IHCTPYKIISA
AJIS1 MEIUYHOI0 32CTOCYBAHHS JIKapCHKOIo 3aco0y

MOTHHOPM
(MOTINORM)

Cknao:

ditoua peuosuna: domperidone;

1 TabneTka MiCTUTH AoMmiepu1oHy 10 mr;

OONOMIDICHI peuo6uUH . JTAKTO3a, MOHOTI IPAT; KPOXMaJlb KYKYPYA3sIHUI; MarHio creapar.

Jlikapcbka ¢popma. TaGnetku.
OcnosHi ¢hizuko-ximiuni énacmugocmi. 6111 abo Maibxe Ot Kpyrii TaOIeTKH 3 JIIHIEI0 po3JiaMy 3 OTHOTO OOKY Ta
Haganucom «Medley» 3 iHmI0oro 60KYy.

dapmaxorepanesTu4Ha rpyna. Crumynaropu nepucrainbTuku. Kog ATXAO3F A03.

Dapmakonoauni enacmugocmi.

DapmakoOuHamMiKa.

JloMnepuaioH — aHTaroHicT Aodamidy 3 IPOTUOIIOBAIbHUMH BIACTUBOCTAMHU. J[OMIIEpHI0H HE3HAUHOIO MIPOIO
MIPOHUKAE KPi3b reMaToeHiedaniuyamii 6ap'ep. 3acTOCYBaHHS JOMIIEPUIOHY YK€ PiJIKO CYTIPOBOIKYETHCS
eKCTparipaMiIHUMU TOOTYHUMH J1SIMH, OCOOJIMBO Y JOPOCIHX, ajle JOMIIEPUIOH CTUMYJIIOE BUAICHHS
TIPOJIAKTHHY 3 rinodiza. Foro npoTHGoBabHa s, MOXKIIMBO, 3yMOBJICHA TOETHAHHAM IepH(pepuIHO]
(racTpoKiHETHYHOI) i1 Ta aHTAaroOHi3MYy JI0 PelenTopiB AodaMiHy y TPUTEpHI 30HI XeMOPEIENTOPIB, 10
3HaXOAUTHCS 1103a TeMaToeHIeGamiaHuM Oap’epoM y 3aHIi IUISHIN (area postrema).

JlocnmipkeHHs Ha TBApHHAX, @ TAKOXK HU3bKI KOHLEHTpAIl, 1[0 BU3HAYAINCh Y MO3KY, BKa3yIOTh Ha EPEBAKHO
nepudepudHy Iif0 JOMIICPUIOHY Ha penenTopu nqodaminy.

JlocniikeHHs y JTIOAMHU MOKa3ajy, 10 NP 3aCTOCYBaHHI BHYTPIIIHBO JOMIIEPUIOH MiABHILYE TUCK Yy HUXKHIX
BiJ/IlJIaX CTPABOXO/Y, TIOKPAII}E aHTPOAYOACHAIIbHY MOTOPHUKY Ta MPUCKOPIOE 3BUILHEHHS IITyHKa. JloMmepuaon
HE BIUTMBAE HA MUTYHKOBY CEKPEIIIIO.

Dapmaxoxinemuka.

Bcemokmyesanus.

JloMnepuioH MBUIKO aOCOPOYETHCS MPU NIEPOPATHHOMY MTPUHOMI HATIIE, MAKCUMaJIbHAa KOHIICHTpAILIs Y Tu1a3Mi
KpOBI JocsATaeThest mpuOian3Ho uepes 60 xsuinnH. Husbka abcomoTHa 610A0CTYITHICTh IEPOPATLHOTO
nomrepuony (mpubau3Ho 15 %) 3yMoBIIeHa eKCTEHCHBHIM METa00J3MOM TIEPIIOTO MPOXOKSHHSI Y CTIHIII
KHMIIIEYHUKY Ta B TIEUIHIN. X0Ya Y 3[I0POBUX JIOJIH OI0OCTYIHICTh JOMIEPUIOHY 30UTBITY €THCS TIPH TPUHOMI
HICJIS 1M, XBOPUM 31 CKapraMu IUTyHKOBO-KHIIKOBOTO XapakTepy Clji mpuidMaTu JoMnepuaoH 3a 15-30 xBunux
110 iny. 3HMKEHa KUCIIOTHICTh IITYHKa 3MEHIye abcopOuito fomnepuiony. [lpu nepopanbHoMy npuiiom
mpemnapary miclisg i1 MaKCuMalibHa abcopOList IeMI0 YIOBIIbHIOETHCS.

Posnooin.

