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 pevoguHu: 1eII0N03a MiKpokpucTaniyHa (Avicel PH102), unemtonosa
MikpokpucTaniuHa (Avicel PH105), Tanbk, Martitoo creapar, rinpomesnosa 2208, 100000 CR;
n7st TabmeTok mo 100 mr: Opadry® 11, 85F94527 (CIUPT MOJiBiHIIOBKUH, MAKPOT0JI, TATAHY
miokcup (E 171), tansk, FD&C Yellow #6/Sunset Yellow FCF Aluminum Lake (E 110), 3ani3a
okcup yepBouuit (E 172)); ons TabneTok mo

50 mr: Opadry® II, 85F94487 (cupT MOJiBiHITOBHI, MaKpOroJI, TUTaHy miokcupn (E 171),
TasbK, 3ami3a okcup xKoBTuii (E 172), 3amisa okcup yepBouuu (E 172)).

JIikapcbKa popMa. TabneTKy MPOJIOHTOBAHOI Mil.
OcCHOBHI (pi3uKo-XiMiuHI 81aCMUBOCMI:

mabaemku no 50 me2: CBiTIIO-POXKEBi KBafipaTHi TaOIETKH, BKPUTI IIiBKOBOIO 000JIOHKOIO, 3
tucHeHHAM «W» Hap «50» Ha IJIOCKi¥ CTOPOHI Ta y BUTJIAMI ImipaMifgy 3 iHIIOI CTOPOHY;

mab6aemku no 100 me: yepBOHYBATO-OpaHkKeBi KBagpaTHi TabIeTKY, BKPUTI IIJTiBKOBOIO
000110HKOI0, 3 TUCHEHHSIM «W» Haf «100» Ha IIJIOCKi¥ CTOPOHI Ta Y BUTJIAMIL mipamigy 3 iHImoi
CTOPOHH.

dapMakoTepaneBTHYHA rpyma. Autunenpecantu. Kog ATX NOGA X23.

Papmakono2iuHi e1acmueocmi.
®apmakoduHamika.

Tounui MexaHi3M aHTUAENIPECUBHOI Iil ecBeHIadaKCUHY HEBIIOMUY, ONHAK € IPUIYIIEHHS, 110 BiH
TIOB’'I3aHUY 3 IIOTEHIIII0OBaHHSAM CEePOTOHIHY Ta HOpaJpeHalliHy B LIeHTPaJIbHIN HEPBOBiU
CHCTEMI 3a IOMOMOro0 iHTi0yBaHHS 1X 3BOPOTHOT0 3ax0IieHHs. [JOKIiHIYHI JOCTiIXKeHHS



IPOEMOHCTPYBAJIH, 10 IecBeHIahakKCHUH € MIOTYKHUM i CeIeKTUBHUM iHTiGiTOpOM
3BOPOTHOI'O 3aXOIJIEHHS CEPOTOHIHY Ta HOpapapeHarniny (I33CH).

IecBeHnnadakCUH He BUSIBJIAB BUPaXkKeHOl CIIOPigHEHOCTI 7o OaraThoX pelenTopiB, y TOMy YHUCIi
MyCKapuHO-x0niHepriunux, H,-ricTaminepriuaux abo o -agpeHepriuHux peuenTopis in vitro.
IecBennathakCUH TaKOXK He ITPOSIBIISIB YiTKO BUPaXKeHOI aKTUBHOCTI SIK iHTi0iTOP MOHOAMiHOKCHIA3H1
(MAO).

dapmaxoKiHemuxka.

dapMaKOKiHETHKa OJHOPa30BOl 003H AeCBeHNTahaKCUHY € JiHIMHOIO i J0303a7IeKHOI0 B iana30Hi 703
Bim 50 Mr mo 600 mr (1o B 1-12 pa3siB Oinbille 3a peKOMeHI0BaHY 3aTBEPAKEHY N03y) Ha mo6y. [Ipu
3aCTOCyBaHHI OMH pa3 Ha J00y piBHOBaxKHa KOHIIEHTpAIlis y MJia3Mi JOCATAaEThCS IPOTATOM
npubnau3Ho 4-5 [HiB. Y piBHOBaXKHiN KOHIIEHTpAIlil HAKONU4YeHHs 6araTopa3oBux 03
necBeHnadakCUHY € JiHIMHUM i epen0ayyBaHuM, 3 OTJIAAY Ha papMaKOKiHETUYHUYN POk
OTHOPA30BO1 [I03H.

BcMoOKTYBaHHS
A6comoTHa GiogoctynHicTs Enidopy micnist mepopanbHOT0 3aCTOCYBaHHS CTaHOBUTH Ou3bK0 80 %.
Bnaue nputiomy ixci

BxuBaHHA 1Xi 3 BuCOKUM BMicToM kupy (Bim 800 mo 1000 Kinokasnopiii) mpu3BOAKUIIO [0 30iNbIIEHHS
C,.x ecBeHnadakcuny npubnu3uo Ha 16 % i He BrnuBano Ha AUC.

Po3momin

06’eM posmopminy mecBeHIadakKCUHY B PiBHOBAXKHiM KOHIIEHTPAIIl CTAaHOBUTE 3,4 JI/KT. 3B’sI3yBaHHS
necseHnadakcuny 3 6inkamu mna3Mu cTaHOBUTH 30 % i He 3a/IeXKUTh Bif KOHIIEHTPAIlil J1ikapChKOT0
3aco0y.

BuBenenus
Mertabonizm

IecBennadakCcuH HacamIepen MeTab0/Mi3y€eThCs IIJISTXOM KOH 'Torallil [ormocepenkoBaHoil i3opopMaMu
ypunus-5-gudochaty (YID)] i MeHIowo Mipoto yepes okucioBaabHuil Metabomizm. CYP3A4 Gepe
y4acCTb B OKHMCITIOBaJIbHOMY MeTa0osi3Mi (N-memMeTunoBaHHs) qecBernadpakcuny. MetabomiuHui
migx CYP2D6 He 3apisinuil. ®apMaKoKiHeTHKa fAecBeHTadakcuHy Oyaa CX0XKO0I0 Y MallieHTiB i3
TIOBITbHUM Ta IIBUOKUM MeTabomnizmoMm CYP2D6.

BudineHHs

[Tpubnusno 45 % mecBeHnadakCUHY BUMINMAETLCA ¥ HE3MIHEHOMY BUTJISML 3 Ce4elo MPOTATOM

72 TOOUH MicJsg mepopanbHoro npuiiomy. [Tpubnusnao 19 % BBeeHOI 0031 BUBOOUTLCS Y BUTTIA/I
TJTIOKYPOHigHOTO MeTabomiTy i < 5 % - y BUTIsiAi okucmoBanbHOoro Metabosity (N,O-
oumecMeTuNnBeHMadaKCHH) i3 ceuero.

3acTocyBaHHA MallieHTaM 0COOIMBUX TPy

He cmocrepiranucs KiiHiYHO 3HaYyIi BiGMIiHHOCTI eKcnio3utlii JecBeHIapakCuHy 3a7eKHO Bif
PacoBol IPUHAJIeXKHOCTI (y IpeACTaBHUKIB €BPOIEOIAHOI, HETPOIHOI pacu abo TaTHHOAMEePUKAHIIIB).



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.

- [TimBullleHa YYTIUBICTH [0 fecBeHIahaKCUHY CYKIIMHATY, BeHnadhakKCUHY rimpoxnopuny abo
no Oymb-sSIKUX JOTIOMIiXKHUX PEYOBHUH Yy CKJlafi mpemapary Emidop.

- OpHoyacHe 3acTocyBaHH4 iHTi6iTOpiB MAO, MprU3HavYeHUX A JTiIKYBaHHS ICUXIYHUX
po3napiB, abo ix 3aCTOCYyBaHHS IIPOTSATOM 7 OHIB IMiCid IPUNUHEHHS NiKyBaHHS Enidopom.
3actocyBanHs Enidpopy nporsarom 14 nuis micns Bigminu inri6itopis MAO, npu3HadyeHUX AJis
JIIKYBaHHS IICUXIYHUX PO3JIafiB.

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

B3aemodisn 3 inwumu nikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

JlikapchbKi 3aco0H, siKi MalTh KIiHiYHO BaxknuBi B3aemonii 3 Emxidopom

Iaridoiropu monoaminokcuma3u (MAQ), Taki K ceseriiid, TpaHiAIUIPOMIH, i30KapOOKCa3u],
(dheHen3uH, TiHEe30Ii, METUIEHOBUY CUHIM.

OmgHoYacHe 3aCTOCYBaHHS CEJIEKTUBHUX iHTiOITOPiIB 3BOPOTHOI'O 3aXOIJIEHHS CEPOTOHIHY
(CI33C) Ta inribiTopiB 3BOPOTHOT'O 3aXOIJIEHHS CEPOTOHIHY Ta HOpaapeHaniny (I33CH),
BKII04YHO 3 Emidopom, 3 inribitopamu MAO mifBuIlye pu3uK PO3BUTKY CEPOTOHIHOBOTO
cuHmpoMy (ouB. «Croci6 3acTocyBaHHS Ta [03u», «IIpoTunokazanus» «OcoOIUBOCTI
3aCTOCYBaHHS»).

Inmi ceporoHinepriuni 3aco0n, Taxi gk inmi CI33C, [33CH, Tpunrtanu, TPULUKITIYHI
aHTHUJeNpecaHTH, OMioI[K, IpenapaTH iTio, 0ycnipoH, aMmderaminu, TpunTtodaH i 3BipoOii.



OpgHoyacHe 3acTocyBaHHA Enidopy 3 iHIMMMEU CepOTOHIHEPTiYHUME 3aco0aMu IiABHUIILYE
PU3UK PO3BUTKY CEPOTOHIHOBOI'O CUHAPOMY.

HeoOxigHu KOHTPOJIb CUMIITOMIB CEPOTOHIHOBOT'O CHHIPOMY Y pa3i OMHOYaCHOT0
3actocyBaHH4 Enidopy 3 inmumu 3acobamu, SKi MOXYTh BIUIMHYTHA Ha CUCTEMHU
CEepPOTOHIHEePriYHUX HeMpoMeaiaTopiB. ¥ pa3i poO3BUTKY CEPOTOHIHOBOI'O CUHOPOMY
PO3TNISIHYTH HEOOXiHICTh IPUNUHEHHS NTiKyBaHHSA EnidopoM Ta/abo cynyTHIMU
CepoTOHiIHepriuHuMu 3acobamu (AuB. «OCOONIUBOCTI 3aCTOCYBAHHS»).

IIpemapary, 10 BIUIMBAIOTh HAa reMocTa3s, Y TOMY YHCJIi HeCTepOigHi MpoTu3anasibHi 3acoou
(HTII3II), acmipuH i BapdapuH Ta iHIIi.

OpHouacHe 3acTocyBaHHSA Emnidopy 3 aHTUTpOMOOIIMTapHUME @00 aHTUKOAryITHTHUMU
3acobaMu IMigBUINYE PU3UK KpOBOTedi. Lle Moxke OyTu 3yMOBIIeHE BIIJINBOM JIiIKapChKOT'0
3aco6y Emnidop Ha BUBiITbHEHHS CEPOTOHIHY TPOMOOIIUTAMHU.

HeoOximHui peTenbHUM HATJIAM 3a MallieHTaMu, SIKi OTPUMYIOTh aHTUTPOMOOIMTapHi abo
AHTUKOATYJISSHTHI 3ac00W, 100 MOSIBY KPOBOTEYI ITifl Yac IMo4YaTKy ab0 MPUIUHEHHS
nikyBaHHS Emidbopom (guB. «OcoOIMBOCTI 3aCTOCYBaHHS»).

