IHCTPYKIOIA

IJIsI METHYIHOT 0 3aCTOCYBaHHS JIiIKapChKOI'0 3aC00y

MEJOITPAM®

(MEDOPRAM)

CKnao:
0itoua pevosuHda: eCIUTAIONpPaAM;

1 TabGneTka, BKpUTa IUTiBKOBOIO 000JI0OHKOIO0, MiCTUTD eCUUTasIoNpaM (y BUTJISAI eCLIUTAIONpaMy
okcanarty) 5 mr, 10 mr, 20 Mr;

00ONoOMIdiCHI peyoBUHU: HATPil0 KpOoCKapMeo3a, MiKpOKpHCTallidHa I1e/110103a CHAJlikaToBaHa
(KpeMHi0 DiOKCHUM KOJIOIMHUHY, I1eJ110JI03a MIKPOKPHCTAJliuHa), TallbK, MarHilo cTeapar;

naigkose nokpumms: Opadry II White (;1akTo3a MoHOTigpaT, rinpomesnosa, Tutany giokcugp (E 171),
MakKporon).

JIikapcbka ¢opma. TabrmeTKH, BKPUTI IIJIiIBKOBOIO 000JIOHKOIO.
OCHOBHI (pi3uKo-XiMiuHI 81aCMUBOCMI:

TabneTKy Mo 5 Mr - Mauxke 0isti, KpyriIi, IBOBUIYKJIi Ta0neTKH, BKPUTI IIiBKOBOIO 000JI0HKOIO, 3
MapKyBaHHAM «E» Ha BEpXHill CTOPOHI;

tabnetku mo 10 Mr - mMatizke 6isti, OBajIbHi, IBOBUIIYKIII Tab/IeTKM, BKPHUTI IIJTiIBKOBOIO 000JIOHKOIO, 3
rnubOKOI0 JIiHIEI0 PO37IOMY Ha BEPXHiM CTOPOHI Ta MapKyBaHHAM «A A» Ha HUXKHill CTOPOHI;

tabnetku mo 20 Mr - Matizke 06isti, OBajIbHi, IBOBUIIYKIII Tab/IeTKM, BKPHUTI IIJTiIBKOBOIO 000JIOHKOIO, 3
rnubOKOIo JIiHIEI0 PO37IOMY Ha BEPXHiM CTOPOHI Ta MapKyBaHHAM «E E» Ha HUXKHI# CTOPOHI.

dapMakoTepaneBTHYHA rpyna. AHTugenpecanT. CeeKTHUBHI iHTiOiTOpH 3BOPOTHOTO 3aXOIJIEHHS
cepotoHiny. Kog ATX NO6A B10.

dapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

MexaHi3Mm mii. EcuuTanmonpam - ceieKTUBHUY iHTiOiTOpP 3BOPOTHOTO 3axomnieHHs cepoToHiny (CI33C)



(5-HT), 3 BUCOKOI0 CIIOPiAHEHICTIO 3 IEPBUHHOIO AiNTSHKOI 3B’sI3yBaHHS. BiH TaK0X 3B’SI3YETHCA 3
aJI0OCTEPUYHOI0 AiITHKOIO IEPeHOCHUKa CePOTOHIHY 3 MeH1I010 y 1000 pa3iB cnopigHeHICTIO.
EcnuTanmonpaM He Ma€ 30BCiM ab0 Ma€ AyxKe crnaldKy 3[aTHICTh 3B’SI3yBAaTHCS 3 HU3KOI0 PEIeNTOpiB,
Bkmovatouu 5-HT,,, 5-HT,, modaminosi peuentopu D,-i D, a,-, a,-, B-ampeHepriuHi penenTopy,
ricraminosi H,, MyckapuHOBi XoniHepriuni, 6eH30/ia3eniHoBi Ta omiaTHi peuentopu. IHri6yBaHHsS
3BOPOTHOTO 3axorieHHs 5-HT € emuHUM MOXKJIMBUM MEXaHi3MOM [Iii, SKUM MOXKe MOSCHIOBATH
(hapMakoIoTiuHi Ta KJiHiuHiI e(eKTH eCcLUTAIONIpaMy.

®apmakonuHaMiuHi ebekTu. [Tig yac mogBifHOrO Cimmoro miaanedo0-KOHTPOILOBAHOTO
nociimxkenus EKI 3a ygacTio 30opoBux 0oOPOBOIbIIIB 3MiHa Bif moyaTky QTc (Kopekiis 3a
dbopmynoio Opimepivis) cranosuna 4,3 mcex (90 % pmosipuunit inTepsan (II): 2,2; 6,4) mpu
no3i 10 mr Ha mo0Oy Ta 10,7 mcek (90 % [I: 8,6; 12,8) mpu mo3i Bulre TepaneBTU4HOI 30 MT
Ha 100y (muB. po3minu «IIpoTunoka3aHHs», «B3aemMopist 3 iHIIUMY TiKapCbKUMU 3aco0aMu Ta
iHIIi BUOM B3aeMopiii», «OcobGIMBOCTI 3acToCcyBaHHA», «[Iepego3yBaHHI» Ta «[106iuHi
peaxirii»).

KniniuHa eQeKTUBHICTh

Beauki 0denpecusHi eni3odu. EQeKTUBHICTD ecIiuTanonpaMy y JiKyBaHHI BEJTUKUX
IeNpecUBHUX €Mi30/IiB y TOCTpUM mepioxn Oyna nmokasaHa y 3 3 4 MOABINHO CIIiMUX, Mauebo-
KOHTPOIbOBAHUX, KOPOTKOCTPOKOBHUX (8-THKHEBUX) AOCiAKEHb. Y JOBFOCTPOKOBOMY
IOCIiIXKeHHI TPo(]ilakKTUKY penuanBy 274 MallieHTH, SKi Mif Yac I04aTKOBOl 8-TUXKHEBO1
BiOgKpUTOI (pa3u JOCITiAKEHHS BiIIOBiIX Ha JiKyBaHHS ecluTanomnpaMoM y mo3i 10 abo 20
Mr/no0y, Oy paHIOMi30BaHi [IJI IPOIOBXKEHHS TPUNOMY eCIIMTaIoNpaMy Y Tii camil mo3i
abo marebo IPOTATOM mepiony mo 36 THXKHIB. Y ITbOMY OOCIIIXKEHH] y MaIlieHTiB, sSKi
IIPOMIOBXKYBaJId OTPUMYyBATH €CIUTAJIONpPaM, CIIOCTePiraBCcsl CTaTUCTAYHO 3HAYYIO OiNbIil
TPUBAJIUY I1€PiOf Yacy [0 BUHUKHEHHS PEelUUBY Y MeXaX HaCTYIIHUX 36 TUXHIB y
MOPiBHSHHI 3 TUMU IAIliEHTaMH, SIKi OTPUMYBaJIK 11aie6o.

CouianvHull mpuBoXCcHUlU po31a0. EcuuTanonpaM BUSIBUBCS e(eKTUBHUM [/ JTiKyBaHHS
COILIiaIbHOT'0 TPUBOXKHOTO PO3J1aAy K YV TPhOX KOPOTKOCTPOKOBUX (12-THXKHEBHUX) HOCIIAXKEHHIX, TaK
iy 6-MicauHOMY HOCTiAXKEHHI MPOodiTaKTUKU peluauBy. Y 24-TUKHEBOMY JOCTiAKEHHI O TUMAalbHOI
no3u Oyna MpoeMOHCTPOBaHa e(peKTUBHICTh ecIiuTasonpamy y no3ax 5, 10 ta 20 mr.

I'enepanizosaHutli mpugodcHull po3aad. Eciutanonpam y go3ax 10 ta 20 mr/moby 6yB
eexTuBHUM y 4 3 4 nane00-KOHTPOJIbOBAHUX [OCTIAXKeHb. 3TigHO 3 00'€NHaHUMU JaHUMU TPHOX
MOCITiKeHb 3 MOMIOHUM OU3alHOM, B SKUX YV CYKYITHOCTI B35B y4acTh 421 mali€eHT, 110 OTPUMYBaB
ecuuTasnonpam, Ta 419 narienTis, 1o oTpuMyBanu muanebo, Ha JTiKyBaHHS Binmosinu 47,5 % Ta 28,9
% marti€eHTiB BiANOBigHO, a peMicis Hactana y 37,1 % Ta 20,8 % namieHTiB BignoBigHO. CTiikui epekT
CIocTepiraBcs 3 MEPIUIOTo TUXKHS NiKyBaHHs. [ligTpuMy0unid epekT ecuuTanonpamy y mosi 20
Mr/mo6y O6yB IPOOEMOHCTPOBaHUM Y 24-76-THXKHEBOMY PaHIOMi30BaHOMY AOCTiAXKEHH]
IigTPUMYI04Y0T0 e(eKTy JTiKyBaHHS, B SKOMY B35/1 y4acTh 373 Malli€HTH, IO BiANOBINKA Ha
Ipemnapar IIif Yac 104aTKoBOro 12-TUXKHEBOIo JIIKYBaHHS Y BIAKPUTOMY peXUMi.

ObcecugHoO-KOMNY1bCUBHUTL P03a0. Y paHgOMi30BaHOMY MOABIAHO CIIIIOMY KITiHIYHOMY
IoCTimKeHH]i eciutanonpam y mo3i 20 Mr/mo0y nmpomeMOHCTPYBaB BiAMiHHICTE Bif mtarebo 3a
3arajbHOI0 KiNbKicTio OamiB 3a 00CecuBHO-KOMITYIbCUBHOIO IIKanoi €115 - BpayHa (Y-BOCS) uepe3
12 tuxHiB nikyBaHHA. Yepe3 24 TUXKHI BigMidaaucs lepeBaru 3aCTOCyBaHHs eCLUTAIONpaMy K y
mo3i 10 Mr/mo0y, Tak i y mo3i 20 Mr/mo0y y mopiBHsIHHI 3 mnane6o. EQeKTUBHICTh mpemnaparty y



npodinakTulli peruaouBis Oyia MPOEeMOHCTPOBaHa AJig ecluTanonpamy y go3ax 101 20
Mr/0o0y y malli€eHTiB, SIKi BigmoBinu Ha ecuuTanonpam y 16-TuKHEeBOMY BiIKPpUTOMY Iepiomi
Ta OyJu BKIIIOUEHi y 24-TUXKHEBUU paHIOMi30BaHUY MOABIMHO CIinui mamebo-
KOHTPOJIbOBAHUM TEPIO.

dapmakoKiHemuka.