[Tpu nepopanbHOMY TTpUIIOMI TOMITIEPUIOH HE aKyMYJIIOETHCA 1 HE IHIYKY€E BIACHUM 0OMIH; MaKCHUMaIbHUI
piBeHb y m1a3mi yepe3 90 xBuiuH (21 HIr/Mi) micis ABOTHXKHEBOTO IiepopalibHOro npuitomy 1o 30 Mr Ha 100y
OyB MaiiXe TaKuM 3Ke, sIK micist mpuiomy nepioi 1o3u (18 ur/mi). Jomnepunon Ha 91-93 % 3B’ s13yeThest 3
O171KaMH 11a3MH KpoBi. JlOCHi IKEHHS PO3MO/IiTy TOMIIEPUIOHY, 1110 OYJIM TPOBEICH HA TBApUHAX 3a JOIIOMOTOIO
npernapary, MUYEHOI0 paJi0aKTUBHUM 130TOTIOM, ITOKA3aJId HOro 3HAYHUHN PO3MOJUT y TKAHUHAX, aJie HU3bKY
KOHIICHTPAIIII0 B MO3KY. ¥ TBapWH HEBEJIMK KUTHKOCTI MpernapaTy MPOHUKAIOTh KPi3b IJIAICHTY.

Memabonizm.

JloMniepuoH MBUAKO Ta €KCTEHCHBHO META0O0MI3YEThCS y MEUiHIII IUIIXOM TIIPOKCUITIOBAaHHS Ta  N-
JIeaIK1JTyBaHHS.

BuBeneHHs 13 cedero Ta KaJloM CTaHOBUTH BianoBigHO 31 % Ta 66 % Big nepopanbHOi 103u. BumineHHs
npernapaTty B He3MiHEHOMY BHUIJISIII CTAHOBUTH HeBEMKHA BiCOTOK (10 % 3 kamom Ta npubmmsao 1 % i3 ceuero).
ITepion HamiBBUBEACHHS 3 IUIA3MU KPOBI MiCJIs NpUHOMY pa3oBOi 103U CTAHOBUTH 7-9 TOIMH Y 3[0POBUX
JOOPOBOJIBIIIB, aJle TOJOBKEHHUN y XBOPHX 13 TSDKKOIO HUPKOBOIO HEJOCTATHICTIO.

KutiniuHi XapakTepucTuku.



TIlokazanna.
J171st TOJIeTIeHHsT CUMIITOMIB HYIOTH Ta OJIFOBaHHS.

Ilpomunokaszanns.

MOTHHOPM HIPOTUIIOKA3aHUM:

- XBOPHM 31 BCTAHOBJICHOIO MIJBUILEHOIO YyTJIUBICTIO 10 Mpenapary ado 10 TOMOMDBKHUX PEUOBUH;

- XBOPHM 3 MPOJAKTUH-CEKPETOPHOIO MyXJIMHOIO Tinodiza (MpoJIaKTHHOMOIO);

- XBOPHM 3 TSDKKUMH a00 MOMIPHUMH MOPYIIEHHAMH (DYHKINT MeYiHKY Ta/ab0 HUPOK (IUB. PO3ILT «
Oco0IMBOCTI 3aCTOCYBaHHS );

- XBOPHUM 3 BIJIOMMM IOJIOBKEHHSIM IHTEpBaIiB CEPLEBOi MPOBiAHOCTI, 30kpemMa QTc, XBopuM 31 3HAUHUMHU
MOPYUICHHSIMU OaaHCy eNeKTPOiTIB 200 3 poHOBHMHU XBOpOoOaMH cepiis, TAKMMH SIK 3aCTilHa ceplieBa
HEJIOCTATHICTH (MUB. Po3ai1 «OCOOIMBOCTI 3aCTOCYBAHH» ),

- XBOPHUM 3 IIEYIHKOBOIO HEJOCTATHICTIO;

SKILO CTUMYJISILISA PYXOBOi (DYHKIIT HITyHKA MOXe OyTH HeOe3MeYHOI0, HAPUKJIIa, IPH ILTYHKOBO-

KHIITKOBI Y KPOBOTEUl, MEXaHIYHII HEMPOXiAHOCTI a0o mepdopartii;

- TIPOTHIIOKA3aHE OJJHOYACHE 3aCTOCYBAaHHS KETOKOHA30Jy, EPUTPOMIIMHY 200 1HITUX CHITHHOIFOYHX
mrioiTopiB CYP3A4;

- TMPOTHUIOKa3aHEe OJJHOYACHE 3aCTOCYBAaHHS JIKapChbKHUX 3ac00iB, K1 MOJOBXKYIOTh iHTepBai QT, Takux sk
(byKOoHa30J1, EPUTPOMIIIFH, 1TPAKOHA30J1, IEPOPATBHUIN KETOKOHA30J1, TOCAKOHA30J1, PUTOHARD,
CaKBiHaBIP, TEJIANPEBIP, BOPUKOHA30JI, KIIAPUTPOMIIIMH, aMiOIapOH, TEIITPOMIIIUH (JIUB. PO3IITH «
Oco0nmBocTi 3acTOCYBaHH» 1 «B3aeMoist 3 iHIIMMHU JTIKQpCHKUMHE 3ac00aMU Ta 1HIIN BUAHM B3a€MOI).

