THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

IUKJIOKC®

(CIKLOX®)

Cknao:
0ioya peyosuHa: eCUUTAIONPaMy OKcanart;
1 TabneTKa MiCTUTh eCUMTANIONIPaMy OKCaaTy y IepepaxyBaHHi Ha ecuuTtanonpaM 10 mr a6o 20 mr;

0onomidicHI peyoguHU: 11e/TI003a MiKPOKPHUCTATiyHa, HAaTPilo KpoCcKapMesno3a, KpeMHio TioKcumg
KOJIOIHUY, TaJbK OYMINEHUH, MarHiio cteapaT, moKpuTTa «Opadry white 03F58750» (rimpomeno3a,
tuTany piokcup (E 171), Makporon, Tanbk).

JIikapcbka ¢popma. TabneTky, BKPUTI IIiBKOBOIO 000JIOHKOIO.
OcHosHI (i3uko-xiMiuHI 81aCMUBOCMI:

OBaJIbHi, MBOOMYKIIi TabneTku 6imoro abo Maiixke 6i10r0 KOIbOPY, BKPHUTI IITiIBKOBOIO 000JIOHKOIO, 3
niHiero po3noMy 3 ogHOro 60Ky Ta TylafKi 3 iHmoro 6oky.

dapMakoTepaneBTHYHA rpyna. AutunenpecanT. CeleKTUBHi iHTi6iTOPH 3BOPOTHOTO 3aXOIIEHHS
cepotoHiny (CI33C). Kog ATX NOGA B10.

Papmakono2iuHi e1acmueocmi.
®apmakoduHamika.

Ecuuranonpam - Iie CeIeKTUBHUY iHTi0iTOpP 3BOPOTHOTO 3axomieHHs cepoToHiny (CI33C), skuit
XapaKTepPU3YETHCS BUCOKOI0 aiHHICTIO O OCHOBHOTO 3B’I3yI04Y0r0 CauTy. BiH TaK0OX 3B'S3Y€ETHCA 3
aJIOCTEPMYHUM CaWTOM TPAHCIIOPTepa CEPOTOHIHY, IPH IIboMy adiHHICTh o 1iel ginguku y 1000
pa3iB HUXKYA.

EcnuTanonpaM He Ma€ 30BCiM ab0 Ma€ AyxKe cnabKy 3[aTHICTh 3B’SI3yBaTHCS 3 HU3KOIO PEIeNTOPiB,
BK/II04al0o4Yu cepoToHiHoBi 5-HT,,-, 5-HT,-penentopu, nodaminosi D,- i D,-penentopy, a,-, a,-,
B-ampeHepriuHi penentopy, ricraminoBi H,, MyckapuHoBi xoniHepriuni, 6eH30/ia3eninoBi Ta omiaTHi
PEeLenTOPH.

[uribyBaHHS 3BOPOTHOTO 3axomnneHHs 5-HT € equHUM MOXIIMBUM MeXaHi3MOM [il, AKWil MOXKe



NIOSICHIOBATH (papMakKoJIoTiuHi Ta KiIiHiuHi edheKTH eciuTanonpamy.
®apmakoOuHamiyHi epexmu

B ogHOMYy nofBifiHO cinmoMy m1aie00-KOHTPOIbOBAHOMY HoCigKeHHi moka3HukiB EKI' y 3mopoBux
ocib mopmoBxkeHHs iHTepBany QTc (ckopurosaHoro 3a ¢popmynoio Opigepidia) Big BUXigHOTO 3HAUYEHHS
ctanoBuo 4,3 mc (90 % [I (goBipuuu iHTepBan): 2,2, 6,4) npu 3acTOCyBaHHI Ipenapaty y go3i 10
mr/mo0y ta 10,7 mc (90 % [I: 8,6, 12,8) mpu 3acTocyBaHHi 7031, BUILOI 3a TepaneBTu4Hy, - 30
Mr/mo0y (muB. po3minu «IIpoTunoka3anHs», «OcoBIUBOCTI 3aCTOCYBaHHS», «B3aeMopmist 3 iHIIUMHU
nmikapCchbKUMU 3aco0aMu Ta iHIII BUAU B3aeMofin», «[1o6iuHi peaktii», «Ilepeqo3yBaHHS»).

KnaiHiuHa epekmusHicmb
Beauki denpecugHi enizodu

EdekTuBHiCTh ecuiMTanonpamy y JiKyBaHHI BEJTMKUX JENPECUBHUX €Ii30MiB y rocTpuii mepion O6yna
1okKasaHa y 3 3 4 nonBiiHO cinux, muane6o-KOHTPOIbOBAHUX, KOPOTKOCTPOKOBUX (8-THKHEBUX)
OOCIiXKeHb. Y JOBrOCTPOKOBOMY AOCIiAKEHHI MPodiTaKTUKN pPelUAnBy 274 MallieHTH, SKi Imif yac
II04YaTKOBOI 8-THKHEBOI BiIKpuTOi pa3u mocigKeHHS BiAMOBINM Ha JIiKyBaHHS €CLKTalIONpaMoOM y
no3i 10 abo 20 mr/moby, Oynu paHmoMi30BaHi AJIS MPOOBKEHHS IPUINOMY eCLHUTAIO0NpaMy y Tii
camiit mo3i abo miaie6o TPOTATOM nepiony Ao 36 TUXKHIB. Y IbOMY [OCIIIXKEHH] yV MAIliEHTIB, SKi
IIPOOBKYBaIM OTPUMYBATH €CIIUTAIONPaM, CIIOCTEPIiraBCcsi CTaTUCTUYHO 3HAUYINO OibII TPUBAIHMA
nepiof 4acy 0O BUHUKHEHHS PELUOUBY y MeXaX HaCTYyHUX 36 TUXKHIB y IIOPIBHAHHI 3 TUMU
nalieHTaMH, SKi OTpuMYyBasu Iainebo.

CouianbHuti mpugoxcHul po3nad

Ecuuranonpam BUSBUBCS e(DeKTUBHUM 15 TiKyBaHHS COI[iaJIbHOTO TPUBOXKHOTO PO3/Iady SIK Y TPHOX
KOPOTKOCTPOKOBUX (12-THKHEBUX) JOCTIIKEHHSX, TaK i y 6-MiCIYHOMY [OCTigXXEeHHI TPOQiTaKTUKU
penunuBy. Y 24-TUKHEBOMY HOCTiAKeHHI ONTUManbHOI 7031 OyJla IPoaeMOHCTPOBaHa e(heKTUBHICTh
ecuuTanonpamy y gosax 5, 10 ta 20 mr.

I'eHepanizosaHull MpuBoMCHUU po31ad

EcnuranmonpaM y go3ax 10 Ta 20 mr/moby 6yB edheKTuBHUM Y 4 3 4 m1a1e00-KOHTPOIbOBAHUX
IOOCIIiIXEeHb.

3rigHo 3 06’€qHAHUMU NAHUMHU TPHOX MOCTIAXKEHb 3 MOAIOHUM AU3alHOM, B IKUX Y CYKYITHOCTI B35B
ydacTb 421 mallieHT, 110 OTPUMYyBaB ecliiTanonpam, Ta 419 marfieHTis, 1110 oTpUMyBanu 1mialebo, Ha
JikyBaHHS Bifnosinu 47,5 % ta 28,9 % nauieHTiB BifnoBigHO, a peMicisg Hactana 'y 37,1 % ta 20,8 %
malfieHTiB BigmoBimHO. CTiikuM epeKT CIIoCTEpIraBcs 3 MEPIIOro TUXKHS TiKyBaHHS.

[MigTpumyrounyt edekT ecuuTtanonpamy y nosi 20 mr/mo0y 0yB IpogeMoHCTpOBaHUY y 24-76-
TUKHEBOMY PaHLOMi30BaHOMY OCTIiAXKEHHI MiATPUMY0YO0ro edeKTy JIiKyBaHHS, B SKOMY B35JIU
y4acTs 373 mauieHTH, 110 BiANOBIIM Ha IIpelapar Mifi 4ac 104aTKOBOro 12-TUXKHEBOTO JIiIKyBaHHSA Y
BIIKPUTOMY PeXKHUMi.

ObcecugHO-KOMNYAbCUBHUU PO3.1a0

Y paHgoMi3oBaHOMY MOABINHO CITIIOMY KITiHIYHOMY HOCIiOKeHHi ecldTanonpam y no3i 20 Mr/moby
IIPOJIEMOHCTPYBAB BiIMiHHICTH Bifl mane6o 3a 3arajabHO0 KilnbKicTio 6asiB 3a mkasnomo Y-BOCS
(Illkana mst oliHKKY 06CECHBHO-KOMITYILCUBHOTO PO3JIafly MenbcrKoro i BpayHiBCBKOTrO
yHiBepcurteTiB, Yale-Brown Obsessive Compulsive Scale) yepe3 12 TuxHiB nikyBanHsg. Yepes 24



THUXKHI BiTMidaIuCs epeBaru 3aCTOCYBaHHS ecIiUTanonpamy K y no3si 10 mr/mo6y, Tak i y mo3i 20
Mr/mo0y y mopiBHSHHI 3 11aie6o.

EdekTuBHiCTh IpenapaTy y npodinakTulli peluauBiB Oyia IpofeMOHCTPOBaHa AJIsl eCIUTAIoNpaMy y
no3ax 10 i 20 mMr/mo6y y namieHTiB, sKi BifmoBinK Ha ecuuTanonpaM y 16-TuKHEBOMY BiIKPUTOMY
nepioni Ta 6ynu BKIOYEHi y 24-TUXKHEBUH paHJ0Mi30BaHUY NOABINHO cinui miane6o-
KOHTPOJIbOBAHUM IIepiof.

dapmakoKiHemuxka.
Abcopbuis

AGcopOI1isi MpaKTUYHO MTOBHA 1 He 3a7eKUTh Bifl MpuioMy 1xki. MakcuMasbHa KOHIEHTpPALlis y I1a3Mi
(T,a) MOCSATAETHCS Yepe3 4 TOOUHMU Iic/Ist 6araTopa3oBOr0 3aCTOCYBaHHS.

4K i gns pauemigHoro nuTagonpamy, abconoTHa 6i0gOCTYIHICTh eCIIUTAIONPaMy O4iKyeThCs Ha
piBHi mpubnmu3Ho 80 %.

Po3nodin

VaBuui 00’eM posnoginy (V,,/F) micns nepopaipHOro IpuioMy Ipenapary CTaHOBUTH IPUOIN3HO Bif
12 mo 26 n/kr. BiogocTymHICTh ecuuTanonpaMy CTaHOBUTEL Ipubnu3Ho 80 %. 3B’A3yBaHHSA
eCLMTAJIONPaMy Ta HOr0 OCHOBHUX MeTa0oJIiTiB 3 Oinkamu - Hux4e 80 %.