A6copbirisi. AGcopOiItisi MpaKTUYHO MOBHA 1 He 3a7IeXKUTh Bifl BXKUBaHHA ixki. CepeqHi yac
INOCSATHEHHS MaKCUMaJIbHOI KOHIIeHTpallii (cepenHe T,,,,) CTAHOBUTH 4 TOOUHU MicIist 6araTopa3oBoOro
3acTocyBaHHS. 4K i Ay pauemigHoro nuTagonpamy, abconoTHa 6i0g0CTYIHICTh ecIiUTanonpaMy
0uiKyeThCs Ha piBHI mpubnusuo 80 %.

Posmopin. Vasuuii 06’eM posnoginy (V,,/F) micns nepopansHoro npuioMy npenapary CTaHOBUTb
npubnu3no 12-26 n/kr. 3B’A3yBaHHS €CIUTAIONPaAMy Ta MOr0 OCHOBHUX MeTabomiTiB i3 GinmkaMu
nja3Mu CTaHOBUTH MeHIe 80 %.

Biorpancdopmariis. Eciutanompam MeTab0mi3yeTbC ¥ MEYiHIN 10 1eMEeTHUILOBAHOTO Ta
OUIEeMeTHIIboBaHOTO MeTabomiTiB. OOumBa BOHU € (hapMaKOJIOTiYHO aKTUBHUMHU. 1K albTepHATHBA
MOKJIMBe OKHCHEHHS a30Ty 0o hopmu N-okcupgHoro Metabonity. fK BuXifHA CIONyKa, Tak i
MeTaboIiTH YaCTKOBO €KCKPETYIOThCS Y BUTTIAAL TTIIOKYPOHiAiB. [Ipu GaraTokpaTHOMY IIpUKOMi
IIpernaparty CepefHi KOHLeHTpallii AeMeTHUIL0BAHOT0 Ta AUEMETUIHOBAHOTO MeTa0O0IiTiB 3a3BUYai
CTaHOBIATE BigmoBigHO 28-31 % i <5 % Bifm KOHIleHTpaLil ecuuTamonpamy. bioTpanchopmaris
€CLUTAJIoNpaMy 00 JeMEeTUILOBAHOTO MeTabo Ty BigOyBaeThCSI TOIOBHUM YMHOM 3@ I0IIOMOT 010
utoxpomy CYP2C19. MoxnuBa meska y4acts i pepmenTiB CYP3A4 ta CYP2D6.

Eniminanis. Ilepion HaniBBuBeneHHs (t,,4) micis 6araTopa3oBoro 3aCTOCyBaHHS CTaHOBUTh
npubnu3Ho 30 rogus. [1nasmosuii kinipesc (Cl,,,) Ipu nepopanbHOMY IPUHOMi CTAHOBUTH IPUOIHN3HO
0,6 11/xB. B ocHOBHUX MeTa0O0JIiTiB Mepio HaMiBBUBEOEHHS [OBLINN. BBaXKa€ThCs, 110 €CIIUTATIONPaM
Ta ¥Oro OCHOBHI MeTab0IiTh BUBOAATLCS II€UiHKOIO (MeTaboMiyHUi UIIAX) i HUpKaMHU, IPU LIbOMY
Oinbllla YaCTMHA BUBOOUTHCS y BUTTISIAI MeTabOIITIB 3i ceyeto.

JlinitiHicTh. KiHeTuKa ecuuTanonpamy jiiHiliHa. PiBHOBaXKHa KOHI[EHTPAIIiSl JOCATAETLCS IPUOIU3HO
yepe3 1 TuxpeHsb. CepenHi piBHOBaXKHI KOHIIEHTPAIlil, fKi CTaHOBNATh 50 HMOJIB/T (Hiana30H:
20-125 HMOMB/M), HOCSATAIOTHCS MPU 3aCTOCYBaHHi m060B0Oi mo3u 10 Mr.

[NarnieHTy NITHLOrO BiKY (BiKOM Bifl 65 POKiB). BUSABNSAETHCS, 1110 y NALI€HTIB JIITHHOT'O BiKY

€CIIUTaNoNpaM BUBOAUTHLCS IOBIbHIIIE, HiXK Yy MOJIOAUX MallieHTiB. CucteMHa ekcno3utis (AUC) y
TAIli€HTIB ITHROTO BiKy mpubau3Ho Ha 50 % BUIIA, HiK Y MOJIOAUX 3[OPOBUX TOOPOBOIIBLIIIB (IUB.
po3min «Croci6 3acTocyBaHHS Ta HO3U»).

3unxkeHa GQYHKIIIG DeYiHKY. Y MallieHTiB i3 j1erkoo abo IoMipHOIO IIeYiHKOBOIO HeIOCTaTHICTIO (3a
kputepisamu Yaiinga - [1'10 A i B) mepion HamiBBUBEOeHHS ecliUTaonpaMy 30ilbIIyBaBCs MalixKe
BABiuUi, a ekcro3utis Ha 60 % BuIilla, HiXK B 0Ci0 i3 HOpMabHOIO (QYHKIIIEI0 TEeYiHKY (OUB. PO3MiN
«Cmocib 3aCcTOCyBaHHS Ta JO3U»).

3unkeHa QYHKII HUPOK. Y MAaIlieHTiB 3i 3HWXKEHO0I0 QYHKIIIEI0 HUPOK (KIipeHc KpeaTuHiny CL,,
10-53 mn/xB) mpu 3aCTOCYBaHHI palieMiyHOTr0 IIUTalI0lpaMy CIIOCTePiraBCcs JOBIIMU dac
HalliBBUBEJIeHHS Ta He3HaYHe 3POCTaHHS eKcrno3utlii. KoHieHTpanis MeTaboJIiTiB y M1a3Mi KpoBi He
mociimkeHa, ane Moxe OyTu mipBuieHoo (nuB. Po3gin «Cmocib 3acTocyBaHHS Ta HO3U»).

[TonimopdismM. [Ipu HegocTaTHIM aKkTUBHOCTI i30epMenTy CYP2C19 3adikcoBaHO MOABiKHI
KOHIIeHTPallil ecCMTaIoNpaMy y Ijia3Mi KpPOBi TOPiBHSHO 3 HOpMaIbHUM MeTabo1i3MoM



ecruTanonpamy. [Tpu HemoctaTHOCTI i30hepmenTy CYP2D6 cyrreBux 3min AUC He crocTepiranu
(muB. po3min «Croci6 3aCTOCYBaHHS Ta HO3U»).

KrinigHi xapaKTepHCTHKH.
Iloka3anus.

JIikyBaHHST BeJIMKUX IeIIPECUBHUX €I1i30/1iB, MaHiYHUX po3iamiB 3 abo 6e3 aropadobii, comianbHUX
TPHUBOKHUX PO371afiB (corianpHa Go0is), reHepami3oBaHUX TPUBOXKHUX PO3JIafiB, 00CECHBHO-
KOMITYJIbCUBHUX PO3/IafiB.

IIpomunoka3aHHs.

[TigBuIeHa YyTNIUBICTh [0 ecUKUTanoNpamMy abo [0 iHIIMX KOMIIOHEHTIB mpemaparty. OgHoYacHe
JiKyBaHHS HECEJIEKTUBHUMU HE3BOPOTHUMH iHTiOiTOpamMu MoHOaMiHOKcuma3u (iHribitopamu MAO)
yepe3 PU3UK CEPOTOHIHOBOT'O CUHAPOMY 3i 30yAKEHHSIM, TPEMOPOM, TillepTepMieio Ta iHIMUMU
cuMIITOMaMu (IUB. PO3[in «B3aemois 3 iHIIMMY TiKapChbKUMU 3aco0aMu Ta iHIT BUOU B3a€EMOMIN»).
KombiHOBaHe 3aCTOCYyBaHHS €CIUTAJIONPaMy Ta 3BOPOTHUX iHTiO6iTopiB MAO Tuny A (Hampukiag
MOKJI00eMifly) ab0 3BOPOTHOTO HECENEKTUBHOTO iHTribiTopa MAO niHe30/ify IPOTUIIOKa3aHe Yyepe3
PU3UK I0YATKYy CEPOTOHIHOBOIO CUHAPOMY (IUB. PO34in «B3aeMonisd 3 IHIMUMU JTIKapCbKUMU
3acobaMu Ta iHIIi BUOW B3aeMofili»). EciiuranonpaM mpoTUIIOKa3aHU [JIs 3aCTOCYBaHHS IallieHTaM
3 cuHOPOMOM nofoBxKeHoro iHTepBany QT (BpomxkeHnu#t abo HabyTuit). Ecuutanonpam
IIPOTUIIOKA3aHO 3aCTOCOBYBATU OMHOYACHO 3 JIIKAPCHKUMHU 3aco0aMu, SIKi 3[aTHi ITOJ0BKYBaTU
intepBan QT (guB. po3nin «B3aeMopmist 3 iHIMMMU JTiIKAPCHKUMHU 3aco0aMu Ta iHIi BUAKU B3aEMOiN»).

B3aemodisa 3 iHwumu nikapcekKumu 3acobamu ma iHwi eudu e3aemoditi.

®apmMakoOuUHAMiyHi 83aeMO0ii

[IpoTumnokasaHi KomMbiHalIii

He3sopomHi HeceaekmugHi iHzibimopu MAQ. TToBimoMIsIIOCS PO BUTAOKKM CEPHO3HUX PeakIlii y
nauienTis, ki npuiiManu CI33C y koMm0iHallii 3 HeceleKTUBHUM HE3BOPOTHUMH iHTibiTopamu MAO,
Ta y MaLi€HTiB, IKi HemogaBHo 3aBepruu JikyBaHHg CI33C i po3nmoyanu mpuiiom iHridiropis MAO
(ouB. po3min «[IpotunokasaHHs»). [HKoMM OyIM BUIaAKXA PO3BUTKY CEPOTOHIHOBOTO CUHAPOMY (OUB.
po3min «ITob6iuni peakirii»). Kom0OiHalis ecuuTanonpamy 3 HeCeJIEKTUBHUMHU HE3BOPOTHUMU
inri6itTopamu MAO mpoTtunoka3aHa. JIiKyBaHHS eCIIUTAIONPaMOM CJIifl MoYynHaTH Yepe3 14 oHiB
micys BimMiHM He3BOPOTHUX iHTiIOiTOpiB MAO. JliKyBaHHS HECEIEeKTUBHUMU HE3BOPOTHUMHU
inribiTopamMmu MAO MoXKHa MOYKWHATH JIUIlIe Yepe3 7 OHIB MiCJd IPUIUHEHHS IPUILOMY
ecuuTanonpamy.

