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.

dapmakonmHaMiyHi edekTH. ITif yac mOABIHHOTO CIIimoro muamned0-KOHTPOIEOBAHOTO JOCTIIKEHHS
EKT 3a y4acTio 300poBux HoOpoBObIiB 3MiHa Bif modaTky QTc (Kopekuis 3a Gpopmyrnoio Opinepivis)
cranoBuina 4,3 mcex (90 % nosipuuii inTepsan (OI): 2,2; 6,4) mpu no3i 10 mr Ha moOy Ta 10,7 Mcek
(90 % [MOI: 8,6; 12,8) mpu mo3i Buire TepanebTuyHol 30 Mr Ha 000y (IuB. po3ninu «IIpoTHUIIOKa3aHHS»,
«B3aeMopis 3 iHIMMMY JTiKapChbKUMHU 3aco0aMu Ta iHIIi BUAM B3aeMofii», «OcoO0IuBOCTi
3acTtocyBaHHS», «[lepemo3yBaHHI» Ta «[100i4yHi peakiii»).

KniHiuHa eQeKTUBHICTh

Beauki denpecugHi eni3odu. EQeKTUBHICTb eCIMTAIONpaMy Y TiKyBaHHI BEIMKHUX NEePECUBHUX
eMi30fiB y rocTpuii nepioxn Oyna nokasaHa y 3 3 4 MOABIMHO CIiNuX, Mi1aned0-KOHTPOILOBAHUX,
KOPOTKOCTPOKOBUX (8-THKHEBUX) IOCTIXKEHb. Y TOBFOCTPOKOBOMY OOCIIIKEHHI TPOPiTaKTUKN
penuauBy 274 TMallieHTH, AKi i 4ac Mo4aTKOBOI 8-THUKHEBOI BiTKPUTOl (ha3u OOCHiKEeHHS BiAIOBiIu
Ha JIiKyBaHHS ecuuTanonpamoM y mo3i 10 abo 20 mMr/goby, Oynu paHOoMi30BaHi [ TPOOOBXKEHHS
IPUHOMY eCIUTAJIONpaMy y Tilt caMiii 7031 abo maiebo mpoTiaroM mnepiopy mo 36 THKHIB. Y IIbOMY
OOCIIA’KEHH] y Malli€HTIB, IKi IPOLOBXKYBaJIM OTPUMYBATH €CLIATAJIONPAM, CIIOCTEpPIiraBCcsa
CTATHCTUYHO 3HAUYIIO OiNbII TPHUBAJIKM IEPION Yacy N0 BUHUKHEHHS PEeIUAUBY Y MexXaX HaCTYITHUX
36 TUXKHIB y TOPiBHSIHHI 3 TUMMU TallieHTaMH, SIKi OTPUMYyBasu I1ane6o.

CouianvHull mpusoXcHul po3aad. EciutanonpaM BUSBUBCS €(DEKTUBHUM MJIsl JTIKYBaHHS
COIIiaJIbHOT'0 TPHBOXKHOTO PO3NIaAy K Yy TPhOX KOPOTKOCTPOKOBUX (12-TUKHEBUX) OOCHIAKEHHIX, TaK
iy 6-MicauynoMy mocrigxKeHHI TPodiNakTUKK peuuguBy. Y 24-TUKHEBOMY OOCIiIKeHHi ONTUMabHOI
no3u Oyna MpoAeMOHCTPOBaHa e(pEeKTUBHICTh eClIUTaIoNpamy y mo3ax 5, 10 Ta 20 mr.

I'eHepanizosaHull mpugoxcHul po3aad. EcuurtanompaM y mo3ax 10 ta 20 mMr/moby 6yB
eekTuBHUM Y 4 3 4 mnanebo-KOHTPOIbOBAHUX AOCTiAKEHb. 3TifHO 3 00’€fHAHUMU JaHUMHU TPHOX
IOCTiAKEeHb 3 MOAIOHUM JU3alHOM, B IKUX Y CYKYITHOCTI B34B y4acThb 421 Malli€eHT, 110 OTpUMYyBaB
ecuuTanomnpam, Ta 419 narieHTis, 10 OTpUMYyBaIH I1aledo, Ha MiKyBaHHS Bignosinu 47,5 % Ta 28,9
% martieHTiB BifMmoBigHO, a peMicist HacTana y 37,1 % Ta 20,8 % namienTiB BignosigHo. CTilikuit epekT
CIIOCTEpIraBCs 3 MepIIOTo TUXKHSA JIiKyBaHHA. [linTpuMytounii eeKT ecurTanonpamy y go3si 20
Mr/mo0y 6yB IPOIEeMOHCTPOBaHUM y 24-76-TUKHEBOMY PAaHIOMi30BAHOMY IOCITiIXKEeHHi
HigTPUMYyI04Y0ro eeKTy JIiKyBaHHS, B SKOMY B3sJIM y4acTh 373 Nalli€HTH, 110 BiATIOBLIM Ha mpemnapaT
IIify Yac I049aTKOBOr0 12-THKHEBOTO JIIKyBaHHA Y BIIKPUTOMY PEXKUMI.

ObcecugHO-KOMNYAbCUBHUIL P031a0. Y paHIOMi30BaHOMY MOMABIAHO CIIOMY KITiHIYHOMY
IoCTimKeHHi eciutanonpam y mo3i 20 Mr/mo0y mpomeMOHCTPYBaB BifMiHHICTE Bif mtarebo 3a
3arajbHOI0 KiNbKicTio OasiB 3a 00CecHBHO-KOMITY/IbCUBHOIO 1IKaioi €115 - BpayHa (Y-BOCS) uepe3
12 tuxHiB nikyBaHHA. Yepe3 24 THUXKHI BigMidasucs epeBaru 3aCTOCyBaHHS eCLUTAIONpaMy 5K Y
no3i 10 mr/mo0y, Tak i y mo3i 20 Mr/go0y y nopiBHgHHI 3 nnane6o. EQekTuBHICTH Ipenapaty y
npodinakTull penupuBis Oyia TPogeMOHCTPOBaHa [AJig ecuuTanonpamy y fo3ax 10 i 20 Mr/go0y y
TalieHTIB, SKi BiAMOBINK HA ecuUTanonpaM y 16-TuKHEBOMY BiIKpUTOMY Iepiofi Ta Oyiu BKIIOUEHi y
24-TXKHEBUHN PaHOOMi30BaHUH MOABIMHO CIIiNuY Maneb0o-KOHTPOIHOBAHUH IIEePiof.



dapmakoKiHemuxka.

AGcopbiis. A6copb1iist MpakKTUYHO MTOBHA i He 3a7IeKUTh Bifl BXKuBaHHSA 1ki. CepeqHil yac
IOCATHEHHSI MaKCUMaJbHOI KOHIleHTpallil (cepenHe T,,,,) CTAaHOBUTH 4 TOOUHU Mic/is 6araTopa3oBoro
3acTocyBaHHS. 4K i Ayt panemigHoro muTamonpamy, abconoTHa 6i0g0CTYIHICTD ecIUTanonpaMy
ouikyeThCs Ha piBHI mpubnusuo 80 %.

Posmopin. Vasrui 06’eM posnoginy (V,,/F) micns nepopansHoro npuiioMy npenapary CTaHOBUTb
npubnu3no 12-26 n/Kr. 3B's13yBaHHS eCIUTANIONpPaMy Ta H0ro OCHOBHUX MeTa0oJIiTiB i3 GinkamMu
nja3Mu CTaHOBUTH MeHIe 80 %.

Biorpancdopmariis. EciutanompamM MeTabomi3yeThCS ¥ MEYiHIN 0 IeMeTUIL0BAHOTO Ta
OUOeMeTHIIboBaHOTO MeTabomiTiB. OOuaBa BOHK € (hapMaKOJIOTiYHO aKTUBHUMH. 1K albTepHATHBA
MOXKJIMBE OKMCHEHHS a30Ty 0 ¢hopmu N-oKCcugHOTo MeTabomiTy. dK BuXigHa CIIONyKa, Tak i
MeTaboJIiTH YaCTKOBO €KCKPETYIOThCS Y BUTTISAAL TIIOKYPOHifiB. [Ipu 6GaraTokpaTHOMY IpUKOMi
IpelnapaTty cepefHi KOHIIeHTpallil AeMeTU/Ih0BaHOT0 Ta AUIEeMEeTUILOBAHOT'0 MeTaloJIiTiB 3a3BUYai
CTaHOBNATH BigmoBigHOo 28-31 % i <5 % Bim KoHIEHTparil ecrutanonpaMy. bioTpancdopmanis
€CLUTAJIOoNpPaMy OO0 JeMEeTUILOBAHOTO MeTabo Ty BigOyBa€ThCSI TOJIOBHUM YMHOM 3@ I0IIOMOT 00
mutoxpoMy CYP2C19. MoxnuBa feska y4acTsb i pepmeHnTiB CYP3A4 ta CYP2D6.

Eniminanis. Ilepion HamiBBuBeneHHs (t,,) micis 6araTopa3oBoro 3aCTOCyBaHHS CTaHOBUTD
npubnusso 30 roguH. [Tnasmosuit KiipeHc (Cl,,,) npu nepopanbHOMY NPUHOMI CTAaHOBUTH IPUOIN3HO
0,6 11/xB. B ocHOBHEX MeTa0O0JIiTiB Mepio HaMiBBUBEOEHHS [OBIINK. BBaXKa€ThCs, 10 €CITUTATIONPaM
Ta ¥Oro OCHOBHI MeTab0IiTH BUBOASATLCS IE€UiHKOIO (MeTaboMivyHMil UINAX) i HUPKAMHU, TIPU LIbOMY
OinbIlla YacTUHA BUBOOUTLCS Y BUTTIAAI MeTa0oJIiTiB 3i ceyerlo.

