IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

HIUITPATEKC
(CIPRALEX®)
Cxkmanm:
ditoya pevosuHa: eCLUTAIONPaM;
1 TabneTka mictuth 12,77 MTr ecuuTanonpamMy okcanaTy BifmoBigHO 10 MT ecruTanonpamy;

0onomidicHi peyoguHU: 1IeTI0NI03a MiKPOKPHUCTATiuHa, CUIiKOHI30BaHa, TallbK, HATPilo
KpOCKapMeJi03a, MarHilo cTeapar, rimpomenosa, Makporon-400, tutany miokcup (E 171).

JIikapcbKka ¢popma. TabmeTKH, BKPUTI MTIBKOBOIO 000I0HKOIO.

OcHogHi ¢i3uko-ximiuHi 81acmusocmi: TabIeTKU, BKPUTI ITiIBKOBOI 000JI0HKOI0, OBaJIbHOI hopmu,
6i10r0 KOJILOPY, IBOOIYKIIi, MapKoBaHi iHmekcamu “E” Ta “L” cuMeTpUYHO BiTHOCHO PHCKH.
TabmeTKa Moxke OyTH IMOfIiIeHa Ha [Bi piBHI YaCTUHHU.

dapMakoTepaneBTHYHA rpyna. AHTugenpecanTi. CeeKTHBHI iHTiOiTOpH 3BOPOTHOTO 3aXOIJIEHHS
cepotoHiny (CI33C). Kog ATX NO6A B10.

dPapmakono2iuHi e1acmusocmi.

®apmakoduHamika. EcuuTtanonpam - 11e CeJIEKTUBHUM iHTiOiTOP 3BOPOTHOTO 3aXOIJIEHHS CEPOTOHIHY
(CI33C), sikuii xapaKTepHu3y€eThCI BUCOKOIO apiHHICTIO IO OCHOBHOTO 3B’SI3yI0YOro cauTy. BiH Takoxk
3B’A3YETHCS 3 AJIOCTEPUYHUM CATOM TPAHCIOPTEPa CEePOTOHIHY, IIPH I[boMy aiHHICTH [0 1€l
ningaaky y 1000 pasiB HUXKUA.

EcuuranonpaM He Mae 30BciM ab0 Mae myxke crnabKy 30aTHICTh 3B’sI3yBaTHUCS 3 HU3KOIO PEIENTOPIB,
BKJII0Yalouu cepoToHinoBi 5-HT,,-, 5-HT,-penentopu, modaminosi D,- i D,-peuenTtopyu, al-, a,-,
B-ampeHepriuHi penentopy, ricraMinoBi H,, MyckapuHoBi xoniHepriyHi, 6eH30/ia3eniHoBi Ta omiaTHi
PEeLenTopH.

IHribyBaHHs 3BOPOTHOTO 3axomneHHs 5-HT € equHUM MOXITHBUM MeXaHi3MOM [ii, IKUi MOxKe
MOSICHIOBATH (papMaKOJIOTiYHi Ta KIiHiYHI eheKTH ecIuTanonpamy.

dapmakoOuHamiyHi epekmu

B ogHOMYy nofBiliHO crinmoMy miaie00-KOHTPOJIbOBAHOMY HOCHigKeHHi moka3HukKiB EKT' y 3mopoBux



ocib momoBxKeHHs iHTepBany QTc (ckopurosaHoro 3a ¢popmysnoio Opigepidia) Big BUXigHOTO 3HAUYEHHS
ctaroBuiio 4,3 mc (90 % [I (moBipuui inTepsan): 2,2, 6,4) Ipu 3aCTOCyBaHHI Iipenapaty y 5osi 10
mr/mo6y ta 10,7 mc (90 % [I: 8,6, 12,8) mpu 3acTocyBaHHi 7031, BUILOI 3a TepaneBTu4HY, - 30
Mr/mo0y (muB. po3minu «IIpoTunoka3anHs», «OcoBIUBOCTI 3aCTOCyBaHHSI», «B3aemMopmis 3 iHIIUMHU
JmiKapCchbKUMU 3aco0aMu Ta iHIII BUAU B3aeMofin», «[1o6iuHi peaknii», «Ilepeqo3yBaHHS»).

KnaiHiyHa ehpekmusHicmb
Beauki denpecusHi enizodu

EdexTuBHiCTh ecuuTanonpamy y JiKyBaHHI BEJTMKUX JEeNPECUBHUX €Ii30MiB y rocTpuii mepion O6yna
IoKa3aHa y 3 3 4 MofABifiHO clinux, miaredo-KOHTPOIbOBAHUX, KOPOTKOCTPOKOBUX (8-THXKHEBUX)
OOCIiXKeHb. Y JOBrOCTPOKOBOMY HAOCIiAKEHHI MPodiTakKTUKN pPelUAnBy 274 MallieHTH, SKi Mg yac
II04YaTKOBOI 8-THKHEBOI BiIKpuTOl pa3u mocigKeHHS BiANOBINM Ha JIiKyBaHHS €CLUTalIONpaMoOM y
no3i 10 abo 20 mr/mo0y, Oynu paHmoMi30BaHi AJIS MPOIOBXKEHHS IPUINOMY €CLUTAIO0NpaMy y Tii
camiit mo3i abo mane6o mpoTaroM nepiogy no 36 TUXKHIB. Y 1[bOMY [OCTIIXKEHH] y Malli€HTiB, SKi
IIPOOBKYBaIM OTPUMYBATH €CIUTAlIONPaM, CIIOCTePiraBCcs CTaTUCTUYHO 3HAUYINO OilbII TPUBAIUMA
1epion yacy [0 BUHUKHEHHS PELUAUBY Y MeXaX HaCTYIIHUX 36 TUXKHIB y IIOPIBHAHHI 3 TUMU
nalieHTaMH, SKi OTpUMYyBasu Ijanebo.

CouianvHulli mpugodcHull po3aad

Ecuuranonpam BUSABUBCS e(DEeKTUBHUM OIS TiKyBaHHS COIL[iaJIbHOTO TPUBOXKHOTO PO3/IaAy SIK y TPhOX
KOPOTKOCTPOKOBUX (12-THKHEBUX) AOCTIAKEHHX, TaK 1 y 6-MiCIYHOMY HOCTigKEeHHI NpodiTlaKTUKU
peuunuBy. Y 24-TUKHEBOMY OOCTiAKeHHI ONTUManbHOI 7031 OyJla TPoaeMOHCTPOBaHa e(heKTUBHICTh
ecuuranonpamy y gosax 5, 10 ta 20 mr.

I'eHepanizosaHull MpuBoMCHUU pP0o31ad

EcnuranmonpaM y go3ax 10 Ta 20 mr/moby 6yB edheKTuBHUM Y 4 3 4 11a1e00-KOHTPOIbOBAHUX
IOOCIIiIXEeHb.

3rigHo 3 06’€gHAHUMU NAaHUMHU TPHOX AOCTiAXKEHb 3 MOAIOHUM JU3alHOM, B IKUX Y CYKYITHOCTI B35B
yuacTb 421 malfieHT, 110 OTPUMYyBaB ecliiTanonpam, Ta 419 marfieHTis, 10 oTpUMyBanu 1mianebo, Ha
JiKyBaHHS BifgmoBinu 47,5 % Ta 28,9 % mallieHTiB BiAmoOBigHO, a peMicis HacTana y 37,1 % ta 20,8 %
NalieHTiB BiAnoBigHO. CTIMKUU e(peKT CIIOCTepiraBCcs 3 MEePIIOTO TUXKHS JIiIKyBaHHS.

[MipTpumytouuii epekT ecuutanonpamy y fo3i 20 Mmr/go0y 6yB IpomeMOHCTpOBaHuM y 24-76-
TUKHEBOMY PaHIOMi30BaHOMY AOCTiAKEHH] MiATPUMY040ro edeKTy TiKyBaHHS, B SKOMY B35JIX
y4acTh 373 maiieHTH, 110 BiOIOBiIM Ha IIpernapar i 4yac I04YaTKOBOTO 12-TUXKHEBOT0 JIIKyBaHHS Y
BIIKPUTOMY PeXKHUMi.

ObcecugHO-KOMNYAbCUBHUU PO3.1a0

Y panmgoMi3oBaHOMY MOABINHO CITMOMY KITiHIYHOMY HOCIiOXKeHHi ecluTanonpam y no3i 20 Mr/moby
IIPOJIEMOHCTPYBaB BiIMiHHICTH Bifl Iy1ane6o 3a 3arajabHO0 KinbKicTio 6asiB 3a mkasnoio Y-BOCS
(Illkana mst oiiHKKU 06CECHBHO-KOMITYILCUBHOTO PO3JIafly MenbcrKoro i BpayHiBCBKOTO
yHiBepcurteTis, Yale-Brown Obsessive Compulsive Scale) yepe3 12 TuxkHiB nikyBanHsd. Yepes 24
THXKHI BiTMidasIKCs epeBaru 3aCTOCYBaHHS ecIiuTanonpamy sk y nosi 10 mr/mo6y, Tak i y mo3i 20
Mr/mo0y y mopiBHSHHI 3 1m1aie6o.

EdekTuBHiCTh IpenapaTy y npodinakTulli peluauBiB Oyiaa IpoIeMOHCTPOBaHa A1l eCIUTAIoNpaMy y
no3ax 10 i 20 mMr/mo0y y namieHTiB, sSKi BifMOBiNK Ha ecuuTanonpaM y 16-TuKHEBOMY BiIKPUTOMY



nepiofi Ta Oynu BKITIOYEH] y 24-TUKHEBUN PaHAOMi30BaHUY MOMABIMHO CIIinuy manebo-
KOHTPOJIbOBaHUY N1EPIOf.

®apmakokiHemuka. AOCOpOLlig MPaKTUYHO IIOBHA i HE 3a/Ie2KUTh Biff IPUMOMY 1XKi.
MakcumanbsHa KoHIeHTpawia y miasmi (T,,,) JocsaraeTscsa yepes 4 TOOUHY IiCIA IPUNOMY.

4K i gns paueMiyHOTO HMUTanonpamy, abcosoTHa 6i0I0CTYIHICTL eCIUTaIoNpaMy 04iKyeThCS Ha
piBHi npu6nusuo 80 %.