B3aemoodia 3 inwumu nikapcokumu 3acodbamu ma inuii 6uou 3aEmooiil.
AHTHXOJHEPT1YH1 IpenapaTé MOXKyTh HEHTpai3yBaTH aHTUANCIICITUYHY Jif0 MoTHHOpMY. Y 3B 513Ky 3
(hapmMakoIuHAMIYHOIO Ta/a00 (papMaKOKIHETUIHOIO B3aEMO/IISIMU T IBUIILY€E€THCSI PU3UK BUHUKHEHHS TTO0BXKCHHS
QT-inTepBaiy.
He cning npuiiMaTi aHTalMIHI Ta aHTUCEKPETOPHI NpenapaT 0JHOYacHO 3 MOTHHOPMOM, OCKIJIBKH BOHU
3HIKYIOTh HOTO 010I0CTYTHICTb ITiCIISI MPUHOMY BHYTPIITHBO (AHMB. po31i1 «OcOOIMBOCTI 3aCTOCYBAaHHS ).
JomnepuaoH Metabouni3yerses nepeBaxkHo 3a gjomoroio CYP3A4. 3a nanuMu TOCTiIKEHb in Vitro CYIyTHE
3aCTOCYBaHHS IpenapaTiB, 10 3HAYHUM YUHOM MPUTHIYYIOTh el ()epMEHT, MOXKE MPU3BECTHU J0 MABUILEHHS
PIBHS IOMIEPUOHY Y TUIa3Mi KPOBI.
[Tpu 3acTOCyBaHHI JOMIEPUIOHY CYIYTHBO 13 MOTYXHUMHU iHTiOITOpamMu CYP3 A4, 31aTHUME TOI0BXKYBaTH
mTepBan QT, ciocTepiranucs KiIiHIYHO 3Hauyl 3MiHM 1HTEpBaTy QT. Tomy cynyTr 3acTocyBaHHS
JOMIIEPUIOHY 3 IEBHUMH IIperapaTaMy MpoTHIOKazaHe (JuB. po3aia «[IpoTumnokazanusy»).
Cynymmue 3acmocy8ants HUMICHEeHABEOeHUX TIKAPCLKUX 3ac00i8 pazom 3 00MNepuOOHOM NPOMUNOKA3AHe.
Vi mikapchKi 3aco0H, K1 MOJOBXKYIOTh iHTepBan QT:
aHTHAPUTMIUHI Npenapartyu kiacy [A (Hanpukiaz, qu30mipami, XiHiIWH, TIPOXiHIIUH);
aHTHapuTMIuH1 npenaparu kinacy Il (Hanpuknan, amionapoH, 1ogeTuiig, IpoHeaapoH, 10y T,
coTaJIoN);

- JesiKi HeWpoJeNnTu4Hi npenapaTy (HanpHuKiIaj, ralonepuaoi, mmMo3u1, CepTUHION);

- JIedKl aHTUJENPECaHTH (HalpUKIIad, LUTAIONPaM, ECLIUTATIONPaM);

- Jeski aHTHOI0TUKY (HANTPHUKJIIAI, JeBOMIOKCAIIMH, MOKCU(IIOKCAIIMH, €PUTPOMIITIH, CITIpaMillHH);

- JesiKi IpOTUrpUOKOBI Mpenaparty (HalpuKIIal, IeHTaMiIuH);

- JIesKi IpOTUMAJISpiiiHI mpenapaT (Hanpukiiaj, ranodaHTpuH, JIoMepaHTpiH);

- JesKl IITYHKOBO-KHUIIKOBI IipenapaTy (HalpuKIIajd, U3anpui, J0JIaceTPOH, MPyKaloNpHu);

- JIesIKi aHTUTICTaMiHHI IpenapaTH (HapHuKIiIaj, MEKiTa3uH, Mi30JIACTHH);

- JIesKi Ipernapary, 1110 3aCTOCOBYIOTHCS MPU OHKOJIONYHUX 3aXBOPIOBaHHAX (HAaNpHUKIaa, TOpeMiQeH,

BaHJIeTaHi0, BIHKaMiH);

- JIesKi iHIII penapaTy (Harpukiaa, Oenpuani, MeTaoH, Au(eMaHi).
[Tpuxnanamu cunbHuX 1Hr161TopiB CYP3A4, 3 sKuMHU NpOTUIIOKAa3aHO 3aCTOCOBYBAaTH MOTHHOPM:

- a30JbpHI NPOTUTPUOKOBI IIpenapaTH, Taki K GIyKoHa307*, ITPaKOHA30I, KETOKOHA30™ 1 BOPUKOHA301T™;
MaKpOJTiHI aHTHO10THKH, TaKi SIK KIAPUTPOMIIIUH™ Ta EPUTPOMILIH™;
HT101TOpH TIpOoTEea3n™;
iHridiTopu BlJI-npoteasu, Taki sk amnpeHaBip, aTazaHasip, pocamrpenasip, iHIMHaBIp, HeI(IHABIP,
PHUTOHABIp 1 CAKB1HABIP;
- AHTAroHICTH KaJIBIIiI0, TaKi K JUJITIa3eM 1 Beparamii;



- amiomapon™;

- aMpeIITaHT;

- HedazooH,

- TemTpOMIUH™.

