IHCTpYKIisi
IJIs1 MEIUYHOT 0 3aCTOCYBaHHS JIIKapChKOr0 3aco0y

EJII®OP

(ELIFORE)

Cknao:
ditoua pevosuHa: desvenlafaxine succinate;

1 TabneTKa MpPOJIOHTOBAHOI Ail MiCTUTH HeCBeHIapaKCUHY CYKIIMHAT B KiJIbKOCTi, €KBiBalleHTHiH
50 mr a6o 100 Mr mecBeHnadakCcuny;

donomidcHi peyo8uHU: 1IeTI0NI03a MikpokpucTaniyHa (Avicel PH102), nemtono3a MiKpoKpucTajiyHa
(Avicel PH105), Tanek, MarHito creapar, rimpomeno3a 2208, 100000 CR; gns tabnetok mo 100 mr:
Opadry® II, 85F94527 (coupT HOJiBiHiOBYH, MaKporo, tutady miokcup (E 171), tanek, FD&C
Yellow #6/Sunset Yellow FCF Aluminum Lake (E 110), 3aniza okcup uepsouuii (E 172)); mist
TabJIeTOK 110

50 mr: Opadry® II, 85F94487 (cnupT moiBiHiNOBHI, Makporo, TuTany giokcup (E 171), Tansk,
3amiza okcup xkoBtui (E 172), 3amisza okcup uepBonuii (E 172)).

JIikapcbka ¢opma. TabmeTKu MPOIOHTOBAHOI [ii.
OcHo8HI (pi3uKko-xiMiyHI 81acMuBOCMi:

mabaemku no 50 me: CBiTIIO-POKEBi KBafipaTHi TabeTKH, BKPUTI IJIIBKOBOIO 000JI0HKOIO, 3
TUCHEeHHSM «W» Hapg «50» Ha IIJIOCKi¥ CTOPOHI Ta y BUTISAMIL MTipaMigu 3 iHIIOI CTOPOHY;

mabaemku no 100 me: yepBOHYBATO-OPAHXKEBI KBafipaTHi TaOIeTKY, BKPUTI MITiBKOBOIO
000710HKO10, 3 TUCHEHHSIM «W» Ham «100» Ha IJIOCKi¥M CTOPOHI Ta y BUTIAMIL IMipaMigy 3 iHIIOI
CTOPOHHU.

®dapmakorepaneBTHYHa rpyna. AarunenpecanTtu. Kog ATX NO6GA X23.

dPapmako102iuHi 8 1acmueocmi.
dapmakoOuHamika.

TouHUM MexaHi3M aHTUOENIPECUBHOI [Iil mecBeHNnadaKCUHY HEBiGOMUM, ONHAK € MPUIYILIEeHHS, 110 BiH
II0B’I3aHUY 3 NTOTEHI[II0BaHHAM CEPOTOHIHY Ta HOpaJpeHaliHy B LleHTpasbHi¥ HEPBOBiY CUCTEMI 3a
IOIIOMOT 010 iHTi0yBaHHS 1X 3BOPOTHOTO 3axomjieHHs. [IoKIiHIYHI JoCIiIKeHHS TPOIeMOHCTPYBaJIH,
1110 fecBeHMadaKCUH € TIOTYKHUM i CeJIEKTUBHUM iHTiOiTOPOM 3BOPOTHOTO 3aXOIJIEHHS CEPOTOHIHY



Ta HopapapeHaniny (I33CH).

IecBeHnnadakCUH He BUSIBJIAB BUPaXKeHOI CIIOPigHEHOCTI 7o OaraThoX pelenTopiB, y TOMy YHUCIIi
MyCKapuHO-X0JIiHepriuynux, H,-ricTaMiHepriuaux abo a,-afipeHepriYHuX pelenTopis in vitro.
IecBennathakCUH TaKOXK He ITPOSIBIISIB YiTKO BUPaXKEHOI aKTUBHOCTI SIK iHTi0iTOP MOHOAMiHOKCHIA3H1
(MAO).

dapmaxoKiHemuxka.

dapMaKOKiHETHKa OJHOPa30BOl 003M AeCBeHNTahaKCUHY € JiHIMHOIO i J0303aIeKHOI0 B [iana3oHi 703
Big 50 Mr mo 600 mr (1o B 1-12 pa3siB Oinbiile 3a peKOMeHI0BaHY 3aTBEPAKEHY N03y) Ha mo6y. [Ipu
3aCTOCyBaHHI OMH pa3 Ha 700y piBHOBaxkKHa KOHIIEHTpAIlis y MJIa3Mi I0CATaEThCS IPOTATOM
npu6bnu3Ho 4-5 gHiB. Y piBHOBaXHiM KOHIIEHTpAllil HAKONWYeHHS 0araTopa3oBUX 03
necBeHnadakCUHY € JiHIMHUM i TepenfayyBaHuM, 3 OTJIAAY Ha papMaKOKiHETUYHUYN POk
OTHOPA30BO1 [T03H.

BcMokTyBaHHA
Ab6cormioTHa GiomocTynHicTs Emnidopy micisa mepopanabHOT0 3aCTOCYBaHHS CTAHOBUTH 0113bK0 80 %.
Bnaue nputiomy idxci

BxuBaHHA 1Xi 3 BuCOKUM BMicToM kupy (Bim 800 mo 1000 Kinokasnopiii) mpru3BOAKUIIO [0 30iNbIIEeHHS
Cax B€CBeHTTadaxkcuny npubau3Ho Ha 16 % i He BunuBasno Ha AUC.

Posnmonin

006’eM po3srmopiny mecBeHnadakCUHY B PiBHOBaXKHilM KOHIIEHTPAIll CTaHOBUTD 3,4 JI/KT. 3B’sI3yBaHHS
necBeHnadakcuny 3 6inkamMu mi1a3Mu cTaHoBUTH 30 % i He 3a/IeXKUTh Biff KOHIIEHTPaIlil TiKapChKOTo
3aco0y.

Bupenenusa
MeTaboJizm

IecBennadakcul Hacamrepen MeTaboIi3yeThCS IUISTXOM KOH orallil [oocepegkoBaHol i3odhopMamu
ypunpuH-5-gudocdaty (YI®)] i MeHIIo0 Mipoio yepe3 okucioBanbaui Metabomnizm. CYP3A4 Gepe
y4acTb B OKHMCITIOBaJIbHOMY MeTabosmi3Mi (N-memMeTunnoBaHHs) gecBernadpakcuny. Metabomiuaui
migx CYP2DG6 He 3apisinuil. ®apMaKoKiHeTHKa fAecBeHnadakcuHy Oyia CX0KO0I0 ¥ MallieHTiB i3
IIOBiILHUM Ta IMIBUOKKUM MeTabomizmoMm CYP2D6.

BuodineHHsa

[TpubnusHo 45 % necBeHnadakCUHy BULIIAETLCA Y HE3MIHEHOMY BUTJTISAML 3 Ce4el0 MIPOTATOM

72 TOOUH Micyg nepopanbHoro npuiiomy. [Ipubnusso 19 % BBemeHOI 403U BUBOOUTLCS Y BUTTIALI
TJIIOKYPOHITHOTO MeTabomiTy i < 5 % - y BUIIsAAi okucoBanbHoro Mmetabority (N,O-
oupecMeTuNnBeHnadakCrH) i3 ceyero.

3aCTOC§ZBaHH${ HalieHTaM 0COOIHBUX rpyn

He cmocTepiranucs KiiHiYHO 3HAYYIIi BiGMIiHHOCTI eKCro3uilii mecBeHIagpakCUHy 3a7eKHO Bif
PAcoBOI MPUHAJIEXKHOCTI (Y IIpeICTaBHUKIB €BPOIEOINHOI, HETPOITHOI pacu abo TaTHHOAMEePHUKAHIIIB).



MocaidxceHHA in vitro

3rigHO 3 JAHUMH, OTPUMAaHUMU in Vitro, 049iKyeThCs, 0 IpenapaTy, SKi IPUTHIUYIOTE i30pepMeHTH
CYP 1A1, 1A2, 2A6, 2D6, 2C8, 2C9, 2C19 ta 2E1, He MaTUMyTh iCTOTHOI'O BIIJIUBY Ha
(dhapMakoKiHeTUYHUM IPOQinb fecBeHTahaKCUHY.

IecBennadakcuH He npurHiuye isobpepmentu CYP1A2, 2A6, 2C8, 2C9, 2C19 CYP2D6 a6o CYP3A4.
Takox pmecBeHnadakcuH He € iHOyKTOpoM CYP3A4.

IecBennadpakcut He € cybcTpaToM abo iHribiTopoMm TpaHcmoprepa P-raikomporeiny (P-gp).

KniniyHi xapaKTepHCTHKH.
Iloka3aHnHs.

JIikyBaHHS BEJIUKOTO OempecuBHOro po3nany (BIIP) y mopocnux.

IIpomunoka3aHHsA.

- [TinBuileHa YyTNUBICTL [0 AecBeHnadakCUHY CyKLIMHATY, BeHnadaKCUHy rinpoxaopuny abo mo
Oymb-sIKUX OOTIOMiXKHUX PEYOBUH Yy CKiafi npemnapaty Emidop.

- OpHoyacHe 3acTocyBaHHS iHTi6iTOpiB MAO, pu3HaYeHUX [AJIS JTiKyBaHHS IICUXIYHUX
po3napiB, abo X 3aCTOCYBaHHS IPOTSATOM 7 OHIB IMicig IPUNUHEHHS NiKyBaHHS Enidopom.
3actocyBanHs Enidpopy nporsarom 14 puiB micns Bigminu iHri6itopis MAO, npusHaueHUX AJis
JIIKyBaHHS IICUXIYHUX PO3JafiB.

- OpHouacHe nikyBaHH4 iHribiTopamMmu MAO, TakuMH K J1iHE3051i7, abo BHyTPIlIHbOBEHHA
Teparis MEeTUJIEHOBUM CHHIM.

B3aemodin 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemodili.

JIikapchbKi 3aco0H, sIKi MaloTh KIiHiYHO BaxK1uBi B3aemonii 3 Exidopom

IaridoiTropu monoaminokcuma3u (MAQ), Taki Ik ceJerinid, TpaHiNIUIPOMiH, i30KapOOKCa3uf,
dbeHen3uH, niHe30J1i, MeTUIEHOBUM CHHIH.

OpHOYacHe 3aCTOCYBaHHS CEeJIEeKTUBHUX iHTIOITOPIB 3BOPOTHOTO 3axomeHHs cepoToHiny (CI33C) ta
iHri6iTOPiB 3BOPOTHOTO 3aXOIJIEHHS CepOTOHiIHY Ta HopagpeHaniny (I33CH), BkmiouHo 3 Emidopowm, 3
inri6itopamu MAO mifgBuIyEe PU3UK PO3BUTKY CEPOTOHIHOBOT'O CUHAPOMY (muB. «Croci6
3aCTOCYBaHHS Ta 03u», «[IpoTunokasanHs» «OcobIUBOCTI 3aCTOCYBAHHSI»).

Inmri ceporoninepriuni 3aco6wu, Taki K iHui CI33C, [33CH, Tpuntanu, TpULUKIIIYHI
aHTHUJeNpecaHTy, GeHTaHiN, penapaTH MliTio, Tpamanon, 6ycmipoH, ambeTaMiny,
TpunTodax i 3BipoOi.

OpHovacHe 3acTtocyBaHHS Emidopy 3 iHIIMMU CepOTOHIHEPTiYHUMY 3aco0aMy MiBUIIYE PU3UK



PO3BUTKY CEPOTOHIHOBOTO CHHIPOMY.