IIpenapaTH, siki mepeBazkHo MeTa0o01i3yoThcsas CYP2DG6, Taki 9K me3unpaMii, aTOMOKCETHH,
nekcTpoMeTopdaH, METOIPOJI0JI, He0iBOIO, mepdheHa3nH, TONTEPONHH.

OpnouacHe 3actocyBanHsa Emidopy nigsumye C,,,, Ta AUC npenapariB, SKi IepeBaxHO
MeTabomnizytoTbcs CYP2D6, 110 36inmbInye pU3UK TOKCUYHOCTI IIperapaTiB - CyOCTpaTiB
CYP2D6.

[Tpu omHOYacHOMY 3acTtocyBaHHi 3 Emidopom y mo3i 100 Mr npenapaty, gKi
MeTabomni3yioTbcsi CYP2D6, crig mpr3HavyaTy y 3BUYaliHiA Y MEeHIIiY M04YaTKOBiM 1o3i. [1o3y
IIUX IIpenapaTiB HeoOXifHO 3MEHIIKUTH HAIlOJIOBUHY IIPU OGHOYACHOMY 3acTocyBaHHi 3 400 Mr

Enidopy.
JIikapchKi 3ac00H, sIKi He MalOTh KIiHIiYHO BaXK/IMBHX B3a€EMOi# 3 npenapaTtoM Emidop

3a maHuMU HapMaKOKiHEeTUUHUX JOCIiIXKeHb, KOPEKIIis J03U He MOTPiOHa Iy MiKapChbKUX
3aco0iB, ki nepeBaxHo MeTabomi3yoThcst CYP3A4 (Hampukia, Mima3oiaM), abo
nmikapchKuX 3aco6iB, siKi MeTabonizyioThcst o6oMa i3odhepmenTamu CYP2D6 ta CYP3A4
(HampuKaf, TaMOKCHU(EH, apullinpa3oJ), y pa3i 0qHOYaCHOTr0 3aCToCcyBaHHSA 3 Enidpopom
(muB. «®apMaKOJIOTiuHi BIACTUBOCTI»).

AIKOroabp
Enidop He 30inbIIye COPUYUHEHOT'0 €TAaHOJIOM ITOPYIIEHHS IICUXiYHUX i MOTOPHUX HaBUYOK. OMHaK,

dK 1 i Yac IpuioMy iHIINX IIpenaparis, 0 OiI0Th Ha LeHTpaIbHy HEPBOBY CUCTEMY, MallileHTaM CJIiJ
PEKOMeHOyBaTU YHUKATHU IIPUIOMY alIKOTOJIIO IIif 9ac 3acTocyBaHHS Emidopy.

BniuB J1iKapcbKOro 3aco0y Ha pe3yabTaTH J1a00paTOPHUX JOCIiNKeHb

[ToBimomusinocst Mpo XUOHO-TIO3UTUBHI iIMyHOJIOTiYHI CKPUHIHTOBI aHasi3u cedi Ha GeHIUKITIANH Ta
amdeTaMiH y MaIli€HTIiB, SKi 3aCTOCOBYIOTh fecBeHnadakcuH. Lle OB’s13aH0 3 BiACYTHICTIO



crenu(pigHOCTI CKpUHIHT-TeCTiB. X1UOHO-TIO3UTUBHI Pe3y/ibTaTy aHali3iB MOXKHA 04YiKyBaTH IPOTITOM
IEeKiTbKOX [HIB MiCc/Is NpUNUHEHHS IpuiioMy fecBeHnadakcuny. [linTBepaHi TeCTH, Taki K ra3oBa
XxpoMaTorpadisi/Mac-CIeKTPOMETPisi, MOXKYTh Bilpi3HUTH AeCBeHIadaKCUH Bifl PeHIUKITIIUHY Ta
ambeTaMiHy.

Oco06.1ueocmi 3acmocyeaHHsi.

CyiuupganbHi DyMKY Ta IOBeHiHKa Y OiTel, MiIIiTKIB i MOJIOOWX TIOOEn

[TamienTtu 3 BIP, K mopocii, Tak i [iT¥, He3aaekKHO Biff TOr0, 3aCTOCOBYIOTh BOHU aHTUAENPECAHTHU
YU Hi, MOXYTb 3ITKHYTHUCS 3 IIOCUJIEHHIM JeNpecil, BAHUKHEHHSIM CYIIUJalbHUX ifel 1 TOBeOiHKU
(cyinmupmanbHOCTi) a00 HE3BUYAMHUMU 3MiHaMU Y MTOBEMIHIT, i el pu3uK MoxKe 30epiraTtucs o
HaCTaHHS CTiiKoI pemicii. BimoMmo, 1110 gemnpecist Ta geski inmmi ncuxiyHi po3nagu € pakTopamu
PU3UKY caMOTyOCTBa; caMi ITi po3/lagu € Woro YiTKuMu nepeaBicHuKaMu. OOHAK aHTUIEIIPECAHTH
MOXKYTb BiflirpaBaTyl IEBHY POJIb Y IIOCUJIEHH] [Iempecil Ta MosiBi CYillMaanbHOCTI Y JesKUX MalliEHTIB
Ha paHHIX eTanax JiKyBaHHS. Y3arajabHeHi aHali3u KOPOTKOCTPOKOBUX I1J1alle60-KOHTPOIbOBAHUX
nocnigxkeHb aHTupenpecanTiB (CI33C Ta iHIIMX) IPOAEMOHCTPYBaIH, IO 1i IpenapaTy MiABUIIYIOTh
PU3HUK CylIMganbHUX OyMOK i IoBemiHKU (CyiIMAanbHOCTI) V AiTeH, miAmiTKiB i Monoaux niofel (Bikom
Bim 18 mo 24 pokiB) 3 B]IP Ta iHmmMu ncuxivHuMu po3nagaMu. KOpOTKOCTPOKOBI JOCTIIXKEeHHS He
II0Ka3yI0Th 301/IbIIIEHHS PU3UKY CYIUAaIbHOCTI Mif Yac NpUoMy aHTHUENPEeCaHTiB IOPIBHIHO 3
n1aneb0 y JOPoCauX BiKOM Bif 24 pOKiB; CIIOCTepiranocs 3HUKEHHS PU3UKY CYIIMAATbHOCTI i 4ac
IPUHOMY aHTHIEIIPECAHTIB ITOPIBHSIHO 3 IJyaiebo y JOpoCIux BikoM Bif 65 pokiB.

O0’emHaHuit aHami3 muane6o-KOHTPOIbOBAHUX NOCTIIXKEeHb, IPOBEIEHUX 3a YYacTio OiTel Ta
nimgniTkiB 3 BIIP, o6cecuBHO-KOMIyTbcUBHUMHU po3nafgaMu (OKP) a6o iHIIUMY MCUXiYHUMU
po3i1afiaMy, BKIII0YaB 3arajoM 24 KOPOTKOCTPOKOBUX [OCIIIIKEHHS 9 aHTUEIIPECaHTIB 3 y4YacTIo
6inpbin Hik 4400 marienTis. O0’eqHyBaHUY aHali3 M1ane00-KOHTPOIbOBAHUX OCITiIKEHB,
IIPOBEMIEHUX 3a y4acTio mopociaux 3 BIIP abo iHImuMu ncuxivHUMU pPOo37laflaMi, BKITIOYaB 3arajoM
295 KOPOTKOCTPOKOBUX OOCIiAXKEHb (CepenHsl TpUBalicTh 2 MicAni) 11 anTUAenpecaHTiB 3 y4acTio
6inbin Hik 77 000 nmamienTiB. CiocTepiranucs 3HaYHi BiTMIHHOCTI IIO0 PU3UKY CYIlMAAIbHOCTI MiK
IperapaTaMy, OJHAK 3 TeHJIEHINE0 10 30ibIeHHs Y OilbIll MOJIOAUX TAlliEHTIB IPYU 3aCTOCYBaHHI
Maiixke ycix mocyigKyBaHUX NpenapaTiB. CrocTepiranucs BifMiHHOCTiI aBCOMIOTHOTO PU3UKY
CyluMpanbHOCTI IPY 3aCTOCYBaHHI 3a Pi3HUMU ITOKa3aHHSIMU; HaWBUIIMU PiBEHb CIIOCTEPIiraBcs Ipu
BIP. [IpoTe BigMiHHOCTI y PU3UKY (IpenapaTy NOPiBHAHO 3 m1ale00) Oyau BifTHOCHO CTabimbHUMU y
BIKOBUX I'pyIax i Ipu pi3HUX IOKa3aHHAX.

LIi BimMiHHOCTI y pu3uKy (pi3HUIIS MiX MMpemapaTaMy Ta I1aebo B KiTbKOCTi BUMIAAKiB
cyimmupanbHocTi Ha 1000 marieHTiB, SKi OTpUMyBasy TiKyBaHHS) HaBe[eHO B TabIUIl HUXKYeE.

BikoBuit Pi3HuIlg MiX mpenapataMu i maie6o 3a KilbKiCTi0 BUTTAAKiB CYII[UAaIbHOCTI Ha
miara3oH 1000 naui€eHTiB, AKi OTPUMYBaJIU JIiKyBaHHSI
[TigBuUIIeHHS TOPIBHSIHO 3 myalebo
<18 14 momaTKOBUX BUIIAJKiB
18-24 5 MOHATKOBHUX BUIIANKiB
SHUKEHHS IIOPIiBHSHO 3 m1anedo
25-64 Ha 1 BunagoK MeHIIe
=65 Ha 6 BumapgkiB MeHIIe

Y XKopmHOMY 3 IefliaTPUYHUX OOCIigXKeHb caMory0CTB He cTanocs. CrocTepiranucst camory6cTBa y



IOCTiIKEHHSX 3a Y4acCTIO JOPOCIINX, aje KilbKicTh Oyia HefoCTaTHLOIO IJisl OyOb-IKOT'0 BUCHOBKY
IIPO BIUIMB IIperapaTiB Ha caMory6CcTBa.

HeBimoMo, 4u MOMIMPIOETHCA PU3UK CYIIIMAATBHOCTI Ha TPUBaJie 3aCTOCYBaHHS, TOOTO [IOBIIE 3a
KinbKa MicsniB. OfHAK, 3TigHO 3 JaHUMHU I11a1e60-KOHTPOILOBAHUX [OCTIIXKEHb 3 Y4aCTI0 JOPOCIUX
IIALiEHTIB 3 Jelpeci€ro, € ICTOTHI JOKa3| TOTO, 110 3aCTOCYBaHHS aHTUENIPECAHTIB MOXKe BiIKIIaCTU
penunus gemnpecii. CTaH ycix mami€HTiB, siKi IPOXoasiTh JIiIKyBaHHSI aHTHAENIpeCaHTaMH4 3a
OyAb-sIKMMH NIOKa3aHHSIMH, CJIiJl HaJIe2KHHM YHHOM KOHTPOJIIOBATH Ta CIIOCTepiraTu 3a
KJIiHIYHMM NOTipIIeHHsIM, CYIIIHIAIbHICTIO Ta HE3BUYHUMH 3MiHaMH Y IMOBEiHIIi,
0CO00JIMBO MiJ] Yac Nepuux KiTbKoX MicsALiB Kypcy jJTiKyBaHHs a0o0 mig yac 3MiHM 103U
(30inbHIeHHS a00 3HHUKEHHS).