*nposionryroTs iHTepBan QTc.
Oonouache 3acmocy8anHsA HACMYNHUX PEYOBUH BUMALAE 0OEPeNCHOCHI.
O06epexHO 3aCTOCOBYBATH 3 MpenapaTaMu, 10 CHOPUYHMHAIOTH OpaJuKapuIo 1 MnoKaIieMilo, a TAKOX 3
HACTYIMHUMH MaKpOJIiIaMH, 110 MOXYTh CIIPUYMHUTH NOJOBXKEHHS iHTepBaty QT: a3suTpoMilluH 1 pOKCUTPOMIIIMH
(KITapUTPOMIIIUH TTPOTUTIOKA3aHUH, OCKIJIBKY 11e MOTYkHHH 1HT10iTop CYP3A4).
Cuin 3 06epexHICTIO 3aCTOCOBYBATH JOMIIEPUIOH CYMYTHBO 3 MOTYKHUMH iHri0iTopamu CYP3A4, siki He
CIPUYHHSIIH MTOJIOBKEHb iHTepBairy QT, TaKMMU SIK 1HIWHABID, 132 MAI[iEHTaMH CJTiJI TIJIFHO HATJISIIaTH Ha
BHITAJIOK MOSIBH O3HAK 00 CHMITTOMIB He0aKaHUX peaKIlii.
BurienaBeieHni nepeik € pernpe3eHTaTUBHUM, ajie He € BHUEPITHUM.
MoOTHHOPM MOXHA MOEHYBATH 3:

- HeHlposenTHKaMH, Ji0 SIKUX BiH MOCUIIIOE;

- nodamiHepriyHUMH aroHicramu (OpoMOKpUITHHOM, L-10m010), HebaxkaHi nepudepuyHi Aii IKUX, Taki SK

MOPYIICHHS TPAaBJICHHS, HYIOTY, OJIFOBaHHS, BH MPUTHIUY€E 0e3 HelTpai3allii OCHOBHHX BJIACTHBOCTEH.

B oxpemux gociipkeHHsaX (hapMakoKIHETHUHOT/papMaKoIMHAMIYHOT B3a€MOJIIT in Vivo TIPH OTHOYACHOMY
MepopaIbHOMY 3aCTOCYBaHHI KETOKOHA30Jly 00 EPUTPOMIIIUHY 37J0POBUM JOOPOBOJIBIISIM OYJI0 MATBEPIHKEHO,
110 11 IpenapaTy 3HAaYHUM YMHOM MPUTHIYYIOTh IPECUCTEMHUI METa00I13M JOMIEPUAOHY, ONOCEPEIKOBAaHUN
CYP3A4. IIpu cynyTHbOMY 3acTocyBaHHI 10 Mr qoMnepuaoHy nepopaibHo 4 pa3u Ha 700y Ta 200 Mr
KETOKOHA30JTy TIEpOpaIbHO 2 pa3u Ha 100y B MEPIOI CIIOCTEPEKEHHs OyII0 BII3HAYECHO MTOIOBKEHHS 1HTEpBaTy Q
Tc B cepeaapoMy Ha 9,8 Mcek; okpeMi 3HaUeHHs KoiuBanucs Bia 1,2 1o 17,5 mcek. [lpu cymyTHROMY
3acrocyBanHi 10 Mr nomnepuaony 4 pa3u Ha 100y Ta 500 Mr epuUTPOMIIIMHY TIEPOPATBLHO 3 pa3u Ha A00Y
mTepBan QTc y mepion ciocTepekeHHs MOAOBXKYBABCS B CEPEAHHOMY Ha 9,9 Mcek, IHTepBall OKpeMHUX 3HAYCHb
ctaHoBuB Bif 1,6 1o 14,3 mcek. PiBHoBaxkHi 3HaueHHs: Cmax 1 AUC npoMIiepuioHy 3pocTaiy IpuOIu3HO BTpUYl y
KOXKHOMY 3 ITUX JTOCJIPKEHBb B3aeMoii. BHECOK MiABUIIEHHUX TJIa3MOBHUX KOHILIEHTPAIH JOMIIEPUIOHY Ha
crioctepexxyBanuii epext Ha QTc HeBimomMui. Y muUX MOCHIHKEHHSIX Y BUMTAJIKY MOHOTepartii qommepuoHom (10
MT IepopaibHO 4 pasu Ha 100Yy) inTepBan QTc mogoBKyBaBcs B cepeAHbOMY Ha 1,6 Mcek (IOCIiIKEeHHS
KETOKOHA30J1y) Ta 2,5 MceK (JOCTIPKEHHS EPUTPOMILIMHY ), B TOM yac sIK 3aCTOCYBaHHS JIMIE KeToKoHa3oy (200
MT 2 pa3u Ha 100y) abo eputpomituHy (500 Mr 3 pasu Ha 100y) mpU3BOANUIIO 10 30UThIIeHHS iHTepBaty QTc B
nepion cnocTepeskeHHs Ha 3,8 Ta 4,9 Mcek BiIOBi THO.
TeopernuHo, OCKUTbKM MOTHHOPM YHHUTH IPOKIHETUYHY [IIF0 Ha IITYHOK, 11€ MOXKE BIUIMBATH Ha BCMOKTYBaHHS
NepOpabHUX MPENapariB, 110 3aCTOCOBYIOTHCS CYIYTHBO, 30KpeMa Ha JiKapchki (POPMHU MPOJTOHIOBAHOTO
BUBUIbHEHHS a00 KMIIKOBOPO34YMHHI. OIHAK y MAIli€HTIB, CTaH IKUX BXXE CTa01Ii3yBaBCs Ha TJIi 3aCTOCYBaHHS
JUTOKCHHY a00 MapaleTaMmolly, CyIyTHE 3aCTOCYBaHHS JOMIEPUAOHY HE BIUIMBAJIO HA PIBHI LIUX MpenapariB y
KpOBI.

