IHCTPYKUIIA
AJIS1 MEUYHOI'0 32CTOCYBAHHS JIIKAPCHKOIo 3ac00y

JTOMPH/I®

Cknao:

oiroua peuosuna: nomuepuaony manear (domperidone maleate);

1 TabneTka MICTHTh JOMIEPUAOHY MajieaT eKBiBaJICHTHO JoMIiepuIony 10 mr;

OONOMIDICHI  peuo6uHuy: TIETI0NI03a MIKPOKPUCTANIIYHA, HATPiI0 KPOCKApMeno3a, KpPEeMHIIo
TIOKCH] KOJIOTIHUI Oe3BoqHumiA, MarHito creapat, Opadry Il 31 G 58920 Ginuii*.

*Opadry 11 31 G 58920 6inmii: rimpomenosa, JakTo3u MoHoOTiipar, tTutany miokcun (E 171),
MOJTIETUJICHTJIIKOJIb, TaJIbK.

Jlikapcbka ¢opma. Talnetku, BKpUTi 000JIOHKOIO.
OcHosHi i3uko-XiMiuHi 61acmueocmi: KPyril IBOOIYKI1 TaOJETKU, BKPUTI 000JIOHKOIO OLIOTO
KOJIBODY.

®apmakorepaneBTudyHa rpyna. Crumymstopu nepuctansTuki. Kog ATX A03F A03.

Dapmakonoiuni enacmueocmi.

Dapmaroouramixa.

JlomrnepuioH — aHTaroHIiCT Ao¢amiHy 3 TPOTUOIIOBAILHUMH BIIACTUBOCTAMH. JloMIepuaoH
HE3HAYHOIO MIPOI0 IPOHUKAE Kpi3b reMaroeHredanidyauii 0ap’ep. 3acTocyBaHHS JTOMIEPUTOHY
Jy’K€ PIIKO CYMPOBODKYETHCS €KCTPAMipaMiIHUMU TOOIYHUMH TiIMH, OCOOJIUBO Y JOPOCIHX,
aie

JOMIIEPHIOH CTHMYJIIOE BHIUICHHS MPOJAKTHHY 3 rimodiza. Moro mpornGmroBambHa mis,
MOXJIMBO, 3yMOBJIEHA TOEIHAHHIM Tepu(epuyuHoi (racTpOKIHETHYHOT) i Ta aHTAaroHi3MY [0
perienitopiB godamMiHy |y TPUTEPHIM 30HI XEMOPEIENnTOpiB, IO 3HAXOJUTHCA I103a
rematoeHIedaTiaHIM 6ap’epoM y 3aaHii AUTsaHI (area postrema). JlocmimkeHHs Ha TBapuHaX,
a TakKoXX HU3bKI KOHIIEHTpAIlii, 1[0 BHU3HAYAIUCh Yy MO3KY, BKa3ylOTb Ha IEPEBAXHO
nepudepudHy Jit0 JOMIIEPUAOHY Ha PELEeNTOPH 10(haMiHy.

JlocmikeHHs y JIIOJAWHU TOKa3ajiu, M0 IPU 3aCTOCYBaHH1 BHYTPIIIHBO AOMIEPUIOH MiABHUILYE
THUCK Y HUKHIX BIIJUIaX CTPaBOXOJy, MOKpAIIye aHTPOAYOJCHAIbHY MOTOPHUKY Ta MPUCKOPIOE
3BUIbHEHHS IUTyHKA. JJoMIepuI0H HE BIUIMBAE HA IUTYHKOBY CEKPEIIiIO.

DapmakoKiHemuka.

Bcmoxkmyeanns.

JlomriepuioH MBUAKO aOCOpOYeThbCsl NpU MEpOpaIbHOMY MPUHOMI HATIIe, MaKCHUMallbHa
KOHIIeHTpalis y twiasmi kpoBi (Cmax) mocsiraetbesi mpubnmuzno uepe3d 60 xBumuH. Husbka
abconroTHa 010I0CTYIHICTH MEPOPAIBHOTO JoMIlepuaoHy (mpubnusno 15 %) 3ymoBieHa
€KCTEHCUBHUM METa0O0JI3MOM TEPIIOTO NMPOXOKEHHs Y CTIHIII KAIIEYHUKY Ta y MediHIi. Xo4a
y 3I0pOBUX JIOACH OI0JOCTYMHICTh AOMIIEPUAOHY 30UIBIIYETHCS MPU MPUHOMI Michs inu,
XBOpUM 31 CKapramM Ha HUTYHKOBO-KHIIKOBMH TPakT CIia mpuiiMatu pommnepunoH 3a 15-30
XBHUJIMH JO 11U.

3HIKEHAa KHUCIOTHICTh NUIYHKa 3MEHIIye aOcopOriio aommepunoHy. I[lpu mnepopambHOMY
MpHUIOMI Tpenapary Mmicias i MakcuMaiabHa aOcopOllis Jemo YMOBUIHHIOETHCS, a IUIOIIA IIij
(hapMaKOKIHETUYHOIO KPUBOIO <<KOHIEHTpalis - yac>> (AUC) aemio 301IbIIyeThCs.

Posznooin.