TpuBOXKHICTH, 30yIKEeHHS, TaHiYHi aTaku, 0€3COHHS, TPATiBIUBICTh, BOPOXKICTh, arPECUBHICTS,
iMITyTbCUBHICTB, aKaTU3is (IICHXOMOTOPHE 3aHETIOKOEHHS), TilloMaHist Ta MaHisl Oy 3apeecTpPoBaHi y
IOPOCTIUX Ta OiTeH, SKi 3aCTOCOBYBa/lM aHTUAENPeCaHTH [ likyBaHHS BIIP, a TakoX 3a iHIIMMU
[IOKa3aHHIMHY, [ICUXIaTPUYHUMU Ta HENCUXIaTPUUYHUMU. X04a [IPUUYNHHO-HACIIIAKOBOTO 3B’ 43Ky MiX
II0SIBOI0 TAKWX CUMIITOMIB i MOCUJIEHHSIM [enpecil Ta/abo BUHUKHEHHSM CYilluAaTbHUX iMITYIbCIB
BCTAHOBJIEHO He 0y710, iCHYIOTh T00O0I0BaHHS, 1[0 TaKi CKMITOMU MOXYTb OyTH II€PEAyMOBOIO
BUHUKHEHHS CYLIUAAIbHOCTI.

Crig po3rnsgaTtél 3MiHy TepaleBTHYHOL CXeMHM, BK/II0Yal0Yy MOXKIIMBY BiIMiHY 3aCTOCYBaHHS
mpernapary, IS HallieHTiB, Jenpecis SKUX MOCTIMHO IIOCUITIOETHCS ab0 ¥ SKMX BUHUKAE
CylIMaanbHICTh Y CUMIITOMH, SIKi MOXKYTh OyTH IepeaBiCHUKaMU IIOCUJIeHHS fenpecii abo
CyllMpganbHOCTI, 0COONIMBO SKIIO 1Ii CUMIITOMHU € TSIXKKUMH, 3 Pi3KMM 1T0YaTKoOM abo He
CIIOCTepiranucy y naljienTa [0 JIiKyBaHHA.

Ao 6yn0 IpUUHSATO PillleHHS MIPUNMHUTH JIiIKyBaHHS, IIpenapaT CIIifl BiTMiHITH IIOCTYIIOBO,
3HUKYIOYH 03y TaK IBUIKO, IK IIe MOXKJIMBO, ajie BpaxoByI04H, 110 Pi3Ke NPUNMHEHHS MOXe OyTH
IOB’SI3aHO 3 MEeBHUMHU cuMITOMaMu (muB. «Croci6 3acTocyBaHHS Ta mo3u» Ta «OcoOIUBOCTI
3aCTOCYBaHHS»).

Cnig momepemkaTH ciM’'i Ta MiK/TyBa/IbHHKIB Malli€HTIB, sIKi 3aCTOCOBYIOTH aHTHAENPECAHTH
Ta MPOXOsTh JikyBaHHs1 BIIP a00 iHmIuX 3aXxBOpOBaHb, ICHXiYHUX Ta HEIICUXiYHHUX, PO
HeoOXimHiCTHh cmocTepiraTu 3a manieHTaMH MO0 MOSABH 30yIKEHHsI, IPaTiBJIMBOCTI,
HEe3BMYHHUX 3MiH Y MOBEeJiHIIi Ta iHIIUX CHMIITOMiB, OMHCAaHUX BHUIIE, A TAKOX MOSABH
CyilMIa/JIbHOCTI i HeraHoO MOBiTOMJIATH PO TaKi CHMITOMH MeTHYHHX NMPalliBHHKIB.

PeuenTtu Ha Emidop cnig BugaBaTy Ha HaiMeHIy KiJTbKiCTh Ta0leTOK, HeOOXigHY Al HalleKHOT0
JIiKyBaHHS Malli€HTa, 11100 3MEHIINUTH PU3UK IIepefo3yBaHHS.

OO6cCTexxeHHS MAIliEHTIB 3 METOI0 BUSIBIEHHS OiIONSPHOTO PO3Tamy

Emizon BIIP Moxe OyTu MepBiCHUM CUMIITOMOM OilosspHOro po3nany. BBaxkaeTbcs (xoda 11e He
BCTAHOBJIEHO B KOHTPOJIbOBAHUX HOCIIAKEHHSIX), IO JIIKyBaHHS TAKOTO eIi30My TiJIbKU
aHTUJENpeCaHTaMu MOXe IIiBUIIyBaTU IMOBIPHICTh IPUCKOPEHHS 3MilllaHOI'0/MaHiaKaJIbHOI'0
eMi30M1y y Malli€HTiB 3 PU3UKOM PO3BUTKY OimonspHOro po3nany. Hesimomo, 4 [eMOHCTPYIOTh
ONMCaHi BUllle CUMIITOMU IMOBIPHICTh IIHOT'0 IPUCKOPEeHHS. OgHAaK [0 II04YaTKy JIiKyBaHHSA
aHTHUeNPecaHTaMu CJIiJ] TPOBOOUTH HaJlexkHe 00CTeXKEeHHS IMallieHTiB 3 CHMIITOMaMHu Jempecii mis



BM3HAQYEHHS, YU € y HUX PU3UK OiMOJISIPHOTO PO3Jiafly; Take 00CTeKeHHs IIOBUHHO BKJTIIOYaTH
MOKJIafHUY NICUXiaTPUYHUYN aHaMHe3, 30KpeMa HasgBHICTh caMoryOCTB y ciM'i, 6imonsipHux po3namis i
nemnpecii. Enidop He cig 3acTOCOBYBaTH IJIS JIiIKyBaHHS GilTONSIPHOI Jempecii.

CepoTOHIHOBUY CUHIPOM

CenexTuBHi iHTibiTOpK 3BOPOTHOTO 3axomieHHs cepoToHiHy (CI33C) Ta iHri6iTOPM 3BOPOTHOTO
3axOIJIEHHS CepPOTOHIHY Ta HopafgpeHaniny (I33CH), y Tomy uucni Enidop, 3maTai copuanHUTH
CEepPOTOHIHOBUM CUHPOM, IIOTEHIIINHO HeOe3MeUHUN [JIs XKUTTS. PU3UK MigBUIIYETHCS y pasi
OIHOYaCHOT'0 3aCTOCYBaHHA 3 iHIIMMU CEPOTOHIHEPTiYHMMHU IIpenapaTaMu (y TOMY YHCIIi 3
TpUITaHaMU, TPULUKIIYHUMU aHTHUIeIIpecanTaMu, GeHTaHiloM, JTiTiEM, TpaMag0I0M, MEIIEPUANHOM,
MeTafloHOM, TpunTodaHoM, OycmipoHoM, aMdeTaMiHOM i mpemnapaTaMu 3Bipo0010) i mpemapaTami, SKi
3HUXKYIOTh MeTab011i3M CepOTOHIHY, 30KpeMa 3 iHribitopamu MAO (muB. «IIpoTUIIOKa3aHHS»,
«B3aeMmogpis 3 iHmmMu TikapchKUMHY 3acobaMu Ta iHIII BUIK B3a€MOfii»). CEpOTOHIHOBUN CUHAPOM
TaKOX MOXKe BUHUKATH IIiJl 4aC 3aCTOCYyBaHHS LIUX IIpenapaTiB OKPeMo.

CHUMIITOMYU CEPOTOHIHOBOT'O CHHAPOMY MOXKYTh BK/II0YaTH 3MiHM IICHXi9YHOTO CTaHy (HallpUKIIaf,
30ymKeHHs, rasoliHallii, MapeHHs i KoMa), BereTaTuBHY HecTalinbHICT (HampuKIIak, TaXikapmis,
KOJIMBaHHS apTepiasbHOr0 THUCKY, 3allaMOPOYEHHS, IOTOBUIIEHH, IPUILJINBY, TillepTepMis),
HEPBOBO-M SI30Bi ITPOSIBY (HAIPHUKIIaM, TPEMOp, PUTINHICTh, MiOK/IOHYC, TineppedeKcis, IopymeHHs
KOODAXHAIli1), CyIOMU Ta IUIYHKOBO-KUIIKOBI IPOSIBY (HANpUKiaf, HygoTa, O/0BaHHS, diapes).

OpuoyacHe 3acTtocyBaHHS Enidopy 3 inribitopamu MAO npoTtunokasase. He ciif npusHavyaTu
Enidop mauienTam, ki mpoxopsTh niKyBaHHS iHribiTopamu MAO, TakuMu K JliHe305ig abo
MEeTUJIeHOBUY CUHIN [JI BHYTPIIIHLOBEHHOI'0 3aCTOCYBaHHA. [I0BifOMIIEHHS IPO 3aCTOCYBaHHS
METHUJIEHOBOTO CHHBOT'0 iHIIMMH CIIoco0aMu (HallpHKJIIaf, IepopasibHi TabmeTky abo Miciesi il eKiril)
BifcyTHi. AKIo € HeoOXimHICTh MoYaTH NiKyBaHHS iHriGiTopamMu MAO, TakuMHU $SIK JIiHe30:ix abo
BHYTPIITHbOBEHHUY METUJICHOBUY CUHIY, NAIlil€eHT IIOBUHEH IPUNUHUTU 3aCTOCyBaHHS Emidopy oo
OYaTKYy JiKyBaHHS iHribiTopamu MAO (muB. «IIpoTunoka3aHHs», «B3aeMogmis 3 iHIIMMU
JMiKapChKUMU 3aco0aMy Ta iHIIi BUOU B3AEMOIIN»).

Heo0bxigHe cmocTepe:keHHS 3a BCiMa IallieHTaMH, IKi IpuiiMaoTh Emxidop, 1ogo BUHUKHEHHS
CEepPOTOHIHOBOTO CUHAPOMY. Y pa3i I0SBY BUIle3raflaHuX CUMIITOMIB C/Iifi HeTalHO IPUIUHUTHU
nikyBaHHs EnidopoM i 6ymb-IKMMU CYIyTHIMU CEPOTOHIHEPTiYHUMU 3ac00aMU Ta PO3MOYaTH
BiIIIOBigHE CUMIITOMAaTHAYHE JIiKyBaHHSA. fKIO OMHOYACHE 3aCTOCyBaHHA Enidopy 3 iHImmMu
CEepOTOHiIHepriyHMMU 3acofaMu KIIiHIYHO BUIIPaBHaHe, MallieHTiB Clifg IpoiHGopMyBaTH PO
MiABUIIEHHS PU3UKY CEPOTOHIHOBOTO CUHAPOMY Ta BiICTEeXKyBaTH CTaH IAIl€HTIB [AJI CBOEYACHOI0
BUSIBJIEHHS O3HaK CEPOTOHIHOBOTO CUHIPOMY.

[TigBuIlleHNY apTepiadTbHUN TUCK

[TamienTy, ki oTpuMytoTh Emidhop, IOBUHHI peryisipHO KOHTPOJIIOBATH apTepiallbHUU TUCK, OCKIJIbKU
MiOBUIIIEHHS apTePiallbHOTO THCKY CIIOCTEpIranocs y KIiHiYHUX OOCHimkeHHIX (muB. «ITo0iuHi
peaxtii»). [lo mo4yaTky nikyBaHHS EniopoMm ciig BCTaHOBUTH KOHTPOJIb HaJl TOKa3HUKaMU
apTepiasbHOTO TUCKY Yy MAIlEHTIB 3 apTepiaJbHOIO rinepTeH3ielo B aHaMHe3i. ClIif JoTpuMyBaTUCh
00epexkHOCTI IIPH TiKyBaHHI XBOPHUX 3 yKe HasgBHOI0 apTepiaibHOIO TinepTeH3ieo, cepiieBo-
CYOIMHHUMM Ta 1[epeOpoBacKyISpPHUMHU pO3/1aflaMH, SKi MOXKYThb ITOCUIIOBATUCS 3 MigBUIIEHHIM
apTepianbHOro TUCKY. [T0BiROMIISAIOCS PO BUMIAAKY IiABUIIEHOT0 apTepiaJibHOT0 TUCKY, 1110
BMMaraju HeralHOro JIiKyBaHHS, IIif Yac 3acTocyBaHHs Emidopy.

