IHCTPYKUIA
AN MeJMYHOI0 3aCTOCYBaHHS NiKapCbKoro 3acoby

MEJOMPAM
(MEDOPRAM)

Cknag:

Aitoya peyoBmHa: ecumTanonpam;

1 TabneTka, BKpMTa NNiBKOBOK 060/10HKO0, MiCTUTb ecuuTanonpam (y BUrnaai ecumutanonpamy okcanary) 5 mr, 10 mr, 20 wmr;

[OMOMI>KHI PEYOBMHW: HATPIO KPOCKapmeso3a, MiKpoKpUCTalivHa Lieon03a cunikatoBaHa (KpeMHIto AioKCUA, KOMOIgHWIA, Lentoio3a MiKpOKpUCTaniyHa), TasbK,
MarHito cTeapar;

nniskose NokpUTTA: Opadry |1 White (nakTo3a MoHorigpat, rinpomenosa, Tutany giokeug (E 171), makporon).

JNlikapcbKa thopma. TabneTku, BKPUTI NIBKOBOK 060/10HKOHO.

OCHOBHI (pi3MKO-XiMiYHi BNaCTUBOCT:

TabneTkM No 5 mr — mMaixe 6ini, Kpyrni, 4BOBUMYKNI TabNETKW, BKPUTI M1iBKOBOI 060/10HKOHO, 3 MapKyBaHHSAM «E» Ha BEPXHill CTOPOHI;

Tabnetkn no 10 mr — maike 6ini, oBasbHi, ABOBUMNYKNI TabneTKW, BKPUTI MNIBKOBOKD 0O0MOHKOK, 3 TNIMOOKOK NiHIEK PO3/10MYy Ha BEPXHIA CTOPOHI Ta
MapKyBaHHAM «A A Ha HVXHil CTOPOHI;

Tabnetkn no 20 mMr — Maike 6ini, OBanbHi, ABOBUMYK/I TabneTku, BKPUTI NAIBKOBOK 06G0MOHKOK, 3 FNMOGOKOK NiHIEKD PO3/OMY Ha BEPXHi CTOPOHI Ta
MapKyBaHHAM «E E» Ha H/KHIN CTOPOHI.

dapmakoTepaneBTUYHa rpyna. AHTuAenpecaHTU. CeneKTUBHI iHri6ITOpY 3BOPOTHOMO 3aX0NsieHHs cepoToHiHy. Kog ATX NOGA B10.

dapmMaKo/oriyHi B1acTmBOCTI.

dapmakognHamika.

EcuuTanonpam € CeNneKTMBHUM iHTi6iTOPOM 3BOPOTHOr0 3axonsieHHs cepoToHiHy (CI33C) (5-HT) 3 BUCOKOI CNOpPiAHEHICTIO 3 NEPBUHHOIO AiNISIHKOK 3B’ A3YBaHHS.
BiH TakoX 3B’A3YETHCA 3 &/IOCTEPUYHOIO Ai/ITHKOI NEePEHOCHUKA CepOTOHIHY 3 MeHLOoto y 1000 pasis criopigHeHicTHo. EcuuTanonpam He mae 30BCiM ab0 Mae fyxe
cnabky 3AaTHICTb 3B’A3yBaTUCA 3 TakMMK pelenTopamu sk 5-HT1A, 5-HT2, gonamiHosumn D1- i D2-peuentopamu, al-, a2-, B-agpeHepriyHMMK peLenTopamu,
ricramiHoBumy H1, MyCKapvHOBUMW XOMiHEPTiYHNMM, 6eH30/ia3eniHOBYMM Ta OMiaTHUMK peLenTopamu. MPUrHivyeHHs 380pOTHOIO 3aX0M/eHHA 5-HT cepoToHiHY
€ NILLE IMOBIPHUM MEXaHi3MOM [T, L0 34aTHWI NOACHUTI (hapMaKOo/oriyHi Ta KNiHIYHI e(eKTH ecumTanonpamy.

dapmaKkoKiHe TuKa.

Abcopbuis. BCMOKTYBaHHA MaiiXKe MOBHe i He 3a1eXuUTb Bif BXVBaHHA DKi. CepefHiil Yac JOCATHEHHA MakKCUManbHOI KOHUeHTpauil (cepegHe Tmax) CTaHOBUTH
npr6an3HO 4 roguHn. AbcontoTHa 6iogOCTYMNHICTL ecuMTaionpamMy O4iKyeTbes Ha piBHi 80 %.

Posnogin. YasHuii 06’em posnoginy (Vd, B/F) nicna nepopasibHOro 3aCTOCYBaHHA CTaHOBMTb Big 12 A0 26 N/Kr. 3B’3yBaHHA ecuMTanonpamy Ta Moro OCHOBHUX
MeTaboniTiB i3 6inlkamy nnasmu KpoBi — MeHLLe 80 %.

bioTpaHcgopmaLlis. EcumTtanonpam meTabonisyeTbCa B NeYiHui 40 6i010r4YHO aKTUBHUX AeMETUNbOBAHOTMO Ta ANAEMETUNbOBAHOTO MeTaboNITiB. A30T TaKOX MOXe
OKMCHIoBaTmMCA A0 hopMmn N-oKcuaHOro Metabonity. Ak MeTaboniTi, Tak i BUXiAHa CNONyKa YaCTKOBO BUBOAATLCS Y JopMi rNOKYpOHigiB. Iicna 6aratopasoBoro




3aCTOCYBaHHS CepefiHst KOHUEHTpauis AeMeTun- Ta AnaemMeTnIMeTaboniTiB 3a3Bmyali CTaHOBUTL BignoBigHO 28-31 % Ta <5 % Bif, KOHUEHTpaLiT ecuutanonpavy.
BioTpaHcthopmaLis ecumTanonpamy y LemMeTUIbOBaHNIA MeTaboiT Bif0YBa€ETbCA, FOIOBHNM YMHOM, 32 JOMOMOrot uutoxpomy CY P2C19. Mox/inBa neBHa y4acTb
i pepmeHTiB CY P3A4 1a CY P2D6.

BuainenHs. lMepiog HaniBBuBeAeHHS (tig) nicns 6araTopasoBOro 3acTOCYBaHHS CTaHOBWTH MpubGAM3HO 30 rogwH. MnasmoBuid KnipeHC Npy nepopanbHoOMy

3acTocyBaHHi cTaHOBUTL 0,6 N/xB. B OCHOBHMX MeTaboniTiB ecumTanonpamy tq/o 6ifbll TpUBaNUA. BBaXKaeTbCs, WO ecuMTasionpam Ta oro 0CHOBHI MeTabonitu

BMBOASATLCA Yepe3 MNediHKy (MeTaboniyHuiA WnsxX) Ta HUPKaMu. binblia YacTuUHa BUBOAUTLCS Y (DOPMi MeTaboniTiB 3i ceyeto. KiHeTuKa ecumtanonpamy niHinHa.
PiBHOBa)XKHa KOHLEHTpaLia focAaraeTbCs nNpubamnsHo 3a 1 TkaeHb. CepefHA piBHOBaXKHA KOHLUeHTpauis 50 HMosnb/n (Big 20 o 125 HMonb/n) gocsaraeTsea npu
Ao060Bi gosi 10 mr.

lMauieHTV NMITHLOrO BiKY (BIKOM Bif 65 pOKiB). BuBefeHHs ecuuTasionpamy Yy nauieHTIB NiTHbOrO BiKY BiAOYBa€TbCA MOBIJIbHILLE, HDK Y MOMOALUIMX MaLiEHTIB.
CuctemHa ekcrosuuis (AUC) y ntofeii NiTHbOro Biky NpubansHo Ha 50 % BuMLLa, HIXK Y MONOAMX 340POBUX A40O6POBO/bLLIB.

MopyLlieHHA YHKLIT MeYviHKW. Y nauieHTiB i3 MOMIpPHOK abo NIerkor MeyviHKOBOK HefocTaTHICcTio (knac A i B 3a Yaingom-I110) typ ecuutanonpamy
36inbLUYyBaBCS Maike BAgiui, a AUC 6yna npnbnnsHo Ha 60 % BuLLa, HIX B OCI6 i3 HOPMaIbHOK (YHKLIEHD NEYiHKMN.

MMopyLieHHA QYHKUIT HAPOK. Y nauieHTiB 3i 3HUXEHO (yHKUieto HUPOK (CL 10-53 mn/xB) cnoctepiranocs 36ibLUeHHs ty/, paLemMaTHOro umtasonpamy Ta
He3HayHe 3poCTaHHSA eKcrno3uLil. KoHueHTpauis MeTaboniTiB y niasMi KPOBi He AOCNi4KyBanacs, afie MoXKHa NpunycTUTK i 3pOCTaHHS.

