IncTpyKuis
OJIsI MeJUIHOT 0 3aCTOCYyBaHHA JIiKapChKOro 3aco0y

EJII®OP

(ELIFORE)

Cknao:
Oitoua peuosuHa: desvenlafaxine succinate;

1 TabneTKa NPOJIOHTOBAHOI Ail MiCTUTH HeCBeHNIapaKCUHY CYKIIMHAT B KiJTbKOCTi, €KBiBaJIeHTHIN
50 mr a6o 100 Mr gecBeHnadakCUHY;

donomidicHi pevoguHu: 1eJII0I03a MiKpokpucTaniuHa (Avicel PH102), uemtonosa
MikpokpucTamiuHa (Avicel PH105), Tanbk, Martitoo creapar, rimpomesnosa 2208, 100000 CR;
nmst TabneTok mo 100 mr: Opadry® II, 85F94527 (CIIMPT MOJTiBiHiIOBHIA, MAKPOTOJI, THTAHY
piokcun (E 171), Tansk, FD&C Yellow #6/Sunset Yellow FCF Aluminum Lake (E 110), 3amiza
okcup yepBouui (E 172)); ons TabneTok mo

50 mr: Opadry® II, 85F94487 (CIupT MOJiBiHITOBHI, MaKpoOroJ, TuTany miokcupn (E 171),
TasbK, 3amida okcup xkoBTuil (E 172), 3amisza okcup yepBonui (E 172)).

Jlikapcbka ¢popma. TabneTKy MPOIOHTOBAHOI Mil.
OcHosHI (i3uko-xiMiuHI 81aCcMuB0OCMi:

mabsaemxku no 50 M2: CBiTII0-pOKeBi KBagpaTHi TabIeTKH, BKPUTI IIiBKOBOIO 000JIOHKOIO, 3
TACHEeHHAM «W» Hap «50» Ha MJIOCKii CTOPOHI Ta y BUTJISAML MipaMifgy 3 iHIIOI CTOPOHY;

mabaemku no 100 me: 4epBOHYBATO-OpPaHkKeBi KBagpaTHi TabIeTKY, BKPUTI IIJTiBKOBOIO
000710HKO10, 3 TUCHEHHSAM «W» Hap «100» Ha IJIOCKilM CTOPOHI Ta y BUTIAMIL IMipaMigy 3 iHIIOI
CTOPOHHU.

dapmakoTepaneBTHYHA rpyma. Autunenpecantu. Kom ATX NO6A X23.

Papmako102iuHi 8 1acmueocmi.

dapmakoOuHamika.



TouHUM MexaHi3M aHTUOENIPECUBHOI il mecBeHNnadakCUHY HEBiMOMUM, OMHAK € MPUIYILIEeHHS, 110 BiH
OB’ I3aHUY 3 IOTEHIIII0BaHHSAM CEPOTOHIHY Ta HOpafpeHalliHy B LIeHTPaJIbHI HEPBOBil
CHCTEMi 3a IOMOMOTr010 iHTi0yBaHHS IX 3BOPOTHOTO 3axXOIieHHs. [JOKIiHIYHI JOCTiIKeHHS
IIPOJIEMOHCTPYBAJIH, 1110 eCBeHIahakCUH € IMOTYXKHUM i CeJIeKTUBHUM iHTibiTOpOM
3BOPOTHOI'0 3aXOIJIEHHS CEPOTOHIHY Ta HOpappeHaniny (I33CH).

IecBeHnnahakCUH He BUSBIISIB BUPAXKEHOI CIIOPITHEHOCTI 00 6araThoX PeuenTopiB, y TOMy YHUCIi
MyCKapuHO-xoJIiHepriuynux, H,-rictaminepriuaux abo a,-afipeHepriyHuxX pelenTopis in vitro.
IecBennahakCuH TaKOXK He IIPOSIBIISB YiTKO BUPaXKEHOI aKTUBHOCTI 5K iHTi6iTOp MOHOAMiHOKCUa3H
(MAO).

dapmakokiHemuxka.

dapMaKOKiHETHKa OJJHOPA30BOi N03M AecBeHNTadaKCUHY € JiHIMHOIO i J0303aeXKHO0I0 B iama3oHi 003
Big 50 Mr mo 600 mr (1o B 1-12 pa3siB Oinbile 3a peKOMEeHIOBaHY 3aTBEPAKEHY No3y) Ha moby. [Tpu
3aCTOCYBaHHI OMH pa3 Ha 700y piBHOBaXkKHA KOHIIEHTpPAIIis Y MJIa3Mi I0CATa€ThCS MIPOTATOM
npubau3Ho 4-5 mHIB. YV piBHOBaXKHIM KOHIIEHTpPAll HAKOIUYEeHHS 0araTopa30oBUX 103
necBeHnadakCUHY € JiHIUHLAM i TepenbadyBaHuM, 3 OTJIAAYy Ha apMaKOKiHeTUYHUYN TPOdinb
OJIHOPA30BOI J03M.

BcMoKTYBaHHA
Ab6cormotHa GiomocTynHicTs Enidopy micis mepopanbHOT0 3aCTOCYBaHHS CTAHOBUTH 0/113bK0 80 %.
Bnaue nputiomy ixci

BxuBaHHS 1Xi 3 BUCOKUM BMicToM xkupy (Bim 800 mo 1000 Kinokanopiit) mpu3Boauio o 30imbIeHHsS
C...x IeCBeHTTadakcuny npubau3no Ha 16 % i He BrnuBano Ha AUC.

Po3nopin

0O06’eM posmopiny mecBeHnadakCUHY B PiBHOBaXKHilM KOHIEHTPAllil CTaHOBUTD 3,4 JI/KT. 3B’sI3yBaHHS
necBennadakcuny 3 6inkamu mna3mMu ctaHoBUTE 30 % i He 3a/ieXXUTh Bif KOHLIEHTPAIlil TiKapChKOT0o
3aco0y.

BuBeneHHda

Mertabomizm

IecBeHnnadakCcuH Hacammepen MeTa00JIi3yeThCs MIISIXOM KOH'torallii [ormocepenkoBaHoi i3opopmamu
ypunpuH-5-gudocdaty (YI®)] i MeHIIo0 Mipoio Yepe3 okucioBanbuui MeTabomnizm. CYP3A4 Gepe
y4acThb B OKHCITIOBaIbHOMY MeTabosmi3Mi (N-memMeTuoBaHHA) fecBeHnadpakcuny. Metabomiaaui
misix CYP2D6 He 3apistnuii. ®apMakoKiHETHKA AecBeHTadaKcuHy Oyaa CX0XkKO0I0 Y MallieHTiB i3
TIOBIIbHUM Ta IIBUAKUM MeTabosizamom CYP2D6.

BuodineHHsa

[Tpubnusno 45 % mecBeHnadakCUHy BULINIAETLCA ¥ HE3MIHEHOMY BUTJTIAML 3 Ce4el0 IPOTATOM

72 TORUH Ticys nmepopanbHoro mpuiiomy. [Ipubnusso 19 % BBegeHOI 031 BUBOOUTLCS Y BUTIISAAI
TJTIOKYPOHITHOTO MeTabomiTy i < 5 % - y BUTJISIAiI OKMCTIOBaIbHOTO MeTabomiTy (N,O-
ounecMeTunBeHnadakCrH) i3 cevelo.

3acToCcyBaHHS MallieHTaM 0COOIMBUX I'PYIT



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

IocaioxceHHA in vitro

3rigHO 3 JAHUMH, OTPUMAHUMM in Vitro, O4iKy€eThCS, 110 IpenapaTH, SKi IPUTHIUYIOTh i30(pepMeHTH
CYP 1A1, 1A2, 2A6, 2D6, 2C8, 2C9, 2C19 ta 2E1, He MaTUMyTh iCTOTHOI'O BIIJIUBY Ha
(hapMakoKiHeTUYHUM IPOQinb fecBeHTahakCUHY.

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

IecBennadakcuH He € cybcTpaToM abo iHribiTopoMm Tpancmoprepa P-ruikomporeiny (P-gp).

KininiyHi XxapaKTepHCTHKH.
Iloka3aHnHs.

JIikyBaHHS BEJIUKOTO OempecuBHOro po3nany (BIIP) y mopocnux.

IIpomunoka3aHHsA.

- [TigBuilleHa YyTNIUBICTH [0 flecBeHIadaKCUHY CyKLIMHATY, BeHnahakKCUHY rimpoxnopuny abo
no 6ymb-sSIKUX JOTIOMiXKHUX PEUOBHUH Yy CKJlafi mpemaparty Emidop.

- OpHoyacHe 3acTocyBaHH4 iHTi6iTOpiB MAO, nMpu3HavYeHUX A7 JTiIKYBaHHS ICUXIYHUX
po3napiB, abo iX 3aCTOCYyBaHHS IIPOTSATOM 7 OHIB Micid IPUNUHEHHS NiKyBaHHS Enidopom.
3actocyBanHs Enidopy nporsarom 14 nuis micns Bigminu inri6itopis MAO, npu3HaueHUX AJis
JIIKYBaHHS [ICUXIYHUX PO3JIafiB.

- OpHouacHe nikyBaHHS iHri6iTopamu MAO, TakuMu SIK JTiHe307i, abo BHYTPIilIHEOBEHHA
Tepalis METUIEHOBUM CHHIM.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemoditi.

JIikapchbKi 3aco0H, siKi MalTh KIiHiYHO BaxknuBi B3aemonii 3 Emxidopom

Iaridoiropu monoaminokcuma3u (MAQ), Taki K ceseriiid, TpaHiAIUIPOMIH, i30KapOOKCa3u[,
(dheHen3uH, TiHE30Ii, METUIEHOBUY CUHIM.

OpgHoYacHe 3aCTOCYBaHHS CEJIEKTUBHUX iHTiOITOPiB 3BOPOTHOI'O 3aXOIJIEHHS CEPOTOHIHY
(CI33C) Ta inribiTopiB 3BOPOTHOT'0 3aXOIJIEHHS CEPOTOHIHY Ta HOpaapeHaniny (I33CH),
BKII04YHO 3 Emidopom, 3 inribitopamu MAO mifgBuIlye pu3ukK PO3BUTKY CEPOTOHIHOBOTO
cuHmpoMy (ouB. «Croci6 3acTocyBaHHS Ta m03u», «IIpoTunokalanus» «OcoOIUBOCTI
3aCTOCYBaHHS»).



Inmi ceporoninepriuni 3aco6n, taki sk ixmi CI33C, [33CH, TpunTanu, TPUIMKITIYHI
aHTHUpenpecaHTy, GeHTaHis, IpelapaTH JIiTiio, TpaMafo, O0yciipoH, amdeTraminy, TpunTodaHx i
3Bipo06ii.

OpHouacHe 3acTocyBaHHsA Enidopy 3 iHIMMYU cepOoTOHIHEPTiYHUME 3aco0aMu MigBUIITYE
PU3UK PO3BUTKY CEPOTOHIHOBOTO CUHAPOMY.

HeoOximHu KOHTPOJIb CUMIITOMIB CEPOTOHIHOBOT'O CUHIPOMY Y pPa3i OMHOYACHOT'0
3acTocyBanHs Emidopy 3 iHmmmMu 3aco6aMu, sIKi MOXKYTb BIUIMHYTH Ha CUCTEMU
CEpPOTOHIHEPIiYHUX HEeMpPOMeniaTopiB. Y pasi pO3BUTKY CEPOTOHIHOBOT'O CUHAPOMY
PO3TISIHYTH HEOOXimHICTh IPUNUHEHHS JTiKyBaHHsS EnipopoM Ta/abo cynyTHIMU
cepoToHiHepriunuMu 3acobamu (auB. «OCOONMUBOCTI 3aCTOCYBAHHSI»).

