOHY AYXKe
PIAKO CYNPOBODKYETHCS EKCTpamipaMiIHUMU MOOIYHMMHU JiSIMH, OCOOJMBO Yy JOPOCIHX, ajie
JIOMITEpHUIOH CTHMYITIOE BHIIIEHHs MPONAKTHHY 3 Timodiza. Foro mpoTubmoBanbHa s, MOXIHBO,
3YMOBJIEHA MO€JHAHHAM NepudepuyHoi (racTpoKIHETMYHOi) Mii Ta aHTAroHi3My JI0 PpELEenTOopiB
nodamiHy y TpUTepHii 30HI XeMOPEIEeNnTOoPiB, 10 3HAXOAUTHCS M03a TeMaToeHIeganiyHuM 6ap’epom
y 3ajHii aiasHI (area postrema).

JlocnmipKeHHsT Ha TBapHHAX, a TaKOXXK HU3bKI KOHIIEHTpallii, 110 BU3HAYAINCh Y MO3KY, BKa3ylOTh Ha
MepeBakHO NnepudepryuHy 110 JOMIIEPHI0HY Ha pelenTopu AohaMiny.

JlocImipKeHHS Y JIFOJUHH [TOKAa3alH, 1110 MPH 3aCTOCYBaHHI BHYTPIIIHBO JJOMIIEPUIOH MiIBUIILYE TUCK Y
HIKHIX BIAJI7IaX CTPaBOXOMy, IOKpAIlye aHTPOIYOJeHAbHY MOTOPUKY Ta MPUCKOPIOE 3BUIHLHEHHS
HUTyHKa. JlOMIIepHIOH HE BILUTUBAE HA IIUTYHKOBY CEKpELLilo.

Bnnus Ha inTepBan QT/QTc i enekrpodizionorito cepiis

BignosingHo g0 mixkaonapoanux pekomenpaauiii ICH-E14, perensne nocmimkenHs intepBainy QT
OyJ0 mpoBeIeHO y 370poBUX Jrojei. [le qocmimkeHHs Oyno moABIHHNM, TIare00 KOHTPOIHOBAHUM, 1
HOro MPOBOAMIIMN 3 BUKOPUCTAHHIM PEKOMEHI0BaHUX 1 HaaTepaneBTHUHUX /103 (10 1 20 Mr 4 pas3u Ha
nenb). [Ipu npuitomi 20 Mr qomnepuaony 4 pasu Ha 400y BiA3Havanocs MmoaoBxkeHHs iHTepBainy QT,
3MiHHU BapiroBasucs Bif 3,4 10 5,9 MC mpoTAroM ychoro nepioy ClioCTEpeKEHHs Ta el MOKa3HUK He
nepesuiyBaB 10 mc. IIponosxkenns QT, cnocrepexyBaHe B IbOMY AOCTIIPKEHHI, KOJIU JOMIIEPHI0H
BBOJIMBCS BIJITIOBIJTHO 10 PEKOMEHIOBAHOTO J03YBaHHsI, HE € KJIIHIYHO 3HAYUMUM.




Il# BiACYTHICTh KIIIHIYHOTO 3HA4YEHHS MIATBEP/UKYETHCS (PAPMAKOKIHETUYHHMHU IapaMeTpaMu Ta
naHuMu oo intepBany QTc, oTpuMaHUMU y X011 ABOX OUTBII AaBHIX AOCTIIKECHB, K1 BKIIOYAIN 5-
nenne nikyBanHa 20 mr i 40 mr pommepumony 4 pasu Ha no0y. EKI 3ammcyBamu mepen
JOCITIDKEHHSAM, Ha 5-i IeHb yepe3 | roauny (MpuOIU3HO Y tmax) MICISI PAHKOBOT 03U Ta Yepe3 3 JHI.
B 0060x npocmimkeHHsX He crmocTepiraigocs pizHumi Mik QTc micims akTUBHOTO JIIKYBaHHS Ta
3acTocyBaHHs Iu1ane0o. TakuM 4rMHOM, Oyli0 3p00JIeHO BHCHOBOK, 1110 MPUHOM JOMIIEPUAOHY Y 11031
80 1 160 mr Ha 100y He MaB KIIIHIYHO 3Hauym[oro BIumBy Ha QTc y 3mopoBuX 100pOBOJIBLIIB.
dapmakokinemuxa.

Bcmokmyesanus.

JloMnepusioH MBHAKO aOCOpOyeThCsl MpHU TEpOopaibHOMY NpUHOMI HATHle, MAaKCHMajlbHa
KOHIICHTpallisl y IIa3Mi KpoBl JocsraeTbess mpubau3Ho yepe3d 60 xBwimH. Husbka abcomroTHa
010JJOCTYIMHICTh TEPOPATBLHOTO AOMIEPHAOHY (mpubmuzno 15 %) 3ymMoBIEHa EKCTEHCUBHUM
MeTa00J1i3MOM TIEPIIOTO MPOXOKEHHS Y CTIHII KUIIEYHHUKY Ta B MEUiHIl. Xo4a y 3J0POBUX JIIOJICH
010A0CTYIHICTh JOMIEPUAOHY 30LIBIIYEThCS TPU MNpUHOMI MicHs inu, mamieHTaMm 31 CKapramu
[UTYHKOBO-KHIIIKOBOTO XapakTepy CIiJ IpuiMaTH aomMnepuaoH 3a 15-30 XBwiIMH 10 inu. 3HMKEHA
KHCIIOTHICTh IITyHKA 3MEHIIye abcopOuiro qoMrepuaony. [lpu mepopanbHOMY TpHiioMi mpenapary
icys iTu MakcuMasibHa a0copOIIist 1e10 YITOBIILHIOETHCS.

