IHCTPYKIIA
JJIS1 MEIUYHOT0 3aCTOCYBAHHS JIKAPCHKOI0 3aC00y

JTOMPH/I
(DOMRID®)

Cknao:

diroua pevosuna: domperidone;

1 M1 cycnieHsii MICTUTh 1OMIEpUIoHy 1 Mr;

00noMidiCHI peyoguHu. caxaposa, monicop6at 80, EeMHiI0 110KCUIKOIOITHUIN Oe3BOIHUN, HATPIIO
KapOOKCHMETHIIIICITION03a, HATPIO XJIOPHU, MTPOIIJICHTIIIKOJb, TIIeprH, MeTmaparigpokcuoenzoat(E 218),
nponinmapariapokcubdensoat (E 216), Ilonco 4R (E 124), cmakoBa qo0aBka MOMyHUIIS, BOJA OYHILIEHA

Jlikapcbka gopma. CycrnieHsis opaibHa.
OchosHi Qhi3uxo-XimiuHi 61acmusocmi. CyCleH31sl pOKEBOT0 KOJIbOPY 3 XapaKTEPHUM 3araxoM.

®apmakorepanesTuyHa rpyna. Crumynsaropu nepucransTuki. Kog ATX AO3F A03.

Dapmakonoziuni e1acmueocmi.

Dapmaroounamixa.

JloMniepuioH — aHTaroHicT AodamiHy 3 IPOTHOMIOBAILHUMH BIACTUBOCTSAMU. [lOMIIEpUIIOH HE3HAYHOIO MipOIO
MIPOHMKAE KPi3b reMaroeHtedaniyauii 6ap'ep. 3acTocyBaHHs JOMICPUIOHY TyKE PIIKO CYTPOBOIHKYETHCS
eKCTpanipaMiIHIMU MOOIYHUMH JisIMH, OCOOJIMBO Y AOPOCIHUX, aJle JOMIIEPHIOH CTUMYJIIOE€ BUAIICHHS
POJAKTHHY 3 Tinodiza. Moro mpoTu6moBansHa [ist, MOXKIIMBO, 3yMOBIICHA MOEIHAHHSIM MepUpEPHUIHOT
(racTpoKiHETHYHOT) Aii Ta aHTAaroHi3My J0 pelenTopiB A0hamMiHy y TPUTEpHIii 30HI XeMOpeLenTopiB, 110
3HaXOAUTHCS 11032 TeMaToCHIIeGaTiuHuM Oap’€poM y 3aIHIH AUIAHIdrea postrema). JIOCTIKEHHS HA TBApUHAX,
a TaKO’K HU3bKI KOHIIEHTpAIlii, 1[0 BU3HAYAJIKNCh Y MO3KY, BKa3yIOTh Ha EPEBAXKHO MEepUPEpUUHY IO
JTIOMIIEPHUIOHY Ha pelenTopu nodamMiHy.

JlocmiKeHHs Y JTI0IMHY [TOKa3aJIH, 110 MIPH 3aCTOCYBaHHI BHYTPIIIHBO JOMIEPUAOH IiIBUIILYE TUCK Y HIKHIX
BiJ/IiJIaX CTPABOXO/IY, IIOKPAIY€ aHTPOAYOICHAIbHY MOTOPUKY Ta MPUCKOPIOE 3BUIbHEHHS IUTyHKA. JloMIepuIoH
HE BIUTMBAE HA IUTYHKOBY CEKPEILiIO.

Dapmarokinemuxa.

Bcemoxmyesanns.

JomniepunoH MBUIKO aOCOPOYETHCS MPHU TIEPOpaATHLHOMY MTPUHOMI HATIIIE, MAKCUMaIbHA KOHIIEHTpAIlis y I1a3mi
KPOBI Jl0csATaeThesl MpuOIn3HO uepes 60 xBuianH. Husbka abcoaroTHa 61040CTYHICT IEPOPATBHOTO
nomnepuaony (mpubnu3no 15 %) 3yMoBiIeHa €KCTEHCUBHUM META00J113MOM IMEPIIOTO MPOXOKEHHS y CTIHIT
KUIIEYHHUKY Ta y MeviHii. Xo4a y 310pOBHX JItoJei 610J0CTYNHICTh JOMIIEPUIOHY 301IbIIY€ETHCS MPH MPUHOMI
mics iy, XBOPUM 31 cKapraMy Ha HUTYHKOBO-KHMILIIKOBUN TPAKT CIiA MpUitMaTH qoMnepuaoH 3a 15-30 XBuUiuH 110
imu. 3HMKeHa KUCIOTHICTh IIUTYHKa 3MeHIye abcopOuito qomnepuaony. Ilpu nepopansHoMy npuiiomi rpenapary
MICTIs iT1 MaKCUMaJTbHa a0copOIist 10 YIOBLILHIOETHC, a mtomma i KpuBoto (AUC) aemio 301bITy€ThCs.
Posnooin.