Po3noodin

Vasuuii 06’eM posnopiny (V,,/F) micns nepopasibHOro IpuitoMy Ipernapary CTaHOBUT IPUOJIM3HO Bif
12 mo 26 n/kr. BiogocTymHICTh ecuiMTanonpaMy CTaHOBUTEL Ipubnu3Ho 80 %. 3B’ A3yBaHHSA
eCLUTaJIoNpaMy Ta HOT0 OCHOBHUX MeTa0oJIiTiB 3 6inkamu - Hux4e 80 %.

biompaHcgpopmauis

MeTabori3M BinOyBa€eThCs y MeviHIli 10 MeTabOoJIiTiB, 10 AEMETHTIOIOTHCS Ta AUAEMETUITIOIOTHCS.
O6unBa BoHU € (hapMaKOJIOTiYHO aKTUBHUMHU. fK anbTepHaTHBa MOXKJ/IMBE OKUCIIEHHS a30Ty 3
yTBOpPeHHAM N-0KCUTHOr0 MeTaboiTy. fIK BUXigHA CIIONIyKa, Tak i MeTaboJIiTH 4aCTKOBO
€KCKPETYIOThCS Y BUTTISAI TTIOKYPOHimiB. [Ipu 6araTokpaTHOMY IIPUMOMI TpenapaTy CepenHi
KOHIIEHTPAIlil eMeTHIhOBAHOT'0 Ta AUAEeMETHUILOBAHOI0 MeTa0O0JIiTiB 3a3BUYail CTAHOBISATh
BigmoBigHO 28-31 % i < 5 % Bifm KOHIIeHTpallil eciiTanonpamy. bioTpaHcdhopmalis eciiuTanonpamy
10 IEMETHUIHLOBAaHOTO MeTab0IIITy ormocepenKoByeThCs epeBaxHo CYP2C19. MoxivBa fieska y4acThb
y npoMy mporieci ¢pepmenTtiB CYP3A4 ta CYP2D6.

EnimiHayis

[Tepion HaniBBUBeneHH (t,,) Ipenapaty cTaHOBUTH Npubnu3no 30 rox. Knipenc (Cl,,,) npu
IepopaabHOMY IIPUKOMi CTAaHOBUTD NprOnu3Ho 0,6 1/xB. B 0CHOBHUX MeTa0oJIiTiB Iepiof
HalliBBUBE[EeHHS JOBIINiM. EcliTanonpaM Ta HOTO OCHOBHI MeTa0OJIiTH BUBOASATHCS Yepe3 MediHKy
(MeTabomivyHMit UIIAX) i HUPKAMu. BinbIlla YacTWHA 003K BUBOOUTHLCS Y BUTTISAAI MeTaboIIiTiB i3 ceyero.

JIiHiliHicmb

KineTuka ecuurtanonpamy jiiHiliHa. PiBHOBaXKHa KOHI[EHTPAIlisl JOCATaEThCI IPUOIKM3HO Yepes 1
THXKAeHb. CepelHi piBHOBaXHiI KOHIIEHTPallil, Ki cTaHOBNATL 50 HMOIL/T (Hiama3oH:
20-125 HMOIB/M), HOCATAIOTHCS MPU 3aCTOCYBaHHi m060B0OI m0o3u 10 Mr.

ITauieHmu AiMHb0O20 BiKY

Y nanieHTiB BiKOM Bifl 65 pOKiB eciTasonpaM BUBOOUTHCS MOBLIbHIIIE, HiXK Yy MOJIOAUX MAIi€HTIB.
Cucrtemna excno3utis (AUC) y 3mopoBux J06POBOJIBIIB JTITHROTO BiKy mpubau3Ho Ha 50 % Buila 3a
TaKy y MOJIOIMX 30OPOBUX NOOPOBOJIBIIB (AUB. po3ain «Croci6 3aCcToCyBaHHS Ta [03U»).

ITeuiHkosa HedocmamHicmb

Y natieHTiB 3 MOpyIIeHHIM (QYHKIiI TeYiHKY JIeTKOro abo CepegHbOT0 CTYIeHs TAXKKOCTI (knacu A i
B 3a Yatingom-I1'10) yac HamiBBUBeeHHS OyB y IBa pa3u OOBIINM, a €KCIo3ullis Ha 60 % Bullla, HiX y
oci6 3 HopManbHOW (yHKITiEI0 nevyinku (muB. Po3min «Croci6 3acTOCyBaHHS Ta [03U»).



Hupkosa HedocmamHicmb

Y nanieHTiB 3i 3HUKEHOI0 (QyHKITie0 HUPOK (CL,. 10-53 Mi1/xB) Ipu 3aCTOCYyBaHHI paleMidHOr0
IIUTAJIONPaMy CIIOCTEPIiraBCs MOBUIMY Yac HaIiBBUBEOEHHS Ta [ello GiybIra eKCIIO3UILis.
KonnenTparis MeTaboJIiTiB y Iy1a3mi He fociigxkeHa, ane Moxe OyTu migBuineHowo (ouB. Po3min
«Crocib 3acTocyBaHHS Ta HO3U»).

IToaimop@iam

[MTamienTu 3i cmabkoi Mertabomnivynoio ¢pyHkuielo CYP2C19 manu BOBiui BUIY KOHIIEHTPAIIiI0
eCIUTanonpaMy y Ijla3Mi, HiXK IalieHTyd 3 HopMaabHOI0 (yHKIieo CYP2C19. 3Haunux 3MiH
eKcrio3utlil npu 3umKeHi ¢pyHkiii CYP2D6 He Big3Hadasnmocs (nuB. Po3min «Cmocib 3acTocyBaHHS Ta
OO3U»).

Kniniuni xapakKTepuCTHKH.
IloxkaszaHHA.

JIikyBaHHSI BEJIMKUX IeIIPECUBHUX €I1i30/1iB, MaHIiYHUX po3naAiB 3 abo 6e3 aropadobii, colianbHIX
TPHUBOKHUX PO3J1afiiB (corianbHa Go0ist), reHepai3oBaHUX TPUBOXKHUX PO3JIafiB, 00CECHBHO-
KOMITYJIbCUBHUX PO37afiB.

IIpomunoka3aHHs.

[TigBuIIeHa YyTNUBICTL 0 eclMTanoNpamMy abo [0 iHIIKX KOMIIOHEHTIB mpemnaparty. OgHodacHe
JiKyBaHHS HECEJIeKTUBHUMHU, He000OpOTHUMHU iHTiGiTOpamMu MoHOaMiHOKcuma3u (IMAO)
IIPOTUIIOKA3aHe y 3B'SI3Ky 3 PU3UKOM PO3BUTKY CEPOTOHIHOBOTO CUHAPOMY 3i 30yIKEHHSM,
TPEMOPOM, TiepPTEPMIEI0 Ta IHIIMMU CUMIITOMaMu (OUB. pO3Tin «B3aeMofis 3 iHIIMMY JTiKapChbKUMU
3aco0aMu Ta iHIII BUOU B3aEMOMIN»).

Komb6iHOBaHe 3aCTOCYyBaHHS €CUUTAJIONPaMy Ta 000poTHUX iHribiTopiB MAO tumy A (Hampukiag
MOKJI06eMifly) a6o 060pOTHOT0 HeceNleKTUBHOTO iHribiTopa MAO mniHe30Iiny IpOoTUIIOKa3aHe y
3B’S3KYy 3 PU3UKOM PO3BUTKY CEPOTOHIHOBOTO CUHADPOMY (OUB. po34in «B3aeMopis 3 iHIMUMU
JiKapChKUMHU 3acob6aMu Ta iHIIi BUAKU B3aEMOiN»).

EcnuranonpaM npoTunoka3aHuy [y 3aCTOCYBaHHS MallieHTaM 3 BiIOMUM IIO0OBXKEHHIM iHTEpBaLy
QT abo 3 BpO[KEHUM CHUHAPOMOM ITOAoBKeHOTo inTepBany QT.

EcnuTanmonpaM IpoTUIIOKa3aHO 3aCTOCOBYBATH OOHOYACHO 3 JTiIKapChKUMM 3acobaMu, SKi 30aTHi
nomoBxKyBaTu iHTepBasn QT (guB. po3min «B3aemomis 3 iHIIUMY JTiKAapCHKUMHU 3aco0aMu Ta iHIM BUON
B3aEMOJIIN»).

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

®apmakoOuHaAMiyHi 83aemMo0ii

[IpoTunokasaHi KoMOiHaIIii.



HecenexmugHi Heobopomti IMAO

[ToBimomusiyiocs IPO BUIIaIKX CePHO3HUX peakilill y marieHTis, ki npuriManu CI33C y koMOiHatii 3
HeceJeKTUBHUM Heo0opoTHUM IMAOQ, Ta y malli€eHTiB, AKi moiHo 3akinuuny jaikyBaHHsa CI33C i
po3noyanu npuroM IMAO (gus. Po3pin «[IpoTunoka3zaHHSa»). Y OeIKUX BUNIAAKaX PO3BUHYBCS
cepoToHiHOBUI cuHAPOM (muB. Po3min «ITo6iuHi peakiii»). KombiHalist eciuranonpamy 3
HeceneKTUBHUME HeobopoTHuMu IMAO npoTunokasaHa. JIikyBaHHS eCI[MTalIONpaMoM CJIif
nounHaTu yepe3 14 pHiB micns BigMinu Heob6opoTHOro IMAO. JliKyBaHHS HEeCeIeKTUBHUMMU
HeobopoTHUME IMAO criif moYKWHATH He paHillle HiXK Yepe3 7 OHIB MiC/II IPUIKUHEHHS IPUHOMY
eCLuTanonpamy.

ObopomHutll cenekmusHuti IMAO muny A (Moka106emio)

YHacnmigok pu3uKy pO3BUTKY CEPOTOHIHOBOTO CHHAPOMY KoMOiHalig ecuuTanonpamy 3 IMAO tuny A
MOKJIO0EMifIOM ITPOTUIIOKa3aHa (IuB. Po3in «[IpoTunokasaHHs»). AKIIO JoBeIeH0 HeOOXimHICTD 1iel
KoMOiHallii, ClToYaTKy CJlifg mpu3HavyaTH MiHiMaIbHI peKOMEHIOBaHi 103U 3 IMOCUJIEHUM KITiHIiYHIM
MOHITOPUHTOM.