Posnooin.

[Ipn mnepopanbHOMY MpHUIIOMI JOMIIEPHAOH HE aKyMYJIO€ThCA 1 HE IHAYKy€ BJIAcCHU OOMiH;
MaKCUMaJbHUI piBeHb y T1a3mi kpoBi uepe3 90 xBuinuH (21 Hr/mMi) micias ABOTH)KHEBOTO
nepopainbHoro npuiiomy no 30 mMr Ha 700y OyB Maiike TakuM 3Ke, K MICld NMPUHOMY HepiIoi 103U
(18 ur/mu). Jomnepunon Ha 91-93 % 3B’s13yeThbest 3 OLIKaMu 11a3Mu KpoBi. J{ocimiKeHHs po3Moainy
JOMIIEPUIOHY, 10 OyJaM TMpOBEACHI Ha TBapMHAX 3a JOMOMOIOI0 Mpenapary, MiueHOro
paioaKTUBHHUM 130TOIIOM, ITOKA3aJId MOTO 3HAYHUI PO3IOMALT y TKAHWHAX, aJle HU3bKY KOHIICHTPALII0
y MO3KY. Y TBapWH HEBEJHKI KIJIbKOCTI MpenapaTy MPOHUKAIOTh KPi3b IUIALIEHTY.

Memabonizm.

JloMIiepuI0oH MIBUJKO Ta €KCTEHCHUBHO METa0O0Mi3y€eThCs y MEUiHIll HUISXOM T1APOKCUIIOBaHHS Ta N-
neankinyBanss. JocaipkeHHs Metabosti3My N VItro 3 AiarHOCTHYHUMHE 1HTIOITOpaMH TOKa3ajiH, M0
CYP3A4 € ronosroto ¢opmoro nuroxpomy P450, 3amyuenoro 1o N-aeankinyBaHHS JOMIIEPUIIOHY, a
CYP3A4, CYP1A2 ta CYP2E1 6epyTh y4acTs y apOMaTHYHOMY TiJPOKCHITIOBAHHI JJOMIIEPUIIOHY.
Buseoenns.

BuBenenns i3 ceuero Ta KajioM CcTaHOBUTH BiamoBiaHO 31 % Ta 66 % Big mepopabHOI JT03M.
Buninenns mpenapary y HE3MiHEHOMY BHIVISII CTAaHOBUTh HeBelHMKHM BifcoTok (10 % 3 kamom Tta
npubmm3Ho 1 % 13 ceuero). Ilepion HamiBBUBEACHHS 3 IUIa3MU KPOBI MICHS MPUHOMY Pa3oBOi 103U
CTaHOBUTbH 7—9 roJIMH y 3J0pPOBUX JTOOPOBOJIBIIB, ajie MOAOBKEHUN Y MAI[IEHTIB 13 TSKKOI HUPKOBOIO
HEJOCTaTHICTIO.

Oco0nMBi TPy NAIEHTIB

THopywenus ¢hynxyii nevinku

V nariieHTiB 3 MOpYyIIEHHAM (YHKIIT MEYiHKU cepeHboro crynens (7—9 6aniB 3a mkainoro [1°1o0, kiac
B 3a xnacudikauiero Yainna—II't0) AUC 1 Cmax Jomnepuaony Oymu y 2,9 1 1,5 pasa Bumumuy,
BIJIMOBIAHO, HIX y 3J0pOBHX M00poBOJBIB. BinbHa (pakuis migBuiryBanacs Ha 25 %, a KiHIIEBHMA
1epioJ] HaIliBBUBEACHHS MOJOBXKYBaBca 3 15 1m0 23 roauH. Y maIi€eHTiB 3 NOpPYLIEHHSAM (QyHKIIT
MEYIHKH JIETKOTO CTYIEHs CriocTepiraiacs Jenio HIK4a eKCIIO3HUIIIsl, HIXK Y 3JI0pOBUX JTOOPOBOIIBIIIB, 3
ormsiy Ha Cmax 1 AUC 6e3 3MiH y 3B’si3yBaHHI 3 OlmkamMu ab0 KiHIIEBOMY TIEpiOJil HAITIBBUBEICHHS.
3acTocyBaHHs Ipernapary THali€eHTaM 3 MOpPYUIeHHAM (YHKIII MEeYiHKM TSDKKOTO CTYHEHsS He
JOCITIKYBaTH (UB. po3ain «IIpoTumnokazanusy).

THopywenus ¢ynxyii HUpoK

VY nmaiieHTiB 3 NOpyMIEHHAM (YHKIII HUPOK TSKKOTO CTyMHeHs (KpeaTHHIH CHPOBATKH KpOBI
> 6 mr/100 M7, To6TO > 0,6 MMOJIB/JT) TIEPiOA HAMIBBUBEIEHHS JTOMIIEPUOHY MOIOBXKYETHCS 3 7,4 10
20,8 roauHM, ane IUIa3MOBa KOHIIEHTpaAllis Mpenapary HHXK4Ya, HDK Yy MAalll€eHTIB 3 HOPMAaJbHOIO
¢yHKier0 HUPOK. [[yxe HeBenuka KUIbKiCTh mpenapary (mpubiausHo 1 %) BUBOAWUTHCS HUPKAMHU Y
HE3MIHEHOMY BUTIISI (AUB. po3ail «Croci0 3aCTOCYBaHHS Ta J1031»).




Kuainiuni xapakrepucrukm.
Ilokazannsa.
JUist TTOJeTIIEeHHS] CHMITOMIB HYZOTH Ta OJIIOBaHHS.