[Tpu nepopanbHOMY MPUIIOMI JJOMIIEPUIOH HE aKyMYJIIOEThCA 1 HE 1HAYKY€E BIACHUI 00OMIH; MaKCUMaJIbHUN PIBEHb
y mia3mi kpoBi uepe3 90 xpunuH (21 HI/MIT) Ticas IBOTHKHEBOTO TIepopaibHOro npuitoMmy mo 30 mr Ha 100y OyB
Maiike TaKUM CaMuM, sIK Ticiis npuitomy nepioi go3u (18 ur/mi). Jomnepunon Ha 91-93 % 3B’a3yeThes 3
OiIKaMU 11a3MH KpoBi. JloCHiHKeHHS pOo3MOIUTy JOMIIEPUIOHY, 1110 OyJIu MPOBEACHI HAa TBAPUHAX 32 JOTIOMOT OO
mpenapary, MiYeHOT0 paliloaKTUBHUM 130TOTIOM, TTOKa3aJIl HOT0 3HAYHHUM PO3IMOiT Y TKAHUHAX, A€ HU3bKY
KOHIIEHTPALII0 Y MO3KY. Y TBapHH HEBEJIMKI KIJIbKOCTI MpenapaTy NPOHUKAIOTh KPi3b IJIALICHTY.

Memabonizm.

JloMnepuaoH MBUAKO Ta €KCTEHCUBHO METa00III3YEThCA y MEUiHII IIISIXOM T'IPOKCUITIOBAaHHS Ta N-
JIeaJIKLTyBaHHSI.

Buseoenns.



BuBeneHnHs 13 cedero Ta KalioM CTaHOBHUTH BiAnoBigHO 31 % Ta 66 % Bia nepopaibHOi 103u. Buainenns
npenapary y He3MiHEHOMY BUTIJISI/II CTAHOBUTH HEBEJMKUHN Bi1cOTOK (10 % 3 kaioM Ta mpubIn3HO 1% —13
ceuero). [lepion HaniBBUBEICHHS 3 TUIa3MU KPOBI MMICIS PUHOMY Pa30BOi 103M CTAHOBUTH 7-9 TOMUH Y 370POBUX
JIOOPOBOJIBIIIB, aJie TIOJJOBXKEHUN Y XBOPHUX 13 TSHDKKOIO HUPKOBOKO HEJIOCTATHICTIO.

Kainiuni xapakrepucTuku.
Ilokasann=.
J71st mosiermeH s CUMITOMIB HYZIOTH Ta OJIFOBaHHS.

Ilpomunoxazanus.

Jompua® npoTunokasaHuii:

- XBOPHM 31 BCTAHOBJICHOIO ITiIBUIICHOIO Yy TIMBICTIO A0 Mpenapary abo 10 JONOMIXHHUX PEYOBHH;

- XBOPUM 13 MPOJAKTUH-CEKPETOPHOIO MYXJIMHOIO Tinmogiza (MpoIaKTHHOMOIO);

- XBOPHM 13 TSHKKUMH 200 TIOMipHUMH MOPYyIIEHHSIMH (QYHKIIIT Te9iHKH Ta/a00 HUPOK (IuB. po3aina «OcobmmBocTi
3aCTOCYBAaHHA»);

- XBOPHM 3 BiJJOMUM TIOZOBXECHHSIM IHTEPBAIB CEPILIEBOI MPOBITHOCTI, 30kpema QTc, XBopuM 3i 3HAUHUMHU
MOPYIIEHHSAMHU OaNlaHCy eIeKTPOIITIB a00 13 POHOBUMHU XBOPOOAMU cepllsl, TAKUMH SIK 3aCTiliHa ceplieBa
HEIOCTATHICTB (AMB. po3ais «OcoOIMBOCTI 3aCTOCYBaHHS» );

- XBOPHM 3 MI€YIHKOBOIO HEJOCTATHICTIO;

- SIKIIIO CTUMYJIALISL pyXOBOi (DYHKIIT IUTyHKa MOKe OyTH HeOe3eYHQMAPUKIIA, TPH IUTyHKOBO-KHIITKOBIH
KpOBOTEY1, MEXaHI4Hil HEMPOX1AHOCTI a0o nepdopariii;

- MPOTUTIOKA3aHEe OTHOYACHE 3aCTOCYBAaHHS KETOKOHA30Iy, EPUTPOMIIIMHY a00 1HIINX CHIBHOMIIOUMX iHT10ITOPIB
CYP3A4;

- IPOTHUITOKA3aHe OJHOYACHE 3aCTOCYBaHHS JIKAPCHKUX 3ac00iB, sSKi MOJOBXKYIOTH iHTepBan QT, Takux sk
(I1yKOoHa30I1, epUTPOMILIMH, ITPAKOHA30J1, IEPOPATIbHII KETOKOHA30J1, IOCAKOHA30J1, PUTOHABIp, CaKBIHABID,
TeanpeBip, BOPUKOHA30JI, KIIAPUTPOMIIIUH, aMiOAAPOH, TEITPOMIIMH Ta 1H. (IuB. po3aium «Oco0IMBOCTI
3aCTOCYBaHHA» Ta «B3aeMois 3 IHIIMMU JTiKapCHbKUMH 3aCO0aMU Ta 1HII BUAMU B3aEMOJIII).

B3aemooia 3 inmumu nikapcoKumu 3acovamu ma iHuwii 6UOU 63a€Mo0ill.