JlinitiHicTh. KiHeTuKa ecuidTanonpamy jiHiliHa. PiBHOBaXKHa KOHIIEHTPAIlisl OCATAETLCS TPUOIU3HO
yepe3 1 Tuxpnensb. CepeniHi piBHOBaXKHi KOHIIEHTPAIlil, fKi cTaHOBNATh 50 HMOJIB/T (Hiama30H:
20-125 HMOIB/1T), MOCATAIOTLCS MIPU 3aCTOCYBaHHI 1060B01 mo3u 10 Mr.

[TanmieHTH NITHBOIO BIiKY (BIKOM Biff 65 POKiB). BUABNIAETHCS, 1[0 Y NALIEHTIB JIITHHOTO BIKY
eCIIMTaJIoNpaM BUBOAUTLCS MOBIMbHIIIE, HiXK y MOIOAUX MallieHTiB. CucteMHa ekcroautlis (AUC) y
NalieHTIB MTHHOTO BiKy nmpubnu3uo Ha 50 % Bullla, HiXK Y MOJIOAUX 3[M0POBUX NOOPOBOIBIIIB (IUB.
po3min «Croci6 3acToCcyBaHHS Ta HO3U»).

3unxkeHa GQYHKIIIS TeYiHKK. Y TMalieHTiB i3 1erkoo abo IoMipHOIO IeYiHKOBOI HeIOCTATHICTIO (3a
kputepisgmu Yaiinga - [1'10 A i B) mepion HamiBBUBeOeHHS ecIUTaIoNpaMy 30iIbIIyBaBCs Malixke
BOBiui, a ekcrio3utris Ha 60 % Buila, HiXK B 0Ci0 i3 HOpManbHOIO QYHKIIIEI0 TeYiHKY (OUB. PO3Min
«Criocib 3acToCcyBaHHS Ta HO3U»).

3HMKeHa QVHKINSA HUPOK. Y Malli€HTIB 31 3HUXKEHOI (PYHKIIi€0 HUPOK (KIipeHC KpeaTuHiny CL,,
10-53 m/xB) Ipy 3aCTOCYBaHHI paneMiyHOro UTajonpaMy CIIoCTepiraBCcsl JOBILIUY Yac
HalliBBUBEJIeHHS Ta He3HAYHEe 3POCTaHHS eKcro3utlii. KoHmeHTpaniss MeTaboJIiTiB y mma3mi KpoBi He
mociimkeHa, ane Moxe Oytu mimBuineHot (muB. Po3min «Crocib 3acTocyBaHHS Ta HO3U»).

[Monimopdism. [Ipu HegocTaTHIM aKTUBHOCTI i30epMmenTy CYP2C19 3adikcoBaHO MOOBiKHI
KOHIIEeHTPallil ecCiTaIoNpaMy y Ijia3Mi KpOBi TOPiBHSHO 3 HOPMaIbHUM MeTabo1i3MoM
ecuutanonpamy. [Ipu HepgoctaTHOCTI i30pepMmenTy CYP2D6 cyrreBux 3min AUC He criocTepiranmu
(ouB. po3min «Crocib 3acToCyBaHHS Ta LO3U»).



Kniniuni xapakKTepuCTHKH.
Iloka3aHnHs.

JIikyBaHHST BEJIMKUX JIeIIPECUBHUX €I1i30/1iB, MaHiYHUX po3nafiB 3 abo 6e3 aropadobii, colianbHUX
TPUBOKHUX PO371afiiB (corianbHa Gobist), reHepani3oBaHUX TPUBOXKHUX PO3JIafiB, 00CECHBHO-
KOMITYJIbCUBHUX PO3/1afiB.

IIpomunoka3aHHs.

[TigBuIleHa YYTIUBICTE [0 ecuuTanonpaMy abo Jo iHIIMX KOMIIOHEHTIB mpemnapaty. OnHo4YacHe
JiKyBaHHS HECEJIEeKTUBHUMY HE3BOPOTHUMH iHTiOiTOpamMu MoHOaMiHOKcuaa3u (iHribitopamu MAO)
yepe3 pU3UK CEPOTOHIHOBOTO CUHAPOMY 3i 30yAKEHHSIM, TPEMOPOM, TillepTepMi€eio Ta iHIMUMU
cuMIToMaMu (IUB. Po3[in «B3aemofis 3 iHIIMMY TiKaPCHbKUMU 3aco0aMu Ta iHIIM BUOU B3aEMOMIN»).
KombiHOBaHe 3aCTOCYyBaHHS eCIUTAJIONpaMy Ta 3BOPOTHUX iHTi6iTOopiB MAO Tuny A (Hamnpukiag
MOKJT06eMifry) a6o 3BOPOTHOTO HECeNeKTUBHOTO iHribiTopa MAO niHe3omigy MpoTUIIOKa3aHe Yepes
PU3UK [I0YATKY CEPOTOHIHOBOTO CUHAPOMY (IUB. pO3ain «B3aeMonis 3 IHIMUMYU JTIKapCbKUMU
3acob6aMu Ta iHIIi BUOW B3aeMofili»). EciuranonpaM MpoTUIIOKa3aHU [JIsg 3aCTOCYBaHHS IallieHTaM
3 cuHAPOMOM nofoBxKeHoro iHTepBany QT (BpomkeHui abo HabyTuit). Ecuutanonpam
IIPOTUIIOKA3aHO 3aCTOCOBYBATU OMHOYACHO 3 JIIKAPCHKUMH 3aco0aMu, SIKi 3[MaTHi TOJ0BKYBaTU
intepsan QT (muB. po3min «B3aeMopis 3 iHIIMMU TiKapChKUME 3ac00aMu Ta iHIII BUOYM B3a€EMOMiM»).

B3aemodisa 3 iHwumu nikapceKumu 3acobamu ma iHwi eudu e3aemodiil.

®apmMakoOuHAMiyHi 83aeMO0i

[IpoTumnoka3saHi KombiHa1ii

He3sopomHi HeceaekmugHi iHzibimopu MAQ. TToBimoMIIsIIOCsS PO BUTAOKK CEPHO3HUX PeakIlii y
nauienTis, ki npuiiManu CI33C y koMm0iHallil 3 HeceJleKTUBHUM HE3BOPOTHUMH iHTiOiTopamu MAO,
Ta y MallieHTiB, AKi HelogaBHO 3aBepiuuny nikyBanusa CI33C i posnovanu npuitoMm inribitropis MAO
(ouB. po3min «[IpotunokasaHHs»). [HKoMM OyIM BUIAaAKXA PO3BUTKY CEPOTOHIHOBOTO CUHAPOMY (OUB.
po3min «ITob6iuni peakiii»). Kom06iHallis ecuuTanonpamy 3 HeCeJIEKTUBHUMHU HE3BOPOTHUMU
inri6itopamu MAO mpoTtunoka3aHa. JIiKyBaHHS eCIIUTAIONPaMOM CJIifl MoYynHaTH Yepe3 14 oHiB
micys BigMiHM He3BOPOTHUX iHTiOiTOpiB MAO. JliKyBaHHS HECETEKTUBHUMU HE3BOPOTHUMHU
inribiTopamu MAO MOXKHa ITOYMHATH JIKIIe Yepe3 7 OHIB IiCIs MPUNUHEHHS IPUHOMY
ecuuTasonpamy.

38opomHull cesekmugHull iH2ibimop MAO muny A (mokn06emid). Yepe3 pu3uK PO3BUTKY
CEpPOTOHIHOBOTO CUHIPOMY OfHOYACHEe 3aCTOCYBaHHS ecnuTanonpamy 3 inriéitopom MAO tumy A
MOKJI06eMifloM TpoTUIIOKa3aHe. JAKII0 3aCTOCYBaHHS 1iel KoMOiHallil BBaKa€ThCS HEOOXiTHUM, TO
CIIOYaTKY NIpU3HA4YaloTh MiHiMaabHI peKOMEHOOBaHi 03K MiJ peTeIbHUM KIiHIYHUM HarisagoM (Ous.
po3min «[IpoTunokasaHHI»).

3s8opomHull HeceaekmusHull iH2ibimop MAO (niHe304i0). AHTUOIOTHK JTiHE30Ti[l € 3BOPOTHUM
HeceleKTUBHUM iHTiOiTopoM MAO Ta He NMOBHMHEH IPU3HAYaTHCS NallieHTaM, IKi IpUuiMaTh
ecruTanonpaM. JAkiio Taka KoMOiHallisg € HeoOXigHOIO, CJIif MPHU3HavYaTH MiHiMabHi 1031 000X
IIpelnapariB [if peTeIbHUM KJTiIHIYHUM HarIsgoM (OuB. po3gin «[IpoTunoka3aHHI»).



He3sgopomHuil ceaekmueHull iHeibimop MAO muny b (ceneziHin). KombiHallis 3 cenerininom
(ue3BopoTHu iHribiTop MAO Tuny b) notpebye 06epekHOCTI Yepe3 PU3UK PO3BUTKY
cepoToHiHOBOTO cuHApoMy. Cenerinin y mo3ax go 10 Mr Ha mo0Oy BKITIOYHO 6e31eYHO0 3aCTOCOBYBABCS
pPa3oM 3 paleMivHUM IUTalI0IpaMOM.

ITodosocenHa inmepsaay QT. PapMakKOKiHETHYHI Ta hapMaKOgUHaAMiuHi JOCITigXKEHHS
KOMOiHOBaHOTO 3aCTOCYBaHHS €CIUTAJIONPaMy 3 iHIIUMU JIiKapChbKUMU 3aco0aMu, SKi IIOOOBXKYIOTh
intepBan QT, He mpoBopunuCh. [Ipy 3aCTOCYBaHHI eciuTaloNpaMy Pa3oM i3 TaKUMHU IIpernapaTaMu He
MOXKHa BUKJIIOUYaTH BUHUKHEHHS afUTUBHOTO epeKTy. Y 3B’5I3Ky 3 LIMM, OHOYACHE 3aCTOCYBaHHS
eCLMTAJIONpaMy 3 JIiKapChbKUMU 3aco0aMu, SKi MogoBXKYy0Th iHTepBan QT, TakuMu K
IpPOTHAHTHapUTMiuHi npenapatu knacy IA i IIl, aHTuncuxoTuky (HanpukiIan NoXigHi (peHoTia3uHy,
miMO3HU, TAJIONEePUA0JI), TPUIHUKITIYHI aHTHIEIIPEeCaHTH, NesdKi MPOTUMIKpoOHi 3aco0u (Hampukiazg
criapgokcanus, MOKCU(MIIOKCAMH, EPUTPOMILIMH OJ1 BHYTPIIIHBOBEHHOI'0 3aCTOCYBaHHS,
IeHTaMiguH, TPOTUMaJAPiiiHi 3aco0H1, 30KpeMa ranodaHTpuH), AesdKi aHTUTiCTaMiHHi 3acobu
(BK/II0Ya0UM acTeMi3oJ, TidpOKCU3MH, Mi30JIaCcTUH), IPOTHAIOKa3aHe.