38opomHull cesekmugHull iH2ibimop MAO muny A (Moka06emid). Yepe3 pu3uK PO3BUTKY
CEPOTOHIHOBOTO CHHIPOMY OfHOYACHE 3aCTOCYBaHHS ecluTanonpamy 3 inriéitopom MAO tumy A
MOKJI06eMiloM TpoTHUIIOKa3aHe. FAKII0 3aCTOCYBaHHS i€l KoMOiHalli BBaXKa€ThCS HEOOXiTHUM, TO
CIIOYaTKY NIpU3HA4YaloTh MiHiMaIbHI peKOMEHOOBaHi 103K IiJ peTeIbHUM KIiHIYHUM HarisagoM (Ous.
po3min «[IpoTunokasaHHSI»).



3sopomHuil HecenekmusHultl iH2i6imop MAO (niHe30i0). AHTUOIOTHK JTiHE30JIi[l € 3BOPOTHUM
HeceNleKTUBHUM iHribiTopom MAO Ta He IOBMHEH NMpPU3HAYATHUCS MallieHTaM, sIKi TpuiMaiTh
ecuuTanonpam. fAKio Taka KomOiHallis € HeoOXigHOW, CITif MpU3HaYaTy MiHiMabHi 7031 000X
IpernapariB IMif peTeNnbHUM KITiHIYHUM HarIsaoM (IUB. po3mdin «IIpoTHUIIOKa3aHHS»).

HesgopomHull ceaexkmueHull iHzibimop MAO muny b (cenezinin). KombiHallis 3 cenerininom
(He3BopoTHuY iHTiI6iTOp MAO TNy B) moTpebye 06epekKHOCTI Yepe3 PU3UK PO3BUTKY
cepoToHiHOBOTO cHHApPOMY. CeseriHiH y mo3ax go 10 Mr Ha go0y BKII0YHO 0€31eYHO 3aCTOCOBYBABCS
pa3oM 3 paleMiYHUM IIUTaI0ITPaMOM.

ITodosacenHa inmepsaay QT. PapMakKOKiHETHYHI Ta (hapMaKOgUHaMidHi JOCIigKEHHS
KOMOiHOBaHOTO 3aCTOCYBaHHS €CIUTAJIONPaMy 3 iHITNMU JIiKapChbKUMU 3aco0aMu, IKi IOOOBXKYIOTh
inTepBan QT, He npoBoauKCe. [Ipu 3aCTOCYBaHHI eclIUTaI0ONpaMy Pa3oM i3 TaKUMU pernapaTaMyu He
MOXKHa BUKJIIOYaTH BUHUKHEHHS afUTUBHOTO e(PeKTy. Y 3B'A3KYy 3 LIUM, OOHOYACHE 3aCTOCYBaHHS
eCLUTAIoNpaMy 3 JIikapCbKUMU 3aco0aMu, SIKi MogoBXKyoTh iHTepBasn QT, TakuMu K
IPOTHAHTHAPUTMIiuHI npenapaTu Kiacy 1A i III, aHTunCuxoTUKY (Hanpukiap MoxXigHi GpeHoTia3uHy,
miMO3HU]I, TaJIONePUA0T), TPULUUKITIYHI aHTUIEIIPeCaHTH, NesKi MPOTUMIKpoOHi 3aco0u (Hampukiamg
crtapdokcanuH, MOKCU(MIIOKCAH, EPUTPOMIIIMH OIS BHYTPIIIHBOBEHHOT'O 3aCTOCYBAHHS,
NIeHTaMiuH, TPOTUMAaNAPiHi 3acobu, 30KpeMa ramodaHTpuH), fesKi aHTUricTaMilnHi 3aco0u
(BKJTIOYAIOYM aCTEMi30JI, TifPOKCU3WH, Mi30JIaCTHH), IPOTUIIOKa3aHe.

KowmbiHariii, 110 BuMaramTh 060epekHOCTi MPK 3aCTOCYBAHHi.

CepomoHiHep2iuHi nikapcoKi 3acobu. OmHOYaCHE 3aCTOCYBaHHSA 3i CEPOTOHIHEPTiYHUMHU JTiIKapPChKUMU
3acobaMu (HampUKJIIaf omioifaMu (BKJIIOYalOYX TPaMafoJl), Ta TPUNTaHaMH (BKITIOHAI04H
CyMaTpPHUIITaH)) MOXKe MPU3BECTH N0 CEPOTOHIHOBOI'0 CUHAPOMY (AUB. po3min «OcobmuBOCTi
3aCTOCYBaHHS»).

JlikapcukKi 3acobu, saKi 3Huxcyroms cydomHuil nopie. CI33C MOXyTh 3HUKYBATH CYOOMHUM TIOPIT.
PexomeHayeThCst 06epeKHICTL IIPU 0OJHOYAaCHOMY 3aCTOCYBaHHI IIpemnapariB, SKi 37aTHi 3HUKYBaTH
CyIOMHUU IIOPIr (HallpuKiaf, aHTupenpecanTiB (Tpunukiivni, CI33C), HeliponenTUKiB (heHoTia3uHy,
TioKcaHTeHHU, OyTupodeHoHu), Medrioxiny, OyIpomioHy i TpaMagony).

JIimili, mpunmogaH. OCKilbKM 3apeeCTpPOBaHO BUMAAKHY MigCHIEHHS [il IPU CYyMiCHOMY 3aCTOCYBaHHi
CI33C i nitito abo TpunrtodaHy, peKOMEHIYETLCS 3 00ePeKHICTIO IPHU3HAYATH 1Ii TpernapaTu
OIHOYAaCHO.

3gipobiti. OgHouyacHe 3acTocyBanHs CI33C Ta pocnuHHMX 3ac06iB, sKi MicTATh 3Bipo6ilt (Hypericum
perforatum), Moxe ITPU3BECTH [I0 MigBUIIEHHS YaCTOTHU IMO0IYHUX peakuiit (quB. po3ain «Ocob6nuBocTi
3aCTOCYBaHHS»).

AHmukoaeyaaHmu. MoxivBa 3MiHa epeKTiB aHTUKOATy/ISHTIB YHACTILOK OMHOYaCHOTO
3aCTOCYBaHHS 3 €CLATAJIONPaMOM. Y IalieHTiB, sKi IPUKUMalOTh 1epopabHi aHTUKOAryJIsSHTH,
HeoOXiTHO ITPOBECTH PETEIbHUN MOHITOPUHT CHCTEMU 3ropTaHHs KPOBi mepe i micis 3acTocyBaHHS
ecuuTtanonpamy. OfHOYacHe 3aCTOCYBaHHS HECTEPOINHUX ITPOTHU3anaJbHUX 3aC00iB MOXKe 30iTbIIUTH
CXUJTBHICTD 0 KPOBOTEUi (IUB. po3min «Oco0IMBOCTI 3aCTOCYBAHHS»).

Asnkoeoav. EcuivTanonpaM He BCTyIa€ 3 alKorojieM y ¢papMakoauHaMiuHy abo papMakoKiHETUYHY
B3aeMopito. OgHaK, 5K i y pa3i 3aCTOCyBaHHS IICUXOTPOITHUX JIiKapChKUX 3ac00iB, KoMOiHaIlis 3
ankorojeM € HeOaXkaHOIo.

Jlikapcoki 3acobu, w,0 CnpuyuHAOMb 2inokasniemiro/zinomazHiemiro. HeoOximHa 06epexkHiCTh pu
OTHOYAaCHOMY 3aCTOCYBaHHi JTiKapchKUX 3ac00iB, 3MaTHUX BUKJIMKATH TillOKasieMito/rimoMartsiemio,



OCKiJTbKM ¥ TaKOMY BUTIAAKY 30iTbIITYETHCS PU3UK PO3BUTKY 37I0SIKiICHUX apUTMiil (OUB. PO3MiN
«OCc06IUBOCTi 3aCTOCYBAHHS»).

®apmakoKiHemuy4Hi 83aemo0ii

BrnnuB iHmux 3aco6iB Ha ¢papMaKOKiHETHKY ecliuTanonpaMy. Metabomi3M eclidTanonpamy roioBHUM
yiHOM BifnOyBaeThCs 3a yuacTio CYP2C19. ®epmenTtu CYP3A4 i CYP2D6 TakoxX MOXyTh OpaTu OesKy

y4acTh ¥ #oro Metabosi3Mi, xoda i MeHIow0 Mipoto. YaCTKOBUM KaTali3aTopoM MeTabommi3mMy
ocHOoBHOT0 MeTabomnity S-DCT (meMeTHILOBaHOT'O eCLMTANIONPaMy) BBaxka€eThcs hepmenT CYP2D6.

CyMicHe 3aCTOCyBaHHS ecITamonpamy Ta omemnpasony 30 mr 1 pa3 Ha goOy (CYP2C19 iuri6iTopa)
IPU3BOIUTH OO0 MOMipHOTO (mpubau3no Ha 50 %) mimBUIEeHHS KOHIIEHTpPAIlil ecIiuTaronpamy y
IIJIa3Mi KPOBI.

OnHovacHe 3aCTOCYBaHHA eciuTasnonpamy i nuMetuguny 400 Mr Bidui Ha K006y (TOMipHO MOTYXKHUM
3arajabHui iHTribiTOp hepMenTiB) cipuuuHse noMmipae (mpubnau3Ho Ha 70 %) 30inbIIeHHS
KOHIIeHTPallil ecliiTazoNpaMy B Ijia3Mi KpoBi. Ciig BUSBIATH 00epexkKHICTh MpH KOMOiHOBaHOMY
3aCTOCyBaHHI ecIIUTaIoNpaMy 3 IUMETHONHOM. Moxke BUHUKHYTHU TOTpeba Y KOpUTyBaHHI JO3HU.
TakuM ynHOM, HEOOXigHO 3 00EPEXHICTIO TPU3HAYATH €CLUTAJIONPaAM OJHOYACHO 3 iHTibiTopaMu
rutoxpomy CYP2C19 (Hanmpukiag, 3 OMEnpa30aoM, e30Menpa3oiioM, GIyKOHa30JI0M,
GbyBOKCaMiHOM, JTaHCOIIPA30JI0M, TUKJIOMITUHOM) ab0 3 IIUMETUAUHOM. [Ipu 0qHOYaCHOMY
3aCTOCyBaHHI 3HUXKEHHS 03U eCIUTaNonpaMy Moxe OyTH HeoOXimHUM 3a1eXKHO Bifl KIiHigHO]
OLiHKY (HuB. po3ain «OcobIUBOCTI 3aCTOCYBAHHS»).