AHTHXOJIIHEePriuHi MpenapaTy MOKyTh HEUTpasizyBaTl aHTUUCIICNITUYHY 10 TOMIIEPUIOHY. Y 3B’SI3KY 3

(dhapmMakoIuHAMIYHOIO Ta/a00 PapMaKOKIHETUYHOIO B3aEMOIISIMU MIABUIILY€E€ThCS PU3UK BUHUKHEHHS TTOJOBXKCHHS

QT-inTepBaiy.

He cip mpuiiMatu aHTalMIHI Ta AaHTUCEKPETOPHI MpenapaTH 0JHOYACHO 3 TOMIIEPUIOHOM, OCKIJTBKH BOHH

3HIWKYIOTh HOT0 010/10CTYNHICTh MiCIs MPUHOMY BHYTPIIIHBO (AUB. po3aii «OcOOINBOCTI 3aCTOCYBAHHS»).

Homnepunon metadoizyeTbes nepeBakHo nuisixom CYP3A4. 3a nanumu TOCTIKEHE N Vitro Ta'y JIIOIUHA

CYITyTHE 3aCTOCYBaHHS JIIKapChKHX 3aC001B, 1110 3HAUHUM YUHOM MPUTHIYYIOTH el (PepMEHT, MOXKE MPU3BECTH 10

MIJBUIICHHS PIBHS JOMIEPUIOHY Y I1a3M1 KPOBI.

[Tpu 3acTOCyBaHH1 JOMIEPUIOHY CYINYTHBO 13 HOTYKHUMH iHTi0iTopamu CYP3A4, 31aTHUMH TOJIOBXKYBaTH

iaTepBan QT, cocrepiranucs KniHIYHO 3HadyIIi 3MiaH iHTepBaTy QT. ToMy 3acTocyBaHHS JOMIEPUIOHY 13

NEBHUMH IpenapaTamMy MpoTHIIOKa3aHe (IUB. po3ain «lIpoTunokasaHHs»).

Cynymmue 3acmocy8ants HUICHeHaseo0eHux NiKkapcoKux 3acobié pazom 3 00MNepuooOHoOM NPOMunoOKa3aHe.

VYci nikapebki 3aco06u, siki ToA0BXKYI0Th iHTepBas QT:

aHTHApUTMIYHI Ipenapatu Kiacy [A (Hanpukian, Tu3onipamiz, XiHiIUH, TPOXIHIINH);

- aHTHapuTMiuHi npenapatu kiacy Il (Hanpukmnan, amionapos, Ao eTuiia, ApoHeaapOH, 10y TUIIIA, COTaION);

- JIedKl HeMpoJIeNTHYHI MpernapaTH (HapHuKIIa, rajlonepu 0, TiMO3H I, CEpTUHION);

- JIesiKi aHTUJIETIPECAHTH (HaNpUKIal, IUTAJIONpaM, eCLIUTAIONpam);

- J1edKl aHTUOI0TUKY (HaNPHUKIIAJ, JIEBO(GIOKCALMH, MOKCU(IIOKCALIMH, EpUTPOMILIMH, CIIIPaMIIUH);

- JIesiKi IpOTUrPUOKOBI MpenapaTu (HanpuKial, MeHTaMiIuH);

- €Kl NpOTUMAJISpiiiHI npenapatu (HanpukiaL, ratoQpaHTiH, TIoMepaHTpiH);

- JIesiKi IITYHKOBO-KHUIIIKOBI MTpenapaTy (HanpuKial, U3anpHl, 10JaceTpoH, NPYKaJIONpuL);

- JIedKl aHTUTICTaMiHHI penaparty (Hanpukiaa, MEeKiTa3uH, Mi30JIaCTHH);

- JIesiKi mpenapaTH, 110 3aCTOCOBYIOTHCS ITPU OHKOJIOTTYHUX 3aXBOPIOBAHHAX (HAMpUKIIal, TopeMideH,
BaHJIETaH10, BIHKaMiH);