IIpemapary, 10 BIUIMBAIOTh HAa reMoCTa3, Y TOMY YHCJIi HeCTePOigHi mpoTu3anasibHi 3acoou
(HII3II), acnipuH i BapdapuH Ta iHIIi.

OpuouacHe 3acTocyBaHHs Enidopy 3 aHTUTpOMOOIIMTapHUMY a00 aHTUKOATYISTHTHUMHU
3aco0aMu ImigBUIYE PU3UK KPoBOTedi. Lle Moxke OyT 3yMOBIIeHE BILIMBOM JIiIKapChKOT0
3aco0y Emidop Ha BUBiTbHEHHS CEPOTOHIHY TPOMOOILIMTaMU.

HeoOximHui peTenbHUM HATrJIaM 3a MallieHTaMHu, SIKi OTPHMYIOTh aHTUTPOMOOIMTapHi a0o
aHTUKOATYJISHTHI 3ac00H, 00 MOSBY KPOBOTEYI ITifl Yac mMo4YaTKy ab0 MpPUIUHEHHS
nikyBaHHS Emidbopom (quB. «OcoOGIMBOCTI 3aCTOCYBaHHS»).

IIpenapaTtH, siKi mepeBazkHO MeTa001i3y0Thcsa CYP2DG6, Taki gk me3unpaMiH, aTOMOKCETHH,
mekcTpoMeTopdaH, MEeTOIIPOJI0JI, He0iBoIo I, mepdheHa3uH, TONTEPONHH.

OpnouacHe 3acTocyBanHs Emidbopy nigsumye C,,,, Ta AUC npenapariB, SKi IepeBaxHO
MeTabomni3yioTbcsi CYP2D6, 1110 30ibIy€e pu3uK TOKCUYHOCTI IIpenapariB - cyOCTpaTiB
CYP2D6.

[Tpu omHOYacHOMY 3acTocyBaHHi 3 EmidopoM y mo3i 100 Mr mpenapatH, sKi
MeTabomnizyoTeca CYP2D6, ciif mpr3HavyaTy y 3BUYalHIM 4M MEHIIiM 04aTKOBiK 103i. [Jo3y
IIUX IIpernaparTiB HeoOXimHO 3MEHIIKUTH HATIOJIOBUHY IIPU OMHOYACHOMY 3acTocyBaHHi 3 400 Mr

Enidopy.
JIikapchKi 3aC00H, sIKi He MalOTh KIiHiYHO BaXK/IMBHX B3a€EMOi# 3 npenapatom Exidop

3a maHuMU HapMaKOKiHETUYHUX [OCTiIXKEeHb, KOPEKIis 031 He MOTPiOHa Oys MiKapChKUX
3aco0iB, ki mepeBaxHo MeTabomi3yoThcst CYP3A4 (Hampukiaj, Mima3osaM), abo
JiKapCchKUX 3aco0iB, gKi MeTaboi3ytoThcs o6oMa izopepmentamu CYP2D6 ta CYP3A4
(HampuKiad, TaMOKCH(EH, apuIlinpa3oJl), y pa3i 0qHOYaCHOT0 3aCcToCcyBaHHS 3 Emidopom
(muB. «®apMaKoOJIOTiuyHi BIaCTUBOCTI»).

AJIKOT071b
Enidop He 30inbilye CIPUYNHEHOT0 €TaHOIOM MTOPYIIEHHS MCUXIYHUX i MOTOPHUX HaBU4OK. OfHaK,

dK 1 i yac IpuyioMy iHIINX IIpernaparis, IO AiI0Th Ha [eHTpaIbHy HEPBOBY CUCTEMY, MallieHTaM CIIifJ
PEKOMeHIyBaTH YHUKATU IPUUOMY aIKOTOJIIO IIifl 4ac 3acTocyBaHHS Emidopy.



BnuB J1iKapcbKOro 3aco0y Ha pe3yjabTaTH J1a00pPaTOPHUX TOCTiIKeHb

[ToBigoMsnocs: mpo XUOHO-TO3UTUBHI IMyHOIOTi4UHI CKPUHIHTOBI aHasi3u ceyi Ha GEeHUUKITIOUH Ta
amdeTaMiH y MaIli€HTIB, SKi 3aCTOCOBYIOTh HecBeHnadakchH. Lle MoB’s13aH0 3 BiACYTHICTIO
crienupigHOCTi CKpHUHIHT-TeCTiB. XUOHO-TIO3UTHBHI Pe3y/IbTaTH aHali3iB MOXKHA 04YiKyBaTH IIPOTITOM
IEeKiIbKOX [HIB IiCsd NPUNMHEHHS puiioMy fecBeHnadakcuny. [linTBepaHi TeCTy, Taki K rasosa
xpoMaTorpadisi/Mac-ClIeKTPOMETPisi, MOXKYTb Bilpi3HUTHU HecBeHTadaKCUH Bil PeHIUKITITUHY Ta
aMmdeTaminy.

Oco6.1ueocmi 3acmocyeaHHsi.

CyluupanbHi OYMKH Ta IOBediHKa V OiTel, MiOJiTKiB i MOTOONX J0gen

[TamienTy 3 BIIP, fK mopocii, Taxk i JiTy, He3aleXkHO Bifi TOro, 3aCTOCOBYIOTh BOHU aHTULEIIPECAHTH
YWY Hi, MOXYTbh 3ITKHYTHUCS 3 ITOCUJIEHHSIM HeNpecil, BAHUKHEHHSIM CYillUJanbHUX imed i moBemiHKU
(cyimupmanpHOCTi) a00 HEe3BUYAMHUMH 3MiHAaMU Y MTOBEIIHII, i el pu3uK Moxke 30epiraTtucs o
HaCTaHHS CTiMKO1 peMicii. BimoMo, 1110 memnpecis Ta mesKi iHM ncuxiyHi po3nagu € hakTopaMu
PU3KKYy caMory0OCTBa; caMi IIi po3naau € Horo YiTKUMM nepefaBicHuKamMu. OgHaK aHTUAEIPECAHTH
MOXKYTb BiflirpaBaTH II€BHY POJIb Y ITOCUJIEHH] [leTIpecil Ta MosBi CyilluaaabHOCTI ¥ AeSKUX IallieHTiB
Ha pPaHHIX eTalax JIiKyBaHHS. Y3arajbHeHi aHali3u KOPOTKOCTPOKOBHUX I171a1ie00-KOHTPOIbOBAHUX
nocnigxeHb aHTupenpecadTiB (CI33C Ta iHIIMX) IPOAEMOHCTPYBaIY, 1110 i IpenapaTy MifABUIIYIOTh
PHU3UK CYyilMJaIbHUX TYMOK i MOBEeAiHKY (CYlIMAaIbHOCTI) Y OiTeH, MiAMTITKIB i Monogux moaen (BikoM
Bim 18 mo 24 pokiB) 3 BIIP Ta iHmuMu ncuxivyHuMH po3namaMu. KOpOTKOCTPOKOBI MOCTIIXKEeHHS He
II0Ka3yIoTh 30i/IbIIIEHHST PU3UKY CYIIUAaIbHOCTI i Yac MpuiioMy aHTHIENPECAHTIB IIOPIiBHSHO 3
nanebo0 y JOPOCIuX BiKOM Bif 24 POKiB; CIIOCTepiranocs 3HUKEHHS PU3UKY CyIlUAanbHOCTI i 9ac
IPUHOMY aHTHEIPECAHTIB TOPIBHSAHO 3 Iy1anebo y JOPOCINX BiKOM Bif 65 pOKiB.

O0’enHaHuil aHasi3 maanebo-KOHTPOIbOBaHUX AOCTiAKEHb, IPOBEIeHNX 3a y4acTIo OiTel Ta
migiTkiB 3 BIIP, o6cecuBHO-KOMIynbCHBHUMHU po3nagaMu (OKP) abo iHIMMMYU MICUXiYHUMU
po3afaMu, BKIII0YaB 3arajaoM 24 KOPOTKOCTPOKOBHUX AOCHIAXKEHHS 9 aHTHUEeINIPECaHTiB 3 y4acTIo
6inbin Hixk 4400 marienTis. O0’emHyBaHUYM aHaNi3 M1ane00-KOHTPOIbOBAHUX JOCITIIKEHb,
IIPOBEMIEHUX 3a y4acTio fopociux 3 BIIP abo iHmMMMY ICUXiYHUMM pPOo3jajaMu, BKITI0YaB 3arajioM
295 KOPOTKOCTPOKOBUX OOCIiAKEHb (CepenHsl TpUBaIiCTh 2 Micsani) 11 aHTUAENPEeCcaHTiB 3 y4acTio
6inbm Hix 77 000 manienTiB. CriocTepiranucs 3Ha4Hi BiTMiHHOCTI 1IOM0 PU3UKY CYIITUAATBHOCTI MiX
IpenapaTtamMy, OfHaK 3 TeHJEHIIE 10 30inbeHHs v 6inbll MOJIOAUX NAIiEHTIB IIPU 3aCTOCYyBaHHI
Maiixke ycix mociimKyBaHUX mpenapatiB. CrocTepiranucs BifMiHHOCTiI aBCOMIOTHOTO PU3UKY
CYIIIMAAIbHOCTI IPY 3aCTOCYBaHHI 3a Pi3HUMU ITOKa3aHHSIMY; HAaUBUIIKW PiBEHb CIIOCTEPIraBCs Mpu
BIP. [IpoTe BigMiHHOCTI y PU3UKY (IpenapaTy NOPiBHSAHO 3 m1ale60) Oynau BifTHOCHO CTabimbHUMHU y
BIKOBUX I'pyIax i Py pi3HUX IOKa3aHHAX.

LIi BimMiHHOCTI y pu3uKy (pi3HKLS MiX NpenapaTaMy Ta Iiale0o B KiTbKOCTi BUTIaAKiB
cyiuupganbHocTi Ha 1000 malieHTiB, SKi OTpUMyBasu JIiKyBaHHS) HaBeOeHO B TaOIUIl HUXKYeE.

BikoBuu Pi3HuIs MiX mpemnapaTamu i miane6o 3a KinbKiCTI0 BUIAAKIB CyIIMAaMbHOCTI Ha
miamma3oH 1000 mawi€eHTiB, IKi OTPUMYBaJIU IiKyBaHHSI
[TigBUIIIeHHS IOPiBHSHO 3 myanedo
<18 14 momaTKOBUX BUIIANKIB
18-24 5 MOOATKOBUX BUIIANKiB
3HMXKEHHS MOPIBHSHO 3 mtanebo




25-64 Ha 1 Bummagox MeHIIe
= 65 Ha 6 BumagkiB MeHIIe

Y XKopgHOMY 3 nefiaTpUYHUX JOCIiOXKeHb caMoryOCcTB He cTanocs. CrocTepiranucs camoryocraa y
MOCTIXKEeHHSX 3@ y4acCTIO IOPOC/IMX, ajle KiJbKicTh Oya HeAOCTATHBOIO A5l OYAb-sIKOT'0 BUCHOBKY
IIPO BIUIMB IIpelaparTiB Ha caMoryo6CcTBa.