BrnnuB ecuiMtanonpamMy Ha papMaKOKiHETHKY iHIMNX diKapchbKux 3aco6iB. EciiuTanomnpam €

inribitopom pepmenty CYP2D6. HeobOxigHa 06epekHIiCTh IPH IPU3HAUYEeHHi eCLIUTaI0NpaMy
OJHOYACHO 3 IIpellapaTamMi, Ki MeTa0o0JIi3yl0ThCS TOJIOBHUM YMHOM UM €H3UMOM i MalOTh BYy3bKUU
TepaneBTUYHNY iHAEKC, HapuKiap 3 ¢paekalHigoM, TpornapeHOHOM i METOIPOJIOJIOM (SIKUI
3aCTOCOBYIOTh IIPY CEPIIEBil HEIOCTATHOCTI) a00 3 eIKUMU JTiKapChKUMU 3acob6aMHu, 1110 AiI0Th Ha
LTHC Ta B ocHOBHOMY MeTabomi3yoTbcs 3a yuacti CYP2D6, Hanpukiag 3 TaKUMU
aHTUOeIpecaHTaMH, K Je3ulpaMiH, KIOMIIpaMiH i HOPTPUIITUIIIH, TAKUMU aHTUIICUXOTUKAMU, K
PUCIIEPU[IOH, TiIOPUOA3UH i ramonepunos. MoxiuBa Kopekiist mo3u. Kom0Oinamis 3 me3umnpaminoM abo
METOIIPOJIOJIOM NIPXU3BOAMIIA A0 MiABUINEHHS YABidi PiBHIB y m1a3mi nux ABox cybcTpaTis CYP2D6.
Y mocnimKeHHSX in Vitro mpomeMOHCTPOBAHO, 1110 eCIUTaI0NpaM TakKoX MoxKe 00yMOBITIOBaTH
HeBenuke inridyBanus CYP2C19. PekoMeHyeThCsl 00€pPEXKHICTh IPU OOHOYACHOMY 3aCTOCYBaHHI 3
nmikapcbKUMU 3aco0amu, ki meTabomizyiorecs CYP2C19.

Oco6.1ueocmi 3acmocyeaHHsi.
Huxxue3a3HauyeHi 0COGIMBOCTI 3aCTOCYBaHHS CTOCYIOTHCS TepaneBTH4YHOro Kiacy CI33C.

Himu. JlikapcbKu# 3acib He cllig Tpu3HavaTy OiTAM. Y mpolieci KIiHIYHUX JocifKeHb Oinbiia
YacToTa CyiluaaabHOI MoBediHKY (CIIpo0u CyillMay Ta MyMKH), BOPOKOCTI (3 IOMiHYBaHHSM arpecii,
CXUJIbHOCTI 10 KOH(pOHTAlil Ta ApaTiBIMBOCTI) CIIOCTEpiranacs cepeq AiTeH, AKi IiKyBaIucs
aHTUOENpPecaHTaMH, TOPIiBHSHO 3 TUMH, XTO ITpuiiMaB manebo. AKIo KiiHiuyHa cUTyalis Bce X
noTpebye IpU3HAUYEHHs TAKOTO JiKYBAaHHS, 3a MalliEHTOM He0OXiTHO PeTeNbHO CIIOCTepiraTu s
CBOEYACHOT'0 BUSIBJIEHHS CYillMOaNbHUX CUMITOMIB. KpiM Toro, HeMae JaHUX PO MOfaibily 6e3meKy
OJ1 OiTeu IIO0J0 POCTY, CTaTEBOr0 OO3PiBaHHA Ta KOTHITUBHOIO U ITIOBEOIHKOBOI'O PO3BUTKY.



ITapadoxcanvHa mpueoza. Y mesiKUX MAalli€HTiB i3 TaHiYHUMY Po3jlaflaMy Ha M0YaTKy JIiKyBaHHS
aHTUAeNpecaHTaMU MOXKYTh BifuyBaTU IIOCUJIEHHS TPUBOTHU. LI napagokcanbHa peakliiis 3BU4aliHO
3HUKAE IIPOTATOM [JBOX TUXKHIB JliKyBaHHS. [1]00 3MeHIINUTHA UMOBIPHICTb aHKCIOTEHHOTO e(heKTY,
PEKOMEHIYEThCSI HU3bKa II0YaTKOBa fio3a (muB. Po3pin «Cmocib 3acTocyBaHHS Ta [IO3M.»).

CyO0omHi Hanadu. HeoOxigHO BigMiHKUTH MpemnaparT, SKIIO Y MallieHTa BIepIle PO3BUHYBCS CyIOMHUMN
Hamap a0o Hamagy YacTimaoTs (Y MallieHTiB 3i nomnepegHiM miarHo3oM erminerncii). Crig yHuUKaTu
3actocyBaHHs CI33C marmieHTaM 3 HecTabilbHOIO eIIiNiencielo, a MaljieHTaM 3 KOHTPOJIbOBAHOIO
eTliyIeTnIci€elo - 3a0e3MeYnTH PeTeIbHUN HarIsa.

Manis. CI33C cmip 3 06epekHiCTIO 3aCTOCOBYBATH [Jid JIiKyBaHHS XBOPUX 3 MaHi€l0/TimoMaHi€0 B
anaMmHe3si. [Ipu nosBi manikansHOro ctany CI33C cnip BigMiHUTH.

Llyxposuti diabem. Y mauieHTiB 3 myKpoBuM miabetom jikyBaHHs CI33C Moxke BIJTUBATH Ha
TIiKeMiYHUY KOHTPOS (rimormikemist abo rimepriikeMist). [Jo3a iHCyiHY Ta/ab0 IepopanbHOTO
rinormnikeMiyHOTO 3ac00y M0oxKe TOTpeOyBaTU KOPEKIIi.

Cyiyuod/cyiyudanvHi OymKu abo no2ipweHHs KaAiHiuH020 cmaty. [lenpecis moB’s3aHa 3 PUSUKOM
CylllMaaTbHUX OIYMOK, CAMOTPaBMyBaHHS Ta Cylnuay. Llel pu3uK iCHY€ aX [0 NOCSATHEHHS CTiMKOl
peMicii. OCKiNbKY IOKpallleHHS CTaHy MOXKe He BiIOyTUCS MPOTSATOM MePIINX TUXKHIB JTiKyBaHHS a0
OinbIne, CJIi peTeabHO CIIOCTEePIiraTé 3a XBOPUMHU [0 IOKPAIeHHs IXHBOTO CTaHy. Bimomo, 1110 pu3uk
cyluuay MOKe IiIBUIIYBaTUCS Ha PaHHIX CTafisX OmyKaHHA. [HII IICUXiYyHI pO3/Taau, IpU IKUX
3aCTOCOBYIOTH €CIIUTAIONPaM, TaK0K MOXKYTh CYIIPOBOIKYBATUCS 3POCTAHHSM PU3UKY CYilIUAATbHUX
miit. Kpim Toro, Taki cTaHM MOXKYTh OyTH KOMOPOiTHUMHY 3 BEJIMKUM [EIPeCUBHUM po3itamoM. Li
3aCTepeXeHHST CTOCYIOThCSI TAKOXK JIIKyBaHHS XBOPHUX 3 IHIIMMU IICUXIYHUMU PO3/TagaMu.

[TarienTy 3 aHaMHE30M CyilMAaabHOl TOBEIiHKH IIIe 10 T0YaTKY JIiIKYBaHHS MalOTh HAUBUIIUN PU3UK
cyiupanbHUX OyMOK abo crpol i moTpebyioTh MUILHOTO CIIOCTEPEKEHHS TPOTITOM JIiKyBaHHS.
MeTaaHai3 OOCHiAXKeHb BUSBUB IiABUIIEHUN PU3UK CYILIAOAIbHOL IOBEAiHKY Cepeq MalliEHTiB BiKOM
Io 25 POKiB, SIKi MpuiMany aHTUOEIIPECAHTH, TIOPIBHSIHO 3 TUMHU, XTO MPUKMaB M1ame6o. I[TunbHui
Harjsgy 3a NallieHTaMy 3 BUCOKMM PU3UKOM 0CO0IMBO HEOOXigHUY Ha I0YaTKY JiKyBaHHS Ta IPH
3MiHi J031.

[TamieHTiB Ta IX OTOYEHHS CIIiT IIOTIEPEIUTH PO HEOOXigHICTh CIIOCTEPeKEHHS [/ BUSBIEHHS OyIb-
SIKOTO IIOTipIIEHHS CTaHy, CyllUaanbHOl MOBEMiHKYA a00 OyMOK i He3BUUHUX 3MiH Y MTOBEMiHII Ta PO
HeoOXiHICTh HeraHol MeAUYHOI KOHCYIbTAllil y pa3i pO3BUTKY IIUX CUMIITOMIB.

Axkamusis/ncuxomomopHe 36y0xceHHs. 3actocyBants CI33C/CI33CH moB’si3aHe 3 pO3BUTKOM
aKaTHu3il - CTaHOM, IKUU XapaKTepPU3YETHCS HETPUEMHUM BHCHAXK/IMBUM BifYyTTSAM HECIIOKOIO Ta
10Tpe60I0 PyXaTUCs i 4aCTO CYNPOBOIKYETHCS HE3MATHICTIO CUAITH a00 CTOSATH Ha OIMHOMY MiCIIi.
Takuit cTaH HalOiNbII iMOBIpHO BUHHKAE MIPOTSATOM IEePIIKX KiTbKOX THXKHIB JiKyBaHHS. 30i/bIIIEHHS
M03U MOXKe 3aIIKONUTH TallieHTaM, Y SKUX PO3BAHYIUCH TaKi CHMIITOMH.

I'inoHampiemis. T'inoHaTpiemisi, MOXJIMBO II0B’si3aHa 3 MOPYIIEHHIM CeKpellil aHTUAIyPeTHYHOT0
ropMmony, Ha Tii nputiomy CI33C BUHUKaE pigko i 3a3Buyali 3HKKae npu BigMiHi Tepamii. CI33C cnin 3
00epexkHiCTIO IpM3HaYaTH NMallieHTaM TPy PU3UKY (JIiTHiN BiK, HasfBHICTL UPO3Y NMEeYiHKU abo
OIHOYAaCHe JIIKyBaHH IIpenapaTaMy, siKi CIPUYUHSIOTH FIIOHATPIEMII0).