HeoOxifgHUY KOHTPOJIb CUMIITOMIB CEPOTOHIHOBOTO CUHAPOMY Y Pa3i OHHOYACHOTO 3aCTOCYBAHHSA
Enidopy 3 inmumu 3acobaMu, SKi MOXKYTh BIUIMHYTH Ha CUCTEMHU CEPOTOHIHEPTiYHUX
HerpoMeniaTopiB. Y pa3i po3BUTKY CEPOTOHIHOBOT'O CHHAPOMY PO3TJISIHYTH HEOOXigHICTh
IpUNUHeHH NiKyBaHHS Emidopom Ta/abo cymyTHiMU cepoTOHiHEpPriYHUMY 3aco0aMu (OUB.
«Oc06IMBOCTI 3aCTOCYBaHHS»).

IIpenapaTH, 110 BIUIMBAIOTh Ha reMOCTa3, ¥ TOMY YHCJIi HECTEPOIAHI TpoTU3amnaibHi 3acobu
(HTI3IT), acnipus i BapdapuH Ta iHIIi.

OpuoyacHe 3acTtocyBaHHS Enidopy 3 aHTUTpOMOOIIMTapHUMY a00 aHTUKOATyJITHTHUME 3acobaMu
IiABUINYE PU3UK KpoBoTedi. Lle Moxke OyTu 3yMOB/IeHe BILJIMBOM JIiKapCchKoro 3acoby Emidop Ha
BUBIJIbHEHHSI CEPOTOHIHY TPOMOOLUTAMHU.

HeoOxiguuii peTenbHUY HATJIAM 3a MAlliEHTaMHU, SIKi OTPHMYIOTh aHTUTPOMOOIUTapHi abo
AHTHKOATYJISTHTHI 3aco0u, 100 MOSIBY KPOBOTEYi IIifl Yac mo4aTKy abo MpUIMHEHHS JTiKyBaHHS
Enidpopom (guB. «OcoGIUBOCTI 3aCTOCYBaHHS»).

IIpenapaTtH, siKi nepeBa:kHo MeTa0o01i3y0ThCcsas CYP2DG6, Taki 9K me3unpaMid, aTOMOKCETHH,
nekctpoMeTtopdaH, MeTOIposioi, HebiBoIo, TeppeHa3nH, TOITEPOAHH.

OpnouacHe 3actocyBaHHSA Emnidopy mipsumye C,,, Ta AUC npenapartiB, gKi IepeBakHO
meTabonisytorscs CYP2D6, 1m0 30inblrye pusuk TOKCUYHOCTI pemnapartis - cyoctpatis CYP2D6.

[Tpu omHOYacHOMY 3acTocyBaHHi 3 Emidopom y mo3i 100 Mr nmpenapaty, ki MeTab01i3yi0ThCA
CYP2D6, cnip npu3HavyaTy y 3BUYaNHIY YU MEHIIIi# I04aTKOBIX f03i. [J03y 11X IIpenaparTis
HeoOXiTHO 3MEHIIUTH HAIOJIOBUHY IIPU OMHOYAcHOMY 3acTocyBaHHi 3 400 mr Emidopy.

JIikapchKi 3ac00H, sIKi He MalOTh KIiHiYHO BaXK/IMBHX B3a€EMOi# 3 npenapatom Exidop

3a maHUMHU (PapMaKOKiHETUYHHUX OOCIIiIKeHb, KOPEKIIis 031 He MOTPiOHa Iyis TiKapChKUX 3aco0iB,
SKi mepeBakHO MeTabomi3yoTbcst CYP3A4 (manmpukiiaf, Miga3zonam), abo jJikapcbKux 3acobiB, sKi
MeTabomi3yoThcst o0oma izodhepmenTamu CYP2D6 ta CYP3A4 (Hampukiiaf, TaMOKCU]EH,
apuIinpas3on), y pa3i 0mHOYaCHOro 3acTocyBaHHs 3 EmidbopoM (muB. «dapMaKoiorigHi BIaCTUBOCTI»).

AIKOroap

Enidop He 30inbiye CIPHYNHEHOT'0 €TAHOJIOM MTOPYIIEHHS IMICUXiYHUX i MOTOPHUX HaBU4OK. OHAK,
K 1 i yac IpuroMy IHIIKX IIpelnaparTis, 10 Ai0Th Ha [IeHTPaJbHy HEPBOBY CUCTEMY, ITallieHTaM CIIif
PEKOMeHAyBaTU YHUKATHU IIPUMOMY aJIKOTOJII0 IIif 9ac 3acTocyBaHHS Emidopy.

BriuB 1iKapCchbKOro 3aco0y Ha pe3yJIbTaTH JIa00PaTOPHHUX HOCTiIXKeHb

[ToBimomusiniocs PO XMOHO-TIO3UTUBHI iIMyHOJIOTiYHI CKPUHIHTOBI aHasi3u cedi Ha GeHIUKITIANH Ta
aMmdeTaMiH y alieHTiB, SKi 3aCTOCOBYIOTh JeCcBeHadakcuH. Lle moB’g3aH0 3 BiICYTHICTIO
cnenubivyHOCTi CKPUHIHT-TeCTiB. X1OHO-TO3UTUBHI pe3yIbTaTH aHajli3iB MOXHAa 0YiKyBaTH IIPOTATOM
[EeKiTbKOX [HIB MiC/Is NPpUNUHEHHS IpuioMy fecBeHnadakcuny. [linTBepaHi TeCTH, Taki K ra3oba
XxpoMaTorpadisi/Mac-ClIeKTPOMETPisi, MOXKYTh Bipi3HUTH AeCBeHIadaKCHH Bifl PeHIUKITIIAHY Ta
amdeTaMiHy.



Oco06.1ue8ocmi 3acmocyeaHHsi.

CylumpanbHi yMKH Ta IOBe[iHKa YV OiTel, MiAiTKiB i MOTOOUX JIioaen

[TaienTy 3 BIP, sK mopocii, Taxk i OiTy, He3aaekHOo Bifi TOro, 3aCTOCOBYIOTh BOHU aHTUENIPECAHTHU
YU Hi, MOXYTb 3ITKHYTHUCS 3 TIOCUJIEHHSM [ielIpecii, BAHUKHEeHHAM CYillMOanbHUX ifeil i MoBemiHKu
(cyimupanbHOCTi) ab0 He3BMYaMHUMU 3MiHaMU Y MTOBEIHIT, i el pu3uK MoxKe 30epiratucs o
HaCTaHHS CTiiKOl pemicil. BimoMo, 1110 gemnpecis Ta AesKi iHIm ncuxiyHi po3nagu € pakTopamMu
pU3KKy caMory6CTBa; caMi IIi po3/nafu € Horo YiTKUMU epeaBicHuKamMu. OgHaK aHTUAEIPEeCAHTH
MOXKYTb BiflirpaBaTyl I€BHY POJIb Y IIOCUJIEHH] iempecil Ta MOosBi CYIIUAaIbHOCTI Y AeSKUX Malli€HTIB
Ha paHHIX eTanax JIikyBaHHS. Y3arajgbHeHi aHalli3¥ KOPOTKOCTPOKOBHUX IJIalie00-KOHTPOILOBaHUX
nocnigxeHnb aHTupenpecanTiB (CI33C Ta iHIINX) IPOAEMOHCTPYBaIY, IO 1i IpenapaTy MifABUIIYIOTh
PHU3UK CYillUJanbHUX TYMOK i MOBeMiHKY (CYiIMOanbHOCTI) V OiTeH, MimmiTKiB i Monogux moaen (BikoM
Big 18 mo 24 pokiB) 3 B]IP Ta iHmmMu ncuxivHuMH po3nagaMu. KOpOTKOCTPOKOBI JOCTIIXKEeHHS He
TI0Ka3yIoTh 30i/bIIEHHST PU3UKY CYIIMIAIBHOCTI i Yac MpuioMy aHTHUIETPECAHTIB IIOPIiBHSHO 3
nanebo y JoOpociux BiKOM Bif 24 pOKiB; CIIOCTepiranocs 3HUKEHHS PU3UKY CYIlMAanbHOCTI mif 9ac
IPUHOMY aHTHIEIIPECAHTIB MTOPIBHSAHO 3 IJjanebo y JOpOCIuX BiKOM Bif 65 poOKiB.

O0’enHaHuit aHai3 manebo-KOHTPOIbOBAaHUX AOCTiAkKEHb, IPOBEIeHNX 3a y4acTIo OiTel Ta
nigniTkiB 3 BIIP, o6cecuBHO-KOMIyTbCUBHUMHU po3nafaMu (OKP) abo iHIIUMY ICUXIYHUMHA
po3mafaMu, BKIII0YaB 3araiaoM 24 KOPOTKOCTPOKOBHUX AOCHIAKEeHHS 9 aHTHEePEeCaHTiB 3 y4acTIO
6inbin Hik 4400 marienTi. O0'emHYBaHUYN aHaIi3 MIae00-KOHTPOILOBAHUX MOCITIIKEHb,
IIPOBEJIEHUX 3a y4acTio fopociux 3 BIIP abo inmuMu ncuxivyHUMY po3jlagaMy, BKIIIOYaB 3arajioM
295 KOPOTKOCTPOKOBUX JOCHIiAKEHb (CepemHs TPUBaIICTh 2 Micsni) 11 aHTUAENPeCcaHTiB 3 y4acTIO
6inpbin Hik 77 000 nauienTiB. Cioctepiranucs 3HaYHi BiTMiHHOCTI IIO0 PU3UKY CYIMAaNIbHOCTI MiK
IperapaTaMy, OOHAK 3 TeHEHIN€EI0 10 30ibIneHHs Y OibIl MOJIOAUX TAlliEHTIB IPU 3aCTOCYBaHHI
MalixKe yCixX DOCiXKyBaHUX IIpenapariB. CrocTepiranucs BigMiHHOCTI aOCOTIOTHOTO PU3UKY
CyluMIanbHOCTI IPU 3aCTOCYBaHHI 3a Pi3HUMU TOKa3aHHSIMU; HAaWBUIIUY PiBEHb CIIOCTEPIraBcd npu
BIP. [IpoTe BigMiHHOCTI y PU3UKY (IIpenapaTyu NOPiBHSAHO 3 11ale60) Oyiau BiTHOCHO CTabimbHUMH Y
BIKOBUX I'pyIlax i Ipu pi3HUX OKa3aHHSAX.

LIi BimMiHHOCTI y pU3uKy (pi3HUIS MiXK IpenapaTaMu Ta Ianebo0 B KiTbKOCTi BUIAOKiB
cyiuupganbHocTi Ha 1000 maiieHTiB, SKi OTpUMyBasH JIiKyBaHHS) HaBeOeHO B TaOIUIl HUKYeE.

BikoBuit Pi3HuIlg MiX IIpemnapaTtaMu i manebo 3a KibKiCTi0 BUNIAAKiB CYI[UAaIbHOCTI Ha
niana3oH 1000 mari€eHTiB, Ki OTPUMYBAJIU JIiKyBaHHS
[TigBUIIeHHS IOPIBHSHO 3 myaredo
<18 14 momaTKOBUX BUIIANKiB
18-24 5 DOJaTKOBUX BUIIAMIKIB
SHUKEHHS ITOPIBHSHO 3 m1aebo
25-64 Ha 1 Bumagox MeHIIe
=065 Ha 6 BUIaOKiB MeHIIIe

Y XKopgHOMY 3 IefiaTpUYHUX [OCTigXKeHb caMoryOCcTB He cTanocs. CrocTepiranucs camoryocraa y
IOCTiIKEHHSX 3a Y4aCTIO JOPOCIINX, aje KilbKicTh OyJla HefOCTaTHLOM I1isl OyOb-IKOT'0 BUCHOBKY
IIPO BIUIMB IIperapaTiB Ha caMoryobCcTBa.