Ocoobnusocmi 3acmocysanus.

MOTHHOPM HE PEKOMEHYEThCS NIPU 3aXUTYBaHHI.

MoTHHOPM CITi /] 32CTOCOBYBATH 3 00E€PEKHICTIO MAIiEHTaM JIITHHOTO BiKy 200 TMalll€eHTaM 3 HassBHUM
3aXBOPIOBAHHSM ceplis a00 13 3aXBOPIOBAHHAM CEpPIlsl B aHAMHE31.

Cepyeso-cyounni egpexmu. Jlomuepuion OyB 1moB's3anwmii 3 nposionrarieto inTepany QT na EKT. I gac
MMOCTMAPKETUHTOBOTO CTIOCTEPEKEHHS CITIOCTEPITranucs ayXe piakicH1 Bunagaku mposonramii QT Ta TpimoTiHHS-
MEpEeXTiHHS IUTYHOUKIB y MAIIEHTIB, sIKi MpuiiManu gomnepuaoH. L{i moBiqoMieHHs BKIIOYaIH iHQOpMAIiIO PO
MAIi€HTIB 3 1HIIMMU HECIPUHHATIMBUMHI YUHHUKAMHU PU3HKY, €JICKTPOJITHUMH MOPYIICHHSIMH Ta CYITyTHHOIO
Tepariero, IKi MOXKyTh OyTH CIIPUSIOYUME (aKTOpaMHU.

Binnosinuo no Kepisanursa ICHE 14, Gyno npoBeneHo AOCHI PKEHHS 3 pETEeIbHUM BUBUYECHHM iHTepBany QT y
3nopoBux oci0. [Togorxenns inTepBany QT, ke crocTepiraiy y TOCTiPKeHHI MPU 3aCTOCYBaHHI JOMIIEPUIOHY,
3TiHO 3 PEKOMEHI0BAaHUM PEKUMOM JI03yBaHHS y 3BUYAMHUX TepaneBTHUHUX A03ax (mo 10 abo 20 mr 4 pa3u Ha
n00y), He Ma€ KIIIHIYHOTO 3HAYCHHS.

3acmepeoicenns. JJoMnepuIoH ciiii 3 00€pekKHICTIO 3aCTOCOBYBATH MALIEHTaM 3 JISTKUM HOPYILIEHHAM (QYHKILI{
TIEeYiHKU Ta/ab0 HUPOK.

Uepes niaBUIIICHUH pU3UK MITYHOYKOBOI apuTMii MOTHHOPM MPOTUIIOKA3aHO 3aCTOCOBYBATH TAIIEHTaM 13
MIOJIOB’KEHHSIM IHTEpBaJiB CEpIEBOi MPOBiAHOCTI, 30kpema QTc, maieHTam 31 3HaUHUMH NOPYIICHHSIMHU OajaHCy