- JesKi 1HIII pemapaTy (HampuKiIa, Oermpuani, MeTafoH, Audemanin).
[Ipu onHOYacCHOMY TIEpOpaILHOMY 3aCTOCYBaHHI KETOKOHA30JIy a00 €pUTPOMILIHYA Vivo OyJIO TATBEPIKEHO,
1110 111 IpernapaTy 3HaYHUM YMHOM NPUTHIYYIOTh IPECUCTEMHHUNA METa00Ii3M TOMIIEPHIOHY, ONIOCEPEAKOBAHUI
CYP3A4. Ilpu cynyTHOMY 3acTocyBaHH1 10 Mr qoMmnepuioHy nepopaibHo 4 pa3u Ha 100y Ta 200 mr
KETOKOHA30Jy MepopaibHO 2 pa3u Ha 700y B Mepio]] CIIOCTEPEKEHHs 0YyJI0 BIJ3HAUE€HO MOOBKEHHSI IHTEpBaTy
QTc B cepennpomy Ha 9,8 Mcek; okpeMi 3HaueHHs KonuBanucs Bin 1,2 no 17,5 mcek. [Ipu cymytHROMY
3acTocyBaHHI 10 Mr AOMIEPHIOHY
4 pa3zu Ha 100y Ta 500 MT epuTpoMinuHy nepopasibHo 3 pas3u Ha 100y iHTepBan QTc y mepion criocTepekeHHs
MOJIOBXKYBABCsI B CEpEIHbOMY Ha 9,9 Mcek, IHTepBal OKpEMHUX 3HaYeHb CTaHOBUB Bif 1,6 mo 14,3 mcexk.
PiBHoBaxH1 3HaueHHss Cmax 1 AUC noMriepuoHy 3p0oCcTajid NMPUOJIU3HO BTPUUl Y KOXKHOMY 3 LIUX AOCTIHKCHB
B3aeMo/Iii. BHECOK MiJIBUIIEHUX MJ1a3MOBUX KOHIIEHTpALIIM TOMIIEPUIOHY Ha criocTepexxyBaHui eekT Ha QTc
HEBIOMHIA. Y IHX JOCITIDKSHHIX y BUITAJIKy MOHOTepartii qomrepuaoHoM (10 Mr epopaiibHO 4 pa3u Ha 100Y)
iHTepBan QTc mooBKyBaBcsl, B CEpeAHbOMY, Ha 1,6 MceK (JIOCTIIKEHH KETOKOHA3011y) Ta 2,5 Mcek
(TocITiHKSHHST €PUTPOMIITIHY), B TOHM Yac K 3aCTOCYBAaHHS JIHIIE KeTokoHa3omy (200 mr 2 pa3u Ha 100y) abo
eputpominuny (500 mr 3 pa3u Ha 100y) MpU3BOAMIIO 10 301bLIeHHS iHTepBaty QTc B mepion cocTepeskeHHs Ha
3,8 Ta 4,9 Mcek BIIITOBIIHO.
V 3B’s13Ky 3 (papMakoJMHAMIYHOIO Ta/ab0 (hapMaKOKIHETHYHOO B3a€MOJIISIMU IT1IBUILY€ETHCS PU3HK BUHUKHEHHS
nonoBxkeHHst QT-iHTepBaNy.
[Mpuknanamu cunbHuX iHri0ITOpiB CYP3A4, 3 skuMH He peKOMEHI0BaHO 3acTocoByBaTh JJompuf®:

a30JIbHI MPOTUTPUOKOBI TIpenapaTH, Taki sIK QIIyKOHA30JI*, iTpakoOHA30J1, KETOKOHA30I™ 1 BOPUKOHA30IT*;

- MAakKpoJiHI aHTUOI0TUKHU, TaKl K KIAPUTPOMILIMH™ 1 epUTPOMIIIUH™;

- iHribiTOpH MpoTEasy;

- 1ariditopu BlJI-mporeasu, Taki sik aMmpeHaBip, aTazaHaBip, (hocammnpeHaBip, iHIWHaBIP, HeldiHABIP, PUTOHABIP 1
CakBiHABIp;

- aHTaroHiCTH KaJbIlil0, TaKl SK JUIITIA3eM 1 Bepamnamis;

- amiogapon®;

- aMperiTaHT;

- Heda3o/I0H;

- TeNTPOMIIUH*.

*- mposoHTYI0TH iHTepBan QTc.

OoHouacne 3acmocy8antsa HACMYNHUX PEYOBUH BUMA2AE 0OEPENCHOCI.

O0epexHO 3aCTOCOBYBATH 3 TIpENapaTaMu, 0 CIIPUIHHSIIOTH OpaJUKapIito 1 TIMOKATIEMIIO, a TAKOX 3

HACTYIHUMH MaKpOJIJJAMH, 1110 MOKYTb CHPUYMHATH MOAOBXKEHHS iHTepBasty QT: a3UTpOMILIUH 1 POKCUTPOMILIMH

(KJIapUTPOMIIIIH MTPOTHITOKA3aHO, OCKIIBKY 11 — oTy>kHUH iHTi0iTop CYP3A4).

Cuniz 3 06epekHICTIO 3aCTOCOBYBATH JOMIIEPUIOH CYNYTHBO 3 NOTYKHUMH iHTi01Topamu CYP3A4, sxi He

CIIPUYMHSUTH TOJ0BkKeHb iHTepBaty QT, }TaKI/IMI/I SIK inmHaBipl,i 3a MaIiEHTaMU CJIiJ IUJIBHO HAIJIIJaTH Ha

BUIAJIOK MOSBU O3HAK UM CUMITOMIB HEOa)KaHUX peakLiil.

BurienaBeieHni epertik € penpe3eHTaTuBHUM, ajle HE € BUYEPITHUM.

Jompua® MoxHA TOETHYBATH 3:

- HEWPOJICTITUKAMH, IO SIKUX BiH TIOCHITIOE;

- nodaMiHepriyHUMH aroHictamMu (OpoMOKpUNTHHOM, L-m0m010), HeOaxaHi nepudepuyHi aii SKuX, Taki K

MOPYUICHHS TPABJICHHS, HY/I0TY, OJFOBaHHS, BiH MPHUTHIYY€e Oe3 HeHTpai3allii OCHOBHUX BIACTUBOCTEH.