Monimopdi3m. Mpwn HefoCTaTHIM akTUBHOCTI i30dhepmeHTy CY P2C19 cnocTepiranacs noAsiHa KOHLeHTpaLis npenapaty B nnasMi KpoBi NOPIBHAHO 3 HOPMa/IbHUM
MeTaboniamom ecumtanonpamy. MNpu HegocTaTHOCTI i30thepmeHTy CY P2D6 CyTTEBMX 3MiH eKCMO3uLiT He crocTepiranocs.

KniHIYHI XapaKTepuCcTUKW.

Noka3aHHA.

NikyBaHHSI BENVMKUX AEMPecMBHMX eni3ofiB, NaHiYHMX po3nadis, y TOMYy u4muchi 3 aropadobieto, couiafbHUX TPUBOXHUX po3nafiB (couiasibHa (ob6is),
reHepasizoBaHUX TPUBOXXHUX PO3/1aAiB, 06CECUBHO-KOMMY/IbCUBHUX PO3NagiB.

lNpoTwunokasaHHA.

MigBuLLEeHa YyTAMBICTb A0 ecumTasionpamy abo [0 iHWWX KOMMOHEHTIB npenapary;

OflHOYacHe NiKyBaHHSA HeCeNeKTUBHMMM HEOBOPOTHUMM iHTiBiTopammn MoHoamiHoKcmaasn (MAO), OCKiNIbKM iICHYE PU3NK PO3BMTKY CEPOTOHIHOBOIO CUHAPOMY, LLLO
NPOSABNAETLCA 30YMKEHHAM, TPEeMOpPOM, TrinepTepMicto; KoMmbiHauis 3 060poTHUMYK iHriGiTopamu MAO-A (Hanpuknag, Moknobemin) abo 060pPOTHUM
HeceneKTUBHUM iHri6iTopom MAO niHe30MiA0M, OCKiNIbKW iCHYE PU3MK MOSIBU CEPOTOHIHOBOIO CUHAPOMY; NOAOBXEHHS iHTepBany QT abo BPOMKEHWUIA CUHAPOM
posroro QT; 04HOYaCHe 3aCTOCYBaHHS 3 /TIKaPCbKUMU 3ac06amMu, LLLO NOAOBXKYHOTb iHTepBan QT; 0gHOYACHE NiKyBaHHSA MiMO3U0M.

B3aemogis 3 iIHLWMMK NiKapCbKMMKM 3acobamm Ta iHLLi BUAW B3aEMOZINA.

[MpoTrnokasaHi KOMOiHaLLiT

MofoB>keHHs iHTepsany QT. dapmMakoKiHETUYHI Ta PapmMakoLMHaMiUHiI JOCNIKEHHA ecuMTanonpamy Ta NiKapCbKKX 3aco06iB, WO NoLOBXYIOTh iHTepBan QT, He
nposogununck. [oAaTkoBy Ait0 ecumTanonpamy Ta faHWX NiKapcbKUX 3ac00iB He MOXHA BUKNHOUYMTU. TakKMM YMHOM, OJHOYACHE 3aCTOCYBaHHA ecuuTanonpamy 3
NiKapCbKMMM 3acobamu, WO MOLOBXYHOTb iHTepBasl QT, TakMMy AK aHTUapUTMIYHI 3acobu knacy 1A i 1ll, aHTUNCMXOTUYHI 3acobu (BK/IOYaouM NOXIiAHI
(beHOTIa3nHy, niMo3ng, rasonepuaosn), TPUUMKNIYHI aHTUAenpecaHTW, Aeski NPOTUMIKPOGHI 3acobu, B TOMY u4mcii crnapqsokcaumH, MOKCUMIOKCALUH,
EPUTPOMILMH AN BHYTPILLHLOBEHHOIO 3aCTOCYBaHHS, NEHTaMiAMH, aHTUMansApiiHi 3acobu, 0cobAMBO ranotaHTPUH, AesKi aHTUricTamiHHI 3acobu (BKIOYaroun
acTemi3on, Mi30nacTuH), NPOTUMOKa3aHe.

HecenekTueHi iHri6iTopn MAO. IMoBigoMAsNN NPO BUNAAKN CEPUO3HMX peakuiid y nauieHTis, aki npuiimanm CI33C y Komb6iHaLiT 3 HECEeNEKTUBHUM HEO60POTHUM




iHriitopom MAO, Ta y nauieHTiB, AKi LIOAHO 3aBepwman nikyBaHHs CI33C i posnovann npuitiom iHri6iTopis MAO. Y [feskux Bunagkax pPo3BUHYBCH
CEepOTOHIHOBMI CUHAPOM.

EcumTanonpam He cnif 3acTOCOBYBaTW OLHOYACHO 3 HECeNeKTUBHWMU HeobOpPOTHUMM iHribiTopamm MAOQO Ta NpOTAroM ABOX TWXKHIB MICNA MPUMNUHEHHA TX
3acTocyBaHHS. JlikyBaHHS iHri6iTopamm MAO NOBMHHO MOYMHATUCA HE paHillie HiXX Yepe3 7 AHIB Micna NPUMNMHeHHs 3aCTOCYBaHHA ecumMTaionpamy.

O6OpOTHUIN ceneKTUBHWIA iHri6iTop MAO Tuny A (Moknobemia). Uepes pusnK po3BUTKY CEPOTOHIHOBOrO CMHAPOMY 3aCTOCYBaHHS KOMOIHaUiT ecumTanonpamy
3 IHrieitopom MAO TNy A MOKN06emifOM NPOTMNOKasaHO. HAKLWO AoBefeHa HeOOXIAHICTb Liel KOMOIHauii, crnovaTky Chnif 3acTOCOBYBAaTU MiHIMasIbHI
PeKoMeH0BaHi 4031 3 PeTEIbHUM KNiHIYHUM MOHITOPUHIOM.

JNikyBaHHSA ecuMTasionpamMoM MOXKHa PO3MOoYMHATK He paHile HiXK 4vepe3 1 Aoy nicns NpUNUHEHHS MPUIAOMY O060POTHOMO CeNeKTMBHOrO iHribitopa MAO —
MOKN06emigy.

O60opOTHUI ceneKTUBHWIA iHri6iTop MAO (niHe3onig). AHTUBIOTUK NiHe30Ni4 (060POTHNUIA HeCeNneKTUBHUIA iHri6iTop MAQ) He cnif 3acToCoBYBaTW NalieHTaMm, AKi
npuiiMatoTb ecumTanonpam. AKLLO0 AoBefeHa HeoOXiAHICTb i€l KoMBiHaLiT, cnoYaTKy Cnif npu3HavaTy MiHiManbHi peKOMeHA0BaHi 1031 Ta NPOBOAUTU peTeNbHUIA
KNIHIYHUA MOHITOPWHT.

CenekTMBHUIA HEO60POTHMIA iHri6iTOp MAO TUNy b (ceneriHiH). HeobxiaHO 3 06epeXHICTHO 3aCTOCOBYBaTW Mpenapar y KOMOiHaLiT 31 ceneriHiHoM Yepes3 pusmK
PO3BUTKY CEPOTOHIHOBOIO CUHAPOMY. ICHYE A0CBIL 6e3MeYHOro 3acToCyBaHHA CeneriHiHy B fo3ax Ao 10 mr Ha 106y 04HOYACHO 3 paLeMiYHUM LTanonpamMom.
Kom6iHaui1, o NnoTpedyoTh 06EPEXXHOCTI

CepoTOHiHepriyHi 3acobu. OgHOYacHe 3aCTOCYBaHHSA 3i CEPOTOHIHEPTiYHUMU NiKapPCbKMMK 3acobamun (Hanpuknag, i3 Tpamagoniom, CyMaTpunTaHOM Ta iHWNMU
TpUNTaHaMu) MOXe NMPU3BECTN O PO3BUTKY CEPOTOHIHOBOIrO CUHAPOMY.

3acobu, SKi 3HMOKYIOTb CyfOMHMIA nopir. CenekTWBHI IHFIGITOPM 3BOPOTHOrO 3axorieHHs cepoToHiHy (CI33C) MOXYTb 3HMXYBATW CYAOMHWIA MOPIr.
PekoMeHAYeTbCA 06epeXHICTb NPV OAHOYACHOMY 3aCTOCYBaHHI Npenapartis, AKi 3HWKYHOTb NOPIr cyaom (Hanpuknag, aHtuaenpecaHTis (Tpuumkniydi, CI33C),
HenponenTuKiB ((heHOTias3MHN, TIOKCAHTEHW, Y TUPO(EHOHN), MedIoXiHy, 6ynponioHy i Tpamagony).

NiTinn, TpunTodaH. OCKiNbKM 3apeecTpoBaHO BMNAAKW MNIACUNEHHS AiT npu cyMicHOMY 3actocyBaHHi CI33C i niTito abo TpunTodaHy, PeKOMEHAYETbCA 3
00epeXXHICTIO Npu3HayaTK Ui npenapaTyi 04HOYaCHO.