EJIEKTPOJIITIB (TIMOKATIEMIETO, TITIEpKATIEMIEI0, TITOMAarHieMiel0) abo Opaaukapieto, ado marjieHTam i3
(oHOBMMHU XBOpPOOAMU Ccepllsl, TAKUMH sIK 3aCTiiHa ceplieBa HeJOCTaTHICTh. BimoMo, 1110 nopyrieHHs OanaHcy
eJIEKTPOIITIB (TIMOKATiEMIs, TiMepKaieMist, TITOMarHieMis) Ta OpaAuKapais € CTaHaAMH, IO iBUILYIOTh
POapUTMOTI€HHUH PU3UK.
VY BUMaaKy MOSIBM 03HAK UM CUMIITOMIB, III0 MOXYTh OyTH TIOB’s13aHi 13 CEPLIEBOIO ApUTMI€I0, 3aCTOCYBAHHS
MotuHopMy NOTPiOHO MPUIMHKUTH, a MALIEHTY CJ11 HEraifHO MPOKOHCYJIbTYBATUCS 3 JIKAPEM.
Topywenus ¢yuxyii nupox. Tlepion HanIBBUBEACHHS JOMIIEPUAOHY MPHU TSHKKOMY MOPYIIEHH (DYHKIIT HUPOK
nojoBxeHui. [Ipu TpuBasioMy 3aCTOCyBaHHI YaCTOTY AO3YBaHHS JOMIEPUAOHY CJiJl 3SMEHIIUTH 70 OJJHOTO a0o
JIBOX pa3iB Ha 100y 3aJIEIKHO B TSHKKOCTI TOpyIIeHHS. Takok MOYe BUHUKHYTH IMOTpeda y 3HKEHHI JT03H.
AnTanuHi a00 aHTHUCEKPETOPHI IpenapaTH He CIiA MPUHMaTH OJIHOYACHO 3 IIepopaibHUMH (hopMaMHU Ipenapary
MoOTHHOPM, OCKIJIBKH BOHH 3HIXKYIOTH TIEpOpaNIbHY 010J0CTYITHICTh TOMITIEPHIOHY (IUB. po3/ii «B3aemois 3
IHIITMMY JIIKAPCHKUMU 3ac00aMu Ta 1HIII BUIW B3aeMOii»). [Ipu cyMicHOMY 3acTocyBaHHI ipenapat MOTHHOPM
CJIiJ1 mpuiMaTH nepe ioro, a aHTauaHi 800 aHTHCEKPETOPHI MperapaTy — Micis I1u.
3acmocyeanns 3 kemokonazonom. Y TOCTIIHKCHHSIX B3a€EMO/II1 3 TEPOPATBLHOIO (DOPMOIO KETOKOHA30ITy
BiJ3Hauanocs noaoBxeHHs QT-iHTepBany. Xo4a 3Ha4eHHS 1IbOT0O JIOCIUKEHHS 4iTKO HE BCTAHOBJIEHO, CJIIJT
o0partu anbTepHATUBHE JIKYBaHHS, SAKIIO MMOKa3aHa MPOTUTPUOKOBA TEparisi KETOKOHA30JI0M (JUB. PO3/JT
«B3aemois 3 IHITUMU JTIKAPCHKUMU 3ac00aMu Ta 1HIII BHIA B3a€EMOJIIN ).
Tabnerkn MOTHHOPM MICTSTb JaKTO3y, TOMY IIperapar He CJiJl 3aCTOCYBATH IMall€HTaM 3 HEMEPEHOCUMICTIO
JIAKTO3H, TAJTAKTO3EMI€I0 Ta MaThaObCOPOITI€I0 TIFOKO3H/TaTaKTO3H.
Cunin BpaxoByBaTH HacTyNHY 1H()OPMAII0 CTOCOBHO PU3HMKY PO3BUTKY YCKIIaJHEHb CEPLEBO-CY IUHHUX
3aXBOPIOBaHb, 3yMOBJICHUX JIKAPCHKUMH 3aC00aMH, 10 MICTATh TOMIIEPHUIOH:
o JlesKi e 1eMiooTivH1 JOCI PKEHHS MOKa3aJIH, 10 TOMIIEPUIOH MOXKE acOIIOBATHUCS 3 Tl IBUIIICHIM
PHU3UKOM CEpHO3HMX IUTYHOYKOBHX apUTMiil a00 parToBOi cepLeBOi CMEpTI.
o Pu3uk cepiio3HUX IMITYHOYKOBUX apUTMiii a00 panToBOi cepieBoi CMEePTi MOXKe OyTH BUIIMM Y TAIIEHTIB
BiKOM BiJ1 60 pokiB abo mpu mepopaIbHOMY 3aCTOCYBaHHI 103 penapary outeiie 30 mr Ha 100y. Tomy
CJIiJ1 3 00EPEXKHICTIO 3aCTOCOBYBATH MOTHHOPM Malli€HTaM JITHBOTo Biky. [larienTam BikoM Bix 60 pokiB
nepes mpuiioMoM MOTHHOPM CJTi1 TPOKOHCYJIBTYBATHCS 3 JIKAPEM.
o JloMIIepuAOH CiIi/l MPU3HAYATH JOPOCIHM Ta JIITAM y HAHHWKYI1H eEeKTUBHIN 1031.
CriBBiJHOIIEHHS pU3UKY Ta KOPUCTI IOMIIEPUIOHY 3QIUIIAETHCS CIPUSTINBUM.

3acmocysanns y nepioo éazimnocmi abo 200y8ans 2py0oio.

JlaHi o0 MOCTMAapKETHHIOBOTO 3aCTOCYBAaHHS JOMIIEPUIOHY BaliTHUM XiHKaM ooMexeni. Tomy MoTtuHOpM y
Mepi0J1 BariTHOCTI CJIiJl TPU3HAYATH JIMIIIE TOJl, KOJIA, HA JYMKY JIKaps, O9iKyBaHUH MO3UTUBHUMA €PEKT 1JIs
MaTepi NepeBuIly€e MOTEHIIMHUN PU3HK VIS TUIO/A.

KinpKicTh TOMIIEPHIIOHY, SIKa MOKE TIOTPAIIUTH B OPTaH3M HEMOBIISITH Yepe3 TPyIHE MOJIOKO, HAJ3BUYAIHO
HU3bKa. MakcuMaibHa BiTHOCHA J103a 1711 HeMOBIIAT (%) omiHoeThes Ha piBHI 0u3bko 0,1 % Bix 103U 1i1s
MaTepi 3 MOMPaBKOIO Ha Macy Tina. HeBimoMo, 4u BiH MIKOJUTH HEMOBJISTI, TOMY MaTepsM, sIKi IPUIMAIOTh
MoTuHOpPM, BapTO YTPUMATHUCS BiJ TOAyBaHHS TpyAar0. Ciix MposiBIsSTH 00EpEekKHICTh ¥ pa3i HASBHOCT1 YNHHUKIB
pU3UKy ToJoBXeHHs inTepBaity QTcy miTel, siki nepedyBaroTh Ha TpyAHOMY roayBaHH. [licns ekcrno3uiii B
pe3yJbTaTi MPOHUKHEHHS MpenapaTy 3 TPYJHHM MOJIOKOM HE MOYKHA BUKITIOYHTH TIOSIBY MMOGYHUX €(EKTIB,
30KpeMa KapaioJIOT19HUX e(EeKTIB.