HecenexkmugHuti obopomHuti iHeibimop MAO (niHe304i0)

AHTHOIOTUK JTiHE30Ii[ € HeceleKTUBHIUM 000pOoTHUM iHTi6iTopoM MAOQO Ta He TOBUHEH NIPU3HAYaTUCS
malieHTaM, SKi OTPUMYIOTh ecIuTasonpam. JKio Taka KoMOiHalis € HeoOXimHOIO, CIif
3aCTOCOBYBaTH MiHiMasbHi 031 000X ITpemnaparTiB IMifl peTeabHUM KITiHIYHUM HarjsmoM (IUB. PO3Min
«ITpoTUTIOKa3aHHS»).

CesnexmusHull HeobopomHutil iHeibimop MAO muny b (ceaeziniH)

Kowmbinamist 3 cenerininom (Heo6opoTtHuit IMAO Tuny B) motpebye 06epekHOCTi yuepe3 pu3uk
PO3BUTKY CEPOTOHIHOBOTO CHHIPOMY.

Cenerinis y go3ax g0 10 mMr/go0y BK/I0YHO 0€3MEeYHO 3aCTOCOBYBABCS Pa30M i3 paleMiyHuM
IIUTaI0IPaMOM.

ITodoeoicenna inmepaany QT

dapmakoKiHeTHYHi Ta papMakogrHAMIYHI HOCTiAXKeHHS KOMOIHOBAHOT'0 3aCTOCYBaHHS
eCLUTAJIONpPaMy 3 iHIMMMU JTiKapChKUMU 3acobaMu, sKi MomoBXKYyTh iHTepBan QT, He TPOBOAUIIUCS.
[Ipu 3acToCyBaHHI eclMTaaonpaMy pa3oM i3 TaKUMU IIpernapaTaMy He MOXXHa BUKJIIOYaTH
BUHUKHEHHS aJUTUBHOTO e(peKTy. Y 3B’93Ky 3 IUM OJHOYAaCHe 3aCTOCYBaHHS eCLUTAJIoNpamy 3
JiKapChbKUMU 3aco0aMu, SKi TogoBXKYy0Th iHTepBan QT, TaKUMU K IPOTHapPUTMi4Hi IpenapaTu
knacy IA i III, aHTUIICUXOTUKY (HaIpUKJIaf MOXigHi peHoTia3uHy, IiMO3uM, Tralolepuuo),
TPUIUKITIYHI aHTUOETPEeCAaHTH, JesKi TpoTUMiKpoOHi 3acobu (HampuKiad cruap@IiokcaluH,
MOKCHU(DIIOKCAIH, EPUTPOMIIINH OJ1 BHYTPIIIHROBEHHOTO BBEIEHHS, IEHTaMigUH, IPOTUMAJISIPiiHi
3acobu, 30KpeMa rajoaHTpuH), esKi aHTUTiCTaMiHHi mpenapaTy (acTeMil3ol, TiTPOKCU3HH,
Mi30J1aCTHH), IPOTUIIOKA3aHe.

KowmGiHariii, 1110 moTpe6yioTh 00epeKHOCTi.
CepomoHiHep2iuHi meOuyuHi npenapamu

OpHOYacHe 3aCTOCYBaHHS 3 CEPOTOHIHEPTriYHUMY 3aco0aMu HAIIPUKIIAM 3 OMioifaMu (BKITIOYAIOUH
TpaMasiojl) Ta TPUITaHAMH (BKJ/IIOUAIOYM CyMaTPHUIITaH) MOXKe IIPU3BECTH 10 CEPOTOHIHOBOTO
CHHIPOMY.



MeouuHi npenapamu, siKi 3HUMCYHOMb CYyOOMHUl nopie

CI33C M0XyTh 3HMXKYBATH CyIOMHUY MOPIr. PeKoMeHyeTLCA 00epeXkKHICTh IPU 0OJHOYACHOMY
3aCTOCYBaHHI IpemnaparTis, AKi 30aTHI 3HUKYBaTU CYLOMHUY [IOPIT (HAlIpUKJIaZ aHTUAEIIPEeCaHTiB
(Tpunukmiyni, CI33C), HeliponenTukis (peHoTia3uuu, TiokcaHTeHH, 6yTUpOoPeHOoHU), MedIIoXiHY,
Oymporiony i TpamMagony).

JIimii, mpunmogaH

OckinbKM 3apeeCcTpOBaHO BUIMTAAKK IIOCUIEHHS [il pH crinbHoMY 3actocyBaHHi CI33C i miTito abo
TpUNTOaHy, PEKOMEHAYETLCS 3 00ePeXKHICTIO MPHU3HAYATH 1Ii TpernapaTi OGHOYACHO.

38ipobiti

OmpuoyacHe 3actocyBaHHS CI33C Ta pocnuHHUX 3aco0iB, SKi MiCTSTH 3Bip006iii, MOXKe IIPU3BECTHU [0
MigBUIIIEHHS YaCTOTHU MOOIYHUX peakilii.

AHmukoazyasaHmu

MozxnuBa 3MiHa e(eKTiB aHTUKOAryasHTIB YHACIIIOK OMHOYaCHOI0 3aCTOCYBaHHA 3
ecLuMTanonpamMoM. AKIIO MallieHTH MPHUKUMAaIOTh IIepopajbHi aHTUKOATYJISTHTH, He00XiHO TPOBECTH
peTeNbHUYN MOHITOPUHT CUCTEMU 3rOPTaHHS KPOBI Iepeq i Mic/Isa 3aCTOCYBaHHS eCLUTanonpamy (ouB.
Po3pin «OcobmuBOCTi 3aCTOCYBaHHS»).

OpHoYacHe 3aCTOCYyBaHHS HECTEPOIAHUX NMPOTH3ananbHuX 3aco0iB (HII3II) moxke moCHUInTH
CXUTIbHICTh 00 KpoBoTedi (ouB. Po3min «Oco6IuBOCTI 3aCTOCYBAHHSI»).

AsKo2010b

EcnuTanmonpaM He BCTyIIa€ 3 aJIKoroyieM y (papMakofrHaMiuyHy abo (hapMaKOKiHETUYHY B3aEMO/IIIO.
OpHaxk, 9K i y pa3i 3acTocyBaHHS IICUXOTPOHUX JiKapChKuUX 3ac00iB, KOMOiHAIis 3 aJIkOTOJIEM €
HeOakaHOIo.

Jlikapcwvki 3acobu, wo 8ukAUKaOmMb 2inokaaiemiro/einomazHieMiro

Cnip BusiBNATH 00€pEeXHICTh IPU OAHOYACHOMY 3aCTOCYBaHHI JTiKapChbKUX 3aco0iB, 3MaTHUX
BUK/IMKATH TillOKalieMito/rinoMartaiemiio, OCKiIbKM y TaKOMY BUIaKy 30iIbIIyETHCA PU3UK PO3BUTKY
3/105KiCHUX apuTMilt (quB. po3ain «OcoO6nuBOCTI 3aCTOCYBaHHT»).

®apmakoKiHemuy4Hi 83aemo0ii

BrnnuB iHmux 3aco6iB Ha ¢papMaKOKiHETHKY eCIMTalonpaMy

MeTabo71i3aM ecruTasaonpamMy rojloBHUM YnHOM oniocepenkoBanuii CYP2C19. ®epmentu CYP3A4 Ta
CYP2D6 Takoxk MOXyTh OpaTé fesIKy y4acTh y Horo MeTtaboi3Mi, Xo4a i MEHIIIO0 Mipoko.
MeTabomni3m rojgoBHOro Metabosity S-DCT (meMeTHIb0BAHOTO ECIUTAJIONPAMY), CYOAUH 3 YChOTO,
4acTKOBO KaTasnizyetrbcss CYP2D6.

CyMicHe mpu3Ha4YeHHs ecuuTanonpamy Ta omemnpasony 30 mr 1 pa3 Ha moby (CYP2C19 inri6iTopa)
IPU3BOOUTH [0 MOMipHOTO (mpubau3uo Ha 50 %) migBUINEeHHS KOHIEHTPAIll eCIIMTalonpaMy B Iaa3Mi



KPOBI.

OpHoYacHe 3aCTOCYyBaHHS ecuuTasonpamy i nuMmetuauny 400 mr gBiui Ha go0y (mOMipHUM 3arajbHUM
inribiTop pepMeHTiB) MpU3BeI0 40 moMipHOTO (Mpubnu3Ho Ha 70 %) 30inbIIeHHS KOHI[EHTpallil
ecLuTasonpamy y mina3mi Kposi. Crif BusBnsiTH 00epeXHICTh TPU KOMOIHOBaHOMY 3aCTOCYBaHHI
eCLIUTAJIONpaMy 3 UMMeTUANHOM. MoXe BUHUKHYTH ITOTpeba y KOPUT'yBaHHI J03U (IKUB. PO3MiN
«Oc06IMBOCTI 3aCTOCYBaHHS»).

TakuM 4YMHOM, IPU CYyMiCHOMY 3aCTOCyBaHHi ecruTanonpamy 3 inribiropamu CYP2C19 (Hanpukiap
OMEIPa30JI0M, e30MenpPa30j0M, GIyKOHa30JI0M, (GIyBOKCAMiHOM, TAHCOIPA30JI0M, TUKJIOMIIMHOM)
Ta 3 UUMETUOUHOM CJtig OyTu 00epekKHUMHU, TPU3HAYAIOYY BEPXHI FPAHUYHI 103U eCLUTAI0NpaMy.
3HUKEHHS 03U eCIIUTaNIonpaMy Moxe 0yTH HeoOXimHUM 3aJ1eXKHO Bifl KITiHIYHOI OIliHKH.