OCKUIbKH IOMIIEPUIOH YNHUTH MIPOKIHETUYHY 110 Ha IITYHOK, TEOPETUYHO 11€ MOXKE BIJIMBATH HA BCMOKTYBaHHS

NEepOpPANBHUX MPETaparTiB, M0 3aCTOCOBYIOTHCS CYIYTHRO, 30KpeMa Ha JTIKapChKi ()OPMH MPOJIOHTOBAHOTO

BUBIJIbHEHHS a00 KMIIKOBOPO3UMHHI. O/IHAK y NAIli€HTIB, CTaH SIKMX BXkKe cTalOl1i3yBaBcs Ha T 3aCTOCYBaHHS

JUTOKCHHY a00 MapaeTaMolry, CyIyTHE 3aCTOCYBaHHS IOMIIEPHIOHY HE BIUIMBAJIO HA PIBHI KX MpPENapaTiB y

KpOBI.

Ocobueocmi 3acmocyanHs.
Hompua® He peKOMEHIY€EThCsI 3aCTOCOBYBATH MPH 3aXUTYBAHHI.



Jompua® ciiif 3acTOCOBYBATH 3 00EPEKHICTIO MAIliEHTaM JIITHHOTO BiKy a00 MarfieHTaM 3 HassBHUMHU

3aXBOPIOBAaHHIMH cepIls a00 i3 3aXBOPIOBAHHAMHU CEpIs B aHAMHE3I.

Cepyeso-cyounni echexkmu. Jlomnepuion 6yB nos’si3anuii 3 nposonrauieto iHrepBany QT na EKT'. Ilix uac

MOCTMAapKETUHTOBOT'O CTIOCTEPEIKEHHS CITOCTEPIiraiucs Tyske pifakicHi Bunmaaku npojionramii QT Ta TpimoTiHHS-

MEPEXTiHHS IITYHOUKIB y Malli€HTIB, sIKi IpuiiManu nommnepuoH. Li moBimomiieHHs BKIItoYanu iH(popmailiro mpo

MAIi€HTIB 3 IHIIUMH HECTIPUSATIMBUMHU YUHHUKAMHU PU3HKY, €ICKTPOJITHUMU OPYIICHHSMH Ta CYITyTHBOIO

Tepariero, ki MOXyTh OyTu cpustounmu dakropamullogoskenns iHTepBany QT, sike cmocTepiranu y 310pOBUX

0ci0 Tpu 3aCTOCYBaHHI HUMU JIOMIIEPHIOHY 3TiHO 3 PEKOMEHJOBAHUM PEKUMOM JI03YBaHHS y 3BUYAHIX

TepaneBTHYHUX q03ax (1o 10 a6o 20 mr 4 pasu Ha IeHb), HE Majlo KIIHIYHOTO 3HAYCHHS.

3acmepeoicenns. JloMnepuaoH ciijg 3 00epexHICTIO 3aCTOCOBYBATH MAIlIEHTaM 3 JISTKUMH MOPYIICHHAMHU (QYHKIII

MEYiHKU Ta/ab0 HUPOK.

Yepes miBUIICHAH PU3KK MUTYHOYKOBOIT apuTMiflompua® He peKOMEHIY€ThCS 3aCTOCOBYBATH MMAIlIEHTAM 13

MOJIOBKCHHSIM 1HTEPBAIB CEPIEBOI MPOBIAHOCTI, 30kpeMa QT c,marieHTaM 31 3HAUHUMU MOPYLICHHIMH OanaHcy

eJIEKTPOITITIB (TiMOKaJIiEMIi€I0, TIEpKATIiEMIEI0, TiMOMarHieMieto) abo Opaaukapaieto, abo marieHTam i3 GOHOBHUMHU

XBOopoOaMu ceplis, TAKUMHU SIK 3aCTiifHa ceplieBa HEJOCTaTHICTh. Biomo, 1110 mopyiieHHs 0anaHcy eneKTPOIiTiB

(rimokaieMis, TinepKaiemis, TimoMartiemis) Ta OpaguKapIis € CTaHaMH, IO ITiIBUIIYIOTh IIPOAPHUTMOTCHHHNA

PH3HK.

VY BUMAaaKy MOSIBM O3HAK YM CHMIITOMIB, III0 MOXKYTh OyTH TIOB’513aHi 13 CEPIIEBOIO apUTMI€I0, 3aCTOCYBAHHS

npenapaty Jompua® noTpiOHO NPUITMHUTH, a MALIEHTY CITiI HEraifHO MPOKOHCYJIBTYBATUCS 3 JIIKAPEM.

Iopywenns ¢pynxyii hupok. Ilepion HarmiBBUBEICHHS JOMIEPUAOHY NIPU TSHKKOMY NOPYIICHH] (QYHKIIIT HUPOK

nojosxeHui. [1pu TpuBasioMy 3aCTOCYBaHHI YaCTOTY A03yBaHHS JOMIEPUAOHY CJIiJ 3MEHIIUTH 0 OJHOT0 abo

JIBOX pa3iB Ha /100y 3aJIKHO BiJl TSHKKOCTI MOPYIICHHS. Takok MOYKe BHHUKHYTH NOTpeOa B 3HIKEHHI JO3H.

AmnTanuaHi ab0 aHTHCEKPETOPHI Mpenaparty He CITijl IpUiMaTH 0JHOYacHO 3 npenaparoM Jompun®, ockinbku

BOHH 3HWKYIOTh TIEPOPAIIbHY 0100CTYIHICTD JOMIIEPUIOHY (IUB. po3aia «B3aemMois 3 IHIIUMHE JTIKapChKUMHU

3aco00aMu Ta iHII BUAM B3aeMoii»). [Ipu cymicHOMy 3acTocyBanHi npenapafloMmpua® ciig npuitMaTu mepes

’kero, a aHTaluIHI 200 aHTUCEKPETOPH1 ITpenapaTu — MICHs I11.