HeBimomo, 4 MOIMMPIOETHCS PU3KK CYIIMIANbHOCTI Ha TPUBaJe 3aCTOCYBaHHS, TOOTO HOBIIE 3a
Kinbka MicsiniB. OfHaK, 3TigHO 3 JaHUMU I11a1e60-KOHTPOJILOBAHUX [OCTIIXKEHb 3 y4aCTI0 JOPOCIUX
IallleHTIB 3 [elNpeci€ro, € iICTOTHI JOKa3U TOTrO0, 110 3aCTOCYBaHHS aHTUIEIIPECaHTiB MOXe BiIK/IaCTU
peuupuB gemnpecil. CTaH ycix mami€eHTiB, IKi IPOX0OaATH JiKyBaHHSA aHTHAENpPeCcaHTaMH 3a
OyAb-IKMMH NIOKa3aHHSIMH, CJIil HaJIe2KHHM YHHOM KOHTPOJIIOBATH Ta CIOCTepiraTu 3a
KJIiHiYHMM NOTipIIeHHsIM, CYIIIHIaIbHICTIO Ta HE3BUYHUMH 3MiHaAMH Y MOBEiHIIi,
0C00/IMBO MiJ] YacC NepIux KiTbKox MicAniB Kypcy JIiKyBaHHS a00 mig 9ac 3MiHH T03H
(30inbIIeHHS a00 3HHKEHHS).

TpuBOXKHICTH, 30yIKEeHHS, TaHiuHi aTaku, 6€3COHHS, IPATiBIUBICTh, BOPOXKICTh, arPECUBHICTS,
iMITyTbCUBHICTB, aKaTU3is (IICHXOMOTOPHE 3aHETIOKOEHHS), TilloMaHisl Ta MaHisl OyIu 3apeecTpoBaHi y
NOPOCTIUX Ta HiTeH, SKi 3aCTOCOBYBa/IM aHTUAENPECaHTH [ JiKyBaHHS BIIP, a TakoX 3a iHIMMMU
MTOKa3aHHSIMHY, IICUXiaTPUYHUMHU Ta HETICUXiaTPUUYHUMU. X04a IPAUYMHHO-HACITIAKOBOTO 3B’ 13Ky MixX
TI0SIBOIO TAKKUX CUMIITOMIB i MOCHUJIEHHSIM fenpecii Ta/abo BUHUKHEHHSIM CYilluoaTbHUX iMITYIbCiB
BCTAHOBIIEHO He 6yI10, iCHYI0Th T0O0I0BAHHS, 1[0 TaKi CUMIITOMY MOXKYTb OyTH ITIepefyMOBOIO
BUHUKHEHHS CyIIMAATIbHOCTI.

Crnip po3rngapaTy 3MiHy TePaneBTUYHOL CXeMH, BKIII0OUal049y MOXKIINBY BiIMiHY 3aCTOCYBaHHS
npernapary, [JId MallieHTiB, Jenpecis KX MOCTINHO IIOCUITIOETHCS ab0 ¥ SKUX BUHHUKAE
CylMOanbHICTh UM CUMIITOMH, SIKi MOXKYTh OyTH TepeBiCHUKaMU IIOCUJIEHHS femnpecii abo
CYIIIMOaIbHOCTi, 0COOIMBO SIKIIO 1Ii CAMIITOMHU € TSXKKHUMHU, 3 Pi3KUM ITOYaTKOM abo He
CIIOCTepiranucy y maiieHTa [0 JIiKyBaHHS.

Axmo 6yn0 IPpUUHSATO PillleHHS MPUNMHUTH JIiIKyBaHHS, IpenapaT CIif BigMiHATH IIOCTYIIOBO,
3HUKYIOYHU 03y TaK IIBUOKO, SIK IIe MOXKJIUBO, ajie BpaXOBYIOUH, IO Pi3Ke IPUIMHEHHS MOXe OyTH
TI0B’SI3aHO 3 NTeBHUMU cuMnToMaMu (nuB. «Croci6 3acTocyBaHHS Ta 0o3u» Ta «OcobIuBOCTi
3aCTOCYBaHHS»).

Cnig momepenkaTH ciM’'i Ta miK/JTyBa/IbHHKIB Malli€HTIB, sIKi 3aCTOCOBYIOTh aHTHENPECAHTH
Ta MPOXoasiTh JikyBaHHs1 BIIP a60 iHmIuXx 3axBOpOBaHb, ICUXiYHUX Ta HEIICUXiYHHUX, PO
HeOoOXimHiCTh crocTepiraTu 3a NMami€eHTaMHu HIO0 MOSABU 30yIKEHHS, IPaTiBIMBOCTI,
HEe3BMYHHUX 3MiH y IOBeJiHIIi Ta iHIIUX CHMITOMIB, OMHCAaHUX BHUIIE, a TAKOX MOSABH
CyiIMaILHOCTI i HeranHo MOBiZOMJISITH MPO TaKi CHMIOTOMH MeIHYHHUX MPAaliBHHKIB.

PeuenTu Ha Emidop cnig BugaBaTé Ha HaliMeHITy KifTbKiCTh Ta0lIeTOK, HeOOXiAHY OISl HaleKHOT0
JiKyBaHHSA Talli€HTa, 1100 3MEHIIUTY PU3UK ITePef03yBaHHS.

OO6CTeXeHHd MAlliEHTIB 3 METOI0 BUIBJIEHHS GioIIpHOr0 PO3Iany

Emizon BIIP Moxke OyTu NepBiCHUM CUMIITOMOM OilosspHOTro po3nady. BBaxkaeTbcs (xoda 1ie He
BCTAQHOBJIEHO B KOHTPOJIbOBAHUX JOCIIAKEHHX), 110 JIIKyBaHHS TAKOT0 eMi30[y TiJIbKU
aHTUAeNnpecaHTaMU MOXKe IMiIBUIIyBaTH IMOBIpHICTh IPUCKOPEHHS 3MIllIaHOT0/MaHiaKaIbHOT O
eIi3oMy y MallieHTiB 3 PU3UKOM PO3BUTKY OimonspHoro po3nany. HeBimomo, 41 0eMOHCTPYIOTh



OTIKCaHi BUIlle CUMIITOMY iMOBIPHICTB LIbOT'0 IPUCKOPEeHHS. OfHaK [0 MOYaTKy JTiKyBaHHS
aHTHeIPeCcaHTaMHU CJIiJ TPOBOOUTH HaJlexkHe 00CTeXKEeHHS IMallieHTiB 3 CHMIITOMaMH Jempecii mis
BHM3HAYEHHS, YU € Y HUX PU3UK OiMOISIPHOTO PO37Iafy; Take 00CTeKeHHs IIOBUHHO BKJTIOYATH
MOKJIagHUM ICUXiaTPUYHKY aHaMHe3, 30KpeMa HasiBHiCTh caMOTyOCTB y ciM’i, 6imonsapHUX po3yafmis i
nenpecii. Enidop He cniifg 3acTOCOBYBaTH AJIs JIiKyBaHHS OillONISIPHOI empecii.

CepoTOHIHOBUY CUHIPOM

CenexTuBHi iHribiTopy 3BOPOTHOrO 3axomieHHs cepoToHiny (CI33C) Ta iHribiTopu 3BOPOTHOTO
3axOIJIEHHS CEpOTOHIHY Ta HopafapeHaniny (I33CH), y tomy yucni Enidop, 3gaTti cipuuuHUTH
CEpPOTOHIHOBUI CUHMPOM, IIOTEHIINHO HeOe3MeUHUN [JIS KUTTS. PU3UK MigBUIIYETHCS Y pasi
OHOYaCHOT'0 3aCTOCYBaHHA 3 IHIIMMU CEPOTOHIHEPTiYHMMU IIpenapaTaMu (y TOMy YHUCIIi 3
TPUINITaHAMHU, TPUIUKIIYHUMY aHTUOENpecaHTaMu, PeHTaHiIoM, TiTieM, TpaMafoJIOM, TPUIITO(PAHOM,
oycmipoHoM, amdeTamiHOM i mpemapaTaMyu 3Bipo6oI0) i mpemapaTtamu, SKi 3HUXKYIOTh MeTa001i3M
CepoTOHiHy, 30KpeMa 3 iHribitopamu MAO (guB. «IIpoTHIOKa3aHHsA», «B3aeMofia 3 iHIMUMU
JiKapChKUMU 3acobaMu Ta iHIIi BUOM B3aeMofili»). CEepOTOHIHOBUY CHHAPOM TAaK0XK MOXKEe BUHUKATHU
IIiJ 9aC 3aCTOCYBaHHSA LIUX IIpernapaTiB OKPeMO.

CuMITOMYU CEPOTOHIHOBOI'O CHHAPOMY MOXKYTh BK/II0YaTH 3MiHU IICUXiYHOTO CTaHy (HallpUKIIaf,
30ymKeHHS, rajolHallii, MapeHHs i KoMa), BeTreTaTuBHY HecTalilbHICTE (HampuKIIak, TaXikapmis,
KOJIMBaHHS apTepiabHOTO TUCKY, 3allaMOPOY€eHH S, IOTOBUOIIEHHS, MPUILINBY, TillepTepMis),
HEPBOBO-M SI30Bi IIPOSIBU (HAIIPHUKJIaM, TPEMOp, PUTINHICTh, MiOKJIOHYC, TineppedeKcis, TopymeHHS
KOOPAMHAIIiI), CyTOMU Ta IUIYHKOBO-KUIIIKOBI IPOSIBY (HAMPUKJIAM, HyH0Ta, O/10BaHHS, iapes).

OpuouacHe 3acTtocyBaHHS Emidopy 3 inribitopamu MAO npoTtumnokasase. He ciin npusHavyaTu
Enidop nauientam, ki mpoxoasTs AiKyBaHHS iHTiOiTopamMu MAO, TakuMHU $K JliHe3071im abo
MEeTUJIEHOBUY CUHIN [JI BHYTPIIIHHOBEHHOI'0 3aCTOCYBaHHA. [10BifOMIEHHS IPO 3aCTOCYBaHHS
MEeTHUJIEHOBOTO CHHBOT'0 iHIMMMU CIoco0aMu (HallpuKIlaf, IepopasibHi TabmeTku abo MicieBi iH’eKiril)
BifCcyTHI. AKIo € HeoOXiAHICTL MoYaTH JiKyBaHHS iHriOiTopamMu MAO, TakuMHU SIK JiHe30:ix abo
BHYTPIIITHEOBEHHUY METUIIEHOBUY CUHIH, MMAIliEHT IOBUHEH IPUNMHUTU 3acToCyBaHHS Emidopy oo
IIOYaTKY JiKkyBaHHs iHTiOiTopamu MAO (ouB. «IIpoTunoka3aHHsI», «B3aemomis 3 iHIIuMuU
JiKapChKUMH 3aco0aMu Ta iHIIi BUAKW B3aEMOIiN»).

HeobxigHe criocTepe:keHHs 3a BCiMa IallieHTaMH, SKi mpuiiMaooTh Emidop, 111000 BUHUKHEHHS
CEepOTOHIHOBOI'0 CUHAPOMY. YV pa3i I0sABY BUllle3raflaHUuX CUMIITOMIB C/Iii HeTalHO IPUIUHUTHU
nikyBaHHs EmidbopoM i 6yab-IKMMU CYIyTHIME CEPOTOHIHEPTiuHUME 3aco6aMy Ta po3modaTh
BifIOBigHE CUMIITOMATHAYHE TiKyBaHHS. AKIO OfHOYaCcHe 3acTocyBaHHSA Emidopy 3 iHImuMU
CEepOTOHiHepriuHuMHU 3acobaMu KJTiHIYHO BUIIpaBAaHe, MallieHTiB CIif mpoinGopMyBaTH IIPO
NiABUIIIEHHS PU3UKY CEPOTOHIHOBOTO CUHAPOMY Ta BiCTeXKyBaTHU CTaH IAIli€HTIB [AJIs1 CBOEYACHOI0
BUSIBJIEHHS 03HAK CEPOTOHIHOBOTO CUHIPOMY.