3Bip06iii. OgHouacHe 3acTocyBaHHA CI33C Ta pocnMHHMUX 3ac06iB, IKi MICTATb 3Bip0G6iiA, MOXKe NPU3BECTM A0 NiABULLEHHS YaCTOTU NOBIYHNX peakLili.
AHTUKOoarynaHTu. MoxknvBa 3MiHa eheKTiB aHTUKOArynsaHTIB YHACNIA0K OJHOYACHOr0 3aCTOCYBaHHS 3 ecumMTanonpaMoM. Y naujieHTiB, SKi NpUiAMaroTh opasnbHi
aHTMKOArynsHTu, HeobXiAHO NPOBECTU PEeTeNbHWUIA MOHITOPUHI CUCTEMWU 3ropTaHHS KPOBI Nepef 3aCcTOCyBaHHAM ecuuTanonpamy i nicns Hboro. OgHouvacHe
3aCTOCYBaHHSA HECTEPOTAHMX NPOTM3anabHUX 3aC06iB MOXKe 36i/IbLUNTM CXUbHICTL 0 KPOBOTEYI.

Ankoronb. Ecuptanonpam He BCTynae 3 a/IKoronemM y apmakoamHamiuHy abo apmakoKiHeTUYHY B3aeMOZit0. OaHaK KOMOIHaL sl 3 aNKOroneM € HebaXkaHolo.
NikapcbKi 3acobu, WO CNPUYMHAIOTL rinokaniemMito/rinoMarHiemito. Mpu CynyTHbOMY 3aCTOCYBaHHI JIIKAPCbKMX 3ac06iB, WO CAPUYMHAKOTL TiMOKalieMito
/rinomarHiemito, HeO6XigHO BYTM 06EPEXXHNUMM, OCKINbKN MOXK/IMBE 30iNbLLIEHHS PU3NKY PO3BUTKY 3M10KICHUX apUTMIl.

dapmaKkoKiHe TUYHI B3aEMOAiT

Bnaume iHWNX 3ac06iB Ha (hapMaKOKIiHETMKY ecumTanonpamy. MeTaboniam ecumTtanonpaMmy rofioBHUM YMHOM onocepeakoBaHuii CY P2C19. MeHLwiow Mipoto B
meTabonismi 3agisHi CYP3A4 i CYP2D6. UacTKoBMM KaTaizaTopoM MeTabo/1i3My OCHOBHOIo MeTtabonity S-DCT (gemeTu1b0BaHOro ecLMTanonpamy) BBaXXaeTbCs
i30(pepmeHT CY P2D6.

CyMicHe 3acTocyBaHHs ecumTanonpamy Ta omenpasony 30 mr 1 pa3 Ha o6y (iHrioitop CYP2C19) npu3BoanTb A0 nomipHoro (npnbnmnsHo Ha 50 %) niaBuLeHHS
KOHLeHTpaLiT ecumTasionpamy y rnaas3mi Kposi.

OfHouacHe 3acTOCyBaHHs ecuuTanonpamy i ummetuguHy 400 mMr 2 pasu Ha fo6y (MOMipHWUIA 3arafibHUIM IHFIGITOP (hepMEHTIB) CMPUYMHSAE NOMIpHE 3pOCTaHHA
(Npn6nun3Ho Ha 70 %) KOHLEeHTpaLiT ecumTasionpaMy B MaasMi KPoBi, LLIO MOXKe NOTpebyBaTn KOPUryBaHHS 403.

Takum 4YMHOM, HeOo6XiAHO 3 O00EepeXHICTI0O Mpu3HavaTU ecumTanonpaM OAHOYacHO 3 iHribiTopamu umtoxpomy CYP2C19 (Hanpuknag, 3 OMEnpasosiom,




€30Mernpas3onoM, (hyKoHa30/10M, (h1yBOKCaMiHOM, /TaHCOMNPAa30sioM, TUKIONIAMHOM) abo UMMeTUAMHOM. Tpu 04HOYACHOMY 3aCTOCYBaHHI 3 BULLE3a3HAYeHMM
npenapaTaMm MOXe BUHUKHY TV noTpeba y 3HUXKEHHI 03K ecuuTanonpamMy 3anexHo Bif HasgBHMX NOGIYHMX eeKTiB.

Brnnve ecuutanonpamy Ha hapMakoKiHETUKY iHLIMX JliKapCbKKx 3acobis. Ecuutanonpam € iHri6iTopom izotepmeHTy CYP2D6. HeobXifHa 06epexHICTb npu
NMPU3HaYeHHi ecuMTasionpamy O4HOYACHO 3 NpenapaTaMu, MeTabosi3M AKUX BifOYBaETHCA 3a YYacTHO LibOro i30(PePMEHTY, a TaKoX i3 NiKapCbKMMK 3acobamu, Lo
MatoTb Ma/IMin TepaneBTUYHWUIA iHAEKC, HanpuKnag i3 qekaiHigom, npona)eHOHOM, METOMPO0AOM (IKWA 3aCTOCOBYHOTb MPW CepLEBin HeaocTaTHOCTI), abo 3
NiKapcbkMMmn 3acobamu, wWo fitotb Ha LIHC Ta B OCHOBHOMY MeTabonisyoTbes 3a ydacti CYP2D6, Hanpuknag 3 aHTuaenpecaHTamMyv — [e3vnpamMiHoM,
K/IOMiNpamMiHOM i HOPTPUMTUAIHOM; aHTUMCUXOTUYHUMW MNpenapatamm — PUCNEepPULOHOM, TiopuaasvHOM abo rasionepuaosnioM. Y UMX BUMaLKax MOXe
3HA0OUTNCA KOPUTYBaHHS [03U.

OfHo4YacHe 3aCTOCYyBaHHS 3 Ae3unpaMiHOM (OCHOBHMIN MeTaboMIT iMinpamMiHy) Y1 MeTONpPOI0/IOM NPU3BOANTL A0 ABOPA30BOr0 36iMbLUEHHS M1a3MOBUX PIBHIB LIMX
ABox cyb6ctpatie CYP2D6. Y [OCHiMKEHHAX in vitro ecuuTtanonpam CnpuymHsae cnabke npurHideHHs CYP2C19. ToMmy peKOMeHAYETbCA 06epeXHIiCTb npu
CYMICHOMY NpU3HaYeHHi nikapcbKnx 3acobis, MeTab0Ni3M SKMX BifbyBaeTbCs 3a yyacTio CY P2C109.

Oc06MBOCTI 3aCTOCYBaHHS.

Hwkuye3a3HayeHi 0c06MBOCTI 3aCTOCYBaHHA CTOCYHOTbCA TepaneBTUYHOI rpynu CI33C.

MapagokcanbHa TpvBora. Y AedkMX NauieHTIB i3 NaHiYHMMKU po3nafamy Ha noyatky fiikyBaHHs CI33C mMoxke crnoctepiratucs MocuieHHs Tpusorun. MogibHa
napagokcasibHa peakLis 3a3Buyail 3HUKae NPOTArOM ABOX TWXKHIB NliKyBaHHS. LLL06 3MEHLUNTN MMOBIPHICTb BUHUKHEHHS aHKCIOreHHOM0 eqpeKTy, PEKOMeHAYHTLCA
HM3bKI MOYaTKOBI JO3.

CynomHi Hanagu. HeobxigHO BiAMIHMTK npenapar, AKWO Yy nauieHTa BrnepLUe Po3BUHYBCA CYAOMHUI Hanag abo MigBULLYETLCS YacToTa Hanagis (Y nauieHTiB 3i
BCTAHOB/IEHUM AiarHo30M eninencii). Cnig yHukatn 3actocyBaHHsa CI33C nauieHTam i3 HecTabisIbHOK enifnencieto, a nayieHTam i3 KOHTPO/IbOBAHOK enifiencieto
3a6e3neynTy peTenbHWin Harnag.

MaHis. CI133C noTpibHO 3 06epeXKHICTIO 3aCTOCOBYBATU ANA NiKyBaHHA XBOPUX 3 MaHieto/rinomaHieto B aHamHesi. Mpu nossi MaHikanbHoro ctaHy CI33C cnig
BIAMIHUTN.

LlykpoBuii fiabeT. ¥ nauieHTiB 3 LyKPOBMM fAiabeToM nikyBaHHS CI33C MoxKe BNAMBaTV Ha rNiKemMiuyHWIA KOHTPOAb (rinornikemis abo rinepraikemis). Jo3yBaHHS
iHCYNiHY Ta/abo opasibHOro rinornikemiyHoro 3acoby Moxe noTpebyBaTh KOPEKLT.