[Ipu mepopanpHOMY MpPHIOMI AOMIEPUIOH HE aKyMYIIOETbCA 1 HE 1HIYKYy€ BIACHUN OOMIH;
MaKCUMaJIbHUI piBeHb Yy Tuia3mi KpoBi uepe3 90 xBwimH (21 Hr/mi) micins JABOTHIKHEBOTO
nepopaibHOro npuiiomy mo 30 Mr Ha 100y OyB Maiike TaKUM CaMUM, SIK MICJS MPUHOMY TepIol
no3u (18 ur/mi). Jomnepumon Ha 91-93 % 3B’s13yeTbes 3 OUTKaMu Ma3Mu KpoBi. JlocmimkeHHs
pO3MOJILUTY JOMIEPHIOHY, [0 OyiIW MPOBEAEHI Ha TBapWHAX 3a JOMOMOTOIO Tpernapary,



MI4E€HOTO PaJI0aKTUBHUM i30TOTIOM, MIOKa3aJIHl HOTO 3HAYHUN PO3IMOJALT Y TKAHUHAX, alle HU3bKY
KOHIICHTPAIIII0 Y MO3KY. Y TBapWH HEBEJIMKI KUTBKOCTI IIpernapaTy NpOHUKAIOTh KPi3b IJIAICHTY.
Memabonizm.

JloMnepuaoH MBHUIKO Ta €KCTEHCHBHO METAa0OJI3yeThCS Y MEYiHII NUISXOM TiIPOKCHUITIOBAHHS
Ta N-neankiatyBaHHS.

Buseoenns.

BuBeneHHs i3 ceuero Ta KaJloM CTaHOBUTH BimmoBigHO 31 % Ta 66 % Bin mepopanbHOi JO3H.
Buninenns mpemapatry y HE3MIHEHOMY BUIJIS/II CTaHOBHTH HeBenukuil Bincotok (10 % - i3
KajoM Ta npubimsHo 1 % — i3 ceuero). [lepion HamiBBUBenEeHHS 3 IJIa3MH KPOBI HICIS IPHIHOMY
Pa3oBoi 03 CTaHOBHUTH 7-9 TOOMH Y 3J0POBHX JOOPOBOJIBIIB, ajie MOJOBXKEHHN Y XBOPHX i3
TSHKKOIO HUPKOBOIO HEJIOCTATHICTIO.

Kainiuni xapakrepucTuku.
Ilokazannusa.
J11 1oJIeTIeHHs CUMIITOMIB HY/IOTH Ta OJIFOBaHHS.

Ilpomunokazanns.

Jlompua® IpoTHIOKA3aHMIA:

- XBOPUM 31 BCTAHOBJICHOIO MIJIBHMILEHOIO0 YYTJIMBICTIO JO THpenapary abo 10 JAOMOMDKHUX
pPEYOBHH;

- XBOPHUM 13 TPOJIAKTHH-CEKPETOPHOIO IMyXIJIMHOIO Tinmodiza (MPoJIAKTHHOMOIO);

- XBOpHUM 13 TSXKKMMH a00 MOMIPHUMH MOpYyIIEHHSAMU (yHKIIi MediHku Ta/abo HUPOK (IUB.
po3ai1 «OcobIUBOCTI 3aCTOCYBAHHSD);

- XBOPUM 13 BIIOMUM TIOJIOBKEHHSIM IHTEPBAJIIB CEPIIEBOT MPOBIMHOCTI, 30kpema QTc, XxBopuM 3i
3HAYHUMU TIOPYIICHHSIMH OaJlaHCy €JIEKTPOJITIB a00 13 (GOHOBUMH XBOPOOAMHU CEPIlsl, TAKUMH SIK
3acTiifHa ceplieBa HEAOCTATHICTD (IUB. po3AilT «OcOoOIMBOCTI 3aCTOCYBAHHS);

- XBOPHUM 13 MEUIHKOBOIO HEJAOCTATHICTIO;

- SKIIO CTUMYJISALIS pyXoBOi (yHKIII NUTyHKa MOXe OyTH HeOe3NMeuHO, HAMPUKIAI TpH
IIUTYHKOBO-KHUIIIKOBIN KPOBOTEYi, MEXaHIYHIM HEMPOXigHOCTI abo mepdopaiii;

- TIPOTHIOKAa3aHE OJIHOYACHE 3aCTOCYBaHHS KETOKOHA30Jly, EpUTPOMINUHY a0o0 IHIIUX
cunbpHOAi0UnX 1HT101TOpiB CYP3A4;

- IPOTHUIIOKAa3aHEe OJHOYACHE 3aCTOCYBAHHS JIIKAPCHKUX 3ac00i1B, K1 MOI0BXKYIOThH 1HTepBan QT,
Takux K (IIYKOHA30J, €PUTPOMILIMH, ITPAKOHA30JI, MepopaIbHUIl KETOKOHA30JI, T10CAKOHA30,
PUTOHABIP, CAKBIHABIP, TEJIANIPEBIP, BOPHUKOHA30JI, KIIAPUTPOMIIIMH, aMiOJapOH, TETITPOMIIIUH Ta
1H. (32 BUKJIFOYCHHSIM arnoMopdiHy, TUB. po3Aiin «B3aemomis 3 HITMMU JIIKAPCHKUMU 3ac00aMu
Ta 1HII1 BUU B3aeMOi» Ta «OCOOIMBOCTI 3aCTOCYBAHHS).