HeBimomo, 41 MOMKPIOETHCS PU3KK CYIIMAANIbHOCTI Ha TPUBaJe 3aCTOCYBaHHS, TOOTO HOBIIE 3a
KinbKa MicsniB. OfHAaK, 3TigHO 3 JaHUMHU I11a1e60-KOHTPOJILOBAHUX MOCTIIXKEHb 3 y4aCTI0 JOPOCIUX
IIalll€HTIB 3 [eNpecCi€ro, € iICTOTHI OKa3U TOT0, 10 3aCTOCYBaHHSI aHTHUAEIIPECaHTiB MOXe BiK/IacTU
penunus gemnpecii. CTaH ycix mami€HTiB, siKi IPOXoasTh JIiIKyBaHHSI aHTHAENIpeCaHTaMH4 3a



OyIb-sIKMMH NMOKa3aHHSIMH, CJIil HaJIe2KHHM YHHOM KOHTPOJIIOBATH Ta CIOCTepiraTu 3a
KJIiHIYHMM NOTipImIeHHsIM, CYIIIHIAIbHICTIO Ta HE3BUYHUMH 3MiHaMH Y IMOBEiHIIi,
0C00/IMBO IIiJ] YacC MepIux KiTbKox MicsALiB Kypcy JIiKyBaHHsI a0o0 mij 4ac 3MiHH 103U
(30inbHICeHHS a00 3HHKEHHS).

TpuBoXKHICTh, 30yAKeHHS, TaHiYHI aTaku, 6€3COHHS, APATiBIUBICTh, BOPOKICTh, arPECUBHICTD,
iMIIyTECUBHICTH, aKaTHU3is (ICUXOMOTOPHE 3aHENIOKOEHHS), TilOMaHis Ta MaHis OyIu 3apeecTpoBaHi y
LOOPOCIUX Ta HiTeH, Ki 3aCTOCOBYBa/IM aHTUAENPECAHTH [Jid JIiKyBaHHA BIIP, a TakK0X 3a IHIIUMU
[IOKa3aHHIMHU, [ICUXIaTPUYHUMU Ta HENCUXIaTPUUYHUMU. X04a IIPUUYMHHO-HACIIIAKOBOTO 3B’ 43Ky MiX
II0SIBOIO TAKWX CUMIITOMIB i TOCUJIEHHSIM fenpecil Ta/abo BUHUKHEHHSM CYilluAaTbHUAX iMITyIbCiB
BCTAHOBJIEHO He 0yI10, iCHYIOTh TOOOIOBAHHS, 110 TaKi CUMIITOMU MOXYTh OyTH ITIePeTyMOBOIO
BUHUKHEHHS CyIIMIaTbHOCTI.

Crig po3rnsgaTtl 3MiHy TepaleBTUYHOI CXeMHM, BK/II0Yal0Yy MOXKIIMBY BiIMiHY 3aCTOCYBaHHS
mpernapary, OIS MallieHTiB, Jenpecis SKUX MOCTIHHO IOCUITIOETECS ab0 Y SKMX BUHHUKAE
CylMOanbHICTh UM CUMIITOMH, SIKi MOXKYTh OyTH IepeaBiCHUKaMU IIOCUJIeHHS memnpecii abo
CyllMaanbHOCTI, 0COONIMBO SKIIO 1Ii CUMIITOMHU € TSIXKKMMH, 3 Pi3KUM 1T0YaTKoOM abo He
CIIOCTepirajucy y naijieHnTa [0 JIiKyBaHHA.

Ao 6yn0 MPpUUHSTO PillleHHS MPUNMHUTY JIiKyBaHHS, IpenapaT CIIifl BigMiHITH IIOCTYIIOBO,
3HUKYIOYH 03y TaK IIBUIKO, K IIe MOXKJIMBO, ajie BPaxoByI04H, 110 Pi3Ke MPUNMHEHHS MOXKe OyTH
II0B’513aHO 3 IEBHUMHU cUMNITOMaMu (muB. «Crmocib 3acTocyBaHHS Ta [H03u» Ta «OCco6IUBOCTI
3aCTOCYBaHHS»).

Crig momepenxkaru ciM’l Ta MiK/TyBa/IbHHKIB Mali€HTIiB, sIKi 3aCTOCOBYIOTh aHTHAENPECAHTH
Ta NMPOXoaAaTh jJikyBaHHs BJIP a00 iHnminx 3axBopoBaHb, ICUXiYHUX Ta HEINICUXiYHHUX, IPO
HeoOXimHiCTh cmocTepiraT 3a mami€eHTaMH MO0 MOSIBH 30yI2KeHHsI, IPaTiBJIMBOCTI,
HEe3BMYHHUX 3MiH Yy OBeAiHIIi Ta iHIIUX CHMIITOMiB, OMHUCAaHUX BHUIIE, A TAKOXK IOSIBH
CyiIMIaILHOCTI i HeranHo MOBiTOMJISITH MPO TaKi CHMIOTOMH MeIHYHHUX MPaliBHHKIB.

Penientu Ha Emidop crnig BugaBaTy Ha HaMeHIIy KifTbKiCTh TabneToOK, HeoOXimHY [l HalleKHOT0
JiKyBaHHS TAIli€HTa, {00 3MEHIINTH PU3UK ITepefo3yBaHHS.

OO6cCTexXeHHS MAIliEHTIB 3 METOI0 BUSIBIEHHS OiIONISIPHOTO PO3TIamy

Emizon BIIP Moxe OyTu MepBiCHUM CUMIITOMOM OilosIsspHOT0 po3iady. BBaxkaeTbcs (xoda 1ie He
BCTAHOBJIEHO B KOHTPOJIbOBAHUX HOCIIAKEHHSIX), 10 JIIKyBaHHS TAKOTO eIi30Ay TiJIbKU
aHTUJeENpeCaHTaMy MOXe IIiBUIIyBaTU IMOBIPHICTh IPUCKOPEHHS 3MilllaHOI'0/MaHiaKaJIbHOI'0
eMi30M1y y Malli€HTiB 3 PU3UKOM PO3BUTKY OimonspHOro po3naay. Hesimomo, 4 0eMOHCTPYIOTh
ONIMCaHi BUllle CUMIITOMU IMOBIPHICTh IHOT'0 IPUCKOPEeHHS. OgHAaK [0 II04YaTKy JIiKyBaHHS
aHTHUeNPecaHTaMu CJIiJ] TPOBOOUTH HaJlekHe 00CTeXKEeHHS IMallieHTiB 3 CUMIITOMaMHu Jempecii mis
BHM3HAQUYEHHS, YU € Y HUX PU3UK OiMOISIPHOTO PO37afy; Take 06CTeKeHHs IIOBUHHO BKJTIOYATH
MOKJIagHUM NICUXiaTPUYHKY aHaMHe3, 30KpeMa HasiBHiCTh caMOTyOCTB y ciM’i, 6imonsapHUX po3yafiB i
nenpecii. Enidop He cnifg 3acTOCOBYBaTH AJIs JIiKyBaHHS OillOISIPHOI fempecii.

CepoTOHIHOBUM CUHIPOM

CenexTuBHi iHribiTOpK 3BOPOTHOrO 3axomieHHs cepoToHiHy (CI33C) Ta iHri6iTOpM 3BOPOTHOTO
3axOIJIEHHS CepPOTOHIHY Ta HopafgpeHaniny (I33CH), y Tomy uucni Enidop, 3maTtai cnpuanHuTH
CEpPOTOHIHOBUM CHHPOM, IIOTEHIIINHO HeOe3MeUHUN [JIS XKUTTS. PU3UK MigBUIIYETHCS y pasi



OTHOYACHOT'0 3aCTOCYBAHHS 3 iHIIMMU CEPOTOHIHEPTiYHMMHU MIpenapaTaMu (y TOMY YHCIIi 3
TPUINITaHAMHU, TPUIUKIIYHUMY aHTUOENPecaHTaMu, PeHTaHiIoM, TiTieM, TpaMaf0JIOM, TPUIITO(PAHOM,
oycmipoHoM, amdeTamiHOM i MpemapaTaMu 3Bipo6o10) i mpemapaTtamMu, SKi 3HUXKYIOTh MeTa001i3aM
CEepOoTOHiHYy, 30KpeMa 3 iHribitopamu MAO (guB. «IIpoTHIOKa3aHHA», «B3aeMofia 3 iHIUMU
JiKapChKUMU 3acobaMu Ta iHIIi BUOM B3aeMofil»). CEepOTOHIHOBUY CHHAPOM TaK0XK MOXKEe BUHUKATHU
IIi Yac 3aCTOCYBaHHS LIMX IpelapaTiB OKPeMO.

CuMITOMYU CEPOTOHIHOBOI'O CHHAPOMY MOXKYTh BK/II0YaTH 3MiHU IICUXiYHOTO CTaHy (HallpUKIIaf,
30ymKeHHS, rajolyHallii, MapeHHs i KoMa), BeTreTaTuBHY HecTalilbHICTE (HampuKIIak, TaXikapmis,
KOJIMBaHHS apTepialbHOTO TUCKY, 3allaMOPOY€eHH S, IOTOBUOIIEHHS, MPUILINBY, TillepTepMis),
HEPBOBO-M SI30Bi IIPOSIBY (HAIIPHUKJIaM, TPEMOp, PUTIiNHICTh, MiOKJIOHYC, TineppedeKcis, IOpymeHHS
KOOPAMHAIIiI), CyIOMU Ta IUIYHKOBO-KUIIIKOBI IPOSIBY (HAMPUKIIAM, HyH0Ta, O/10BaHHS, iapes).

OpuouacHe 3acTtocyBaHHS Emidopy 3 inribitopamu MAO npoTtumnokasase. He ciin npusHavyaTu
Enidop namientam, ki mpoxomsTs AiKyBaHHS iHTiOiTopamMu MAO, TakuMHu $K JiiHe3071im abo
MEeTUJIEHOBUY CUHIN A1 BHYTPIIIHHOBEHHOI'0 3aCTOCYBaHHA. [I0BifOMIEHHS IPO 3aCTOCYBaHHS
METHUJIEHOBOTO CHHBOT'0 iHIMMMU Ccloco0aMu (HallpuKIlaf, IepopasibHi TabmeTku abo MicieBi iH’eKiril)
BifCyTHI. AKIo € HeoOXimHICTh MoYaTH JiKyBaHHS iHTiOiTopamMu MAO, TakuMHU SIK JIiHe30:ix abo
BHYTPIITHEOBEHHUY METUIIEHOBUY CHUHIM, MMAIliEHT IOBUHEH IPUNUHUTU 3aCTOCyBaHHS Emidopy oo
IIOYaTKY JikyBaHHs iHribiTopamu MAO (ouB. «IIpoTumoka3aHHs», «B3aemomis 3 iHIIuMuU
JiKapChKUMU 3aco0aMu Ta iHIIi BUAKM B3aEMOIiN»).

HeoOxigHe crocTepekeHHs 3a BCiMa MallieHTaMH, SIKi mpuiMalioTh Emidop, mogo BUHUKHEHHS
CEPOTOHIHOBOTO CUHAPOMY. Y pas3i MosiBU BUIE3raflaHUX CUMIITOMIB CJIif HeTalHO IPUIUHUTHI
nikyBaHHS EmidhopoM i 6yab-IKHMU CYIyTHIME CEPOTOHIHEPTiuHUME 3aco6aMu Ta po3MmodaTH
BifITIOBigHE CUMIITOMATHAYHEe JTiKyBaHHS. AKIO OfHOYACHE 3acTocyBaHHSA Emidopy 3 iHIIuMU
CEepOoTOHiHepriuHuMHU 3acobaMu KJTiHIYHO BUIIpaBOaHe, MallieHTiB CIifl mpoinGopMyBaTH IIPO
MigBUIIEHHS PU3UKY CEPOTOHIHOBOI0 CHHAPOMY Ta BiICTEeKYyBaTU CTaH MALi€HTIB AJId CBOEYACHOI0
BUSIBJIEHHS O3HAK CEPOTOHIHOBOTO CUHIPOMY.