Cyiumg abo kniHiyHe noriplweHHs. CyiunganbHi JyMKW, caMOTpPaBMyBaHHA Ta CYiLUA XapakTepHi BnacHe 414 ocib y cTaHi fenpecii, 3arpo3a ix MoXe iCHyBaTh ax
[0 [OCArHEHHS CTiMKOT pemicii. OCKifIbKM MOKpaLLeHHs CTaHy MOXe He BibyTMCsA NPOTAroM NepLumx TWXKHIB NiKyBaHHS abo 6inblue, Cnif peTesibHO crocTepiratu
3a CTaHOM XBOPWX [0 MOKpaLleHHS IXHbOro cTaHy. KniHiYHO f0BefeHO, WO pu3nK Ccyiunay NiaBULLYETHCA HA PAHHIX CTafisfX O4Y>KaHHS.

[HWI nMokasaHHSA, NPU AKX 3aCTOCOBYIOTb eCLUTa/Ionpam, TakoX MOXYTb OyTV MOB’A3aHi 3 PU3MKOM CYTUMAILHOT MoBefiHKU. KpiM TOro, Taki CTaHu MOXYTb
CYNpPOBO/XKYBAaTUN BE/IMKNIA flenpecuBHMiA po3naf. Lii 3acTepexkeHHs A0peyHi Npy NiKyBaHHI NauieHTIB 3 iHLWMMU NCUXIYHUMI po3nafamu.

MauieHT 3i cyiunaansHOK NOBELIHKOK B aHaMHe3i MaroTb HaMBULLMIA PU3MK NOSBU CYILMAIBHUX YMOK abo cripob i noTpebytoTb YBaXKHOIO CMOCTEPEXKEHHS
NPOTAroM NikyBaHHsA. MeTa-aHani3 [AOCNiMpKEHb BUSBMB MNiABULLEHWUI PU3MK CyiumMaanbHOT MOBEAIiHKM cepef NauieHTiB BIKOM A0 25 pokiB, fKi npuimanu
aHTMAenpecaHT, NOPIBHAHO 3 TUMK, AKI NpUMany Nnaue6o. YBaXXHWI Harnsg 3a nawieHTaMu 3 BUCOKUM PU3NMKOM 0COGIMBO HEOOXIAHWUIA Ha NOYaTKY NiKyBaHHS
Ta Npu 3MiHi J03yBaHHS.

MayieHTiB Ta IX OTOYEHHS CAif nonepeanTy NPo HeobXIiAHICTb CNOCTEPEXEHHS A1 BUABNEHHS BY/1b-AKOrO MOTipLLEHHS CTaHy, cyiunaanbHOT NoBeAiHKM abo AyMOK
i HE3BUYHUX ABULL, Y MOBeAiHLI, Y pa3i TX BUHUKHEHHS — HerainHo 3BepHYTUCA [0 NiKaps.

AkaTusisi. 3actocyBaHHs CI33C/CI33CH noB’sizaHe 3 pO3BUTKOM aKaTu3ii — CTaHOM, IKWIA XapaKTepPU3Y€ETbCA HEMPUEMHM BUCHAX/MBMM BiUYTTAM HECMOKOHO Ta
NoTPebo0 pyXxaTUcs i YacTo CyNPOBOMKYETLCA HE3AATHICTIO CUAITM abo CTOATU HA OAHOMY MicuUi. Takuil CTaH HaibinbLl iMOBIPHO BUMHWKaE MPOTArOM MepLumx
KITbKOX TVXHIB NiKyBaHHA. 301/IbLLEHHSA [03M MOXKE 3alLKOANUTU NaLlieHTam, Y SKUX PO3BUHYINCL TaKi CUMMITOMM.



FinoHaTpiemida. FinoHaTpieMis, MOX/IMBO MOB’sA3aHa 3 MOPYLUEHHAM CeKpeuii aHTuaiypeTnyHoro ropmoHy (AA6), Ha Tni npuitomy CI33C BUHMKAE PigKo i
3a3BMYait 3HMKae npu BigMiHi Tepanii. CI33C cnif 3 06epeXXHICTIO NpU3HaYaTn nauieHTaM rpynu pusnky (NiTHIA BiK, HasBHICTb LMPO3Yy NedviHkyM abo ofHOYacHe
NiKyBaHHA npenaparamu, fKi CNPUYNHAKOTL TNOHATPIEMIIO).

Kpososunuen. Mpu npuiiomi CI33C MOXAMBUIA PO3BMTOK KPOBOBMAMBIB (EKXiMO3 i nypnypa). HeobxigHo 3 ob6epexHicTio npusHadatn CI33C xBopum 3i
CXUMNbHICTHO A0 KPOBOTEY, & TAKOX XBOPUM, AKi NPMMatoTb aHTUKOArynsaHTM Ta NiKapcbKi 3ac06U, WO BNNBAKOTb Ha (DYHKLit0 TpOMOOLMTIB (Hanpuknag, aTUMoBi
HEMpPONenTUKN Ta (PeHOTiasuHW, BiNbLIICTb TPULMKNIYHUX aHTUAENpPecaHTiB, aueTuncaniuunoBa KWUCIoTa, HeCTepoifHi npoTu3ananbHi npenapatn (HM3M),
TUKNONIAWH, Avnipuaamon).

CI33C/CI33CH MOXyTb 30inbLLUMTA PU3MK MNICAAMNONOIOBUX KPOBOTEY (AMB. PO3Ainn «3acToCyBaHHA Yy Mepiog BariTHOCTI abo rogyBaHHs rpyaaro», «IobiyHi
peakuii»).

ECT (enekTpocynomHa Tepanis). KniHiyHuin gocsig ogHo4acHoro 3actocyBaHHA CI33C Ta ECT o6MeXXeHWiA, TOMY PEKOMEHAYETLCA 06EPEXHICTb.

CepoTOHIHOBUIA CMHAPOM. HeobxifHa 06epeXkHICTb NPK 3aCTOCYBaHHI ecuMTanonpamMy B KOMOiHaUii 3 NiKapcbK1MMK 3acobamm, SKUM npuUTamMmaHHi CepOTOHIHEePriYHi
ehekTI, HaNpuKnag 3i CyMaTpunTaHoM Ta iHWMMKW TpUNTaHamu, TpaMazgoiom i TPMNTOaHOM.

3ahikcoBaHO MOOAMHOKI BMMaAKN CEPOTOHIHOBOrO CMHAPOMY Y MauieHTiB, sfKi 3acTocoByBam CI33C pa3om i3 CepOTOHIHEPriYHMMM NliIKapCbKUMK 3acobamu.
O3HaKol PO3BUTKY LIbOrO CTaHy MOXe OyTW Taka KOMOGiHauisi CUMNTOMIB, AK 30Y[DKEHHS, TPeMOp, MIOK/IOHYC Ta rinepTepMis. Y LbOMY BUMagKy HeobxifHO
HerainHo npunuHUTK Npuiiom CI33C Ta CepOTOHIHEPTiYHOMO NiKapCbKOro 3aco6y i po3noyaTi CUMNTOMATUYHE NiKyBaHHS.

3Bipo6iii. OgHouvacHe 3acTocyBaHHA CI33C Ta pocMHHUX 3ac006iB, SiKi MICTATb 3Bip06iil, MOXKe NPWU3BECTM A0 NiABULLEHHS YaCTOTU MNOBIYHMX peakLii.

CvMNTOMM BiMIHW, L0 CNOCTEPIralnTbea NPy NPUNUHEHHI NiKyBaHHA. Y pa3i NpUNUHEHHS NiKyBaHHS (0CO6NMBO panToOBOMY) 3a3BMYail BUHWKAKOTb CUMMTOMM
BiAMIHM (AMB. po3fin «Mob6iuHi peakLii»). Mig vac KNiHIYHUX BUNPOOYBaHb MNOGIYHI peakuii, NOB’A3aHi i3 NPUNMHEHHAM NiKyBaHHS, criocTepiranmcs npueansHo y
25 % nauyjieHTIiB rpynu ecumTanonpamy Ta 'y 15 % nauieHTis rpynu nnauebo.

PV3VK BUHUKHEHHS CUMMNTOMIB BigMIHW 3a/1eXWTb Bif 6aratboxX (PakTopis, 30Kpema Bif TPMBAIOCTI Ta LO3W Tepanii i MOCTYMNOBOCTI 3MeHLUEHHA f03W. [106iYHI
peakuii, Npo AKi HalyacTille MoBIAOM/SANN: 3anamMOPOYeHHs, MOPYLUEHHA (YHKLiA opraHiB yyTTa (BKAKOYalOUM NapecTesito i BiAYYTTS eEKTPUYHOrO LLOKY),
po3fnaan CHy (30KpemMa OEe3COHHSi Ta HECMOKIilHi CHK), 36ymKeHHs abo cTpax, 6/0BaHHA Ta/abo HyAoTa, TPeMOp, ChyTaHiCTb CBIAOMOCTI, MOCUSIEHE
NOTOBWUAINEHHS, TONOBHWIA Biflb, Aiapesi, NPUCKOPEHe CepLebnTTs, eMoLiliHa HEeCTabiNbHICTb, APaTiBAMBICTb | po3nagmn 30py. 3aranom Li CUMNTOMK € Cnabknumm abo
MOMIPHUMU, OAHAK Y AesKUX NauieHTIB BOHWU MOXYTb MaTh Ginbll TSHXKUIA XapakTep. CUMNTOMK 3a3BMYail BUHUKAKOTL Y NepLUi AeKinbka 4i6 nicnsa npunmuHeHHs
NiKyBaHHSA, X04a fy>ke pifKo NoBiAOMIANN NPO BUHUKHEHHS TaKUX CUMNTOMIB NIiCNS BUNaAKOBOI0 NPOMYCKaHHA NNLLE OAHIET LO3W.