B3aemodia 3 inwumu nikapcoKumu 3acovamu ma inuwii 6uou 63aemooiil.

AHTHXOJIHEPriYHI IpernapaTu MOXKyTh HEUTPaIi3yBaTH aHTUIUCIICIITUUHY A1I0 TOMIIEPUJIOHY. Y
3B’s13KY 3 (papmakoAMHAMIYHOO Ta/ab0 apMaKOKIHETUYHOIO B3a€MOIISIMU MIABUIILYETHCS PUSHK
BUHUKHEHHs nojoBxeHHs QT-intepBamy. He ciin mpuilmMatu aHTanuaHi Ta aHTHCEKPETOPHI
IpernapaTy 0JTHOYACHO 3 IOMIIEPUIOHOM, OCKUTBKM BOHHU 3HMXKYIOTh HOTro 010JJ0CTYMHICTD MicCis
NpUHOMY BHYTPIIIHBO (JIUB. po31u1 «OcoOIMBOCTI 3aCTOCYBaHHS»).

JlomriepuoH MeTaboizyeThes nmepeBaxkno nuisixom CYP3A4. 3a ganumu A0CTipKEHB N Vitro
Ta y JIFOJMHU CYITyTHE 3aCTOCYBaHHS JIIKAPCHKHUX 3ac00iB, 1110 3HAYHOIO MIpOIO MPUTHIYYIOTH LI
(bepMeHT, MOKe MPU3BECTH JI0 MIIBUIIEHHS PIBHSA JOMIEPUAOHY Y IJ1a3Mi KPOBI.

IIpu 3acTrocyBaHHI JOMIIEPUIOHY CYNYTHbO 3 MOTYXHUMH iHriOiTopamu CYP3A4, 3natHuMuH
nojoxyBaru iHTepBan QT, crmocrepiranucs KiIiHIYHO 3Hauymii 3MiHU iHTepBany QT. Tomy
3aCTOCYBaHHS JOMIIEPUJOHY 3 TI€BHMMHU HpenapaTaMyd IpOTHUIOKa3aHe (IUB. PpO3JLI
«IIpoTunokazanusy).

Cynymue 3acmocysamHs HUNCYEHABEOEHUX JIKAPCbKUX 3ac0o0i8 pazom i3 O00MHEPUOOHOM
npomMunoKazawe.



VYci nikapepki 3acobu, siki mogoBxKyIOTh iHTepBan QT:

- aHTHAPUTMIuHI npenaparu kiacy A (Hanpukian, TU30MipaMia, XiHiAWH, TAPOXIHIINH);

- aHTHapuTMiuHi npenaparu kiacy Il (mampuknan, amiomapoH, godeTuiia, IpoHeaapoH,
10yTuiia, coranon);

- JIesiKi HeMpOJeNTUYHI IpenapaTy (HapuKIIaj, ralomepuIoi, MIMO3H I, CEPTUHION);

- JIesiKi aHTUJETIPECAHTH (HANPHUKIIAM, UTAJIONPaM, €CIIUTAIONPaM);

- nesiki aHTHOIOTMKM (HANpUKIAJ, JEBOQIOKCAUH, MOKCHU(IOKCALUH, EPUTPOMIIIH,
cripaminuH);

- JIesiKi IpOTUTpUOKOBI Mpenapary (HampuKIIal, TIeHTaMiInH);

- JIesiKi MpOTUMAISIpiiiHI penapat (Hanpukia, ratoppaHTHH, JJIoMedaHTpuH);

- JIesKi  IUTYHKOBO-KHMINKOBI  Tpenapatu  (HampWKiIaa, I[HM3alpHl,  J0JaceTpoH,
MPYKAJIONpPHUI);

- JesKl aHTUTICTaMIHHI MpenapaT (HalpHKiIal, MEKITa3UH, MI30JIaCTHH);

- JesKl Ipenapary, U0 3aCTOCOBYIOTHCSI IPU OHKOJIOTTYHHUX 3aXBOPIOBaHHSIX (HapUKIIad,
TopeMideH, BaH/1eTaH10, BIHKaMiH);

- JAesKl HIII IpenapaTy (Hanpukiiaj, OenpuIu, MeTaloH, 1udeMaHi);

- anoMop(iH, SKIIO JUIIE KOPUCTh Bl CYMICHOTO 3aCTOCYBAaHHS MEpPEBUIIYE PU3HKH, 1
JUIIE 332 YMOBH CYBOPOTO JOTPUMaHHS PEKOMEHIOBAaHUX 3aXOJiB IMOJO CYMICHOTO
3aCTOCYBaHHSI.