[TigBUIIEeHNY apTepiadlbHUN TUCK

[MauienTty, siki oTpuMytoTh Enipop, TOBUHHI PeryaapHO KOHTPOIIOBATU apTepiaJlbHUM TUCK, OCKLTbKA
IiIBUIIIEHHS apTepialbHOr0 TUCKY CIIOCTEPIraaocs y KIiHIYHUX DOCTimxKeHHAX (nuB. «I1o6iuni
peaxkiiii»). [lo moyaTky nikyBaHHsa EmiopoM ciifi BCTaHOBUTH KOHTPOJIb HaJ TIOKa3HUKaMU
apTepiasbHOTO TUCKY Yy MAlli€eHTIB 3 apTepialbHOIO TinepTeH3ieio B aHaMHe3i. Clig OTpUMyBaTUCh
00epeKHOCTI IPH TiKyBaHHI XBOPHUX 3 y2Ke HasBHOIO apTepiabHOIO TinepTeH3ieo, cepieBo-
CYOUHHUMMU Ta I[epeOpoBacKyIIpHUMHU pO3/1afiaMy, IKi MOXKYTh IOCUIIOBATUCS 3 MigBUIIEHHIM
apTepianbHOro TUCKY. [T0BiOMIIAIOCS PO BUIIAAKU HiABUIIEHOT0 apTepialbHOr0 TUCKY, 1110
BMMaraju HeralHOr O JIiIKyBaHHS, IIif 4ac 3acTocyBaHHS Emidopy.



CriliKe NiABUIIEHHS apTePiaJibHOT0 TUCKY MOXKe MaTy HeCIpUAT/IUBI HAcIifKu. [71d Iali€HTiB, y
SIKNX BUHUKAE CTiMKe MiIBUIIEHHS apTepiaJbHOT0 TUCKY Mif Yac npuiiomy Enidopy, ciig po3risHyTu
OOLINTBbHICTh 3HMKEHHS No3u a00 MpunuHeHHs Teparmil (quB. «[1o0iuHi peakirii»).

[TigBUIIEHNY PU3UK KPOBOTEYi

HpenapaTI/I, SIKi IMepenKogXKaThb HpI/Il"Hi‘-IeHHIO 3BOPOTHOT'O 3aXOIIJIEHHA CepOTOHiHy, Yy TOMY 4mnCIi

Enidop, 36inmpmryioTs pu3uk KpoBoted. CI33C Ta [33CH MOXyTh 30iTbIIUTH PU3UK ITiCIISIONOTOBUX
KPOBOTeY (IUB. «3aCTOCYyBaHHS y Iepiof BariTHOCTI abo rogyBaHHS Irpyanio» Ta «[1o0iuHi peakiii»).
CymyTHE 3aCTOCYBaHHS acCIlipuHy, HECTEPOINHUX IIPOTU3aNalbHUX MIPellapaTiB, BappapuHy Ta iHIIUX
AQHTHUKOATYJISHTIB Moxe 30i/blIyBaTH 110 HeOe3neky. Omuc KTiHIYHAX BUMAAKIB Ta €MMigeMioNnoriuHi
OOCiAXKEeHHS («BUNafO0K-KOHTPOJIb» i KOTOPTHI JOCTIgXXEHH) IPOAEMOHCTPYBalIN 3B’ 130K
MiX 3aCTOCYBaHHSIM IIpeliapaTiB, gKi BIJIMBAIOTh Ha 3BOPOTHE 3aXOIJIEHHS CEPOTOHIHY, 1
BAHUKHEHHSIM IIIJTYHKOBO-KHIIIKOBOI KPOBOTeYi. Butagku kpoBoTedi, mos’s13aHi 3 CI33C Ta
CI33CH, BapitoBanucs Bif eKXxiM03y, TeMaTOMH, HOCOBOI KPOBOTEUI i meTexil ;0 KPOBOTEUi,
HeOe3MeyHol a1 XKUTTS.

[TauieHTiB HEOOXigHO MPOiHGOPMyBaTH PO PU3UK KPOBOTEYi, IIOB’I3aHUH i3 CyNyTHIM
3acTtocyBaHHSIM Emnidopy Ta anTUTpOMOOUKMTapHUX a00 aHTUKOATYISTHTHUX IIpernapariB. AKIIo
nalieHT npuiiMae BaphapuH, HeoOXimHO 3[iMCHIOBATU PETENIbHE CIIOCTEPEKEHHS 3a IIOKa3HUKaMU
KOaryJslii mif yac mo4aTtky JiKyBaHHS, TUTPYBaHHS abo BigMmiu Emnidopy.

3aKpUTOKYTOBA TIayKoMa

Po3mupenHs 3iHulb, SKe BUHUKAE IIifl 4Yac 3aCTOCYBaHHS 0araThoxX aHTUAEIIPECAHTIB, BKII0Yal0un
Enidop, MoxKe CIpUUMHUTY TOCTPUIL Halla[l 3aKPUTOKYTOBOIL I'JTayKOMH Y TaIliEHTa 3 aHATOMIYHO
BY3bKMMU KyTaMH, SKOMY He IIPOBOLUJIY KJTaCUUYHY ipugeKToMito. CIIil yHUKaTH 3aCTOCYBaHHS
aHTHUJeNpecaHTiB, y ToMy uucii Enidopy, mariedTam 3 HeJTlikOBaHUMY aHAaTOMIYHO By3bKUMU KyTaMH.

AxTuBalig Mauii/rinoManii

Y Bcix gocnipxenusax ¢a3u 2 i ha3u 3 BIP mawnii cnoctepiranucs npubnusso y 0,02 % nauieHTis, sSKi
oTpuMyBanu Enmidop. AKTHUBalLis MaHil/TimoMaHil criocTepiranacs TakKoX y HEBEIUKOI KiJTbKOCTI
MAIi€HTIB 3 BEJIMKUM apeKTUBHUM PO3JIafioM, SKi OTPUMYBAJIU iHIII 3ape€ECTPOBaHi aHTUAEIPECAHTH.
4k i Bci inmi anTunenpecantu, Enidop crig 3acTocoByBaTH 3 00€peXKHICTIO IallieHTaM 3 MaHi€io abo
rinomaHi€eio B ocobucTtomy abo ciMmeliHOMy aHaMHe3i.

CHHOPOM BigMiHU

[To6iuHi peaxiiil micns BiIMiHK CEpOTOHIHEPTIUHUX aHTUAETIPECAHTIB, 0COOIMBO PANTOBOI BiIMiHHY,
BKJ/TIOHAIOTh: HYIOTY, MiTIUBICTh, UCHOPUIHUYN HACTPiM, HpATiBNUBICTE, 30yIKEHHS,
3amaMOpOY€eHHs, PO3JIafAy YyT/IUBOCTI (HalpuKaz apecTesil, Taki K BiIUYTTS e1eKTPUYHOTO
CTPYMY), TPEMOP, TPUBOXKHICTb, CIIJTyTaHICTh CBiJOMOCTi, TOJIOBHUM Oiflb, MIISIBiCTh, €MOLINHY
nabinpHiCTL, 6€3COHHS, TilOMaHilo, IIyM y ByXax i cynoMu (mguB. po3pin «I1obigHi peaxiiii»).

[Tig 9ac micmgpeecTpalniiHOro 3acTocyBaHHsA Enipopy Hagxonunau MOBiAOMIEHHS IIPO CEePHO3Hi
CHUMIITOMH BigMiHU, SKi MOXYTb OyTH 3aTSIKHUMU Ta TSIXKKUMHU. [1ig yac 3meHImeHHs no3u Enidopy, v
TOMY YHCJIi IIifi Yac MPUNIMHEHHS JiKyBaHHS, y MAIliEHTIB CIIOCTepiranocs 3aBepiieHe caMory06CTBo,
cyluupanbHi OyMKHY Ta cepHo3Ha arpecis (BKI04alouyd BOPOXKICTh, PO3TIOYEHICTh Ta rOMillufaibHi



OyMKu). [HIII TOBITOMIIEHHS TIif] Yac MiCIIpeeCTPaLiiiHOr0 3aCTOCyBaHHS OMMCYIOTh 3MiHM 30Dy (Taki
SIK TIOPYLIEHHS YiTKOCTi 30py abo mpobieMu 3 GOKYCyBaHHSIM) Ta IMigBUIIEHHS apTepiaaTbHOTO TUCKY
iCyIs MPUIIMHEHHS Tepallii abo 3MeHIeHHs no3u Emidopy.

[Tig yac npunuHeHHS 3acToCyBaHHSA Emidopy crif crocTepiraté 3a CTaHOM IAIliEHTIB.
PexoMeHOy€eThCS MIOCTYIIOBE 3HUKEHHS 03K, a He PallTOBe IPUNUHEHHS IPUUOMY IIpenapary. AKIno
micys 3MeHIIeHHS 0034 abo Mmicis NpUnuHEeHHS JIiKyBaHHS BUHUKAIOTh HEIIEPEHOCUMi CUMIITOMH,
MOXKHa PO3TJIIHYTY JOLUIBHICTE BifHOBNIEeHHS npuiioMy Emidopy y paHime npusHadeHin 1o3i. 3rogom
JiKap MoxXke ITPOJOBXKYBAaTU 3HUKYBATHU [03Y, aje OiNbIl MOCTYnoBO. [IeIKUM MallieHTaM CIIif
IPUNIKHSATH JIIKYBaHHS IIPOTIATOM KilnbK0X MicsIiB (IuB. «Crioci6 3acTOCyBaHHS Ta IO3U»).

CynoMHI Hanagu

Bunagku cygoMm Oyniy 3apeecTpoBaHi y epegpeecTpaliiiux KniHigyHux gocnigxenHax Emidopy.
Cuctemnuit anani3 fii Enipopy He mpoBoauin y mauieHTiB 3 eminerncieio. IlaiieHTy 3 cymomaMu B
aHaMHe3i O0yu BUKIIIOYEHI 3 IepeapeecTpaliftHux KIiHigyHuX focnigxkensb. Enidop ciig npusxnavaTu 3
00epexkHiCTIO MallieHTaM 3 eIinerncieo.

[imoHaTpieMis

limoHaTpieMisi MOxKe BUHUKATH B pe3ynbrarti aikyBaHHSA CI33C i [33CH, y Tomy uucni Enidhopom. ¥
OaraTbox BUIIQ[IKax TilOHATPiEMIis € pe3yabTaToOM CHHIPOMY HEBIfIIOBIMHOI ceKpetii
aHTHU[iyPEeTUYHOTO TOPMOHY. Bumajiku Koyl piBeHb HaTpPil0 CHPOBAaTKY KPOBi OyB HUXKYE

110 MMoOIB/N, HE 3apeecTpoBaHi. [TallieHTH MITHBOTO BiKy MalOTh OiNTbIINY PU3UK PO3BUTKY
rimoHatpiemil mmig yac nmikyBanus CI33C i I33CH. Kpiwm Toro, y naiieHTiB, SKi 3aCTOCOBYIOTh
cedorinHi 3acobu, abo mpu merigparaliii 3 iHIIMX IPUYMH PU3UK BUHUKHEHHS TilOHATPieMil
TaKOX MifiBUIIeHUM (quB. po3ainu «Cmocib 3acTocyBaHHS Ta OO3W» MiAPO3MAin 3aCTOCyBaHHSA
narieHTaM oco0nMuBUX I'PyI) Ta «®apMaKoIOTiyHi BIaCTUBOCTI»). [IJIs1 MAIlieHTiB i3
CUMIITOMaMH TirmoHaTpieMii MoXyTh O6yTH noTpiOHi BimMiHa Enidopy Ta npoBegeHHS
BIATIOBIOHUX MEOUYHHUX 3aXO[iB.