Kpososuausgu. [Tpu npuriomi CI33C MoxknuBi WKipHI KpoBoTeui, ekximo3 i mypnypa. CI33C/CI33CH
MOXKYTb 30iIbIIUTH PU3UK BUHUKHEHHS IIiC/ISAIIOIOTOBUX KPOBOTEY (OUB. PO3MiNK «3aCTOCYBaHHS Y
nepion BariTHOCTI abo romyBaHHSA rpynaoo», «ITob6iuni peakunii»). HeobxigHO 3 00epexHICTIO
npusHavaTty CI33C nanieHTaMm, gKi JiKyIOTHCA OZHOYACHO IIepOpaIbHUMU aHTUKOATyJISHTaMu,



JIiKapChKUMU 3aco0aMu, I0 BIJIMBAIOTh Ha (PYHKIII0 TPOMOOIUTIB (HAlpUKJyIag aTUIoBi
AQHTUIICUXOTUYHI 3aco0u, peHOoTia3nHuU, OiNBITICTh TPULUKITIYHUX aHTUEIIPECAHTIB,
aleTHIICAJIIIIAIIOBA KMCI0Ta Ta HEeCTEePOigHI MPOoTH3anaIbHi 3aco01, TUKJIOMIOHH i OUITipHIaMon), i
ITalliEHTaM 3 BiTOMOIO CXHUIIBHICTIO O KPOBOTEY.

Enekmpo-cydomHa mepanisa (ECT). Kniniuaui gocsig ogHodacHoro 3actocyBaHHsa CI33C ta ECT
o0MexkeHUM, TOMy PeKOMEHIYETLCS 00ePeXKHICTh.

CepomoHiHoasull cuHOpom. HeoOximHa 06epekHiCTh TPKU OMHOYACHOMY 3aCTOCYBaHHI eCIIUTAIONpPaMy
i3 3acobamu cepoTOHiHEepriyHol Ail, HallpuKiIag 3 TPUIITaAHAMH (BKJIIOUAlOYU CyMaTPHUIITaH),
omioimamu (BKII0Yal04Yy TpaMayoJ) i TpumTodaHoM.

[ToBiZOMIISANIOCS IPO PO3BUTOK CEPOTOHIHOBOTO CUHAPOMY V IIOOOUHOKUX BUINAKaX Y XBOPUX, Kl
npuiiManu CI33C ogHOYacCHO 3 CEPOTOHIHEPTiYHUMH JTiKapChKMU 3acobamu. KoM0OiHallisa Takux
CUMIITOMIB, K aXXHUTallis, TPEMOpP, MIOKJIOHYC Ta rinepTepMis MOXKe 03Ha4aTy PO3BUTOK I[LOTO CTaHY.
Y ubomy BUNagKy HeoOXifHO HeraliHo mpunuHuTH npuitom CI33C Ta cepoToHiHEpPTriYHOT0
JiKapChKOTro 3aco0y i po3moyaTy CUMIITOMaTUYHE JTiKyBaHHS.

3gipobiti. OgHouyacHe 3acTtocyBaHHs CI33C Ta poCIMHHUX IIpenaparTiB, sKi MicTSTh 3Bipo6iit
(Hypericum perforatum), MoxXe IMPHU3BECTH OO MigBUINEHHS YaCTOTH MOOIYHUX pPeaklid (IUB. pO3Min
«B3aeMopmis 3 iHIMMMH JTiKapChbKUMK 3aC00aMM Ta iHIIII BUAM B3aEMOIii»).

Cumnmomu 8iOMiHU, W0 cnocmepi2aromuvCsA NPU NPUNUHEHHI AikyeaHHA. CHUMIITOMY BigMiHU IPU
3aKiHYeHHi NiKyBaHHS, 0COOIMBO PAIITOBOMY, € MOIIMPEeHUMH (IuB. po3ain «I1obiuni peakiii»). ¥
moCTimKeHHX Mo0iuHi peakilil, ToB’s13aHi i3 MpUNMHEHHSIM JIiKyBaHHS, CIIOCTepiranucs IpubirusHo y
25 % mauieHTiB Tpynu ecurTanonpamy ta y 15 % marienTiB rpynu nnane6o. Pu3uk BUHUKHEHHS
CHMIITOMIB BifMiHU 3aJIeKUTh Bif] KiIbKOX ()aKTOPiB, 30KpeMa Bifl TpUBaJIOCTi Ta JO3H, IOCTYIIOBOCTI
3HUKEHHS N03U. 3allaMOPOYEHHS, CEHCOPHi MOPYIIeHHS (BK/II0Yal4y ITapecTesilo i BiTuyTTS yaapy
CTPYMOM), po3ianu CHy (30KpeMa 0e3COHHS Ta SCKpaBi CHOBUMAIHHS), 30ynKeHHST ab0 TPUBOTa,
6moBaHHS Ta/abo HygoOTa, TPEMOP, CILUIYTAHICTh CBIIOMOCTI, ITOCUIIeHe TTOTOBUIIIEHHS, TOJIOBHUM
0inb, miapes, IpuCKopeHe cepuebUTTs, eMolliliHa HeCcTabibHICTh, APATIiBIUBICTH i pO3/Iafiu 30PY €
Hal4acCTiMMMU peakUisiMu. fK MpaBuio, Ii CHMITOME € JIETKUMU ab0 cepegHiMU 3a TAXKKICTIO,
OOHaK y [esIKUX Malli€HTiB MOXKYTh OYTH TIXKYUMU. BOHM 3a3BUYail BUHUKAIOTH Y IEPIIi AeKinbKa [1i0
IIiC/ISl IPUNMHEHHS JIiKyBaHHS, X04a JyzKe PigKOo IIOBITOMIISANINA IIPO BUHUKHEHHS TaKUX CUMIITOMIB
IIiCJIsT BUIAJKOBOTO IIPOITYCKAHHS JINIIIe OfHi€l [03U. 3a3BUYal Iii CHMITOMU KOPOTKOTPHUBAJI i
MUHAIOTh IIPOTATOM 2 THXKHIB, IIPOTe y AEeIKUX 0Ci0 MOXKYTb OyTH Oinbll TpuBanumu (2-3 micsili abo
[oBILIe). Y [IbOMY BUIIQIKY PEKOMEHAYETHCS IPUIUHATH 3aCTOCYBaHHS €CLUATAJIONPaMy IIOCTYIIOBUM
3MEHIIEeHHSAM 003U MPOTATOM Bifl HEKITbKOX THXKHIB [0 AEKiTbKOX MICSIIiB 3a/Ie2KHO Bifl CTaHy
malfieHTa.

CexcyanvHa ducpyHkuisn. CI33C/ I33CH mMoXyTh BUKITUKATU CUMIITOMHU CEKCyaJIbHOI AUCHYHKII1
(ouB. po3min «ITo6iuni peakuii»). Bynu moBimoMIeHHS PO TPUBAJI CeKCyasnbHi AuCcYHKIII, KoK
CUMIITOMU IIPOJOBXKYBa/INCS, He3BaxKawuu Ha npunuienHs npuromy CI33C/I33CH.

TwemiuHa xeopoba cepys. Yepe3 oOMeKeHHS KITIHIYHOT'0 JOCBIy PEKOMEHAYETLCS 00€PeXKHICTh Y
pasi 3acTocyBaHHS IIpenapary MallieHTaM 3 illeMiyHo0 XBOPo0oio ceplis.

ITodosocenHsa inmepsaay QT. BcTaHOBIEHO, 110 €CHUTAJIONPaM CIIPUYUHSIE 0303aIeKHE
nopnoBxeHHd iHTepBany QT. IIpo Bunagku nomoBxkeHHs iHTepBany QT Ta apuUTMito IIYHOUKIB,
BKJIIOYal04u torsade de pointes, MOBigOMIISIIOCH IEPEBaXKHO Y XKIHOK, Y MAI[iEHTIB 3 TilOKaIiEMi€0
abo 3 yXe iCHyrouuM NIOf0BKeHHAM iHTepBany QT, abo 3 iHmMKUMY 3aXxBOpIOBaHHAMU cepns. Crif 3
00epexkHiCTI0 3aCTOCOBYBATH IperaparT MallieHTaM 3 BUPaXKeHo10 OpaguKapIicro, malieHTaM i3



HeI[0JJaBHO IIepeHeCeHUM TOCTPUM iH(papKToOM MioKapfha 4u 3 JeKOMIIEHCOBaHOI CePIeBOI0
HemoCcTaTHiCTIO. [TopyineHHs 6anaHCy eJIeKTPOIIITIB, TaKi SK TilmokasieMis Ta rimomMarHiemis,
MigBUINYIOTh PU3UK PO3BUTKY 3JI0IKICHUX apUTMil Ta TOBUHHI KOPUTYBATUCh MEPEN ITI0YaTKOM
JiKyBaHHS eCIIMTalonpaMoM. Y MallieHTiB i3 3aXBOPIOBaHHSIMU ceplis 3i cTabinmbHUM Iepebirom nepeq
[I0YaTKOM JIIKyBaHHS eCLUTaJI0ONpaMOM CJIifi IIPOBECTU PeTelbHY OLiHKY noka3HuKiB EKI'. Y pasi
IIPOSIBiB CepIIeBOl apUTMii ITiff 9ac JIiKyBaHHS eCLUTalIO0NpaMoM JIiKyBaHHS CIIif BiGMIiHUTH Ta
nposectu EKT'.

3akpumoxkymosa 2aaykoma. CI33C, y ToMy 4uCJIi ecriuTanonpaM, MOXYTh BIJIUBATHA Ha PO3MIp
3iHuUIIi, 110 TPU3BOOUTD OO0 Mimpia3y. Llei migpiaTuuHu eeKT MOTEHIIMHO MOXKe 3BY3UTH KYT OKa,
IO TPU3BOAUTD [0 MiABUIIEHHS BHYTPIIIHBOOYHOTI'0 TUCKY Ta 3aKPUTOKYTOBOI IITayKOMHU, 0COOIMBO Y
CXUJIBHUX JI0 IIbOTO MalfieHTiB. ToMy ecuiMTanonpam ciif 3 06epeXHiCTI0O 3aCTOCOBYBATH TAIliEHTaM i3
3aKpPUTOKYTOBOIO TTayKOMOI0 ab0 T7layKOMOIO B aHaMHe3i.

MeponpaM® MiCTHTE 1aKTO3y. IlalieHTaM i3 PiIKiCHAMYM CIIaJKOBUMH 3aXBOPIOBAHHSAMH, TAKMMH K
HeIIePeHOCHUMICTh TalakKTo3M, HediluT TakTa3u abo ManbaOcopOIlis IIII0KO3KU-TaTaKTO3M, He CITif
3aCTOCOBYBATH LieH Ipenapar.