Ilpomunokazanuna.

ZIOMi/:[OH® MPOTUIIOKA3aHUI:

- TalieHTaM 31 BCTAHOBJICHOIO ITJIBUIICHOIO YYTIHMBICTIO 10 mpemnapary abo a0 JONOMDKHHX
PCUOBHH;

- XBOPHUM 3 IPOJIAKTUH-CEKPETOPHOIO MyXJIMHOIO Tinodiza (IpolakTHHOMOIO);

- XBOPUM 3 TSDKKUMH a00 MOMIpHUMH HOPYIICHHSAMH (YHKIIi MEYiHKH Ta/ab0 HUPOK (AMB. PO3ILT
«OcobmMBOCTI 3acTocyBaHHs», «DapMaKOKOIOriuHi BIACTHBOCTI»);

- XBOpUM 3 BiJOMUM IIOJIOBXXKCHHSM IHTEpBaIiB CEpIEBOi MPOBIAHOCTI, 30kpema QTc, xBopum 3i
3HAYHUMH TTOPYIICHHSAMHU OajlaHCy €JEKTPOJIITIB a00 3 (JOHOBUMHU XBOPOOaMHU Ceplisi, TAKUMH 5K
3acTiifHa ceplieBa HEAOCTATHICTH (TUB. po3aiT «OCOOIMBOCTI 3aCTOCYBAHHSY);

- XBOPHUM 3 TIEYIHKOBOIO HEJIOCTATHICTIO;

- SIKIIO CTUMYJIALISA pyXoBoi (PyHKIIT HUTYHKA MOXe OyTH HeOe3MeuHol0, HallPHUKIIAA, IPU HUTyHKOBO-
KHUIIIKOBIA KpOBOTEY1, MEXaHIUHIA HEMPOXITHOCTI abo mepdopalrii;

- TPOTUIIOKA3aHE OJIHOYACHE 3aCTOCYBaHHS  KETOKOHA30Jy, CPUTPOMIIMHY ab0  IHIIHMX
cunpHOIII0YMX 1HTI0iTOpiB CYP3A4;

- TPOTUIIOKAa3aHE OJHOYACHE 3aCTOCYBAHHS JIKapChKHX 3ac00iB, sIKi MOAOBXKYIOTH iHTepBan QT,
TakuxX SK (pIyKoHa30J, €pUTPOMILIMH, ITPAKOHA30J, MEPOpaTbHUN KETOKOHA30JI, MOCAKOHA301,
pUTOHABIp, CaKBiHABIp, TEJANPEBIp, BOPHKOHA30J, KJIAPUTPOMIIIMH, aMioJapoH, TEIITPOMIIIUH
(muB. po3nimn «Oco0IMBOCTI 3acTocyBaHH» Ta «B3aeMois 3 IHIIMMH JTIKApCHKUMH 3ac00aMu Ta
HIII BUIA B3AEMOJIIN ).

B3aemooia 3 inmumu nikapcokumu 3acovamu ma inwii 6uOU 83a€Mo0iil.
AHTHXOJiHEPTiuHi TIpenapaTH MOKyTh HEHTPaIi3yBaTH aHTHANCHENTHYHY Aito Jominony®. V 38’sa3Ky
3 apMaKOJUHAMIYHOIO Ta/a00 (papMaKOKIHETHUHOIO B3a€MOMISIMHU MiABUILYETHCS PU3HK BUHUKHEHHS
nonoBxeHHs QT-inTeppaiy.
He cnig mpuiimMatu aHTanuHi Ta aHTHCEKPETOPHI Mpenapatu oJHOYACHO 3 JlOMiZOHOM ", OCKUIbKU
BOHU 3HIWXKYIOTh HOro OI10AOCTYMHICTH MICAS HPUHOMY BHYTPIIHBO (IUB. po3ail «OcoOinBOCTI
3aCTOCYBaHHS»).
JomriepuioH MeTabomi3yeTbes nepeBakHo 3a gornomororo CYP3A4. 3a nanHumu JOCTIIKEHbD in Vitro
CYIyTHE 3aCTOCYBaHHS NpenapariB, IO 3HAYHUM YHMHOM IPUTHIYYIOTH LEH QepMeHT, Moxke
MIPU3BECTH /10 MiIBUILEHHS PIBHS IOMIEPUOHY Y IIa3Mi KPOBI.
IIpu 3acTocyBaHHI JOMIIEPUJIOHY CYNYTHbO 13 NOTY)KHUMH iHribiTopamu CYP3A4, 3matHuMu
nonoBxkyBaru iHTepBas QT, cnocrepiranucs kiriHIYHO 3HauyIl 3Miad iHTepBasty QT. Tomy cymyThe
3aCTOCYBaHHS  JIOMIIEPUJIOHY 3 [EBHUMM NpenaparaMd MpOTUIIOKAa3aHe  (OUB.  PO3MILI
«[IpoTunokaszaHHs»).
CynymHe  3aCmoCy8aHHA — HUMNCUEHABEOEHUX  JIKAPCbKUX 3acobié  pasom 3  O0OMNepUOOHOM
npomunoxasase.
VYci nikapchKi 3aco0u, ki MonoBXKyOTh iHTepBai QT:

- aHTHAPHUTMIYHI npenaparu kiacy [A (Hanpukiiaa, TU30MmipaMi, XiHiAWH, T1IPOXiHIIUH);

- aHTHapuTMiuHi npenaparu kiaacy Il (manpukian, amiogapoH, 0heTHIi, IPOHEAAPOH, 10yTHITI,

COTaJIoN);

- JesKi HeHpOoJeNTHYHI npenapaTy (HampUKIa, rajJonepuIol, MMO3HI, CEPTUHION);