Biompa+cgpopmauis

MeTabori3M BinOyBaeThCs y MeUiHIli 0 MeTabOoJIiTiB, 0 AEMETUTIOIOTHCS Ta AUAEMETHITIOIOTHCS.
OO6upBa BOHY € apMaKOJIOTiYHO aKTUBHUMHU. K anbTepHATUBA MOXKJIMBE OKUCIIEHHS a30Ty 3
yTBOpPeHHSIM N-OKCHOHOTO MeTabomiTy. dK BuXigHA CIIOIyKa, TaK i MeTaboliTh 4acTKOBO
€KCKPEeTYIOThCS V BUTJISAI ITIOKYPOHifdiB. [Ipu 6araTokpaTHOMY IIPUIOMI ITpernapaTy cepenHi
KOHIIeHTPallil IeMeTUIbOBAHOT'0 Ta AUEeMETUIILOBAHOI0 MeTa0OoJIiTiB 3a3BUYail CTAaHOBIATh
BigmoBigHO 28-31 % i <5 % Bim KoHIIEHTpalil eciuTanonpaMy. bioTpancdopMatiis eciiuTanonpamy
[0 IEMETUIHLOBAaHOT0 MeTab0IiTy orocepenKoByeThCs nepeBaxkHo CYP2C19. MoxrBa feska y4acThb
y npoMy mpoiieci pepmenTtiB CYP3A4 ta CYP2D6.

Eniminauis

[Tepion HamiBBUBeeHHA (t,,) Ipemnapary micyis 6araTopa3oBOro 3aCTOCYBaHHS CTAHOBUTH IIPUOIKM3HO
30 ropa. ITnasmoBuit knipenc (Cl,,,;) Tpu mepopanbHOMY NpUioMi CTaHOBUTH pubau3Ho 0,6 1/xB. B
OCHOBHUX MeTa0oJIiTiB epion HamiBBUBEOEeHHS MOBIIXM. EciuTanonpaM Ta #0To OCHOBHI MeTaboiTu
BUBOJSATHCS Yepes MediHky (MeTabomiynuit misix) i HupkaMu. BinbIlla YacTUHA 003U BUBOJUTHCS Y
BUTIsII MeTaboJIiTiB i3 ceyero.

JIiHiliHicmb

KineTrka ecuuTanompamy JiHifiHa. PiBHOBaXKHa KOHIIEHTPALlis JOCATAETHCS MPUONMM3HO Yepe3
1 tTuxpens. CepenHi piBHOBaXKHI KOHIIEHTpallil, gKi CTaHOBIATL 50 HMOIB/N (Oiana3oH:
20-125 HMOMB/M), HOCSATAIOTHCS MPU 3aCTOCYBaHHi m060B0Oi m0o3u 10 Mr.

ITayieHmu AiMHb0O20 BiKY

Y mallieHTiB BiKOM Bifi 65 pPOKiB eCcIiuTaa0IpaM BUBOOUTHLCS MOBiIIbHIIIE, HiXK Y MOJIOAUX IMalli€HTIB.
Cucremna excrosutiisi (AUC) y 3mopoBux no6poBoJIbLIiB JTITHROTO BiKy Tpubiau3Ho Ha 50 % Bullla 3a



TaKy y MOJIOIUX 300POBUX MOOPOBONBIIB (OuB. po3min «Cmocib 3aCTOCYBaHHS Ta JO3U»).
ITeuiHKosa HedocmamHicmb

Y natuieHTiB 3 mopyieHHIM QyHKIIII TeYiHKY JIeTKOro abo cepegHbOro CTYIeHs TAXKKOCTi (Kmacu A i
B 3a Yaiingom-I1'10) yac HamiBBUBeeHHS OyB y [IBa pa3u HOBIIMM, a eKCIo3ullisa Ha 60 % Bulla, HiXK y
oci6 3 HopMabHOIO QYHKITIEIO MTevYiHKy (OuB. po3min «Crmocib 3acTOCyBaHHS Ta JO3U»).

Hupkosa HedocmamHicmb

Y nanieHTiB 3i 3HUKEHOI0 (PyHKITiE0 HUPOK (CL,. 10-53 MJy1/XB) Ipu 3aCTOCYBaHHI paleMigdHOTO
IIUTAJIONPaMy CIIOCTEPIiraBcs MOBUIMY Yac HaIiBBUBEOEHHS Ta [elo OiybIa eKCIIO3UILis.
KonnenTpatis MeTaboIiTiB ¥ my1a3Mi KpoBi He HocTigxKeHa, ajie Moxke OyTH MigBUIIEHOO (OUB. PO3Mi
«Croci6 3acToCcyBaHHS Ta HO3U»).

IToaimop@iam

[MamienTu 3i cmabko Mertabomnivynoio ¢pyHkuielo CYP2C19 manu BOBiui BUIY KOHIIEHTPAIIiI0
eCIUTasonpaMy y Iijla3Mi KPOBi, HiXK mallieHTH 3 HopManbHOI0 ¢yHKIielo CYP2C19. 3HauyHuX 3MiH
ekcrio3utlil mpu 3uuKeHi ¢pyHkiii CYP2D6 He Bim3Havasnocs (ouB. po3min «Cmocib 3acTocyBaHHS Ta
OO3MU»).

KrinigHi xapaKTepHCTHKH.

Iloka3zanus.

- Benuki genpecuBHi emizonu.

- [Taniuuwuit posnan 3 abo 6e3 aropadoobii.

- CormianbHUM TPHUBOXKHUY po3yaf (colrianbHi ¢obii).
- OO6cecuBHO-KOMITYIbCUBHUM PO3TIa[.

- I'eHepammi3oBaHi TPUBOXKHI PO3Tagu.

IIpomunoka3aHHs.
- [TinBuIeHa YyTNIUBICTE [0 ecUKUTanoNpamMy abo [0 iHIIKX KOMIIOHEHTIB ITperapary.

- OpHOYacHe JTiKyBaHHS HeCeJIeKTUBHUMU, He0OOPOTHUMH iHTiGiTOpaMu MOHOAMiHOKCHUIA3H
(IMAO) mpoTunokKa3aHe y 3B’3Ky 3 PU3UKOM PO3BUTKY CEPOTOHIHOBOTO CHHIPOMY 3i 30yIKEHHSIM,
TPEMOPOM, TillePTEPMIEIO Ta iHITMMU CUMIITOMaMu (OUB. po3Min «B3aemofis 3 iHITMMY TiKapChbKUMU
3aco0aMu Ta iHIII BUOU B3a€MOMOIN»).

- KombiHOBaHe 3aCTOCyBaHHS €CIUTAJIONpaMy Ta 000poTHUX iuribiTopie MAO Tumy A
(sampukiang Mokiobeminy) abo 060pOTHOTO HECEeNeKTUBHOTO iHribiTopa MAO niHe3omigy
IIPOTUIIOKA3aHe Y 3B’SI3Ky 3 PU3UKOM PO3BUTKY CEPOTOHIHOBOTO CUHAPOMY (IUB. Po3fin «B3aemomis 3
iHIITMMYM JTiKapChKUMM 3aco0aMu Ta iHIIN BUOY B3aEMOIii»).



- EcnuranonpaM npoTUunoka3aHuy [y 3aCTOCYBaHHS MallieHTaM 3 BifOMUM IIO0BXKEHHIM
inTepBany QT a6o 3 BpOgKEeHUM CUHIPOMOM IMOI0BXKeHOT0 iHTepBany QT.

- EciuranomnpaM mpoTUIIOKa3aHO 3aCTOCOBYBATH OJHOYACHO 3 JTIIKapChKUMU 3acobaMu, sKi
3maTHi momoBxkyBatH iHTepBan QT (muB. po3min «B3aemopis 3 iHIIMMYU JTiIKAPChKUMU 3ac00aMu Ta
iHITTi BUIW B32€MOIIN»).

B3aemodin 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

®apmakoOuHamiuHi 83aemo0il

[TpoTunoka3aHi KoMOiHaIlii.

HecenexmugHi HeobopomHi IMAO

[ToBimomsiyioCs IPO BUIIaIKX CEePHO3HUX peakilill y marieHTis, ki npuiManu CI33C y koMmOiHaii 3
HeceleKTUBHUM Heo0opoTHUM IMAOQ, Ta y malfi€eHTiB, AKi moiHo 3akinyuny jaikyBaHHsA CI33C i
po3novanu npuiioM IMAO (gus. po3gin «[IpoTunoka3zaHHa»). Y OeSKAX BUIagKaX PO3BUHYBCS
CEePOTOHIHOBMY CHHAPOM (muB. po3Min «[Tobiuni peakirii»).

Komb6inariisi ecuutanonpamy 3 HecelneKTUBHUMY HeobopoTHUMHU IMAO npoTunoka3saHa. JIikyBaHHS
eCLUTAJIoNPaMOM CJIif mounHaTu yepe3 14 gHiB micns BigMinu HeobopoTHOoro IMAO. JliKyBaHHS
HeceJIeKTUBHUMHU HeobopoTHUMU IMAO criif moYynHATH He paHile HiX yepes 7 OHIB Mmicis
IPUNUHEHHS IPUUOMY eCIUTalonpaMmy.

ObopomHuti cenekmusHuti IMAO muny A (Moka06emio)

YHacnmigok pu3uKy pO3BUTKY CEPOTOHIHOBOTO CHHAPOMY KoMOiHallis ecuuTanonpamy 3 IMAO tuny A
MOKJIO0eMifIoM ITPOTUIIOKa3aHa (IuB. Po3Min «[IpoTuoka3aHHsI»). fAKIO J0BeIeH0 HeoOXimHICTh 1iel
KoMOiHallii, Cmo9aTKy CJlif Ipru3HadyaTy MiHiMaIbHi peKOMeHI0BaHi 03U 3 ITOCUJIEHUM KITiHIiYHIM
MOHITOPUHTOM.

HecenekmusHuti obopomHuti iHeibimop MAO (niHe304i0)

AHTHOIOTHK JTTiHE30Ti[l € HeCeNeKTUBHUM 000pOoTHUM iHTiOiTopoM MAOQO Ta He IOBHHEH NPU3HAYATUCS
malfieHTaM, SKi OTPUMYIOTh ecIIUTanonpaM. fAKiio Taka KoMOiHallis € HeoOXiTHOIO, CITif
3aCTOCOBYBATH MiHiMaJlbHi 031 000X MpemaparTiB Imifl peTeaIbHUM KITiHIYHUM HarjsmoM (IUB. PO3Min
«[IpoTUnIOKa3aHH»).