Ocob.ausi 3acmepesiceHHA w000 OonomigcHux pevosuH. OnHa TabneTka MegompamMy” MiCTHTB
MeH1ie 1 Mmonb (23 Mr) HaTpito, TOOTO MOXKHa BBaXKaTH, L0 IeH MMpemapaTr MPakKTUYHO He MiCTUTh
HaTpIik.

3acmocysaHHs y nepiod eazimHocmi abo 200y8aHHA 2py0010.
Baritsicts. KniniuHi gaHi moq0 3acTocyBaHHS eCUUTANIONPaMy IIPY JTiKyBaHHI BariTHUX 00MeXeHi.

HocrnigXeHHs Ha TBapUHAX [10Ka3aJld PeIpPONYKTUBHY TOKCUYHICTh. Ecuutanonpam
IIPOTUIIOKA3aHUY BariTHUM, 3a BUHSTKOM BUIIaIKiB, KOJIY IIiCJIg PETEIbHOI0 PO3TJISAAY BCiX PU3UKIB i
nepeBar Oyna 4iTKo qoBefeHa HeOOXigHICTh MpH3HAYEHHS IIpernapary. PEKOMEHOYEThCS peTeIbHe
00CTekeHHSI HOBOHAPOMXKEHWX, MaTepi SKUX IPUNMai eCiiuTaronpaM IIpoTATroM Iepiony
BaritHocTi, oco6nuBo y III TpuMecTpi. Crifg yHUKaTH PanToOBOI BiIMiHU NpenaparTy Iif 94ac BariTHOCTI.
Y HoBOHapomxenux, maTepi akux npuriManu CI33C/CI33CH Ha mi3HiX CTpOKax BariTHOCTI, MOXKI/IMBE
BUHVKHEHHS TaKUX CUMIITOMIB: PeCIipaTOpPHUY OUCTPEC, LIiaHO3, allHOe, CYOOMH, KOJIMBaHHS
TEeMIIePaTypH Tijlla, TPYOHOILII 3 TPYIHUM TOAYBaHHSAM, OJII0BAHHS, TillOTIIiKEeMis, TilepToHis, TimoTis,
rineppedrnekcisi, TpeMop, HepBoBe 30yIKEHHS, APaTiBIUBICTD, anaTis, IOCTiIMHUY Ia4, COHIUBICTS i
TPyZHOIIi 3i cHOM. Lli cuMnToMu MoXyTh 00yMOBIIOBaTUCS ab0 CepoTOHiHepriunuMu edektamu, abo
OyTH CUMIITOMaMH BifiMiHU. Y GinbLUIOCTI BUMAOKIB TaKi YCKIafHEHHS BUHHUKAIOTh 0fipa3dy a0o
He3abapoM (mo 24 romuH) micns mosorie. Emigemionoriuni maxi mokasanu, 1o 3actocyBaHHs CI33C B
nepiofl BariTHOCTi MoKe 30iNbIINTY PU3UK CTiMKOI JIereHeBol rimepTeH3sil y HOBOHAPOIXKeHUX (0 5
BumaykiB Ha 1000 BariTHUX, 3a JAHKMHU CIIOCTEPEKeHb). Y 3arabHii Momynsiii CTaHOBUTH 1-2
Bumnanky Ha 1000 BariTHOCTEH.

[Iepion rogyBaHH4A rpyanro. [IpunyckaeTses, 10 eCuuTaaonpaM IPOHUKAE Yy TPYIHE MOJIOKO, TOMY
rofyBaHHS I'PYAAI0 Ha Yac JIiKyBaHHS PEKOMEHAYEThCS IPUIIUHUTH.

®eprunbHicTh. [laHi JOCHIAXKEHb HA TBapPUHAX IIOKa3asly, [0 eCIUTaI0IpaM MOXKe BIJINBAaTH Ha
AaKicTh ciepMu. [ToBimoMiieHHS IIpo 3acTocyBaHHA fgeskux CI33C mroogsaM mokasaid, 1[0 BIJIUB Ha
SIKIiCTh ciepMu 000pOTHUM. BB Ha GepTUNBHICTH JIIOOWHYU [0Ci He CIIOCTepiraBcs.



30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

3arajyioM ecIuTasonpaM He BIJIMBA€E Ha iHTeleKTyaJlbHUM cTaH abo ICUXOMOTOPHI QYHKIIil, aje CIif
BPaxOBYBATH, IO SIK IICUXOTPOIIHUIM JTiKapChKUM 3aci0 BiH MOXKe BIJIMHYTU Ha IPUUHSTTS PillleHHS Ta
Ha 37i6HoCTi. [TamieHTiB HEOOXigHO MOMIePeAUTH PO MOTEHIIMHUM PU3UK BIIUBY Ha 3MATHICTh
KepyBaTH aBTOMOOisieM Ta IpalioBaTH 3 iHIIMMU MeXaHIYHUMU 3ac0o0aMu.

Cnocid 3acmocyeaHHsi ma do3u.
Beameka 3acTtocyBanHs m03 Buire 20 Mr Ha fo0y He Oy/la BCTaHOBJIEHA.
MepomnpaM 3aCTOCOBYIOTH BHYTPIITHEO 1 pa3 Ha moOy He3alekHO Bif mMpuioMy ixi.

Beaukuti 0denpecusHull eni3od. 3sudaiHo npu3HayaoTb 10 Mr 1 pas3 Ha go0y. 3alexXHo Bifg
iHoMBimyambHOI YyTIUBOCTI MallieHTa mo6oBa J03a Moxke OyTu 30iiblIeHa 40 MaKCUMalbHOI - 20 MT.

AHTHOenpecuBHUY edeKT 3a3BU4ail HacTae 4epes 2-4 TuxkHi. [1icna 3HUKHEHHS CUMIITOMIB
TiKyBaHHS HEOOXigHO IMPOMOBKYBATH Ille MiHIMyM 6 MiCSIIiB 1S 3aKPiNIeHHS JOCATHYTOr0 eheKTy.

ITaHiuHi po3aadu 3 azopagobicto abo 6e3 Hei. IIPOTATOM MEPUIOTO THUKHSI PEKOMEHIYEThCS
IIOYaTKOBa fo3a 5 Mr Ha fo0y, nmepen TuM, sk 30inpmutu 1o 10 Mr Ha goOy. Hapmami mo3y MoxHa
30iNBIIUTY 10 MaKcuMambHOI - 20 Mr Ha o0y, 3a1eKHO Bif iHAMBiAyambHOI Yy TIMBOCTI MallieHTa.

MakcuManbHUM eeKT IIpU JTiKyBaHHI MaHIYHUX PO3NIaAiB AOCATAETHCS Yepe3 3 micali. Tepmin
JIIKyBaHHS CTA@HOBUTH [EKiIbKa MICALIB 1 3aJIeXKUTh Bil TAKKOCTi 3aXBOPIOBAHHS.

CouianvHi mpugodicHi po3aadu (couiaabHa ¢obis). 3a3Buyait mpu3HaydaioTs 10 Mr 1 pas Ha mo0y.

3a3BUYaii [ MOJETIIeHHs CHUMIITOMIB HeoOXigHo 2-4 TuxXHi Tepamii. Hagarmi, 3a1exKHo Bif
inguBimyanbHOI BiAMOBiAi MallieHTa, o3a Moxke OyTH 3HMKEHa 0o 5 Mr abo 30inbliIeHa 10
MakcuManbHOI - 20 Mr Ha goOy. CollianbHUYN TPUBOKHUIM PO3Iaf - e 3aXBOPIOBAHHS 3 XPOHIYHUM
nepebiroM, i Oys 3aKpilyieHHs HOCATHYTOTO epeKTy peKOMEeHI0BaHO IPOAOBXKYBaTH JTiKyBaHHS
npoTsaroM 12 TuxkHIB. [loBeOeHO, 10 JOBrOTPUBae JIiIKyBaHHSA IIPOTATOM 6 MICSILIB IOMEepeaxKye
peuuguB i MoXKe MpU3HAYaTUCS IHOUBIAyanbHO, 3a/Ie3KHO Bifl iHAWBiITyanbHOL peakKIlil XBOPUX; CIIif
PETYIAPHO IEPEBIPATH TePaAeBTUYHY KOPUCTE JIIKYBaHHS.

CoriapHUM TPUBOXKHUK PO3JIaf - e YiTKO BU3HAYEHUY A1arHOCTUYHUY TEPMIH [JId I03HAYEHHS
crienudivHOr0 PO3Nady, SKUW He CIIif ITyTaTh 3 HafMipHOI0 COpOM’ I3/IUBiCTI0. MeuKaMeHTO3Ha
Tepallid [M0Ka3aHa JIuIle y TOMY pas3i, SKILIO Iei po3jaj 3HavyHO 3aBazxKae MpodeciiHiil JisIIbHOCTI Ta
colfianibHiM aKTUBHOCTI. EQEeKTUBHICTh TAKOr0 JIiKyBaHHS IIOPIBHAHO 3 KOTHITUBHO-IIOBEIiHKOBOO
Tepalliero He oliHoBanocs. ®apMakoTeparnis MoBUHHA OYTH YaCTUHOIO 3arajbHOl TEPANeBTHYHOI
cTpareril.

I'eHepanizosaHi mpuBodcHi po3nadu. 3a3Budait mpu3HavaioTh 10 Mr 1 pa3 Ha goby. 3amexkHO Bif
iHmMBigyanbHOI YyTIUBOCTI f03a Moxke OyTu 36inbiIeHa MakcumyM 10 20 Mr Ha f00y.

[oBrorpuBase JiKyBaHHS BUBYAJIOCS IIPUHAWMHI 6 MICAIIIB y NALi€HTIB, sKi OTpUMyBaiu go3y 20 mMr
Ha 1o0y; Clig peryisipHO OLiHIOBATH IepeBaru JiKyBaHHS (IuB. po3nin «®apMakonuHaMiKa»).

ObcecugHo-KomnyabcusHi po3aadu (OKP). 3BudaiiHo IOYaTKOBO Mpu3HavaioTs 10 Mr 1 pa3 Ha mo0y.