KowmGiHariii, 110 BuMaraoTh 06epekHOCTi IPX 3aCTOCYBaHHi.

CepomoHiHep2iuHi nikapcbKi 3acobu. OmHOYACHE 3aCTOCYBaHHS 3i CEPOTOHIHEPTiYHUMHY JTiIKaPChKUMU
3acobamu (HampuKiIaz omioimaMu (BKIOYAl0YX TpaMayoJjl), Ta TPUIITaHaMu (BK/II0Ya4u
CyMaTpPUIITaH)) MOXKe MMPU3BECTU OO CEPOTOHIHOBOTO CUHAPOMY (IUB. po3min «OcoOnMuBOCTi
3aCTOCYBaHHS»).

Jlikapcwvki 3acobu, siki 3HusCytomb cyoomHull nopie. CI33C MOXKYTb 3HUKYBATH CYLOMHUH TIOPIT.
PekoMeHyeThCsT 00EPEXKHICTh TPU OOHOYACHOMY 3aCTOCYBaHHi ITpenapariB, sIKi 37aTHI 3HUKYBaTU
Cy[IOMHUH IOPIr (HallpuKiaf, aHTupenpecanTiB (Tpuuukiiyni, CI33C), HeliponenTuKiB (heHoTia3uHy,
TiokcaHTeHHU, OyTupodeHonu), Mmedoxiny, OympoIiony i TpamMagony).

JIimiti, mpunmocar. OCKiNbKY 3apeeCcTPOBAHO BUNA[KH IiICUIEHHS [Iil IPU CYyMiCHOMY 3aCTOCYyBaHHi
CI33C i nitito abo TpunTodaHy, peKOMEHAYETLCA 3 00epPeKHICTIO IPU3HAYATH IIi IpernapaTu
OJIHOYAaCHO.

3gipobiti. OgHouacHe 3acTocyBanHs CI33C Ta pocnuHHUX 3ac06iB, sKi MicTATh 3Bip0o0idt (Hypericum
perforatum), MOxe TIPU3BECTH OO MiIBUINEHHS YaCTOTH MOOIYHUX peakid (TuB. po3min «OcoO6muBOCTi
3aCTOCYBaHHS»).

AHmukoazyaaHmu. MoxirBa 3MiHa e(peKTiB aHTUKOATyISHTIB YHACTIOK OMHOYaCHOTO
3aCTOCYBaHHS 3 €CLUATAJIONPaMOM. Y MallieHTiB, AKi IPUUMAIOTh IepOPasibHi aHTUKOATyJIIHTH,
HeoOXiTHO ITPOBECTU PETENIbHUY MOHITOPUHT CHCTEMU 3rOPTaHHS KPOBi Ieper i micis 3aCToCyBaHHS
ecuuranonpamy. OgHOYacHe 3aCTOCyBaHHS HECTEPOIOHUX IIPOTU3aNalbHUX 3aC00iB MOXKe 30inbIIUTH
CXUTIbHICTh 00 KpoBOTeUi (OuB. po3min «Oco0MMBOCTi 3aCTOCYBaHHS»).

Asnkoeonv. EcuinTanomnpaM He BCTyIAE 3 alKorojaeM y ¢dapMakoguHaMiuHy abo papMakoKiHETUYHY
B3aemogpito. OgHak, gK i y pa3i 3acToCyBaHHS IICUXOTPOIHUX JTiKapCchKuX 3aco6iB, KoMOiHaIlis 3
QIKOT0JIeM € He0axKaHoIo.

Jlikapcoki 3acobu, w,0 CnpuyuHAMb 2inokasaiemiro/einomazHiemiro. HeoOximHa 06epeXkHiCTh pu
OOHOYACHOMY 3aCTOCYBaHHI JTiKapChKUX 3ac00iB, 3aTHUX BUKJIMKATHU TiloKalieMito/rinoMarsieMiro,
OCKIiJIbKM ¥ TaKOMY BUNIAAKY 30iNbIIyETHCS PU3UK PO3BUTKY 3JI0SKICHUX apPUTMIil (IUB. PO3AiN
«OCc06IUBOCTi 3aCTOCYBAHHS»).



®apmakoKiHemuy4Hi 83aemo0ii

BunuB iHmux 3aco6iB Ha GpapMaKOKiHETHKY ecliuTanonpaMmy. MeTtabomni3M eciuTanonpaMy rOJIOBHUM
yuHOM BifmOyBaeThcs 3a yyacTio CYP2C19. ®epmentu CYP3A4 i CYP2D6 Tak0oXK MOXKYTh OpaTé OesKY

y4acTh y #oro MmetabosiaMi, Xo4a i MeHIII00 Mipo. YacTKOBMM KaTalizaTopoM MeTaloIi3aMy
ocHoBHOr0 MeTaboritTy S-DCT (meMeTuIb0BaHOT'0 eCIIUTAIONPaMy) BBakaeThCs ¢hepmeHT CYP2D6.

CyMicHe 3aCTOCyBaHHS ecIuTamonpamMy Ta omemnpasony 30 mr 1 pa3 Ha go0y (CYP2C19 iuri6iTopa)
IPU3BOIUTH 0 MOMipHOTO (mpubau3Ho Ha 50 %) mimBuUIlIeHHS KOHIIEHTpPAIlil ecIiuTasonpamy y
IIJ1a3Mi KPOB.

OpHoYacHe 3aCTOCYBaHHS ecnuTasonpamy i nuMmetunuHy 400 mr gBiui Ha m0o0y (TOMIpHO MOTYXKHUMN
3aranbHui iHribiTOp hepMenTiB) cipuuuHse noMmipae (mpubnau3Ho Ha 70 %) 30inbIIeHHS
KOHIIEeHTPaIlil ecliiTazonpamy B Ijia3Mi KpoBi. Criig BUSBIATH 00epeXkKHICTh TPy KOMOiHOBaHOMY
3aCTOCYBaHHi eCIMTANIONpaMy 3 UUMETUANHOM. Moxe BUHUKHYTH IOTpeba ¥ KOPUT'YBaHHI 03M.
Takum yrHOM, HE0OXigHO 3 06epeXHICTIO MPU3HAYATH €CLUUTATIO0NPaM OOJHOYACHO 3 iHTibiTopamu
utoxpomy CYP2C19 (Hanmpuknag, 3 OMenpa30aoM, e30Menpa3osioM, GIyKoHa30JI0M,
GbyBOKCaMiHOM, JTaHCOIIPA30JI0M, TUKJIOMITHHOM) ab0 3 IUMEeTUAUHOM. [Ipu 0gqHOYaCHOMY
3aCTOCyBaHHI 3HMKEHHS 03U eCIUTalionpaMy Moxe 0yTH HeoOXimHUM 3a1eXKHO Bifl KIiHigHOl
OLiHKY (AUB. po3ain «OcobIUBOCTI 3aCTOCYBAHHS»).

BrnnuB ecuitanonpamy Ha papMaKOKiHETHKY iHINX diKapchbKux 3aco6iB. EciiuTanomnpam €

inribitopoM pepmenty CYP2D6. HeoOxigHa 06epekHiCTh IPH IPU3HAUYEHH] eCLIUTAI0NpaMy
OOHOYACHO 3 TIperapaTaMi, siKi MeTabo0Ii3yI0ThCSI TOJIOBHUM YUHOM LIUM €H3MMOM i Mal0Th By3bKUM
TepaneBTUYHNY iHAEKC, HapuKiap 3 ¢paekalHifoM, mponapeHOHOM i METOIIPOJIONIOM (SIKUI
3aCTOCOBYIOTh IIPY CEPIIEBil HEIOCTATHOCTI) a00 3 HeIKUMU JTiKapChKUMU 3acob6aMHu, 1110 AiI0Th Ha
LTHC Ta B ocHOBHOMY MeTabomi3yoTbcs 3a ydacti CYP2D6, Hanpukiiaz 3 TaKUMU
aHTHUJENpecaHTaMy, IK Oe3ullpaMid, KJIOMINIPaMiH i HOPTPUIITUIIIH, TAKUMU aHTUIICUXOTUKAMU, SIK
PUCIIEPU[IOH, TiIOPUOA3UH i ramonepumos. MoxiuBa Kopekiis mo3u. Kom0Oinamis 3 me3umnpaminoM abo
METOIIPOJIOJIOM IIPU3BOAMIIA [0 MiABUIEHHS YABiYi piBHIB y ma3Mi nux gBox cybcrpartis CYP2D6.
Y mocnimKeHHSX in vitro TpogeMOHCTPOBAHO, 110 ECIIUTAIONPAM TAaKOXK MOXKe 00yMOBIIIOBATH
HeBenuke inribyBanus CYP2C19. PekoMeHOyeThCsl 06epeXHICTh IPU OOHOYACHOMY 3aCTOCYBaHHI 3
nikapchKUMU 3aco0amu, sKi MmeTabomizyiorecs CYP2C19.

Oco06.1ueocmi 3acmocye8aHHs1.
Huzxue3a3HauyeHi 0COGIMBOCTI 3aCTOCYBaHHS CTOCYIOTHCS TepaneBTHYHOro Kiacy CI33C.