3a3BMyait Lii CMMNTOMMW KOPOTKOTPUBASTI I MUHAKOTL NPOTATOM 2 TVDKHIB, NPOTE Y AesAKUX 0Cib MOXYTb cnocTepiratmucs 2-3 Micaui i 6inblue. Y UbOMYy BUNaLKy
PEKOMEHIYETHLCA MPUMUHATU 3aCTOCYBAHHA ecuuTasionpamy MnocTyrnoBMM 3MEHLUEHHAM [03M MPOTAroM Bif AeKiIbKOX TUXKHIB [0 AeKiNIbKOX MICALIB 3a/1eXKHO Bif
CTaHy navieHTa.

IlwemiyHa xBopoba cepus (1XC). Uepes 06MEXEHICTb KiHIYHOMO A0CBIAY HEOOXigHa 06epeXXHICTb NpK NiKkyBaHHI NauieHTiB 3 IXC.

MozoB>keHHs iHTepsasly QT. Byno BUABNEHO, LLIO ecLuuTaionpam CrpUYnHAE 3a/eXxHe Bif L03W NoLOBXeHHs iHTepsany QT. Npo BUNagKun NoLOBXeHHS iHTepBasy
QT Ta apuTMitO LINYHOUKIB, BKtOYatoun torsade de pointes, MOBIAOMNANOCL FOMIOBHUM YMHOM Y MaLieHTIB XKIHOYOI CTaTi 3 rinokanieMieto abo 3 y>ke iCHyH4YMM
NOAOBXEHHsAM iHTepBany QT, abo 3 iHWKMK cepueBMMU XBopobamu. Cnif NposBnsaTh 06epeXHIiCTb NalieHTaMm 3i 3Ha4YHOK 6paamKapAieto, naLieHTam i3 HeaBHIM
rOCTPUM iH(PapPKTOM MiOKapza Ta 3 leKOMMNEeHCOBaHOK CEPLIEBOI0 HEAOCTATHICTHO.

MopyLUeHHs 6anaHcy eNeKTPOoNiTIB, Taki AK rinokanieMis Ta rinoMarHiemis, NiABULLYOTb PU3MK 3M0SKICHUX apUTMI Ta NOBMHHI KOPUIyBaTUCh Nepes novaTkom
NiKyBaHHA ecLuTasionpamMom.

lMepen MoyaTKOM JliKyBaHHA MaujieHTam i3 XBOpo60K cepus cnig npusHauntn EKI. Y pasi nposBsiB cepueBOi apuTMIT Mif Yac NiKyBaHHA ecuuTasionpamMom
NiKyBaHH$ cnig BiagMiHUTY Ta nposecTn EKT .

CekcyanbHa aucdyHkuis. CI33C/cenekTvBHI IHMIGITOPY 3BOPOTHOrO 3aXOM/EHHS CepOTOHIHY 1 HopeniHedpuHy (CI33CH) MOXyTb BUKIMKATA CUMMTOMM



CeKCyasibHOT AMCHYHKLIT (aMB. po3ain «MobiuHi peakuii»). MoBigoMnanmM Npo LOBroTpusasy CrtaTeBy AUCHYHKLIKO, KON CUMNTOMW TPUBAIW, He3BaXKatouu Ha
npunuHeHHs npuiiomy CI33C/CI33CH.

3akpuToKyTOBa rnaykoma. CI33C, y ToMy yuchi ecumTanonpamM, MOXyTb BMAMBATW Ha PO3Mip 3iHWLI. Lleit MigpiaTMUHWiA e(heKT NOTEHLINHO MOXE 3BY3UTU KyT
nepeaHbLOT Kamepu OKa, L0, Y CBOH Yepry, MOXe CNPUUMHUTK MiABULLEHHS BHYTPILLHH00YHOIO TUCKY Ta PO3BUTOK 3aKPUTOKYTOBOI r/iayKoMu, 0CO6/MBO Y
CXWNbHUX [0 UbOro nauieHTiB. ToMy ecumTasionpam cnif 3 06epeXkHiCTHO 3aCTOCOBYBATU MaLlieHTaMm i3 3aKPMTOKYTOBOH INayKoMOKab0 r1ayKOMOK B aHaMHesi.
Megonpam mMiCTUTb 1akTo3y. MNalieHTaM i3 pigKiCHUMM CNaLKOBYMU 3aXBOPHOBAHHAMM, TaKUMU K HEMEPeHOCUMICTb raiakTo3n, HeoCTaTHICTb lakTasu Jlanna Ta
ManbabcopbLLis rNHOKO3M-ranakTosu, He CAif 3acToCOoBYBaTH Lieil Npenapar.

3acTocyBaHHsa y nepiog BariTHOCTI abo rofysaHHA rpyasato.

KniHiYHi gaHi WoAo 3aCTOoCyBaHHA ecuuTanonpamy npu nikyBaHHI BariTHUX 06MeXeHi.

Y [OCNiPKEHHAX TOKCMYHOCTI 3 GOKY PenpoAyKTUBHOI (DYHKLIT, MPOBEAEHNX 3 ecLMTaonpamMoM Ha Lypax, CrnocTepiraimcs TOKCUYHI Ans eMbpioHa Ta nnoga
ehekTu, ane He Gy/0 XKOAHOIO NiABWLLEHHA 4acTOTWM BUHWKHEHHA aHOManii. Ecumutanonpam He cnif npvsHavaTyi BariTHUM. BUHATKOM € BUNaAKW, KON MNicns
PeTeNIbHOro PO3rnsay BCIX PU3MKIB | MepeBar Oyna YiTKO foBefeHa HeOOXIAHICTb MPU3HAYeHHs npenapaTy. PeKOMeHAYeTbCA peTesibHe O0OCTEeXEeHHS
HOBOHaPOPKEHNX, MaTePi AKUX NpUiMany ecumTanonpam nNpoTarom nepiofy BaritHocTi, 0co6amBo y 11 TpumecTpi. Heo6XifAHO YHMKATW panToOBOro NPUNUHEHHS
3acToCyBaHHS nNpenapaTty B Nepiof BariTHOCTI. Y HOBOHapomKeHWX, Matepi skmux npuiiManm CI33C/CI33CH Ha ni3HiX CTpoKax BariTHOCTI, MOX/IMBE BUHUKHEHHS
TakMX CMMNTOMIB: pecnipaTopHUiA AuCTpec, LiaHo3, arnHoe, CYO0MU, KOIMBaHHA TeMrepaTypu Tina, TPYAHOLLI 3 rpyAHUM rofyBaHHSAM, 6/10BaHHS, Finornikemis,
apTepiasibHa rinepTeHsis abo rinoTeHsis, rineppedekcis, Tpemop, HepBoBe 36y pKeHHS, ApaTiBAMBICTb, anaTis, NOCTIAHWIA Niay, COHAMBICTb | TPYAHOLL 3i CHOM.
Lli cuMnTOMM MOXYTb PO3BMHYTUCA BHACNILOK fIK CEpPOTOHIHepriyHuMX eqekTiB, Tak i OyTW 03HakaMu CUHAPOMY BIAMIHW. Y 6ifbLUIOCTI BUMAAKIB MPOSBU
YCKNagHeHb BUHNKaKOTb 0fpa3y abo Hezabapom (40 24 rofnH) nicns nonoris.

EnigemionoriyHi faHi nokasanu, wo 3actocyBaHHs CI133C B nepiog BariTHOCTI, 0CO6/MBO Ha Mi3HIX CTPOKax BariTHOCTI, MOXe 30i/bLUNTY PU3UK CTIKOT lereHeBol
rinepTeHsii y HoBoHapompkeHux (C/1MFH). BigmiyeHuii puank ctaHOBMB Npmbamn3Ho 5 BunagkiB Ha 1000 BariTHocTel. Yactota C/ITH y 3aranbHiin nonynsuii
CTaHOBUTb 1-2 BMnaakyM Ha 1000 BariTHocTel. [aHi CNOCTepeXXeHb BKa3ytTb Ha MiABWLLEHMIA pU3MK (MEHLLIE HIXK Yy 2 pa3n) NicnsnonoroBoi KpoBoTeui nicns
3acTocyBaHHA BnvBy CI33C/CI33CH npoTarom Micaus A0 HapOMKeHHS (4MB. po3ainm «OcobnmnBOCTI 3aCTOCYBaHHA», «106I4HI peakLii»).