30amuicmo eniueamu Ha WEUOKICMb pearyii npu Kepy8anHi A8MompaHcnopmom abo iHUUMU MexaHisMamu.
BpaxoByroun noOiuHy Jito 3 00Ky HEPBOBOI CHCTEMH, MAIliEHTaM HEOOX1THO OYyTH YBaOKHUMH IPU KepyBaHHI
aBTOTPAHCIIOPTOM 200 pOOOTI 3 IHIIMMHU MeXaHI3MaMH.

Cnocio 3acmocysanna ma 0o3u.

s nonecuiennsa cumnmomie Hyoomu ma O11068aHHA.

Jopocii 1 giTi BikoM Big 12 pokiB 1 Macoro Tina He MeHIe 35 kr: no 1 tabnerui (10 mr) 3 pa3u Ha 100y .
MaxkcumanbHa 1000Ba 103a — 3 tabnerku (30 Mr Ha 100Y).

PexkomennayeThbes npuiiMaT npenapatr MoTHHOPM nepen mpuitoMoM ki. BcMokTyBaHHS npenapary Aemio
3aTPUMY€ETHCS, AKILO HOro MpuiMaTH micis npuiiomy bki. TpuBamicTh JiKyBaHHs HE IOBUHHA NIEPEBUILLYBaTH |
TUXKJIEHb.

Himu.



[Tpenapat 3acToCOBYBaTH JJIsl JTIKyBaHHS JITEH BIKOM BiJl 12 POKIB 1 Macoro Tijia He MeHIIe 35 Kr.
JloMnepuaoH ciil Npu3HavyaTH MTSIM y HalHIKYIM e(heKTUBHIN 1031 IPOTATOM HAHKOPOTIIOTO MEPIOy.

Ilepeodo3ysanns.

Cumnmomu: CAMITOMAMHU NIEPEA03yBaHHI MOXKYTh OyTH a)XHUTalls, TOPYIICHHS CBIIOMOCTI, Cy/IOMH,
JIe30pi€HTAllisl, COHJIUBICTh Ta EKCTparnipamiHl peaKiii.

Jlikysanns. Crneun(ivHOTO aHTUIOTY TOMIIEPHIOHY HEMAE, alie Y BUMAJIKy 3HAYHOIO IIepe103yBaHHs
pPEKOMEHI0BaHE MTPOMUBAHHSA [ITyHKA MPOTITOM | TOJUHM TICISI TPUAOMY TIpenapaTy Ta 3aCTOCYyBaHHS
aKTUBOBAHOTO BYTMJIJIS, @ TAKOXK MUJIbHE CIIOCTEPEIKESHHS 3a MAIIEHTOM Ta MATPUMYIOYa Tepaltis.
AHTHXOJHEPT1YH1 IpenapaTH, 3aco0u 1is JiKyBaHHA XBopoou [lapkiHCOHA MOXKYTh OyTH €(pEKTUBHUMU IS
KOHTPOJIIO EKCTparmipaMiTHIX peaKiliii.

Hobiuni peakuii.

Or1iHKa YaCTOTH BUHUKHEHHS OOIYHUX peakIliii: ayske yacto (> 1/10); gwacto (> 1/100 mo <1/10); newacrto (> 1
/1000 mo <1/100); piako (> 1/10000 no <1/1000); myxe pinko (<1/10000), BKIFOIHO 3130 IbOBAHUMU JAHUMH.
3a yMOBM TOTPUMAaHHS pEKOMEHIAIIIH 3 03YBAaHHs Ta TPUBAJIOCTI JIIKYBaHHS JIOMIICPHIOH 3a3BHYAi
MEPEHOCUTHCS 10Ope 1 HebaXkaH1 sIBUIIA BUHUKAIOTh HEYACTO.

3 6oy imyHnol cucmemu: gyxe PiIKO — aJIEPTivHI peaKilii, BKIFOYAr0Un aHa(iIaKkcifo, aHa()UTAKTHIHUHN TIIOK,
TIIEPYyTIHBICTb.

3 60Ky eHOOKpUHHOI cucmemu: PiIKO — MiIBULLICHHS PIBHS MPOJAKTHHY.

Tcuxiuni poznaou: pyxe piIKko — HEPBO3HICTh, PO3APATOBAHICTh, 30y KEHHS, ACTIPECIsi, TPUBOXKHICTh, 3HIKEHHS
a0o0 BiACYTHICTB 11101/10.

3 6oky Hepsosoi cucmemu: ayxe pinko — O€3COHHS, 3aIIaMOPOUYEHHSI, CIIpara, CyJOMH, MIISIBICTh, TOJIOBHU OUTb,
COHJIMBICTh, aKaTH31s1, EKCTparipamMi1aabHi pO3JIaiIu.