Himu. JlikapchKu# 3acib He CyIifg Ipru3HavYaTH OiTIM. Y IPOIeci KITiHiYHUX JocIimxKeHs OibIra
YacToTa CyiluaaabHOI MOBediHKHY (CIIpo0u Cyiluay Ta AyMKH), BOPOKOCTI (3 TOMiHYBaHHSM arpecii,
CXUJIbHOCTI 0 KOH(pOHTAllil Ta ApaTiBAMBOCTI) CIIOCTepiranacs cepeq AiTeH, AKi ITiKyBalIucs
aHTUOENpPeCcaHTaMH, TOPiBHSHO 3 TUMH, XTO ITpuiiMaB manebo. AKIo KiiHiuyHa cUTyallis Bce X
noTpebye IpU3HAUYEHHS TAKOTO JiKyBaHHS, 3a MalliEHTOM He0OXiTHO PeTeNlbHO CIIOCTepiraTu s
CBOEYACHOT'0 BUSIBIIEHHS CYillUOaNbHUX CUMITOMIB. KpiM Toro, HeMae mJaHuX PO MOfaibily 6e3meKy
IJISL OiTeH IIOJO0 POCTY, CTaTEBOTO AO3PiBaHHS Ta KOTHITUBHOTO 1 ITIOBEiHKOBOT'O PO3BUTKY.

ITapadokcanvHa mpusoad. Y nesiKuX MallieHTiB i3 MaHiYHUMHU po3j1afaMy Ha IT04YaTKy JIiKyBaHHS
aHTUAeNpecaHTaMU MOXYTh BifuyBaTH IIOCUJIEHHS TPUBOTH. Lg napagokcanbHa peakiis 3BU4aiiHO
3HUKAE MPOTATOM [ABOX TUXKHIB JIiKyBaHHS. [1[00 3MEeHIINTHA UMOBIpHICTh aHKCIOT€HHOT0 ehEKTY,
PEKOMEHOYEThCS HU3bKa IT0YaTKoBa Ao3a (auB. Po3min «Crocib 3acToCyBaHHS Ta HO3U.»).



CyOomHi HanaOu. HeoOxigHO BigMiHKTH NpenaparT, SKIIO Yy MallieHTa BIepIle PO3BUHYBCS CyJOMHUN
Hamay a0o Hamafu YacTimaloTh (y mallieHTiB 3i nonepenHiM miarHo3oM eminerncii). Crig yHUKaTH
3actocyBaHHs CI33C marmieHTam 3 HecTabilbHOIO eIIiyienci€elo, a maIlieHTaM 3 KOHTPOJIbOBAHOIO
elrinencieio - 3a6e3meYuTy peTeNbHUN HaT s,

Manis. CI33C cmin 3 06epekHICTIO 3aCTOCOBYBATH [JIs JTiKYBAHHS XBOPUX 3 MaHi€l0/TimoMaHi€0 B
anamHe3i. [Ipu mogsi manikaneHOro ctany CI33C cnifg BigMiHUTH.

Ilykposuti diabem. Y nauieHTiB 3 nyKpoBuM fiabetom jikyBaHHS CI33C Moxke BIJIMBATH Ha
TIiKeMiYHUN KOHTPOJS (rimormikeMis abo rinmepriikemis). [1o3a iHcyniHy Ta/abo mepopanbHOTo
rinormikeMidHOro 3aco0y Moxe 1moTpeOyBaTH KOPEKIIii.

Cyiyuod/cyiyudanvHi dymKku abo no2ipweHHs KAiHiYHO20 cmaHy. [lenpecis moB’sg3aHa 3 PU3UKOM
cyluMpganbHUX TYMOK, CAMOTpPaBMyBaHHSA Ta cyiuuny. Lled pu3uK iCHy€ ax [0 AOCATHEHHS CTiKOI
pemicii. OCKibKY MTOKpallleHHs CTaHy MOXKe He BiIOyTHUCS MPOTATOM IepUINX THXKHIB JTiKyBaHHS a0
GinbIe, CIIifl pETENbHO CIIOCTEPIraTé 3a XBOPUMH [0 MOKpAaIleHHs iIXHbOTO CTaHy. Bimomo, 1110 pu3uk
CyIIIAYy MOXKe IigBUIYBAaTUCS Ha PaHHIX CTamisfxX ogyKaHHS. [HIII ICUXiyHi po3nagu, IpU IKAX
3aCTOCOBYIOTh €CLIUTAJIONPaM, TaK0XK MOXKYTh CyIIPOBOIKYBAaTHCS 3POCTaHHSIM PU3UKY CYILIHAOaTbHUX
niii. KpiMm Toro, Taki cTaHu MOXKYTh OyTU KOMOPOiIHUME 3 BEJIMKUM [EIIPeCUBHUM po3iamoM. LIi
3aCTepeXeHHS CTOCYIOThCS TAKOXK JIIKyBaHHS XBOPUX 3 IHIIMMU IICUXIYHUMU PO3/IafaMu.

[TaieHTH 3 aHAMHE30M CYilliAaabHOI IIOBEMiHKY IIle 0 MOYaTKYy JIiKyBaHHS MalOTh HaUBHUIIUMN PU3UK
cylurpganbHUX OyMOK abo crpob i moTpedyoTh MUIBHOTO CIIOCTEPEKEHHS MIPOTATOM JIiKyBaHHS.
MeTaaHaJi3 OOCHiXKeHb BUSBUB IiABUIIEHUN PU3UK CYIIIMOAIbHOL IOBEHiHKY Cepel MalliEHTiB BiKOM
1o 25 POKiB, sIKi MpuiiManu aHTUAENPeCaHTH, IIOPIBHSHO 3 TUMHU, XTO NIpUKMaB miane6o. [TumpHuMl
HarJIg 3a NallieHTaMy 3 BUCOKMM PU3UKOM 0COOIMBO HEOOXiTHUY Ha IOYaTKY JiKyBaHHS Ta IPH
3MiHi mo3u.

[TamieHTiB Ta IX OTOYEHHS CJIi IOTIEPEIUTH ITPO HEOOXigHICTh CIIOCTEPEeXKEHHS /I BUSBIEHHS OyIb-
SIKOT'0 TIOTipIIeHHS CTaHy, CYilluAanbHOl MOBeNiHKY ab0 JyMOK i HE3BUYHUX 3MiH Yy ITOBEIIHII Ta PO
HeoOXiIHICTh HeraHOl MEAUYHOI KOHCY/IbTAlil y pa3i pO3BUTKY IIUX CUMIITOMIB.

Axamusis/ncuxomomopHe 36yoaxceHHs. 3actocyBanust CI33C/CI33CH moB’si3aHe 3 pO3BUTKOM
aKaTu3il - CTaHOM, SKUI XapaKTepPU3y€eThCS HEIPUEMHUM BUCHAXK/IMBUM BiJUyTTSIM HECIIOKOIO Ta
mOTPe00I0 PYyXaTUCS i HACTO CYIIPOBOAXKYETHCS HE3NATHICTIO CUMIITH a00 CTOSITH Ha OOHOMY MIiCIIi.
Taxu¥t cTaH Ha#biNbLI iIMOBIPHO BUHMKAE ITPOTATOM IEPIIKX KiTbKOX THUXKHIB JIiKyBaHHS. 30i/bIIeHHS
[O3U MOXKe 3aIlIKONUTH Malll€eHTaM, Y SKUX PO3BUHYIUCH TaKi CUMITOMU.

I'inonampiemia. T'inoHaTpieMisi, MOXJIMBO IIOB’sI3aHa 3 MIOPYIIEHHIM CEeKpellil aHTUAIyPeTUYHOI0
ropMoHy, Ha Tii npuiiomy CI33C BUHUKaE pigKo i 3a3BMYal 3HMKaE npH BigMiHi Tepamil. CI33C cnifg 3
00epexkHiCTIO TpH3HAYaTH MallieHTaM T'PYIU PU3UKY (NIiTHIi BiK, HasBHICTh IIUPO3Y MediHKu abo
OJHOYAaCHe JIIKyBaHH IIpenapaTaMy, sKi CIPUYUHSIOTH TIIOHATPIEMII0).

Kpososuausu. [Tpu npuriomi CI33C MoxKnuBi MIKipHI KpoBoTedi, ekximMo3 i mypmnypa. CI33C/CI33CH
MOXKYTb 30iMbIINTHA PU3UK BUHUKHEHHS IIiCIANOIOTOBUX KPOBOTEY (OUB. PO3Minu «3aCTOCyBaHHS y
nepiop BariTHOCTi abo rogyBaHHs rpynmo», «[Tobiuni peakmii»). HeoOximHo 3 00epexHiCTO
npu3HadaTty CI33C namieHTaM, gKi IiKyOTHCA OGHOYACHO 1epOPAIbHUMU aHTUKOAryIssHTaMy,
JiKapChKUMU 3aco0aMu, 110 BIJIMBAIOTh Ha (PYHKIII0 TPOMOOIIUTIB (HApUKJIa[ aTUIIOBI
AHTUIICUXOTUYHI 3ac00u, heHOoTia3uHH, OINTBIIICTh TPUIUKITIYHUX aHTUOETIPECAHTIB,
aleTUIICAJIIIIAIIOBA KMCJIOTa Ta HECTEePOigHi MpOoTH3amaibHi 3aco01, TUKJIOMIOUH i TUITipuIaMon), i
MallieHTaM 3 BiOMOI0 CXUJIBHICTIO 1O KPOBOTEY.



Enexkmpo-cydomHa mepanis (ECT). Kniniuau#t gocsig ogHoyacHoro 3actocyBanHs CI33C ta ECT
oOMexXeHUM, TOMy PeKOMEHIYETHCS 00ePeXKHICTh.

CepomoHiHosul cuHOpom. HeoOxinHa 00epekKHiCTh IpY OMHOYACHOMY 3aCTOCYyBaHHI eCIIUTAIoNpaMy
i3 3aco0aMu cepOTOHIHEPTiUHOI [fil, HAPHUKJIA 3 TPUIITaHAMU (BK/II0UAl0YM CyMaTpPUIITaH),
omioimaMu (BKJIOYAal4X TPaMamo) i TpuntodaHoM.