- JesIKl aHTHAETIPECaHTH (HapUKIIaJ, LIUTAJIONpaM, ECLIUTAJIONpam);

- JesiKi aHTUOI0THKY (HAIIPHUKIIAI, JIEBO(IOKCAIIUH, MOKCH(DIOKCAIIUH, pUTPOMIIIUH, CIIIpaMIIiH);

- JesIKl TpOTUTPUOKOBI IIpernapary (Harnpukiaa, NeHTaMiIuH);

- JIesKi MPOTHMAJISIPiiHI npenaparu (Hanpukia, ranohaHTpuH, TroMehaHTpiH);

- JIesiKi IUTYHKOBO-KHUIIIKOBI Tipernapary (HarmpuKia, U3arnpu/l, I0JI1aceTPOH, MPYKaIOnpHI);

- JesIKi aHTUTiCTaMiHHI TIpenaparu (HampuKial, MeKiTa3uH, Mi30JaCTHH);

- JesiKi TIpermapartH, 110 3acTOCOBYIOTHCS TIPH OHKOJIOTIYHUX 3aXBOPIOBAHHSAX (HAMPHKIIAT,

TopeMideH, BaH/1eTaH10, BIHKaMiH);
- Jesiki iHIm npenapary (Harmpukia, OempuIni, MeTaaoH, AudeMaHin).

®



Ipurnaou cunvrux inzibimopie CYP3A4, 3 axumu npomunoxasano 3acmocosyeéamu JJomioon™:

- a30JIbHI NPOTHTPUOKOBI TpemapaTd, Taki AK (IIYKOHA30J™, 1TpaKOHA30J, KETOKOHA301™* 1
BOPUKOHA30JT™;

- MakpoJIiaHI aHTUOIOTHKH, TaKi IK KJIAPUTPOMIIIMH™ 1 epUTPOMILIHH™

- iHribiropu nporeazu*;

- imridiropu BLJI-mporea3u, Taki Sk aMmIpeHaBip, ara3aHaBip, (ocammpeHaBip, IHIWHABID,
HelndiHaBip, pUTOHABIP 1 CAaKBiHABIP;

- aHTaroHICTH KaJIbllif0, TaKl K JIUJITIa3eM 1 Beparmamis,

- amiomapon®;

- aMpemiTaHT;

- Heda3om0H;

- TeJTpOMILUH*.

*nposoHTyroTh iHTepBa) QTC.

OoHouache 3acmoCy8anHsa HACMYNHUX PEYOBUH UMA2AE 0DEePEeHCHOCTII.

O06epexHO 3aCTOCOBYBATH 3 IpermapaTaMu, 10 CIPUYMHSIOTH OpaJuKapIiio 1 TIMOKaJIiEMIiI0, a TAKOXK

13 HACTYMHUMHU MaKpOJiJaMH, [0 MOXYTh CIPUYMHUTH MOJOBXKEHHS iHTepBany QT: azuTpominuH i

POKCUTPOMIIIUH (KJIAPUTPOMIIIMH MIPOTUIIOKA3aHUM, OCKIJIBKH 11€ MOTYXHHH 1HT1061TOp CYP3A4).

Criz 3 00epex)HICTIO 3aCTOCOBYBATH JIOMIICPUIOH CYITYTHBO 3 MOTY>KHUMH iHTi0iTOpamu CYP3 A4, sxi

HE CIPUYMHAIU MONOBKEeHb iHTepBany QT, Takumu sK iHIUHABIp, 1 32 MAlI€HTaAMH CIiJ MHIBHO

HaIISAaT! Ha BUTIAJIOK TTOSIBH O3HAK 00 CHMITOMIB HeOa)KaHUX PEAKIIii.

BuiienaBeieHuii CucoK AiF0UYMUX PEYOBHH € PEIPe3CHTATUBHUM, ajie HE € BUYEPITHUM.

Jlominon® MoXkHa HO€THYBATH 3:

- HEUPOJIENTHKAMHU, 10 SIKUX BiH MMOCHIIIOE;

- noaminepriunumMu aronictamu (OpOMOKPHUIITHHOM, L-momoro), HebaxkaHi mepudepudHi Iii SKuX,
Taki SK MOPYIICHHsI TpaBlEHHS, HYIOTY, ONIOBaHHS BiH MpUTHIUYe Oe3 HeiTpamizaiii OCHOBHHX
BIJIACTUBOCTEMN.

B okpemux pocmipkeHHsSX (hapMaKOKiHETHUHOI/papMaKoJHHAMIYHOI B3aeMOAil IN VIVO mpwu

OJTHOYACHOMY TMEpOpPATbHOMY 3aCTOCYBaHHI KETOKOHA30dy a00 epUTPOMIIMHY Y 3J0POBHUX

JO0OPOBOJBIIB OyIIO MIATBEPKEHO, 1O 111 MpenapaTd 3HaAYHUM YUHOM MPUTHIYYIOTh MPECUCTEMHHUIA

MeTabomizM aomnepuaony, omnocepenkoBannii CYP3A4. Ilpu cymyrHpomy 3actocyBanHi 10 wmr

JOMIEPUIOHY IepopanbHo 4 pa3u Ha 100y Ta 200 Mr KETOKOHA30Iy MepopajibHO 2 pa3u Ha 700y B

Mepiojl CIIOCTEepPEXKEeHHST Oyn0 Bi3HAaueHO Moj0oBXKeHHS iHTepBasy QTc B cepeanbomy Ha 9,8 Mmc;