[Tpu oHOYACHOMY TIEpOPaTbHOMY 3aCTOCYBaHHI KETOKOHA30Jy 00 epUTPOMIIIMHY IN VIVO OyIo
MIATBEP/DKEHO, L0 Il MpernapaTH 3HAYHOIO MIPOIO MPHUTHIUYIOTh MPECUCTEMHUN MeTabomi3M
nommepunony, omnocepenkoBannii CYP3A4. Ilpu cynyrHeomy 3acrocyBanHi 10 wmr
JOMIIEPUIOHY MepopasibHO 4 pa3u Ha 100y Ta 200 MT KeTOKOHA30JIy IEPOPaILHO 2 pa3u Ha 00y
y MepioJ CIOCTepeKEHHs Oyi0 Bia3HAYeHO MojoBkeHHs iHTepBany QTc y cepeaapomy Ha 9,8
MCEK; OKpeMI1 3HaueHHs kosmBanucs Big 1,2 no 17,5 mcek. [Ipu cynmyrHpomy 3actocyBanHi 10 mr
ToMIepuaoHy 4 pasu Ha 100y Ta 500 MT epuTpOMINMHY TIepopalibHO 3 pa3u Ha A00y IHTepBal
QTc y mepion criocTepexeHHs TOIOBXKYBABCA B CEpPEIHbOMY Ha 9,9 Mcek, IHTepBaJl OKpPEMHX
3Ha4YeHb CTaHOBHMB Biag 1,6 mo 14,3 mcek. PiBHOoBaxHi 3HauenHs Cmax i AUC (mioma min
(hapMaKOKIHETUYHOIO KPHUBOIO <<KOHIICHTPAIS - Yac™>>) MOMIEPUIOHY 3POCTaIH MPHUOIU3HO
BTPUYl Yy KOXHOMY 3 LHUX JOCHDKEHb B3aeMOAil. BHecok miABHIEHUX IUIa3MOBHX
KOHIICHTpAIlId JOMIEPHIOHY Ha croctepekyBanuii epexktr Ha QTc  HeBimomuil. Y 1ux
JOCIIDKEHHSAX Y BHMAAKy MoHOTepamnii mommepuaornoM (10 Mr mepopaiibHo 4 pa3u Ha J100Y)
iaTepBan QTc momorxyBaBcs, B cepeqHboMy, Ha 1,6 MCeK (IOCTIKEHHSI KETOKOHA30J1y) Ta 2,5
MCeK (IOCIIIPKEHHS epUTPOMILIMHY), Y TOH Yac K 3aCTOCYBaHHS JIMIIE KeTokoHa301y (200 mr 2
pasu Ha A00y) abo epurpominuHy (500 mr 3 pasu Ha 100y) NMPU3BOAWIIO JO 3O0UTBIICHHS
iHTepBany QTc y nepiof cioctepexxeHHs Ha 3,8 Ta 4,9 Mcek BIIIOBIIHO.

VY 3B’s3Ky 3 (hapmakoAMHaAMIYHOIO Ta/ab0 (HapMaKOKIHETHYHOIO B3a€EMOMISIMU MiABUIILYETHCS
PU3MK BUHUKHEHHS nofoBxkeHHs QT-iHTepBaiy.

[puknagamu cuibHUX iHriditopis CYP3A4, 3 skMMU IIPOTHIIOKA3aHO 3acTocoByBaTu Jompun®:

- a30JIbH1 MPOTUTPUOKOBI MpemapaTH, Taki K (HIyKoHA307*, ITpaKOHA30J], KETOKOHA30I™ 1

BOPUKOHA30J1*;

- MakpoJIiJIHI aHTUOIOTHKH, TaKi SIK KIAPUTPOMILUH* 1 epUTPOMILIUH™;

- 1Hri0iTOpH mporeasu;

- inriditopu BlJI-mporeasu, Taki sik ammnpeHaBip, aTa3aHaBip, (ocamnpeHaBip, iHAMHABIp,

HelndiHaBip, pUTOHABIP 1 CaKBIHABID;

- aHTaroHICTH KaJbIIif0, TaKi K AUITIa3eM 1 Beparamii;

- aMmiogapoH®;

- aMpEITaHT;

- Hedazo10H;

- TeNITPOMIIIH*.

*- mpostoHryroTh iHTepBan QTc.
OoHouache 3acmocy8antsa HACMYNHUX PEYOBUH BUMALAE 0OEPENCHOCMI.



OO0epexXHO CITiI 3aCTOCOBYBATH Iperapar 3 mpenaparamu, M0 CIPUYHHSIOTH OpaguKapito 1
TIMOKANiEMII0, a TaKOX 13 TaKUMU MAaKpOJiIaMH, [0 MOXXYTh CHPHUYUHSATH TI0JOBKEHHS
iHTepBanty QT: a3uTpomiuuH i POKCUTPOMILMH (KJIAPUTPOMILMH MPOTUIIOKA3aHO, OCKUIBKH 1€
notyxuuil inriditop CYP3A4).
Crnin 3 00epeXHICTIO 3aCTOCOBYBATH JIOMIIEPHIOH CYIYTHBO 3 MOTYKHHMH IHTIOiTOpamMu
CYP3A4, sxi He cipHuMHSUIN OJOBXKEHb iHTepBany QT, TakuMu SIK IHAWHABIP, 132 Malli€EHTaAMA
CITil MWJIBHO HAIVISIATH HAa BUIAJOK MOSBH O3HAK YM CUMIITOMIB HEOaKaHUX PEaKIliil.
BumienaBenenuii mepeiik € pernpe3eHTaTuBHUM, ale He € BUYEPITHUM.
I[OMszI® MO>KHA IMO€IHYBATH 3:
- HEHpOJICTITUKAMH, IO SKUX BiH MTOCHITIOE;
- nodamiHepriyHUMH aroHicramu (OpOMOKpUNTHHOM, L-10m010), HEGaXkaH1 nepudepuydHi Ail
SIKUX, TaKl sIK IOPYIIEHHs TPaBJIE€HHS, HYJOTY, OJIOBaHHS, BIH IMpUTHIUye O0e3 HeHTpami3amii
OCHOBHUX BJIACTHUBOCTEM.
OCKUIbKH IOMIEPUJIOH YMHUTH MPOKIHETUYHY 10 Ha IIIYHOK, TEOPETUYHO 11€ MOXKE BILJIMBATH
Ha BCMOKTYBaHHsS NEpOpPANbHUX TIperapariB, IO 3aCTOCOBYIOTHCS CYIIYTHBO, 30KpeMa Ha
JKapChKl (JOPMHU TMPOJIOHTOBAHOTO BUBUIBHEHHSI a00 KUIIKOBOPO3uMHHI. OJHAK y TMAIlIEHTIB,
CTaH SIKMX BXK€ CTaOUII3yBaBCs Ha TJi 3aCTOCYBaHHS JUTOKCHHY a00 MapareraMmoiy, CyMmyTHE
3aCTOCYBaHHS JJOMIIEPUIOHY HE BILTMBAJIO Ha PIBHI IIUX MpenapaTiB y KPOBI.