[ToBimOMIISINIOCS PO PO3BUTOK CEPOTOHIHOBOTO CUHAPOMY Y MOOAUMHOKUX BUIMIAOKaX V XBOPHUX, SKi
nputiManu CI33C ogHOYACHO 3 CEPOTOHIHEPTiYHUMHU JTiKapChKuMU 3acobamu. KoM0OiHallisg Takux
CUMIITOMIB, K aXKuTallisd, TPEMOpP, MIOKJIOHYC Ta rinepTepMis Moxke 03Ha4yaTy PO3BUTOK I[bOT'0 CTaHY.
Y npoMy BUNAAKy HeoOxifmHO HeraiHo npunuauTty npuiioM CI33C Ta cepoTOHiHEPTiYHOTO
JIiIKapChKOT0 3aco0y i po3moyYaTi CUMIITOMAaTUYHE TiKyBaHHS.

3gipobiti. OgHouacHe 3acTocyBaHHs CI33C Ta pOCIMHHUX ITpenapaTiB, sIKi MiCTSITh 3Bipo6iit
(Hypericum perforatum), MoXe IIpXU3BECTH OO0 MigBUIIEHHS YaCTOTH MOOIYHUX peakiii (IUB. pO3Min
«Bzaemogis 3 iHIIUMY JTiIKapCHKUMHU 3aco0aMu Ta iHIIM BUTH B3AaEMOIIN»).

Cumnmomu 8i0MiHU, WO cnocmepi2calombvbCA NPU NPUNUHEHHI AiKy8aHHA. CAMIITOMY BigMiHU NIpU
3aKiHYeHHi JTiKyBaHHS, 0COOJIMBO PANTOBOMY, € MOMIMPeHuMU (quB. po3nin «I1o6iyHi peakuii»). ¥V
MOCTimXKeHHIX Mo0iuHi peakirii, ToB’s13aHi i3 MpUNMHEHHSIM JTiKyBaHHS, CIIOCTEPiraaucs IpubiIusHo y
25 % malieHTiB Tpynu ecuuTanonpamy ta y 15 % marienTiB rpynu nnane6o. PU3uK BUHUKHEHHS
CHMIITOMIB BifMiHM 3aJIE2KUTh Bif] KiTbKOX (PaKTOPiB, 30KpeMa Bifj TPUBAJIOCTI Ta O3, IOCTYIIOBOCTI
3HUXKEHHS [I03U. 3allaMOPOYEHHs, CEHCOPHI MTOPYILIeHHS (BK/II0Yal4y ITapecTesito i BifuyTTd yaapy
CTPYMOM), PO3/1afiu CHY (30KpeMa Oe3COHHS Ta SCKpaBi CHOBUMiHHS), 30ymxKeHHs ab0 TpUBOTa,
OmoBaHHS Ta/abo HyOOTa, TPEMOP, CIUIYTAHICTh CBiIOMOCTI, ITOCcHUIIeHe TTOTOBUIiIIEHHS, TOJIOBHUM
6inb, miapesi, mIpuCKopeHe cepuebuTTs, eMolliiHa HecTabibHICTh, OPATIiBIUBICTH i PO3/Iafu 30PY €
HaNYacCTiMMMK peakisiMu. fK MpaBUio, Ii CHMIITOME € JIETKUMH ab0 cepeqHiMHU 3a TSIXKKiCTIO,
OJHAaK y [esIKUX TaI[iEeHTiB MOXKYTh OyTU TSXKYMMHU. BoHU 3a3BMYall BUHUKAIOTh y MEPI geKinbka Aio
IiCNIS IPUNMHEHHS JTiKyBaHHS, X04a JyKe PigKO MOBIJOMIISANN PO BUHUKHEHHS TaKUX CHMIITOMIB
IIiCJIsT BUIAJKOBOTO IIPOITyCKAHHS JINIIe OfHi€l 03U, 3a3BUYal Ili CHMITOMU KOPOTKOTPHUBAJI i
MUHAIOTh IIPOTATOM 2 THUXKHIB, IPOTe y AesIKUX 0Ci0 MOXKYTb OyTH Oinbl TpuBamumu (2-3 Micsi abo
[oBIIE). Y [IbOMY BUIIQKy PEKOMEHAYETHCS IPUIUHATH 3aCTOCYBaHHS eCLUATAJIONPaMy IIOCTYIIOBUM
3MEHIIEHHAM 03U NIPOTATOM Bif] JEKIIbKOX TUXKHIB 10 JEKIJIbKOX MICALIB 3aJIeKHO Bifl CTaHy
MaIjieHTa.

CexcyanvHa ducymkuis. CI33C/ [33CH M0oXKyTh BUKJIMKATH CUMIITOMHU CEKCYaIbHOI AUCPYHKIII
(ouB. po3min «I1o6iuHi peakii»). Bynu noBigoMieHHS PO TPHBai CEKCyalbHi UCPYHKIII, KoK
CUMIITOMU IIPOJOBXKYBaNuCs, He3BaxKauu Ha npunuHerHs npuriomy CI33C/I33CH.

TwemiyHa xeopoba cepys. Yepe3 0OMeKeHHS KITiIHIYHOTO JOCBiAY PEKOMEHIYEThCSI 00EPEXKHICTD Y
pasi 3acTocyBaHHS IIpenapary nalieHTaM 3 ileMigyHo0 XBOPo60i0 cepIis.

ITodosoicennsa inmepsaay QT. BcTaHOBIEHO, 1[0 €CIUTANIONPaM CIPUUMHSIE 10303a/Ie3KHE
nopoBxkeHHs iHTepBany QT. IIpo Bunagku nogoBxeHHS iHTepBany QT Ta apuTMito LITYHOUKIB,
BKJII0Yalouu torsade de pointes, MOBigOMIISANIOCH TEPEBaXKHO Y XKIiHOK, Y MAIliEHTIB 3 TilOKaIiEMi€0
abo 3 yxke iCHylouuM omoBxKeHHSIM iHTepBany QT, abo 3 iHIMME 3aXBOpIOBaHHSAMU ceplid. Crig 3
00epexkKHiCTI0 3aCTOCOBYBATH IIperaparT MallieHTaM 3 BUpaxKeHolo OpafrKapi€ro, nalieHTaM i3
HeI[0JJaBHO IIepeHeCeHUM TOCTPHUM iH(papKToOM MioKapaa 4u 3 JeKOMIIeHCOBaHOI0 CepIeBOI0
HefocTaTHicTIO. [TopyineHHs 6anaHCy eleKTPOIITIB, TaKi SIK TiloKaieMis Ta rimoMarsiemis,
MiABULIYIOTH PU3UK PO3BUTKY 3JI0KICHUX apUTMil Ta MOBUHHI KOPUTYBATUChH IIepef I04aTKOM
JiKyBaHHS eCI[MTAloNpaMoM. Y MallieHTiB i3 3aXBOPIOBaHHSIMU Ceplis 3i cTabinmbHUM mepebirom nepeq
[I0YaTKOM JIIKyBaHHS €CLIUTaJI0ONpaMOM CJIifi IIPOBECTU PeTeIbHY OLIiHKY noka3HuKiB EKI'. Y pasi



IIPOSIBIB CEPIIEBOI apUTMil ITifl Yac JIiKyBaHHSI €CLIMTAIONPAMOM JTiKyBaHHS CIIiT BiTMiHUTHU Ta
nposectu EKT'.

3akpumoxymoasa 2aaykoma. CI33C, y ToMy 4uCIi eciiuTaaonpaM, MOXKYThb BIJIMBATH Ha PO3Mip
3iHUIN, 0 IPU3BONUTE 0O Migpialdy. Llei MigpiaTuuHu edeKT MOTEHLINHO MOXKe 3BY3UTHU KYT 0Ka,
1110 IPU3BOMUTD [0 IiBUIIEHHS BHYTPIIIHEOOYHOT'O TUCKY Ta 3aKPUTOKYTOBOI IJITayKOMHU, OCOOJIUBO Y
CXUJIbHUX JI0 IbOTO MallieHTiB. ToMy ecliMTanonpam ciif 3 06epeXHiCTI0O 3aCTOCOBYBATH IAIliEHTaM i3
3aKpPUTOKYTOBOIO TJTayKOMOI0 ab0 T71ayKOMOIO B aHaMHe31.

Meponpam® MiCTUTB 71akTo3y. [lamienTam i3 pigKiCHUMM CIafKOBUMU 3aXBOPIOBAHHAMU, TAKUMU K
HeTIePeHOCUMICTh TalakKTo3u, HediluT TakTa3u abo ManbaOcopOIlis III0KO3KU-TaTaKTO3!, He CITif
3aCTOCOBYBATH Liey Ipenapar.

Ocob.ausi 3acmepesiceHHA w000 OonomigcHux pevosuH. OnHa TabneTka MegompamMy” MiCTHTB
MeH1Ie 1 Mmonb (23 Mr) HaTpito, TOOTO MOXKHa BBaXKaTH, IO Iel MMpemapaTt MPakKTUYHO He MiCTUTh
HaTpIik.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2pyodoto.
Baritaicts. Kniniuyni mani mmomo 3acTocyBaHHS eCIIUTAIONPaMy IIPH JIiKyBaHHiI BariTHUX 00MeKeHi.