OKpeMmi 3HaueHHs KonuBanucs Big 1,2 go 17,5 wmc. Ilpu cymytHboMy 3actocyBaHHi 10 Mr

nomnepuiony 4 pasu Ha 100y Ta 500 Mr epuTpOMILIHY MepopalibHO 3 pa3u Ha 100y iHTepBan QTc y

Nepiojl CIOCTEPEXEHHs IOJOBXKYBaBCs B cepeAHboMYy Ha 9,9 Mc, iHTepBal OKpeMHMX 3HAa4Y€Hb

cranoBuB Bif 1,6 1o 14,3 mc. PiBHOBaxkHi 3HaueHHS Cmax 1 AUC 1oMIepuIoHy 3pocTany NpuOIn3HO

BTPUYl y KOXXKHOMY 3 LHUX JOCHiIKeHb B3aeMojii. BIIWB MiABHINEHUX TJIa3MOBHUX KOHIICHTpAIliit

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

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

cepeaHboMy Ha 1,6 Mc (IOCTIIKEHHSI KETOKOHA30/1y) Ta 2,5 MC (AOCHIIKEHHSI epUTPOMILIUHY), B TOU

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

Ha 100y) mpuszBoaAmiIo A0 30uTkmeHHs iHTepBany QTc B mepion cmocrepexenHs Ha 3,8 Ta 4,9 mc

BiJIMOBIAHO.

TeopeTuuHo, ockinbku JIoMizoH® YMHMTH MPOKIHETHYHY Jil0 HAa NLIYHOK, 1€ MOXE BILIMBATH HA

BCMOKTYBaHHS TEPOPAbHUX IMpernapariB, M0 3aCTOCOBYIOTHCS CYMYTHHO, 30KpeMa Ha JiKapchki

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

cTalumi3yBaBCsi Ha TJI 3aCTOCYBaHHS JWUIOKCHHY a0o0 MapaneTamolly, CYIMyTHE 3acTOCYBaHHS

JIOMIIEPUJIOHY HE BIUIMBAJIO Ha PIBHI LIUX MpEnapariB y KPoBi.

Ocobnueocmi 3acmocysans.

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

Jlomizou® cItif 3acTOCOBYBaTH 3 0OEpEKHICTIO MAILiEHTaM JITHHOTO BiKy 2060 TallicHTaM 3 HAsBHHM
3aXBOPIOBAHHSM ceplis a00 13 3aXBOPIOBAHHSM CEpIlsl B aHAMHE31.

Cepyego-cyounni epexmu. Jlomnepuaon OyB moB’si3aHuid 3 mposionrarieto iHTepBany QT na EKT.
I1ig yac MOCTMapKETHHTOBOIO CIIOCTEPEXKEHHS (iKCyBaIHcs yKe piiKiCHI BUMAaaku mposnoHramii QT