[Mepioa rogysaHHa rpyaato. OCKiNbKKM ecumtanonpamM BULINAETLCA Y TPYAHE MOJIOKO, XiHKaMm, fKi FOAyHTb rpYAAt0, He PEKOMEHAYETLCA NPU3HayaTK npenapar abo
CNif BIAMIHWUTW rOAYBaHHA Py Aato.

PepTuabHicTb. [aHi Woao0 TBapUH NPOAEMOHCTPYBaAN, WO UMTanonpaMm MOXe BNAMBaTW Ha AKIiCTb crnepMu. Bunagku 3a yyacTio NOAUHM NPW 3aCTOCYBaHHI
aesknx CI33C npoaeMoHCTPYBasu, LLLO BM/IMB Ha AKICTb CnepMmn 060pOTHUIA. IHLIOro BNMBY Ha (hepTUNLHICTb He CNoCcTepiranocs.

34aTHICTb BNAMBaTY Ha WWBMAKICTb peakuii npy KepyBaHHi aBTOTPaHCNoOpTOM abo iHLIMMK MexaHi3mamu.

3araniom ecumuTanonpaM He Br/IMBAE Ha IHTENEKTYas/IbHUIA CTaH abo MCUXOMOTOPHI (DYHKLIT, ane Cnij BpaxoByBaTW, WO AK MCUXOTPOMHWIA NiKapcbKuiA 3acid BiH
MOXE BM/IMHYTW Ha NPUAHATTS PiLLEHHA Ta Ha 34i6HOCTI. MauieHTiB HeOOXiAHO NonepeanTY NPO NOTEHLIAHMIA PU3NK BNIUBY Ha 34aTHICTb KepyBaTh aBTOMOGINEM
Ta MpayoBaTy 3 iHWKMMN MeXaHi4YH1UMK 3acobamu.

Cnocib 3acTocyBaHHA Ta [03MW.

Be3neka 03 BuLle 20 Mr Ha J06Y AOTernep He BCTaHOB/EHA.

Megonpam 3aCTOCOBYHOTb LOPOC/IUM BHYTPILLHLO 1 pa3 Ha SO0y He3aneXHO Bif, BXXMBAHHSA XK.

Benukuin genpecnBHuii enisod. 3a3suyain npusHavatoTb 10 Mr 1 pa3 Ha go6y. 3aneXxHo Big iHAMBIAYyanbHOI YyTAMBOCTI NalieHTa 4060Ba A03a MOXe 6yTH 30iMbLUeHa
[0 20 mr.



AHTMAENPECUBHIMIA etheKT 3a3BMyali HacTae yYepes 2-4 TWXHI. Micns 3HWKHEHHS CUMNTOMIB NiKyBaHHA HEOO6XIAHO MPOAOBXYBATMW 3BMYaiHO MPOTArOM 6 MicALB 3
METOH 3MILHEHHS e(DEKTY.

MaHiyHi po3nagm 3 aropadobicto abo 6e3 Hel. MPOTAroM NepLIOro TVXKHA PEKOMEHAYETLCS NoYaTkoBa o3a 5 Mr Ha o0y, nicas 4oro fo3y MoXkHa 36inbwmnTy go 10
Mr Ha Jo6y. Hagani fo3y MoxkHa 36inbwnty fo 20 Mr Ha 00y, 3a/1eXKHO Bif, iHAMBIAYa/IbHOT Yy TAIMBOCTI NauieHTa.

MakcumanbHWiA edheKT NpKu NiKyBaHHI NaHIYHUX PO3NafiB AoCAracTbes vepe3 3 micsui. TepMiH NiKyBaHHA CTaHOBUTbL AEKifbKa MICALIB i 3a1eXUTb Bif TSXKKOCTI
3aXBOPHOBAHHS.

CouianbHi TprBOXKHI po3naan (couianbHa (obis). 3asBuyaid npusHavaroTb 10 Mr 1 pa3 Ha Ao6y. 3aneXHo Bif iHAMBIAyanbHOI YyTAMBOCTI MaljieHTa
PEKOMEHAYETHCA NIABUWLMTI f03y A0 20 Mr Ha foO6y. onerweHHs CMMMATOMIB CMOCTEPIraeTbCa MPUG/N3HO Yepe3 2-4 TWXKHI NiKyBaHHS. PeKoMeHAyeTbCA
MPOAOBXUTU JIiIKyBaHHA MpoTarom 3 MicAuis. [loBrotpusaie fiKyBaHHSA MPOTAroM 6 MiCAUIB MpU3HayaloTb 3 METOH 3arnobiraHHs peuvavBy, BPaxoByHOUU
IHAMBIAYa/IbHI NPOSABW 3aXBOPHOBAHHS; PErYNSAPHO OLIHIOKTL ePEKTUBHICTb NiKYBaHHS.

CoujialbHO TPUBOXHWIA PO3/1af, Ma€ YiTKO BM3Ha4yeHy AiarHOCTUYHY TEepPMIHO/ONiI0 KOHKPETHOrO 3aXBOPHOBAHHA, fKe He CAif nayTatu 3 rinepTpodoBaHoo
copom’s3nmBicTIO. PapMakoTepanis nokasaHa BMK/IHOYHO ANS po3fafdy, WO CYTTEBO BMN/IMBAE Ha NPOMECiHY Ta couianbHy aKTUBHICTb MHOAMHU. EEKTMBHICTbL
TaKoro NikyBaHHS MOPIBHAHO 3 KOrHITUBHONO MOBEAIHKOBOKD Teparietd He OuiHioBasiack. dapmakoTepanis NoBUHHA OYTW YaCTUHOK 3araibHOT TepaneBTUYHOI
cTparerii.

"eHepanizoBaHi TPUBOXKHI po3naau. 3a3Bmyain npnsHadatoTb 10 Mr 1 pa3 Ha Ao6y. 3aneXHO Bif iHAMBIAYanbHOT YyTAMBOCTI 403a MOXe OYTK 36i/bLUEHA MAKCUMYM
A0 20 Mr Ha aob6y.

PeKOMeHAY€ETLCA NMPOAOBXUTU NiKyBaHHA NPOTArom 3 micAuiB. [0Brotpusase nikyBaHHS NPOTAroM 6 MIcALIB NPU3HAYaETLCA 3 METOH 3amnobiraHHA peuunavey,
BPaxoBYHOUM IHAMBIAYya/IbHI NPOSBU 3aXBOPHOBAHHS; PerynsipHoO OLHIOETLCA eDEKTUBHICTb NiKYBaHHS.

O6cecnBHO-KOMMynbCUBHI po3naan (OKP). 3BnyaliHo npusHadatoTs 10 Mr 1 pa3 Ha Ao6y. 3anexHo Big, iHAMBIAYaNbHOT YyTAMBOCTI 4032 MOXe 6yTu 30i/bLieHa A0
20 Mr Ha goby. O6cecMBHO-KOMIMY/IbCUBHWIA PO3N1aj — XPOHIYHe 3aXBOPHOBaHHS, /liKyBaHHS Mae TpUBaTU A0OCTaTHIN nepiog Ana 3a6e3neveHHs MOBHOIO 3HUKHEHHS
CUMMTOMIB, IKWIA MOXe CTaHOBUTM KiflbKa MicsiLiB abo HaBiTb 6inbLue. HeobXigHO perynspHo NepeBipsTn TepaneBTUYHY KOPUCTb /TiIKYBaHHS Ta [J03yBaHHS.
MauieHTV NiITHLOrO BiKYy (BIKOM Bif 65 pokiB). MNMoyaTkoBa f03a CTaHOBUTL 5 Mr 1 pa3 Ha J06y. 3aneXHo Bif IHAMBIAYaNbHOT YYT/IMBOCTI Ta TAXKKOCTI fenpecii
A060Ba 103a MOXe OyTY 36i/blLUeHa 10 MakcuMasibHOT — 10 Mr Ha f06Yy. E(eKTUBHICTb ecumTanonpamy npu coliaibHOMY TPUBOXHOMY po3/iafi He JoCnifpKyBanacs
cepef NauieHTiB IITHLOTO BIKY.

HnpKoBa HefOCTaTHICTb. Y pasi HasBHOCTI HMPKOBOT HEAOCTATHOCTI /IErKOro Ta MOMIPHOMO CTYMEeHs TSHXKKOCTI 06MeXeHb Hemae. 3 00epeXHIiCT0 HeobXiAHO
3aCTOCOBYBaTW NpenapaT nawieHTam 3 TSXKKOH HUPKOBOK HeAOCTATHICTHO (K/ipeHC KpeaTUHiIHY <30 MN/XB).