[locnigKeHHS Ha TBapHWHAX II0Ka3aid PENPOAYKTUBHY TOKCUYHICTh. EciiuTamonpam
IIPOTUIIOKA3aHUY BariTHUM, 3a BUHSTKOM BUIIQ[IKiB, KOJIU IIiCJIg PETEIbHOI0 PO3IJISAAY BCiX PU3UKIB i
nepeBar Oyna 4iTKo JoBefeHa HeOOXigHICTh MpH3HaYeHHS IIpernaparty. PEKOMEHOYEThCS peTeIbHe
00CTeKeHHSI HOBOHAPOXKEHUX, MaTepi SKUX IPUNMai eciiuTaronpaM poTAroM mepioay
BaritHocTi, oco6nuBo y III TpuMecTpi. Crifg yHUKaTH PanToOBOI BiIMiHU IIpenapaTy Iif 9ac BariTHOCTI.
Y HoBOHapomxenux, matepi akux npurmanu CI33C/CI33CH Ha mi3HiIX CTpOKax BariTHOCTI, MOXKJ/IMBE
BUHVKHEHHS TaKUX CUMIITOMIB: PeCIipaTOpPHUY OUCTPEC, LIiaHO3, allHOe, CYOOMH, KOJIMBaHHS
TEMIIEPATypPH Tijla, TPYOHOILI 3 TPYAHUM TOAYBaHHAM, OJII0BAHHS, TillOTIIiKEMisl, TiepTOHis, TimoTis,
rineppednekcisi, TpeMop, HepBoBe 30yIKEHHS, APaTiBINBICTD, anaTis, IOCTIMHUN I1a4, COHIUBICTS i
TpygHoIi 3i cHoM. Lli cuMITOMU MOXKYTh 00YMOBJTIOBAaTUCS @00 CepOTOHIHEPTriYHUME epeKTamu, abo
OyTu cuMnToMaMy BigMiHu. ¥ GinbLIoCTi BUNagKiB Taki yCKIagHEHHS BUHUKAIOTh ogpa3y abo
He3abapoM (mo 24 rogun) micns mosnoris. Enmimemionoriuni gani nmokasany, mo 3actocyBanHs CI33C B
1epiofl BariTHOCTi MoKe 30iNbIIMTY PU3UK CTiMKOI JIereHeBol rimepTeH3il y HOBOHAPOIXKeHUX (0 5
BumaykiB Ha 1000 BariTHUX, 3a JaHUMHU CIIOCTEPEXKeHb). Y 3arabHill MOMynslii CTaHOBUTH 1-2
Bumnanky Ha 1000 BariTHOCTEH.

[lepion rogyBaHHd rpynnro. [IpunyckaeTses, 10 eCuuTaaonpaM IPOHUKAE y TPYLHE MOJIOKO, TOMY
TONyBaHHS I'PYAAI0 Ha Yac JIiIKyBaHHS PEKOMEHAYEThCS IIPUIIUHUTH.

®eprunbHicTh. [laHi HOCHIAXKEeHb HA TBapUHAX II0Ka3aJiy, 1[0 eCHUTaI0IpaM MOXKe BIIJINBAaTH Ha
sKicTh criepmu. [ToBimoMneHHs po 3acTocyBaHHs Aesikux CI33C mromsaM mokasanu, [0 BIIJIUB Ha
SKiCTb criepMu 000pOTHMI. BB Ha GePTUIBHICTD TIOAUHYU AOCI HE CIIOCTEpiraBcs.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepysaHHi aBmompaHcnopmom abo iHwumu
MexaHiamamu.

3arajioM ecIuTasionpaM He BIJIMBA€E Ha iHTelleKTyallbHUM cTaH abo ICUXOMOTOPHI QYHKIIi1, aje CIif
BPaxOBYBaTH, IO 9K ICUXOTPOMHUM JTIKAPChKUY 3acib BiH MOXKe BIIMHYTU Ha IPUUHSATTS PillleHHS Ta



Ha 3mi6HocTi. [TarienTiB HEOOXiIHO MONIEPEOUTH IIPO MOTEHLINHUN PU3UK BIIJIUBY HA 3MATHICThH
KepyBaTy aBToM0OiieM Ta IIpallfoBaTH 3 iHIIMMU MeXaHIYHUMHU 3acobaMu.

Cnoci6 3acmocyeaHHss ma do3u.
Besneka 3acTtocyBaHHs 103 Buille 20 Mr Ha go0y He Oyla BCTaHOBIIEHA.
MenomnpaM® 3aCTOCOBYIOTh BHYTPIIHEO 1 pa3 Ha 00y He3aneXHO Bif IPUHAOMY IXi.

Beaukuli 0enpecusHull enizo0. 3puuaiino npu3HadaioTs 10 Mr 1 pa3 Ha f00y. 3aeXHo Bif
iHAUBimyanmbHOI Yy TIMBOCTI MallieHTa f060Ba f03a Moxke OyTu 30inbllleHa 0 MaKCUMasbHOI - 20 MT.

AnTugenpecuBHUM eheKT 3a3BUYal HacTae 4yepes3 2-4 TuxkHi. [Ticg 3HUKHEHHST CHMIITOMIB
JiKyBaHHS HEOOXigHO MPOMOBXKYBATH Ille MiHIMyM 6 MiCAIIiB 719 3aKPIiNIeHHS OOCATHYTOT0 eeKTy.

ITaHiyHi po3aadu 3 azopagpobieto abo 6e3 Hei. IIpOTATOM MEPIIOr0 TUKHSI PEKOMEHOYETHCS
II0YaTKOBa [03a 5 MT Ha o0y, mepexn TuM, siK 30inbmuty 1o 10 mr Ha moby. Hapmani mo3y MoxHa
30iBIIUTH 10 MaKcuMasbHOI - 20 MTr Ha mo0y, 3a71eKHO Bif iHAMBiMyanbHOI YYTIUBOCTI Halli€HTa.

MaxkcumanbHUY epeKT U JTiKyBaHHI MaHIYHUX PO3/IafiB HOCATAEThCS dyepe3 3 micsaui. Tepmin
JIIKYBaHHSI CTAHOBUTH [EKiIbKa MICALIB 1 3a/Ie2KUTh Bifl TSAXKKOCTI 3aXBOPIOBAHHS.

CouianvHi mpueodicHi po3aadu (couiaabHa ¢obis). 3a3Budant mpu3HadaTs 10 Mr 1 pas Ha mo0y.

3a3BUYaii {71 MOJIETIIEHHST CUMIITOMIB HeoOXigHo 2-4 TuxXKHi Teparii. Hagami, 3anexHo Bif
iHOUBiTyaIbHOI BigIOBiAi Nali€eHTa, fo3a Moxke OyTy 3HMKeHa [0 5 MT abo 36inblIeHa a0
MakcuMaJsbHOi - 20 Mr Ha no6y. ColliaNbHUN TPUBOXKHUM PO3Naf - Ile 3aXBOPIOBaHHS 3 XPOHIYHUM
nepebiroM, i gys 3aKpinyieHHs HOCATHYTOTO epeKTy peKOMEeHI0BaHO IIPONOBXKYBATH TiKyBaHHS
npotsaroM 12 TuxkHIB. [JoBegeHo, 1110 JOBrOTpUBasle JIiKyBaHHA IIPOTATOM 6 MICALIB IIOIIEepenKye
peuuguB i MoXkKe NMpU3HavYaTUCS iHAUBiMyanbHO, 3a/Ie3KHO Bifl iHAKWBiMyanbHOI peakilil XBOPHUX; CIIif
PEerysipHO IepeBipATHA TepaleBTUUYHY KOPUCTD JTiIKyBaHHS.

CorianbHuUM TPUBOXKHUK PO3Maf - e YiTKO BU3HAUYEHUY [iaTHOCTUYHUY TEPMIH IJIg TO3HAUYEHHS
crieruivHOTO PO3Nady, SKUW He CIIiI ITyTaTh 3 HaJMipHOI0 COPOM’I3/IUBiCTI0. MeouKaMeHTO3Ha
Teparis moKasaHa JIUIle y TOMY pasi, SKIIo Iled po3/iaf 3HaYHO 3aBaXkae NpodeciiiHii OiNTbHOCTI Ta
colfianbHi¥ aKkTUBHOCTI. E)eKTUBHICTL TAKOr0 JTiKyBaHHS IMOPIBHSIHO 3 KOTHITUBHO-TIOBEIiHKOBOIO
Teparielo He o1fiHioBanocs. PapMakoTeparis IoBUHHA OYTH YaCTHUHOIO 3arajibHOl TeparneBTUYHOI
cTparTerii.

I'eHepanizosaHi mpuodcHi po3aadu. 3a3Buyail npusHavyaiTh 10 Mr 1 pa3 Ha go0y. 3amexkHo Bif
iHouBimyanbHOI Yy TIMBOCTI f03a MoxKe OyTu 36inmbiieHa MakcuMyM 0 20 Mr Ha 700y.

IoBroTpuBaje NiKyBaHHS BABYAJIOCS IPMHAKWMHI 6 MICSIIB y NAI€HTIB, Ki OTpuMyBanu o3y 20 mMr
Ha Jo0y; CIIif peryisapHO OI[iHIOBATU IepeBaru TiKyBaHHS (IuUB. po3ain «dapMaKoguHaMiKa»).

ObcecugHo-komnyabcusHi po3aadu (OKP). 3BudaiiHO IOYaTKOBO Mpu3HaydaioTs 10 Mr 1 pa3 Ha fo0y.
3aekHO Bif] iHAUBiAyambHOI Yy TIMBOCTI f03a MoxkKe OyTu 30inbineHa go 20 mr Ha goly. OKP -
XpOHiYHE 3aXBOPIOBAHHS, JIiIKyBaHHS Ma€ TPUBATU NOCTATHIiM mepion Oyis 3a0e3medyeHHs TOBHOTO
3HUKHEHHST CUMIITOMIB, IKUY MOXK€e CTaHOBUTH KilbKa MicsIliB a0o HaBiTh Ginbire. KopucTsb
JiKyBaHHS Ta O3y IIpenapaTy HeoOXiMHO OILiHIOBATH Yepe3 PerysapHi IPOMiXKKK dacy.



ITauieHmu aimHb020 BiKY (8ikoM 8i0 65 pokig). IloyaTKOBa J03a CTAHOBUTHL 5 MT Ha 100y. 3a/IeXHO
Bifl iHOMBiMyanbHOI Uy TIMBOCTI Ta TAXKKOCTI fenpecii jo6oBa go3a Moxe OyTu 36imbieHa 10
MakcuManbHOI - 10 Mr Ha mo6y. EQeKkTUBHICTh ecIiuTamonpaMy IIpu COLiaIbHOMY TPUBOXKHOMY
po3iafi He NOCHiAXKYyBalacs cepeq Mali€HTiB JIITHLOTO BIKY.