Ta TPIMOTIHHA-MEPEXTIHHS IUTYHOUKIB y MAIli€HTIB, Ki nmpuiitManu gomrepuoH. Lli moBigomieHHs
BKJIIOYAIM 1HGOPMAIIIF0O TPO TMAIEHTIB 3 IHIIUMH HECTPUATIWBHUMH UYWHHUKAMU PHU3HKY,
€JIIEKTPOJIITHUMHU TOPYIIEHHSMHU Ta CYIMYTHHOIO TEPAITI€I0, sIKI MOXKYTh CIPHUSITH BUHUKHEHHIO I[HOTO
CTaHy.
BinmosigHo no kepiBauirBa ICH—E14 Oymo mpoBeneHO MOCHIHKCHHS 3 PETEIbHUM BUBUYCHHSIM
iaTepBany QT y 3mopoBux oci6. [Togosxkenus intepBany QT, ske crnocrepiranu y JOCIIIKEHHI TTPU
3aCTOCYBaHHI JOMIEPUAOHY, 3TIJHO 3 PEKOMEHJOBAHMM PEXKHMOM [O3YBaHHS Yy 3BHUYAHHUX
TepaneBTHYHUX J03ax (1o 10 abo 20 mr 4 pa3u Ha 100y), HE Ma€ KJIIIHIYHOTO 3HAYCHHS.
3acmepesicennsa. JloMmuepuion ciiij 3 00€pexHICTIO 3aCTOCOBYBATH MAalli€EHTaM 3 JIETKUM MOPYLIICHHAM
¢byHkuii nedinku Ta/abo HUPOK.
Uepes mifBUIIEHMI pPH3UK LUIyHOUKOBOi aputmii Jominon®  IpOTHIIOKA3aHO 3acTOCOBYBATH
MaIieHTaM 13 MOJOBKEHHSIM 1HTEPBATIB CEPIIEBOI MPOBIAHOCTI, 30kpemMa QTc, marieHTam 31 3HAYHUMHU
MOPYIICHHSAMU OalaHCy eJNEeKTPOJITIB (TIMOKATIEMIEI0, TiMepKaTieMI€r0, TiMoMar"iemierw) abo
Opanukapmiero, abo mamieHTam i3 (OHOBHMMH XBOpOoOaMHu cepllsi, TaKUMHU SIK 3acTiiiHa cepleBa
HEJOCTaTHICTh. BigoMo, mo mopymeHHs OanaHCy eJIEeKTPOdITIB (TiMmoKalieMis, TinepKaIiemis,
rinoMartieMisi) Ta OpajuKapis € CTaHaMH, IO MiBUIIYIOTh TPOAPUTMOTCHHUN PHU3HK.
VY BuUDaAKy NOSBH O3HAK a00 CHMIITOMIB, IO MOXYTh OYyTH IOB’s3aHI 13 CEpILIEBOIO apPHUTMIEIO,
3actocyBaHHs J{ominoHy® MOTpiGHO TPHIMHMTH, a TAIIEHTY CIiJ HEraiHO MPOKOHCYIKTYBATHCA i3
JIKapeM.
THopywenns ¢ynxyii nupok. Ilepion HamiBBUBEAEHHS IOMIIEPUIOHY TPH TSHKKOMY IOPYIIEHHI
¢byHKIiT HUPOK MogoBxkeHuH. [Ipu TpuBazoMy 3acTOCyBaHHI YacTOTY J03YBaHHS JOMIIEPHUIOHY CIIiJT
3MEHIINTH /10 OJHOTrO abo NIBOX pa3iB Ha 100y 3aJeKHO BiA TSHKKOCTI MOpYIIEHHS. Takox Moxe
BUHUKHYTH MOTpeOa B 3HWKEHHI J103U.
AnTanuaHi a00 aHTHCEKPETOPHI IpenapaTH He CIIiA MPHIMAaTH OJHOYACHO 3 IEpPOpPATbHUME (popMaMu
npenapary JlomizoH®, OCKiNIbKH BOHM 3HHXKYIOTH IepOpalbHy 0i0f0CTYIHICTb AOMIEPHAOHY (IMB.
po3nin «B3aemoais 3 IHIIUMH JTIKQpCHKAMHU 3ac00aMu Ta iHII BUIAM B3aeMoJiii»). Ilpu cymicHOMY
3aCTOCYBaHHI INpemnapar Homigon® cix NpuiMaTy mepes im0, a aHTaluaHI a0 aHTHUCEKPETOPHI
npernapaTty — micis i1u.
3acmocysanna 3 kemokonazonom. Y JOCHIIPKEHHAX B3aeMOAii 3 TmepopaibHOI  (HOpMOIO
KETOKOHA30J1y Big3Havasocs nojosxkeHHs QT-intepBany. Xoda 3Ha4eHHS IIOTO JOCIIIKEHHS YiTKO
HE BCTaHOBIIEHO, CJiJ 0OpaTH albTEpPHATUBHE JIKYBaHHS, SKIIO TMOKa3aHa MPOTUTPHOKOBA Teparis
KETOKOHA30JIOM (IuB. po3ain «B3aeMopiss 3 1HIIUMH JIIKAPCBKUMH 3aco0aMy Ta 1HINI BUIU
B3AEMOIII»).
Ta6nerku JlomigoH® MiCTATH IaKkTO3y, TOMYy MpenapaT He CJlif 3acTOCYBaTH MAalli€HTaM 3
HEMEPEHOCUMICTIO JIAKTO3H, TaJIlaKTO3EMI€I0 Ta MallbaOCOPOIIi€I0 TITFOKO3U/TalaKTO3H.
Cnig BpaxoByBaTH HACTYNHY 1H(GOpPMAII0 CTOCOBHO PH3UKY PO3BHUTKY YCKJIaJHEHb CEpILEBO-
CYIUHHUX 3aXBOPIOBaHb, 3yMOBJICHHX JTIKAPCHKUMH 3aCO0aMHU, 1[0 MIiCTATh JOMIIEPH/IOH:
e JiedKl eniAeMIOJOriYHI JOCHIKEHHsS MOKa3ald, IO JOMIIEPUJOH MOXKE acOIIIOBaTUCS 3
MIJBUIIIEHUM PU3UKOM CEpHO3HUX IUTYHOUKOBUX apUTMiil a00 panToBOi CEplIeBOi CMEPTI;
® PU3HK CEPHO3HUX IUTYHOYKOBUX apUTMiil a00 panToBOi CEpLeBOi CMEPTi MOKe OYTH BUIIUM y
TMalieHTiB 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 mpuitoMmoM JoMifnoHy® CIiJ HPOKOHCYIBTYBATUCS
3 JiKapewm;
® JIOMIEPHJIOH CJIiJI MPU3HAYATH JOPOCIHUM Ta TITAM Y HAMHUKYIM epeKTUBHIN 71031.
CIiBBiJHOIIICHHS PU3HUKY Ta KOPUCTI TOMIICPUIOHY 3AJTAIIAETHCS CITPHUSATINBUM.

3acmocyeanns y nepioo eazimuocmi abo 200y8aHHsL 2pyoor0.

Bazimnicmo

JlaHi 11010 TOCTMAapKETUHTOBOTO 3aCTOCYBAaHHS JOMIIEPHIOHY BariTHUM KiHKaM oOMmexeHi. Tomy
Jlominon® y mepioj BariTHOCTI CJiji NIpU3HAYATH JIMIIE TOMI, KOIM, HA JYMKY JiKaps, OdiKyBaHMii
MO3UTUBHUM ePeKT AJis MaTepi NepeBUIye NOTCHUIMHUN PU3HUK AJIS TUIOAA.

Tooysanns 2pyoorw

KinpkicTh JOMIEpUIOHY, sIKA MOXE IMOTPAUTH B OpPraHi3M HEMOBISITH 4epe3 TIPyAHE MOJIOKO,
Ha/I3BUYAiiHO HU3bKa. MakcuMaibHa BITHOCHA /1032 Uil HEMOBIIAT (%) OLIIHIOETHCS HAa PiBHI OJU3BKO



0,1 % Big 103u It MaTepi 3 MOMPaBKOIO Ha Macy Tina. HeBimoMo, uu BiH IIKOAWTH HEMOBIIATI, TOMY
MaTepsam, ki npuitMaroTh Jomizon®, BapTo yTpuMaTHcs Bif rogyBaHHS rpymmo. CIHif MposBIATH
00epeXHICTh Y pa3l HasSBHOCTI YMHHUKIB DPH3MKY NOAOBXKeHHA iHTepBany QTc y mitei, ski
nepeOyBarOTh Ha TpyAHOMY roayBaHHi. Ilicas excroswmiii B pe3yiabTaTi MPOHUKHEHHS Ipenapary 3
TPYIHUM MOJIOKOM HE MOXKHA BHUKJIIOUUTH IMOSIBY MOOIYHUX e(eKTiB, 30KpeMa KapAioJOoTriyHUX
e(eKTiB.