CriliKe NiABUIIEHHS apTepiaJbHOTO TUCKY MOXKe MaTy HeCIpUAT/IUBI HacIifKu. [71d Iali€eHTiB, y
SIKUX BUHUKAE CTiliKe MiIBUIEHHS apTepialbHOT0 TUCKY Hif Yac npuiiomy Enidopy, ciig po3rnsnytu



OOLINbHICTE 3HUKEHHS 0034 a00 MpPUNUHEHHS Teparil (quB. «[106iuHi peakirii»).

[TigBuIieHNY PU3UK KPOBOTEYi

[IpemapaTy, SKi IepeKonXKaTh IPUTHIYeHHIO 3BOPOTHOI'0 3aXO0IIJIEHHS CEPOTOHIHY, Y TOMY YMCIIL
Enidop, 36inmpmryioTs pu3uk KpoBoted. CI33C Ta [33CH M0OXyTh 30iIbIIUTH PU3UK IMiCIISIONOTOBUX
KPOBOTeY (IMB. «3aCTOCYBaHHSA Y Mepiof BariTHOCTI abo romyBaHHs rpyanio» Ta «[1o6iuni peakirii»).
CymnyTHE 3aCTOCYBaHHS aCHipuHY, HECTEPOIIHUX IPOTH3aNaabHUX IIpenaparTis, BapdapuHy Ta iHIINUX
AQHTUKOATY/ISTHTIB MOXKe 30iNbInyBaTH 110 He6e3neky. Onuc KIiHiYHUX BUMAAKIB Ta €MiAeMiOoIoTiyHl
OOCHiAXKeHHS («BUNaJOK-KOHTPOJIb» i KOTOPTHI JOCTIAXXEeHH) IPOLEMOHCTPYBaIN 3B 130K
MiX 3aCTOCYBaHHSIM IIpeliaparTis, gKi BIJINBAIOTh Ha 3BOPOTHE 3aXOIJIEHHS CEPOTOHIHY, 1
BUHUKHEHHSIM IIJTYHKOBO-KHUIITKOBOI KPOBOTEYi. 3TrifHO 3 MaHUMHU ONyOIiKOBAHUX
oOcepsatiitaux gocnigxens, BB I33CH, 0co01uB0o 3a MicaIlb [0 I0JI0TiB, O0yB 0B’ I3aHUU
3 MEHIII HiXK 2-KpaTHUM 30ibIIIEHHSIM PU3UKY IiCISAI0IOT0BOI KPOBOTEYi (IUB.
«3acToCyBaHHS Y Iepiof BariTHOCTI ab0 rogyBaHHS I'PYAIIO»).

Bunagku kpoBoTeui, nos’sizani 3 CI33C Ta CI33CH, BapitoBanucs Bif ekxiM0o3y, reMaToMH, HOCOBOI
KPOBOTeUi i meTexil 1o KpoBoTedi, HeOEe3MeYHOl ST KUTTS.

[MTanieHTiB HEOOXigHO MPOiHGOPMYyBaTH IIPO MigBUINEHNY PU3UK KPOBOTEYI, ITOB'A3aHUM i3 CYIyTHIM
3actocyBaHHSIM Enidopy Ta aHTUTpOMOOLMTapHUX ab0 aHTHKOATYISHTHUX IIpernaparTiB. AKIIo
NallieHT npuiiMae BapdapuH, HeoOXigHO 3IiMICHIOBAaTH PETENIbHE CIIOCTEPEekKEHHS 3a T0OKa3HNKaMU
KOaryJsiii mig yac mo4yaTtky JiKyBaHHS, TUTPYBaHHS ab6o Bigminu Emnidopy.

3aKpHUTOKYTOBA I'IaykKoMa

Po3mupenHs 3iHUIb, SKe BUHUKAE il Yac 3aCTOCYBaHHS 0araTh0X aHTUAEIIPECAHTIB, BKIIOYA0UU
Enidop, MoXe CIPUYMHUTH TOCTPUM Hamag 3aKpUTOKYTOBOI IJIayKOMH Y TallieHTa 3 aHaTOMIiYHO
BY3bKMMU KyTaMH, SKOMY He IIPOBOJUIIY KJTaCUUYHY ipuaeKToMio. CIIifl yHUKaT! 3aCTOCYBaHHS
aHTHUJeNpecaHTiB, y ToMy uucii Enidopy, mamiediTam 3 HeJTiKOBaHUMY aHAaTOMIYHO By3bKUMU KyTaMH.

AxTuBaIlig MaHil/rTimnoManil

Y Bcix mocmimxenHsax ¢as3u 2 i pasu 3 BIP mawii crmoctepiranucs mpubnusuo y 0,02 % maifieHTis, ki
oTpuMyBanu Enmidop. AKTHUBalLiS MaHii/rimoMaHiil criocTepiranacs TakoX y HEBEIUKOI KiTbKOCTi
MAIiEHTIB 3 BEIUKUM a(peKTUBHUM PO3JIafioM, SKi OTPUMYBAJIX iHIII 3apEeECTPOBaHi aHTUAETIPECAHTH.
4k i Bci inmi anTunenpecantu, Enidop crig 3acTocoByBaT 3 00€peXKHICTIO IallieHTaM 3 MaHieio abo
rinoMasiei B ocobrucToMy abo ciMeliHOMy aHaMHe3i.

CHHODPOM BiOMiHHU

[ToOiyHi peakiiii micyg BiAMiHM CEPOTOHIHEPTiYHUX aHTUENPECaHTiB, 0COOIMBO PANITOBOL BigMiHHY,
BKJTFOYAIOTh: HYIOTY, MiTIUBICTh, TUCHOPUIHUN HACTPiM, HpATiBNUBICTD, 30yIKEHHS,
3amaMOpOY€eHHs, PO3JIafAy YyTIUBOCTI (HampuKiIaf apecTesil, Taki K BiIUYyTTS eeKTPUUYHOTO
CTPYMY), TPEMOP, TPUBOXKHICTb, CIINTyTaHICTh CBiIOMOCTi, TOJIOBHUM Oiflb, MIISIBiCTh, €MOLINHY
nabinpHiCTL, 6€3COHHS, TilOMaHilo, IIyM Y ByXax i cynoMu (muB. po3ain «I1obiyHi peaxiiii»).

[Tig 9ac micmsgpeecTpaliitHoro 3acTocyBaHHsa Enipopy Hagxomunau MOBiHOMIIEHHS IIPO CEPHO3Hi
CHMIITOMH BigMiHH, SKi MOXKYTb OyTH 3aTSIKHUMU Ta TSIXKKUMHE. [1ig yac 3meHmeHHs no3u Emidopy, v
TOMY YMCJIi il Yac NPUIIMHEHHS JiKyBaHHS, V MAllieHTiB CIoCTepiranaocs 3aBeplieHe caMoTry6CTBO,
CylllMAasbHI JyMKH Ta CEpUO3Ha arpecis (BK/II04ar4y BOPOXKICTh, PO3JIIOYEHICTh Ta TOMIlAgalbHi
OyMKu). [HIT TOBiIOMIIEHHS Mif Yac MiCNIspeeCTPaliiHOro 3aCTOCYBaHHS ONUCYIOTh 3MiHM 30Dy (Taki



SIK TIOPYIIEHHS YiTKOCTi 30py abo mpobiemu 3 GOKYCYyBaHHSIM) Ta IiABUIEHHS apTEPiallbHOTO TUCKY
iCyIs MPUIIMHEHHS Tepartii abo 3MeHIneHHs no3u Emidopy.

[lig yac mpunuHeHHS 3acToCyBaHHS Emidopy crif crocTepiratu 3a CTaHOM IAIliEHTIB.
PexomMeHIy€eTBCS TOCTYIIOBE 3HUKEHHS 03K, & He PAllTOBe IPUNUHEHHS IPUUOMY IIpenapary. AKIno
micyisa 3MeHIeHHS 003U abo micis NpUnuHeHHS JIiKyBaHHS BUHUKAIOTh HEIIEPEHOCUMi CUMIITOMH,
MOXKHa PO3TISIHYTH HOLUIBHICTE BifHOBNIEeHHS npuiioMy Emidopy y paHilie npusHadeHin f03i. 3rogom
niKap MoXe MPOJOBXKYBAaTU 3HUKYBATHU [03Y, aje OiNbIl MOCTynoBo. [lesKUM MallieHTaM CIIif
IPUIHMHSATHY JIIKYBaHHS ITPOTITOM KilbKOX MicsIiB (muB. «Crioci6 3aCTOCYBaHHS Ta IO3U»).

CynomHi Hanagu

Bunagku cygoMm Oyniy 3apeecTpoBaHi y epeapeecTpaliinux KiniHigyHux gocnigxkenHsax Emidopy.
Cucremnuit anani3 fii Enidopy He mpoBoauiu y maieHTiB 3 ermminerncieio. ITalienTy 3 cymoMmaMu B
aHaMHe3i Oy/i BUKJTIOYEH] 3 TepeapeecTpaliiHuX KIiHiYHNX Aocigkenb. Emidop cnig npu3HadaTyu 3
00epexkHiCTIO MaIliEeHTaM 3 eIminenciew.

[imoHaTpiemis

linonaTpieMia Moxke BUHUKATH B pe3ynbTaTi mikyBaHHSA CI33C i I33CH, y Tomy uucni Emidopom. ¥
faraTbox BUIIQ[IKaX TiMOHATPiEMIs € pe3yabTaToOM CHHIPOMY HEBIMIOBIMHOI ceKperii
aQHTHU[iyPEeTUYHOTO TOPMOHY. Bumajiku Kol piBeHb HaTPil0 CHPOBAaTKU KPOBi OyB HUXKYE

110 MMoOIB/N, HE 3apeecTpoBaHi. [TallieHTH MITHLOTO BiKy MalOTh OiNTbIINY PU3UK PO3BUTKY
rimoHaTpiemil mig yac mikyBaHHs CI33C i I33CH. Kpim Toro, y maIfieHTiB, SKi 3aCTOCOBYIOTh
cevorinni 3acobu, abo mpu merigparaliii 3 iHIIUX TPUYMH PU3UK BUHUKHEHHS TilTOHATPieMil
TaKOX MifBUIeHUM (quB. po3ainu «Crocib 3acTocyBaHHS Ta OO3UW» IMMiAPO3MAin 3aCTOCyBaHHS
narieHTaM oco0IuBUX I'PyI) Ta «®apMaKoIIOriyHi BIaCTUBOCTI»). [IJIs1 MaIlieHTiB i3
CUMIITOMAaMH TirmoHaTpieMii MoxXyTh 6yTH moTpiOHI BimMiHa Enidopy Ta npoBegeHHS
BIATIOBIOHUX MEMUYHHUX 3aXOMiB.

CuMIITOMU TiIOHATPiEMIil BK/IIOUAIOTh: TOJIOBHUY 0i/lb, TPYAHOIII 3 KOHIIEHTPALIIEI0 yBary,
TIOTipIIIEHHS MaM'sSTi, CIIyTaHiCTh CBiHOMOCTI, C71a0KiCTh i BTPATy PiBHOBArH, 110 MOXKe ITPU3BECTH [0
nafinb. Y GinbII TSXKKHUX Ta/ab0 TOCTPUX BUIMAKaX CIIOCTEPIraaucs rajoluHalii, HeIPUTOMHICTS,
Cy[IOMH, KOMa, 3ylIMHKA JUXaHHS Ta JIeTaJlbHUM HaCifIoK.