SHU>KEHHA (PYHKUIT NeviHki. PeKoMeHoBaHa NoyaTKoBa 03a MPOTAroM MepLUumx ABOX TWDKHIB /IKYyBaHHA CTaHOBUTbL 5 Mr Ha A06Yy. 3anexHo Bif iHAMBIAYaIbHOT
peakLii nauieHTa fo3a Moxke 6yTu 36inblweHa Ao 10 mMr Ha fo6Yy. Mpy Cepino3Hiin NeYiHKOBIN HeAOCTaTHOCTI HEOBXiAHI 06EPEXHICTb Y NPU3HAYEHHI | peTesibHe
TUTPYBaHHSA [03M.

3HM>KEHa aKTUBHICTb UMTOXpoMy i3opepmeHTy CYP2C19. [ns nauieHTiB 3i cnabkoro akTUBHICTIO i30epmeHTy CYP2C19 pekomeHAOBaHa noyaTkosa [03a
MPOTArOM NepLUMX 4BOX TWMXKHIB NiKyBaHHSA CTAHOBUTbL 5 Mr Ha 00Y. 3a1eXKHO Bij, iHAMBIAYaIbHOT peakLil nayieHTa 4o3a Mmoxe 6yTu 36inbLieHa 4o 10 mr Ha fo0y.
CyMNTOMM BigMiHW, LLO CMOCTePIratoTbCA NpW NPUNUHEHHI NiKyBaHHA. CNij YHUKATV panToBOro NPUMMHEHHS 3aCTOCYBaHHS LbOro npenapary. Mpv npunuHeHHi
NiKyBaHHS 03y ecuuTanonpaMy NOCTyNnoBO 3MEHLUYHOTb 3 iHTepBafamy LWoHaiMeHLLe B 1-2 TUXKHI Ans 3anobiraHHs peakui BigMiHW (auB. po3gin «OcobnmnBoCTi
3aCTOCyBaHHA» Ta «[106iYHI peakuii»). Mpn BUHUKHEHHI HECTEPMHMUX CUMNTOMIB Mif Yac 3MEHLUEHHS 4031 ab0 MicNs NPUMUHEHHS NiKyBaHHS MOXKHa BiHOBUTU
nonepesHIo Npu3HayeHy A03y. Y nofasbLLoMy NiKap MOXe NPOLOBXMTIN 3MeHLLYBaTK 403y, asie 6i/bLl MOCTYMOoBO.

aiTn.
Megonpam He cnij, 3acTocoBYyBaTU 14 NliKyBaHHA AiTei (Bikom o 18 pokiB).



MNepeno3yBaHHA.

ToKcuyHicTb. KniHiYHi gaHi Npo nepefo3yBaHHSA ecumTanonpamy obmexeHi. barato 3 BMNagKiB CpUYMHEHi OAHOYACHUM Mepefo3yBaHHAM HLLUMX NIKAPCbKUX
3ac006iB. Y 6ifbLIOCTI BMNaAKiB CriocTepiraimcs nerki CUMNTommy abo 6e3CMMNTOMHICTb nepefo3yBaHHA. MOBILOMIEHHA MPO NeTaslbHI HACMIAKU Nepefo3yBaHHS
ecumTanonpamy € BUHATKOBMMM, BifIbLLICTb i3 HMX BK/OYaOTb OAHOYACHE Nepefo3yBaHHSA THLIMX NiKapCbKUX 3acob6is. puitom fo3 y mexax 400-800 wmr
ecuuTanonpamy He CNPUYMHAB OYAb-AKUX TAXKNUX CUMMTOMIB.

CumMnTomun. O3HaKN Nepefo3yBaHHA ecLuTanonpamy nposBAATLCA FOI0BHUM YAHOM CUMMTOMaMu 3 60Ky LieHTpasibHOI HepBOBOT cucTeMU (Bif 3armamOpOYeHHs,
TpeMopy Ta axwuTtauii A0 PiAKMX BUNaAKiB CEPOTOHIHOBOrO CMHAPOMY, CYAOM i KOMM), TpaBHOro TpaKTy (HyaoTa/6nH0BaHHS), CepueBO-CYANUHHOT CUCTEMM
(apTepiasnibHa rinoTeHsis, Taxikap4is, NOAOBXKEHHS iHTepBasly QT, apuTMis) Ta MOPYLUEHHAM e/IEKTPONITHOrO 6aaHcy (rinokaniemis, rinoHaTpiemis).

NikysaHHa. CrieyndivyHOro aHTUAOTY He icHye. Cnig NigTPMMYBaTK HaneXxHe PYHKLIOHYBaHHSA AMXanbHOT CUCTEMMN, 3a6e3NneYnTr aleKBaTHY OKCUIeHaLito, sKoMora
LUBU/LLE HAKMacTW LUYHKOBMIA NnaBaXX. MOX/MBE 3aCTOCYBaHHA aKTUBOBAHOrO BYrifinA. PEKOMEHAYETLCA NOCTIMHUA MOHITOPUHI (DYHKLUIMA CepueBO-CYAUHHOT
CUCTEMU Ta BXK/IMBUX MOKA3HWKIB XUTTELIANIBHOCTI Y MOEAHAHHI 31 3ara/lbHAMU CUMMTOMATUYHUMW MIATPUMYOUMMU 3aX0faMun. PEKOMEHLYETLCA NMPOBOANTHU
MOHITOpUHr EKI™ y BMMNaaKy nepefo3yBaHHs Y MaLieHTIB 3i CEPLEBOKD HEAOCTATHICTHO i3 3aCTiHUMK aBuWammn/6pagiapuTmiamn, y NauieHTiB, aKi NpUAMaroTb
CYNYTHI NiKapCbKi 3ac06u, L0 NOA0BXYHTh iHTepBan QT, abo y nauieHTIB 3i 3MiHeHM MeTab0oNi3MOM, HANPUKag Yepes nopyLUeHHs PYHKLIT MeYiHKN.

Mo6iuHi peakuii.

Mo6iuHi peakuii ecuuTanonpamy 3a3Buyaii € MUHYLLMMU Ta He3HaYHUMWU. BOHM crniocTepiratoTbCs MPOTArOM MEepLLOro-ApYroro TUXKHA NiKyBaHHA Ta MOCTYMNoBo
3HMKaKTb Yy Mipy oAayXaHHs nauieHTa. [Mo6GiYHI peakuil, XapakTepHi and Bcix npenapaTiB knacy CI33C Ta ecuyuTanonpamy, SKi crnocTepiraincb Yy
nnaweb0-KOHTPONLOBAHUX AOCAIIKEHHAX Ta NP MeAUYHOMY 3aCTOCYBaHHI, NepenivyeHi 3a cuctemamu opraHis. YacToTy NposiBiB B3ATO 3 KAIHIYHUX JOCNIAXKEHD,
He BigKOpuUroeaHux 3a nnaue6o. Knacugikayis yactotu: gyxe vacto (=1/10), yacTto (=1/100 - <1/10), HeuvacTo (=1/1000 - <1/100), pigko (=1/10000 - <1/1000),
Ayxe pigko (£1/10000), yactoTta HeBigoMa (He MOXXHa BU3HAUYNTY 33 HAsBHUMM JaHUMK).

3 60Ky cMCTeMM KpoBi Ta NiMmpaTUYHOI CUCTEMU: HacTOTa HeBiJoMa — TPOMOOLUTOMEHIS.

3 60Ky IMyHHOT CMCTEMM: PiAKO — aHaMINaKTUYHI peakLii.

3 60Ky eHAO0KPUHHOT CUCTEMM: YacToTa HeBioMa — NOPYLLEHHS CeKpeLlil aHTUAIYPETUYHOIO rOPMOHY.

Po3naay xapyyBaHHA Ta 00MiHY PEYOBMH: YACTO — 3HMXKEHHS ab0 MOCUNEHHS aneTUTy, 36i/bLLUeHHA MacK Tina; HeYacTo — 3MeHLUEeHHSA MacK Tifa; YacToTa HeBifoma
— rinoHaTpiemisi, aHoOpeKcis2.

McuxivHi po3nagu: 4acTo — TPMBOra, HECMOKIA, aHOMasIbHI CHU, 3HVKEeHHS Nibifo, aHoprasmis (Y XKiHOK); HeYacTO — CKPeroTiHHA 3y6amu nif yac CHy, 30yAKeHHS,
3HEPBOBAHICTb, MaHiYHI HanagW, ChNyTaHICTb CBIAOMOCTI; PiAKO — arpecis, AenepcoHanisauis, rajlouuHalii; Yactota HeBigoMa —  cyiunaanibHe MUCNEHHS Ta
nosefiHkal, maHis.