BrnnuB ecuuTtanonpamMy Ha papMaKOKiHETHKY iHITNX 3aC00iB

Ecnuranonpaw e inribitopom er3umy CYP2D6. PekoMeHAyeThCSI 00€pEeXKHICTh IPU OFHOYACHOMY
3aCTOCYBaHHI eCUMTANIONPaMy 3 JliKapCbKUMU 3aco0aMu, siKi MeTabo0J1i3yI0ThCS TOJIOBHUM YMHOM UM
€H3MMOM i MalOTh BY3bKHUI TEPAleBTUYHUY iHOEKC, HAaNpUKIIaf 3 ¢haeKalHigoM, npona@eHoHOM i
METOIIPOJIOIOM (IIPY CepleBi HEOOCTATHOCTI), a00 3 mesTIKUMH 3aco0aMu, IO BIUIMBAIOTh Ha
IIeHTpaIbHy HEPBOBY CUCTEMY Ta MeTabo0J1i3yi0ThCsl ronoBHUM unHOM CYP2D6, HanpuKiag TaKuMHU
aHTUeNpecaHTaMy, K Ae3UlpaMiH, KJIOMIIpaMiH i HOpTPUNTUJIIH, TaKUMU @aHTUIICUXOTUKAMHU, K
PUCIEPUIOH, TIOpUAA3UH i ramonepunosl. MoxinuBa KOPeKIis JO3HU.

Komb6inarist 3 me3umpaminoM abo MeTOIMPOJIONIOM ITPU3BOAMIIA OO0 IMiABUINEHHS YABiUi PiBHIB Yy Mita3Mi
1ux fBox cybcrpatis CYP2D6.

Y mocnigxKeHHAX in vitro 0yJo IpogeMOHCTPOBAHO, 1[0 eCUXTANIONPaM TaKoX MoxkKe 00yMOB/IIOBaTH
HeBenuke inribyBanus CYP2C19.

PexomeHOyeThCS 00€PEeXKHICTL IPU OGHOYACHOMY 3aCTOCYBaHHI 3 JTiIKapChKAMHU 3aco0aMi, SKi
meTabomizyoTscst CYP2C19.

Oco06.1ue8ocmi 3acmocyeaHHsi.

Huxxue3a3HayeHi 0COGIMBOCTI 3aCTOCYBaHHS CTOCYIOTHCSI TEPANIEBTUYHOTO KJTacy CeIeKTUBHUX
inribiTopiB 3BOPOTHOTO 3axoIrieHHs cepoToHiny (CI33C).

IlapadokcanavHa mpusoaa

[esKi nanieHTy 3 NaHIYHUMU PO3JIafaMy Ha [104YaTKY JIiKyBaHHS aHTUENIpecaHTaMu MOXYTh
BiuyBaTU IIOCUJIEHHS TpUBOTH. LI mapagoKcaibHa peaklis 3BU4aiiHO 3HUKAE IIPOTIATOM IBOX
TUXKHIB JIiKyBaHHSA. [[719 3MeHIIIeHHS UMOBIPHOCTI aHKCIOT€HHOT'0 e(peKTy peKOMEHYETHCS HU3bKa
nmoJaTKoBa mo3a (ouB. Po3min «Cmoci6 3acTocyBaHHS Ta OO3U.»).

Cy0domHi Hanadu

EcnuranmonpaM HeoOXifHO BifMIiHUTH, SKILO V NalliEHTa PO3BUHYBCS Cy[IOMHUM Harmap Brepiie abo
HalaAy 49acTilaoTh (Y MallieHTiB i3 BCTAHOBIEHUM [iarHO30M erinercii). Crif yHuKaTu
3actocyBaHHs1 CI33C malrienTaM 3 HeCTaOiTbHOIO eIliNiencielo, a MallieHTaM 3 KOHTPOIbOBAHOIO



eIIiyienicieo - 3a0e3neuynTy MUIbHUHN HaTJIAL,
Mawis

CI33C cnip 3 06epekHICTIO 3aCTOCOBYBATH [JIg TiKyBaHHS XBOPUX 3 MaHi€lo/TilmoMaHi€o B aHaMHe3i.
[Tpu nossi MmaHiakanbHOro crany CI33C cnip BigMiHUTH.

Llykposuti diabem

Y nauieHTiB i3 IyKpoBuM aiabetom nikyBauHs CI33C Moxke 3MiHIOBaTH KOHTPOJL TikeMil. [lo3a
iHCyniHy Ta/a60 epopanbHOTO TiMorIiKeMigyHOro 3acoby Moxke moTpeOyBaTH KOPEKIIil.

Cyiuyuo, cyiyudanvHi Oymku abo KaiHiuHe no2ipweHHs

[empecisa moB’A3aHa 3 pU3UKOM CYILMAaIbHUX OyMOK, CaMOTpaBMyBaHHA Ta cyluupny. Lleit pu3uk
icHye aX [0 mOCSITHEHHS CTiliKoi peMicii. OCKiNbKY MOKpallleHHsI CTaHy MOXKe He Bii0OyTHCS MPOTSATOM
IepIINX TUXKHIB MiKyBaHHS a0 Oinbllle, CMif peTeIbHO CIIOCTEPIiraTu 3a XBOPUMHU 0 MOKpallleHHS
IXHBOTO CTaHy. BimoMo, 1110 pHU3UK CYIIIUOY MOXKe ITiIBUINYBATHCS Ha PAHHIX CTamisgX OMyKaHHSI.

[HmIi cTaHy, IPU SKKWX 3aCTOCOBYIOTH €CLIMTAIONpaM, TaK0XK MOXKYTh OyTH IOB’g3aHi 3 pU3UKOM
cyluupganbHOl ToBediHKU. KpiM TOro, Taki cTaHM MOXKYTh OyTU KOMOPOiZHUME 3 BEJIUKUM
nenpecuBHUM po3nanoM. Lli 3acTepexkeHHSs CTOCYIOThCA TaKOXK JIIKyBaHHS XBOPHUX 3 IHIITUMU
IICUXIYHUMU PO3JIafiaMHu.

[TamienTy 3 aHaMHE30M CYilMAaIbHOl TOBEiHKH IIIe 10 T0YaTKY JIiIKyBaHHS MalOTh HAUBUIIUN PU3UK
cyluupmanbHUX OyMOK abo crpob i moTpeOyoTh MUIBHOTO CIIOCTEPEeXKEHHS MTPOTSATOM JIiKyBaHHS.
MeTaaHai3 OOCHiAXKeHb BUSBUB IiABUIIEHUN PU3UK CYILAAaIbHOI IOBENIHKY y MalLli€HTiB BIKOM 10
25 pOKiB, gKi mpuiiMany aHTUIEIPEeCAHTH, TOPIBHSIHO 3 TUMH, XTO IIpuiiMaB mnainebo. [TunbHuR
Harjsdy 3a NallieHTaMy 3 BUCOKMM PU3UKOM 0CO0IMBO HEOOXigHUY Ha IMOYaTKy JiKyBaHHS Ta IPH
3MiHi J03H.

[TarieHTiB Ta iX 0TOYYIOUUX CIIif] TOMEePEOUTH PO HEOOXIMHICTE CIIOCTEPEeXKEHHS 00 OyIb-IKOT0
TIOTiPIIEHHS CTaHy, CyilMOaabHOI IOBeNiHKY a0 IyMOK i He3BUYHUX 3MiH Y ITOBEMiHIIi Ta PO
HeoOXiHICTh HeraiHol MeAUYHOI KOHCYbTAllil y pa3i pO3BUTKY LIUX CUMIITOMIB.

Axamuasis/ncuxomomopHe 30y0HCeHHs

3actocyBanHsa CI33C/CI33CH noB’si3aHe 3 PO3BUTKOM akKaTu3il - CTaHy, SKUI XapaKTePU3y€eThCS
HETPUEMHUM BHCHAXJIMBUM BilUyTTSIM HECIIOKOIO Ta IOTPe6O0I0 PYXaTHCS i 4aCTO CYMPOBOOKYETHCS
HEe3JaTHICTIO cCUmiTH a0o CTOSATH Ha OomHOMY MicIi. Taku#i cTaH HauOiNbILI iMOBIpHUM TPOTITOM
NePIINX KiTbKOX TUKHIB JTiKyBaHHS. 30ibIIeHHS 103U MOXKe 3allIKOJUTH TMallieHTaM, V IKUX
PO3BUHYIUCH TaKi CUMIITOMH.

I'inonampiemis

limoHaTpieMisi, MOXK/IMBO IIOB’sI3aHa 3 IOPYIIEHHIM CeKpellil aHTUiypeTUYHOT0 TOPMOHY, Ha TJIi
npuiiomy CI33C BUHUKAE PiiKO i 3BUYANHO 3HUKAE Micys BigMinu Teparmii. CI33C crig mpu3HadaTu 3
00epexkKHiCTIO MallieHTaM IPyNy PU3UKY (JIiTHIX BiK, HASIBHICTh IMPO3Y MediHKU abo ogHOYacHe
JIIKYBaHHS IpefiapaTaMy, 110 BUKJIUKAIOTh TiIOHATPIEMIIO).

Kpososguausu

[Tpu npuniomi CI33C MoxknuBi MKipHI KpoBoTedi, ekximo3 i mypmypa. CI33C/CI33CH MoXyTh



30iBIMUTY PU3UK BUHUKHEHHS MiCNIII0IOr0BUX KpoBoTeY (HuB. Po3pinu «3acTocyBaHHA Y Iepion
BariTHocTi abo rogyBaHHs rpynnio» i «I1o6iyHi peakuii»). HeoO6ximHO 3 06epexkHICTIO 3aCTOCOBYBATH
CI33C manieHTaMm, sKi JIKyIOThCS OMHOYACHO aHTUKOATYISHTaMH, JIiKapChKUMHU 3acobamu, 1110
BIIMBAIOTh Ha QYHKIII0 TPOMOOLUTIB (HampuKiIan aTUIIOBUMU aHTUIICUXOTUYHUMU 3acobaMu,
GbeHOTia3WHAMY, TPULUKIIIYHUMY aHTUAENIPECAHTaMy, alleTUICAIIIUIOBOI0 KUCIOTOI0 Ta
HECTEPOIMHUMH IIPOTU3aNaNbHUMK 3acobaMu, JUITIPUOaMOJIOM 1 TUKIOMIAUHOM), i MalieHTam 3i
CXUJIBHICTIO 10 KPOBOTEY.

Enekmpo-cyoomHa mepanis (ECT)

Kniniynuit gocsig omHovyacHoro 3actocyBaHHs CI33C Ta ECT oOMexXeHUi, 0TKe, PEKOMEHAYETHCS
00ePeXKHICTD.

PesepcuegHi, cenekmugHi IMAO muny A

Komb6inyBaTtu ecruranonpaM Ta IMAO Tumy A nMpoTUIIOKa3aHO Yyepe3 PU3UK BUHUKHEHHS
CEePOTOHIHOBOT'O0 CUHAPOMY.