IHTepCcTHUIIiiHA XBOpoOa IereHiB Ta e03nHODiTbHA THEBMOHIS

Pinko moBimoMisinocs mpo BUHUKHEHHS iHTePCTULINHOI XBOpPOoOU ereHiB Ta e03MHODiIbHOI
ITHEeBMOHIl, 110 Oy/u 1oB's3aHi i3 3acTOCYBaHHSAM BeHIapaKCHHOM (BUXifmHa pedoBuHa Emidopy).
MoXUBiCTh UKX IMOOIYHMX Peakllid CIlif po3risgaTH y MallieHTiB, SKi 3acToCcoBYy0Th Emnidop Ta
3BEPTAIOTLCA 3 IIPOrPeCcyi0doio 3aIUIIKOI0, KalieM abo quCKoM(pOopTOM Yy rpyasax. Taki nalieHTu
MaloTh IPOXOAUTU HeraHe Megu4YHe 00CTeXKEeHHS, TaK0XK CJIifl PO3T/IIHYTH IPUNUHEHHS JTiKyBaHHS
Enidopom.

CraTeBa OUCYHKITIST
3acrocyBanHug [33CH, Bkmovatoun Enidop, MoxKe BUKIMKATH CUMIITOMM CTaTeBOI OUCPYHKIIII (TUB.
po3min «ITob6iuHi peakiiii»). ¥ yonosikiB 3acTocyBanHs [33CH MoXke CIPUYMHUTH 3aTPUMKY abo

HEMOXKJIUBICTh eIKyslil, 3HUKEHHS 1i6igo Ta epeKTUNbHY AUCPYHKIII0. Y KiHOK 3aCTOCYyBaHHS
[33CH Mmoxke mpr3BeCTH 00 3HUXKEHHS JTibigo Ta 3aTpuMKHU abo BiICyTHOCTi oprasmy.

BaxxmuBo, 1100 yTiKapi, sSIKi Mpu3HavyaloTh JIiIKapChKUH 3aci0, MOIiKaBUIMCh CTAHOM CTATeBO1



GyHKIII nalienTa g0 nodatky npuriomy Emidopy i, 30kpema, 3MiHaMu cTaTeBol QyHKIII mif
Yac JIiKyBaHHS, OCKiJIbKM CIIOHTaHHi ITOBiIOMJIEHHS IIPO CTaTeBY QYHKIIiI0 MOXKYTh OyTU
BigcyTHi. I1ig 9ac omiHKu 3MiH cTaTeBOl (DyHKII BaXKIMBO OTPUMAaTH AeTaJlbHUN aHaMHeE3
(BK/II04AIOYH YacC II0YaTKy CHUMIITOMIB), OCKIIBKYA CUMIITOMU 3 00Ky CTaTe€BOl CUCTEMU
MOXKYTb MaTH iHIII TPUYUHY, BKIIOYAI0YX OCHOBHUM NCUXiuHUY po3namn. Ciig o0roBoputu
IOTEHIIMHI CTpaTeril JTiKyBaHHS [JId MiATPUMKH MAIli€HTIiB ¥ IPUUHATTI iHPOPMOBaHOTO
PILIEHHS OO JIIKYBaHHA.

3acmocy8aHHA nauieHmMam AimHb020 BIKY

3 4158 mallieHTiB, IKi Opaay y4acThb y epeapeecTpaliifHux KIiHIYHUX TOCTiIXKEHHIX
Enidopy, 6 % Oynu BikoM Bif 65 poKiB. 3arajoM He CIIOCTEPiranocs BiIMiHHOCTEH y
noKa3HMKax 0e3meKky Ta eeKTUBHOCTI MiX IIMMU IallieHTaMH Ta MalliEHTaMu MOJIOALIOTO
BiKy, IPOTe B KOPOTKOCTPOKOBUX I1JIalle00-KOHTPOJIbOBAHUX OOCIIXKEHHAX Bif3Ha4aBCs
BUIIMY PiBEHb CUCTONIIYHOI OPTOCTATUYHOI TiOTEH3i1 y mallieHTiB BikoM = 65 poKiB
IIOPiBHAHO 3 NallieHTaMu BiKOM < 65 poKiB, ki oTpumyBanu Emnidop. [14 nami€eHTiB TiTHHOTO
BiKY CIIifl BpaXOByBaTU MOXK/IUBUM 00MexKeHUY HUPKOBUM KilipeHc Emidopy npu Bu3HaYeHHI
LO3M.

CI33C Ta I33CH, y Tomy uucmni Emnidop, Oynu moB’s3aHi 3 BUllafKaMy KJIiHIYHO 3HAUYIIOL
rimoHaTpieMii y ali€HTiB MiTHHOTO BiKYy, SIKi, MOXKJIMBO, MaJly MiABUINIEHUN PU3UK BUHUKHEHHS ITUX
n00iYHUX peakilt.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py0010.
Pe3toMe pusukis

3rigHo 3 maHUMU OmMy0/IiKOBaHKX 00CepBalliiHUX AociigxkeHb, BinuB [33CH, ocobnuBo 3a
MiCSIIb IO TIOJIOTiB, OYB ITOB’I3aHUY 3 MEHIII HiXK 2-KpaTHUM 30iIbIIIEHHIM PU3UKY
iCIIIII0NI0T0BO1 KpoBOTeYi (OuB. «OCOOIMBOCTI 3aCTOCYBaHHS»).

He icHye ony6mikoBaHUX HOCTiIXKeHb 3acToCcyBaHHsA Enidopy BaritauMm xinkam. [IpoTe B
omy0J1iKOBaHUX eIlifIeMioJIOTiYHUX AOCTiAKEHHSIX BIUIMBY BUXITHOI CIIONTYKH - BeHJIahaKCHUHY - Ha
BaTiTHUX XiHOK He MOBiIOMIISIZIOCS IIPO YiTKUH 3B’SI30K 3 HeOaXKaHKUM BIIJIUBOM Ha PO3BUTOK
BariTHOCTI. [CHYIOTE PU3UKY, [T0B’'A3aH] 3 HEJIIKOBAHOIO [JeIIPeCiel0 y BariTHUX, a TaKOX 13 BIJIUBOM
I33CH Tta CI33C, Bkmtouatouu Emidop, mig yac BariTHoOCTI.

Po3paxyHkoBuli (OHOBUM PU3NK BUHUKHEHHS CEePUO3HUX BPOAXKEHUX Ae(deKTiB Ta HEBUHOIITYBaHHS
BariTHOCTI AJIs TOMYJIAIlil HeBimoMuM. Yci BariTHOCTI MaloTh ()OHOBUI PU3UK BPOIXKEHUX Ae(EKTIB,
HEBUHOIYBaHHS abo iHIMX HebGaXKaHUX Pe3ybTaTiB.

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

[TpocmeKTUBHE HOBrOTPUBAJE OOCTiMXKeHHS 3 y4acTio 201 XKIHKY 3 BEJIMKUM [I€IPECUBHUM
po3nagoMm (BIIP) B aHaMHe3i, B eyTUMIYHOMY CTaHi Ha IOYaTKy BariTHOCTI
IIPOAEMOHCTPYBAJIO, 110 XKIHKY, AKi IPUNIUHUIIN IPUINOM aHTULEIIPECaHTIB y repiof
BariTHOCTI, YacTillle CTpaXKJau Bifl pelOuBY BEJIMKOI AETpecii, HiXK KiHKH, SKi
IIPOAOBXKYBAJIX 3aCTOCOBYBATU aHTUIEIIPECAHTH.



IHpopmauis npo enaus npenapamy Ha Op2aHiam mamepi i n100a/HOBOHAPOOHCEHO20

His necBeHnadakCUHy Ha CepefHiX Ta MMi3HiX CTPOKax BariTHOCTI MiBUIyEe PU3UK MIPeeKIaMIICii, a
mist mecBeHnagakCUHY 3a MiCSIb 10 IOJIOTiB MOXKe OyTH acolliioBaHa i3 MiABUINEHUM PU3UKOM
iCTIATI0IOTOBOI KpoBoTedi (quB. «OCOBIUBOCTI 3aCTOCYBAHHSI»).

[laHi criocTepexkeHb BKa3yIOTh Ha MiABUIIEHNN PU3UK (MEHIIe HiX y 2 pa3u) MiCasAnoIoroBol
KpoBoTedi micns 3actocyBanHsa CI33C/I33CH npoTtsiroM micsus go IOoTiB (AuB.
«OcobnuBocTi 3acTocyBaHHs» Ta «[1o0iyHi peakxiii»).

Heo06xigHo criocTepiraTv 3a CTaHOM HOBOHapOOKeHHUX, MaTepi fAkux npuiitmanu Emidop y 111
TPUMECTPI BariTHOCTI, 719 BUSIBIIEHHS O03HaK CHMHOPOMY BiIMiHU Ipenaparty. 3actocyBaHHs [33CH
abo CI33C Ha mi3HiX CTPOKax BariTHOCTI MiABUINYE ¥ HOBOHAPOIKEHUX PU3UK YCKIIagHEHb, SKi
moTpeOyIOTh TPUBAJIOI TOCIiTaTi3allil, ITy4YHOI BeHTHUIIALIL IeTeHb Ta 30HI0BOT0 XapyyBaHH:. Taki
YCKJIafHEHHS MOXKYTh BUHUKHYTH Bifipa3y Iicis mooris. [I0BiIOMIIANIOCS PO IPUTHIYEHHS
IUXaHHS, I[iaHO3, allHOoe, CYIOMH, TeMIIEPaTypPHY HecTabinbHICTh, TPYOHOILI Y rogyBaHHi, 6/1I0BaHHS,
rinormikeMilo, TiIOTOHIIO, TiMePTOHiIO, rineppednekciio, TpeMop, HEPBO3HICTh, APATIBIUBICTD i
nmocTivHuy mnad. Li oco6muBocCTi BifmoBigaioTs abo mpsamiit TokcuuHiu gii CI33C i I33CH abo,
MOKJIMBO, CUHAPOMY BifiMiHU npenapaty. CIif 3a3Ha4uTH, 10 B AESIKUX BUMaAKaX KIIiHIYHA KapTUHa
BiimOBiae cepoToHiHOBOMY cUHAPOMY (IuB. «OCOOIMBOCTI 3aCTOCYBAHHS»).

B omy61ikoBaHUX eMifieMioIoTiYHUX JOCTIiIXKEeHHSIX BIJIMBY BUXiTHOI CIIOJTYKH - BeHIadhaKCHHY - Ha
BariTHUX XKiHOK He TOBiMOMIISITIOCS IIPO YiTKUM 3B’S30K i3 CEpH03HUMHU BPOMIXKEeHUMHU JedeKTamu a0bo
HEBUHOIITYBAaHHSIM BariTHOCTI. AJle ITi OCTiIKeHHS He [al0Th 3MOTH BCTAHOBUTHU a00 BUKITIOUUTH
Oynb-sIKUY PU3UK, IIOB’SI3aHUY i3 TPUHOMOM IIperaparTy IIif 4ac BaTriTHOCTI.

[Ipu mepopanbHOMY BBef€eHHI flecBeHNna(paKkCUHy CYKIIMHATY BariTHUM IIypaM i KpoJisaM y mepiofn
opraHoreHe3y B go3ax o 300 mMr/kr/mo0y i 75 Mr/Kr/go0y BignoBimHO TepaToreHHi eeKTUu He
crioctepiranucs. Lli mo3u acoiritoBanucs 3 MigBUIIEHHSIM KOHIIEHTPaLlil Oif040l peYOBUHU B IJIa3Mi
(AUC) y 19 pasiB (mypu) Ta 0,5 pa3a (kpoJii) mOpiBHSIHO 3 KOHIEHTpaIlli€to mpu mo3i 100 Mr Ha molby
nis mopocol mopguan. OgHAK CIOCTepiranocs 3MeHIeHHSI MacH IJIOAIB Ta 3aTPUMKa ocudikalril
CKeJleTa y IIypiB, 1110 6y10 moB’s13aHO0 3 MAaTEPUHCHKOI0 TOKCHYHICTIO TP HaUBUIIIN [03i. [Tpu 1boMy
AUC mpu [03i, 10 He BUKJIMKAE TOKCUYHUX eeKTiB, B 4,5 pa3a nepesuirysana AUC npu go3i 100 mr
Ha 700y y IOPOCIOi JIIOOUHH.