[ligBuIlleHUN apTepialbHUNA TUCK

[TamienTy, ki oTpuMytoTh Emidhop, IOBUHHI perynsipHO KOHTPOJIIOBATH apTepiallbHUU TUCK, OCKIJIbKU
IiABUIIEHHS apTepiabHOT0 TUCKY CIIOCTEPIraaocs y KIIiHIYHUX JOCHifKeHHSIX (guB. «[To0iuni
peaxtrii»). [lo moyaTky nikyBaHHs EmidopoM ciif BCTaHOBUTH KOHTPOJIh HaJl TIOKa3HUKAMMU
apTepianbHOTO TUCKY Yy MAIlEHTIB 3 apTepialbHOIO rinepTeH3ie0 B aHaMHe3i. CIif JoTpuMyBaTUCh
00epexkHOCTI IPH JTiKyBaHHI XBOPHUX 3 YK€ HasSBHOIO apTepiarbHOIO TiepTeH3ier, cepreBo-
CYOIUHHUMM Ta 11epebpoBacKyISIPHUMHU PO3/1afilaMH, SKi MOXKYTh ITOCUIIOBATUCS 3 MigBUIIEHHSIM
apTepiasbHOr0 TUCKY. [I0BIIOMIIANIOCA PO BUNAAKHY IIiABUIIEHOI0 apTepiaJibHOT0 TUCKY, 110
BMMarajay HeralHOTo JIiKyBaHHS, IIiff 4ac 3acTocyBaHHs Emidopy.

CriliKe IiABUIIEHHS apTePiaJibHOTO TUCKY MOXKe MaT! HeCIpUAT/IUBI HAcIifaKu. [J1d Iali€HTiB, y
SIKUX BUHUKAE CTiliKe IigBUIEHHS apTepialbHOTO TUCKY Mif Yac npuiiomy Enidopy, cuim po3rnsuyTu
MOIIIBHICTE 3HUKEHHS 103U ab0 MpunuHeHHs Teparii (muB. «ITo6iuHi peaxirii»).

[TigBuIleHNY PU3UK KPOBOTEYi

[IpenapaTty, sKi IIepeIIKofXalTh IPUTHIYeHHIO 3BOPOTHOI'0 3aXO0IIJIEHHsI CEPOTOHIHY, Y TOMY YHCII

Enidop, 36inmpmryiors pu3uk KpoBoted. CI33C Ta I33CH MOXyTh 30iTbIIUTH PU3UK ITiCIISITIONOTOBUX



KPOBOTeY (IUB. «3aCTOCYyBaHHS y Iepiof BariTHOCTI abo rogyBaHHS Irpyanio» Ta «[1o0iuHi peakiii»).
CymyTHE 3aCTOCYBaHHS aCIipuHY, HECTEPOIIHUX MPOTH3aNaIbHUX NIpenaparTis, BapdapuHy Ta iHIINUX
AQHTUKOATY/ISTHTIB MOXKe 30iNbInyBaTH 110 He6e3neky. Onuc KIiHiYHUX BUMAOKIB Ta €IMMiAeMioIoTiyHi
OOCIiAXKEeHHS («BUNafOK-KOHTPOJIb» 1 KOTOPTHI OOCTIgXXKEeHH) IPOLEMOHCTPYBalIN 3B 130K
MiX 3aCTOCYBaHHSIM IIpeliaparTiB, gKi BIJINBAIOTh Ha 3BOPOTHE 3aXOIJIEHHS CEPOTOHIHY, 1
BUHUKHEHHSIM IIJTYHKOBO-KUIIIKOBOL KPOBOTeUi. Bunagku kpoBoTedi, nos’s13aHi 3 CI33C Ta
CI33CH, BapitoBanucs Bif €eKXiM03y, TeMaTOMH, HOCOBOI KPOBOTEUI i meTexil ;0 KPOBOTEU,
HeOe3nevHol I XKUTTS.

[TauieHTiB HE0OXigHO NMPOiHGOPMyBaTH PO PU3UK KPOBOTEYi, IIOB’I3aHUM i3 CyNyTHIM
3actocyBaHHSM Emnidopy Ta aHTUTPpOMOOIIMTAPHUX a00 aHTUKOATYITHTHUX IIpenapariB. JKImo
nalieHT npuiiMae BaphapuH, He0OXiTHO 3[ifCHIOBATU PETEJIbHE CIIOCTEPEKEHHS 3a ITOKa3HUKaMuU
KOaryJsiii mig gac mo4artky JIiKyBaHHS, TUTPyBaHHS a0o BigMminu Emidopy.

3aKpUTOKYTOBA TIayKoMa

Po3mupenHs 3iHUIb, SKe BUHUKAE IIifl 4Yac 3aCTOCYBaHHS 0araThoX aHTUAEIIPECAHTIB, BKII0Yal0un
Enidop, MoxKe CIpUUUHUTY TOCTPUIL Hallafl 3aKPUTOKYTOBOI IJIayKOMH Y TaIliEeHTa 3 aHATOMIYHO
BY3bKMMU KyTaMH, SKOMY He IIPOBOLUJIY KJTaCUUYHY ipugekToMito. CIIil yHUKaT! 3aCTOCYBaHHS
aHTHUIeNpecaHTiB, y ToMy uucii Enidopy, namientam 3 HeTiKOBaHUMY aHAaTOMIYHO By3bKUMU KyTaMH.

AxTuBalig Manii/rinoManii

Y Bcix mocmimxenusax ¢as3u 2 i pasu 3 BIIP mawnii crioctepiranucs mpubnusno y 0,02 % marrieHTis, ki
oTpuMyBanu Enidop. AKTHUBaLis MaHil/TimoMaHil criocTepiranacs TaKoX y HEBEJIUKOI KiTbKOCTI
MAIi€EHTIB 3 BEJIMKUM a(peKTUBHUM PO3JIafioM, SKi OTPUMYBAJIU iHII 3apeECTPOBaHi aHTUAEIIPECAHTH.
4k i Bci inmi anTunenpecantu, Enidop crifg 3acTocoByBaTH 3 00€peXKHICTIO IallieHTaM 3 MaHi€io abo
rinomaHi€ei B ocobucTtomy abo ciMeiHOMYy aHaMHe3i.

CHHOPOM BigMiHU

[To6iuHi peaxiiil micns BiIMiHU CEpOTOHIHEPTiUHUX aHTUETIPEeCaHTiB, 0COOIMBO PANTOBOI BiIMiHHY,
BKJ/TIOHAIOTh: HYOTY, MiTIUBICTh, UCHOPUYHUYN HACTPiM, ApaTiBNUBICTL, 30yIKEHHS,
3amaMOpOY€eHHs, PO3JIafAy YyT/IUBOCTI (HampuKIaz apecTesil, Taki K BiIUyTTS eJeKTPUYHOTO
CTPYMY), TPEMOp, TPUBOXKHICTb, CINTyTaHiCTh CBiJOMOCTi, TOJIOBHKM 0iflb, MIISIBiCTh, €MOLINHY
nabinpHiCTE, 6€3COHHS, TilOMaHilo, IIyM y ByXax i cynoMu (muB. po3pin «I1obigHi peaxiiii»).

ITig 9ac micmgpeecTpaniiHOro 3acTocyBaHHsA Eniopy Hagxogumy nMoBigoMIeHHS IIPO CEPUO3Hi
CHMIITOMH BigMiHU, IKi MOXKYTh OyTH 3aTSKHUMU Ta TSXKKUMHU. [1if yac 3meHImeHHs no3u Enidopy, y
TOMY YMCJIi IIiJl Yac MPUIIUHEHHS JiKyBaHHS, y MallieHTiB CIioCTepiranocs 3aBeplieHe caMory06CTBoO,
CyllMaasbHiI JyMKH Ta CEPUO3Ha arpecis (BK/II04ar4y BOPOXKiCTh, PO3JIIOYEHICTh Ta TOMIllAgaIbHi
OyMKH). [HIIT TOBiIOMIIEHHS Mif Yac MiCIspeeCTPaIiiHOro0 3aCTOCYBaHHS OMUCYIOTh 3MiHM 30Dy (Taki
K TIOPYILIEHHS YiTKOCTi 30py abo npobneMu 3 GOKyCyBaHHSM) Ta IMiABUIIEHHS apTepialbHOTO TUCKY
Ticyis IPUIMHEHHS Tepatii abo 3MeHIneHHS 103U Emidopy.

[Tig wac npunuHeHHs 3acTocyBaHHS Emiopy cinif cocTepiraTé 3a CTaHOM TAIli€HTIB.
PexoMeHOyeThCS TOCTYIIOBE 3HUKEHHS J03H, a He panToBe NPUIKMHEHHS IPUINOMY IIpenapary. Ko
iCyIs 3MEeHIIeHHS 0031 a0 Iic/s MpUNMHEHHS JIiIKYBaHHS BUHUKAIOTh HEIIEPEHOCUMi CUMIITOMH,
MOXKHa PO3TJISIHYTY HOLUIBHICTE BifHOBNIEeHHS npuiioMy Emidopy y paHime npusHadeHin 1o3i. 3rogom
JiKap MOXe MPOMIOBKYBATH 3HUKYBATH 03y, ajie OilbIll MOCTymoBo. [IesIKUM IallieHTaM CJIif
NIPUIUHATY JTKYBaHHS IPOTATOM KiTbKoX MicsiiiB (OuB. «Croci® 3aCTOCyBaHHS Ta [O3U»).



CynomHi Hallagu

Bunagku cygoMm Oyniy 3apeecTpoBaHi y mepegpeecTpaliiiux KniHigHuX gocnigxenHax Emidopy.
CucteMmuu ananis mii Enidbopy He mpoBomuIu y MallieHTiB 3 erminerncieto. IamienTy 3 cyqoMaMu B
aHaMHe3i 0y BUKJIIOYEH] 3 MepeapeecTpaliiHuX KIiHIYHIX HocigxkeHb. Emidop ciig npu3HavaTu 3
00ePeKHICTIO MalliEcHTaM 3 eIliJIemnciero.

[imoHaTpieMis

limoHaTpieMiss MOxKe BUHUKATH B pe3ynbrarTi JaikyBaHHSA CI33C i [33CH, y Tomy uuchi Enidhopom. ¥
OaraTbox BUIIQ[IKax TillOHATPiEMIis € pe3yabTaTOM CHHIPOMY HEBIfIIOBINHOI ceKpetii
aHTHU[iyPEeTUYHOTO TOPMOHY. Bumnaiku Kojii piBeHb HATPil0 CHPOBATKU KPOBi OyB HUXKYE

110 mMonb/m, He 3apeecTpoBaHi. ITallieHTH JTITHLOTO BiKY MalOTh OiNTbIINN PU3UK PO3BUTKY
rinoHaTpieMil mig yac nikyBarHs CI33C i I33CH. Kpim Toro, y marieHTiB, SKi 3aCTOCOBYIOTh CEYOTiHHI
3acobu, abo mpu merimpaTarii 3 iHIMX TPUYMH PU3UK BUHUKHEHHS TilTOHATPiEMIi TaKOXK MigBUIIEHUN
(ouB. po3minu «Crmoci6 3acTocyBaHHS Ta OO3U» MiAPO3MiN 3acTOCYBaHHS IMallieHTaM 0COOIUBUX TPYII)
Ta «PapMaKoJIOTiuHi BIaCTUBOCTi»). [111g MAI[i€HTIB i3 CUMIITOMaMU TioHATpieMil MOXYTh OyTH
noTpibHi Bigmina Enidopy Ta npoBefeHHS BiATIOBITHUX MeIUYHUX 3aXOMiB.

CuMIToMu TinmoHaTpieMil BK/II0UAIOTh: TOJIOBHUY 0ifib, TPYIHOIII 3 KOHIIEHTPALII€I0 yBary,
TIOTipIIEeHHS IaM'aTi, CIIyTaHICTh CBifOMOCTI, c71a0KiCTh i BTpaTy piBHOBAru, 110 MOXKe IPU3BECTH [0
napniub. Y GinblI TSXKKUX Ta/abo TOCTPUX BUIIAAKAX CIIOCTEPIraucs rajiolHallii, HeIPUTOMHICTb,
CyIOMH, KOMa, 3yIIUHKA OUXaHHS Ta JIeTaJIbHUU HaCJIiIoK.