ITediampuyHa nonyaauia. EcuuranonpaM He CJIiff 3aCTOCOBYBATH IJId JIiKyBaHHS HiTeH Ta MiAJiTKiB
(Bixom mo 18 pokiB) (muB. po3min «OcobIUBOCTI 3aCTOCYBAHHS»).

ITauieHmu 3 nopyweHHAMU QpyHKUiT HUpoK. [TallieHTaM i3 TOMipHUMU Ta CTabKUMU MOPYIIEHHSIMHU
GYHKIIII HEPOK KOPUTYBaHHS 003U He NoTpibHe. 3 00epexHicTI0O HeoOXiHO 3aCTOCOBYBATH IIperapar
nalieHTaM 3 TSIKKHAMHU nopyimeHHsIMu QyHKII HUpoK (Cl, <30 mi/xB).

ITauieHmu 3 nopyweHHAMU (PYHKUiI neyiHKU. PeKoMeHIOBaHa II0YaTKOBa [103a IPOTSATOM IEPIIUX
[IBOX TUXKHIB JTiKyBaHHS CTaHOBUTB 5 MT Ha 0oOYy M7 MAIli€eHTiB 3 JIeTK0I0 a60 IOMipHOI0 IIeYiHKOBOIO
HEeJOoCTaTHICTIO. 3alIeXHO Bif iHAMBinyanbHOI peakiiil nmarieHTa no3a Moxe 6yTu 30inbieHa no 10 Mr
Ha go0y. [TarieHTaM 3 TSKKOI0 IIeYiHKOBOIO He[IOCTATHICTIO PEKOMEHI0BaHO 3aCTOCOBYBAaTH
npernapar 3 00epeXHiCTIO i oyzKe 00AyMaHO TUTPYBATH MOT0 HO3Y.

Caabka akmusHicms CYP2C19. [Ins nauieHTiB i3 Bimomolo cabkoio akTuBHicTIO hepmenTty CYP2C19
peKoMeH0BaHa II0YaTKOBA [I03a IIPOTSATOM IEPIINX ABOX TUXKHIB JIiIKyBaHHS CTAaHOBUTD 5 MT Ha H00y.
3ajiekHO Bifj iHAMBiAyabHOI peakilil nmalieHTa fo3a Moxe OyTu 36inbiieHa go 10 Mr Ha go0y.

Cumnmomu 8i0MiHU, WO cnocmepieartombvCsA NPU NPUNUHEHHI AiKyeaHHA. CIIif yHUKATH Pi3Kol
BigMiHM npemnapaTty. [Ipy npunuHeHHi JTiKyBaHHSA €CLUTalO0NpaMoM 003y He0OXigHO 3HUKYBATH
IIOCTYIIOBO MPOTSATOM IlOHaMMeHIIe 1-2 TUXHIB, 1100 3MEHIITUTH PU3UK ITOSIBHA CUMIITOMIB BigMiHK
(ouB. po3min «OcobmuBoCTi 3acTocyBaHHs» Ta «I106iuHi peakitii»). AKIo micns 3HUKEHHS 1031 ab0
BiMiHM IpemnaparTy 3’SIBNSIOThCS HEIPUUHSATHI CUMIITOMH, MOXKe OyTH 3BaXkKeHa AOIiIbHICTh
TIOBEPHEHHS [0 paHillle Tpu3HadeHol Jo3u npenapaty. Hapganmi mikap MoXke IPOMOBXKUTY 3HUKEHHS
[03H, ajie OinbIl I0CTYIOBO.

Limu. AHTU[eTIpeCaHTH He CJIifi 3aCTOCOBYBATH AJIS JIIKyBaHHA AiTel Ta MifgJiTKiB (Bikom mo 18
pokiB). CyinuaanbHy MOBeHiHKY (CyllKXganbHi cripobu Ta CyiluganbHi YMKH) Ta BOPOXKICTh
(mepeBazKHO arpecito, OMO3ULiNHY ITOBEAIHKY Ta T'HiB) YacCTillle CIIOCTepiraau B X0l KITiHIYHUX
BUNIPOOyBaHb y AiTel Ta MifAJiTKiB, SKi MpuiiManu aHTUAENPECAHTH, TOPIBHSIHO 3 TUMH, XTO IIPUIMaB
nnane6o. AKIIo 3 KTiHiYHUX MipKyBaHb pillleHHs PO MPH3HAYeHHS BCe XK TaKU MPUMHATO, HeoOXiTHO
3a0e3MeyuTy yBaxKHe CIIOCTEPEeKEHHS 3a I0SIBOIO CYillMOaNbHUX CUMIITOMIB y IallieHTa.

Iimu. MepomnpaM® He CIifi 3aCTOCOBYBATH M7 JIiKyBaHHA AiTell (BikoM 1o 18 pokis).

Ilepedo3yeanHsi.

ToxcuyHicmy. Kniniuni gani npo nepeno3yBaHHs eciuTanonpaMy o6MexeHi, y 6araTbox BUIagkax
HasiBHE Iepeio3yBaHHs CYNMyTHIMU IIpemnapaTaMu. Y GinbIIOCTi BUMIQMKIB CIIOCTepiraaucs merki
CUMIITOMH 260 6e3CUMIITOMHICTE IIepeo3yBaHHs. [10BiqoMIeHHS PO JIeTaabHi HACTigKK
nepeno3yBaHHS eCIUTAlIONpaMy € BUHATKOBUMHY, OiNbIIICTh i3 HUX BKIIOYAIOTh ONHOYACHE
nepeno3yBaHHA iHIIKX JTiKapchbKux 3aco0iB. [Jo3u ecuutanonpamy 400-800 Mr He CIPpUYUHSTIN Oy Ab-
SIKUX TSIXKKUX CUMIITOMIB.

Cumnmomu. O3HaKu nnepeno3yBaHHsA €COUTAIIONIPpAMYy IIPOABIIAIOTECA IT'OJIOBHUM YHHOM CHUMIITOMAaMU



3 60Ky IIeHTpa/IbHOI HEPBOBOI CUCTEMH (Bif 3alaMOpPOYEHHS, TPeMOpPY Ta aXKuTallil 0 pigKux
BUNIAJKiB CEPOTOHIHOBOTO CHHAPOMY, CYIOM i KOMU), TPABHOTO TPakKTy (Hy#oTa, O/10BaHHS), CEPLEeBO-
CYIMHHOI CUCTeMH (TiTOTeH3is, TaxikapAis, moJoBxkeHHS iHTepBany QT, apuTMisi) Ta IOPYIIEHHAM
OanaHCy eJIeKTPOJIiTiB/piquuy (TimokasnieMis, rimoHaTpiemis).

JlixysaHHA. CnenudiyHOro aHTUAOTY He icHye. Crig miATpUMyBaTH HajleXkHe (PYHKI[IOHYBAHHS
IUXaIbHOI CUCTEMH, 3a0e3eYnTy afleKBaTHY OKCUTeHalio. MoX/1Be 3aCTOCYBaHHS TaCTPaIbHOTO
JlaBaXy Ta aKTUBOBAHOTI'0 BYIi/IsA. PEKOMEHIYETHCSA MOHITOPUHT CEPLIEBUX Ta JKUTTEBO BAXKIUBUAX
GYHKLIY pa3oM i3 CHMITOMaTUYHUM MiTPUMYIOUUM JIiKyBaHHSIM. Y pa3i nepefo3yBaHHSA
peKoMeHayeThCa IpoBofuTy MOHITOpUHT EKI manieHTaMm i3 3aCTiHOIO CepLEBOI HeNOCTaTHICTIO/
OpagiapuTMmisMu, malieHTaM, sKi OMHOYACHO MPUUMAalOTh JTiKapChKi 3ac00H, 1110 MTOIOBXKYIOTh
inTepsan QT, a TakoXK mallieHTaM, SIKi MalOTh IIOPYIIEHHST MeTa0b0I1i3My IIpemnapaTy, HalpuKiiaz
IalieHTaM 3 IIeYiHKOBOIO HeMOCTaTHICTIO.

ITo6iuni peakuii.

[ToGiyHi peakiii Hal4acTillle CIIOCTePiraloThCS MPOTITOM MEPIIOTro abo APYroro THUKHS JIiKyBaHHS Ta
3a3BUYail iX YacToTa ¥ iHTEHCUBHICTh IIOCTYIIOBO 3MEHIIYIOTLCS NIPY ITOfANbIIOMY JIiKyBaHHi. [To6iuHi
peaxittii, Bimomi miist mpemnapariB knacy CI33C Ta eciuTanonpaMy, sKi CllocTepiraauch y xofi miamebo-
KOHTPOJIbOBaHUX OOCTIAXKEHb Ta IIiJ 4YaC MeAUYHOIr'0 3aCTOCYBaHHS, IIOfaHi 3a CHCTeMaMH OpraHiB i
YacTOTOI0 HUXK4Ye. YacToTa BU3HAYAETHCS SK: OyxkKe "acTo (=1/10), gacto (=1/100 mo <1/10),
HevacTo (=1/1000 mo <1/100), pigko (=1/10000 mo <1/1000), oyxe pigko (<1/10000), yactoTa
HeBifiloMa (He MOXKHa BU3HAYUTH 3a HasSBHUMU JaHUMU).

3 60Ky cucmemu kposi ma aimgpamuyHoi cucmemu: 4acToTa HeBijoMa - TpOMOOIUTOTIEH .
3 6oky imyHHOI cucmemu: pigko - aHadinaKTUYHI peaxiiii.

3 60Ky eHOOKPUHHOI cucmeMu: 4acTOTa HeBijoMa - IOPYIIeHHs CeKpellii aHTUIIYPEeTUYHOTO
TOPMOHY.