Ocobnueocmi 3acmocy8ants.

Jlompun® He peKOMEHIYeThCS 3aCTOCOBYBATH MPH 3aXUTyBAHHI.

[Ipenapar ciix 3acTocOBYBaTH 3 OOEpPEKHICTIO TAIIEHTaM JITHHOTO BIKYy a0 TMalli€eHTaM 13
HasBHUMH 3aXBOPIOBAHHIMH cepIls a00 13 3aXBOPIOBAHHSIMH CEPIlsl B aHAMHE3I.
Cepyeso-cyounni egpexmu. Jlomrepunon OyB TOB’si3aHMM 13 TpoJioHTamiero iHTepBany QT Ha
EKT'. Ilix yac mOCTMapKETHHTOBOTO CIIOCTEPEKECHHS 3a(iKCOBAaHO My)K€ PIAKICHI BHIMAJKH
nposionrarii QT Ta TPIMOTIHHA-MEPEXTIHHA TIUIYHOUYKIB Yy TAII€HTIB, $KI NPUAMaIH
nomnepuaoH. [li  moBimomiieHHS BKIOYanW IHGOpMAII0 TPO TAIIEHTIB 3  IHIIUMHU
HECHPUSTIUBUMU UYWHHUKAMU pPU3HKY, €JNEKTPOJITHUMH TMOPYIIEHHAMH Ta CYIIYTHHOIO
Teparmi€ro, sKi MOXyTh OyTu crupusitounMmu (akropamu. [lomoBxkenns intepBany QT, ske
CIIOCTEpPIrai y 3J0POBUX JTOOPOBOJIBIIIB IMPH 3aCTOCYBaHHI HUMH JOMIIEPUIOHY 3TiTHO 3
PEKOMEHIOBAaHUM PEKMMOM J03YBaHHS Y 3BUYAMHUX TepareBTHYHUX j103ax (1mo 10 a6o 20 mr 4
pasu Ha 100Yy), He MaJIO KJITHIYHOTO 3HAYCHHS.

CymicHe 3acmocysanus 3 anomopgpinom. JIoMIepuIoH MPOTUIIOKA3aHO 3aCTOCOBYBATH CYMICHO
3 JTIKApChbKUMH 3ac00aMH, 1110 MOA0BKYIOTh iHTepBas QT, BKiItoUaroun anoMopdid, 3a BUHATKOM
BUIIA]IKIB, KOJIM KOPHUCTh BiJ] CYMICHOTO 3aCTOCYBaHHS NEPEBUIIY€E PU3UKH, 1 JUIIE 33 YMOBU
CYBOPOTO AOTPUMAaHHS PEKOMEHIOBAHUX 3aXO0/IiB II0JI0 CyMICHOTO 3aCTOCYBaHHSI.
3acmepesicenns. JlomnepuioH ciil 3 0OEPEKHICTIO 3aCTOCOBYBATH MAlliEHTaM 13 JIETKUMU
MOpYIIEHHAMHU (DYHKIIIT TeYiHKUA Ta/ab0 HUPOK.

UYepes MigBUIIeHUI PU3UK NLTyHOUKOBOi aput™ii JJoMpua® He peKOMEHIYEThCS 3aCTOCOBYBATHU
MalieHTaM 13 TMOJOBXKEHHSAM IHTEpBaIiB cepleBoi MmpoBigHOCTI, 30kpema QTc, marienTam 3i
3HAYHHUMH  TOPYIIEHHSMU  OajJlaHCy  €NEeKTPOJiTiB  (TIMOKallieMi€lo,  TilepKaieMIEro,
rinomarHieMiero) abo Opaaukapiero, abo naiieHTam i3 GOHOBUMHU XBOPOOaMU ceplisi, TAKUMU SIK
3acTiiiHa ceplieBa HEAOCTATHICTh. BioMo, 110 nopymieHHs OanaHCy eNeKTPOIiTIB (TimoKaIieMis,
rinepkajieMis, rinomMarHieMis) Ta Opajukapis € CTaHaMH, IO HiJABULIYIOTh IPOAPUTMOTEHHUN
PU3HK.