CumnToMu rinoHaTpieMil BKITI0YaOTh: TOJIOBHUY 6iflb, TPYIHOILI 3 KOHIIEHTPAIi€l0 yBarH,
TIOTipIIIEeHHS MaM'sTi, CITIyTaHICTh CBimOMOCTI, c71abKicTh i BTpaTy piBHOBAru, 110 MOXKe IIPU3BECTH [0
maliHe. Y OinbI TSIXKKHUX Ta/a00 TOCTPUX BUIIAAKaX CIIOCTEPIraluCs TalionuHalii, HeIPUTOMHICTD,
Cy[IOMH, KOMa, 3ylIMHKA JUXaHHS Ta JIeTaJTbHUM HaCioK.

IaTepcTuIliiHa XxBopoba nereHiB Ta e03uHODiTbHA THEBMOHIS

Pigko MoBimoOMIISIIOCS PO BUHUKHEHHS iHTEPCTHUINNHOI XBOPOOH JIETeHIB Ta €03WHOMiIbHOI
ITHEeBMOHil, 10 Oy/Iu I0B's3aHi i3 3acToCyBaHHSAM BeHIagakCHHOM (BUXifmHa pedoBuHa Emidopy).
MoXuBiCTh UKX MOOIYHMX Peakllii CIIif po3risfgaTH y MalieHTiB, SKi 3acToCcoBy0Th Enidop Ta
3BEPTAIOTHCA 3 IPOrPeCyI0Y0I0 3aUIIKOI0, KalieM abo JUCKOM(POPTOM Yy rpyasax. Taki nalieHTu
MaTh IPOXOOUTH HeraHe Mequ4YHe 00CTeXKEeHHS, TAKOXK CJIifl PO3TJITHYTH IPUIUHEHHS JTiKyBaHHS
Enidopom.

CrateBa nuchyHKIII

3acrocyBanHd [33CH, Bkmogaroun Enidop, MoxKe BUKIMKATU CUMITOMU CTaTEBOl OUCQYHKIIIL (TUB.
po3min «ITob6iuHi peakiii»). ¥ yonosikiB 3actocyBanHs [33CH Moxke CIpUYMHUTH 3aTPUMKY abo
HEMOXKJIUBICTh eSKYJIALil, 3HUKEHHS 1i0if0 Ta epeKTUIbHY AUCHYHKIII0. Y KiHOK 3aCTOCYBaHHSA
[33CH moxke mpu3BeCTH I0 3HUXKEHHS Ni6igo Ta 3aTpUMKH abo BiICYTHOCTi opra3my.



BaxmuBo, 11100 sTiKapi, SIKi Mpu3HavaloTh JTiIKapChKUH 3aci0, MOIiKaBUIMCh CTAHOM CTATEeBO1
GyHKIII nalienTa g0 no4atky nputiomy Emidopy i, 30kpema, 3MiHaMu cTaTeBol QYHKIII i
yac JiKyBaHHS, OCKiJIbKM CIIOHTaHHi ITOBiIOMJIEHHS IIPO CTAaTeBY GQYHKIIiI0 MOXKYTh OyTU
BigcyTHi. ITig yac oIiHKY 3MiH cTaTeBOl (QYHKII BaXKIMBO OTPUMATH AEeTalbHUN aHaMHe3
(BK/II04AIOYHU Yac II0YaTKy CUMIITOMIB), OCKiIbKM CUMIITOMU 3 OOKYy CTaTeBOi CUCTEMU
MOXKYTb MaTH iHII MPUYUHU, BKITIOYAI0UX OCHOBHUY ITCUXiYHUYN po3mnaf. Criim o6roBoputu
MOTEHIIIMHI cTpaTerii TiKyBaHHS [JId MiATPUMKH TAIli€HTIB ¥ MPUUHATTI iHPOpMOBaHOTO
pillIeHH II[OA0 JIIKyBaHHS.

3acmocy8aHHA nauieHmam AimHbv020 BiKy

3 4158 malrieHTiB, SIKi Opany y4acTh y epefpeecTpalliiiuX KITiHIYHUX OOCHiIXKEeHHIX
Enidopy, 6 % Oynu BikoM Bim 65 pokiB. 3arasoM He CIIOCTepiranocs BifMiHHOCTEH y
ITOKa3HUKax 0e3MmeKku Ta e(PeKTUBHOCTI MiXK MMM IalliEeHTaM¥ Ta IallieHTaM{ MOJIOLIIOTO
BiKYy, IPOTe B KOPOTKOCTPOKOBUX I1J1alle00-KOHTPOJIbOBAHUX NOCIiIXKEHHAX Bif3HaYaBCs
BUIIUY PiBEHb CUCTOIIYHOI OPTOCTATUYHOI TiOTEH3i1 y MAIli€HTiB BIKOM = 65 POKiB
IIOPiBHSHO 3 TallieHTaMu BiKOM < 65 poKiB, ki oTpumyBanu Emnidop. [14 namieHTiB TiTHHOTO
BiKY CIIiJT BpaXOByBaTU MOXK/IUBUM 00MexkKeHUY HUPKOBU#M KitipeHc Emidopy npu Bu3HaYeHHI
LO3M.

CI33C Ta I33CH, y Tomy uucmni Enidop, Oynu moB’si3aHi 3 BUllafiKaMy KJTiHIYHO 3HAYYIIO1
rinoHaTpieMii y maIlieHTiB TiTHBOTO BiKY, SIKi, MOXKJIMBO, MajIy IMiABUINIEHUN PU3UK BUHUKHEHHS IIUX
no0iYHUX peakil.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2pyodoto.
Pes3ioMe pusukis

He icHye omy6mikoBaHUX OOCITigXKeHb 3acToCyBaHHS Emidopy BaritTHuM xkinkam. [TpoTe B
omy0J1iKOBaHUX eIifIeMioNIOTiYHUX AOCTiAKEHHSIX BIUIMBY BUXITHOI CIIONTYKH - BeHJIahaKCHUHY - Ha
BaTiTHUX XiHOK He MOBiIOMIISIIIOCS PO YiTKMH 3B’SI30K 3 HeOaxKaHUM BIIJIUBOM Ha PO3BUTOK
BariTHOCTI. [CHYIOTE PU3UKY, [I0B’'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(deKTiB Ta HEBUHOIITYBaHHS
BariTHOCTI AJIsl TOMYJIAIlil HEBifOMUM. YCi BariTHOCTI MaloTh ()OHOBUU PU3UK BPOIXKEHUX Ae(PEKTIB,
HEBUHOIIYBaHHS ab0 iHIMX HebGaXKaHUX Pe3ybTaTiB.

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

[TpocmeKTUBHE HOBrOTPUBAJe JOCTimXKeHHS 3 y4acTio 201 XKIHKY 3 BEJIMKUM [I€IPECUBHUM
po3nagoMm (BIIP) B aHaMHE3i, B eyTUMIYHOMY CTaHi Ha I0YaTKy BariTHOCTI
IIPOAEMOHCTPYBAJIO, 110 XKIHKY, AKi IPUNIUHUIIN IPUINOM aHTULEIIPECaHTIB y Iepiof
BariTHOCTI, YacTillle CTpaXKJaiu Bifl peliOuBY BEJIMKOI AETpecil, HiXK KiHKHU, SIKi
IIPOAOBXKYBAJIX 3aCTOCOBYBATU aHTUIEIIPECAHTH.

IHopmayisa npo 8niue npenapamy HA OP2aHi3am Mamepi i N100a/HOBOHAPOOHCEHO20

His I33CH Ha cepepnHix Ta Mi3HiX CTPOKax BaTiTHOCTI MiiBUIIYe PU3UK IIpeeKiaMIicii, a gisg I33CH



He3aJ0BIo [0 MOJIOTiB 30iNbIy€e PU3UK MIiCIISIIIONIOT0BOI KPOBOTEY.

IlaHi criocTepexkeHb BKa3yIOTh Ha MiABUIIEHNN PU3UK (MEHIIe HiXK y 2 pa3u) MiCAsAmnoIoroBoi
KpoBoTeui micng 3actocyBaHHS CI33C/I33CH npoTtsarom Mmicsisg Ao MOJoTiB (OuB.
«OcobnuBocTi 3acTocyBaHHs» Ta «[100iyHi peakxiii»).

Heo06xigHo criocTepiraTv 3a CTaHOM HOBOHAPOOKeHHUX, MaTepi skux npuiitmanu Emidop y 111
TPUMECTpI BariTHOCTI, [J1 BUSBIIEHHS O3HaK CUHAPOMY BiAMiHM IIpernapaTy. 3acTtocyBaHHsa [133CH
abo CI33C Ha mi3HiX cTpOKax BariTHOCTI MiABUINYE ¥ HOBOHAPOIKEHUX PU3UK YCKIagHEeHb, SKi
moTPeOyIOTh TPHBAJIOI TOCIiTai3allil, ITTYYHOI BEeHTUIISALIL IeTeHb Ta 30HO0BOTO Xap4yyBaHHs. Taki
YCKIagHEeHHS MOXKYTh BUHUKHYTH Bifipa3y micis monoriB. [10BifoMIIsANIOCS IPO IPUTrHIYeHHS
OVXaHHS, I[iaHO3, allHOe, CYIOMH, TeMIIEPATYPHY HecTabinbHICTh, TPYOHOILI Y ToqyBaHHi, 6/1I0BaHHS,
rinormikeMilo, TiOTOHIIO, TiMepPTOHiIO, rineppednekciio, TpeMop, HEPBO3HICTh, APATIBIUBICTD i
nmocTivHuy mnad. Li oco6muBocTi BifmosigaioTs abo mpsamiit TokcuuHin mii CI33C i I33CH abo,
MOXKJINBO, CUHAPOMY BifMiHM npenapaTy. Cif 3a3Ha4YUTH, 110 B AesIKUX BUIIafKaxX KJIiHIYHa KapTHUHA
BifimoBiiae cepoToHiHOBOMY cUHAPOMY (IuB. «OCOOIMBOCTI 3aCTOCYBAHHS»).

B omy0tikoBaHUX €MifieMioIoTiYHUX [OCIIAXKEHHIX BIJINBY BUXiOHOI CIIOJYKY - BeHlIadaKCUHY - Ha
BariTHUX XKiHOK He TOBiMOMIISIIIOCS IIPO YiTKUH 3B'S30K i3 CEPHO3HUMHU BPOIXKEHUMHU JedeKkTamu a0o
HEBUHOIITYBAHHSIM BariTHOCTI. AJe ITi MOCTiIXKeHHS He [al0Th 3MOTH BCTAHOBUTHU a00 BUKITIOUUTH
Oynb-IKUY PU3UK, TIOB’SI3aHUY i3 MPUIOMOM IpenaparTy IIif 4ac BaTriTHOCTI.

[Tpu nepopanbHOMY BBeLeHHI JecBeHnadhakKCUHY CyKLIMHATY BariTHUM IIypaM i KPOJsaM Y Iepiof
opraHoreHe3y B go3ax o 300 mr/kr/mo0y i 75 Mr/Kr/no0y BigmoBimHO TepaToreHHi edeKTu He
crioctepiranucs. Lli mo3u acoritoBanucs 3 MigBUIIEHHSIM KOHIIEHTPaLlil Iif040l peYOBUHY B IJIa3Mi
(AUC) y 19 pasis (mypu) Ta 0,5 pa3a (Kpoi) nopiBHSHO 3 KOHIIeHTpaIi€o npu fo3i 100 mMr Ha o6y
mnst mopocnoi moguau. OgHaK CIoCTepiraaocs 3MeHIIeHHST MaCH IJIOIB Ta 3aTpuMKa ocudikarii
CKeJleTa y 1ypiB, 1o 6yJ0 MOB’13aH0 3 MAaTEPUHCHKOI0 TOKCUYHICTIO ITPU HalBUIiK 103i. [Ipu oMy
AUC mipu [103i, 10 He BUKJIMKAE TOKCUYHUX eeKTiB, B 4,5 pa3a nepesuiyBaia AUC npu go3i 100 mr
Ha 700y y IOPOCIIOi JIIOOUHH.