3amexXHO Bif iHOUBiTyaIbHOI YyTIUBOCTI 03a MoxKe OyTu 36inbireHa mo 20 mr Ha moby. OKP -
XPOHiIYHE 3aXBOPIOBAHHS, TiKyBaHHS Ma€ TPUBATH JOCTATHIM mepiox miis 3a6e3neyeHHsT TOBHOTO
3HMKHEHHSI CUMIITOMIB, IKMHM MOXkK€e CTAaHOBHUTH KiJbKa MicsIliB ab6o HaBiTh Oinbie. Kopuctsb
JiKyBaHHS Ta O3y IpenapaTy HeoOXiHO OILiHIOBAaTH Yepe3 PerysapHi IPOMiXKKM dacy.

ITauienmu aimHbo20 8iKYy (8ikom 8i0 65 pokia). [IoyaTKOBa H03a CTAHOBUTH 5 MT' Ha H00y. 3a/mexkHO
Bifl iHOMBiTyanbHOI YyTIMBOCTI Ta TAXKKOCTI femnpecii mob6oBa mo3a Moxke OyTu 30inbIilIeHa 0o
MakcuManbHol - 10 Mr Ha mo6y. EQekTuBHICTh eciiTamonpaMy IIpu COLiaJIbHOMY TPUBOXKHOMY
po3Jafi He [NOCIIiAXKYBalacs Cepeq Malli€HTiB JIITHLOTO BIKY.

ITediampuyHa nonyaauia. EcuuTtanonpaM He CJIiff 3aCTOCOBYBaTH [JIsd JIiIKyBaHHS OiTeH Ta MifJiTKiB
(Bixom mo 18 pokiB) (muB. po3nin «OcobIUBOCTI 3aCTOCYBAHHS»).

ITauienmu 3 nopyweHHAMU QyHKUil HUpOoK. [1allieHTaM i3 TOMipHUMHU Ta CTabKUMU MOPYIIEHHIMU
GYyHKIIII HUPOK KOPUTYBaHHS 003U He N0TPibHe. 3 00epexkHiCTI0O HeoOXiIHO 3aCTOCOBYBATH IIperapar
nalnieHTaM 3 TIXKKUMHU nopymeHHIMu QyHKil HUpoK (Cl, <30 m/xB).

ITauieHmu 3 nopyweHHAMU (PYHKUil neyiHKU. PeKoMeHIOBaHa II04aTKOBa [03a IPOTATOM IEPIINX
IBOX TUXKHIB JTIIKyBaHHS CTAHOBUTH D MT Ha HOOY AJIS MallieHTiB 3 1erkoio abo MoMipHOI0 MeYiHKOBOIO
HEeJOCTaTHICTI0. 3aJie’kKHO Bifl iHAMBigyanbHOI peakil maifieHTa go3a Moxe OyTu 30inbieHa go 10 mr
Ha fo0y. ITarieHTaM 3 TSKKOI0 MeYiHKOBOIO HEIOCTAaTHICTIO PEKOMEHIOBAHO 3aCTOCOBYBATH
mpernapar 3 06epexXHiCTIO i gyke 06gyMaHO TUTPYBATH HOT0 J03Y.

Cnabxa akmueHicmbs CYP2C19. [Ins matiieHTiB i3 BimoMoio cinabkor akTuBHiCTIO hepmenTy CYP2C19
PEKOMEeH[I0BaHa [T0YaTKOBA 403a MPOTSITOM MEPIIMX JBOX TUXKHIB JIIKyBaHHS CTAHOBUTHL 5 MT Ha m00y.
3aexkHO Bif iHOMBimyanmbHOI peakiril marieHTa mo3a Moxe 6yTu 36inmbineHa qo 10 Mr Ha go0y.

Cumnmomu 8i0MiHU, WO cnocmepieartombvCsA NPU NPUNUHEHHI AiKy8aHHA. CIIif yHUKATH Pi3Kol
BimMiHM npemnaparty. [Ipu NpunuHEeHHi JIiKyBaHHS eCIIUTalIoNpPaMoM 003y He0OXiqHO 3HUKYBATH
IIOCTYIIOBO MPOTSATOM IlOHaMMeHIIe 1-2 TUXKHIB, 11100 3MEHIITUTH PU3UK ITOSIBU CUMIITOMIB BigMiHK
(ouB. po3min «OcobnuBOCTi 3acToCcyBaHHS» Ta «I106iuHi peakiii»). AKImo micnsa 3HUKEHHS 7031 a60
BiIMiHM IpemnapaTy 3’SIBSI0ThCS HEIPUUHSATHI CUMIITOMH, MOXKe OyTH 3BaXKeHa AOLiIbHICTh
IIOBEPHEHHS [0 paHillle IpU3HadeHol 03U npenapatTy. Hapgani mikap MoXke POJOBXKUTY 3HUKEHHS
103, aje GinbIl IOCTYIIOBO.

Jlimu. AHTUENIPEeCaHTH He CIIifl 3aCTOCOBYBATH [JId JIIKyBaHHS AiTeH Ta MifiTKiB (Bikom o 18
pokiB). CyinupanbHy MOBEOiHKY (CyilumanbHi cipodu Ta CyillumanbHi yMKH) Ta BOPOXKiCTh
(mepeBaxHO arpecito, OMO3UIINHY IIOBEIIHKY Ta THiB) YacCTillle CIIOCTePiranay B X0l KITiHIYHAX
BUIIPOOyBaHb y [iTel Ta MifIiTKiB, IKi MpuiiMany aHTUAEIPECAHTH, TOPiBHSAHO 3 TUMHU, XTO IIPUKMaB
nnane6o. AKIIo 3 KITiHIYHUX MipKyBaHb pillleHHS PO IIpH3HaYeHHS BCe XK TaKU MPUMHATO, He0OXiTHO
3a0e3neunTy yBaXKHe CIIOCTEPEXKEHHS 3a MOSIBOIO CYIIIMOAIbHUX CUMIITOMIB y Ialli€HTa.

Iimu. MepmompaM® He CIif 3aCTOCOBYBATH [IJId JIiKyBaHHA OiTel (BikoM o 18 pokiBs).

Ilepedo3yeanHns.

ToxcuuHicmy. KitiHiuHI gaHi mpo nepefo3yBaHHs ecllUTanonpaMmy oOMexeHi, y 6araThox BUIIagKax
HasiBHe Ilepefio3yBaHHs CYNMyTHIMU ITpernapaTaMu. Y OinbIIOCTi BUMIQMKIB CIIOCTepiraaucs ierki
CUMIITOMHU ab0 0e3CUMITOMHICTE Iepeno3yBaHHs. [10BiqoMIeHHS PO JleTalnbHi HACTigKN



nepefo3yBaHHS eCLKATAIONpaMy € BUHATKOBUMHE, OiIBIIICTE i3 HUX BK/IIOYAIOTh ONHOYACHE
nepeno3yBaHHs iHIMX JTiKapchKux 3aco0iB. [lo3u eciuranonpamy 400-800 Mr He cripuyuHsAIU OyIb-
SAKUX TAXKKUX CUMIITOMIB.

Cumnmomu. O3HaKHu nepeno3yBaHHs eCLUUTANONpamMy IPOSBISIOTLCSI TOJIOBHUM YMHOM CUMIITOMaMU
3 OOKY IIeHTpa/IbHOI HEPBOBOI CUCTEMH (BiJ 3allaMOpPOYEHHS, TPEMOPY Ta aXKUTallii 40 pigKux
BHUIIQ[IKiB CEPOTOHIHOBOT'O CUHIPOMY, Cy[IOM i KOMH), TPAaBHOTO TPaKTy (HymoTa, 6/1I0BaHHS), CEPIIEBO-
CYOUHHOI cucTeMH (TimoTeH3is, Taxikapmis, mogoBxkeHHs iHTepBany QT, apuTmisi) Ta MOPyIIEHHSIM
OanaHCy eJIeKTPOJIiTiB/piguHu (TimoKasieMis, TimoHaTpiemis).

JlixysanHA. CrenupidHOr0 aHTUAOTY He icHye. Crif migTpuMyBaTH HajlleXXHe (PyHKLIOHYBaHHS
IUXabHOI CUCTeMHU, 3a0e3neUnTH afeKBaTHy OKCUTeHallilo. MOXJIMBe 3aCTOCYBaHHS IaCTPalbHOTO
JlaBaXy Ta aKTUBOBAHOT'O BYTi/L/Isl. PEKOMEHYETHCSA MOHITOPUHT CEPLEBUX Ta XKUTTEBO BAXKJIUBUX
GYHKLIYM pa30M i3 CHMITOMaTHYHUM MifTPUMYIOUUM JTIKyBaHHAM. Y pa3i Iepefo3yBaHHSA
pekomMeHnayeThCsa npoBoauTu MoHiTOpuHT EKI' marjienTam i3 3aCTiHO CepPLiEeBOI0 HEJOCTAaTHICTIO/
OpapiapuTMisMu, TallieHTaM, SKi OMHOYaCHO MPUUMAaIOTh JTiKapCchKi 3ac00H, II10 MTOIOBXKYIOTh
inTepsan QT, a TakOXK MallieHTaM, SIKi MalOTh IOPYIIeHHS MeTa00J1i3My IIpemnapaTy, HallpuKiaz
nalieHTaM 3 [IeYiHKOBOI HeJOCTaTHICTIO.

ITo6iuni peakuii.

[ToOiyHi peak1ii Hal4acTillle CIIOCTEPIraloTLCSA MPOTATOM IEPIIOTro abo APYroro THUKHS JIiIKyBaHHS Ta
3a3BUYail iX yacToTa ¥ iHTEHCUBHICTh IIOCTYIIOBO 3MEHIIYIOTHCS IIPY MOAAJbIIOMY HiKyBaHHi. [To6iyni
peaxii, Bigomi myst mpemnapatiB kinacy CI33C Ta ecuuTanonpamy, sKi CiocTepiranuck y Xofi miamebo-
KOHTPOJILOBaHUX OOCIIIAXKEHb Ta IIiJ] YaC MeIUYHOI'0 3aCTOCYBaHHS, IIOlaHl 3a CUCTeMaMU OpraHiB i
4acTOTOI HUXK4Ye. YacToTa BU3HAYAETHCA SIK: OyxkKe dacTo (=1/10), gacto (=1/100 go <1/10),
HeyacTo (=1/1000 mo <1/100), pigko (=1/10000 mo <1/1000), nyxe pigko (<1/10000), yactoTta
HeBifloMa (He MOXKHa BU3HAUYUTH 3a HAIBHUMU JaHUMU).

3 boky cucmemu Kposi ma AiMpamu4HOi cucmemu: 4acToTa HeBifoMa - TPOMOOIIUTOTIEHis.
3 boky imyHHOI cucmemu: pigKo - aHadiTaKTUYHI peakirii.