CepomoHiHo8sull cuHOpom

PexomeHOyeThCSI 00€peKHICTL IPU OGHOYACHOMY 3aCTOCYBaHHI ecliiTanonpamy i3 3acobaMu
CEePOTOHIHEPriYHOl [il, TAKUMHU SIK TPUITAHU (BK/II0Yal0Yy CyMaTPUIITAH), OMioigu (BKII0Yal04yu
Tpamapoi) i TpunToda.

[ToBimOMIISINIOCS TPO PO3BUTOK CEPOTOHIHOBOTO CMHAPOMY V ITIOOAMHOKUX BUIMAAKaX Y XBOPUX, SKi
npuiimanu CI33C ogHOYacHO 3 CEPOTOHIHEPTiYHUMY IpenapaTaMu. HeoOxifnHO 3 06epexHiCcTIO
3aCTOCOBYBATH €CHUTAJIONPAM OJHOYACHO 3 TiKapChKUMU 3acobaMu, 110 YUHSTL CEPOTOHIHEPTiuHY
nito. Kom6iHallis Takux CHMIITOMIB, K aXKUTaIlis, TPEMOpP, MiOKJIOHYC, TillepTepMis, MOXKe O3Ha4YaTu
PO3BUTOK I[bOTO cTaHy. Y TakoMy Bunagky CI33C i cepoToHiHepriuHuit 3acid moTpibHO TepMiHOBO
BiIMIHUTH 1 PO3MOYATU CUMIITOMATUYHE JIIKyBaHHS.

3eipobitl

OpuoyacHe 3actocyBaHHS CI33C Ta pocnuHHUX 3aco0iB, SKi MiCTSATH 3Bip06ili, MOXKe IIPU3BECTHU [0
MigBUIIIEHHS YacTOTH MoOiuHUX peakint (quB. Po3min «B3aeMopmis 3 iHIMUMY JTiKapChbKUMU 3aCo0aMu
Ta iHIT BUOY B3a€EMOMIN»).

Cumnmomu 8iOmiHu

CuMIiToMu BigMiHU IIpU 3aKiHYeHH] iKyBaHHS, 0COOIMBO PAIITOBOMY, € MOMUPEHUMHU. Y
OOCIIIXKEeHHSIX HeTaTUBHI peakilil i Yac IpUIUHEHHS Tepalil BUHUKaIY Mpuonu3Ho v 25 %
TaLliEHTIB, SIKi OTPUMYBaIK ecuuTanonpam, Ta y 15 % maiiienTis, ski mpuiimanu nnane6o.

Pu3uK cUMITOMIB BifMiHM MOXKe 3a7eXKaTH Bif KiTbKOX (aKTOPiB, B T. Y. TPUBAJIOCTi Ta J03H, TEMITY
3HUXKEHHS N03U. 3allaMOPOYEHHS, CEHCOPHi MOPYIIeHHS (B T. Y. TapecTesis, BiTUyTTS yaapy
CTPYMOM), po37ianu CHY (B T. 4. 6€3COHHS, SICKpaBi CHOBUIIHHS), 30yOKeHHs a00 TPHUBOTa, HYJ0Ta
Ta/abo 611t0BaHHS, TPEMOD, CILIYTaHICTh CBiIOMOCTI, MifiBUIIleHe TIOTOBUIiNIEHHS, TOJIOBHUM Oifb,
Iiapes, IocuieHe CepleOuTTs, eMolliiiHa HecTaOiIbHICTh, APATiBIUBICTS i IOPYIIEHHS 30PY €
Hal4acCTiIMMU peakLisiMy. fK paBuiio, Iii CHMIITOMH € JIETKUMHU ab0 cepegHiMHU 3a TAXKKICTIO, ane y
IesKUX Talli€HTiB MOXKYTh OyTH TIKYMMU. BOHM 3a3BUYall BUHUKAIOTH IIPOTSITOM MEePIIUX KiTbKOX Hib
ic/Isl IPUNIMHEHHS JTiKyBaHHS, ane OyIu qyKe PigKiCHI MOBiIOMIIEHHS PO MOAiOHI CUMIITOME Y
MallieHTiB, AKi BUMAOKOBO IIPOMYCTUIN IPUKAOM JO3U. 3BUYAUHO 1[I CUMIITOMY BiIMIHU MUHAIOTh
IIPOTSTOM 2 TUXKHIB, OTHAK MOXKYTh OyTH GinbIln TpuBanuMu (2-3 Micsii abo HoBIIE) ¥ eTKUX



malieHTiB. TaKUM YMHOM, PEKOMEHIYETHCS IIOCTYIIOBE MPUIUHEHHS JTIKyBaHHS €CIUTaI0IIpaMoOM
IIJISTXOM 3HUKEHHS 03U IMIPOTSATOM KiJTbKOX THKHIB ab0 MicsIIiB, 3a7€2KHO Bif CTAHYy mallieHTa (IUB.
Po3min «Cmoci6 3acToCyBaHHS Ta JO3H.»).

CexkcyanvHa OucyHkuis

CenexTuBHi iHTi0iTOpU 3BOPOTHOTO 3ax01ieHHs cepoToHiHy (CI33C) / iHribiTopu 3BOPOTHOTO
3axOIJIEHHS CepOoTOHiHY Ta HopeniHedpuHy (I33CH) MOXyTh BUKIIUKATU CUMITOME CEKCyalbHOL
muchyHKil (muB. po3min «ITo6iuni peakirii»). Bynau moBimoMIeHHs PO TpUBai ceKCyanbHi
OUC(hYHKIIL, e CUMITOMY IIPOOOBKYBaINCs, He3BaXalouyu Ha npunuHeHHs npuiomy CI33C / I33CH.

TIwemiyHa xeopoba cepus

Yepes 06MexKeHHS KITIHIYHOTO NOCBiy peKOMEHAYETLCS 00epekHICTh ¥ pa3i 3aCToCyBaHHS
IIpernapary MnalieHTaM 3 ileMigHo0 XBOpo0oi0 CeplIis.

ITodoeoicenna inmepaany QT

BcranoBneHo, 10 ecLUTaIONpaM CIPUUUHSE N0303a/leXXHe OoN0BXeHHS iHTepBany QT. Y
HMiCIspeecTpaliiHu Iepiof MOBIAOMIIAIOCS IIPO BUIIaAKM ITOOOBXKeHHS iHTepBany QT Ta
[IUTYyHOYKOBUX apUTMili, Yy TOMY YHCJIi TOIiMOPGHOI IUIYHOYKOBOI TaxXikappil (torsade de pointes),
IIlepeBaXxHO y XKIHOK, y IAli€HTIB 3 rinokajieMi€elo Ta y Mali€eHTiB 3 paHillle iCHYIOYUM [10J0BXKEHUM
inTepBasioM QT 4u iHIIMMU 3aXBOPIOBaHHAMHU cepls (ouB. po3pinu «IIpotunoka3anusa», «Blaemomnis
3 iHIMMUMM TiKapChKUMU 3acobaMu Ta iHII BUAM B3aeMofii», «[1obiuni peakiii», «[lepemo3yBaHHSI»
Ta «dapmMakonuHaMiKa»).

Crmip 3 06epeXHiCTI0 3aCTOCOBYBATH IIpemaparT HallieHTaM 3 BUPaxKeHoI0 OpafuKapIico Ta
malfieHTaM 3 HellogaBHO IIepeHeCeHNM I'OCTPUM iH(papKTOM MioKapaa 4¥ OJeKOMIIEHCOBaHOIO
CEepIeBOI0 HEOCTATHICTIO.

[Topy1eHHs eNeKTPOIITHOTO OaaHCy, Taki IK rinokasnieMis Ta rimomMartiemisi, 36imbIIyi0Th PU3UK
PO3BUTKY 3/I0SKICHUX apUTMill Ta MaloTh OyTH CKOPUTOBaHi 0 ITOYATKY JIiKyBaHHS €CLIHATAI0NPaMOM.

V manieHTiB i3 3aXBOPIOBAaHHIMU CePIs 3i cTabimbHUM MepebiroM nepeq MoYaTkoOM JTiKyBaHHS
€CLUTAJIONPaMOM CJIif] IPOBECTYU PETENIbHY OLIHKY IToKa3HUKiB EKI'.

Ao mip yac nmiKkyBaHHSA €CLUTAIONPaMOM BUHUKAIOTh O3HAKU CEPIeBOi apuTMil, Ipemapar CIIif
BigMiHMTH Ta 3pobdutu EKT.

3akpumokxymosa 2n1aykoma

CI33C, y Tomy umcIi ecuuTanonpaM, MOXYTh BIUIMBATH Ha PO3MIp 3iHHUL, 1[0 IPU3BOAUTH 1O
Migpia3y. Lle# migpiatnynuii eeKT MOXKe IOTEHIIMHO 3BY3UTH KYT OKa, 1110 IPU3BOOUTH [0
IiABUINEHHS BHYTPIIIHEOOYHOTO TUCKY Ta 3aKPUTOKYTOBOI TJIayKOMU, 0COGJIUBO ¥ CXUJIBHUX [0 IIHOT'0
naiieHTiB. ToMy ecliMTanonpam CJlif 3aCTOCOBYBaTH 3 00€pekKHiCTIO MallieHTaM i3 3aKPUTOKYTOBOIO
r71ayKoMoi0 abo r1ayKoMow B aHaMHEe31.

JlonomidxcHI peyosuHu

Lle#t mikapcbku# 3aci6 MicTUTh MeHIIe Hik 1 MMoib HaTpito (23 Mr) Ha offHy Tab/eTKy, TOOTO BiH
IIPAaKTAYHO HEe MICTUTH HATPIO.



3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py00io.

BaeimHicmb

Kniniyni mani momo 3acTocyBaHHS eCcIUTANIONPaMy [JIs JIiIKyBaHHS BaTriTHUX 00MeXKeHi.
HocnigKeHHs Ha TBapUHAaX II0Ka3aJii PENPONYKTUBHY TOKCUYHICTE.