VY BUMNaAKY MOSIBU O3HAK UM CHMIITOMIB, III0 MOXXYTh OyTH IOB’s3aHi i3 CEpLIEBOIO apUTMIEIO,
3acTocyBanHs mnpenapary Jompua® NOTpiGHO NPUIMHMTH, a TAalLli€HTy cJif HeraifHo
MIPOKOHCYIBTYBATUCS 3 JIIKAPEM.

Topywenns ¢hynxyii nupoxk. Ilepioq HamiBBUBEJICHHS JOMIEPHIOHY NMPHU TSHKKUX HMOPYIIEHHSX
¢byHKIiT HUpOK TonoBkeHuid. [Ipu TpuBamoMmy 3acTOCyBaHHI 4YacTOTY JO3yBaHHS JOMIIEPUAOHY
ciig 3MeHImHTH A0 1-2 pa3iB Ha A00Yy 3aJeKHO Bi TKKOCTI MOpyIIeHHs. Takoxx Moxke
BUHUKHYTH NMOTpeda y 3HWKEHHI J03H.



AnTanuaHi a0 aHTUCEKPETOpHI IpemapaTd HE CIiJ NpuiMaTH OJHOYACHO 3 IpenapaToM
Jlompun®, ocKiTbKM BOHM 3HUKYIOTH MEpOpaibHy 6i0J0CTYHHICTH HOMIIEPUIOHY (IHB. PO3IiI
«B3aemonis 3 IHIIMMH JTIKAPCHKUMH 3aco0aMU Ta iHINI BUAM B3aeMofii»). [lpu cymicHOMy
3actocyBanHi npenapat Jompua® ciix npuiimMaTy nepes inoro, a aHTaruIHi a60 aHTHCEKPETOPHi
npenapary — micis inu.

3acmocysanns 3 Kemokonazonom. Y JIOCIUDKEHHSIX B3a€EMOJIl 3 TepopaibHOI0 (HOpMOIO
KETOKOHA30J1y Bija3Hauvasocs nojgopxkeHHs QT-iHTepBamy. Xo4a 3HaUu€HHS IIBOTO JIOCIIHKCHHS
YiTKO HE BCTAHOBJICHO, CJIiI 00paTH albTepHATHBHE JIIKyBaHHS, SKIIO IMOKa3aHa MPOTUTPUOKOBA
Teparrisi KETOKOHA30J0M (UB. po3aut «B3aemois 3 IHIIMMH JIIKAPCHBKUMHU 3ac00aMM Ta 1HIII
BHJIA B3AEMOJIN).

Cnig BpaxoByBaTH HACTYIHY iH(QOpMAIIO I[IOJ0 PHU3UKY PO3BUTKY YCKIAJIHCHb CEpPIIEBO-
CY/IMHHUX 3aXBOPIOBaHb, 3yMOBJIEHUX JIKAPChKUMU 3ac00aMHU, 1110 MICTSATh JTOMIIEPUIOH:

e Jleski emineMioNOTIuHI JOCIIHKEHHS TTOKa3aIH, 1[0 TOMIEPHIOH MOXKE aCOIIFOBATUCS 3
MIABUIIEHUM PU3UKOM TSDKKUX HUTYHOUKOBUX apUTMil a00 panToBOi CepLEeBOi CMEPTI.

e Pusuk cepio3HMX IIJIYHOUYKOBUX apUTMIii abo pamnToBOi cepleBOi cMEpTI MOXke OyTH
BHUIIMM Y TAIIE€HTIB BIKOM Big 60 pokiB abo mpu MHepopaibHOMY 3aCTOCYBaHHI 03
npenapary 6ineme 30 Mr Ha 100y. ToMy cimix 3 obepexHicTio 3acTocoByBaTH JloMpua®
naiieHTaM JIiTHboro BiKy. IlarmienTam BikoM Bif 60 pokiB mepen MpUAOMOM Ipenapary
CIIJ] MPOKOHCY/IBTYBATHUCS 3 JIKAPEM.

e JloMnepuI0H Ciil MpU3HAYATH JOPOCIUM Ta JITAM Y HAMHIKYINA e(heKTUBHIN 1031.
CriBB1AHOLIEHHS PU3KKY Ta KOPUCTI 3aCTOCYBAHHS IOMIEPUIOHY 3JIUIIAETHCS CIIPUSATINBHUM.
Sxmo y Bac BcraHOBIIEHAa HENEPEHOCHMICTh JESKHUX I[YKPIB, MPOKOHCYJIbTYHUTECS 3 JIIKapeM,
Mepil HDK MPUAMAaTH LI JTIKapChKUii 3aci0, OCKUTBKH Mpenapar MICTUTD JIAKTO3Y.

3acmocysarnns y nepioo éazimmocmi abo 200y8arHs 2pyooro.