[HTepcTHIlifiHa XBopoOa JiereHiB Ta e03uHOMiTbHA THEBMOHIS

Pigko moBimoMIsiiocst Mpo BUHUKHEHHS iHTEePCTHUININHOI XBOPOOH JIeTeHiB Ta €03MHOQiIbHOI
ITHEeBMOHIl, 110 Oy/Iu 10B'g3aHi i3 3acTOCyBaHHSAM BeHIapaKCHHOM (BUXifmHa pedoBuHa Emidopy).
MoXuBiCTh LKX MOOIYHMX Peaklid CIIif po3risfgaTH y NalieHTiB, SKi 3aCToCoBYy0Th Enidop Ta
3BEPTAIOTHCS 3 IIPOrPECy0Y00 3aAUIIKOI0, KalieM abo qucKoM(popToM y rpyasax. Taki maiieHTu
MalOTh MIPOXOOUTH HeraHe Mequ4YHe 00CTeXKEeHHS, TAKOXK CJIifl PO3TJITHYTH IPUIUHEHHS JTiKyBaHHS
Enidbopom.

CraTteBa DUCHVHKITIS

3actocyBaHHs I33CH, Bkmrouatouu Emidop, Moke BUKIUKATH CUMIITOMU CTAaTeBOI mucyHKIIi (TuB.
po3min «ITo6iuni peakii»). ¥ yonogikiB 3actocyBaHHs [33CH Moxke CIpUYMHUTH 3aTPUMKY ab0
HEMOXKJIUBICTh eIKyslil, 3HUXKEHHS J1i6igo Ta epeKTUNbHY AUCPYHKINI0. Y XKiHOK 3aCTOCYBaHHS
[33CH Moxke mpu3BeCTH N0 3HUKEHHS 1i6ifo Ta 3aTpuMKu abo BiCyTHOCTI opra3my.

BaxnuBo, mo06 ikapi, gKi Ipr3Ha4yaloTh JIIKapChbKUY 3acib, MOIiKaBUINCh CTaHOM CTaTeBOl QyHKIIIl
nalieHTa [0 mo4aTky npuiioMy Emidopy i, 30kpeMa, 3MiHaMu cTaTeBoOl QYHKIII] i 4ac JTiKyBaHHS,
OCKiJIbKY CIIOHTaHHI IOBiIOM/IEHHS ITPO CTaTeBY (PYHKIIiI0 MOXYTh OyTH BimcyTHi. Ilig yac ominku
3MiH cTaTeBOl (yHKII BaXKJIMBO OTPUMATH [eTalbHUM aHaMHe3 (BKJII0Yaloyd 4ac I04YaTKy
CHMIITOMIB), OCKiJIbKM CUMIITOMH 3 60Ky CTATEBOI CUCTEMU MOXKYTh MaTH iHIIi MPUYKWHHU, BKITIOYAIOUH
OCHOBHUM TIcUXiyHuM po3naf. Ciig o0roBOpUTH MOTEHIINHI CTpaTeril MTiKyBaHHS OJIS MigTPUMKHI
NallieHTiB Y IPUUHATTI iH)OPMOBAHOTO PilllIeHHS LIOJ0 JTiKyBaHHS.

3acmocy8aHHA nauieHmam AimHbv020 iKYy

3 4158 martieHTiB, gKi Opanu y4acThb y mepegpeecTpaliiinux KniHigyHux gocnigxenHax Emidopy, 6 %
Oynu BikOM Biff 65 pokiB. 3arajoM He CIIOCTepPiranaocs BigMiHHOCTeN y ITOKa3HUKaX Oe3MeKu Ta



e(eKTUBHOCTI MiX I[MMU TallieHTaMU Ta MallieHTaM{d MOJIOHIIOrO BiKy, IPOTE B KOPOTKOCTPOKOBUX
n1a11e60-KOHTPOILOBAHUX JOCITIAKEHHSX Bifl3Ha4aBCs BUILUYN PiBEHb CUCTOJIIYHOI OPTOCTAaTUYHOI
rimoTeH3il y MallieHTiB BiKOM = 65 pOKiB ITOPiBHSHO 3 MalliEeHTaM# BiKOM < 65 pPOKiB, SKi OTpUMYyBaju
Enidop. s nauieHTiB MiTHHOTO BiKY CJIifi BpaXOBYBaTH MOXKJIUBHY 00MeKeHUN HUPKOBUM KITipEeHC
Enidopy npu Bu3Ha4YeHHI A03U.

CI33C Ta I33CH, y Tomy uucmni Enidop, Oynu moB’si3aHi 3 BUllafikKaMy KITiHIYHO 3HAYYIIO1
rinoHaTpieMii y maIieHTiB TiTHBOTO BiKYy, 5SIKi, MOXKJIMBO, MajIy MiABUINEHUN PU3UK BUHUKHEHHS IUX
no0iYHUX peakiil.

3acmocysaHHs y nepiod eazimHocmi abo 200y8aHHA 2py0010.
Pe3ioMe pu3ukKiB

He icHye ony6ikoBaHUX HOCTiIXKeHb 3acToCcyBaHHsA Enidopy BarithuM xinkam. [IpoTe B
omy0J1iKOBaHUX eIiIeMioNIOTiYHIX HOCTiAKEHHSIX BIUIMBY BUXITHOI CIIONTYKU - BeHJIahaKCHUHY - Ha
BaTiTHUX XiHOK He MOBiIOMIISIZIOCS IIPO YiTKUH 3B’SI30K 3 HeOaxKaHUM BIIJTUBOM Ha PO3BUTOK
BariTHOCTI. [CHYIOTE PU3UKY, [T0B’'A3aH] 3 HEJIIKOBAHOIO [JEIIPeCiel0 Y BariTHUX, a TaKOX 13 BIJIUBOM
I33CH Tta CI33C, Bkmtouatouu Emidop, mig yac BariTHoCTi.

Po3paxyHnkoBuli (OHOBUM PU3NK BUHUKHEHHS CEePUO3HUX BPOAXKEHUX e(heKTiB Ta HEBUHOIITYBaHHS
BariTHOCTI AJIsl TOMYJIAIlil HeBijoMu. Yci BariTHOCTI MaloTh ()OHOBUI PU3UK BPOMIXKEHUX Ae(EKTIB,
HEBUHOIIYBaHHS ab0 iHImMX HebGaXKaHUX Pe3yIbTaTiB.

MamepuHcvkuili ma/abo embpiopemanvHull pusuk, nog’A3aHull i3 3ax80PHBAHHAM

[IpocnieKTUBHE HOBroTpUBaje OOCIiAXKeHHS 3 y4acTio 201 XiHKYU 3 BeIUKUM AeNPECUBHUM PO3JIafioM
(BIIP) B anaMHe3i, B eyTUMIYHOMY CTaHi Ha I04YaTKy BariTHOCTI IPOJEMOHCTPYBAJIO, 1[0 KIHKHU, SKi
IPUNUHUIIY IPUNAOM aHTUAENIPECAHTIB y IIepiof BariTHOCTI, YacTillle CTpaXKAaslu Bil peluauBy
BEJIMKOI Jenpecil, HiXK XKiHKY, IKi IPOJOBXKYBalu 3aCTOCOBYBaTH aHTUEIIPECAHTH.

IHpopmauis npo enaus npenapamy Ha Op2aHi3m mamepi i N100a/HOBOHAPOOHCEHO20

His I33CH Ha cepenHix Ta mi3HiX CTPOKax BaTriTHOCTI MifBUIIye PU3UK IIpeeKtaMiicii, a gig I33CH
HEe3aJI0BI0 10 IOJIOTiB 30i/IbIlIye PU3UK ITiCIISIIIONIOr0BOl KPOBOTEYi.

IaHi cnocTepexeHb BKa3ylOTh Ha MiIBUIIEHUN PU3UK (MEHIIe HiX y 2 pa3u) HiCIAI0I0T0BO1
KpoBoTeui micysg 3actocyBanHs CI33C/I33CH mpoTsirom micsist go monoriB (auB. «Oco0nmuBoOCTi
3acTocyBaHHS» Ta «[100iuHi peakirii»).

Heo06xigHo criocTepiraTv 3a CTaHOM HOBOHAPOMKeHHUX, MaTepi skux npuitmanu Emidop y 111
TPUMeCTpi BariTHOCTI, [J1 BUSBIIEHHS O3HaK CUHAPOMY BiAMiHM IIpemnapaTy. 3actocyBaHHsa [133CH
abo CI33C Ha mi3HiX cTpOKax BariTHOCTI IiABUINYE ¥ HOBOHAPOIKEHUX PU3UK YCKIagHEHb, SKi
noTpeOyI0Th TPUBAJIOI TOCIiTai3allil, IITy4YHOl BeHTUIALIL IeTeHb Ta 30HI0BOT0 Xap4yyBaHHS. Taki
yCKIagHEeHHS MOXKYTh BUHUKHYTH Bifipa3y Micas moioriB. [10BifOMIISANIOCS IPO IPUTrHIYeHHS
OVXaHHS, I[iaHO3, allHOe, CYIOMH, TeMIIEPATyPHY HecTabinbHICTD, TPYOHOILI Y roqyBaHHi, 6/1I0BaHHS,
rinormikeMilo, TiOTOHIIO, TiMepPTOHiIO, rineppednekciio, TpeMop, HEPBO3HICTh, APATIBIUBICTD i
nmocTivHuy mnad. Li oco6muBocTi BimmosigaioTs abo mpsamiit Tokcuurin mii CI33C i I33CH abo,
MOXKJINBO, CHHAPOMY BifMiHM npenapaTy. Clif 3a3Ha4YUTH, 110 B AesIKUX BUIIafKaxX KJIiHiYHa KapTHUHA
BifITOBigae CEPOTOHIHOBOMY CHHAPOMY (OuB. «OCOBIUBOCTI 3aCTOCYBaHHS»).



B ony6mnikoBaHUX eMigeMioNoriYHuX HOCITIIXKEHHSIX BIIJIUBY BUXIMHOI CIIOJIYKY - BeHIahakKCUHY - Ha
BariTHUX XKiHOK He TOBiJOMIISITIOCS IIPO YiTKWH 3B'S30K i3 CEpHO3HUMHU BPOIXKEeHUMHU JedeKkTamu a0o
HEBUHOIITYBAHHSIM BariTHOCTI. AJe ITi MOCTiIKeHHS He [al0Th 3MOTH BCTAHOBUTHU a00 BUKITIOUUTH
Oynb-sIKUY PU3HUK, TIOB’SI3aHUM i3 MPUHOMOM IIpenaparTy IIif 4ac BaTriTHOCTI.

[Ipu mepopabHOMY BBefleHHI flecBeHna(paKkCUHy CYKIIMHATY BariTHUM IIypaM i KpoJisaM y mepiog
opraHoreHe3y B go3ax o 300 mr/kr/mo0y i 75 Mr/Kr/go0y BignmoBifHO TepaToreHHi eheKTu He
crioctepiranucs. Lli mo3u acoritoBanucs 3 MigBUIIEHHSIM KOHIIEHTPaLlil Jif040l peYOBUHU B IJIa3Mi
(AUC) y 19 pasis (mypu) Ta 0,5 pa3a (Kpoi) IopiBHSHO 3 KOHIIeHTpali€o npu fo3i 100 Mr Ha o6y
onst mopocnoi moguau. OgHaK CIoCTepiraaocs 3MeHIIeHHST MaCH IJIOMIB Ta 3aTpuMKa ocudikarii
CKeJleTa y 1IypiB, 110 6yJi0 OB’13aHO0 3 MAaTEPUHCHKOI0 TOKCUYHICTIO ITPU HalBUILiK 103i. [Ipu 11soMy
AUC mipu [103i, 0 He BUKJIMKA€E TOKCUYHUX eeKTiB, B 4,5 pa3a nepesuiyBana AUC npu go3i 100 mr
Ha 700y y IOPOCTIOi JIIOOUHH.