Po3nadu xapuyeaHHs ma 0OMiHY peu08UH: YaCTO - 3HUKEHHS a00 IMOCUIEHHS alleTUTY, 30iTbIIeHHS
MacH Tila; He4acTo - 3MeHIIeHHs MacH Tijla; YacToTa HeBijoMa - TilloHATpieMisi, aHOpeKCis .

ITcuxivyHi po3sadu: 4acTo - TPUBOTa, HECIIOKilN, aHOMaJIbHI CHU, 3HUKEHHS 7i0ifo, aHopra3mis (y

JKiHOK); HEYacTO - CKpPeroTiHHS 3y0aM# IIifl yac cHy, 30yOKeHHs, 3HEPBOBaHiCTh, TaHiYHi HaMadH,

CIIJTyTaHICTh CBIIOMOCTI; PigKO - arpecis, genepcoHaiilallis, rajiiuHalil; 4acToTa HeBigoma -
cyluuMpanbHi OyMKH Ta CyilluaaabHa moBemiHKa®, MaHis.

3 60Ky Hepeosoi cucmemu: OyXKe 4acTo - TOJIOBHUM 6islb; 9acTo - 6€3COHHS, COHIUBICTE,
3aIlaMOpPOY€eHHs, IapecTesis, TpeMop; HeYacTo - IOPYIIEHHS CMaKy, IOPYIIEHHS CHY,
HETIPUTOMHICTB; PiAKO - CEPOTOHIHOBUM CHHIAPOM; YaCTOTa HEBilOMa - OUCKiHE3is, pyXOBi po3nany,
CYHOMH, ICUXOMOTOPHA HalPyKeHiCTh/aKaTHu3id .

3 60Ky op2aHie 30py: HEYACTO - PO3UIUPEHHS 3iHUIII, 3aTYMaHEHHS 30Dy .
3 60Ky opaaHis cayxy: HEYACTO - A3BiH Y ByXax.
Cepuesi po31adu: HeYaCTO - TaxXikapMis; pimko - OpaguKapmis; YacToTa HeBigoMa - IOIOBXKEHHS

inTepBany QT Ha eeKTpoKaphiorpaMi, apuTMisl MIJTyHOUKiB, BK/II0Yal04H IUIYHOYKOBY TaxXiKapmiio
tuny torsade de pointes.



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

3 6oky mpasHoi cucmemu: Iyxe 4acTo - HyJ0Ta; 9acTo - [Jiapesi, 3amop, O/II0BaHHS, CyXiCThb Y POTi;
HEe4YacTo - NUTYHKOBO-KUINIKOBI KPOBOTEUi (Y TOMY YUCJIi PEKTAJIBHI).

3 60Ky neviHKU ma #08408UBIOHUX W/AXi8: YACTOTA HEBIMOMA - TEMATHUT, 3MiHU QYHKIIIOHATBHUX
IIe4YiHKOBHUX TECTIB.

3 6oky wkipu ma niOwKipHOi KAIMKOBUHU: 9aCTO - TIOCUJIEHE TIOTOBU/IIIEHHST; HEYaCTO -
KPOTIWB THKA, BUCUTIAHHS, 00MUCiHHS, cBepO0iXkK; YacToTa HeBijoMa - HaOpSIKU, CUHII.

3 60Ky cKesnemHo-M’ 5130801 cucmemu: 4acTo - apTPaIris, Mianris.
3 60Ky HUPOK ma ce4os8uBiOHUX W.AAXi8: YaCTOTa HeBiloMa - 3aTpUMKa CEYOBUITYCKAHHS.

3 60Ky penpodykmueHoi cucmemu ma 2pyo0HUX 3a103: 4acCTO - PO3JIafX esAKYIIAIil, iMIoTeH s (y
YOJIOBiKiB); HEYACTO - MeTpoparisi, MeHoparis (KiHKK); 4aCcTOTa HeBigoMa - TajlaKTopes, Ipiamiam
(40710BiKM), TIC/IAIONOr0Bi KPOBOTEYi .

3azanvHi po3aadu: 4acTo - BTOMA, ITiPeKCis; HeyacTo - HaOpsiK.
' Taki Bumamku BimoMi 1 3aCoGiB ycboro Kiacy CI33C.

2 [Tpo Bumagku CylliugaabHUAX AYMOK Ta ITOBEMiHKY IOBIAOMIISNIOCS IMIPOTATOM JIiKyBaHHS
ecruTazonpaMoM abo He3abapoM ITicIst HOTo IPUIIMHEHHS.

* Tpo Taxi BUIAAKH HOBiMOMIIANOCS AJIs TepaneBTH4YHOro knacy CI33C a6o CI33CH (guB. po3minu
«OCco0IMBOCTI 3aCTOCYBaHHSA» Ta «3aCTOCYBaHHS y Imepiof BariTHOCTi abo rogyBaHHS T'PYOII0»).

ITodoeoicenHs inmepaany QT. Ilpo Bunanku 30inbienHs iHTepBany QT Ta apuTMilo IITyHOYKIB,
BKJIIOYalo4u torsade de pointes, MOBIfOMIISINIA IPOTSATOM IiCISIPEECTPALIIMHOTO IIEPiOAY, TOJIOBHUM
YUHOM Y IallieHTiB XKiHOYO1 CcTaTi 3 TinmokasnieMieio 4yu 3 yxke icCHylouuM 30inbiieHHs M iHTepBany QT
a0o0 3 iHIIMMHU CepIIeBUMHU XBOPOOaMH.

Epexmu kaacy. EnigeMionioriyHi JOoCHifAXKeHHs, Ki TOJIOBHUM YMHOM IIPOBOOUIINCS 3a Y4acTIO
narieHTiB BikoM Bif 50 pOKiB, IPOIEMOHCTPYBa/IN IMiABUILIEHUN PU3UK I1€PEIOMiB KiCTOK y IIAlli€HTIB,
ski npurManu CI33C Ta TpULUKIIiYHI aHTAAENIpecanT. MexaHi3M, 110 TPU3BOOUTH A0 TAKOT0
PU3UKY, fOTelep HEBIIOMUI.

Cumnmomu giomiHu. Tlpununenns mpuiiomy CI33C/CI33HC, oco6uBO pamnToBe, YaCTO IPU3BOIUTh
[0 CHMITOMIB BigMiHU. HaliuacTimne moBimOMIANIM IPO TakKi peaklil: 3allaMOPOYeHHS, IOPYIIeHHS
GYHKIIN opraHiB 4yTTs (IIapecTesis Ta BiT4yTTs elIeKTPOIIOKY), po3jagyu CHY (30KpeMa 0e3COHHS Ta
HEeCTIOKilHi cHHM), 30yaKeHHS abo cTpax, 6/oBaHHS Ta/abo HygoTa, TPEMOP, CIUIYTaHICTh CBiIOMOCTI,
IIOCHUJIeHe TTOTOBUIINIEHHS, TOJIOBHUM Oib, miapesi, maibIIiTallis, eMolliiHa HeCcTabibHICTS,
OPaTiBNUBICTh i po31afu 30py. 3arajioM Ii CUMIITOMH € cla0Ki abo MOMipHi, OgHaK Y OesIKUX
TIAIEHTIB BOHU MOXKYTh OYTH TSKKUMHU Ta/a00 TpuBamuMu. TOMYy IIPH BiICYTHOCTI IoTpedu y
IIPOOBXKEHH] JTIKyBaHHS €CLUTAJIONPaMOM IIPUIOM IIpernapaTy Ciif 060B’I3K0BO IMIPUIUHSITY IIJISIXOM
IIOCTYTIOBOTO 3HUXKEHHS [TO3H.

[ToBimoMIeHHS PO mimo3pioBaHi mob6iuni peakiii. IToBimoMmeHHs mpo mo6ivHi peakii mics
peecTpallil mTiKapchkoro 3aco0y Ma€ BaxK/IuBe 3HaYeHHS. Lle ae 3MOry MPOBOAUTYA MOHITOPUHT



CITIiBBiIHOIIIEHHS KOPUCThL/PU3UK IIPHU 3aCTOCYBaHHi IIbOTO TiKapChKOTo 3acoby. MeguyHuUM Ta
dbapMaleBTHYHUM ITPAlliBHUKAM, a TaKOXK IMallieHTaM a0o0 iX 3aKOHHUM ITPeICTaBHUKAM CIIif
MOBIIOMJISITH TIPO YCi BUMIAOKY Mi03PI0BAHUX MOOIYHUX peakKllii Ta BiCyTHOCTI e(eKTUBHOCTI
JiKapchbKOro 3aco0y uepe3 ABTOMAaTU30BaHy iHdopMaliiHy cucTeMy 3 ¢hapMaKOHATIISIAY 3a
nocunanHaM: https://aisf.dec.gov.ua/

Tepmin npudamHocmi. 2 POKH.

YMmoBH 30epirannsi. 30epiratu mpu TeMiepaTypi He Buite 25 °C B opuTiHaNbHiM YIIAKOBII B
HEOCTYIIHOMY AJISl JiTeH MicCIIi.

YnaxkoBka. [To 10 Ta6nmeTok y 6mictepi, mo 3 6rmicTepu y KapTOHHiM KOPOOIIi.

Kareropis Bignmycky. 3a penentom.

BupoOHHUK.
1. Mepoxkewmi JITII (3aBox AZ)/Medochemie LTD (Factory AZ).

2. ®apmanesnrim Araritim JlabopaTtopiym [yiBen b.B./Farmaceutisch Analytisch Laboratorium
Duiven B.V.

Micue3HaxoaKeHHs1 BHPOOHHKA Ta ajjpeca Miclsi MPoBagKeHHsI HOT0 Tis/IbHOCTI.

1. 2 Mixaen Epakneoc Ctpit, Axkuoc AtaHacioc [agycTpianbHa 30Ha, AX)uoc AtaHacioc, Jlimaccor,
4101, Kinp/ 2 Michael Erakleous Street, Agios Athanassios Industrial Area, Agios Athanassios,
Limassol, 4101, Cyprus.

2. Hisrpad 30, Oyisen, 6921 PJI, Hinepnaugu/Dijkgraaf 30, Duiven, 6921 RL, Netherlands.