CenekmugHull HeobopomHutl iHeibimop MAO muny b (cene2iniH)

Komb6inanist 3 cemnerininom (Heobopotauit IMAO tuny B) moTpedye 00epeXHOCTi Yepe3 pu3ukK
PO3BUTKY CEPOTOHIHOBOTO CUHAPOMY.

Cenerinin y mo3ax mo 10 Mr/go0y BKII0YHO 6€3MeYHO0 3aCTOCOBYBABCS Pa30M i3 paleMiYHUM
IIATAI0TPaMOM.

ITodoeosicenna inmepaany QT

dapMakoKiHeTHYHI Ta papMaKOAMHAMIYHI JOCTigKeHHSI KOMOiHOBaHOTO 3aCTOCYBaHHS
€CIIUTaNIoNpaMy 3 iHIIMMU JTiKapChbKUMHU 3aco0aMH, SIKi MOgoBKYIOTh iHTepBan QT, He MPOBOOUIIUCS.
[Ipu 3acTOCyBaHHI eclMTaI0IpaMy Pa3oM i3 TaKUMU IIpernapaTaMy He MOXXHa BUKJIIOYaTH



BUHUKHEHHS afUTUBHOTO e(heKTy. Y 3B’93Ky 3 IUM OJHOYACHE 3aCTOCYBaHHS €CLUTAJIONpaMy 3
nmiKapchbKUMU 3aco0aMu, gKi MOJoBXKYIOTh iHTepBan QT, TakKMMU SIK TPOTUAPUTMIUHI TpemnapaTu
knacy IA i III, aHTUIICUXOTHUKY (HaIpUKJIaf MOoXigHi peHoTia3uHy, IiMO3KUM, raJonepuao),
TPULMKITIYHI aHTUAENIPEeCcaHTH, OesKi MIPOTUMIKpoOHi 3acobu (HampuKiaj crap@oKcaliuH,
MOKCHU(DIIOKCAIH, EPUTPOMIIINH OJ1 BHYTPIIIHEOBEHHOT'0 BBEIEHHS, IEHTaMigUH, IPOTUMAJIIPiiHI
3acobu, 30KpeMa ranodaHTpUH), AesSKi aHTUTiCTaMiHHi ITpenapaTy (HalpuKJIajg acTeMi3on,
TiOPOKCH3MH, Mi301aCTHH), MPOTUIIOKa3aHe.

KowmGiHariii, 1o noTpedyioTh 00epeKHOCTi IPU 3aCTOCYBaHHi
CepomoHiHepeiuHi nikapcoki 3acobu

OpHOYacHe 3aCTOCYBaHHS 3 CEPOTOHIHEPTiYHUMU JIiKapChbKUMU 3aco0aMu (HaIpUKJiIaf 3 ommioigaMu
(BKJIIOYAKOUM TpaMazfoJl) Ta TPUIITaHaMU (BKJIIOYAlOYX CyMaTPHUIITaH)) MOXKe IIPU3BECTU 0
CEePOTOHIHOBOT'O CUHAPOMY (OUB. po3min «OcoOIMBOCTI 3aCTOCYBAHHSI»).

Jlikapcuvki 3acobu, siKi 3HUMCYIOMb cCy0OMHUL nopie

CI33C M0XyTh 3HMXKYBATH CyIOMHUY MOPir. PekoMeHyeThCA 00epeXKHICTh IPU OJHOYACHOMY
3aCTOCYBaHHI IpemnaparTis, AKi 3[aTHI 3HUKYBaTU CYLOMHUY [IOPIT (HallpUKJIaZ aHTUAEIIPEeCaHTiB
(rpunukmiyni, CI33C), HeliponenTukiB (heHOTia3uHU, TiOKCaHTeHH, OyTUPOGhEHOHU), Me]IIOXiHY,
Oymporiony i TpamMagony).

JIimili, mpunmogaH

OCKinbKM 3apeecTpoBaHO BUMAOKU MIOCUJIEHHS [ii mpu crinbHOMY 3acTocyBaHHi CI33C i miTito abo
TpUnTohaHy, peKOMEHAYETHCS 3 00EePEKHICTIO MPU3HAYATH 1Ii ITperapaTé OJHOYACHO.

38ipobiti

OpuoygacHe 3actocyBaHHS CI33C Ta pocnuHHUX 3aco0iB, SKi MicTSTh 3Bipo6itt (Hypericum
perforatum), MOxe TIPU3BECTH OO IMiABUINEHHS YaCTOTH MOOIYHUX peakiit (TuB. po3min «OcoOmuBOCTi
3aCTOCYBaHHS»).

AHmukoazyaaHmu

MoxnuBa 3MiHa e(peKTiB aHTUKOAryIsHTIB YHACIILOK OMHOYaCHOI0 3aCTOCYBaHHA 3
eCIIUTaNonpaMoM. FAKIIO MallieHTH MPUIUMalOTh ITepopabHi aHTUKOATYISTHTH, He00XiTHO ITPOBECTHU
peTenbHUM MOHITOPUHT CUCTEMU 3rOPTaHHS KPOBI Ilepeq i micisd 3aCTOCYBaHHS eCLUTaonpaMmy (OuB.
po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).

OpHOYaCHe 3aCTOCYBaHHS HECTEPOITHUX IMPOTH3anaabHuX 3aco0iB (HII33) Moxke IOCUIUTH
CXUTIbHICTh 00 KpoBOTeUi (OuB. po3main «Oco0MMBOCTi 3aCTOCYBaHHS»).

AK0201b

EcuuTanomnpaM He BCTYIIa€ 3 aJkoroyieM y GpapMakoguHaMiyHy a0o hapMaKOKiHETUYHY B3aEMOZIIO.
OpHak, $K i y pa3i 3acToCcyBaHHS ICUXOTPOIHUX JTiKapChKuX 3ac00iB, KOMOiHallig 3 alKOTOJIEM €
HeOakaHOIo.

Jlikapcwvki 3acobu, wo 8ukAukaomby 2inokaaiemiro/einomazHieMiro

Cnig BusBNSATH 00€PEKHICTh IPU OMHOYACHOMY 3aCTOCYBaHHI JliKapChbKuX 3ac006iB, 3MaTHUX



BUK/IMKATH TillOKalieMiio/rinoMartaiemiio, OCKilbKM y TaKOMY BUIaAKy 30iIbIIyETHCA PU3UK PO3BUTKY
37105KiCHUX apuTMilt (quB. po3ain «OcoO6nuBOCTI 3aCTOCYBaHHST»).

dapmakoKiHemuy4Hi 83aemo0ii

BrnnuB iHIMKX NTiKapchbKXX 3ac00iB Ha papMaKOKiHETHKY eCIIMTaIonpaMy

MeTabo71i3aM ecriTaaonpaMy rojloBHUM YnHOM oniocepenkoBanuii CYP2C19. ®epmentu CYP3A4 Ta
CYP2D6 Takoxk MOXKyTh OpaTy fesIKy y4acTh y #oro MeTtaboi3Mi, Xxo4a i MEHIIIO Mipoko.
MeTabomi3M ronosHoro Metabonity S-DCT (geMeTuIbL0BaHOTO €CUUTANIONpaMy), CYAIUn 3 YChOTO,
4acTKOBO KaTasnizyetrbcss CYP2D6.

CyMicHe mpu3Ha4YeHHs ecuuTanonpamy Ta omemnpasony 30 mr 1 pa3 Ha moby (CYP2C19 inri6iTopa)
IPU3BOIUTH [0 MOMipHOTO (mpubau3no Ha 50 %) migBUINeHHS KOHIIEHTPAIll eCIUTalIonpaMy B Iaa3Mi
KPOBI.

OnHouacHe 3aCTOCyBaHHA eciuTasnonpamy i uuMmetuguny 400 Mr Bivui Ha HoOy (MOMipHUYN 3araabHUN
inribiTop PpepmeHTiB) MpU3BEIIO HO MOMipHOTO (MPuOIM3HO Ha 70 %) 30inblIeHHsS KOHIIEHTPAIlil
eCcLUTaoNpaMy B mya3mi KpoBi. Crif BUSBIATH 00epexkHiCTh TpH KOMOiHOBAHOMY 3aCTOCYBaHHI
eCLUTAoNpaMy 3 UMeTUANHOM. Moxe BUHUKHYTH T0Tpeba y KOPUTYBaHHi N03U (IUB. PO3ALN
«Oco6MMBOCTI 3aCTOCYBaHHS»).

TaxuM 4MHOM, IPU CYyMiCHOMY 3aCTOCyBaHHi ecruTanonpamy 3 inribiropamu CYP2C19 (manpukmnap
OMEeIpPa30JI0M, e30Menpa30yIoM, GIyKOHa30JI0M, (IyBOKCaMiHOM, TAHCOIPA30JI0M, TUKJIOMIANHOM)
Ta 3 UAMETUAMHOM cllif 6yTu 00epekKHUMHU, IpU3HaYal0uUy BEPXHi FPAaHUYHI 103U eCLATaIoNpaMmy.
3HUKEHHS J03U eCIUTaNonpaMy Moxe 0yTH HeoOXimZHUM 3ajieKHO Bifl KJTiHIYHOI OIiHKY (OUB. PO3MiN
«Oco6MMBOCTI 3aCTOCYBaHHS»).

BrnnuB ecuintanonpamMy Ha papMaKOKiHETHKY iHIMNX TiKapChKUX 3ac06iB

Ecnuranonpaw e iuribitopom en3umy CYP2D6. PekoMeHAyeThCSI 00€peKHICTh IPU OMHOYACHOMY
3aCTOCyBaHHI ecIiUTagonpaMy 3 JIikapChKHMHU 3aco0aMi, 5iKi MeTabo01i3yI0ThCS TOJIOBHUM YHHOM ITUM
€H3UMOM i Mal0Th BY3bKUU TepaleBTUYHUY iHAEKC, Hapukiap 3 ¢paekalHigoM, npornapeHoHOM i
METOIIPOJIONIOM (SIKMi 3aCTOCOBYIOTH IIPH CEPILIEBil HEOOCTATHOCTI), a60 3 IesIKUMHU JTiKApChbKUMU
3acobaMu, ITI0 BIIJIMBAIOTH Ha LIEHTPaIbHY HEPBOBY CUCTEMY Ta MeTab0I1i3yI0ThCS TOJIOBHUM YHMHOM
CYP2D6, HanpuKiag TaKUMU aHTHUAEIIPeCaHTaMH, IK Je3UIpaMiH, KIOMITpaMiH i HOPTPUIITUIIIH,
TaKMMU aHTUIICUXOTUKaMHU, K PUCIIEPUIOH, TIOpHOA3UH i rajionepunoi. MoxkinBa KOPeKIid T03H.