[Ipu mepopanbHOMY BBefl€eHHI flecBeHNIapakCUHYy CYKIIMHATY BariTHUM IIypaM IPOTATOM IIepioay
recTarlii Ta JJaKTallii CIIOCTepirasocs 3MeHIIeHHsS MacH Tijla IOTOMCTBA Ta ITiIBUINIEHHS JIETATbHOCTI
B IIeplIi YoTupu gHi nakrauii. [I[pyyrHa IUX IeTaJlbHUX BUNAAKIB HEBigOMa.

I'odyeaHHA 2py00to

HocTtynHi oOMexkeHi maHi 3 HAyKOBUX My0ITiKalliil BKa3ylOTh Ha HU3bKi PiBHI JecBeHnadpakCuHy B
TPyOHOMY MOJIOI Ta AEMOHCTPYIOTh BiICyTHICThL MOOIYHUX peakKlliil y [iTel, sSKi 3HaX0OATHCSA Ha
TpyOHOMY BUTOfOBYBaHHi. HeMae BimoMocTeii po BIIUB AecBeHnadaKCHHYy Ha YTBOPEHHS I'PYOHOTO
MOJIOKaA.

Heo06xigHo OLiHKWTH ITepeBaru TPyIHOT0 BUTOOBYBaHHS AJIST PO3BUTKY Ta 3J0POB’S OIUTUHH, @ TaKOXK
KJTiHiuHy 0Tpeby MaTtepi B nikyBaHHI Enipopom, a Takox Oynb-Kkuii HebGaKaHUY BIIJIUB Ha IUTHUHY,
I10 3HAXOOUTHCA Ha TPYOHOMY BUTOOBYBaHHI, OCHOBHOT'O 3aXBOPIOBAaHHS MaTepi Ta 3aCTOCYBaHHS 11
nikapcbKoro 3aco6y Emidop.

30amuicmb enaueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MeXaHizMamu.



[TamieHTaM He CJIig KepyBaTH CKIagHUMU MeXaHi3MaMH, Y TOMY YKCJIi TPAHCIIOPTHUMH 3aco0aMH,
IOTH, HOKU BOHU He BIIEBHSATHCS, 110 Emidop He BIIKMBaE Ha IXHIO 3TATHICTD M0 TAKOI MisITBHOCTI.

Cnocid 3acmocyeaHHsi ma do3u.

PekoMeHmoBaHa no3a mpemapaty Emidop cranosuts 50 Mr 1 pa3 Ha o0y He3anexKHO Bifl IPUHOMY
1XKi.

Enidop cnim 3acTocoByBaTu nmpubIM3HO B OOUH i TOM Ke Yac KOXKHOT0 OHs. TaOneTKu Cifl KOBTaTH
I[iTMMHY, 3alMBalOYy PiIMHOI0, He pO3/7laMyBaTH, He TOoAPiOHIOBATH, He PO3KOBYBATH Ta HE
PO3UYUHSATH.

Y kniHivHUX HocmimkeHHSX go3u Bifg 50 mo 400 Mr Ha goOy Oynu eeKTUBHUMHU, JOJATKOBOTO eeKTy
Bil 3acTOCyBaHHA IIpellapaTy B fo3ax noHap 50 Mr Ha mo0y He cliocTepiranocs, a nobiuHi peakiril Ta
PU3MK PO3BUTKY CHHAPOMY BimMiHM Oy/IM "YacTilIUMU IPU OilbLI BUCOKUX [03aX. AKIIO JiKap,
0a3ylounch Ha pe3yibTaTax K/IiHIYHOI OI[IHKY CTaHy MallieHTa, IpUUMa€ pillleHHs, 110 36inbIIeHHS
no3u moHan 50 Mr Ha o0y [ IeBHOTO MAIliEHTa € JOIIbHUM, MaKCHMallbHa PeKOMEH0BaHa [103a
He MOBHHHa nepesuinyBatu 100 Mr Ha o0y .

[Tig yac npunuHEHHS Tepalil pPeKOMEeHAYEThCA IIOCTYIIOBE 3HUKEHHS N03H, SKIIO 1€ MOXKIINBO, 3
MeTOoI0 MiHiMi3allil CMMIITOMIB BifMiHH.

3acmocyeaHHA nayieHmam ocobausux epyn

[NarienTy 3 mopyieHHAM GYHKII HUPOK

MakcuManbHa peKOMeHO0BaHa [03a O MallieHTiB 3 ITOMiIpHOI0 HUPKOBOI HEIOCTaTHICTIO (K/IipeHC
kpeaTuHiny [KK] 3a 24 rogusu Big 30 mo 50 Mi1/xB 3a ¢popmysoio Kokpodra - ['onita) cTaHOBUTH
50 mMr Ha 0o0y. MakcumasnbHa peKOMeHI0BaHa 03a [JIS MAalliEHTIB 3 TAKKOI0 HUPKOBOIO
HepocTtaTHicTIO (KK Bim 15 mo 29 Mi/xB 3a popmynow Kokpodra - I'onta) abo TepMiHanbHOO
crapieto HEpKOBOl HegocTtaTtHOCTi (TCHH, KK < 15 mn/xB 3a hopmynoio KokpodTa - ['onTa)
ctaHOBUTH 50 MT 4epe3 geHb. He i maBaTé JOAATKOBI JO3U HAIliEHTaM MiC giamidy (OuB.
«®apMaKOJIOTiYHi BIaCTUBOCTI»).

[NalieHTH 3 MOPYIIeHHAM QYHKITI eYiHKu

PekomeHnnoBaHa o3a O Malli€HTIB 3 ITIOMIPHOIO Ta TSIXKKOI0 IIeYiHKOBOIO HEIOCTATHICTIO (Big 7 mo
15 OarmiB 3a knacudikaiieto Yannga — I[1'10) cranoButs 50 Mr Ha mo0y. [TigBuIleHHS 103U
noHan 100 Mr Ha go0y He peKoMeHAYEThCS (auB. «®apMaKoJIOTiuHi BIaCTABOCTI»).

ITiompumyeasvHa mepanis

IcHye 3aranbHa OyMKa, 110 rocTpi emidomu BIIP BuMaraioTh 6e3mepepBHOI Tepartii TiKapChbKUMU
3acob6aMu IIPOTSATOM [IEKiNbKOX MicsliB abo mosine. EGeKTHBHICTh OBIOTPHBAIOr0 3aCTOCYBaHHS
Enidopy (50-400 mr) Oy10 BCTAHOBIIEHO Y OBOX [AOCHIXKEHHIX MigTPpUMYy04doi Tepamil. Crifg
IIPOBOAMTY IIE€PiONUYHY OLIHKY CTaHy Malli€eHTa [AJg BU3Ha4eHHS HeoOXiMHOCTI MPOJOBXKEHHS Tepail.



BiomiHa aikapcvko2o 3acoby Enigpop

[Ticna BigMinu Emidopy MoXKyTh BUHUKATH 00iuHI peaktii (auB. «OcoOIMBOCTI 3aCTOCYBaHHI»).
PexoMeHOy€eThCS IOCTYTIOBE 3HUKEHHS 103U Enidopy, a He panToBe NPUNNHEHHS 3aCTOCYBaHHS
npenaparty. [esKuM namiesTaM Ciif IPUNUHATHY JIiIKyBaHHS IPOTATOM KiJTbKOX MICSIIIB.

ITepegedeHHs nauieHmis 3 iHwWux aHmudenpecaHmis Ha Eaigop

[ToBimoOMIIAIOCS PO CUMIITOMHU BIIMIiHY ITifl Yac IlepeBeeHHs Nal[leHTiB 3 IHINX aHTUelIPEeCaHTIB, ¥
TOMY 4MCJIi BeHnadgakcuHy, Ha Enidop. 3HMKEHHS 003U IT0YaTKOBOT'0 aHTUIEIIPECAHTY MOXKe OyTH
HeoOXimHUM OyIg MiHiMisalil cUMIITOMIB BifMiHH.

Tepanis iHeibimopamu MAO 045 AiKy8aHHA ncuxiyHux po3saadis

[TpuHaiimMHi 14 OHIB Ma€ MPOXTH MiX MPUIKXHEHHSIM 3aCTOCyBaHH4 iHribiTopa MAO,
IIPpU3HAYEHOTO I JIiKyBaHHS IICUXIYHUX PO3/IafiB, i mo4aTkoM Tepartil Emigopowm, i
npuHaiMHi 7 OHIB Mae npoiTu micns BigMinu Emidbopy mo mouaTky Tepamil iHribitopom MAO,
[IPU3HAYEHUM [J14 JIIKyBaHHA [ICUXIYHUX PO3JIaliB.

3acmocysaHHs Enigpopy 3 iHwumu iHeibimopamu MAO, makumu sK AiHe304i0 abo memuseHoaull
CUHIU

He cnipg po3nounHaTu Tepamnito EnidopoM, Ko nauieHT TPOXOgUTh TiKyBaHHS JIiHE3071imoM afo
METHUJIEHOBUM CUHIM IJIs1 BHYTPIIIHLOBEHHOT'0 3aCTOCYBaHHs, Yepe3 30ibllIeHHSI pU3UKY BUHUKHEHHS
CEpPOTOHIHOBOTO CHHApPOMY. [ MallieHTa, KW BUMarae HeBigKJIa[HOl Tepalil IICUXiYHOTO CTaHy,
CJIi PO3TJIAHYTH iHIII METOLU, Y TOMY YMCJIi TOCIiTai3alio.

Y mesikvx BUIagKaXx IAlli€HT, SIKWM BXKe oTpuMye Emidop, Moxke moTpebyBaTH TePMiHOBOTO JIiKyBaHHS
niHe3o07izoM ab0 MeTHUIEHOBUM CUHIM IJI51 BHYTPIIIHHOBEHHOT0 3aCTOCYBaHHS. fIKII0 HeMae
IPUUHATHOI albTePHATUBY JIiHE30/IiAy a00 METUIEHOBOMY CUHBOMY i IOTEHI[iliHa KOPUCTh Bif
3aCTOCYBaHHS 1IUX IIperaparTiB IepeBUIllye PU3UKHA CEPOTOHIHOBOTO CUHAPOMY V¥ KOHKPETHOTO
natienTa, Enidop cnig BigMiHuTH HeraHo i moyaTu MiKyBaHHS JTiHe30JIioM ab0 METHUIEHOBUM CHHIM
[J1s BHYTPIlIHBOBEHHOI'0 3aCTOCyBaHHSA. CTaH NallieHTa CJIiJ BiCTeXXyBaTU Ha HasgBHICTh CUMIITOMIB
CEePOTOHIHOBOI0 CHHAPOMY IIPOTSroM 7 IHIB ab0 00 24 romwH micis IpuiOMY OCTAHHBOI M03K
niHe30imy a00 METUIEHOBOTO CUHBLOTO [IJIT BHYTPILTHEOBEHHOTO 3aCTOCYBAaHHS 3aJIe3KHO Bifl TOTO, 110
HacTaHe paHime. Tepamito EnidopoM MoxKHa BifTHOBUTHU dyepe3 24 TOAWHU IiC/IS 3aCTOCYBaHHS
OCTaHHBOI 103U JTiHEe3011igy a60 METUIEHOBOT'0 CUHBOTO 151 BHYTPIIIHHOBEHHOTO BBEJEHHS.