30amuicms enausamu Ha WEUOKICMb peaxkyii npu KepysauHi A8MOMPAHCHNOPMOM abO0 IHWUMU
MexauizMamu.

[Ticna 3acTocyBaHHS JIOMIIEPHIOHY CIIOCTEPITacs 3alaMOPOYEHHS 1 COHJIMBICTb. ToMy maiieHTaMm
CJIIJ| pPEKOMEH/1yBaTH yTpUMAaTHCA Bl KEpyBaHHS aBTOTPAHCIIOPTOM, pOOOTH 3 IHIIMMHU MeXaHi3MaMHu
a0 1HIIOT AISTBHOCTI, sIKa MOoTpedye KOHIEHTpallii yBaru i KOOpJuHallii, JOKM BOHU HE BCTAHOBIIATH,
sk Jlomizon® BrIMBae Ha HUX.

Cnocio 3acmocysannsa ma 003u.

s nonecwenns cumnmomis wyoomu ma O1108aHHs.

Jopocmi i aitu BikoM Bist 12 pokiB i Macorw Tisia He MeHie 35 kr: mo 1 tabaermi (10 mr) 3 pasu Ha
n00y.

MaxkcumanbHa 1060Ba 103a — 3 Tabnetku (30 mr Ha 100y).

PexoMen yeThcs npuitMaTu mpenapat Jlomizon® mepen mpuitomom ixki. BcMOKTyBaHHS mpemapary
JIeII0 3aTPUMYETHCS, AKIIO HOro mpuitMatu micis npuiiomy ixi. TpuBamicTh JNiKyBaHHS HE MOBUHHA
NepeBUITYBaTH | THXK/ICHB.

Jopocni BikoM > 60 pokiB

[TarienTam BikoM Big 60 pokiB mepe MpUiHOMOM TIperapary CJiiJl IPOKOHCYJIbTYBATHCS 3 JIIKapeM.
Hopymienns QyHKIIT HUPOK

OcCkinbKH Tepio]] HaMiBBUBEACHHS TOMIIEPHIOHY TPHU MOPYIIEHHI (QYHKIII HUPOK TSKKOTO CTYIEHS
(kpeatuHiH cupoBaTku kpoBi > 6 Mr/100 mu, T06TO > 0,6 MMOJNB/]I) MOAOBNKEHUH, YaCTOTY
3actocysanHs npenapary Jomizon® crmif smeHmmTH 10 1 a6o 2 pasiB Ha 100y, 3aEKHO Bij CTYNEHS
TSOKKOCTI TOPYIIEHHS; MOXKE€ TaKOX BHUHUKHYTH HEOOXiIHICTh y 3HWXKEeHHI ao3u. [lamieHTiB 3
NOpYHmIeHHM (YHKIIT HUPOK TSHKKOTO CTYNEHS CJiJl peryisipHo OOCTeXyBaTh (IWB. PO3ALIT
«@DapMaKoJIOTiyHi BIACTUBOCTI).

IlopymeHust ¢yHKINT IEYIHKA

[penapar Jlominon® NpoTUNoKa3aHuii HalieHTaM 3 MOpyIIeHHAM (QYHKIIT Neuinku cepenHboro (7-9
OaniB 3a mkanor Yaitnga—II't0) abo Tspxkkoro (> 9 OaniB 3a mkanoro Yaitnga—I1'10) crynens (aus.
po3nin «IIpotunokazanus»). Kopekiis 1031 namieHTaMm 3 HOpYIIEHHAM (DyHKIIT HMEYiHKH JIETKOTo
crynenss (5—6 OaniB 3a mkanoro Yainga—I1't0) He mnoTpibHa (muB. po3ain «dapmakosoriui
BJIACTHUBOCTI»).

Himu.
[Ipenapar 3acTocoByBaTH sl TIKYBaHHS JIITeH 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: CHMOTOMaMH Nepe03yBaHHA MOXKYTh OYTH a)KuTallisl, IOPYIIEHHs CBiIOMOCTI, CYJOMH,
JIe30pI€HTALISl, COHJIMBICTh Ta €KCTpamipaMiHi peakiii.

Jlikysanna. Cienn(piqHOro aHTHJIOTY AOMIEPUAOHY HEMAE, alle Y BUMAJAKY 3HAYHOTO Mepelo3yBaHHs
PEKOMEH/IOBaHE IPOMMBAHHS NUIYHKAa MpOTAroM | TOAMHM Ticias MpHiloMy mpemapaTy Ta
3aCTOCYBaHHS AKTUBOBAHOTO BYTU/UIA, a TAaKOXK MWIBHUN HArid[ 3a Mali€eHTOM Ta MiATPUMYIOYa
Teparis. AHTUXOIIHEPriuHl mpenapary, 3aco0u Ui JiKyBaHHS xBopoou IlapkiHCOHa MOXYyTh OyTH
e(peKTUBHUMU JJIS1 KOHTPOJIIO EKCTpaIipaMiJHIX peaKIliil.

Ho6iuni peakuii.
Or11iHKa 4acTOTH BUHUKHEHHSI MOOIYHHMX peakiliid: 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



130JIbOBAHUMU JTaHUMH.