Kowmbinamis 3 ge3unpaminoM abo MeTOIIPOJIONIOM ITPKH3BOANIIA A0 MiABUINEHHS YOBidi PiBHIB y mma3mi
X aBox cybctpatiB CYP2D6.

Y mocnimkeHHSX in vitro 6yo TpogeMOHCTPOBAHO, 110 eCLMTATONpaM TaKoX Moxke 00yMOBIIIOBaTH
HeBenuKe iHridysanus CYP2C19.

PexomeHayeThCSI 00€peKHICTL IIPU OJHOYACHOMY 3aCTOCYBaHHI 3 JTiKapChKHMHU 3aco0aMi, SKi
MmeTabonisyrTrecst CYP2C19.

Oco6.1ueocmi 3acmocyeaHHsi.

Huxue3a3HadyeHi 0COOIMBOCTI 3aCTOCYBaHHS CTOCYIOTHCS TePaleBTUYHOr0 KJlacCy CeIeKTUBHUX
iuri6iTOpiB 3BOPOTHOTO 3axorieHHs cepoToHiny (CI33C).



Iimu. JlikapcbKu#t 3acib He CJIifg Tpu3HaYaTH OiTIM. Y IPOIeci KIMiHIYHUX qOCTinkeHb Oinbila
YacTOTa CYiluaaabHOI MoBediHKY (CIIpo0u Cyiluay Ta CyilumaabHi DYMKH), BOPOXKOCTI (3
NOMiHYBaHHSIM arpecil, OO3UIiHO] TOBEIHKHU Ta THiBY) CIIOCTepiranacs cepep miTeH, sgKi
JKyBanucs aHTUAENIpecaHTaMu, IIOPiBHSAHO 3 TUMH, XTO IIpUiiMaB 11ane6o. AKIo KaiHiYHa cuTyais
BCe X noTpebye Ipu3HauUeHHs TAKOTOo JIiKyBaHHS, 3a MallieHTOM HeoOXiTHO peTeNlbHO CIIoCTepiraTu
[IJIsT CBOEYACHOTO BUSIBIEHHS CYIIMOANbHUX CUMITOMIB. KpiM TOro, HeMae JaHuX IIPo MOAabIITy
0e3MeKy Oys OiTel 1II0fI0 POCTY, CTAaTEBOTO JO3PiBaHHS Ta KOTHITMBHOTO 1 MMOBEAiHKOBOTO PO3BUTKY.

ITapadokcanvHa mpugoaa

[lesKi MamieHTy 3 MaHIYHUMY pO3jlafilaMy Ha [104aTKY JIIKyBaHHA aHTULEIIpecaHTaMU MOXYTh
BiuyBaTU IOCUNIEHHS TPUBOTH. LI mapagoKcanbHa peakilisi 3BU4aliHO 3HUKAE IIPOTITOM ABOX
THXKHIB JTiKyBaHHSA. [[715 3MeHIIIeHHS UMOBIPHOCTI aHKCiOT€HHOT0 e(PeKTy peKOMEHIYETHCS HU3bKa
noyaTKoOBa mo3a (muB. po3ain «Crnocib 3acToCyBaHHS Ta OO3U»).

Cy0domHi Hanadu

Ecmuranonpam HeOOXiTHO BiIMiHUTH, SIKIIO y THalliEHTa PO3BUHYBCS CyIIOMHMU Hamap Brepimne abo
Hamajay YacTimaloTh (Y MallieHTiB i3 BCTaHOBJIEHUM [iarHO30M eminercil). Crif yHuKaTu
3actocyBaHHs CI33C marmieHTaMm 3 HecTabilbHOIO eIiyiencielo, a malieHTaM 3 KOHTPOJIbLOBAHOIO
erinerncieio - 3a0e3neYynTy IUJIbHUY HaTIIsAL.

Manin

CI33C cmipg 3 06epekHICTIO 3aCTOCOBYBATH [JI TiKyBaHHS XBOPUX 3 MaHi€l0/TilmoMaHi€0 B aHaMHe3i.
[Ipu nosiBi MaHiakanbHOro ctany CI33C cniim BigMiHUTH.

Llykposuti diabem

YV nanieHTiB i3 nykpoBuM miabetom nikyBaHHsS CI33C Moxke 3MiHIOBATH KOHTPOJIb TTiKeMil
(rimormikemis abo rinepriikemist). [lo3a iHCyniHy Ta/a60 IepopasbHOTO TiMOTIiKeMiYHOTr0 3acoby
MOXKe MMoTpeOdyBaTH KOPEKIIil.

Cyiyuo, cyiyudanvHi Oymku abo KaiHiuHe no2ipweHHs

Iempecis moB’s13aHa 3 pU3UKOM CYillUJaIbHUX JYMOK, CaMOTpaBMyBaHHs Ta cyiuuny. Lleit pu3uk
icHye ax Mo mOCSITHeHHS CTilKOi peMicii. OCKiNbKY ITOKpallleHHsI CTaHy MOXKe He BifOyTHUCS IPOTSATOM
IepIINX TUXKHIB MiKyBaHHS ab0 Ginbllle, CNifl peTelIbHO CIIOCTEPiraTy 3a XBOPUMHU [0 MTOKPalleHHS
iXHBOTO CTaHy. BimoMo, 1110 pHU3uK Cyilugy MOXKe IiIBUIIYBATUCS Ha PaHHIX CTafisX OMyKaHHS.

[HmIi mcuxivHi po3nany, IpH SKKUX 3aCTOCOBYIOThH €CLIMTAIONpaM, TaK0XK MOXKYTh OYTH OB’ s3aHi 3
PU3KKOM CyiluaanbHOI moBefdiHnKku. KpiM Toro, Taki ctaHu MOXKYTb OyTH KOMOPOiZHUMH 3 BETUKUM
nenpecuBHUM po3nafoM. Lli 3acTepexkeHHS CTOCYIOThCS TaKOXK JIIKyBaHHS XBOPHUX 3 1HIITNMU
MICUXIYHUMU PO3JIaflaMH.

[MauieHTH 3 aHAMHE30M CYilliOaIbHOI MMOBEMiHKY ITle [0 MOYATKY JIiKyBaHHS MalOTh HAWUBHUIITUN PU3UK
cyluumanbHUX OyMOK abo crpob i moTpe0yoTh MUIBHOTO CIIOCTEPEeKEHHS MMPOTSATOM JTiKyBaHHS.

MeTaanari3 nnane60-KOHTPOIbOBAHUX KITIHIYHUX [OCiAXKEeHb aHTUAEIIPECAHTIB 3 y4aCTI0 JOPOCIUX
Nali€HTIB i3 ICUXiYHUMHU pO3/1afiaMy IPONEMOHCTPYBaB MiABUIIEHN! PU3UK CYIlUAATIbHOI IOBEIiHKY
IIPY IPUHOMi aHTHUIETIPECAHTIB MMOPIBHSIHO 3 TUMH, XTO IIpUiiMaB I1anebo y maIfieHTiB BikoMm 1o 25
pokiB. [IUIbHUM HATISA 3a MallieHTaMy 3 BUCOKMM PHU3UKOM 0COO/TMBO HEOOXiIHMI Ha TOYATKY
JIIKyBaHHA Ta IIPU 3MiHi 103U.



[TamuieHTiB Ta IX OTOYYIOUMX CJIi[ TONePeIUTH PO HeOOXiAHICTh CIIOCTEPEeKEHHS I0[0 Oyab-IKOTO
TIOTiPIIEHHS CTaHy, CyilMaaabHOI IOBeNiHKY a0 IyMOK i He3BUYHUX 3MiH Y MTOBEMiHIIi Ta PO
HeoOXiIHICTh HeraiHol MeAUYHOI KOHCYIbTAllil y pa3i pO3BUTKY LIUX CUMIITOMIB.

Axamuasis/ncuxomomopHe 30y0HCeHHs

3acrocyBanHsa CI33C/CI33CH mnoB’sizaHe 3 PO3BUTKOM akKaTu3il - CTaHy, SKUI XapaKTePU3y€eThCs
HETPUEMHUM BHCHAXIIMBUM BilUyTTSIM HECIIOKOIO Ta IOTPeBGO0I0 PYXaTHCS i 4aCTO CYMPOBOOKYETHCS
HEe3JaTHICTIO CUAiTH a00 CTOSATH Ha OmHOMY MicIi. Taku#i cTaH HauOiNbILI iMOBIpHUM TPOTIATOM
NePIINX KiTbKOX TUKHIB JTiKyBaHHS. 30ibIIeHHS 103U MOXKe 3allIKOJUTH TallieHTaM, V IKUX
PO3BUHYJIUCH TaKi CUMIITOMH.

TI'inonampiemis

limoHaTpieMisi, MOXK/IMBO IIOB’sI3aHa 3 MOPYIIEHHIM CeKpellil aHTUAiypeTUYHOT0 TOPMOHY, Ha TJIi
npuiiomy CI33C BUHUKAE PifiKo i 3a3BUYail 3HUKAE Micys BigMinu Teparmii. CI33C ciig npu3HayaTil 3
00epexkKHiCTIO MallieHTaM rPyNny PU3UKY (JIiTHIX BiK, HASBHICTh IMPO3Y MediHKHU abo ogHOYacHe
JIIKyBaHHS IIpellapaTaMy, SIKi MOXYTh COPUYUHUTH TilIOHATPIEMIIO).

Kpososguausu

[Tpu npuniomi CI33C MoxknuBi MKipHI KpoBoTedi, ekximo3 i mypmypa. CI33C/CI33CH MoXyTh
30i/TbIIUTY PU3UK BUHUKHEHHS IiCIISIIONIOT0BUX KPOBOTEY ([MB. PO3MiNK «3aCTOCYBaHHA Y Iepion
BariTHOCTI abo rogyBaHHs rpyanio» i «[Tobiuni peakmii»). HeoOxigHO 3 00€peXHICTIO 3aCTOCOBYBATH
CI33C nauienTaMm, fKi JIIKyIOTHCS OOHOYACHO IIepOpaIbHUMU aHTUKOATyJITHTaMU, JIIKapCbKUMU
3acobaMu, ITI0 BIIJIMBAIOTH Ha QYHKIN0 TPOMOOIUTIB (HAalIpHUKaL aTUIIOBUMU aHTUIICUXOTUUHUMU
3acobamu, heHOTia3MHAMM, TPULUKITIYHUMY aHTHOENPecaHTaMH, alleTUJICAJTIIIAIIOBOI0 KUCIIOTOIO Ta
HECTePOiTHUMU IPOTU3aNabHUMU 3ac00aMu, TUITIPUAAMOJIOM i TUKJIOIIAMHOM), i malieHTam 3i
CXUJIBHICTIO 10 KPOBOTEY.