[Ipu mepopanbHOMY BBef€HHI fleCcBeHNIa(pakCUHy CYKIIMHATy BariTHUM IIypaM IIPOTATOM IIepioay
recTatlil Ta JlaKTallii CIIoCTepiranocs 3MeHIIIeHHsT MacH Tijla IOTOMCTBA Ta ITiIBUIIIEHHS JIETATbHOCTI
B IIEPIl YOTUPH OHi nakTaillil. [IpyyrHa UKUX NeTalbHUX BUIIQKiB HEBiOMA.

I'o0ysaHHAa 2pydoro

HocTynHi o6MexkeHi maHi 3 HayKOBUX Iy0IliKalliii BKa3ylOTh Ha HU3bKi piBHI gecBeHIa(paKCUHy B
TPYyOHOMY MOJIOI Ta AEMOHCTPYIOTh BiCyTHICTh MOOIYHUX peakIliil y [iTel, SKi 3HaXOOATHCS Ha
TPYIHOMY BUTOOBYBaHHi. HeMae BimoMocTel Mpo BIIUB AeCBeHTadhaKCUHY Ha YTBOPEHHS I'PYOHOTO
MOJIOKaA.

Heo0xigHOo OLiHKUTK IMepeBary TPyIHOI0 BUTOMOBYBAHHS [JIST PO3BUTKY Ta 3J0POB’S IUTHHH, @ TAKOXK
KJTiHiYHYy oTpe0y MaTepi B nikyBauHi Emipopom, a Takoxk Oymb-siKuii HeOaXKaHUH BIIJIUB Ha IUTHHY,
II0 3HAXOAUTHCS Ha IPYAHOMY BUT'OIOBYBaHHi, OCHOBHOTO 3aXBOPIOBaHHS MaTepi Ta 3aCTOCyBaHHA 11
nikapcbKoro 3aco0y Emidop.



30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

[TamieHTaM He CJIig KepyBaTH CKIagHUMU MeXaHi3MaMH, Y TOMY YKCJIi TPAHCIIOPTHUMH 3aco0aMu,
IOTH, HOKW BOHU He BIIEBHSATHLCS, 110 Emidop He BIIKMBaE Ha IXHIO 3TATHICTD M0 TAKOI MisIIBHOCTI.

Cnocib 3acmocyeaHHsi ma do3u.

PekoMeHmoBaHa mo3a mpemaparty Emidop cranosuts 50 Mr 1 pa3 Ha 0o0Oy He3anexKHO Bifl IPUHOMY
1Xi.

Enidop cnim 3acTocoByBaTu npubIM3HO B OOUH i TOM Ke Yac KOXKHOT0 OHs. TaOneTKu CIifl KOBTaTH
I[iTMMY, 3alWBalOYy PiAMHOI0, He pO37laMyBaTH, He TIOoAPiOHIOBATH, He PO3KOBYBATH Ta HE
PO3YUHSATH.

Y kmiHiYHUX HocmimkeHHSX no3u Bifg 50 mo 400 Mr Ha goOy Oynu epeKTUBHUMHU, JOJATKOBOTO eeKTy
Bil 3acTOCyBaHHA IIpellapaTy B fo3ax moHap 50 Mr Ha mo0y He CcIlocTepiranocs, a mobiuHi peaxkiril Ta
PU3UK PO3BUTKY CHHAPOMY BimMiHM Oy/IM "YacTilIMMU IpH Oilbll BUCOKUX [03aX. AKIIO JiKap,
0a3ylounch Ha pe3yibTaTax K/IiHIYHOI OIIIHKY CTaHy MallieHTa, IpUUMae pillleHHs, 110 36inbIIeHHS
no3u moHan 50 Mr Ha o0y [ IeBHOTO MMAIliEHTa € JOIIbHUM, MaKCHMallbHa PEKOMEH0BaHa [103a
He NoBHHHa nepesuinyBatu 100 Mr Ha 0o0y.

[Tig yac npunuHEHHS Tepallil pPeKOMEeHAYEThCA IIOCTYIIOBE 3HUKEHHS NO03H, SKILIO 1€ MOXKIINBO, 3
MeTOoI0 MiHiMi3allil CMMIITOMIB BimMiHH.

3acmocysaHHA nauieHmam ocobaugux 2pyn

[NarienTy 3 mopyIeHHAM GYHKII HUPOK

MakcuManbHa peKOMeHO0BaHa [03a I Malli€HTiB 3 ITOMiIpHOI0 HUPKOBOI HEIOCTaTHICTIO (K/IipeHc
kpeaTuHiny [KK] 3a 24 roguau Big 30 mo 50 Mi1/xB 3a ¢popmysoio Kokpodra - ['oniTa) CTaHOBUTH
50 mMr Ha 0o0y. MakcumasnbHa peKOMeH0BaHa /103a [JIS MAalliEHTIB 3 TAKKOI0 HUPKOBOIO
HepocTtaTHicTIO (KK Bim 15 mo 29 mi/xB 3a popmynow Kokpodra - I'onta) abo TepMiHanbHOO
ctapieto HEpKOBOl HegocTaTtHOCTi (TCHH, KK < 15 mn/xB 3a dopmynoio KokpodTa - ['onTa)
ctaHoBUTH 50 MT 4epe3 geHb. He i qaBaTé JOAATKOBI HO3U MHAIliEHTaM MiCIs giamidy (ouB.
«®apMaKOJIOTiYHi BIaCTUBOCTI»).

[NalieHTH 3 MOPYIIeHHAM QYHKITI MeYiHKu

PekomeHnnoBaHa o3a O Malli€HTIB 3 ITIOMIPHOIO Ta TSIXKKOI0 IIeYiHKOBOIO HEIOCTATHICTIO (Big 7 mo
15 OariB 3a knacudikaiieto Yannga — I[1'10) cranoBuTsh 50 Mr Ha mo0y. [TigBuIlleHHS 103U
noHanl100 Mr Ha o0y He peKoMeHAYEThCS (auB. «®apMaKoJIOTiuHi BIIaCTABOCTI»).

ITiompumyeasnvHa mepanis

IcHye 3aranbHa OyMKa, 110 rocTpi emidogu BIIP BumaraioTh 6e3mepepBHOI Tepartii TiKapChbKUMU
3acob6aMu IIPOTSATOM [IEKiNbKOX MicsliB abo mosine. EGeKTHBHICTh OBrOTPHBAIOr0 3aCTOCYBaHHS



Enidopy (50-400 mr) Oyi0 BCTAHOBIEHO Y OBOX AOCHIAXKEHHIX MigTPUMYy04doi Tepamil. Crifg
TTPOBOJIUTH NEPIOOUYHY OLIHKY CTaHy MallieHTa [J1s BU3HaYeHHs HeoOXiMHOCTI MpOJOBXKEHHS Tepartil.

BiomiHa aikapcvkoezo 3acoby Enigpop

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

ITepegedeHHs nauieHmis 3 iHwWux aHmudenpecaHmis Ha Eaigop

[ToBimoMIIAIOCS PO CUMIITOMHU BIIMIiHY ITifl Yac IIepeBeeHHs Nal[leHTiB 3 IHIINX aHTUElIPEeCaHTIB, ¥
TOMY 4HCJIi BeH/TadakCcuny, Ha Emidop. 3HUKEHHS 103U T0YaTKOBOT'0 aHTUAEIIPECAHTY MOxKe OyTH
HeoOXimHUM OIg MiHiMisalil cUMIITOMIB BimMiHH.

Tepanis iHeibimopamu MAO 045 AiKy8aHHA NCuxiyHux po3saadis

[TpuHaiimMHi 14 OHIB Ma€ MPOXTH MiX MPUIKMHEHHSIM 3aCTOCyBaHH4 iHribiTopa MAO,
IIPHU3HAYEeHOTO OJIS JTIKyBaHHS IICUXiYHUX PO371afiB, i moyaTkoM Tepamnil Emidopom, i
npuHaiiMHi 7 OHIB Mae npoiTu micns BigMinu Emidbopy mo nodaTky Tepamil iHribitopom MAO,
[IPU3HAYEHUM [1J14 JIIKyBaHHA [ICUXIYHUX PO3JIafiB.

3acmocysaHHs Enigpopy 3 iHwumu iHeibimopamu MAO, makumu sK AiHe304i0 abo memueHosull
CUHill

He cnipg po3nounHaTu Tepamnito EnidopoM, Ko nauieHT TPOXOAUTE JTiKyBaHHS JIiHE30J1imoM a6o
METHUJIEHOBUM CHUHIM [JI51 BHYTPIITHLOBEHHOTO 3aCTOCYBaHHs, yepe3 30i/blIIeHHS PU3UKY BUHUKHEHHS
CEepOTOHIHOBOTO CHHApPOMY. [ TallieHTa, KW BUMarae HeBigKJIafHOlI Tepailil IICUXiYHOTO CTaHy,
CJIif, PO3TJIAHYTH IHIII METOAM, Y TOMY YHCJIi FOCIiTali3amio.

Y mesikvx BUIagKax IAlli€eHT, IKWM BXKe oTpuMye Emidop, MoxKe moTpeGyBaTH TePMiHOBOTO JIiIKyBaHHS
niHe3o07izoM abo MeTUIEHOBUM CUHIM IJI51 BHYTPIIIHOBEHHOT0 3aCTOCYBaHHS. fKIIO HeMae
IPUUHATHOI albTePHATUBY JIiHE30/IiAy a00 METHUIEHOBOMY CUHBOMY i IIOTEHI[iliHa KOPUCTH Bif
3aCTOCYBaHHS 1IUX IIpernaparTiB IepeBUIlye PU3UKHA CEPOTOHIHOBOTO CUHAPOMY V¥ KOHKPETHOTO
nanienTa, Enidop cnim BigMiHuTH HeraHo i moyaTy MiKyBaHHS JTiHe30JIimoM ab0 METHUIEHOBUM CHHIM
[J18 BHYTPIILIHLOBEHHOI'0 3aCTOCyBaHHA. CTaH NallieHTa CJIiJ BiCTeXXyBaTu Ha HasgBHICTh CUMIITOMIB
CEePOTOHIHOBOI0 CHHAPOMY IIPOTSroM 7 IHIB ab0 00 24 romwH micis IpuiOMY OCTAHHBOI M031
niHe30imy a00 METHIEHOBOTO CHHBLOTO [IJIT BHYTPILTHEOBEHHOT0 3aCTOCYBaHHS 3aJIe3KHO Bifl TOTO, 110
HacTaHe paHime. Tepamito EnidpopoM MoKHa BifHOBUTHU dyepe3 24 TOAWHU IiC/IS 3aCTOCYBaHHS
OCTaHHBOI [103H JTiHEe3011igy a60 METUIIEHOBOT'0 CUHBOTO 151 BHYTPIIIHHOBEHHOTO BBEJEHHS.