[Ipu mepopanbHOMY BBefl€eHHI flecBeHNnapakCUHy CYKIMHATy BariTHUM IIypaM IPOTATOM IIepioay
recTarii Ta JlaKTallii CIIocTepirasocs 3MeHIIeHHsI MacH Tijla IOTOMCTBA Ta ITiIBUINIEHHS JIeTaIbHOCTI
B IIepIIi YoTupHu gHi nakranii. [I[pyyrHa IUX JIeTaJlbHUX BUNAKIB HEBigoMa.

I'odysaHHA 2py00to

HocTynHi 00MeXkeHi faHi 3 HayKOBUX My0JTiKaliil BKa3ylOTh Ha HU3bKi PiBHI fecBeHIa(paKCUHY B
T'PYAHOMY MOJIOLI Ta JEMOHCTPYIOTh BiICYTHICTh MOOIYHUX peaklidl y AiTel, sKi 3HaXOASATHCS Ha
TPyIHOMY BUTOOBYBaHHi. HeMae BimoMocTel po BIIUB AeCBeHNTahaKCUHY Ha YTBOPEHHS I'PYOHOTO
MOJIOKA.

Heo06xigHOo OILiHKUTH ITepeBaryu TPyIHOT0 BUTOOBYBAHHS [JIST PO3BUTKY Ta 3MOPOB’S IUTUHH, @ TAKOXK
KJTiHiuHy oTpeby MaTtepi B nikyBaHHi Enipopom, a Takoxk Oyab-sikuii HebaXKaHUM BIIJIUB Ha AUTHUHY,
1110 3HaXOOUTHCA Ha TPYOHOMY BUTOJIOBYBaHHI, OCHOBHOT'O 3aXBOPIOBaHHS MaTepi Ta 3aCTOCYBaHHS 1ii
nikapceKoro 3aco0y Emidop.

30amuicmb 8niusamu Ha weudKicmbeb peakyii npu KepyeaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

[TaieHTaM He CJIiJ KepyBaTH CKIagHUMHU MeXaHi3MaMH, Y TOMY YKCJIi TPQHCIIOPTHUMU 3acobaMy,
IOOTH, IOKU BOHU HE BIIEBHSTHCS, 1110 Emidop He BIIMBA€E Ha IXHIO 3MATHICTh 10 TAKOl HisIBHOCTI.

Cnoci6 3acmocyeaHHss ma do3u.

PexomeHmgoBaHa fo3a npenapaty Emidop ctanoButh 50 Mr 1 pa3 Ha o0y He3aIexkHO Bifl IPUAOMY
1XKi.

Enidop cnig 3acTocoByBaTu mpubINU3HO B OOUH i TOM Ke Yac KOXKHOI0 OHs. TaOneTKu CIifl KOBTaTH
I[iTMMY, 3allMBalOYM PiIMHOI0, He PO3/7IaMyBaTH, He TIOAPiOHIOBATH, He PO3KOBYBATH Ta HE
PO3YUHSTH.

Y kninivHUX mocmimxkeHHsSX no3u Big 50 mo 400 Mr Ha goOy Oynu epeKTUBHUMHU, JOJATKOBOTO eeKTy
Bifl 3acTOCyBaHHA IIpelapaTy B fo3ax moHay 50 Mr Ha mo0y He criocTepiranocs, a nmobiuHi peakiril Ta
PU3UK PO3BUTKY CUHAPOMY BifMiHU OyJK YacTilIXMu pu OinbIl BUCOKUX Ho3aX. fAKINO miKap,
0a3younCch Ha pe3ybTaTax KJIiHIYHOI OI[iHKY CTaHy NallieHTa, IPUMa€ pillleHHs, 110 30iIbIIeHHS



ro3u noHap 50 Mr Ha o0y 11 [IeBHOT'O NallieHTa € AOLIbHUM, MaKCUMasbHa peKOMeHI0BaHa 003a
He MOoBUHHa nepesuiryBatd 100 Mr Ha moby.

[Tig yac TpunUHEHHS Tepalii pPeKOMeHAYEThCS IIOCTYIIOBE 3HUKEHHS NO03HU, SIKIIO 1€ MOXKIIUBO, 3
MeTOI0 MiHiMi3aIllii CHMIITOMIB BimMiHH.

3acmocyeaHHs nauyieHmam ocob.ausux 2pyn
[TarieHTH 3 TOPVIIEeHHIM (GVHKIII HUPOK

MakcuManbHa peKOMeHO0BaHa [03a I MallieHTiB 3 ITOMiIpHOI0 HUPKOBOI HEIOCTaTHICTIO (K/IipeHC
kpeatuniny [KK] 3a 24 rogunu Big 30 mo 50 mi/xB 3a ¢popmynoo Kokpodra - ['onTa) CTaHOBUTH

50 Mr Ha goOy. MakcuMasibHa peKOMEeHIOBaHa J03a MJIS MallieHTiB 3 TSXKKOI0 HUPKOBOIO
rHegocTatHicTio (KK Bim 15 mo 29 m/xB 3a ¢popmynoio KokpodTa - 'onta) abo TepMiHaIbHOIO
crapieto HEpKOBOl HegocTaTtHOCTi (TCHH, KK < 15 mn/xB 3a hopmynoio KokpodTa - ['onTa)
ctaHOBUTH 50 MT 4epe3 geHb. He i maBaTé JOAATKOBI HO3U HaIliEeHTaM MiCs giamidy (OuB.
«PapMaKoOJIOTiuHi BJaCTUBOCTI»).

[NalieHTH 3 MOPYIIeHHAM QYHKITI eYiHKu

PekomeHnnoBaHa o3a O MallieHTIB 3 ITOMIPHOIO Ta TSXKKOI0 ITeYiHKOBOIO HEIOCTATHICTIO (Big 7 mO
15 6amniB 3a knacudikanieto Yatinma — [1'10) cranoBuTh 50 Mr Ha mo0y. I[TifBUllleHHS O03U
noHaznl00 Mr Ha o0y He peKOMeHAYeThCS (IuB. «@apMaKOIOTiYHi BIAaCTUBOCTI»).

ITiompumyeasvHa mepanis

IcHye 3aranbHa OyMKa, 110 rocTpi emidonu BIIP BumaraioTh 6e31mepepBHOI Teparlii TiKkapChbKUMU
3acob6aMu IIPOTSATOM [EKiNbKOX Mics1iB abo mosine. EGeKTHBHICTh JOBrOTPHBAIOr0 3aCTOCYBaHHS
Enidopy (50-400 mr) Oy10 BCTAHOBIIEHO Y OBOX AOCHIAXKEHHIX MigTPpUMYy04doi Tepamil. Crifg
TIPOBOJUTH NEPIOOUYHY OLIHKY CTaHy MallieHTa [JIs BU3HaUeHHs HeoOXiMHOCTI MpOJOBXKEHHS Tepartil.

BiomiHa aikapcvkozo 3acoby Enigop

[Ticna BigMinu Emidopy MoXKyTh BUHMKATH 00iYHI peaktii (auB. «OcoOIMBOCTI 3aCTOCYBaHHT»).
PexoMeHIy€eThCS IOCTYTIOBE 3HUKEHHS 103U Enidopy, a He panToBe NPUNNHEHHS 3aCTOCYBaHHS
npenaparty. [esKuM namiesTaM Ciif IPUNUHATHY JIiIKyBaHHS IPOTATOM KiJTbKOX MICSIIB.

ITepegedeHH s nauieHmis 3 iHwWux aHmudenpecaHmis Ha Eaigop

[ToBimOMIIAIOCS PO CUMIITOMHU BIIMIiHY ITifl Yac IlepeBeleHHs Nal[leHTiB 3 IHINX aHTUElIPEeCaHTIB, ¥
TOMY 4HCJIi BeH/TadakCcuny, Ha Emidop. 3HUKEHHS 103U TOYaTKOBOT'0 aHTUAEIIPECAHTY MOXKe OyTH
HeoOXimHUM OIg MiHiMisalil cUMIITOMIB BimMiHH.

Tepanis iHeibimopamu MAO 045 AiKy8aHHA NCuxiyHux po3saadie

[TpuHaiimMHi 14 [THIB Ma€ MPOUTH MiX NPUIKMHEHHSIM 3aCTOCyBaHHA iHTribiTopa MAO,
IIPHM3HAYEHOTO OJIS JTIKyBaHHS IICUXiYHUX PO37afiB, i moyaTkoM Tepamnil Emidopowm, i
npuHaiiMHi 7 gHiB Mae npouTu micns Bigminu Enidopy mo movatky Teparrii inribitopom MAO,
[IpU3HAYEHUM [1J14 JIIKyBaHHA [ICUXIYHUX PO3JIafiB.



3acmocysaHHs Enigpopy 3 iHwumu iHeibimopamu MAO, makumu sK AiHe304i0 abo memusieHo8ull
CUHilU

He cnip po3nounnaTtu Tepamnito EnidbopoM, SIKIIO MallieHT TPOXOAUTh TiKYBaHHS JTiHe301igoM abo
METHJIEHOBUM CHHIM IJIs BHYTPIIIHLOBEHHOT'0 3aCTOCYBaHHs, Yepe3 30i/IbIlIeHHST PU3UKY BUHUKHEHHS
CEepOTOHIHOBOTO CUHAPOMY. [I/15 mallieHTa, IKUM BUMarae HeBiIKIafHOl Teparil ICUXi9YHOTO CTaHy,
CJIiTl PO3TJISHYTHU iHIII METOLY, Y TOMY YMCJIi FOCIiTani3alio.

YV mesikvx BUTAOgKaXx IMAlli€eHT, IKUM BXe oTpuMye Emidop, Moxke moTpebyBaTH TePMiHOBOTO JIiKYBaHHS
niHe30ioM abo METUIEHOBUM CHUHIM [IJI1 BHYTPIlTHhOBEHHOTO 3aCTOCYBaHHS. AKIIO HeMae
IPUUHATHOI albTePHATUBH JIiHE30Iiy ab0 METHIEHOBOMY CUHBOMY i IIOTEHIliliHa KOPUCTH Bif
3aCTOCYBaHHS LIUX IIperapaTiB epeBUIlye PU3UKU CEPOTOHIHOBOI'0 CUHAPOMY Y KOHKPETHOI'O
natienTa, Enidop cuim BimMiHuTH HeraHo i moyaTu JIiKyBaHHS JTiHe30J1imoM ab0 METHUIEHOBUM CHHIM
[J1 BHYTPIIIHbOBEHHOI'0 3aCTOCyBaHHS. CTaH Malli€HTa CJIiJ BiACTeXXyBaTU Ha HasgBHICTh CUMIITOMIiB
CEePOTOHIHOBOI0 CHHAPOMY IIPOTSIroM 7 MHIB a00 M0 24 rofuH miciis IPUitoOMy OCTAHHBOI HO3K
niHe301imy a00 METHIEHOBOTO CHHBLOTO [IJII BHYTPIlTHEOBEHHOTO 3aCTOCYBAHHS 3aJIe3KHO Bifl TOTO, 110
HacTaHe paHimne. Tepamito EnidopoM MoxKHa BifHOBUTH dyepe3 24 TOAWHU IiC/Is 3aCTOCYBaHHS
OCTaHHBOI [103U JTiHEe301iay a60 METUIIEHOBOT'0 CUHBOT'O 151 BHYTPIITHLOBEHHOTO BBEEHHS.