3 60Ky cepyego-cyounnoi cucmemu: 1ye piAko — HAOPSK, BITUYTTs CepUEOUTTS, MOPYLICHHS YaCTOTH Ta PUTMY
CEepIIeBUX CKOPOYCHB, TOIOBKEHHS iHTepBany QT (dacTora HEBimoMa), Cepio3H1 MUTYHOYKOBI apUTMIi,
IIUTYHOYKOBI apuTMii 1o Ty «torsade de pointesy», pantoBa cepiieBa CMepTb.

3 60Ky WIyHKOB0-KUUKO8020 MPAKMYy: PIIKO — FACTPOIHTECTUHAIBHI PO37Ia/iH, BKIIOYAI0YH a0J0M HATBHUIA O1Tb,
perypriraiito, 3MiHy aneTuTy, HyJ0Ty, Ie0, 3a10p; AyKE PIIKO — CyXICTh Yy pPOTi, KOPOTKOYACHI KUIIIKOBI
crmasMu, jaiapes.

3 6oky wiKkipu ma niowKipHUX MKAHUH: TyKe PIIKO — CBepO1kK, BUCHITAHHS, YaCTOTA HEBIIOMa — KPOITUB THKA,
aHT10HEBPOTUYHUIN HAOPSIK.

3 6oky penpodykmusHoi cucmemu ma MOJOYHUX 3A103. PIIKO — rajakTopesi, 30UIbIIEHHS MOJIOYHUX 3aJ103
/TTHEKOMACTIsI, 9y TIAMBICTH MOJIOYHHUX 3aJ103, BUJIIJICHHS 3 MOJIOUHUX 3aJ103, aMEHOPEsI, HAOPSK MOJIOYHHX 3aJ103,
0171b Y IUISHIII MOJIOYHHX 3aJ103, IOPYIICHHS JIAKTAIlli, HEPETYIAPHUI MEHCTPYaIbHUN ITUKIL.

3 6oky onopHo-pyx080i cucmemu ma CROLYYHOI MKAHUHU: PITKO — OUTh Y HOTaX.

3 60Ky cewosudinbHoi cucmemu: ay’x)e PiIKo — 3aTpUMKa cedl, TU3ypis, 4acTe CEYOBUITYCKAHHSI.

3acanvui po3nadu: piIko — acTEeHisl.

3 6oky opeanis 30py: 9acTOTa HEBiJIOMa — OKYJIOTIpHI KPHU3H.

Inue: KOH FOHKTHBIT, CTOMATHT.

3minu nabopamopnux noxazuukig: nyxe pinko — niasuiienns pisasa AJIT, ACT1 xonectepuHy, He4acTo—
BIIXWJICHHS BiJI HOPMH MTOKa3HUKIB (QYHKIIOHATBHUAX TECTIB MEYIHKHU; PIKO — I ABUIEHHS PiBHS NPOJIAKTHHY Y
KpOBI.

Ockinbky rinodi3 3HaX0UTHCS 11033 TeMaToeHIeGamiyHuM 0ap’ €poM, TOMIEPUIOH MOXKE CIPUIUHUTH
MIIBUINCHHS PiBHS MPOJAKTHHY. Y TOOJUHOKHAX BHITAJKaX TaKa NIEPIPOTAaKTHHEMISI MOYKE TIPU3BOIUTH 10
HEHPOEHAOKPUHHUX MOOIYHNX e(eKTiB, TAKUX SIK TaJlaKTOpes, TIHEKOMACTis Ta aMeHOpesl.

VY nepioa mocTMapKETHHTOBOTO 3aCTOCYBAaHHS MpenapaTy BiAMIHHOCTEH y podisi 6e3neKH 3acTOCYBaHHS
npenapary y I0pociauX Ta JiTel BiA3HAYEHO He 0YyJI0, 32 BUHATKOM €KCTparipaMilagbHUX PO3JIaJIiB Ta IHIIUX
SIBUII, CYJIOM 1 30yPKE€HHsI, TOB’I3aHUX 13 IIEHTPAJILHOIO HEPBOBOIO CUCTEMOIO, L0 CIIOCTEPiTaIrncs NepeBakHO Y
JTeH.

Tepmin npuoamnocmi. 4 poku.

YMmoBHu 30epirannsi. 30epiratu B OpUriHaJbHINM yIIaKoBLI MpU TeMnepaTypi He Buie +25 °C, y HeOCTYITHOMY
JUISL JITEH MICIII.



¥YnakoBka. [To 10 Tabnerok y Gmictepi, mo 3 6micTepu y KapTOHHIN ynakoBi; mo 10 tadierox y omicrepi, mo 1
OJicTepy y manepoBoMy KOHBepTi; o 10 OicTepiB y KapTOHHIN YITAKOBII.

Kareropis Binnycky.be3 peuernra.

BupoOuuk.
Menneit ®apmaceroTikaic JITa.

Micue3HaxoakeHHsI BAPOOHMKA Ta HOr0 ajpeca Miclsl IPOBAIKEHHS AislJIbHOCTI.
[Tnot Nel8 1 19, Cepseit Ne 378/7 18, 379/2 1 3, 3api Koysseii Poyx, Kauram, Jlaman, 396 210, Tamis.