3a yMOBM OTPHUMAaHHSI pEKOMEHAIIN 3 JO3YBaHHS Ta TPUBAJIOCTI JIIKYBaHHS JOMICPUIOH 3a3BUYAi
MEPEHOCUTHCS 1o0pe 1 HebaXkaH1 sIBUILA BUHUKAIOTh HEYACTO.

3 6oky imyHHOI cucmemu: JyXXK€ PIIKO — aJepridyHl peakilii, BKJIOYa0ud aHadiIaKciro,
aHa(iTaKTHYHUH [IOK, TiIepUyTIAUBICTb.

3 60Ky en0oKkpurHOI cucmemu: PiaKO — MiABUIICHHS PIBHS IPOJAKTUHY.

Icuxiuni  posznadu: pgyXe PpIIKO — HEPBO3HICTb, pPO3JAPATOBAHICTh, 30Yy/KEHHS, Jenpecis,
TPUBOXHICTb, 3HIKCHHsI 200 BIJICYTHICTH J1101]10.

3 60Ky Hepsogoi cucmemu: Ty)Ke PiAKO — OE3COHHS, 3allaMOPOYCHHS, CIpara, CyJOMH, MIISBICTS,
TOJIOBHH O1J1b, COHJIMBICTh, aKATU3is, EKCTpaMipaMiIHi po3JaIu.

3 60Ky cepyego-cyOunHoi cucmemu. IYXKe PIIKO — HAOPSAK, BITUYTTSA CEPICOMTTS, MOPYIICHHS
YacTOTH Ta PUTMY CEpPILIEBUX CKOPOYCHb, MOJOBKeHHs iHTepBairy QT (dacrora HeBimoma), cepilo3Hi
IIJTYHOYKOBI apUTMii, IUTyHOYKOBI apuTMmii o Tuity «torsade de pointesy, panroBa cepiieBa CMepTh.

3 00Ky WIYHKOBO-KUWKOB8020 MpAKmy: PIOKO — TacTPOIHTECTHHAIBHI pO3JIAAH, BKIIOYAIOYH
a0IOMIHAJILHUI O171b, perypriTaiito, 3MiHy afeTuTy, HyJ0Ty, Ieqito, 3arop; AyXkKe PiIko — CyXiCTh Y
POTi, KOPOTKOYACHI KUILIKOBI CIIa3MH, Aiapes..

3 6oxy wxipu ma niOwKipHUX MKAHUH: NYXE PIAKO — CBEpODK, BUCHUIIAHHS; 4acTOTa HEBigoMa —
KpOIIMB’sTHKA, aHT10HEBPOTUYHHUI HAOPSIK.

3 6oky penpodykmueHoi cucmemu ma MOJOYHUX 34103 PIIKO — TallakTopes, 301IbIICHHS MOJIOYHUX
3aJ103/TIHEKOMACTIs, YyTIUBICTh MOJIOYHUX 3aJ103, BUAUICHHS 3 MOJOYHHUX 3aJI03, aMeHOpes, HaOpsK
MOJIOYHHUX 3aJi03, OuIb y [JUISHII MOJIOYHHX 3aJi03, TOPYIICHHs JIaKTalii, HeperyisapHuit
MEHCTPYAJIbHUH LIUKJI.

3 6oky onopHo-pyx080i cucmemu ma cnoxyyHoi MKAHUHU: PIIKO — O1Ib y HOTax.

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

3 boky opeanie 30py: 9acTOTa HEBIJIOMA — OKYJIOTIPHI KPH3H.

IHwe: KOH IOHKTUBIT, CTOMATHT.

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

Ockinpku Timo(i3 3HAXOAUTHCA T03a TremaroeHledamiyHuM Oap’epoM, JOMIEPUIOH MOKE
CIPUYUHUTH TIIBUIICHHS PIBHS MPOJAKTUHY. Y MOOJWHOKUX BHUIAJKaX TakKa TiNEpIpOJaKTHHEMIs
MO’K€ MPU3BOJUTH 10 HEUPOEHAOKPHUHHUX MOOIUYHUX €(DEeKTiB, TAKUX SIK FaJlakTopes, 'IHEKOMAcCTis Ta
ameHopesl.

VY mnepioJ] MOCTMapKETHMHIOBOTO 3aCTOCYBAaHHs JIOMIIEPUJIOHY BiIMiHHOCTeH y mpodini Oesneku
3aCTOCYBaHHS TMIpenapary y JOpPOCIUX Ta JITel Bi3HauYeHO He Oys0, 32 BUHATKOM €KCTparipaMiIHUX
PO3MajiB Ta IHIIKUX SBUIIL, CYJOM 1 30y/I>KEeHHs, TIOB’I3aHUX 13 EHTPATLHOK HEPBOBOIO CHCTEMOIO, 1110
CIIOCTEpIraIucs MepeBakHO y JAITEH.

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

YMmoBu 30epiranns. 30epiratu B OpUriHaJIbHIN yrakoBIi npu TeMnepatypi He Buine 25 °C.
306epiraTy B HEJOCTYITHOMY JIJISl AITE€H MICIIL.

Ynakoska. [To 10 Tabnetox y 6mictepi. [To 1 abo 3 GmicTepu B madiii.
Kareropis Binnmycky. bes penenra.
Bupoonuk. AT «Dapmax».

Micue3naxo/:keHHs1 BUPOOHMKA Ta HOTro ajapeca Micusi NPOBazKeHHA TislJIbHOCTI.
VYkpaina, 04080, m. Kuis, Byn. Kupunisceka, 74.

JlaTa octannboro neperasay. 10.12.2020.