3 60Ky HEpPBOBOI CUCTEMU: YacTO — 6E3COHHSA, COH/IMBICTb, 3aMamMOpPOYEHHS, NapecTesisd, TPeMOP; HEYaCTO — MOPYLUEHHSA CMaKy, NOPYLUEHHS CHY, HEMPUTOMHICTb;
Pi[IKO — CEPOTOHIHOBWIA CUHAPOM; YACTOTa HEBIOMA — [AWCKiHE3is, PyXOBi po3naau, Cy10MM1, aKaTU3i/NCUXOMOTOPHA HAaNpPYXXeHICTL2.

3 60Ky opraHis 30py: HEYaCTO — PO3LUMPEHHS 3iHMLI, 3aTyMaHEHHS 30pY.

3 60Ky opraHis CNnyxy: HeYacTo — A3BiH y Byxax.

3 60Ky CepLeBo-CyAVHHOT CUCTEMU: HeYacTo — TaxikapAia; pifKo — bpaavKapiis; YacToTa HeBigomMa — apuTMIA LLTYHOUKIB, BKIHOYAKOUM LLUYHOUKOBY TaxiKapaito
Tuny torsade de pointes, No40BXeHHSA iHTepBasly QT Ha efleKTpokapAiorpaMi, OpTocTaTUyHa rinoTeH3is.

3 60Ky AnxaNbHOI CUCTEMM: YaCTO — CUHYCUT, NO3iXaHHSA; HeYacTo — HOCOBA KPOBOTeYa.

3 O60Ky TpaBHOI CUCTEMM: [y>Ke 4aCTO — HY[O0Ta; 4acTo — Aiapes, 3anop, 6/H0BaHHA, CyXICTb Y POTi; HEYACTO — LUTYHKOBO-KMLLKOBI KPOBOTeYi (Y TOMY YuCni
PeKTasbHI).



3 60Ky MeyiHKM Ta »O0BYOBMBISHUX LUNAXIB: YaCTOTa HEBILOMA — FenaTuT, BIAXWIEHHS Bif HOPMU pPe3yNibTaTiB TECTY Ha (DYHKLIOHA/IbHICTb MEYiHKM.

3 60Ky LWKipy Ta MigWKIPHOT KNITKOBUHW: 4YacTO — MOCU/IEHEe MOTOBWAINEHHS; HEYacTO — KPOMWB’AHKA, BUCUMAHHS Ha LUKipi, 06N1CIHHA, CBepOIXK; YacToTa
HeBiZjOMa — €KXiMO03, aHrOHEBPOTUYHUIA HAOPSAK, CUHLI.

3 60Ky CKeneTHO-M’5S30B0T CUCTEMU: 4acTO — apTpasris, Miaris.

3 60Ky HUPOK Ta CeY0oBUBILHMX LLNAXIB: YaCcTOTa HEBILOMA — 3aTPMMKA CEHOBUMYCKaHHS.

3 60Ky penpofyKTWBHOI CUCTEMU Ta TPYAHUX 3a7103: YacTo — PO3NaAv eakynauii, IMNOTeHLis; HeYacTo — MaTKOBI KpOBOTeYl, MeHoparia (KiHKM); yactoTa
HeBifOMa — rasiaktopes, npianiam (40/10BiKK), NiCNANOMN0rOBI KPOBOTEU.

3arasibHi po3nagu: 4acTo — BTOMa, Mipekcis; HewacTo — HabpsK.

1B|/|na,u,K|/| cyiumaanbHMX AyMOK abo MnoBefiHKM crocTepiranmca nig yac Tepanii ecumtanonpamom abo Bigpasdy Micns NPUMUHEHHS NikyBaHHSA (AWB. po3ain «Oco6nmMBoCTI
3aCTOCYBAHHA»).

2I'Ipo Ui peakuii 6ynm noigomneHHs ana knacy CI133C.

"Leit nposs 3apeecTpoBaHMii Ans TepanesTuuHoro knacy CI33C/CI33CH (amB. po3ainu «Ocob6AMBOCTI 3aCTOCYBaHHS», «3aCTOCYBaHHS Y Mepiof BariTHOCTi abo rodyBaHHs

rpyaato»).
36inbLUeHHs iHTepBany OT

Mpo Bunaaku 36inblUeHHs iHTepBany QT Ta apuTMIO LUIYHOYKIB, BKIOYatoum torsade de pointes, MOBIAOMASNM NPOTArOM MicNspeecTpauiiiHoro nepioay,
rO/IOBHMM YMHOM Yy MaLiEHTIB XKIHOYOT CTaTi 3 FiNOKa/IIEMIED UM 3 YXKE iICHYHOUMM 36iNbLUEHHAM iHTepBany QT abo 3 iHLWUMK cepLeBMMUN XBOPOGaMM.

EchekTn Knacy npenapaTis

EnigemionoriyHi fgocnimkeHHs, SKi rofloBHAM YMHOM NPOBOAUIUCS 3a YYaCTHO MauieHTiB BiKOM Bif 50 pokiB, NPOAEMOHCTPYBa/IN MNifABULLEHNIA PUNK
nepenomiB KiCTOK y nauieHTiB, ki npuimann CI33C Ta TpULUMKNiYHI aHTUaenpecaHT. MexaHi3m, Wo Npu3BoAUTb 40 TaKOro pusunky, 4oTenep HeBiLOMMIA.
CvMOTOMM BiAMIHM

MpunuHeHHs npuiiomy CI33C/CI33HC, ocobnnBo panToBe, YacTo NPU3BOAWUTL A0 CUMMTOMIB BigMiHW. HaliuacTiwe nosigoMnsnvM Npo Taki peakuil:
3anaMopOYeHHs, NOpPYLUEeHHS PYHKLM opraHiB YyTTs (napecTtesis Ta Big4yTTs e/eKTPOLLOKY), po3/1aaun CHY (30Kpema 6e3COHHSA Ta HECMOKIMHI CHK), 30y AXKeHHS abo
CTpax, 6nt0BaHHS Ta/abo HyaoTa, TPEMOP, CNYTaHICTb CBIAOMOCTI, NOCKIEHe MOTOBUAINEHHS, FONOBHWIA 6inb, Aiapes, NanbniTauis, eMouiiiHa HecTabinbHICTb,
ApaTiBAMBICTb | po3naan 30py. 3aranom Lji CUMNTOMM € CnabKi abo NOMipHI, 0OfHaK Yy AeAKUX NaLieHTiB BOHU MOXYTb Oy TV TSXKKUMUK Ta/abo Tpuanmmun. Tomy npu
BiZICYTHOCTI NOTPetM y NPOLOBXKEHHI NiKYyBaHHA ecLMUTaIoNpamMoM NpUinom npenapary cnif, 060B’A3KOBO MPUMNUHATM LLISXOM NOCTYMOBOMO 3HVXKEHHS LO3W.
MoBigOMIEHHS NMPO Nigo3ptoBaHi NobiyHI peakLii. MoBigoMneHHA NPo Nifo3proBaHi NOGIYHI peakuil y nepiof Nicns peectpayii NnpenapaTy € BaXX/MBUM 3aX0/0M.
BoHM [aloTb 3MOry npofOBXYBATW MOHITOPUHI CMiBBIAHOLUEHHA KOPWUCTL/PU3NK MPW 3aCTOCYBaHHI [aHOr0 Nikapcbkoro 3acoby. MeguuyHum npauiBHUKaM
Heo6XiHO NOBIZOMAATU NPO BUNALKM BYAb-AKUX NOGIYHMX peakLiil 3a LOMOMOro CUCTEMU (hapMakKoHarnsgy YKpaiHu.

TepMiH NpUAATHOCTI. 2 POKMK.

YMoBW 36epiraHHsi. 36epirati npy Temnepatypi He Bulle 25 °C B opuriHabHIN ynakoBLi B HEAOCTYNMHOMY ANs AiTei micLi.
YnakoBKa. o 10 Tabnetok y 6nictepi, No 3 61icTepn y KapTOHHI KOpOO6L,.

KaTteropis Bignycky. 3a peLenTom.

Bupo6HMK.



1. Mepokemi NT[ (3aBog AZ)/Medochemie LTD (Factory AZ).
2. ®apmaueBTiw AHaniTiw SlabopaTtopiym AyiseH b.B./Farmaceutisch Analytisch Laboratorium Duiven B.V.

Micue3HaxopkeHHS BUPOOHMKaA Ta agpeca MicLs NPoBamMKeHHS A0ro 4isfibHOCTI.

1. 2 Mixaen Epakneoc Ctpit, Axnoc ATaHacioc IHgycTpianibHa 30Ha, Axunoc AtaHacioc, Jlimaccon, 4101, Kinp/ 2 Michael Erakleous Street, Agios Athanassios
Industrial Area, Agios Athanassios, Limassol, 4101, Cyprus.

2. Oisrpad 30, AyiseH, 6921 P/1, Higepnanau/Dijkgraaf 30, Duiven, 6921 RL, Netherlands.