Enekmpo-cydomHa mepanis (ECT)

Kniniynuit gocsig omHovyacHoro 3actocyBaHHs CI33C Ta ECT oOMeXeHUi, 0TKE, PEKOMEHAYETHCS
00epeXKHICTD.

PesepcuegHi, cenekmugHi IMAO muny A

Komb6inyBaTtu ecruranonpamM Ta IMAO Tumy A nmpuTHIIOKa3aHO Yepe3 pU3UK BUHUKHEHHS
CEpPOTOHIHOBOT'O CUHAPOMY.

CepomoHiHo8ul CUHOPOM

PekomeHayeThCst 00€peKHICTL IPU OOJHOYACHOMY 3aCTOCYBaHHI ecliTanonpamy i3 3acobaMu
CEpPOTOHIHEPriuHoi Ail, TAKMMU K TPUIITAHU (BK/II0OUAIOYU CyMaTPHUIITaH), Oioigu (BKIIIOYAl0Yn
TpaMafgon) i TpunToda.

[ToBiZOMIISANIOCS IPO PO3BUTOK CEPOTOHIHOBOTO CUHAPOMY V IIOOOUHOKUX BUIMAKaX Y XBOPUX, SKIi
npuiiManu CI33C ogHOYaCHO 3 CEPOTOHIHEPTiYHUMH JTiKapChKUMU 3aco0amu. KoM0OiHallisa Takux
CHMIITOMIB, K aXXuTallis, TpeMOp, MIOKJIOHYC, TillepTepMisi, MOXkKe 03HaYaTH PO3BUTOK I[LOTO CTaHY.
Y takomy Bunagky CI33C i cepoToHiHepriunumii 3aci6 moTpi6HO TePMiHOBO BiIMiHUTH i pO3MOYaATH
CAMIITOMATUy4He JIiIKyBaHHS.

3eipobil



OpuouacHe 3actocyBaHHS CI33C Ta pocnuHHUX 3aco0iB, SKi MicTSTh 3Bipo0itt (Hypericum
perforatum), Moxe MPU3BECTH IO MigBUIEHHS YaCTOTH MOOIYHUX peakiin (IuB. po3min «B3aeMomist 3
iHITUMM JTiIKapChKUMHM 3aC00aMM Ta iHIINI BUOY B3aEMOIii»).

Cumnmomu e8iomiHu

CuMnToMu BigMiHM IIPU 3aKiHYEHHI TiKyBaHHS, 0COOIMBO PAIITOBOMY, € MOMIMPEHUMHU (IUB. PO3MIin
«[Tobiuni peakuii»). V mocmimxkenHsax mobiuni peakiiii mig yac NpUNUHEHHS Tepalil BUHUKAIX
npubau3Ho y 25 % malieHTiB, SKi 0OTpUMyBanu ecuuTtanonpam, Tay 15 % maltienTis, gki mpuiimanu
maebo.

Pu3uk BUHUKHEHHS CUMIITOMIB BifMiHM MOKe 3aJie’kaTH Bifl KilbKoX (aKTOPiB, B T. Y. TPUBAJIOCTI Ta
[034, TEMITY 3HMKEHHS 003H. 3allaMOPOYEeHHS, CEHCOPHI MOPYIIeHHS (B T. 4. MapecTe3is, BiguyTTs
yaapy CTPyMOM), po3iaau CHY (B T. 4. 6e3COHHS, sICKpaBi CHOBUOIHHS), 30yOKeHHs ab0 TPUBOTa,
HymoTa Ta/a0o O0BaHHS, TPEMOP, CITYTaHiCTh CBiMOMOCTI, IigBHIIIeHE TOTOBUIIIEHHS, TOJIOBHUM
0inb, miapesi, mocuneHe cepreduTTs, eMoIliiiHa HecTa0iIbHICTh, APATIBAMBICTE i IOPYIIEHHS 30PY €
HAWYaCTIIMMU peakuisiMu. fK MpaBuiio, i CHMIITOMH € JIETKUMHU ab0 cepegHiMu 3a TSXKKICTIO, ane y
IesTKUX TallieHTiB MOXKYTh OyTH TSAXKYKMMU. BOHM 3a3BUYall BUHUKAIOTh IIPOTSTOM MEPIIUX KilbKoX Oib
icyis MIPUIMHEHHS JTiKyBaHHS, ajie OyJIu AyKe PifKicHi MOBimOMIEHHS PO MOKi6HI CUMIITOMU Y
MAI€HTIB, Ki BUNIAJKOBO MPOMYCTUIN IPUAOM O03U. 3a3BUYail Ii CHMIITOMU BifMiHU CaMOCTIiHO
MUHAIOTh IPOTSATOM 2 TUXKHIB, OOHAK MOXYTh OyTu Oinbi TpuBanumu (2-3 micsili abo moBIIe) y
IesKUX IMalieHTiB. TaKuM 4YMHOM, PEKOMEHAYEThCS ITOCTYIOBE MPUIIMHEHHS TIKYBaHHSI
€CITUTAJIONPAaMOM IIUISIXOM 3HUXKEHHS 031 MPOTITOM KiJTbKOX THXKHIB ab0 MiCsIIiB, 3a/I€KHO Bif
CTaHy mnatieHTa (IuB. po3ain «Crocib 3acTOCyBaHHS Ta MO3H.»).

CexkcyanvHa OucpyHkuis

CenekTuBHi iHribiTopu 3BOpoTHOTO 3axomnneHHs cepoToHiny (CI33C) / iHribiTOpu 3BOPOTHOTO
3axOIJIEHHSI CEPOTOHIHY Ta HopeniHeppuHy (I33CH) MOXyTh BUKIIUKATH CUMIITOMHU CEKCyaJIbHOL
muchyHKIil (muB. po3min «I1o6iuni peakirii»). Bynu moBimoMIeHHS PO TpUBai ceKCyanbHi
mucGYHKII], e CUMIITOMY ITPOJIOBKYBaJIKCS, He3BaxKalo4yu Ha npunuHeHHs npuitomy CI33C / I33CH.

TwemiuHa xeopoba cepys

Yepes oOMexKeHHS KIiHIYHOTO IOCBiAy peKOMEHOYEThCST 00epPeKHICTh ¥ pa3i 3aCTOCYBaHHS
Ipernapary nalieHTaM 3 ileMigHo0 XBOpo00io Ceplis.

ITodosacennsa inmepsany QT

BcTaHOBEHO, 110 eCLUTAJIONPaM CIPUYMHSE 00303a/leXXKHe oNoBXeHHd inTepsany QT. Y
HiCNIsIpeeCcTpaliiHuM Iepiof IOBIAOMIIANIOCS PO BUMIAAKY IIONOBXKeHHA iHTepBany QT Ta
IIJTYHOYKOBHUX apUTMiii, y TOMy 4uCJIi oliMopgHol IUTyHOUYKOBOI Taxikapzil (torsade de pointes),
[IepeBaXxHO y XKIHOK, y IAl[i€HTIB 3 rinoKajieMielo Ta y Mali€eHTIB 3 paHille iCHYIOYUM [10J0BXKEHUM
inTepBasioM QT 4uu iHIIKMU 3aXBOPIOBaHHSAMU cepls (OUB. po3pinu «PapmMakoguHaMiKa»,
«IIpoTUnoKa3aHHI», «B3aemMopmis 3 iHIIUMY JTiIKapCbKUMHU 3aco0aMu Ta iHII BUOU B3aEMOIiN»,
«ITepemo3yBaHHsSI» Ta «I[100iuHi peakirii»).

Crnip 3 06epeXHiCTI0O 3aCTOCOBYBATH JIiKAPChKUM 3acib malfieHTaMm 3 BUpaXKeHow Opagukapmieio Ta
mallieHTaM 3 HellloAaBHO IIepeHeCeHNM T'OCTPUM iH(papKTOM MioKapaa Y NeKOMIIEHCOBAHOIO
CepIeBOI0 HEIOCTATHICTIO.

[Topy1uieHHSs eneKTPoJiTHOro OanaHCy, Taki AK rimoKanieMis Ta rimoMartieMis, 30ibIIyIOTh PU3UK
PO3BUTKY 3/I09KICHUX apUTMili Ta MaioTh OyTH CKOPUTOBaHi 0 MOYATKY JIiKyBaHHS €CLHATaI0NPaMOM.



Y malieHTiB i3 3aXBOPIOBaHHIMU CepIs 3i cTabiTbHUM IepebiroM nepeq Mo4aTkoM JIiKyBaHHS
€CLIUTaIoNpaMoM CJIiff IPOBECTHU PeTeJIbHY OLiHKY IToKa3HUKIB EKT.

fAKkmo mig 9ac JiKyBaHHS eCIUTalonpaMoOM BUHUKAIOTh O3HAKU CEPIeBOl apuTMil, TikapChKuM 3acid
ciip BimMminuTH Ta 3podutu EKT.

3akpumokymosa 21aykoma

CI33C, y ToMy 4mCIIi ecuuTanonpaM, MOXYTh BIJIMBAaTH Ha PO3MIip 3iHHUL, 1[0 IPU3BOAUTH 1O
Minpia3y. Lei mifgpiaTuuaui eekT MoxKe MOTEHILINHO 3BY3UTH KYT OKa, IO IPU3BOAUTH [0
HiIBUIIIEHHS BHYTPIIIHEOOYHOT'0 TUCKY Ta 3aKPUTOKYTOBOI TJIAYKOMH, 0COOIMBO ¥ CXUIBHUX [0 LILOTO
naiieHTiB. ToMy ecIiMTanompam CiiJ 3aCTOCOBYBAaTH 3 00€peKHiCTIO MalliEHTaM i3 3aKPUTOKYTOBOIO
rJ1ayKoMo10 abo riaykKoMoI0 B aHaMHe3i.

IonomidxcHI peyosuHu

Lle#t nmikapcbkui 3acib MicTUTH MeHIIIe HixK 1 MMOJb HaTpito (23 Mr) Ha ogHy TabneTKy, TO6TO BiH
IIPAKTUYHO HE MIiCTUTh HATPilo.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

BazimHicmb

Kniniyni maHi mopmo 3acTocyBaHHS eCIUTAJIONPaMy [JIs JTIKyBaHHS BariTHUX KiHOK 00MeXeHi.
HocnifgXKeHHs Ha TBapUHAX II0Ka3aJid PENPONYKTUBHY TOKCUYHICTE.