Pu3uk omHOYaCHOT0 3aCTOCYBaHHS METUJIEHOBOTO CHHBOTO 1JI BHYTPIIIHEOBEHHOT'0 BBeIeHHS a0o B
inmux ¢popmax (Hampukiag y ¢opmi nepopanbHux TabneTok abo MIIIX0M MiciieBol iH'eKIlil) y [o3ax,
3HAYHO HUXK4YMX 3a 1 Mr/Kr, HeBigoMuii. JIikap Ma€e BpaxOByBaTH MOXKJIMBICTh BUHUKHEHHS CHMIITOMIB
CEpPOTOHIHOBOTO CHHAPOMY IIiff YaC TaKOro 3aCTOCyBaHHS.

Himu.

Beamneka Ta epekTuBHICTH Emidopy g MiKyBaHHS BEJIMKOI0 OETPECUBHOTO PO3TIafly y AiTel He Oynu
BCTaQHOBJIEHi, TOMy IIpelapaT He 3aCTOCOBYIOTH I1ilf BiKOBill KaTeropil malieHTiB.



EdexTuBHiCTh He 0yJI0 MIPOAEMOHCTPOBAHO Y IBOX afieKBaTHUX i HAJIE?)KHUM YMHOM KOHTPOJIbOBAHUX
8-THKHeBUX PAHIOMi30BaHUX, MTOMABIMHO CIIiMKX, M1ane60-KOHTPOIbOBAHUX OOCITIAXKEHHSIX Y
nmapasieIbHUX rpynax 3a y4acTio 587 malieHTiB (BikoM Bif 7 mo 17 pokiB), y akux jikyBanu BIIP.

AHTHOenpecaHTH, TaKi AK Emidop, migBUIIyIOTs PU3UK CYLIIUAAIbHUX OYMOK Ta OBEOIHKY Y AiTen
(muB. «OCOBIUBOCTI 3aCTOCYBAHHSI»).

B mtare60-KOHTPOILOBAHUX JOCITIIXKEHHSIX 3aCTOCyBaHHS Enidopy CympoBOOKYBaIOCs 3HUKEHHSIM
MacHu Tina y giteu 3 B[IP. YacTtota BTpaTu Macu Tina (= 3,5 % Bif mo4yaTKOBOI Macu) cTaHoBUMIa 22 %,
14 % i 7 % y malfieHTiB, SIKi OTpUMYyBalIu JiKyBaHHS HU3bKUMHU fo3aMu Emidopy, BUCOKUMU f03aMU
Enidopy Ta mnarebo BigmoBifHO.

Pusuk, noB’si3aHu# 3 HOBrOCTPOKOBUM 3aCTOCyBaHHAM Enidopy, omiHIOBanu B 6-MiCAYHUX BIIKPUTUX
NOOAaTKOBUX AOCIIXKEHHSX 3a y4acTIo AiTeu BikoM Bif 7 mo 17 pokis 3 BIIP. V gmiTeii BikoM Bifg 7 g0
17 pokiB criocTepiranucs cepefnHi 3MiHM MacCU Tijla B MeXKax O4iKyBaHUX 3MiH Ha OCHOBIi JJaHUX,
OTPUMAaHUX Bif] IXHIX OTHOJITKIB Ti€l XK CTaTi.

Y KniHiYHUX JOCTimXKEHHSX IIPU MOPIBHSAHHI 3 TOPOCIUMH TMallieHTaMu, SIKi OTPUMYBAJId TaKy camy
no3y Emidopy, ekcno3utis necsennadakcuny 0yia aHATOTiYHOIO Y MigIiTKiB BikoM Bif 12 mo 17 pokiB
Ta Ha 30 % BUILIOI y HOiTeu BikKoM Bif 7 no 11 pokis.

Ilepedo3yeanHs.

HocBin KNiHIYHUX DOCTIIXKEeHb Tepefo3yBaHHs fecBeHIa(akCUHY CYKIMHATY Y TIOOUHU 00MeXeHUH.
[Tpore mecBennadakcut (Enidpop) € ocHoBHUM aKTUBHUM MeTabostiToM BeHIadpakcuny. Huxye
3a3HaveHi NOBIAOMIIEHHS NIPO IIepefo3yBaHHs BeHNIahaKCUHY.

[Tig vyac micnsgpeecTpaliiftHOro 3aCTOCYBaHHS Iepe03yBaHHs BiI0yBanocs mepeBaxkHO Mpu
noeHaHHi BeHTahaKCUHY 3 aKoroyiieM Ta/abo iHmmMMY npenapaTaMy. HaldacTilMmMy CUMIITOMaMu
Oynu Taxikapmis, 3MiHU PiBHS CBiIOMOCTI (Bifg COHIIMBOCTI 4O KOMM), Migpia3, CymoMu Ta O/II0BaHHS.
[ToBigoMIsiyioCd PO 3MiHU Ha eJleKTpoKaphiorpaMi (Hanpukiaf, nposoHrauis iHTepsany QT,
6rmokama HixkKHY mmy4ka ['ica, mpononraniss QRS), cHHYCOBY Ta LITYHOYKOBY TaXikapmito, 6pagukapiio,
TIIOTOHII0, TOCTPHUM HEKPO3 CKEJIETHUX M'S3iB, 3alIaMOPOYEHHS, HEKPO3 MEYiHKH, CEPOTOHIHOBUM
CUHOPOM i JIeTanbHUMI HACIIiIOK.

Omny6rikoBaHi pETPOCIEKTHUBHI IOCTIIXKEHHS CBig4aTh, 110 Tepefo3yBaHHS BeHIadhaKCUHY MOXKe
OyTu 1OB'sI3aHe 3 IiIBUIIEHUM PU3UKOM JIeTaJIbHUX HACIIIIKIB TOPiBHSHO 3 TAKMM IIPU 3aCTOCYBaHHI
artupenpecanTis CI33C, ane el pU3UK HUKYUM, HiK IPU 3aCTOCYBaHHI TPUILUKITIYHUX
aHTUAeNnpecaHTiB. Enifemionoriyni gocaigkKeHHs IPOAEMOHCTPYBaIy, 0 MallieHTH, IKi OTPUMYOTh
BeHJ1aakCUH, MaloTh OiIbII BUCOKUY PiBEHb HASBHUX M0 JTiKyBaHHS (HaKTOPiB PU3UKY CYIIUAY, HiXK
narieHTy, ki oTpuMyioTh CI33C. dK0r0 MipoIo MiABUIEHUY PU3UK JIeTaJIbHUX HACIIAKIB MOXKHa
BifHECTHU OO TOKCUYHOCTI BeHJIaaKCUHY IPH IIepefo3yBaHHi, He 3’C0BaHO, Ha BiIMiHY Bif OesIKUX
IHIMX TOKa3HUKIB TOKCUYHOCTI Y MAIi€HTIB, SKi OTPUMYIOTh BeH/IahaKCHH.

JlikyBaHHS nepeno3yBaHHA. Cenudivni antumotu no Emipopy HeBigoMmi. PekoMeHnoBaHa
CUMIITOMaTU4YHAa Ta HiATPUMYy04a Tepallis, MOHITOPUHT CepPIeBOr0 PUTMY Ta XKUTTEBUX
[I0Ka3HUKIB.

ITo6iuni peakuii.



Beamneka gecBennadakcuny Oyna BCTaHOBNIeHA V KTIHIYHUX JOCTIAKEHHIX 3 y4acTiO

7785 martienTi i3 BIIP, sKuM 3aCTOCOBYBa/M MOHAWMEHIIIEe OHY J03y JeCBeHIa(paKCHHY B
miama3oHi mo3 Big 10 mo 400 mr/mo6y. Be3neka mOBroTpHBaioro 3aCTOCyBaHHs Oyiia oliHeHa y OinbIi
Hixk 2000 cy6’exTiB i3 BJIP, ikuM 3aCcTOCOBYBaju fecBeHnadakCUH IIPOTITOM He MeHIIe 6 MiCsIIiB, Ta
y 400 nmauieHTiB, gKi IpuliMaiy gecBeHnadakCuH IpoTAroM 1 poxy.

Y 6inpmocTi BUunaakiB mo6iuyHi peakiiii Hal4acTillle CIIOCTEPIraanucs MPOTSITOM IIePIIoro
TUKHS JIIKyBaHHS Ta OyJIM Bifl IETKOTO [0 IOMIpPHOTO CTYIEHS TIXKOCTi. YacToTa
BUHUKHEHHST He0axKaHUX peakIliii 3araaoM Oyia J0303a1exKHoI0.

Huxxue HaBemeHo moOivHi peaxkirii, Tpo SKi MOBigOMIISITIOCS Y XOMi IepeapeecTpallifHuX KITiHIYHUX
HOCIiI?KeHb 3aCTOCYBaHHS AecBeHnadakcuny y go3ax Big 10 mo 400 mr gns nmikyBanasa BIIP. YactoTta
BUHUKHEHHS HeOaxkaHUX Peakiliil KmacudikyeTbcs 3a TAKOIO IKaJow: ayxke dacto - = 1/10; gacTo -
= 1/1001i < 1/10; mHeuacto - = 1/1000 i < 1/100; pigko - = 1/10000 i = 1/1000; myxe pigko -
< 1/10000; yacToTa HEBiIOMa - He MOXKHA BCTAHOBUTH YACTOTy Ha IifCTaBi HASIBHUX JaHUX.
[To6iyni peaktii 3 yacToToio < 1 % po3paxoByBauCs BPYUYHY; peakilii 3 yacToToio = 1 % Oynu
KnacudikoBaHi, K 3a3Ha4€HO HUXKYE.

Y KOoxKHil rpymi 3a 4acTOTOI Mo0iYHI peakilii 3a3HAa4YeHO0 Y MOPSIOKY 3MEHIIIEHHS ITPOSBiB.
3 60Ky imyHHOI cucmemu: HE4YaCTO - IMiBUILIEHA YYT/IUBICTb.
3 6oky memaboaizdMy ma xapyy8aHHs: 9aCTO - 3HUKEHUH alleTUT; PIOKO - TilOHATPieMis.

3 60Ky ncuxiku: gyxe 4acTo - 6e3COHHS; 4aCTO - TPUBOTA, HEPBO3HICTh, aHOPTa3Mis,
3HUKEHHS CTaTeBOTO MOTATY, HE3BUYalHi CHOBUIHHSA; HEYaCTO - fellepCoHaJli3alisd,
He3BUYANHUM Opra3M, CHHIPOM BiIMiHM; PiKO - TalioluHallil, rinoMaHis, MaHis.

3 60Ky Hepeosoi cucmemu: IyKe 4acTO - 3allaMOPOYEHHS, TOJIOBHUM 0iJib; YaCTO - COHJIUBICTD,
TPEMOp, IIOPYIIEHHS YBaru, lapecTesis, AUCTeB3isd; HeYacTo - CUHKOIIE; PIOKO - CYAOMHU,
OUCTOHIS; 4aCTOTa HEBIIOMA - CEpPOTOHIHOBHM CHHIPOM™**,

3 60Ky opaaHie 30py: HEUACTO - Migpia3, HEUITKUH 3ip.
3 60Ky opeaHia cayxy ma secmubyA5pHO20 anapamy: 4acTo - A3BiH y ByXaX, BEPTHUTO.

3 6oky cepus: 4acTo - Taxikapmis, BimuyTTs cepueOUTTS, YacTOTa HEBigOMa - KapaioMiomaTis
TaKoILy00o**.

3 60Ky cyOuH: 4acTO - MPUIIJIUBY; HEYACTO - XOJION Y KiHITIBKaX, OPTOCTATUYHA TilMOTEeH3is.

3 6oky OuxaabHOi cucmemu, op2aHie 2py0HOI KAimKu i cepedoCmiHHA: 9acCTo - TO3iXaHHs; HEYACTO -
HOCOBa KpOBOTeYa.