PH3KK 0IHOYACHOI'0 3aCTOCYBAHHSI METHUJIEHOBOTO CHHBOTO IJIST BHYTPIIIHHOBEHHOTO BBEOEHHS ab0 B
inmux ¢popmax (Hampukiag y Gbopmi nepopanbHux TabneTok abo MIIIXoM MiclieBoil iH'eKIIil) y mo3ax,
3HQYHO HUXKYUX 3a 1 Mr/Kr, HeBifoMui. Jlikap Ma€ BpaXOByBaTH MOXKJIUBICTh BUHUKHEHHS CHMIITOMIB
CEePOTOHIHOBOI'0 CUHAPOMY IIiff YaC TaKOI'0 3aCTOCYBaHHS.

Himu.

Beameka Ta epekTuBHiCTh Emidopy s miKyBaHHS BEJIMKOI'0 OETPECUBHOTO PO3Tafy V AiTel He Oynu
BCTAQHOBJIEHi, TOMY IIpelapaT He 3aCTOCOBYIOTH ITilf BiKOBifl KaTeropil maiieHTiB.

EdekTuBHiCTh He OyJI0 IPOIEMOHCTPOBAHO Y ABOX afeKBAaTHUX i HAJTeXKHUM YMHOM KOHTPOIbOBAHUX
8-THKHeBUX PaH0Mi30BaHUX, MTOMIBIMHO CIIIMKX, MIaneb0-KOHTPOIbOBAaHUX AOCTIAKEHHSX Y
nmapasie/IbHUX rpynax 3a y4acTio 587 maiieHTiB (BikoM Bif 7 #o 17 pokiB), y gkux jikyBanu BIIP.

AHuTHOenpecanTH, Taki K Emidop, migBUIIyIOTs PU3UK CYIIIUAAIbHUX OYMOK Ta ITOBEOiHKY Y AiTel
(ouB. «OCOBIMBOCTI 3aCTOCYBAHHS»).

B nnare60-KOHTPOIbOBAHUX JOCIIZKEHHIX 3aCTOCyBaHHS Enidopy CcympoBOOKyBamocs: 3HUKEHHSIM
MacHu Tina y gite 3 BJIP. YacToTa BTpaT Macu Tina (= 3,5 % Bif moyaTKOBOI Macu) cTaHoBuia 22 %,
14 % i 7 % y nauieHTiB, SKi OTpUMyBau JIiKyBaHHS HU3bKUMU No3aMu Enidopy, BUCOKUMEU fo3aMu
Enidopy Ta nnanebo BignosigHo.

Pu3uk, noB’si3aHul 3 JOBIOCTPOKOBUM 3acTOCyBaHHAM Emidopy, omiHioBanu B 6-MiCIYHUX BiIKPUTHUX
[N0JaTKOBUX OOCIIIXKEHHIX 3a y4acTo AiTeu BiKoM Bif 7 mo 17 pokis 3 BIIP. Y miTeu BikoMm Big 7 oo
17 pokiB criocTepiranucs cepefHi 3MiHM MacCH Tijla B MeXaX O4YiKyBaHUX 3MiH Ha OCHOBI JaHUX,
OTPUMaHUX Bifl IXHiX OMHOJIITKIB Ti€l 2K CcTaTi.

Y KiIiHIYHUX OOCHIAKEHHAX [IPY IIOPIBHAHHI 3 JOPOCIMMHU IallieHTaMH, IKi OTpUMYyBaJIi TaKy caMy
no3y Emidopy, ekcno3utis necsennadakcuny Oysa aHaIOTivHOIO Y MigIiTKiB BikoM Bif 12 mo 17 pokiB
Ta Ha 30 % BUILOI y #iTeu BikKoM Bif 7 mo 11 pokis.



Ilepedo3yeanHs.

HocBin KNiHIYHUX NOCTIIXKEeHb Tepefo3yBaHHs fecBeHIad)akKCUHy CYKUMHATY YV TIOOUHU 00MeXeHUH.
[Tpore mecBennadakcut (Enidop) € ocHoBHUM aKTUBHUM MeTabosiToM BeHIadpakcuny. Huxue
3a3HaveHi NOBIAOMIIEHHS IPO IIepefo3yBaHHs BeHNIahaKCUHY.

[Tig vyac micasgpeecTparliiftHOro 3aCTOCYBaHHS Iepe03yBaHHs Bi0yBaroCs mepeBaxkHO MpU
noeHaHHiI BeHTahaKCUHY 3 aIKoroyieM Ta/abo iHImMMY npernapaTaMy. HaldacTilMMu CUMIITOMaMu
Oynu Taxikappis, 3MiHU PiBHS CBiIOMOCTI (Bifg COHIMBOCTI 00 KOMM), Migpia3, CymoMu Ta O/I0BaHHS.
[ToBimoMisiyiocd IIpo 3MiHU Ha eJleKTpoKaphiorpaMi (Hanpukiaf, nposonrauis iHTepsany QT,
6rmokama HixkKHY my4ka ['ica, mpononramnis QRS), cMHYCOBY Ta LIMYHOYKOBY TaXikapmiio, 6pamukapiio,
TiMOTOHII0, TOCTPUM HEKPO3 CKEeJIeTHUX M'g3iB, 3allaMOPOYEHHS, HEKPO3 IT€YiHKYM, CEPOTOHIHOBUU
CHHJIPOM i JIeTanbHUM HACTIOOK.

Omny6rikoBaHi PETPOCIEKTHUBHI OCTIIXKEHHS CBig4aTh, 110 Tepefo3yBaHHS BeHIahaKCUHY MOXKe
OyTu 1OB'sI3aHe 3 MiIBUIIIEHUM PU3UKOM JIeTaJIbHUX HACIIIIKIB TOPiBHSHO 3 TAKKMM IIPU 3aCTOCYBaHHI
a"tupenpecanTiB CI33C, ane el pu3UK HUKYUM, HiK IPU 3aCTOCYBaHHI TPULUKITIYHUX
aHTULeNpecaHTiB. EmiieMiosoriyni JOCHifKeHHS IPOAEeMOHCTPYBAJIY, 110 MAli€HTH, AK1 OTPUMYIOTh
BeHJ1aakCUH, MalOTh OiIbII BUCOKUY PiBEHb HASBHUX M0 JTiKYBaHHS (HaKTOPiB PU3UKY CYIIUAY, HiXK
nauieHTy, gki oTpuMytoTh CI33C. dKo10 Mipoo NiABUIIIEeHUY PU3UK JIeTaIbHUX HACIIOKIB MOXHA
BiJHECTHU 0O TOKCUYHOCTI BeHJa(aKCUHY IIPY IIepefo3yBaHHi, He 3’1C0OBaHO, Ha BiIMiHY Bif HeSIKUX
IHIIIMX TOKa3HUKIB TOKCUYHOCTI Y MAIi€HTIB, SKi OTPUMYIOTh BeH/Ia(haKCHH.

JlikyBaHHS nepeno3yBanHsa. Crernudiuni antunotu mo Enidopy HeBinomi. PekoMeHmoBaHa
CUMIITOMATH4Ha Ta MATPHMYyl04a Tepallisi, MOHITOPUHT CEPLIeBOr0 PUTMY Ta KUTTEBUX MOKA3HUKIB.

ITo6iuni peakuii.

Besneka gecBeHnadakcuny Oyia BCTAHOBJIEHA Y KJTIHIYHUX [OCTIIXKEHHSIX 3 y4acCTIo

7785 marttienTiB i3 BIIP, SK¥M 3aCTOCOBYBAJIU I[OHAWMEHIIIEe ONHY H03Y AeCBeHIadhakCUHY B
niana3oHi mo3 Big 10 go 400 mr/mo6y. Be3neka moBroTprBaioro 3acTocyBaHHs Oyiia oliHeHa y Oinbi
Hix 2000 cy0’exTiB i3 BIP, KM 3aCTOCOBYyBanu AecBeHIadakCUH IPOTATOM He MeHIIe 6 MicAliB, Ta
y 400 nauieHTiB, sSKi mpriiManu gecBeHnagakCuH IpoTAroM 1 poky.

Y GinpInocTi BUMafKiB 1M0GiIYHI peakilil HalyacTillle CIIOCTePIiranucs IPOTITOM IEPIIOro THXKHS
JiKyBaHHS Ta Oy/IM Bif IETKOTO A0 IOMIPHOTO CTYIEHS TSXKKOCTi. YacToTa BUHUKHEHHS HebaXKaHuX
peaktiit 3aranoM 0yia [0303aJIeXKHOI0.

Huxxue HaBemeHO no0iYHi peakilil, TPo SKi MOBigOMIISIOCS Y XOXi IepefpeecTpalliiHuX KITiHIYHUX
OOCIiI?KeHb 3aCTOCYBaHHS AecBeHnadakcuny y mo3ax Bim 10 mo 400 mr gns nmikyBanHs BIIP. YactoTta
BUHUKHEHHS HeOaxkaHUX peakIliil KmacudikyeThcs 3a TAKOI IKAJIow: ayxke yacto - = 1/10; gacTo -
= 1/1001i < 1/10; mewgacto - = 1/1000 i < 1/100; pigko - = 1/10000 i < 1/1000; oyxe pigko -

< 1/10000; gacToTa HeBimoMa - He MOXKHA BCTAHOBUTH YACTOTY Ha IifCTaBi HasBHUX JaHUX. [106iuHi
peaxkiiii 3 9acToTo0 < 1 % po3paxoByBalUCs BPYYHY; peakiiii 3 vactotomw = 1 % Oymu
Knacu(ikoBaHi, IK 3a3Ha4e€HO HUXKYE.



Y KOXHiil TpyIIi 3a 4aCcTOTO 1MOGiYHI peakilii 3a3Ha4ueHO y IOPSIAKY 3MEHIIEHHS ITPOSIBiB.
3 60Ky imMyHHOI cucmemu: HE4aCTO - IMifBUILIEHA YYT/IUBICTb.
3 boxy memaboai3my ma xapuy8aHHA: 4acCTO - 3HUKEHUHN alleTHT; PidKO - TilmoHATpieEMis.

3 60Ky ncuxiku: Iy»Ke 4acTo - 0€3COHHS; 4aCTO - TPUBOTa, HEPBO3HICTh, aHOPTa3Mis,
3HUXKEHHS CTAaTEBOro MOTATY, He3BUYalHI CHOBUMIHHS; HEYACTO - [elepcoHali3alis,
He3BUYaMHUU Opra3M, CHHAPOM BigMiHHU; PiKO - ralioluHallil, rinoMaHis, MaHis.

3 60Ky Hepsosoi cucmemu: yKe 4acTO - 3allaMOPOYEHHSI, TOJIOBHUM 6ijlb; YaCTO - COHJIUBICTD,
TpeMop, IIOPYILIEeHHS yBary, napecresis, IUCreB3id; HeYacTo - CUHKOIIE; PiIKO - CYAOMY,
OUCTOHIS; YaCcTOTa HEBiMOMa - CEPOTOHIHOBUY CUHAPOM**,

3 60Ky opaaHis 30py: HEYACTO - Migpia3, HEUiTKUM 3ip.
3 60Ky opeaHis cayxy ma secmuby15pHO20 anapamy: 4acTo - A3BiH y ByXaX, BEPTHUTO.

3 60Ky cepus: 4acCTO - Taxikapmist, Big4yTTs cepuebUTTs, 4acTOTa HEBimoMa - KapmiomionaTis
TaKOoIy00**,

3 60Ky cyOuH: 9acTo - MIPUIJIMBY; HEYACTO - XOJION V KiHIliBKaX, OPTOCTATUYHA TilOTeH3is.

3 60Ky duxaabHOI cucmemu, opaaHie 2py0HOi Kaimku i cepedocmiHHsA: 4aCTO - MO3iXaHHS; HEYaCTO -
HOCOBa KpOBOTeYa.