Ecuuranomnpam mpoTUIOKa3aHUY BariTHUM KiHKaM, 3a BUHITKOM BUITAAKiB, KOJH ITiCJIS PETEIbHOI
OLIiHKY CITiBBiTHOIIIEHHS PU3UKY Ta KOPUCTi OyJia 4iTKO [oBefileHa HeoOXiHICTh MpU3HauYeHHS
npemnapaTty. PeKoMeHAyeTbCS peTenbHe 00CTeXKeHHSI HOBOHAPOAXKEHUX, MaTepi SKUX IpuiMau
€CILIMTAJIONpaM MPOTSATOM IePiofy BaTiTHOCTI, 0coOMUBO B TpeThOMY TpuMecTpi. Citif yHUKaTH
parToBoi BifMiHYU JTiKapchKoro 3aco0y Iif Yyac BariTHOCTI.

Y HoBOHapomxeHnux, matepi gkux npuriManu CI33C/CI33CH Ha mi3HiX TepMiHax BariTHOCTI, MOXK/IUBE
BUHUKHEHHS TaKUX CUMIITOMIB: pPeCIipaTOpPHUY OUCTPEC, LIiaHO3, allHOe, CYOOMH, TeMIlepaTypHa
HecTalOiIbHICTh, TPYMHOIII ITiJ Yac romyBaHHs, OII0BaHHS, TilOTJIiKeMis, TilepToHis, TinoToHis,
rineppedrnekcisi, TpeMop, HepBoBe 30y/KEHHS, APaTiBIUBICTD, allaTUYHICTh, TOCTIKHUMN 1Y,
COHNIUBICTE 1 TpyAHOII 3i cHOM. L[i cHMIITOMK MOXYTh 00YMOBIIOBAaTUCS a0 CEPOTOHIHEPTiUHUMU
edpekTamu, abo OyTH CUMIITOMAaMHU BifMiHU. Y OiNbIIOCTI BUNIAAKIB TaKi YCKITagHEHHS BUHUKAIOTh
ompa3y a0o He3ab0apoMm (o 24 TOOWH) MiCIIs MOJIOTIB.

Emipemionmoriuni mani 3acBiguunu Te, 110 3acTocyBanHs CI33C BariTHUM XiHKaM, 0COOIHMBO Ha Mi3HIX
TepMiHaX BariTHOCTI, MOXKe MiJBUILTYBaTH PU3UK CTiMKOl JIET€HEBOI TinepTeH3il y HOBOHAPOIXKEHUX
(mo 5 BumapkiB Ha 1000 BariTHUX XKiHOK, 3a JaHUMHU CIIOCTEePEXKEHb). Y 3arajbHill MOMyIAIlil BUHUKAE
Big 1 mo 2 BumapnkiB Ha 1000 BariTHUX XiHOK.

PesynbraTu cnocTepekeHb CBif4aTh PO MifBUIIEHNN PU3UK (Y <2 pa3u) MiCIAN0I0r0BOl KPOBOTEYI
nicns 3actocyBanHs CI33C abo CI33CH mpoTsiroM Micsiis go 1mosoriB (AuB. po3ainu «OcobnuBoCTi
3acTocyBaHHS» i «I106iuHi peakirii»).

I'pyoHe 8u20008y8aHHA



OCKinbKY eCLUUTAJIONpaM IPOHUKAE Y TPYAHE MOJIOKO, IIPOTSATOM JIiKyBaHHS TONYBaHHS TPYAOIO HE
PEKOMEHIYEThCH.

depmuabHicmb

llani gocnigKeHb Ha TBapUHAX II0Ka3aJly, 110 eCLIUATAI0IpaM MOXKe BIJIMBATUA Ha SKICTh CIIEPMHU.
[ToBimoMrneHHs Ipo 3acTocyBaHHsA Aeskux CI33C mroasM mokasanu, 10 BIJIUB Ha SAKICTh CIIEPMHU €
o6opoTHUM. BrnuB Ha GepTUILHICTD TIOOWHY [OCI HE CIIOCTepiraBcs.

30amuicmb enausamu Ha weudkicme peakuii npu KkepysaHHi asmompaHcnopmom abo iHwumu
MexdaHizmamu.

Xoua ecnuTazonpaM He BIIJIMBAE Ha iHTeNleKTyalabHe a00 IICUXOMOTOPHE GQYHKIIIOHYBaHHS, OyIb-IKMUH
IICHX0AKTHBHUM 3aci0 MoxKe MOPYIIyBaTH HaBUUKK ab0 3[aTHICTh PO3CYAIMBOTO MUCHIeHHS. Cif
TIOTIEPEUTH TAlliEHTiB IIPO MOTEHIIMHUI PU3UK BIUIMBY Ha KePyBaHHS aBTOTPaHCIOPTOM abo
IHIIMMH MexXaHi3MaMH.

Cnoci6 3acmocyeaHHss ma do3u.
Besneka 3acTocyBaHHs 103 nmoHap 20 Mr Ha noby He 6ya BCTaHOBJIEHA.

Jlikapcekuii 3aci6 LIuknokc® 3aCTOCOBYIOTH JOPOCIKMM BHYTPIlIHBO 1 pa3 Ha mo0y He3aleXHo Bif
IPUIOMY iXi.
Beaukutl 0enpecugHuli eni3o0

3Buy4arHo npu3HayvaioTh 10 Mr 1 pas3 Ha moOy. 3anekHO Bif iHAMBIMyaIbHOI UYTIMBOCTI MallieHTa
no6oBa [1o3a MoxkKe OyTH 30inbleHa 40 MaKCUMalbHOI - 20 MT.

AHTHUIenpecuBHUM e(heKT 3BUUAHO HacTae yepe3 2-4 TuxHi. [Ticsg 3HUKHEHHSI CHMIITOMIB
HeoOXiTHO ITPOOBXKYBaTH JIiIKyBaHHS IIPOTATOM IIJOHaliMeHIle 6 MiCSIliB 3 METOI0 3Mil[HEHHS ehEKTY.

ITaHiyHi po3aadu 3 azopagobiero abo 6e3 Hei

[TpoTsSITOM TIEPINOTO THXKHS PEKOMEHAYETHCS II0YATKOBA 103a 5 MI' Ha 700y repeq TUM, K 30iMbIIuTH
no 10 mr Ha moOy. [Jo3a Moxke OyTH B IofasbIIoMy 30inblleHa 0 MaKcUMasbHOI - 20 MT Ha [o0y,
3aJ1eXKHO Bifl iHOMBiAyalbHOI YYTIXBOCTI IallieHTa.

MakcuManbHUM eeKT IIpU JTiKyBaHHI MaHIYHUX PO3NIafAiB AOCATAETHCS yepe3 3 micari. Tepmin
JIIKyBaHHS CTA@HOBUTSH [EKiJIbKa MICALIB 1 3aJIeXKUTH Bil TAKKOCTI 3aXBOPIOBAHHS.

CouianvHi mpugodicHi po3aadu (couianvHa ¢obis)

3BuyarHo npu3HayvaioTh 10 Mr 1 pa3 Ha moOy. 3a3BUYaii g IOJIETIIEHHSI CUMIITOMIB He0OXigHO 2-4
TUXKHI Teparmii. Hapani, 3anexHo Bif iHAWBiMyanbHOI BigmOBifi mallieHTa, o3a Moxe OyTH 3HUXKEHa
no 5 Mr abo 36inbineHa [0 MakcuManbHOl - 20 Mr Ha f00y. ColliambHUY TPUBOXKHUM po37af - 1ie
3aXBOPIOBAHHS 3 XPOHIYHUM IepebiroM, i is 3akpinneHHs: eheKTy peKOMEeHI0BAHO MTPOOOBKYBaTH
JIIKYBaHHSA IPOTATOM 12 THUXKHIB.

[ToBeneHo, 110 TpUBaJie JTiKyBaHHS MPOTATOM 6 MiCAIIiB MMOMEPENXKY€E PELUANB i MOXKe IPU3HAYaTUCT



iHmMBigyanbHO; CITif PeryJIsIPHO OLIHIOBATH ITepeBary JIiKyBaHHS.

CorianbHuUM TPUBOXKHUK PO3Maf - IIe YiTKO BU3HAYEHUN OiarHOCTUYHUM TEPMiH OIS IO3HAYEeHHS
crieruivHOTO PO3NMady, SIKUW He CIIiT ITyTaTh 3 HaJiMipHOI0 COPOM’SI3JIUBICTIO.

MepukaMeHTO3Ha Tepallis IoKa3aHa JIuIlle y TOMY pa3i, KIIOo Iiei po3jaj 3Ha4YHO 3aBaXkKae
npodeciliHiil misiTbHOCTI Ta COIlialbHiM aKTUBHOCTI.

3HaUYeHHS TaKOro JIiIKyBaHHS MOPIBHSHO 3 KOTHITUBHO-TIOBEIIHKOBOIO TEpAIiel0 He OL[iHI0BaIOCs.
MenukaMeHTO3Ha Tepallisi € OOHi€l0 3i CKJIafOBUX 3arajibHOI CTpATeTil TiKyBaHHS Ialli€HTa.

I'eHepanizosaHi mpusodcHi po3aadu

3Bu4ariHo npu3HaydaoTh 10 Mr 1 pa3 Ha mo0Oy. 3anekHO Bif iHAMBIAyambHOI YYTIUBOCTI 103y MOXKHA
306inmpIu Ty MakcuMyM o 20 Mr Ha #o0y.

TpuBarsne nikyBaHHS BUBYAIOCS NPUHAUMHI 6 MiCALIB y MAI[i€HTIB, SKi 0OTpuMyBanu 103y 20 Mr Ha
no0y; CyIif peTyasipHO OLiHIOBATH IlepeBary JiKyBaHHA (OuB. po3min «PapMakogmHaMiKa»).

Ob6cecusHo-komnyabcusHi po3nadu (OKP)

3BUYalHO II04YaTKOBO IIpu3HaydaoTh 10 Mr 1 pa3 Ha molOy. 3anekHOo Bif iHAUBiMyambHOI Uy TIUBOCTI
mo3y MozxkHa 36inmbimuT 1o 20 Mr Ha [o06y.

OKP - xpoHiuHe 3aXBOpIOBaHHS, TiKyBaHHS Ma€ TPUBATU [JOCTaTHIil nepiox asis 3abe3neyeHHs
ITOBHOT'0 3HUKHEHHS CHUMIITOMIB, SKUU MOXKe CTAaHOBUTH KiJlbKa Mics1iB a0o HaBiTh Ginblie. KopucTs
JIiKyBaHHS Ta 003y IIpenapaTy HeoOXigHO OLiHIOBATH Yepe3 PEryIspHi IPOMiXKKY Yacy (IUB. PO3Misn
«QapmakoguHaMika»).

ITauieHmu aimHb020 BiKY (8ikoM 8i0 65 pokKiae)

[TouaTKOBa [[03a CTAHOBUTE 5 MT Ha H00y. 3aneKHO Bif iHAMBIAyambHOI YYTIUBOCTI Ta TIKKOCTI
mempecii qo6oBa mo3a Moxke OyTu 30inmbieHa 10 MakKCUMaIbHOI - 10 Mr Ha {00y (OUB. PO3Min
«PapMaKOKiHEeTHUKa»).