JlaHi 11010 TOCTMApKETHHTOBOTO 3aCTOCYBAaHHS JIOMIIEPUIOHY BariTHUM >KIHKaM OOMEXEHI.
Tomy Jlompuna® y mepiof BariTHOCTI CIIifi NpU3HAYATH JHMOIE TOMI, KOJHM, HA IYMKY JiKaps,
OYIKYBaHHUH MO3UTUBHHUH €PEKT sl MaTEPi MEPEBUIILYE MOTCHIIHHUN PU3HK IS TUIOA.
KinbKicTh JOMITEPHIIOHY, SIKa MOXKE MOTPAIUTH B OPraHi3M HEMOBJISITU 3 TPYIHUM MOJIOKOM,
HaJ3BUYAHO HM3bKA. MakcuMalbHa BiJHOCHA J03a JIsi HEMOBJAT (%) OILIHIOETHCS Ha PiBHI
omseko 0,1 % Big 703W A1 MaTepi 3 MONPABKOK Ha Macy Tita. HeBimomo, 4u BIH IIKOIUTH
HEMOBJIATI, TOMy MarepsaMm, ski npuiimarors oMpua®, BapTo yTpUMATHCSA BiI TOLyBaHHS
rpyaaro. Ciig mposiBIATH OOCPEKHICTh Yy pazi HAasABHOCTI YMHHHMKIB PU3UKY IOJOBXKCHHS
iaTepBany QTc y mireld, sxi mepeOyBaioTh Ha TpyaHoMy roayBaHHI. Ilicmst exkcroswiii B
pe3ysbTaTi MPOHUKHEHHS MPerapary y TpyIHe MOJIOKO HE MOKHA BHUKIIOYHTH IOSIBY TOOIYHIX
e(eKTiB, 30KpeMa Kap1i0JIOTYHUX e(EeKTiB.

30amuicms énaugamu Ha wWUOKICMb peakyii npu Kepy8aHHi AdmMOmpancnopmom abo iHumumu
MEXaAHIZMAMU.

BpaxoByroun no0iuHi aii 3 60Ky HEpBOBOI CHCTEMH, Malli€EHTaM HEOOXiTHO OYTH yBaXXHUMU MPH
KEepyBaHH1 aBTOTPAHCIIOPTOM a00 poOOTi 3 IHIIUMU MEXaHI3MaMH.

Cnoci6 3acmocysanna ma 0o3u.

Jopocii i aiTi BikoM Bif 12 pokiB i Macoto Tina He meHmie 35 kr: o 1 tabnerii (10 mr) 3 pasu
Ha J100y.

MakcumanbHa 1000Ba 103a — 3 Tabnetku (30 Mr Ha 100Y).

PexoMenlyeThes mpuitmarti mpemapat Jompua® mepen BKUBaHHAM ki, BCMOKTYBaHHS
mpernapary Jemo 3aTpUMYEThCS, SKIIO HOro mnpuiimMartd micias BXXKUBaHHS Dki. TpuBaicTh
TIKyBaHHS HE MOBUHHA MIEPEBUIIYBATU | THXKICHD.

Jimu.



[Ipemapat 3acTocoByBaTH AJIs JIIKyBaHHA JiTel BikoM Bix 12 pokiB i Macoro Tina He MeHme 35
KT.

JloMIepuaoH Ciil MpU3HAYaTH AITSAM Y HaWHIOKYIA e(eKTHUBHIA 031 MPOTATOM HAaHKOPOTIIOTO
nepiony.

Ilepeoo3ysanns.

Cumnmomu. CUMITOMaMH TIepeO3yBaHHS MOXXYTh OyTH aXWTallis, MOPYIIECHHS CBiJOMOCTI,
CYJIOMH, COHJIUBICTb, JIC30PIEHTAIlIS Ta EKCTPAITIpaMiIHi peakilii, 0COOIHMBO y JTITCH.

Jlikysanna. CrneunigHOoTO aHTHIOTY JOMIEPHIOHY HEMae, aje y BUNAAKY 3HAYHOTO
Nepe03yBaHHA PEKOMEHJOBAHO IMPOMHUBAHHS IUIYHKA MPOTATOM | TOMWHH MICIs MPHIAOMY
mpenapary Ta 3aCTOCyBaHHS AaKTHBOBAHOTO BYTULIA, a TaKOXX INHJIbHE CIOCTEPEKEHHS 32
MAaliEHTOM Ta MiATpUMYIOYa Tepanisi. AHTHXOJIIHEPTiyHl1 Npenapartd, 3aco0u Juisd JIKyBaHHS
xBopoou [lapkiHcOHa MOXKYTh OyTH €()EKTUBHUMH ISl KOHTPOJIIO €KCTPaNipaMiIHUX peakiii.

Io6iuni peakuii.

3a yMOBM JOTpHUMaHHsS PEKOMEHJAllNd 3 J03yBaHHA Ta TPUBAJIOCTI JIIKYBAaHHS IOMIEPUIOH
3a3BHYAl IEPEHOCUTHCS J0Ope 1 HeOakaH1 sIBUIIlAa BHHUKAIOTh HEYACTO.

3 60Ky imyHHOI cucmemu: aneprivHi peakilii, BKIoYaun aHadurakcito, aHaQUIaKTHIHUH 110K,
MIBUIICHY YyTIHBICTb.

3 60Ky enOoKpunHOI cucmemu. TMBUILEHHS PIBHS MPOJIAKTHHY.