EcuurtanonpaM npoTunoka3aHuy BariTHUM, 3a BUHATKOM BUINAAKIB, KOJIU MIiC/I PETEIBHOIO PO3IJIALY
BCiX HefloiKiB i mepeBar Oyja 4iTKO floBefeHa HeoOXiHICTh MpU3HAYEHHS IIpernapary.
PexkoMeHIyeThCS peTenibHe 00CTeXKEeHHI HOBOHAPOAXKEHUX, MaTepi IKUX IPUUMali eCLUTaIonpaM
IIPOTSITOM TIEPiofy BariTHOCTI, 0COOIMBO B TPEThOMY TpuMecTpi. Cllifg yHUKaTH PalTOBOI BigMiHU
npernapary Mif 4ac BariTHOCTI.

Y HoBOHapomxenux, matepi gkux npurManu CI33C/CI33CH Ha mi3HiX cTafisx BariTHOCTi, MOXKI/IMBE
BUHUKHEHHS TaKUX CHMIITOMIB: pPeCIipaTOpPHUYU AUCTPEC, LiaHO3, allHOe, CYOOMH, TeMIlepaTypHa
HecTaOiIbHICTh, TPYMHOIII i Yac romyBaHHs, OII0BaHHS, TiNOTIIiKeMis, TilepToHis, rinoToHis,
rineppedrnekcisi, TpeMop, HepBoBe 30yIXKEHHS, IPATiBIUBICTD, AlATUYHICTh, TOCTIKHUM I1J1aY,
COHNUBICTE i TpyAHOII 3i cHOM. Li cCHMIITOMU MOXYTh 00YMOBIIOBATUCS a0 CEPOTOHIHEPTiUHUMU
eekTamu, abo OyTu cUMITOMaMu BifMiHU. B GiNbIOCTi BUNaAKiB TakKi yCKIagHEHHS BUHUKAIOTh
oxpa3sy abo He3abapoMm (mo 24 romuH) MiCyIs MOJIOTIB.

Enigemiosnoriuni gaHi 3acBiguunu Te, 10 3acTocyBaHHs CI33C BariTHUM MOXKe MifBUINYBaTH PU3UK
CTilKOl JIeTeHeBOl rinepTeH3il y HOBOHapoaxKeHuXx (mo 5 BumaakiB Ha 1000 BariTHUX, 3a JaHUMHU
CIIOCTepeXkKeHb). Y 3arasbHill momynsiil BUHUKaE Bif 1 mo 2 BunaakiB Ha 1000 BariTHUX.

Pe3ynpTaTy ciocTepekeHb CBif4aTh PO MiABUIIEHNH PU3UK (Y < 2 pa3u) MiCISAN0I0T0BOI KPOBOTEUI
nicnst 3actocyBanHs CI33C abo CI33CH mpotsarom micsits go nonoris (nus. Po3minu «ITo6iuwi
peaktii» i «Oco6IMBOCTI 3aCTOCYBaHHS»).

I'pyoHe suzo008yB8aHHSA

OCKinbKY ecuuTanonpaM IPOHUKAE Y IPyAHEe MOJIOKO, IPOTATOM JIIKyBaHHS FOfyBaHHSA IPYAAI0 HE
PEKOMEHYETHCA.

depmuabHicmMb

IlaHi gocmigKeHb Ha TBapUHAX II0Ka3asy, 0 eCIIMTAI0IpaM MOXe BIJIMBATH Ha SKICTh CIIEPMHU.
[ToBimoMneHHs npo 3acTocyBaHHS Aesakux CI33C nropsaM nmokasanu, 10 BIJIUB Ha SKICTh CIIEPMU €
000poTHUM. BB Ha QPepPTUNHHICTD MIOOUHM [0CI HE CIIOCTEpiraBcs.

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

Xoua ecuuTanonpaM He BIJIUBAE Ha iHTeIeKTyanbHe ab0 ICUXOMOTOPHE (PYHKITIOHYBaHHS, OyOb-IKUAN
IICUX0AKTHUBHUH 3aci0 MoxKe MOPYIIyBaTH HaBUUKK ab0 3[aTHICTh PO3CYMJIMBOTO MUCHeHHS. Cin



MIOTIEPENUTH TalliEHTIB PO MOTEHIINHNY PU3UK BIIJIMBY Ha KEPYBAHHS aBTOTPAHCIOPTOM abo
iHIIIMMM MeXaHi3MaMHU.

Cnocid 3acmocyeaHHsi ma do3u.

Beameka 3acTtocyBanHs fo3 moHan 20 Mr Ha o0y He Oyna BCTaHOB/IEHA.

Llumpasnekc 3aCTOCOBYIOTh OPOCIIMM BHYTPIIIHBO 1 pa3 Ha o0y He3asiexkHO Bif mpuitoMy ixi.
Beaukuti 0enpecugHutl eni3od

3BuyarHO mpu3HavaoTh 10 Mr 1 pas3 Ha moOy. 3a7eKHO Bif iHAMBiIyaIbHOI Yy TIMUBOCTI MallieHTa
nmoOoBa [103a MoxKe OyTH 36inbIleHa 40 MaKCUMaJbHOI - 20 M.

AHTHUpRenpecuBHUYN eheKT 3BUYANHO HACTa€E Yyepel 2-4 TuxHi. [Ticjig 3HUKHEHHST CUMIITOMIB
He0OXiTHO ITPOOBKYBATH JIIKyBaHHS [IPOTSATOM IIOHaWMeHIIIe 6 MiCSIiB 3 METOI0 3MilTHEHHS eQeKTY.

ITaHiuHi po3aadu 3 azopagobicro abo 6e3 Hei

[TpoTsiroM mepIoro THXKHSA PeKOMEHAYETLCA II0YaTKOBa [03a 5 MI Ha Jo0y mepef TUM, K 30i1bIIuTH
no 10 mr Ha moOy. J1o3a Moxke OyTH B IMOgasbIoMy 30iablleHa 40 MaKCHUMasbHOI - 20 Mr Ha [o0y,
3aJ1eKHO Bif iHOWBiAyalbHOL YyTIUBOCTI Ialli€HTa.

MaxkcumanbHUY edeKT IpHU JTiKyBaHHI MaHIYHUX PO3/IaLiB HOCATAETHCA dyepe3 3 micsani. Tepmin
JIIKyBaHHSI CTAHOBUTH AEKiIbKa MICALIB 1 3aJIeXKUTh Bif TAKKOCTI 3aXBOPIOBAaHHS.

CouianvHi mpueodcHi po3aadu (couiaabHa ¢obis)

3BuyaiHO mpu3HavaoTh 10 Mr 1 pas3 Ha moOy. 3a3BuYaii [JIs IOJIETIIEHHS CUMIITOMIB He0OXigHO 2-4
TUXKHI Tepamnii. Hagani, 3amexHo Bif iHOUBinyanbHOI BifmoBifi nanieHTa, [o3a Moxe OyTH 3HUXKEHA
mo 5 mMr abo 36inmbineHa 10 MakcuManbHOI - 20 Mr Ha m06y. ColliabHUY TPUBOXKHUM pPo37af - 1ie
3aXBOPIOBAHHS 3 XPOHIYHUM IepebiroM, i s 3akpinneHHsT epeKTy peKOMEHI0BAHO IIPO0BKYBaTH
JIIKyBaHHS NPOTATOM 12 TUXHIB.

[loBeneHo, 1110 TpUBaAJIe JIIKyBaHHS IPOTATOM 6 MICALB ITONEPENXKYE PELUAUB i MOXKE IIPU3HAYaTUCSH
IHOUBIAYyaJIbHO; CIIiA PETYJISIPHO OLIHIOBATHU IIepeBaru JIiKyBaHHS.

CorrianbHUM TPUBOXKHUM PO3Ma[ - IIe YiTKO BU3HAYEHUM OiarHOCTUYHUM TEPMiH OIS TO3HAYEeHHS
crenudigHOro po3nany, SKui He CIIif IIyTaTh 3 HagMipHOI0 COPOM’ s13IMBicTI0. MenrKaMeHTO3Ha
Teparis oKasaHa JIUIle y TOMY pas3i, SKIIo Ied po3/iaf 3HaYHO 3aBaXkae MpodeciliiHiil AiNTbHOCTI Ta
ColIlianmbHi¥ aKTUBHOCTI.

3Ha4YeHHS TAaKOro JiKyBaHHS MIOPiBHAHO 3 KOTHITMBHO-TIOBEIHKOBOIO Tepali€lo He OLIiHIOBAJIOCH.
MenukKaMeHTO3Ha Tepallis € OOHi€l0 3i CKJIafOBUX 3arajibHOl CTpaTeril TiKyBaHHA Ialli€HTa.

I'eHepanizosaHi mpuBodcHi po3aadu

3BuyaliHo npu3HavaloTh 10 Mr 1 pa3 Ha moby. 3aymexKHO Bif iHOUBiTyalbHOI YyTIUBOCTI JO3Y MOXKHA
36inpmuTH MakcuMyM fo 20 Mr Ha #o0y.

TpuBarse niKyBaHHS BUBYA/IOCS NPUHAWMHI 6 MiCALIB y MAI[i€HTIB, SKi 0TpUMyBanu 103y 20 Mr Ha
noGy; cilif perynspHO OLIHIOBATH IlepeBaru JIikyBaHHS (uB. po3ain «PapMakoguHaMika»).



O6cecusHo-KomnyabcusHi po3aadu (OKP)

3BUYalHO II0YaTKOBO IIpu3HaydaoTh 10 Mr 1 pa3 Ha molOy. 3anekHOo Bif iHAUBiAyambHOI Yy TIUBOCTI
no3y MoxkHa 30inbimuTy go 20 Mr Ha 1o0y. OKP - xpoHiuHe 3axBOpIOBaHHS, JTIKyBaHHS Ma€ TPUBATU
ImoCTaTHiN nepion ois 3abe3nedyeHHs IIOBHOI'0 3HUKHEHHS CUMIITOMIB, SIKHU# MOXKe CTAHOBUTH KiJTbKa
micsuiB abo HaBiTh Oinbie. KopucTs NikyBaHHS Ta 403y IIpenapaTy HeoOXimHO OLiHIOBATH Yepes
PerynsapHi IPOMiXKKH 4acy (ouB. po3nin «dapMakoguHaAMiKa»).