3acmocysanns 3 kemokonazonom. Y TOCTIIKEHHAX B3a€EMOJI 3 EpPOpaIbHOI0 (OPMOIO KETOKOHA30ITY

BiJI3HaYaI0Ch MojjoBxkeHHs QT-iHTepBany. Xo4a 3Ha4eHHS I[LOTO JTOCIIHPKCHHS YiITKO HE BCTAHOBIICHO, CITiJT

o0patu anbTepHATUBHE JIIKYBaHHS, SKIO OKa3aHa IPOTUIPUOKOBA TepaIisi KETOKOHA30JI0M (JUB. PO3/ILI

«B3aemonis 3 IHIIMMU JIIKAPCHKUMH 3ac00aMH Ta 1HII BUAN B3a€MOJIII).

Cniz BpaxoByBaTH HaCTYIHY 1H(QOPMALiI0 CTOCOBHO PU3UKY PO3BUTKY YCKJIaJHEHb CEPLIEBO-CYINHHUX

3aXBOPIOBaHb, 3yMOBJICHHX JIIKAPCHKHMHU 3aCO0aMH, 110 MICTSATh IOMITEPHIOH:

'] Jleski emiieMioNIOT14H1 JOCITIIKEHHS MOKa3allH, 1110 JOMIEPUIOH MOXKE aCOLIIFOBATUCS 3 MiABUILIEHUM PU3HKOM
TSOKKHX IITYHOYKOBHX apUTMil 00 parToBoi ceprieBoi CMEpTi.

'] Pu3uk cepilo3HHX ILUTYHOYKOBUX apUTMiii a00 panToBoi ceprieBoi cMepTi MOXKe OyTH BHUILKUM Y MaIli€HTIB BIKOM
Biz 60 pokiB a00 MpH MEepopaTBLHOMY 3aCTOCYBaHHI /103 Tpenapary oursiie 30 Mr Ha qoOyT oMy ciif 3
obepeskHicTio 3acTocoByBaTh JJoMpua® marienTaM JIiTHROTO BiKy. IlamieHTam Bikom Bix 60 pokiB mepes
npuitomoM mpemnapary Jompua® citif pOKOHCYIBTYBATUCS 3 JIIKAPEM.

'] JloMOepuaoH Cil MpU3HAYATH JOPOCTUM Ta JITSIM Y HAHIKYiN eeKTUBHIN 1031.

CriBBIIHOIIEHHS PU3UKY Ta KOPUCTI 3aCTOCYBaHHSI TIOMIIEPUIOHY 3aIUIIAETHCS CIIPUSITINBUM.

Sxmo y Bac BcTaHOBNIEHa HEMEPEHOCUMICTD AESKHUX IIYKpPiB, IPOKOHCYIBTYHTECS 3 JIIKapeM, IepIll Hixk MpUiMaTH

e JTiKapCchKui 3aci0, OCKUIBKY MpernapaT MiCTHTh caxaposy. [Ipemapart mictuth 0apBHUK MOHCO 4R, 110 MOXKe

CIIPUYMHUTH aNeprivyfi peakiii. MeTunnaparipokcuOeH30at 1 mpomiImapariipokcuOeH30aT, IKi MICTIThCS Y CKIaIl

npenapary, MOXYTh CIIPHUYMHHUTH aJIEPTivHi peakiii (MOXKIUBO, YITOBUIbHEHI).

3acmocysanns y nepioo eazimnocmi abo 200y8anHs 2pyooio.

JlaHi 111010 TOCTMAPKETHHTOBOT'O 3aCTOCYBaHHS JJOMIICPHIOHY BariTHUM xiHkam oomexeni. Tomylompun® y

nepioj] BariTHOCTI CIil MPU3HAYATH JIMILE TO1, KOJU, Ha IYMKY JIiKapsi, O4iKyBaHUN MO3UTUBHUHN ePeKT I

MaTepi MepeBUILY€E MOTEHIINHUN PU3UK IS 110/,

KinbKicTh JOMIIEpUIOHY, SIKa MOXe MTOTPAIUTH B OpraHi3M HEMOBIISATH Yepe3 IpyIHE MOJIOKO, HaJ3BUYaiHO

HU3bka. MakcuMaibHa BiTHOCHA J103a it HeMOBIIAT (%) OIiHIOETHCS HA piBHI O1u3bko 0,1 % Bin mo3u s

MaTepi 3 MOMPaBKOI HAa Macy Tina. HeBimomo, 4u BiH HIKOAUTH HEMOBIIATI, TOMY MaTepsM, sIKi IpuiiMaroTHoMpu

®  BapTO yTpUMATHCS Bil TOAyBaHHs pyAdi0. [Ticiist eKCro3uIlii B pe3yibTaTi IPOHUKHEHHS TIpenapary y TpyaHe

MOJIOKO HE MOKHA BUKJIFOUMTH MOSABY MOOIYHUX €(EKTiB, 30KpeMa Kap1ioJaoridyHux epekTiB. CiiJ nposBiIsTH



00epekHICTh y pa3i HaSBHOCTI YNHHUKIB PU3UKY No0BXeHHs iHTepBairy QTc y miteit, siki nepedyBaroTh Ha
Ipy/HOMY I'OJTyBaHHI.