Pu3uK 0JHOYACHOT'0 3aCTOCYBaHHS METHUJIEHOBOTO CHHBOTO IJIS1 BHYTPIIIHHOBEHHOTO BBEIEHHS ab0 B
inmux ¢popMax (Hampukiag y ¢dopmi nepopanbHux TabneTok abo MIIIX0M MiciieBol iH'eKIlil) y [o3ax,
3HAYHO HUXKYKX 3a 1 Mr/kr, HeBigomuii. Jlikap Ma€ BpaxOByBaTU MOXKJ/IMBICTh BUHUKHEHHS CUMIITOMIB
CEepPOTOHIHOBOTO CUHAPOMY IIiff YaC TaKOTr0 3aCTOCyBaHHS.

Himu.

Beamneka Ta epekTuBHiCTH Emidopy g MiKyBaHHS BEJIMKOI0 OETPECUBHOTO PO3TIafly yV AiTel He Oynu
BCTaQHOBJIEHi, TOMy IIpelnapaT He 3aCTOCOBYIOTH I1ilf BiKOBill KaTeropil malieHTiB.

EdekTuBHiCTH He 6yJI0 IPOIEMOHCTPOBAHO Y OBOX afeKBaTHUX i HaJle2KHUM YMHOM KOHTPOJIhOBaHUX
8-THKHeBUX PaH0Mi30BaHUX, ITOMBIMHO CIINUX, IIaneb0-KOHTPOIbOBaHUX AOCTIAKEHHSIX Y
IapaienbHUX I'Pynax 3a yd4acTio 587 mauieHTiB (BikoM Bif 7 mo 17 pokiB), y AKkux nikysanu BIIP.



AHTHUpenpecaHTH, Taki K Emidop, migBUIIyI0OTh PU3KK CYIIIUOAIBHUX OYMOK Ta IMOBEOIHKY y OiTen
(muB. «OCOBIUBOCTI 3aCTOCYBAHHSI»).

B nnane60-KOHTPOIbOBAHUX OOCHTIIXKEHHAX 3aCTOCYyBaHHS Enmidopy CcynpoBomgKyBanocs 3HUKEHHSIM
MacHu Tina y gite# 3 BIP. YacToTa BTpaTu Macu Tina (= 3,5 % Bif moyaTKOBOI Macu) cTaHoBuMIa 22 %,
14 % i 7 % y nauieHTiB, SKi OTPUMYyBaIX JIiKyBaHHS HU3bKUMU No3aMu Enidopy, BUCOKUMEU [03aMu
Enidopy Ta nnarebo BigmoBigHO.

Pusuk, noB’si3aHu# 3 HOBrOCTPOKOBUM 3acTOCyBaHHAM Emidopy, omiHIOBany B 6-MiCAYHUX BIIKPUTUX
NOOaTKOBUX AOCIIMXKEHHSAX 3a y4acTIo OiTel BikoM Bif 7 mo 17 pokis 3 BIIP. YV miTeii BikoM Bifg 7 mo
17 pokiB criocTepiranaucs cepefHi 3MiHM MacCHU Tijlla B MeXKax O4iKyBaHMX 3MiH Ha OCHOBIi JJaHUX,
OTPUMaHUX Bifl IXHiX OMHOITKIB Ti€l K CTaTi.

Y KiIiHIYHUX HOCHIAKEHHAX [IPY ITOPIBHAHHI 3 OPOCIUMHU ITallieHTaMu, IKi OTPUMYyBaJIi TaKy caMy
no3y Emigopy, ekcrno3utlisi mecBeHnadakcuHy 0ylla aHAIOTiYHOIO ¥ MifiTKiB BikoM Bim 12 mo 17 pokiB
Ta Ha 30 % BUILIOI y HOiTeu BikKoM Bif 7 mo 11 pokis.

Ilepedo3yeanHsi.

IocBim KITiHIYHUX JOCHiIXKEeHb ITepefno3yBaHHs NecBeHnadaKCHHy CYKIMHATY V TIOOUHA 00MeXeHuH.
[Tpore mecBennadakcun (Enidpop) € ocHOBHUM aKTUBHUM MeTabosiToM BeHIadpakcuny. Huxue
3a3Hay4eHi MOBiOMIIEHHS 1IPO Iepeio3yBaHHs BeHTahaKCHUHY.

[Tig vyac micmsspeecTpariiftHOro0 3aCTOCYBaHHS Iepe03yBaHHs Bim0yBarIoCcs mepeBaxkHO Mpu
noeiHaHHiI BeHIahaKCUHY 3 aIKoroneM Ta/abo iHmMMu npernapaTaMy. HaldacTinmMmMu CUMIITOMaMu
Oynu Taxikappis, 3MiHM PiBHS CBiOMOCTI (Bifg COHIMBOCTI 00 KOMHM), Migpia3, CymoMu Ta O/I0BaHHS.
[ToBimoMuisiiocsd Ipo 3MiHU Ha eJeKTpoKaphiorpaMi (Hanpukiaf, nposoHrauis iHTepsany QT,
61okapa Hixkku nydka [ica, mpononraiis QRS), cuHyCcOBY Ta IIJTyHOYKOBY TaXiKapfito, OpaguKapmiio,
TiIOTOHII, TOCTPUY HEKPO3 CKEJIeTHUX M's13iB, 3allaMOPOYEHHS, HEKPO3 IIEeYiHKY, CEPOTOHIHOBUM
CHHJIPOM i JIeTanbHUM HACTITOK.

Omny6iKoBaHi PETPOCIEKTUBHI TOCTIgXKEeHHS CBiAYaTh, 110 Tepef03yBaHHs BeHnahakCuHy MOXKe
OyTu 1OB'sI3aHe 3 MiIBUIIEHNM PU3UKOM JIeTaJIbHUX HACIIIIKIB MOPiBHSHO 3 TAKUM IIPU 3aCTOCYBaHHI
a"tugenpecanTiB CI33C, ane el pU3UK HUKYNUM, HiK IPU 3aCTOCYBaHHI TPULUKITIYHUX
aHTULelNpecaHTiB. EmiieMiosioriyni JOCHifKeHHS IPOAEeMOHCTPYBAJIY, 110 ali€HTH, K1 OTPUMYIOTh
BeHna(aKCUH, MalOTh OiNIbIII BUCOKUY PiBeHb HASIBHUX [0 JiKyBaHHS (DAKTOPiB PU3UKY CYiLIUAY, Hik
nauieHTy, gki oTpuMyoTh CI33C. dKo010 Mipoo NiABUILIIEeHUY PU3UK JIeTaIbHUX HACIIOKIB MOXHA
BiJHECTHU OO TOKCUYHOCTI BeHJadaKCUHY IIPY IIepefo3yBaHHi, He 3’1C0OBaHO, Ha BiIMiHY Bif OeSIKUX
IHIIMX MOKa3HUKIB TOKCUYHOCTI Y MAIiEHTIB, SKi OTPUMYIOTh BeH/Ia)aKCHH.

JlikyBaHHS nepeno3yBaHHA. Cenudiuni antumotu no Emipopy HeBigoMmi. PekoMeHnnoBaHa
CUMIITOMaTU4Ha Ta MigTpUMYyl04a Tepallisi, MOHITOPUHT CEePLEeBOr0 PUTMY Ta KUTTEBUX
II0Ka3HUKIB.

ITo6iuni peakuii.

Besneka gecBeHnadakcuHy Oyjla BCTAHOBJIEHA Y KJIIHIYHUX [OCTIIKEHHSIX 3 y4acCTIo
7785 marttienTis i3 BIIP, SKMM 3aCTOCOBYBAJIU I[OHAWMEHIIEe ONHY H03Y AeCBeHIa(hakCUHY B



miama3oHi no3 Bim 10 go 400 mMr/mo6y. besneka mOBroTpuBaIoro 3aCTOCyBaHHS Oyila OIliHEHA y OisbIi
Hix 2000 cy6’exTiB i3 BJIP, sKuM 3acTOCOBYBau fecBeHnadakCUH IPOTITOM He MeHIIe 6 MicsIiB, Ta
y 400 matuieHTiB, gKi npuiiMainu gecBeHnadakCcuH IpoTsAroM 1 poxy.

Y 6inburocTi BumagkiB mobivHi peakiiii HayacTillle CIIOCTEPiraaucs IPOTSATrOM MEPIIOTro
THUXKHS JIiIKyBaHHS Ta Oy Bif JI€rKOro o MOMipHOT'O CTYIEeHs TSIXkKocTi. YacToTa
BUHUKHEHHS He0axkKaHUX peakiliii 3arajgoM Oyia J0303anexKHoI0.

Huxue HaBemeHO no0iYHi peaxilil, IPo SKi MOBIOMIISIIOCS Y XOAi IepefpeecTPalliiHuX KITiHIYHUX
OOCIiIKeHb 3aCTOCYBaHHS AecBeHNnadakcuny y mo3ax Bim 10 mo 400 mr gns nmikyBanus BIIP. YactoTta
BUHUKHEHHS He0aXKaHUX pPeakllii KmacuhikyeThCs 3a TaKO IIKaoi0: gyxke Jacto - = 1/10; gacto -
= 1/1001 < 1/10; mewacto - = 1/1000 i < 1/100; pigko - = 1/10000 i = 1/1000; myxe pigko -
< 1/10000; yacToTa HEBiOMa - He MOXKHa BCTAHOBUTHU YaCTOTY Ha IiICTaBi HASBHUX JaHUX.
[To6iuni peaktii 3 4yacToToio < 1 % pPo3paxoByBaIKCs BPYUYHY; Peakiiii 3 4acToToio = 1 % 6ynu
Kyacu(ikoBaHi, IK 3a3HaUEHO HUXKYeE.

Y KOXHi¥ rpyIi 3a 4acTOTO 1MOOiuHI peakilii 3a3Ha4eHO y IOPSIAKY 3MEHIIEHHS ITPOSIBiB.
3 60Ky imMyHHOI cucmemu: HE4YaCTO - IifBUILEHa YYT/IUBICTb.
3 6oky memaboaizdMy ma xapuy8aHHs: 9aCTO - 3HUKEHUH alleTUT; PIOKO - TillOHATPieMis.

3 60Ky ncuxiku: Tyxe 4acTo - 6e3COHHS; YaCTO - TPUBOTA, HEPBO3HICTh, aHOPTa3Mis,
3HUKEHHS CTaTeBOTO MOTATY, He3BUYaliHi CHOBUIHHSA; HEYacCTO - [ellepCoHai3allisd,
He3BUYaNHUU Opra3M, CHHIPOM BiIMiHU; PiIKO - raloIuHAallil, TinoMaHis, MaHis.

3 6oky Hepeosoi cucmemu: LyKe 4acCTO - 3allaMOPOYEHHS, TOJIOBHUY 0i/lb; 4aCTO - COHIUBICTE,
TpeMop, IIOPYIIEeHHS yBary, Iapecresis, IUCTreB3id; HeYacTo - CUHKOIIE; PiIKO - CYAOMY,
OWCTOHISA; YaCTOTa HEBIIOMA - CEepPOTOHIHOBUM CHHAPOM™*¥,

3 60Ky opaaHis 30py: HEYACTO - Migpia3, HEUITKUM 3ip.

3 60Ky opeaHia cayxy ma secmubyA5pHO20 anapamy: 4acTo - A3BiH y ByXaX, BEPTHUTO.

3 60Ky cepus: 4acCTO - Taxikapmisi, Big4yTTs cepuiebUTTS, YacTOTa HEBimoMa - KaphiomionaTis
TaKOoIy00**.

3 60Ky cyOuH: 4acTo - IPUILJIUBY; HEYACTO - XOJION V KiHIliBKaX, OpTOCTATUYHA Til0TeH3is.

3 60Ky duxaabHOI cucmemu, opaaHie 2py0HOi Kaimku i cepedocmiHHA: 4aCTO - MO3iXaHHS; HEYacTo -
HOCOBa KPOBOTeYa.