EdekTuBHICTH eciuTanonpaMmy IpH COLiabHOMY TPUBOXKHOMY PO3JIafi y Malli€HTiB JiTHLOTO BiKy He
OLIiHIOBAIACH.

ITediampuyHa nonyaauisa

Jlikapcekuit 3aci6 Llukmokc® He ciif 3aCTOCOBYBATH [JId JIIKyBaHHS OiTel Ta MiAJiTKiB (BikoM 1o 18
POKiB) (AuB. po3ain «JIiTu»).

Hupkosa HedocmamHicmb

Y pa3si HasIBHOCTi HUPKOBOI HEJOCTATHOCTI JIETKOT'0 Ta IIOMipHOTO CTyIeHs 00MeXeHb HEMaE. 3
00epexkHiCTI0O He0OXiIHO 3aCTOCOBYBATH IIpenapar MalfieHTaM 3 TSKKO0I0 HUPKOBOIO HeIOCTATHICTIO
(CL.g <30 mn/xB) (guB. po3min «®apMakKOKiHETUKA»).

3HudCeHHA (pyHKUII neyiHKu

PekomMeHOBaHa IIOYATKOBA [103a MPOTSATOM IEPIUINX OBOX THXKHIB JIIKYBaHHS CTAHOBUTDH 5 MT' Ha 000y
[IJISI TIAIli€eHTIB 3 JIerkoio abo MoMipHO0 MeYiHKOBOI HEeJOCTATHICTIO. 3aJIeXkKHO Bifl iHOUBigyaIbHOI
peaxiii marrienTa go3a Moxe Oytu 30inbiieHa go 10 mr Ha goOy. [TalieHTaM 3 TSKKOI0 ITe4iHKOBOIO



HeJOCTaTHICTI0O PEKOMEHI0BAHO 3aCTOCOBYBATH IIpernapat 3 00epeXkHICTIO i myKe 00ayMaHo
TUTPYBaTU UOr0 003y (OUB. po3aisl «PapMaKOKiHETUKA»).

3HuoceHa akmugHicmb i3opepmenmy CYP2C19

I nauieHTiB 3i cnabkoio akTuBHICTIO i30pepMenTy CYP2C19 pekoMeHmoBaHa IT0oYaTKOBa 403a
IMIPOTSATOM TIEPIINX ABOX TUXKHIB JTIKyBaHHS CTAHOBUTH 5 MT Ha Ho0y. 3a/eXHO Bif iHOUBiTyaIbHOI
peaxiii marrieHTa mo3y MoxHa 30inpmuTy 10 10 Mr Ha go0y (muB. po3min «®apMaKOKiHETHKa»).

Cumnmomu 8i0MiHU, SAKI 3'A84A0MbCA NPU NPUNUHEHHI AIKYy8AHHA

Cnip yHMKaTH pi3Koi BigMiHu npenaparty. [Ipu npunuHeHHi JTiKyBaHHSA €CLUTalI0IpaMoM 403y
HeoOXiIHO 3HMKYBATH IIOCTYIIOBO IPOTITOM IPUHAUMHI 1-2 THXKHIB, 11100 3MEHIIUTH PU3UK MTOSBU
CUMITOMIB BigMinu (guB. po3ninu «Oco6auBOCTI 3acTocyBaHHI» Ta «[100iuHi peakuii»). AKio micms
3HUKEHHS 1034 ab0 BiIMiHU MpenapaTy 3'SBASI0ThCS HEMIPUUHSITHI CUMIITOMU, MOXKe OyTH 3BakeHa
IOIIIIBHICTE IOBEPHEHHS [0 paHillle Mpu3HadeHol go3u npenapatTy. Haganmi mikap MoXke pOmOBXKUTI
3HUKEHHS [03H, ajie OibIl MOCTYIIOBO.

Himu.

AHTHUpENIpecaHTH He CJIiff 3aCTOCOBYBATH I JIIKyBaHHS HiTeM Ta MifAJiTKiB (BikoM 0o 18 pokiB).
CyiuupanbHy MOBEiHKY (CyiMaanbHi cipobu Ta CyiluaanbHi IyMKH) Ta BOPOXKICTE (IlepeBakHO
arpeciio, ono3ulliiiHy IOBEHiHKY Ta T'HiB) YacTillle CIIOCTepiranu B Xo4i KIIiHIYHUX BUIPOOYBaHb Y
[iTey Ta MifJIiTKiB, SKi IpUMany aHTUAENPECAHTH, TIOPIBHSIHO 3 TUMH, XTO IIpUiiMaB Iiane6o0. Ko
3 KJIiHIYHUX MipKyBaHb pillleHHS PO MPU3HAYEHHS BCe XK TaKU NMPUUHSTO, He0OXimHO 3a0e3neyuTu
yBaxkHe CIIOCTEePeKEHHS 3a IO0SIBOI0 CYIIUOANbHUX CUMITOMIB y IallieHTa.

ITepedo3yeanHs.

ToxcuuHicmy. KitiHiuHi gaHi mpo mepemo3yBaHHs eclUTanonpaMy oOMexeHi. baraTo Bumaakis
CIIPUYMHEHI OqHOYaCHUM Iepeqo3yBaHHAM iHIIKX JIiKapChbKuX 3aco0iB. Y OinbiIocTi BUNAgKiB
TIOBiIOMJISINIOCS TIPO JIETKi cuMITOMYU ab0 6€3CUMIITOMHICTh Iepefo3yBaHHs. [10BifoMIIeHHS 1IPO
JeTanbHi HacTigKy epego3yBaHHs eCIUTalIoNpaMy € BUHITKOBUMHM, OiNbIIiCTh 3 HUX BKIIIOYAIOTh
OHOYAaCHe Ilepefo3yBaHHs iHIIUX MeauKaMeHTiB. [Jo3u ecrutanonpaMmy 400-800 Mr He CIPUYUHSIN
Oymb-IKUX TSIXKKHUX CUMIITOMIB.

Cumnmomu.

O3Haku 1epefio3yBaHHA eCLUTAlIONpaMy - 1ie, TOJIOBHUM YMHOM, CUMIITOMU 3 0OKY IIeHTPasibHOI
HEPBOBOI CUCTEMH (Bif 3allaMOpPOYEHHS, TPEMOPY Ta aXkuTallil 0 PiAKiCHUX BUIAJKIB
CEPOTOHIHOBOTO CHHIPOMY, CYIOM i KOMHM), IITYHKOBO-KUIITKOBOI CUCTEMH (HYyHOTa, OJII0BAHHS),
CepIIeBO-CYANHHO] CHCTEMH (TiMOTeH3is, Taxikapmis, IponoHralisa intepsany QT, aputmis) Ta
nopylieHHs 6anaHCy eleKTPONiTiB/pigunu (rimokanieMis, rimoHaTpiemis).

JIiKy8aHHA.

Crneuudiunoro aHtunoTy He icHye. CIif migTpUMyBaTH HaleXHe QYHKIIOHYBaHHS IUXaIbHOL
cucreMy, 3a0e3neYnTy afeKBaTHy OKCUreHarlioo. [I[poMuBaHHS MITyHKA CJIifl TPOBECTH SIKOMOTa
MIBU[LIE TiCI IePOPaIbHOr0 IPUIMOMY IIpernapaTy Ta 3aCTOCyBaTh aKTHUBOBAHE BYTLIIIA.



PexoMeHIy€eThCS MOHITOPUHT CEPIIEBUX Ta JXUTTEBO BaXKJIMBUX (YHKIIIN pPa30M i3 CHMITOMaTUYHUM
NiATPUMYIOYUM JIIKyBaHHSIM.

Y pasi nepeno3yBaHHSA PEKOMEHAYETHCS MPOBOAUTH MOHITOPUHT EKI malieHTaM i3 3aCTiiHOIO
CepleBOI0 HeOCTATHICTIO / OpafiapuTMisiMu, MallieHTaM, SIKi OMHOYACHO MPUUMAIOTh JTiKapChKi
3acobwu, 110 MomoBXKY0Th iHTepBan QT, a TakoX malfieHTaM, SKi MalOTh IIOPYIIeHHS MeTaboIi3My
IpelapaTy, HalpyKJiaf alieHTaM 3 [Ie4YiHKOBOK HeLOCTaTHICTIO.

ITo6iuni peakuii.

[ToGiyHi peakiii Hal4yacTillle CIIOCTePiraloThCS MPOTITOM MEPIIOTro abo APYroro TUKHS JIiKyBaHHS Ta
3a3BMYay iX YacToTa 1 iHTEHCUBHICTb ITOCTYIIOBO 3MEHIIYIOTHCS IIPHU MOaIbIIOMY JIiKyBaHHi.

[To6iyni peakuii, BimoMi oyist npenapatiB kiacy CI33C Ta eciuranonpamy, sSiKi CIIOCTepiraauch y Xomi
n1a1e00-KOHTPOJIbOBAHUX [OCTII2KEHb Ta IIifl Yac MEeJUYHOI0 3aCTOCYBaHHS, MTOflaHi 3a CUCTEMaMu
OpraHiB i 4aCcTOTOI HUXKYe. YacToTa BU3HAYAETHCA SK: OyxKe 4acTi (= 1/10), gacri (= 1/100 go <
1/10), meuacTi (= 1/1000 go < 1/100), pigkicHi (= 1/10000 go < 1/1000), myxe pigkicHi (< 1/10000)
a00 yacToTa HeBimoMa (HEeMOXKINBO BCTAHOBUTH 3a HAaIBHUMH JAaHUMHU).

360Ky Kpoei ma AiMpamuyHOi cucmemMu: 4acToTa HeBimoMa - TPOMOOILIUTOIIEHiS.

3 6oky imyHHOI cucmemu: pifKicHi - aHabimaKTUYHI peaxilil.

3 60Ky eHOOKPUHHOI cucmeMu: YacTOTa HeBiTOMa - TIOPYIIEHHS CEeKpellii aHTUIIYPETUYHOTO
TOPMOHY, TillepIpoiaKTUHEMIS.

3 60Ky 06MiHY peuoBuUH Ma Xap4yyB8aHHA: YaCTi - 3HUKEHHS a00 TOCUJIEHHS alleTUTY, 30iNbIIIeHHS
MacH Tila; He4acTi - 3MeHIIeHHs MaCH Tijla; 4aCTOTa HeBiloMa - TillOHATPieMisl, aHOPEeKCis .