30amuicmob enaueamu Ha WEUOKICMb pearyii npu Kepy8anHi agMompancnopmom abo iHuuUMU Mexanizmamu.
BpaxoBytoun mo0ivHi fii 3 00Ky HEpBOBOi CUCTEMHU, MAIliEHTaM HEOOX1THO OyTH YBaKHUMH TPU KEPyBaHHI
aBTOTPaAHCIOPTOM ab0 poOOTi 3 IHIIMMH MEXaHI3MaMHU.

Cnocio 3acmocysanna ma 0o3u.

Pekomenyetbest npuiimate JJompua® mo inu. SKio npuidHs Ty micsst inm, abcopOIis TiKapchKoro 3acoly Aero
CIOBUIBHIOETHCS.

TpuBamicTs JIiKyBaHHS HE TIOBUHHA MTEPEBUIITYBATH | THK/ICHB.

Jopocii i aitu BikoM Bif 12 pokiB Macoro Tina Bin3S kr:mo 10 mr (10 mu cycnensii) no 3 pasiB Ha 100y.
MakcumanbHa no6oa n03a — 30 mr (30 mut cycniensii).

ity Bikom 110 12 pokiBTa JIiTH BikoM Bia 12 pokiB 3 Macoro Tina MmeHmdS kr: 0,25 mr (0,25 M cycnensii)/kmacu
Tina 1o 3 pasiB Ha 100Yy.

MaxkcumanbHa 1o6oBa no3a — 0,75 mr (0,75 mit cycnieHsii)/kr Macu Tina.

Cnin 3BepHYTH yBary Ha Te, 110 MipHa JIO)KKa ITpU3HaYeHa JJIg BiAMIproBaHHS 2,5 a0o 5 mi cycnensii. s
BiIMIpIOBaHHS O3 MEHIIe 1 MJI MO’KHA 3aCTOCOBYBATH IIACTUKOBUI pa30BUi MIMPUI] 0€3 TOJKU EMHICTIO 2 MIL.

Himu.

JloMniepuaoH ciif Mpu3HAYaTh AITAM Y HAWHWKIIH eeKTHBHINA A031 MPOTITOM HAHKOPOTIIIOTO MEPioy.

3 00epekHICTIO TPU3HAYaTH HOBOHAPOXKCHUM Ta HEJIOHOIICHUM JTITSIM.

[Tpu 3acToCcyBaHHI HOBOHAPOHKEHUM, OCOOJMBO HEJOHOIICHNM, Ta TPYAHUM AITAM HOTPIOHO AyKe yBa)KHO
pO3paxoByBaTH NMpU3HAYCHY A03y. [Ipu migBUIIIEHH] PEKOMEH0BAHOI 1031 MOXYTh BUHUKATH €KCTparipamiIHi
pO3NaIu.

Ilepedo3ysanns.

Cumnmomu. CUMITOMaMU Nepe03yBaHHI MOXKYTh OyTH a)KUTallisl, TOPYIIEHHS CB1IOMOCTI, CYJJOMU, COHJIUBICTD,
JI€30pI€HTAIliSl Ta eKCTpamipaMiiHi peakilii, 0COOIHMBO y MiTEH.

Jlikysanns. CnenudigHOTO aHTUIOTY JOMIEPUAOHY HEMAE, ajie y BUIMAAKY 3HAYHOTO MePeI03yBaHHs
PEKOMEH/I0BaHO IPOMMBAHHS IIUTYHKA MPOTATOM 1 TOAMHU Micis NpUioMy IpenapaTy Ta 3aCTOCYBaHHS
aKTHBOBAHOTO BYT1JUIS, a TAKOXK IMHJIBHE CIIOCTEPEKESHHS 3a MALlIEHTOM Ta MiATPUMYIOUYa TePaITisi.
AHTUXOJIHEPrivHi pernapaTH, 3aco0u I JiKyBaHHs XBopoOu [lapkiHcOoHa MOXYTh OyTH €(DeKTUBHUMH TSI
KOHTPOJIIO EKCTparipamiIHUX peaKiii.

Ilo6iuni peakuii.

3a yMOBM IOTPUMAaHHS peKOMEH/AIlii 3 J03yBaHHs Ta TPUBAJIOCTI JIIKYBaHHS IOMIIEPUIOH 3a3BUYAi
MEPEHOCUTHCS T0Ope 1 HebakaHi sIBUIA BHHUKAIOTH HEYacTo.

3 60Ky iMyHHOI cucmemu: aneprivHi peakiii, BKIIOYaYM aHa(uUIakciio, aHa(iTaKTHYHUH IIOK, T1MepyyTIAUBICTb.
3 6oky enOOKpunHOI cucmemu. JABUILCHHS PIBHS IPOJIAKTHHY.

Icuxiuni po3naou: HEPBO3HICTh, PO3IPATOBAHICTH, 30y KCHHS, IENPECis, TPHBOXKHICTh, 3HIDKEHHS 200
BIJICYTHICTb JT101710.