Tcuxiyni  poznadu: HEPBO3HICTh, PO3APATOBAHICTh, 30Yy/DKEHHS, JENpecisi, TPHUBOXKHICTD,
3HIKEHHS a00 BIICYTHICTH JT101]10.

3 6oky Hepsosoi cucmemu: EKCTpamipaMimHi po3iaau, OE3COHHS, 3almaMOpPOYCHHS, CIpara,
CyJIOMH, MJISIBICTh, TOJIOBHUH O1/1b, COHJIMBICTh, aKaTH31A.

3 6oky cepyego-cyounHoi cucmemu. HAOPSAK, BIMUYTTS CEPIEOUTTS, TOPYIICHHS YacTOTH Ta
pUTMYy CEpIIEBHUX CKOPOUYCHb, MOAOBXKEeHHS iHTepBanry QT (uacTtoTa HEBimoOMa), CEpHO3HI
[IUTYHOYKOBI apuTMIi, IUTYHOYKOBI apuT™Mii Ha 3pa3ok «torsade de pointes»), panToBa cepiieBa
CMEpPTb.

3 60Ky WiyHKOBO-KUWKO8020 MpaKmy: CYXICTh y POTi, KOPOTKOYACHI KHIIIKOBI CITa3Mu, Jiapes,
racTpOIHTECTUHAIBHI PO3JIaH, BKIOYAIOUU a0IOMIHAILHUM OLTb, pEerypriTailito, 3MiHy areTury,
HYZIOTY, TIeYil0, 3a1op.

3 60Ky opearie 30py: OKYJIOTIpHI KPU3H.

3 60Ky wiKipu ma niOwWKIpHUX mKaHuH: CBEpODK, BUCHUIIAHHS, KPOTIUB SHKA, aHT1I0HEBPOTHIHHI
HaOpsIK.

3 6oxy penpodykmuenoi cucmemu ma MOJOYHUX 3aJ03: TalaKTopes, 30UIbIIEHHS MOJIOUHUX
3a103/TIHEKOMACTis, YYTJIUBICTh MOJIOUHHX 3aJl03, BUAUICHHS 3 MOJIOYHHUX 3aJi03, aMeHopes,
HaOpSK MOJIOUHHX 3aJ103, OUTh Y IUISHIII MOJOYHHX 3aJ103, MOPYIIEHHS JIAKTallll, HeperyaspHHii
MEHCTPYaJIbHUN LUKIL.

3 b6oky onopHo-pyx080i cucmemu ma cnoiy4Hoi mkaHuHy. OUTb y HOTaX.

3 60Ky cevosudinbHoi cucmemu: 3aTpUMKa cedi, AU3ypis, 4aCTe CEUOBUITYCKAHHS.

3azanvui posnaou: acTeHisl.

Inuie: KOH FOHKTHUBIT, CTOMATHT.

3minu nabopamoprux noxaznukie: BITXWICHHS BiJl HOPMHU MOKA3HUKIB (YHKIIOHAJIBHUX TECTIiB
nedinku, nigsuineHHs piBHA AJIT, ACT 1 xonecrepuHy, HiBUIIEHHS DIBHSA MHPOJIAKTUHY B
KpOBI.

Ockinbku Tinodi3 3HAXOAUTHCSA MM03a TremaToeHedaTiuHuM Oap’epoM, IOMIIEPHAOH MOXKeE
COPUYUHUTH  TIABUIICHHS  PIBHS  MPOJAKTUHY. Y  TOOJUHOKMX  BUMNAQJKaX  Taka
rineprnpojakTHHEMIss MOXE NMPHU3BOJUTH 10 HEMPOEHJAOKPUHHUX MOOIUHUX €(EKTIB, TAaKUX SK
rajakTopesi, FIHeKOMacTis Ta aMeHOpesl.

VY mepiog MOCTMapKETHHTOBOTO 3aCTOCYBaHHS NpenapaTy BiAMiHHOCTeH y mpodini Ge3nmexu
3aCTOCYBaHHS TpemnapaTy Yy JOpOCIMX Ta JiTell BiA3HaueHO He Oyno, 3a BUHITKOM



eKCTpanipaMiIHuX PO3JaaiB Ta IHIIUX SBUII, CYA0M 1 30y/KEHHs, TIOB’S3aHUX 13 LEHTPAIbHOIO
HEPBOBOIO CUCTEMOIO, 1110 CIIOCTEPIraIucs MEPEBAXKHO Y IITEH.

Tepmin npuoammuocmi.
4 poxu.

YmoBu 30epiranns.
30epiratv B OpUTiHAIBHIN YyHaKoBIIi MpH Temneparypi He Bumie 25 °C.
30epiraTtu y HEZOCTYITHOMY IS JIITEH MICIIi.

YnakoBka.
ITo 10 Tabnerok y 6isictepi; mo 1 abo 3 GaicTepn y KapTOHHIN YITaKOBIIL.

Kareropis Bigmycky.
bes penenra.

BupooHuk.
TOB «<KYCYM ®APM».

Micue3Haxo/:KkeHHsI BUPOOHMKA Ta aJpeca Micusi MPOBA/XKeHHSs iHOro TislIbHOCTI.
40020, Ykpaina, Cymcbka obmacts, M. Cymu, Bya. Ckpsibina, 54.