3 60Ky mpasHoi cucmemu: y»Ke 4acTo - HyOTa, CyXiCThb y POTi, 3a10p; 4acTo - O6/1I0BaHHS,


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

Oiapes; 4aCTOTa HEeBiloMa - TOCTPUM ITaHKpeaTuT**.

3 60Ky wKipu ma niOwKipHUX MKaHuH: Ay2Ke 4acTo - TIIeprigpo3; 4acTo - BUCUIIAHHS; HEYaCTO
- aJIoTelis; PigKo - aHTiI0HEeBPOTUYHUM HAOPAK**, peakilis GOoTOUyTINBOCTI; YaCTOTa
HeBigoMa - cuHOpoM CtiBeHCa — [I2KOHCOHa™*.

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

3 60Ky HMPOK Ta CEYOBUBIIHUX IIISXiB: HEYACTO - IPOTEIHYPisd, 3aTPUMKa Cedi, yTPyOgHEHU!
II04YaTOK CE4YOBUIYCKaHHS.

3 60Ky CTaTeBUX OPTaHiB i MOJIOYHMX 3a/103: YaCTO - epeKTUIbHA AuCchYHKIiA*, BincTpoueHa
esKyNnAnis*, BigCyTHICTh eIKyAIlil*; He4acTo - CTaTeBa JUCQYHKIIIS, TOPYIIeHHS €KYl
YaCTOTa HeBimoMa -IIiCJISMI0I0roBa KpoBoTeda™*** |

3arasibHi IOPYIIEeHHS: YaCTO - BTOMJIIOBAHICTDb, aCTeHis, 03HO0, BiIUyTTS TPUBOXKHOCTI,
OPAaTiBIUBICTE.

JIabopamopHi docaidxHceHHs1: 9acTo - MiABUIIEHHS apTepiaIbHOT 0 THCKY,
301/IBIIIEHHSI MaCH Tijla, 3MEHIIIeHHsI MAaCH Tijla; HEYaCTO - BiIXH/IeHHsI Bil HOpMH
NMOKa3HHUKIiB (PYyHKI[IOHAILHOI MPOOH MediHKH, 30iTbIIeHHs KiTbKOCTIi
TPHUIJIilepHAIB y KPOBi, MiABUINEHHS PiBHIiB NPOJIaKTHHY B KPOBi, MiTBUIIEeHHS
PiBHIiB X0/1eCTEPHHY B KPOBI.

* JacToTa po3paxoBaHa JIMILE Ha MiicTaBl JaHUX, OTPUMaHUX Y YOJIOBIKIB.
** [To6iuHi peakilii, BUSIBJIEHi il Yac 3aCTOCYBaHHS JIiIKapChKOT0 3ac00y Iicis peecTpaitii.

*k* TTpo 1e sBUIIe moBimoMsiiu ans TepaneBTudHoro knacy CI33C/I33CH (muB. «OcobmuBOCTi
3aCTOCYBaHHSI» Ta «3aCTOCYBaHHS Y Iepiof BariTHOCTiI ab0 rogyBaHHS TPYIIIO»).

Imemiuni mo6iyHi peakirii 3 60Ky cepiis

YV knmiHiYHEX JOCTimXKeHHSIX iHOAI MOoBimoMIIsIoCs o imeMivHi mobiuni peakiii 3 60Ky
cepid, 110 BKIIIOYAJH illeMiio Miokapaa, iHpapKT MioKapHa Ta 3aKyIIOPKYy KOPOHapHUX
CyOuH, g1Ka noTpebyBajia peBacKynsgpu3allii, y Mali€HTiB, AKi MaJu YUCIeHHI CyIyTHi
(dhakTOpu PU3UKY CEPIIeBUX 3aXBOPIOBaHb. TaKi sIBUIIA CIIOCTePiranucs y 6inbInoi KimbKOCTi
TIaIli€HTIB Mif Yac JIiKyBaHHS JecBeHnIa(aKCHHOM MOPIBHSAHO 3 Maieo.

Peakliil mpy NpUOVHEHH]I IPUIOMY IIpenapary

[TpununenHs (ocobnuBo panTose) nputiomy CI33C/I33CH, BkIo4aoun fecBeHIadpakCuH,
3a3BUYal MPU3BOAUTH 0 CUHAPOMY BigMminu. [To6iyHi peakiii, mpo sIKi mOBigOMIISITIOCS Y
3B’93KY 3 PallTOBMM IIPUIKMHEHHSIM IIPUIOMY IIpelapaTry, 3HUXKEHHSAM 1031 a00 MOCTyI0BUM
3HUKEHHAM [03H Y KIIHIYHUX fociigkeHHax BIIP 3 yacToTow = 2 %, BKII0oYanu:
3allaMOPOY€EHHS, CUHIPOM BiMiHU, HYIOTY i TON0OBHUM 6inb. 3araJoM CUMIITOMY BiIMiHU Ipenaparty
BUHUKAJIM YacTillle pu GisbIl BUCOKUX N03ax Ta Oinbll TpuBasoMy Kypci nikyBanHs. Lli peakuii 6ynu
71erKoro abo IMOMIpHOTO CTYIIeHS TSKKOCTi Ta MUHAJIA CaMOCTiHO, OfHAK V IesKUX TAI[i€HTiB BOHU



MOT'JIA 6YTI/I TSIKKHMH Ta/abo TPHUBAJINMHU. TakyuM 4UHOM, J'IiKy'BaHHH I[eCBeHHa(i)aKCI/IHOM
PEKOMEHOYETHCA IIPUIIMHATHU IIOCTYIIOBO IINIAXOM 3HUXKEHHA JO3H.

[To6iuHi peakiii, PO SKi MOBIHOMISAIOCS SK IPO IPUYUHYU OTPUNUHEHHS IPUUOMY IIpernapaTy

Y kom0OiHoBaHUX 8-12-THXKHEBUX I171alle00-KOHTPOIOBAHUX JociimxkeHHIX BIP 8 % 3
3335 marrieHTiB, ki oTpuMyBanu mecBernadakcus (Big 10 mo 400 mr), Ta 4 % 3 1873 martrieHTis, ki
OTpUMYBau myane6o, IPUIMHUIN JIIKyBaHHS Yepe3 nobiuHi peakiil.

Haii0inbIn momrpeHoo 00iYHOI0 peakIfi€lo, 0 MPU3BOANUIIa A0 MPUINHEHHS IPUNOMY
mpemnapary y IjoHaiMeHIe 2 % Malli€HTiB, Kl IPOXOAUIH JIIKyBaHHS AeCBeHIapaKCUHOM, y
HeTPUBAIUX AOCTimKeHHAX (0o 12 TuxHiB) Oyna HynoTa (2 %). Y TpuBamoMy mOCTigKeHH]
(mo 11 MicsiniB) y mofBiitHO crimil ¢a3i y MallieHTiB, SKi MIPOXOAWIN TiKyBaHHS
necBeHTadakCUHOM, I00OIYHI peakilii BUHUKANK 3 OiJIbIIIOI0 YaCTOTOIO, HiXK V MAIiEHTIB, SKi
3aCTOCOBYBaJIH Ij1anedo, mpoTe y IoHaiMeHIme 2 % MallieHTiB XKO0IHe SBUIIe He MIPU3BOIUIIO
[0 IPUNIMHEHHS IPUHMOMY IIpernapary.

[Tpu 3acTocyBaHHi 003U 50 Mr mecBeHNTadaKCUHY YaCTOTa IPUIMHEHHS IPUKAOMY IIpeapaTy
yeped mobiuHy peakilito (4 %) Oymna mogibHOO [0 Takol mpu npuiiomi nnauebo (4 %). [Tpu
no3ax 100 mr i 200 Mr gecBeHnadaKCUHY 4aCTOTa IPUNUHEHHS IPUKAOMY IIperapaTy 4epe3
no0iyHy peakilifo cTaHOBUIA BignoBigHO 8 % i 15 %.

3acToCyBaHH4 MalliEHTaM JIiTHBOI'O BiKY

Y kninivaux pocnigxerHsax BIIP i3 7785 matiieHTiB, sKi IpOXOUIIH JTiKyBaHHS
necseHnadakcuHoM, 5 % Oyu BikoM Big 65 POKiB. 3arajioM MixK MMM MalllEHTaMX Ta
MOJIOIIINMH TalliEeHTaMK He CIIOCTEePIirasocs XXK0gHOI Pi3HuUIIi moao 6e3neku Ta
eekTuBHOCTI. OgHAK Yy HETPUBAJUX I1Tale0o-

KOHTPOJIbOBAHUX MOCIIIIXKEHHSX CIIOCTepiramocs 6inbliie BUNAAKIB CUCTOIYHOI
OPTOCTATUYHOI TiMOTeH3il, a y HeTPUBAIMX i TPHBAIUX M1alle60-KOHTPOJILOBAHUX
OOCHIAKEeHHSX Bif3Ha4asI0Cs MiABUIIEHHS CUCTOIIYHOI0 TUCKY y IAI[iEHTIB BIKOM > 65 pokiB
IIOPiBHSHO 3 OPOCTIMMHU BiKOM < 65 POKIB, IKi IPOXOAXIIHN JTiKyBaHHS AeCBeHTahaKCUHOM.

[To6iyHi peakiii, Tpo SKi TOBimOMISAIOCS IPK 3acTOoCyBaHHi inmmx I33CH

Xoua IIIYHKOBO-KHUIIIKOBA KPOBOTEeYa HE BBAXKAEThCS MOOIYHOIO PEaKITE0 Ha
necBeHadakCcuH, BOHa € mo0iyHOoI0 peakirieio Ha iHmri I33CH i Takoxk MoXke BUHUKHYTH IIpU
3aCTOCyBaHHI flecBeHNTadaKCHUHY.

[ToBigoMIIeHHS PO Mimo3pioBaHi mo6iuHi peakirii

[ToBimomneHHs mpo 1mob6iuHi peakiril micis peecTpallii TikapchbKoro 3aco0y Ma€ BaXK/IuBe 3HaAYEHHS.
ITe nae 3MOry IpOBOAUTYU MOHITOPUHT CIIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JIiKapChKOro 3aco0y. MeguuHUM Ta (hapMalleBTUYHUM IIpalliBHUKAM, a TaKOX IallienTaM abo ix
3aKOHHUM IIPeCTaBHUKAM CJIif] TIOBiTOMHUTH IIPO yCi BUMAIKH ITiM03PIOBAHUX MOOIYHUX peakIlii Ta
BifCyTHOCTI e(peKTHUBHOCTI TiKapchKOro 3aco0y yepe3 ABTOMATH30BaHy iHGOPMAIliliHy cUCTEMY 3
bapMakoHarnaay 3a mocunaHusM: https://aisf.dec.gov.ua.



Tepmin npudamuocmi.

3 POKH.

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

36epiraté B HEOOCTYIHOMY IJIST OiTEH MiCIIi.

VnaxoBka.

TabmeTku mpooHroBaHoi fii mo 50 Mr Ne 28: KapToHHA KOpoOKa, 10 MiCTUTh 2 O1icTepH; 1o
14 TabneTtok y 6iicTepi;

TabneTkKu mposioHroBaHoi mii mo 100 mr Ne 28: kapTOHHA KOpoOKa, 110 MiCTUTh 2 OicTepu; 1Mo
14 TabneTox y GmicTepi.

Kareropis Bigmycky. 3a peLentom.

BupoOHHK.
[Idaitzep Menwdekuypunr Jonunenn ['MOX/

Pfizer Manufacturing Deutschland GmbH.

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro aJpeca MicCIsi IPOBaJKeHHsI Tis/IbHOCTI.
BerpibmTeTrTe @paitbypr, Mycanbgans 1, 79090 ®paiibypr, Himeuunna/

Betriebsstatte Freiburg, Mooswaldallee 1, 79090 Freiburg, Germany.