3 6oky Hepsosoi cucmemu: eKCTpaIipaMiiHi po3aan, OE3COHHS, 3aIIAMOPOYCHHS, CIIpara, CyJI0MH, MIISIBICTb,
TrOJIOBHHIA 0171b, COHJIMBICTD, aKaTH31.

3 60Ky cepyeso-cyounnoi cucmemu: HaOPSK, BITIYTTS CEPLUEOUTTS, MOPYIICHHS YaCTOTH Ta PUTMY CEPLIEBUX
CKOpOYeHb, ooBxkeHHs iHTepBany QT (4acToTa HeBioMa), CEpiio3Hi NUTYHKOBI apUTMii, IIITYHOUYKOB1 apuUTMii Ha
3pa3ok «torsade de pointes»), panToBa ceprieBa CMEPTh.

3 60Ky WiIyHKOBO-KUWKOB020 MPAKmMY. CyXICTh Y pOTi, KOPOTKOYACHI KUILKOBI CIIa3MH, JAiapes,
racTPOIHTECTHHAIBHI PO3JIaIH, BKITFOYA0UN a0 IOMIHAIBHUN 011, pETypriTalIlifo, 3MiHY aleTUTy, HyJ0TY, Iedilo,
3arop.

3 6oky opeanise 30py: OKYJIOTIpHI KPU3H.



3 60Ky wiKipu ma niIOWKIpHUX MKaAHUK. CBEpOK, BUCUTIAaHHS, KPOITUB’ SIHKA, aHT1OHEBPOTUYHUIN HAOPSIK.

3 6oky penpodykmusHoi cucmemu ma MOJIOYHUX 3a7103: TATAKTOPEs, 30UTHIIICHHS] MOJIOYHHX 3aJ103/TIHEKOMACTIS,
YyTJINBICTh MOJIOYHUX 3aJ103, BUALICHHS 3 MOJIOYHHX 3aJ103, aMEHOpesl, HaOpsK MOJOYHHUX 3aJ103, OUIb y AUIAHII
MOJIOYHHX 3aJ103, TOPYIIECHHS JaKTallii, HepeTyIIpHUNA MEHCTPYaJIbHUHN UK.

3 60Ky onopHo-pyx060i cucmemu ma cnony4noi mxkanunu: 6171 y HOrax.

3 6oky ceuosudinbhoi cucmemu: 3aTpUMKa Cedi, AU3YypPis, 9aCTE CCUOBUITY CKAHHSI.

3acanvui posnaou: acTeHisl.

Inwe: XOH TOHKTUBIT, CTOMATHT.

3minu nabopamoprux nokasHukie: BIIXUICHHS BiJl HOPMHU MOKa3HUKIB (DyHKI[IOHANBHUX TECTIB MMEYiHKH,
nigsumenss piBast AJIT, ACT i1 xonecTepuHy, ImiIBUIIEHHS PiBHS MPOJAKTHHY B KPOBI.

OckinbkH rino¢i3 3HaX0AUThCS 1032 TeMaToeHIeaniyHuM 0ap’€poM, JOMIEPUAOH MOXKE CIPUYUHUTH
iIBUICHHS PIBHS MPOJAKTUHY. Y MOOJMHOKUX BUIAIKAX TaKa TIEPIPOIAKTHHEMIS MOXKE MPU3BOIUTH JI0
HEHPOEHAOKPUHHUX MOOIYHUX e()eKTiB, TAKUX SIK TaJlaKTOpes, TIHEKOMACTisl Ta aMEHOPES.

VY mepioJ MOCTMAapKETHHTOBOTO 3aCTOCYBAaHHSI ITPETapary BiMIHHOCTEH y Mpodini Oe3meKu 3acTOCyBaHH
npenapaTy y AOPOCIHX Ta JiTel BiA3HAYEHO He 0yJ0, 32 BUHATKOM €KCTpamipaMiTHUX PO3NaIiB Ta IHIIUX SBHIL,
CyJIOM 1 30y/PKeHHS, TIOB SI3aHMX 13 IIEHTPATHLHOI0 HEPBOBOKO CHCTEMOIO, IO CIIOCTEPITAIACS IEPEBAKHO Y TITCH.

Tepmin npuoamnocmi. 3 poku.

YmoBu 30epiranuns.

30epiraTy B OpUriHAJIBHIN yIakoBIi Ipu Temneparypi He Buie 25 C.
30epiratv y HEJJOCTYITHOMY IS NITEH MICITi.

[Ticns mepuioro BigkpuTTs (prakoHa mpenapar 30epiratu He Ouibiie 4 THKHIB.

YnakoBka.
[To 60 mi a6o 100 mn1 y durakoHax, ado o 30 mi y 6anti. Koxen ¢akon abo 6aHka y KapTOHHIN yIaKoBIIi pa3oM
3 MIPHOIO JIO3KKOIO.

Kareropis Binmycky. 3a peentom.

BupooHuk.
TOB «KKYCYM ®APM».

Micue3naxoa:keHHs1 BAPOOHMKA Ta HOro agpeca Micusi MPoBa’KeHHs TislIbHOCTI.
VYxkpaina, 40020, Cymcbka obaacts, M. Cymu, By CkpsiOina, 54.