3 60Ky mpasHoi cucmemu: [yKe 4acTo - HyIOTa, CYXiCTh y POTi, 3a1I0p; 4acTo - O/II0BaHHS,
Oiapesi; 4aCTOTa HEBiloMa - TOCTPUM ITaHKpeaTuT**,

3 60Ky wkKipu ma niOwKipHUX MKaHuH: OyKe 4acTo - TIIeprifpo3; 4acTo - BUCUIIAHHS; HEYACTO
- aJIoTelis; PidKo - aHTiI0HeBPOTUYHUM HAOPAK**, peakilis GOoTOUyTINBOCTI; YaCTOTa
HeBifoMa - cuHapoM CTiBeHCa — [I2KOHCOHa**,

3 60Ky ckesnemHo-M’ 5130801 ma cnoy4yHOi MKAHUHU: HEYaCTO - CKEJIETHO-M s130Ba PUTIOHICTb.

3 60Ky HUPOK Ta CEYOBUBINHUX IIISXiB: HEYACTO - MPOTEIHYPisl, 3aTPUMKa CeYi, yTpyIHEeHU!
II0YaTOK CEe4YOBUITYCKAHHS.

3 00Ky CTaTeBUX OpraHiB i MOJIOUHMX 3aJ103: 4aCTO - epeKTuIbHa OUCHYHKIIS*, BifCTpoYeHa
eSIKyJALisa*, BiICYTHICTh eKyIALil*; HeYacTo - CTaTeBa JUCQYHKIiS, IOPYIIEHHS eSIKyIIIil,

YaCTOTa HEBifjoMa - IMiCISIIIOIOrOBa KpOBOTEUa* * |

3arajbHi IOPYIIEeHHS: YaCTO - BTOMJIIOBAHICTh, aCTeHist, 03HO0, BifUyTTs TPUBOKHOCTI,
OPaTiBIUBICTE.

JlabopamopHi docnidxceHHs1: 9aCTO -


https://www.multitran.ru/c/m.exe?t=6051403_2_1&s1=Takotsubo cardiomyopathy
https://www.multitran.ru/c/m.exe?t=6051403_2_1&s1=Takotsubo cardiomyopathy

MiJABUINEHHSI apTEePiaIbHOI 0 THUCKY,

301/ IbIIIEHHSI MaCH Tijla, 3MeHIIeHHSsI MaCH
TijIa; HEe4acCTO - BiIXHJIeHHS BiJ HOPMH
NMOKa3HHUKIB (PYHKIIIOHAIBHOI IPO0OH NMEeYiHKH,
301/IbIIEeHHS KiITBKOCTI TPUTTiIEePHUaiB y
KPOBIi, MiIBUIIIeHHSI PiBHIB IPOJIAKTHHY B
KPOBIi, MiABUINIEHHsI PiBHIiB X0/IECTEPUHY B
KPOBI.

* HJacToTa po3paxoBaHa JIullle Ha MifCTaBi JaHUX, OTPUMAaHUX Y YOJIOBIKiB.
**k [ToGiuHi peakirii, BUSIBJIEHi il Yac 3aCTOCYBaHHS JIiIKapPCHKOT0 3ac00y ITic/Ist peecTpaiiii.

*+* [Ipo 11e siBUIIE OBimoMIIsinu ans TepaneBTuyHOro Knacy CI33C/I33CH (guB. «OcobmuBOCTi
3aCTOCYBaHHS» Ta «3aCTOCYBaHHS Y Iepiof BariTHOCTI abo rogyBaHHS TPYAOIO»).

Imemiuni mo6iyHi peakiiii 3 60Ky cepiis

Y kniHiYHUX JOCTimXKeHHIX iHOMAI MOBimOMIISIOCS PO ineMiyHi mobiuHi peakii 3 00Ky
cepusd, 110 BKJIIOYAJIY illeMito MioKapaa, iHpapKT MioKapha Ta 3aKyIIOPKy KOPOHapHUX
Cy[uH, siKa moTpeOyBajia peBacKyJsgpHu3allil, ¥ Malli€HTiB, SKi MaJy YUCIEHHi CYNyTHi
(dbakTOopu PU3UKY CEPIIEBUX 3aXBOPIOBaHb. TaKi sIBUIlA CIIOCTePiranucs y GinbInoi KiTbKOCTi
TAITiEHTIB MMif Yac JTiKyBaHHS mecBeHIa(aKCHHOM MOPIBHSIHO 3 miale6o.

Peakliii npy NpuOvHEHH] IPUKXOMY IIpenapaTy

[TpununeHHs (ocob6muBo panTose) npuiiomy CI33C/I33CH, BkMo4aoun mecBeHIadpakCuH,
3a3BUYal MPU3BOAUTH 0 CUHAPOMY BigMminu. [To6iuHi peakiii, mpo sKi mOBigoMIISIIIOCS y
3B’S3KY 3 PAllTOBMM IIPUIMHEHHSIM IIPUNOMY IIpelapary, 3HUXKEeHHAM 1031 a00 MOCTyI0BUM
3HUKEHHAM [034 y KIIHIYHUX fociaigKeHHax BIIP 3 yacToTow = 2 %, BKIOYau:
3alaMOpOY€eHHS, CHHIPOM BiIMiHM, HYAOTY i TOJIOBHUM Oinb. 3arajoM CUMITOMY BiIMiHU IIpenaparTy
BMHUKAJIM YacCTile mpu Oi/bIn BUCOKUX J03aX Ta OinbIln TprBanaoMy Kypci mikyBauHs. LIi peakiiii 6ymu
7erkoro abo MOMIpPHOTO CTYIIEeHS TSKKOCTi Ta MMHAJIA CAaMOCTiHO, OMHAK V [esSKUX MAI[i€HTiB BOHU
MOTIH OyTH TSIKKUMU Ta/ab0 TpuBanuMu. TaKUM YMHOM, JTiKyBaHHS NecBeHIa(paKCUHOM
PEKOMEHIYEThCS MPUNUHATH IIOCTYIIOBO IIISTXOM 3HUKEHHS [O3H.

[ToGiyHi peakiiii, Tpo SKi TOBIMOMAANOCS K IPO MPUYUHN IPUNIUHEHHS IPUHOMY IIperapaTy

Y kom0OiHOBaHUX 8-12-THKHEBHUX I1J1ale00-KOHTPOIbOBAHUX JociimkeHHsx BIP 8 % 3
3335 marrieHTiB, siKi oTpuMyBanu mecBennadakcus (Bim 10 mo 400 mr), Ta 4 % 3 1873 mauieHTiB, gKi
OTpUMYyBasH Iianedo, MPUIMHUIN JIiKyBaHHS Yepe3 MoOiuHi peakiril.



Haii0inbIn momrpeHoo 00iYHOI0 peakIfi€lo, 0 MPU3BOANUIIA N0 MPUINHEHHS IPUUOMY
Ipemnapary y IjoHaiMeHIe 2 % Malli€HTiB, K IPOXOAUIH JIIKyBaHHS JeCBeH/Ia(aKCUHOM, Y
HETPHBANINX OOCTIAXKEHHAX (Mo 12 tuxHiB) Oyna HymoTa (2 %). V TpuBamoMy moCTigxkeHHi (7o

11 mica1iB) y mogBiiiHO crimiit ¢gasi y maIfieHTiB, SKi IPOXOAUIIH JIiIKyBaHHS JeCBeHIahakCUHOM,
no6iuHi peakmii BUHUKaIK 3 GilbIIO0 YAaCTOTO, HiXK Y MaIli€eHTiB, SIKi 3aCTOCOBYBaIH I1alebo, mpoTe
y loHauMeHIe 2 % Nali€eHTiB XKONHe sgBUllle He IPU3BOAWIO 0O IPUMIMHEHHS IPUKMOMY IIpenapary.

[Tpu 3acTocyBaHHi 003U 50 Mr mecBeHNTad®aKCUHY YaCTOTa IPUMMHEHHS IPUKAOMY IIpeapaTy
yepe3 mobiuHy peakirito (4 %) Oymna momgibHOO [0 Takol mpu npuiiomi nnauebo (4 %). [Tpu
no3ax 100 mr i 200 Mr gmecBeHnadaKCUHY 4YaCTOTa IPUNUHEHHS IPUKAOMY IIperapaTy 4epe3
no0iyHy peakilito cTaHOBUIA BignoBigHO 8 % i 15 %.

3acTOoCyBaHHA MalliEHTaM JIiTHBOr'O BiKY

Y kniniyHuX gocnigxenHax BIP i3 7785 narlienTis, siKi mpoxogunu TiKyBaHHS
necBennadakcuHoM, 5 % Oynu BiKOM Bif 65 pokiB. 3arasoM Mix MU MAI[iEHTAMH Ta MOJIOOIIUMHU
mallieHTaMU He CIIOCTEPIranocs xXogHol pi3Huli momo 6e3mneku Ta epekTuBHOCTI. OHAK Y
HeTpuBanux mnamne6o-

KOHTPOJILOBAHUX [IOCIIXKEeHHSIX CIIOCTepiranocs Oifibille BUNIAKiB CUCTOMIYHOI
OPTOCTATHUYHOI TiMOTeH3il, a y HeTPUBalIuX i TPHBaIUX I1alle00-KOHTPOJIbOBAHUX
OOCIIIIKEeHHAX BiJ3HA4YasI0Cs MiIBUIIeHHS CUCTOJIIYHOI'0 TUCKY Yy IAli€HTIB BIKOM > 65 POKiB
IIOPiBHSHO 3 JOPOCIIMMHU BiKOM < 65 POKiB, IKi IPOXOOUIIHY JIiKyBaHHS [eCBeH/IahaKCUHOM.

[ToGiyHi peakii, Tpo SKi TOBIMOMAANOCS IPKU 3acTOoCyBaHHi iHmmx I33CH

Xo4a IITyHKOBO-KUIIIKOBa KPOBOTEeYa He BBAXKAETHCS MOOIYHOIO Peaklli€lo Ha
necBeHnadakCuH, BoHa € mo0iuHo0 peakuieo Ha iHmi [33CH i TakoXK MoXKe BUHUKHYTHU IIPU
3aCTOCyBaHHI fiecBeHnadakCuHy.

[ToBimomneHHs PO Migo3poBaHi Mo6iYHI peakirii

[ToBimoMneHHs PO Mifo3pioBaHi mobiyHi peakii y miciaspeecTpalliiinuii mepios € BaXKJIMBUM
3axonoM. lle mae 3MOry IpOAOBKYBaTU MOHITOPUHT CIIBBiIHOIIEHHS KOPUCTh/PU3UK IIPU
3aCTOCyBaHHI npenaparty. JIikapsiM MPOIOHYETLCS MOBIIOMISATH PO OyAb-sKi migo3pioBaHi mobiuHi
peaxilii 3rigHO 3 YUHHUMHU BUMOTaMU CUCTEMH 3BiTHOCTI.

Tepmin npudamuocmi.

3 POKH.

YMmoBH 30epirannsi. 30epiratu npu Temnepartypi He Buile 25°C.

30epiratu B HEAOCTYIIHOMY IJISI OiTEW MicCIIi.

YnaxoBka.



TabneTtku npomorroBaHoi Ail mo 50 mMr Ne 28: KapToHHA KOpoOKa, 110 MiCTUTH 2 OITicTEpPH; 110
14 TabneTtox y 6iicTepi;

TabneTku mposioHroBaHoi Ail mo 100 mr Ne 28: kapToHHaA KOpoOKa, 110 MiCTUTH 2 OlicTepy; 1o
14 TabneTtox y 6iicTepi.

Kareropis Bigmycky. 3a peLenTtom.

BupoOHHK.
[daitzep Mentwodekuypunr Joiuneng ['M6X/

Pfizer Manufacturing Deutschland GmbH.

Micue3HaxoKeHHsI BUPOOHHKA Ta HOro aJgpeca MicCIisi IpOBaIXKeHHs Tis/IbHOCTI.
BetpibmterTe ®paitbypr, Mycsanbpans 1, 79090 dpaiibypr, Himeuunna/

Betriebsstatte Freiburg, Mooswaldallee 1, 79090 Freiburg, Germany.