3 60Ky eHOOKpUHHOI cucmeMu: 4acToTa HeBijoMa - IMOPYIIEHHS CeKpellil aHTUAIyPEeTUYHOTO
TOPMOHY.

Po3nadu xapuysaHHs ma 06MiHy peuo8uH: YacTO - 3HUKEHHS ab0 MOCUIEHHS alleTUTY, 301TbIIeHHS
MacCH Tijla; He4YacTO - 3MEeHIIIeHH MaCH Tijla; 4aCTOTa HeBijoMa - TimoHaTpieEMis, aHOpeKCiﬂl.

ITcuxiuHi po3aadu: 4acCTo - TPUBOTA, HECIIOKil, aHOMaJIbHI CHU, 3HUKEHHS J1i0io, aHopra3mis (y

JKIHOK); He4acTO - CKpPeroTiHHS 3y0aMu IIifl Yac cHy, 30yOKeHHs, 3HePBOBaHiCTh, TaHiYHi Hamaawu,

CIIJTyTAHICTDb CBiIOMOCTI; PimKO - arpecisi, emnepcoHatilallis, rajouHallil; 4acToTa HeBigoma -
cyllMpanbHi AyMKH Ta CyllufanbHa IOBeNiHKa’, MaHisl.

3 boky Hepeoeoi cucmeMu: IyxkKe 4acTo - TOJIOBHUM Oifib; 9acTo - 6e3COHHS, COHNMUBICTS,
3anaMOpOY€eHHs, TapecTe3is, TpeMop; HedacTo - IOPYIIEeHHS CMaKy, IOPYIIeHHS CHY,
HEIIPUTOMHICTB; PIAKO - CEPOTOHIHOBUY CUHIPOM; YaCTOTa HeBiloMa - OUCKiHe3is, pyXO0Bi po3nany,
CyHOMH, ICUXOMOTOPHA HalPyKeHiCTh/aKaTu3isd .

3 60Ky opeaHig 30py: HEYACTO - POIUIMPEHHS 3iHUIl, 3aTyMaHEeHHS 30Dy .



3 60Ky OpeaHia c/ayxy: HeYacTo - A3BiH y ByXaX.

Cepuesi po31adu: HeYaCTO - TaxXikappis; pimko - OpaguKapmis; YacToTa HeBigoMa - IOIOBXKEHHS
inTepBany QT Ha eeKTpoKaphiorpaMi, apuTMisl IIJTyHOUKiB, BK/I0Yal4Yy UIYHOYKOBY TaxiKapmaiio
Tuny torsade de pointes.

CyOuHHi po3aadu: 4acTOTa HEBiTOMa - OPTOCTATUYHA TiOTEH3is.
3 6oky OuxaabHOi cucmemu: 4acTo - CHHYCHT, IT03iXaHHS; HEYaCTO - HOCOBa KPOBOTEYa.

3 6oky mpasHoi cucmemu: myxe 4acTo - HyJ0Ta; 9acTo - [Jiapesi, 3amop, OJTI0BaHHS, CyXiCThb Y POTi;
HEe4yacTo - HUTYHKOBO-KUIIKOBI KPOBOTeUi (Y TOMY YHUCII PEKTaJIbHi).

3 60Ky neviHKU ma H#08408UBIOHUX W/AXi8: 4ACTOTA HEBIMOMA - TeMAaTHUT, 3MiHU QYHKIIIOHATBHUX
IIe4YiHKOBHUX TECTIB.

3 6oky wkipu ma niOwKipHOi KAIMKOBUHU: 9aCTO - TIOCUJIEHE TIOTOBU/IIIEHHST; HEYaCTO -
KPOTIWB THKA, BUCUTIAHHS, 00MUCiHHS, cBep0iXkK; YacToTa HeBijoMa - HaOpSIKU, CUHII.

3 60Ky cKesnemHo-M’ 5130801 cucmemu: 4acTO - apTPaIris, Mianris.
3 60Ky HUPOK Ma ceyosusiOHUX W/SAXi8: 4ACTOTa HEBIMOMA - 3aTPUMKA CEYOBUITYCKAHHS.

3 60Ky penpodykmueHoi cucmemu ma 2pyo0HUX 3a103: 4acCTO - PO3JIafy esAKYIIAIil, iMIoTeH s (y
YOJIOBiKiB); HEYACTO - MeTpoparis, MeHoparis (KiHKK); 4acTOTa HeBigoMa - TajlaKTopes, Ipiamiam
(40710BiKHM), TiCNIAIONOT0Bi KPOBOTEYi .

3azanvHi po3aadu: 4acTo - BTOMA, ITipeKcis; HeyacTo - HaOpsiK.
' Taki BUIIQOKY BimoMi st 3aco6iB ycboro Kmacy CI33C.

2 [Tpo Bumaaku CyluugaabHUX AYMOK Ta ITOBEMiHKY IOBIAOMIISNIOCS IMIPOTATOM JTiKyBaHHS
ecruTazonpaMoM abo He3abapoM ITicist HOTo IPUIIMHEHHS.

* TIpo Taki BUIAAKH HOBiMOMIIANOCS AJIs TepaneBTH4YHOro kinacy CI33C a6o CI33CH (guB. po3minu
«OCco0IMBOCTI 3aCTOCYBaHHSA» Ta «3aCTOCYBaHHS y Iepiof BariTHOCTi abo rogyBaHHS T'PYAII0»).

ITodoeoicenHs inmepaany QT. I1po Bunagku 30inbirenHs iHTepBany QT Ta apuTMiio IITyHOUKIB,
BKJII0Yalouu torsade de pointes, MOBIfOMIISIIA IPOTSATOM IiCISPEECTPALIIMHOTO IIEPiIOAY, TOJIOBHUM
YUHOM Y IallieHTiB XKiHOYO1 CcTaTi 3 TinokasieMieio 4yu 3 yxke iCHylouuM 30inbiieHHs M iHTepBany QT
a0o0 3 iHIIMMHU CepIIeBUMHU XBOPOOaMH.

Epexmu kaacy. EnigeMionoriyHi 4OCHiAXKeHHS, Ki TOJIOBHUM YMHOM IIPOBONUIINCS 3@ Y4acTIO
narieHTiB BikoM Bif 50 pOKiB, IPOIEMOHCTPYBa/IM MiABUILIEHUN PU3UK I1I€PEIOMiB KiCTOK y IIAlli€HTIB,
ski npurManu CI33C Ta TpULUKIIiYHI aHTAAENpecaHT. MexaHi3M, 110 IPU3BOOUTH A0 TAKOT0
PU3UKY, IOTENEp HEBITOMUU.

Cumnmomu egiomiHu. Tlpununenns mpuiiomy CI33C/CI33HC, oco61uBO pamnToBe, YaCTO IPU3BOAUTh
[0 CUMIITOMIB BimMiHu. HaliuacTille moBigoOMIIIN PO TakKi peakilii: 3allaMOPOYeHH S, TOPYIIeHHS
GYHKIIN opraHiB 4yTTs (IIapecTesis Ta BiT4yTTs elIeKTPOIIOKY), pPo3jagyu CHY (30KpeMa 0e3COHHS Ta
HeCTIOKilHi cHuM), 30yaKeHHS abo cTpax, 6/oBaHHS Ta/abo HygoTa, TPEMOP, CILUIYTaHICTh CBiIOMOCTI,
IIOCHUJIeHe TTOTOBUIINIEHHS, TOJIOBHUM Oinb, miapesi, MaibIIiTallis, eMolliiHa HeCcTabibHICTS,
OPAaTiBIUBICTD i po3/Taau 30Py. 3araaoM Ifi CUMITOMHU € cia0ki abo MOMipHi, OMHAK V IesTKUX



MAIliEHTIB BOHU MOXYTb OyTH TSKKUAMU Ta/a00 TpuBanmuMu. ToMy P BilCyTHOCTI MOTpedu y
IIPOIOBXKEHH] JTIKyBaHHS €CLUTAJIONPAaMOM IIPUIOM MIperapaTy Ciif 000B’I3K0BO MPUITUHSITY IIIISIXOM
IIOCTYIIOBOTO 3HUKEHHS [O3MU.

[ToBigoMneHHs PO Mimo3pioBaHi mo6iyHi peakii. [ToBigoMnenHs mpo mobiuHi peakuil micis
peecTpaliil mikapcbKoro 3acoby Ma€ BaxkJiuBe 3HaueHHs. Lle Jae 3MOry MPOBOAUTYU MOHITOPUHT

CIIiBBiTHOIIEHHST KOPUCThL/PU3UK IIPHU 3aCTOCYBaHHI I[bOTO JTiIKapChKOro 3aco0y. Megu4yHuM Ta
(dapMaleBTUUHUM IIpalliBHUKaAM, a TaKOX INaljieHTaM a0o IX 3aKOHHUM IIpeICTaBHUKAM CJIif
MIOBIIOMJISITH TIPO YCi BUMIAOKY Mif03PI0BAHUX MOO0IYHMX peakliil Ta BiCYTHOCTI e(peKTUBHOCTI
niKapchKoro 3acofy yepe3 ABToMaTu30BaHy iHopMalliiiHy cucteMy 3 hapMaKOHATIIAY 3a
nocunanuaM: https://aisf.dec.gov.ua/

Tepmin npudamHocmi. 2 POKH.

YmMmoBH 30epirannsi. 30epiratu npu TeMiepaTypi He Buine 25 °C B opuriHa/ibHINM yIaKOBII B
HeIOCTYIIHOMY [JIS OiTe! MiCLii.

YnakoBka. ITo 10 tabmeTok y 6mictepi, mo 3 6micTepu y KapTOHHiN KOpOOITi.

Kareropis Bigmycky. 3a peLentom.

BUpPOOHHK.
1. Mepokewmi Jlimiten/Medochemie Limited.

2. ®apmarnesnrim Araritim JlabopaTtopiym [yiBer b.B./Farmaceutisch Analytisch Laboratorium
Duiven B.V.

Micue3HaxoIKeHHsI BHPOOHHKA Ta ajipeca MicIsi IPpOBaIXKeHHs MOro Tis/IbHOCTI.

1. Axuoc AtaHaccioc IapycTpianeHa 30Ha, Mixain Ipakneyc 2, Axxuoc Atanaccioc, Jlimaccon, 4101,
Kinp/Agios Athanassios Industrial Area, Michail Irakleous 2, Agios Athanassios, Limassol, 4101,
Cyprus.

2. Hiarpad 30, Oyisen, 6921 PJI, Higepnaugu/Dijkgraaf 30, Duiven, 6921 RL, Netherlands.