ITauieHmu aimHb020 BIKY (8iKoM 8i0 65 pokKiae)

[ToyaTKoOBa [03a CTAHOBUTH 5 MT Ha [00y. 3aekHOo Bif iHAUBIyanbHOI Yy TIUBOCTI Ta TAKKOCTI
mempecii qo6oBa mo3a Moxke O6yTu 36inmbleHa 10 MakKCHManbHOi - 10 Mr Ha m00y (ouB. Po3min
«®apMaKOKiHETHKa»).

EdexTuBHicTs npenapaTy Llunpanekc mpu colialbHOMY TPUBOKHOMY PO3JIafi ¥ MAIliEHTIB TiTHEOTO
BiKy He OILliHIOBaJiacs.

ITediampuyHa nonyaauyia
[unpamnekc He CIif 3aCTOCOBYBATHU [JId JIIKYBaHHS [iTel Ta HimTiTKiB (BikoM 10 18 pokiB).
Hupxosa HedocmamHicmb

Y pasi HasBHOCTi HUPKOBOI HEJOCTATHOCTI IETKOTO Ta IIOMipHOTO CTyIIeHss 00MeXeHb HeMae. 3
00epexHiCTI0O HeoOXiTHO 3aCTOCOBYBATH IIpemaparT MallieHTaM 3 TSXKKO0I0 HUPKOBOI HeIOCTATHICTIO
(CLcg <30 mn/xB) (muB. Po3min «®apMaKOKiHETHKA»).

3HudKCeHHA YHKUIT neviHKu

PekomMeH0BaHa IIOYATKOBA [I03a MPOTSATOM IIEPIUINX OBOX TUXKHIB JIIKYBaHHS CTAHOBUTDH 5 MT' Ha 000y
[IJISI TIAIli€eHTIB 3 JIerkoio abo MoMipHOI0 IMeYiHKOBOIO HEJJOCTATHICTIO. 3a/ie’kKHO Bifl iHOKUBigyaIbHOI
peakxiiii marjieHTa go3a Moxe Oytu 30inbiieHa no 10 mr Ha goOy. [TamieHTaM 3 TIKKOIO ITe4iHKOBOIO
He[IOCTATHICTIO PEKOMEHIOBAHO 3aCTOCOBYBATH IIpemapar 3 00epexkHiCTIO i AyxKe 06myMaHO
TUTPYBaTU UOT0 003y (OUB. po3aisl «PapMaKOKiHETUKA»).

3HuoceHa akmugHicmb i3opepmenmy CYP2C19

Ina nauieHTiB 3i cnabkoio akTuBHIiCTIO i30pepMenTy CYP2C19 pekoMeHoOBaHa IT09aTKOBa 403a
IIPOTSATOM TIEPIINX JBOX TUXKHIB JTiIKyBaHHS CTAHOBUTH 5 MT Ha mo0y. 3a/exKHO Bif iHOUBigyamIbHOI
peaxtii marienTa mo3y MoxHa 306inpmuTy 1o 10 Mr Ha mo6y (muB. Po3min «®apMakokiHeTHKA»).

Cumnmomu 8i0MiHU, SKI 3'A84A0MbCA NPU NPUNUHEHHI AIKYy8AHHA

Cnip yHuKaTH pi3Koi BigMiHu npenaparty. [Ipu npunuHeHHi JTiKyBaHHSA €CLUTalI0IpaMoM 403y
He0OXiIHO 3HMKYBATH IIOCTYIIOBO IPOTITOM IPUHAUMHI 1-2 THXKHIB, 11100 3MEHIIUTH PU3UK MTOSBU
CUMITOMIB BigMinu (guB. po3ginu «Ocob6nauBOCTI 3acTocyBaHHI» Ta «[100iuHi peakuii»). AKkimo micms
3HUKEHHS 103U ab0 BiIMiHM MpenapaTy 3'SBASI0ThCS HEMIPUUHSITHI CUMIITOMU, MOXKe OyTH 3BakeHa
IOILIIIBHICTE TOBEPHEHHS [0 paHillle Mpu3HaueHol fo3u npenapatTy. Haganmi mikap MoXke MpOmOBXKUTHI
3HUKEHHS [03H, ajie OibIl MOCTYIIORO.

Himu.

AHTHpENIpeCaHTH He CJIiff 3aCTOCOBYBaTH I JIIKyBaHHS HiTeM Ta MifAJiTKiB (BikoM 0o 18 pokiB).



CyiuupanbHy OBEiHKY (CyllMpanbHi cipobu Ta CyiluganbHi JyMKH) Ta BOPOXKICTE (epeBakHO
arpecito, ono3uLiiHy MOBEMiHKY Ta HiB) YacTille CIIOCTepirany B Xofi KJTiHiYHUX BUTPOOYBaHb y
miTey Ta MigIiTKiB, SKi MpUUMaI aHTUAETIPECAHTH, TIOPIBHSIHO 3 TUMHU, XTO IIpUiiMaB Mmane6o. AKImo
3 KJIiIHIYHUX MipKyBaHb pillleHHS PO MpU3HaYeHHS BCE XK TaKU NPUNHATO, HeoOXimHO 3a0e3mneyuTu
yBazKHe CIIOCTEPekKEHHS 3a I0SIBOI0 CYilMOaNbHUX CUMIITOMIB y IallieHTa.

Ilepedo3yeanHns.

ToxcuuHicmy. KiiHiuHi gaHi mpo mepemo3yBaHHs eclUTanompamMy oOMexeHi. baraTo Bumaakis
CIIPUYMHEHi OQHOYaCHUM Iepeqo3yBaHHAM iHIIUX JTiKapChbKuX 3aco0iB. Y OinbiIocTi BUNAgKiB
TIOBIIOMJISITIOCS IIPO JIETKi cuMITOMYU ab0 6€3CUMIITOMHICTh ITepefo3yBaHHs. IIoBifoMIIeHHS 1IPO
JeTanbHi HaCTigKK epego3yBaHHs eCIUTAIoNpaMy € BUHITKOBUMH, OiNbIIiCTh 3 HUX BKIIIOYAIOTh
OOHOYACHE Iepemo3yBaHHs iHIuX MegukaMeHTiB. [To3u ecuuTanompamy 400-800 Mr He
CIIPUYUHSIYN OYOb-IKUX TSIXKKUX CUMIITOMIB.

Cumnmomu. O3HaKU Nepefo3yBaHHA eCLUTAIONpaMy - Iie, TOJIOBHUM YUHOM, CUMIITOMH 3
00Ky LIeHTpalIbHOI HEPBOBOI CUCTEMH (BiJ 3allaMOpPOYEHHS, TPEMOPY Ta aXKUTallii 7o
PiOKiCHMX BUIIaAKiB CEPOTOHIHOBOT'O CHHAPOMY, CYOOM i KOMH), IIITYHKOBO-KHUIIIKOBOI
cucTeMu (HymoTa, 6/1I0BaHHS), CEPIIEBO-CYAUHHOI CUCTEMH (TilTOTEH3is, TaxiKapmis,
nposoHraitis iHTepany QT, apuTMist) Ta mopyineHHs 0anaHCy eJIeKTPOJIiTiB/pimuHu
(rimokarieMis, TimoHaTPieMis).

JlixyeanHs. Criein(pivHOTO0 aHTUHAOTY He icHye. CIif miATpHMyBaTH HaleXHe
GYHKIIOHYBaHHS OUXaIbHOI CHCTEeMU, 3a0e3MMeYnTH afleKBaTHY OKCUTeHallit0. MOoXI1Be
3aCTOCYBaHHA raCTPasIbHOrO jlaBaXy Ta akKTUBOBAHOI'O BYTijIif. PEKOMEHIYyeThCSA
MOHITOPHUHT CEPIEBUX Ta XKUTTEBO BaXK/IMBUX (PYHKIIN Pa30M i3 CHMITOMATUYHUM
MIOTPUMYIOYUM JIIKYBaHHSAM.

Y pasi nepeno3yBaHHS PEKOMEHAYETHCS MPOBOAUTH MOHITOPUHT EKI manieHTaM i3 3aCTiMHOIO
CepIIeBOI0 HEeMOCTATHICTIO / OpamiapuTMisiMu, TalliEHTaM, SIKi OQHOYACHO MPUHMAIOTh JIiKapChKi
3acobu, 1110 MoAoBXKYyI0Th iHTepBan QT, a TakK0XK NallieHTaM, gKi MalOTh OpPYIIeHHsA MeTabomi3My
npenaparty, HallpuKJIaf IalieHTaM 3 Ie4iHKOBOI HEeJOCTaTHICTIO.

ITobiuni peakuii.

[To6iuHi peaxiiil HalyacTillle CIIOCTEPIraloThCsA MPOTATOM IepiIoro abo APYroro TUXKHS JTiKyBaHHS Ta
3a3BUYal 1X 4aCTOTa 1 iHTEHCUBHICTh MMOCTYIIOBO 3MEHIIYIOTHCS IIPH MOAAJIBIIOMY JIiKyBaHHi.

[To6iuni peaxiiii, Bimomi ayist npenapartis knacy CI33C Ta eciuranonpamy, sIKi CIIOCTepiraauck y Xomni
n1a1e60-KOHTPOJIbOBAHUX [OCTIIXKEHb Ta IIifl Yac MeJUYHOI0 3aCTOCYBAHHS, ITOflaHi 3@ CUCTEMaMu
opraHiB i yacToTo10 B Tabnuili HUXKYe. YacToTa BU3HAUAETHCS IK: AyxkKe dacTi (= 1/10), gacTi (=
1/100 go < 1/10), veuacTi (= 1/1000 mo < 1/100), pigkicHi (= 1/10000 mo < 1/1000), nyxe pigkicHi
(< 1/10000) a6o gacToTa HeBimoMa (HEMOXIMBO BCTAHOBUTH 3a HAIBHUMH JAHVMH).