3 6oky mpasHoi cucmemu: fyXkKe 4acCTO - Hy[0Ta, CyXiCTh Y POTi, 3a1op; 4acTo - 6JI0BaHHS,
Iiapes; 4aCcTOTa HEBilOMa - TOCTPUU ITaHKpPeaTUuT**,

3 60Ky wKipu ma niOwKipHUX MKaHuH: AyKe 4acTo - TIIeprigpo3; 4acTo - BUCUIIAHHS; HEYACTO


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

- aJIoTelis; PigKo - aHTI0HEeBPOTUYHUM HAOPAK**, peakilis GOoTOUyTIMBOCTI; YaCTOTa
HeBigoMa - cuHOpom CtiBeHCa — JI2KOHCOHa™*.

3 60Ky cKesnemHo-M’ 5130801 ma cnoy4YHOi MKAHUHU: HEYACTO - CKEJIETHO-M s130Ba PUTIOHICTS.

3 60Ky HMPOK Ta CEYOBUBIIHUX LIISAXiB: HEYACTO - MPOTEIHYPisd, 3aTPUMKa Cedi, yTPyOgHEHU!
II0OYAaTOK CEYOBUITYCKAHHS.

3 60Ky CTaTeBUX OPTaHiB i MOJIOYHMX 3a/103: YaCTO - epEeKTUIbHA AuCchYHKIiA*, BicTpoueHa
esIKyNnAnis*, BigCyTHICTh eIKyAIil*; He4acTo - CTaTeBa JUCQYHKIIIS, TOPYIIeHHS €KYl
YaCTOTa HeBimoMa - IIICJISIOI0roBa KpoBoTeda™*** |

3arasibHi IOPYIIEHHS: YaCTO - BTOMJIIOBAHICTD, aCTeHisl, 03HO0, BiUyTTS TPUBOXKHOCTI,
OPaTiBIUBICTE.

JIabopamopHi docaidxHceHHs1: 9acTo - MiABUIIEHHS apTepiaIbHOTO0 THCKY,
301/IBIIIEHHSI MaCH Tijla, 3MEHIIIeHHsI MAaCH Tijla; HEYaCTO - BiIXH/IeHHsI Bil HOpMH
NMOKa3HHUKIB (PyHKIIiIOHA/ILHOI MPOOH MeYiHKH, 30iIbIIeHHs KiTbKOCTIi
TPHUIJIilepHAIB y KPOBi, iABUINEHHS PiBHIiB NPO/JIaKTHHY B KPOBi, HiTBUIIEeHHS
PiBHIiB X0/IeCTEPHHY B KPOBI.

* JacToTa po3paxoBaHa JIMILE Ha IificTaBl JaHUX, OTPUMaHUX Y YOJIOBIKIB.
** [ToGiuHi peakilii, BUSIBJIEHi il 4ac 3aCTOCYBaHHS JIiIKapChKOT0 3ac00y IicIst peecTpaitil.

*k* TTpo 1e siBUIIe moBimoMsiiu ans TepaneBTudHoro knacy CI33C/I33CH (muB. «OcobmuBOCTi
3aCTOCYBaHHSI» Ta «3aCTOCYBaHHS Y Iepiof BariTHOCTiI abo rogyBaHHS TPYIIIO»).

Imemiuni mo6iyHi peakirii 3 60Ky cepiis

Y kniHiYHEX JoCTimXKeHHSX iHOAI MOoBimoMIIsIoCcs o imeMivHi mobiuni peakii 3 60Ky
cepud, L0 BKIIIOYAJIH illeMiio Miokapaa, iHpapKT MioKapaa Ta 3aKyIIOPKYy KOPOHapHUX
CyIUH, siKa moTpeOyBajia peBacKyIsapHr3allil, y MallieHTiB, SKi MaJyd YUCIEHHI CYyNyTHi
(dbakTOopu PU3MKY CEPIIEBUX 3aXBOPIOBaHb. TaKi sIBUIIA CIIOCTePiranucs y GinbInoi KimbKOCTi
TaIli€HTIB Mif Yac JIiKyBaHHS JecBeHnIa(aKCHHOM MOPIBHSIHO 3 Maieo.

Peakliil mpy DpUOVHEHH]I IPUIOMY IpernapaTy

[TpununeHHs (ocobnmuBo panTose) nputiomy CI33C/I33CH, Bkmo4aouu fecBeHIadpaKkCuH,
3a3BUYal MPU3BOAUTH A0 CUHAPOMY BigMinu. [ToOiyHi peakiii, mpo sKi MOBiqOMIISIIIOCS Y
3B’93KY 3 PallTOBMM IIPUIKMHEHHSIM IIPUIOMY IIpelapaTry, 3HUXKEHHAM 1031 a00 MOCTyIIOBUM
3HUXKEHHSAM [O03U Y KIIiHIYHUX AociigxeHHaX BIIP 3 yacToTo10 = 2 %, BKIoYasmu:
3alaMOPOY€eHHs, CUHPOM BiMiHU, HYIOTY i TON0oBHUM 6ink. 3arajoM CUMIITOMH BiIMiHU Ipenapary
BMHUKAJIM YacCTilne mpu OibIn BUCOKUX J03aX Ta OinbIl TprBanoMy Kypci mikyBauHs. LIi peakiiii 6ymu
7erkoro abo MOMIpHOTO CTYIIEeHS TSKKOCTi Ta MMHAJIA CaMOCTiHO, OHAK V IesSKUX MAI[i€HTiB BOHU
MOTTIA OyTH TSIKKHMMHU Ta/ab0 TpuBaauMHU. TaKUM YMHOM, JIiKyBaHHS eCBeHIahaKCUHOM
PEKOMEHIYEThCS MIPUNUHATH IIOCTYIIOBO IIUISTXOM 3HUKEHHS [O3H.

[ToGiyHi peak1ii, Ipo SKi TOBIHOMAANOCS K IPO NPUYWHYN IPUNUHEHHS IPUHOMY IIpemapaTy



Y kombOiHOBaHUX 8-12-THKHEBUX I171a1le00-KOHTPOIbOBAHUX HocTimxkeHHIX BIP 8 % 3
3335 marrieHTiB, ki oTpuMyBanu mecBernadakcus (Big 10 mo 400 mr), Ta 4 % 3 1873 martrieHTis, ki
OTpUMYBaH Ijane6o, IPUIMHUIN JIIKyBaHHS 4epe3 no0iuHi peakiiil.

Ha#06inpir noumpeHoio m1o0iyHo0 peakIli€lo, 1110 MPU3BoAuIa 00 MPUIUHEHHS TPUNOMY
Ipemnapary y IjoHaiMeHIe 2 % Malli€HTiB, Kl IPOXOAUIH JIIKyBaHHS JeCBeHIapaKCUHOM, Y
HeTPUBaIUX AOCTiAKeHHAX (Ho 12 TuxHiB) Oyna Hy#oTa (2 %). Y TpuBamoMy HOCTiAKeHH]
(mo 11 micsiniB) y mofBiitHO ciimil ¢a3i y MalieHTiB, SKi IPOXOAWIN TiKyBaHHS
necBeHTadakCUHOM, T0OIYHI peakilii BUHUKANK 3 OiIbINOI0 YaCTOTOIO, HiXK y MAIi€HTIB, SAKi
3aCTOCOBYBaJIM Ij1anedo, MpoTe y IoHaMeHIme 2 % MallieHTiB XKO0fIHe SBHUIIe He MIPU3BOIUIIO
[0 IPUNIMHEHHS IPUAOMY IIpernapary.

[Tpu 3acTocyBaHHI 7o3u 50 Mr mecBeHIadakCUHY 4aCTOTa IPUNIMHEHHS IPUIOMY IIpenapary
yeped mobiuHy peakiito (4 %) Oyma mogibHOO [0 Takol mpu npuiioMi nnauebo (4 %). [Tpu
no3ax 100 mr i 200 Mr gmecBeHnadaKCUHY 4acTOTa IPUIUHEHHS IPUKAOMY IIpenapaTy yepe3
no0iyHy peakilifo CTaHOBUIA BignoBigHO 8 % i 15 %.

3acTOCyBaHHA MalliEHTaM JIiTHBOI'O BiKY

Y kninivaux pochigxerHsax BIIP i3 7785 matieHTiB, sKi IpOXOAUIH TiKyBaHHS
necennadarcusaoM, 5 % Oynu BikoM Big 65 POKiB. 3arajoM MiX I[MMU Malll€HTaMU Ta
MOJIOALIMMY TalliEHTaMU He CIIOCTEPIrasocs XKO0gHOI pi3HuUlli oo 0e3meku Ta
eekTuBHOCTI. OgHAK Yy HETPUBAJIUX ILTa1e0o-

KOHTPOJIbOBAHUX NOCIIIIXKEHHSX CIIOCTepiraaocs 6inbliie BUNAAKiB CUCTOJIIYHO]
OPTOCTATUYHOI TiNOTeH3il, a y HeTPUBAJIUX i TPUBaIMUX I1ale00-KOHTPOIbOBAHUX
OOCIIiAKEeHHX Bif3Ha4asI0Cs MiiBUIEHHS CUCTOIIYHOI'O TUCKY y IAI[ieHTIB BIKOM > 65 pokiB
IIOPiBHSHO 3 OPOCTIMMHU BiKOM < 65 POKIB, IKi IPOXOAUIIHN JTiKyBaHHS AeCBeHTahaKCHHOM.

[To6iyHi peakiii, mpo SKi TOBimOMIANOCS IPK 3acTOoCyBaHHi iHmmx I33CH

Xo4a IITyHKOBO-KMIITKOBa KPOBOTEeYa He BBAXKAETHCS MOOIYHOIO PeaKIli€lo Ha
necBeHTadakCuH, BoOHa € 00iyHOoI0 peakirieio Ha iHmri I33CH i Takoxk MoXke BUHUKHYTH IIpU
3aCTOCyBaHHI flecBeHNTadaKCHUHY.

[ToBigoMIIeHHS PO Mimo3pioBaHi m0o6iuHi peakirii

[ToBimomeHHS IIPO TMigo3pioBaHi MOOiYHI peakiiii y micnsipeecTpalliiHuii Tepio € BaXKINBUM
3axonoM. lle mae 3MOry IpoOAOBKYBaTU MOHITOPUHT CIIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU
3aCTOCyBaHHi nmpemnaparty. JIikapsiM MPOMOHYETLCS MOBITOMISATH PO Oyab-sIKi migo3proBaHi mobiuHi
peaxilil 3rigHO 3 YUHHUMHU BUMOTaMU CUCTEMH 3BiTHOCTI.

Tepmin npudamuocmi.

3 POKH.

YMmoBH 30epirannsi. 30epiratu npu TeMmepartypi He Buiie 25°C.



30epiraTv B HEJOCTYIITHOMY [JIsS HiTEH MicCIIi.

YnakosBka.

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

TabneTku mposioHroBaHoi gil mo 100 mr Ne 28: kapToHHaA KOpoOKa, 110 MiCTUTH 2 OicTepH; 1o
14 TabneToxk y 6iicTepi.

Kareropis Bigmycky. 3a penentom.

BupoOHHK.
[1daitzep Menwodekuypunr Jonuneng [MOX/

Pfizer Manufacturing Deutschland GmbH.

Micue3HaxoaKeHHsI BHPOOHHKA Ta HOT0 aJpeca MicCIisi IPOBaAKeHHsI Tis/TbHOCTI.
Mycsanbpans 1, 79108 ®paiibypr Im Bpalicray, HimeyuuHna/

Mooswaldallee 1, 79108 Freiburg, Im Breisgau, Germany.