3 6oky ncuxiku: 4acTi - TPUBOTA, HECIIOKiM, AHOMAJIbHI CHU, 3HUKEHHS JTibigo, aHOpra3Mis y XKiHOK;
HeyYacTi - OpyKcu3M (CKperoTiHHS 3y0aMu), axXuTallis (30yoKeHHs), HePBO3HICTh, MTaHiuHi Hamagy,
CIIJTyTaHICTb CBiIOMOCTI; PimKiCHIi- arpecis, gemnepcoHani3allis, rajonuHallil; 4acToTa HeBigoMa -
MaHisi, CyiuaanbHi JyMKH, CyiluianbHa HoBeJiHKa’,

3 60Ky Hepsosoi cucmemu: OyzKe 4acTi - TOJTOBHUM 0ifib; YaCTi - 6€3COHHS, COHJIUBICTS,
3aIlaMOpPOYEeHHs, MapecTesisi, TpeMop; HevacTi - MOPYILIeHHS CMaKy, IOPYILIeHHS CHY, CUHKOIIEe
(HEIIPUTOMHICTD); PIOKICHI - CEPOTOHIHOBUY CMHAPOM; YaCTOTa HEBioMa - OUCKiHe3isd, PyXO0Bi
po3i1aay, CyooOMH, IICUXOMOTOPHUK HECIOKil/aKaTu3is'.

3 60Ky opaaHis 30py: HeYaCTi - Mifipia3 (PO3UIMPEHHS 3iHUIII), TIOPYIIEHHS 30PY.
3 60Ky opaaHis cayxy ma aabipuHmy: HeYacTi - A3BiH a0 LIyM y ByXax.

3 60Ky cepus: HeYaCTi - TaxikKappis; pimKicHi - OpaguKap/is; YacTOTa HeBidoMa - MTOMOBXKEHHS
inTepBany QT Ha eNnekTpoKapAiorpaMi, MUIyHOUYKOBA apUTMisl, BKIloYaoun torsade de pointes.

3 60Ky cyOuH: 4acTOTa HEBigoOMa - OPTOCTATHYHA TiOTEeH3is.

3 6oky OuxaabHOi cucmemu, opa2aHie 2py0HOI KaimKu ma cepedoCmiHHA: 9acCTi - CHHYCUTH,
M03iXaHHS; HEYacCTi - HOCOBa KPOBOTeYa.

3 60Ky WAYHKOBO-KUWKOB020 Mpakmy: OyXkKe 9acTi - Hyl0Ta; YacTi - giapesi, 3amop, O/II0BaHHS,



CyXiCTh y POTi; HeYacCTi - IIIYHKOBO-KUIIIKOBI KPOBOTEY] (B T.4. PEKTaJIbHi).

3 60Ky neviHKu ma H#08408uUBIOHUX WAAXi8: YACTOTA HEBIOMA - TETATUT, 3MiHU QYHKIIIOHATBHUX
IIeYiHKOBUX TECTIB.

3 6oky wkipu ma niOwKipHoi KAIMKOBUHU: YaCTi - TOCUIIEHE TIOTOBU/IIJIEHHS; HEYACTi - BUCUIIAHHS,
asnormerrist (06MMCiHHS), KPONIUB THKA, CBEPOikK; YacTOTa HEBimoMa - eKXiM03 (CHHELb), HaOpSKHU.

3 60Ky cKkesnemHo-M’ 5130801 ma cnoAy4YHOi MKAHUH: YaCTi - apTpaIris, Mianris.
3 60Ky HUPOK Ma ceyosuBiOHUX W/AXi8: YACTOTa HEBIIOMaA - 3aTPUMKa CEYOBUTYCKAHHS.

3 60Ky penpodykmueHoi cucmemu ma 2pyoOHUX 3a/103: YacTi - YOIOBIKU: PO3JIaiu eAKYIALi,
iMITOTEHITiA; HeYacTi - XKiHKW: MAaTKOBiI KPOBOTEUi (MeTpoparis), MeHoparis; 4acToTa HeBioMa -
rajgakTopes; 4OJIOBiKH: Ipiami3M; XKiHKK: MiCIAI0I0r0Bi KDOBOTEYi .

3azanvbHi nopyweHHA ma nopyweHHA y Miclyi 88e0eHHA: 4acCTi - BTOMa, IMigBUIIIeHHS TeMIlepaTypu
Tina (mipekcis); HeyacTi - HaOpsK.

' Taki BUTamK¥ BigoMi mist 3aCo0iB ycboro knacy CI33C.

2 [Tpo Bumagku CyllugaabHUAX AYMOK Ta ITOBEMiHKY IOBIAOMIISNIOCS IMIPOTSATOM JTiKyBaHHS
ecruTasonpaMoM abo He3abapoM ITicist Horo IPUNUHEHHS (TuB. po3min «OcoOmuBOCTI
3aCTOCYBaHHS»).

3 I[Tpo Taki BumagKu moBigomisisiocst ojist TepaneBTuyHoro Kinacy CI33C abo CI33CH (muB. po3minu
«3acTocyBaHHS y 1epiof BariTHOCTI abo rofyBaHHS rpynai0», «OCo6IUBOCTI 3aCTOCYBaHHS»).

ITodosacennsa inmepsany QT

Y micnsapeecTpauiiHui Iepiof MOBIHOMIISIIIOCS PO BUIIAOKHU MOJ0BXKeHHS iHTepBany QT Ta
[UTyHOYKOBUX apUTMili, Y TOMY YHCJIi TOIiMOPGHOI IUIYHOYKOBOI TaxXikappil (torsade de pointes),
IIepeBaXxHO y XKIHOK, y IALi€HTIB 3 rinokajieMi€elo Ta y Mali€HTiB 3 paHille iCHYIOUYUM [10J0BXKEHUM
inTepBanoMm QT 4y iHIIMMU 3aXBOPIOBAHHSIMM ceplld (OuB. po3minu «IIpoTUnoKa3aHHSI»,
«Oco6IuBOCTi 3aCTOCYBaHHS», «B3aeMopmist 3 iHITMMU JTiKapChbKUMHU 3aco0aMy Ta iHIII BUIU
B3aemofin», «[lepemo3yBanHa» Ta «PapMaKoguHaMiKa»).

Epexmu kaacy

EmigemionoriuHi JocnmifxKeHHs, TPOBeeHi mepeBaxKHO 3a y4acCTIO Malli€HTiB BiKkoM Bif 50 pOKis,
IIPOIEMOHCTPYBau 30iNbIIIeHHST PU3UKY IIEPEIOMIB KiCTOK y TAIliEHTIB, SIKi OTPUMYIOTh CEIEKTUBHI
inribiTopu 3BOPOTHOTO 3axoIryieHHs cepoToHiHy (CI33C) Ta TPUIUKITIYHI aHTUAENIPECAHTH. MexaHi3M,
SIKUY MTPU3BOAUTE N0 TAKOTO 30i/bIIeHHS PU3UKY, Hapa3i HEBITOMUM.

Cumnmomu giOMiHU

[MpunuuenHs nikyBauHs CI33C (0co61BO panToBe) 3BUYANHO MPU3BOAUTE 10 CUMIITOMIB BifMiHHU.
3anaMOpO4YeHHs, CEHCOPHI po3Jlafy (B T. 4. apecTesis Ta BiguyTTs yaapy CTPyMOM), pO3/1afu CHY (B
T. 4. 6e3COHHS Ta SICKpaBi CHOBU[iHHS), 30yAKeHHS a00 TpuBOra, Hy[ioTa Ta/abo G/II0BaHHS, TPEMOD,
CIUTyTaHiCTh CBiIOMOCTI, IifiBUIIIEHE TOTOBUAIIEHHS, TOJIOBHUM Oib, fiapesi, mocuieHe cepuebuTTs,
eMoIrifiHa HeCcTabimbHICTh, APATIBIUBICTD i MOPYIIEHHS 30Ppy € HAUYACTIIIMMK pPeakIlisMu. 3arajoM Ii
CHMIITOMH € JIETKUMHU ab0 cepefHiMU 3a TAXKKICTIO Ta MUHYIIUMH, OODHAK MOXKYTh OYTH TAXKKUMU
Ta/ab0 TPUBAIUMU Y AESKUX MallieHTiB. TaKUM YMHOM, PEKOMEHYETLCS IIOCTYIIOBE IPUITUHEHHS



JIIKYBaHHST €CLIUTAJIONPAMOM IIIJISTXOM 3HUKEHHS 103U (IuB. po3minu «OcobIUBOCTI 3aCTOCYBAHHS»,
«Croci6 3aCcTOCYBaHHS Ta HO3U»).

[ToBimoMIIeHHS PO Mim03pioBaHi m0o6ivHi peakirii.

[ToBimomneHHs mpo mMo6iuHi peakiril micis peecTpallii TikapchbKoro 3aco0y Ma€ BaXKjIuBe 3HAYEHHS.
Lle nae 3MOry IPOBOOUTH MOHITOPUHT CIiBBiIHOIIEHHS KOPUCTL/PU3UK IPU 3aCTOCYBaHHI IbOTO
nmiKapchKoro 3aco0y. Meou4yHuM Ta ¢papMalleBTUYHUM ITpalliBHUKAM, a TAKOX IallieHTaM a0o ixHimM
3aKOHHUM ITpeCTaBHUKAM CJIif TIOBiTOMJISITH TIPO YCi BUITAAKHU IiI03PI0OBaHUX IMOOIYHUX Peakilii Ta
BificyTHOCTI e(peKTHUBHOCTI TiKapchKOro 3aco0y yepe3 ABTOMaTH30BaHy iHGOpPMaIliliHy cucTeMy 3
(dapMakoHarIsAay 3a nocuiaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi.

3 pPOKH.

YMmoBH 30epirannsi.
30epiraTtu B OpuTiHaibHiY yIAaKOBIi IpU TeMIepaTypi He Buile 25 °C.

30epiratu y HEJOCTYIIHOMY OJISI OiTeM MicCIi.

YnaxoBka.

I[To 14 Tabnetok y 6ricTepi, mo 2 abo mo 4 61icTepy y KapTOHHIN yIIaKOBIIi.

Kareropis Bigmycky.

3a perenTom.

BupoOHHK.
KYCYM XEJITXKEP I1BT JITH/

KUSUM HEALTHCARE PVT LTD.

Micue3HaxoIKeHHsI BHPOOHHKA Ta ajipeca Micls MpoBaIXKeHHs HOr0 Tis/IbHOCTI.

[TmoT Ne M-3, [apnop Cnemren Ikonomik 3oy, ®ens-1l, ITitamnyp, Hict. [Ixap, Mapxesa [Tpagem, [Tin
454774, Tapgis/

Plot No. M-3, Indore Special Economic Zone, Phase-II, Pithampur, Distt. Dhar, Madhya Pradesh, Pin


https://aisf.dec.gov.ua

454774, India.