[Cucrema, opran, kmac ~ [JactoTa [Peaxmia




NOpYLIEHHS

Po3nagu KpoBOHOCHOI Ta |HeBimoma TpoMOonuTONIEH ST
miM$aTyHOI cCuCTEMU
Po3nagu iMmyHHOI cucTeMH |PifKicHI AHadinakTU4YHI peakiil
EHIOKPUHHI po311afu Hesinoma [TopymeHHS CceKpelil
AHTUIIYPETUYHOTO0 TOPMOHY,
rinepnponakTHHeMis
Po3nagu xapuyBaHHA Ta [dacTi 3HMKEHHS ab0 IIOCUIEHHS aleTuTy,
00MiHy pe4OBUH 30i/TbIIIEHHST MacH Tina
HeuyacrTi 3MEeHIIEeHHS MacCH Tijla
Hesimoma CinoHaTpieMisi, aHOpeKCisa’
[IcuxiuHi po3nagu JacTi [TprBOTa, HECIOKiM, aHOMaJbHi CHH,
3HUKEHHS J1i6ino,
PKiHKHY: aHOpra3Mis
HeuacTi CxperoTinHs 3y0aMu, 30yIKeHHS,
HEPBO3HICTh, MaHIYHI Hamaay,
CILTYTaHICTh CBiOMOCTI
PinkicHi ATpecis, memnepcoHarisallis,
TaJTIOIHAIli]
HeBizoMa Manisi, cyilumanbHi IyMKH,
cyinupanbHa moBefiHKa'
Po3nagy HEPBOBOI [lyxe JacTi ["o10BHUH 0iNlb
CACTEMHU YacTi be3COHHS, COHNMMBICTh, 3allaMOPOYEHHS,
[mapecTesis, TpeMop
HeuacrTi [lopylleHHs CMaKy, IIOPYIIEHHS CHY,
HEIIPUTOMHICTh
PigxicHi CepOoTOHIHOBUYU CUHAPOM
Hesigoma [T1CKiHe3is, PyX0Bi po3nagu, CyaoMH,
ICUXOMOTOPHUI HECIIOKiii/aKaTu3is’
30pOBi IOPYILIEHHS HeuyacrTi PosmvpeHHs 3iHUL, 3aTyMaHEHHS 30PY
CnyxoBi po3nagu HeuacTi [13BiH y Byxax
CepiieBi po3naau Heuacri Taxikapmis
PinkicHi bpamukapmis
Hesigoma [TonoBxeHHd iHTepBany QT Ha
eJIeKTpOoKapAiorpaMmi, IUIyHOYKOBa
apuTMis, BKIo4daiouyu torsade de
pointes
CynuHHI po3nagu Hesigoma OpTocTaTU4Ha TilTOTEH3is
PecnipaTopHi po3nagu YacTi CHHYCUTH, I031XaHHSI
HeuacrTi HocoBa KpoBoTeda
[[I1yHKOBO-KUILIKOBi [yxe yacri Hypnora
[IOPYIIEHHS HacTi [iapesi, 3amop, 61I0BaHHS, CYXiCTh ¥
POTI
HeuacTi [1I1yHKOBO-KUILIKOBiI KPOBOTEYl (B T. 4.
pEeKTanbHi)
[TopyiieHHS 3 60Ky HeBizmoMa [enaTtuT, 3MiHU QYHKIIOHATIBHUAX
[eYiHKYU Ta [Ie4YiHKOBUX TECTiB
PKOBYOBUBIOHUX IIJISIXiB
[TopymenHs 3 60Ky mkipu[JacTi [TocuneHe MOTOBUAIIEHHS
Ta MiAKIpHO] Heuacri Bucumnu, 067IMCiHHS, KPOITUB' THKA,
KJIITKOBUHU cBepOixK
HeBizoMa CuHIi, HaOPsSKK
CKeneTHO-M 130Bi HacTi ApTpanris, Mianris




Po3snanu 3 60Ky HUPOK Ta |HeBimoma 3aTprMKa Ce4OBUIIYCKAHHS
CeUYOBUBIOHUX IIIAXiB

[TopyiuieHHs 3 60Ky JacTi HommoBiKY: po3nagy esKyIAllil,

PETPOOYKTUBHOL CUCTEMHU IMITOTEHITiS

Ta IPY[IHUX 3aJI03 HeuacTi DKiHKM: MeTpoparis, MeHoparis
Hesigoma ["a;makTOpes

HosoBiku: Ipiamniam

PKimku: I[Ticnamonorosi kposoreyi’
3aranbHi po3nagu HacTi BroMma, mipekcis

HeuacTi HalOpsk

! [Tpo BUMaAKY CYIUAaIbHUX IYMOK Ta IIOBEMiHKU MOBifOMIISIOCS IIPOTSATOM JIiKyBaHHS
ecuuTanonpamMoM abo HezabapoM Miciig HOT0 IPUIUHEHHS.

* Taki BUAKH BimoMi myist 3aco6iB ycroro knacy CI33C.

3 [Tpo Taki BumagKu moBigomiisisiocst ojist TepaneBTuyHoro Kinacy CI33C abo CI33CH ( muB. Po3minu
«3acTocyBaHHS y Iepiof] BariTHOCTI abo rofyBaHHS rpyaai0», «OCo6IUBOCTI 3aCTOCYBaHHS»).

* IIpo Taki BUMagK¥ MOBIOMIISIIOCS IS TepameBTuuHOro kiaacy CI33C abo CI33CH.

ITodosacenHsa inmepsany QT

Y micnsapeecTpauiiHuii Iepion MOBIAOMIISLIIOCS IIPO BUIIAAKHU I0J0BXKeHHS iHTepBany QT Ta
IIJTYHOYKOBUX apUTMiii, y TOMy 4uCJIi mosiMopgHol IUTyHOUYKOBOI Taxikappil (torsade de pointes),
[IepeBaXxHO y XKIHOK, y IAI[i€HTIB 3 rinokKajieMielo Ta y Mali€HTIB 3 paHille iCHYIOYUM [10J0BXKEHUM
inTepBasioM QT 4y iHIIMMU 3aXBOPIOBaHHAMHU cepls (OUB. po3pinu «IIpoTunoka3aHHsa»,
«Oco6IMBOCTi 3aCTOCYBaHHS», «B3aeMopmis 3 iHIIMMU TiKapChbKUMU 3aco0aMy Ta iHIII BUTU
B3aeMopin», «Ilepemo3yBaHHs» Ta «OapMakKoguHaMiKa»).

Epexmu kaacy

EmigemionoriyHi JocnifxKeHHs, MPOBeeHI mepeBaxKHO 3a y4acCTIO Malli€HTiB BiKoM Bif 50 pOKis,
IIPOAEMOHCTPYBau 30iNbIIIeHHST PU3UKY IIEPEIOMIB KiCTOK y TAI[iEHTIB, SIKi OTPUMYIOTh CEIEKTUBHI
inribiTopu 3BOPOTHOTO 3axorieHHs cepoToHiny (CI33C) Ta TpUIMKIIIYHI aHTUAENIPECAHTH. MexaHi3M,
SIKUM TPU3BOJUTH 10 TAKOT0 30iNbIIeHHS PU3UKY, Hapa3i HeBimoMuii.

Cumnmomu e8iomiHu

[Mpunuuenns nikyBauHs CI33C (0cob6auBO panToBe) 3BUYANHO MPU3BOAUTE 10 CUMIITOMIB BifMiHHU.
3armaMOpOYeHHs, CEHCOPHI po3naau (B T. 4. mapecTesis Ta BigYyTTS yAapy CTPyMOM), PO3lafiu CHY (B
T. 4. 663COHHS Ta SICKpPaBi CHOBUiHHS), 30ymKeHHs a00 TpUBOra, HyoTa Ta/abo OII0BaHHS, TPEMOD,
CIIJTyTAHICTh CBimOMOCTI, IMigBUIIEHE TOTOBUAIIEHHSI, TOJIOBHUM 6ifnb, miapes, mocuieHe cepuedouTTs,
eMoIliliHa HecTabimbHICTh, APATIBIUBICTD i MOPYIIEHHS 30Ppy € HaWYaCTIIMMK peakiliaMu. 3BU4aiiHO
IIi CHMIITOMU € JIETKUMU a00 cepegHiMu 3a TSIXKKIiCTIO Ta MUHYIIMMHU, ONHAK MOXKYTb OYTH TSIKKAMU
Ta/ab0 TPUBAIUMU Y AEIKUX MalieHTiB. TaKUM YMHOM, PEKOMEHYETLCS IIOCTYIIOBE IPUITUHEHHS
JIiKyBaHHST €CLIMTAJIONPaMOM IIJISTXOM 3HMKEHHS 003U (muB. Po3minu «Crnocib 3acToCcyBaHHS Ta
mo3u», «OcoBIUBOCTI 3aCTOCYBAHHS»).



[ToBimoMIIEHHS PO Mim03pioBaHi m0o6ivHi peakirii.

[ToBimomneHHS mpo Mo6iuHi peakiril micis peecTpallii TikapchbKoro 3aco0y Ma€ BaXK/IuBe 3HaAYEHHS.
lle mae 3MOry IPOBOOUTY MOHITOPUHT CIIBBIJHOIIEHHS KOPUCTL/PU3UK IIPU 3aCTOCYBaHHI
IILOTO JIiKapchKoro 3acoby. MeguuHuM Ta ¢hapMalleBTUYHUM IIpalliBHUKAM, a TaKOX
naiieHTaM abo X 3aKOHHUM IIpeiCTaBHUKAM CJIi[l TOBiJOMJISTH IIPO yCi BUAAKU
Iif03pI0BaHUX MOOIYHUX peakiliii Ta BiCyTHOCTI e)eKTUBHOCTI JIiIKapChKOT0 3aco0y
yepe3 ABTOMaTH30BaHy iHGOpPMAILiiHy CUCTEMY 3 (papMaKOHATJISAAY 3a IOCUIAHHIM:
https://aisf.dec.gov.ua .

TepMmin npumaTHOCTi. 3 POKHU.

YMmoBH 30epirannsi. CrellianbHUX YMOB 30epiranus He moTpedye. 30epiraT y HEJOCTYIIHOMY
OJIs miTen Miclii.

YnakoBka. Tabnetku no 10 Mr y GricTepax. 2 6mictepu 1o 14 TabrneTok B KapTOHHIN KOPOOIIi.

Karteropist Bimmycky. 3a pelenToM.

Bupoonuxk. X. Jlyan6exk A/C. H. Lundbeck A/S.

Miciie3HaxoIKeHHsI BUPOOHHMKA Ta afipeca MicIsi MPpoBaIXKeHHS HOr0 Tisl/TbHOCTI.

OrtiniaBeit 9, 2500 Ban6i, Janis. Ottiliavej 9, 2500 Valby, Denmark.



