IHCTPYKIIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

JJA@AKCHUH® XR ACIHO
(LAFAXIN XR ACINO)
Cknao:
ditova pevosuHa: BeHnadaKCUHY TiIpOXIOPHUL;

1 TabneTka MicTUTh BeHTadaKCHUHY Timpoxiopuny 84,85 Mr, 110 eKBiBaJIeHTHO BeHIapaKCHUHY OCHOBI
75 Mr;

0onomidicHI peyo8uHU: 1Ie/TI0N03a MiKPOKPUCTaliuHa, rimpoMenosa 2208, eTunienoao3a, MarHiio
cTeapart, KpeMHiI0 HioKcH[ Konoiguuk 6e3BomHuM, 0007I0HKA (€ THIIIEITIONI03: BOOHA JUCIEPCis,
nubyTuncebaluHaT, rimnpomesnosa, Makporon 400.

JlikapcbKka ¢popMa. TabneTKy MPOJIOHTOBAHOI Mil.

OcHoegHi (i3uko-ximiuHi 8aacmueocmi: Gimi onyki TabmeTKy Karcynomnonionoi popmu,
BKPUTi 0007I0HKOIO.

dapMakoTepaneBTHYHA Irpyma.

Antupenpecantu. Kog ATX NO6A X16.

®apmako102iuHi 8 1acmueocmi.

®apmakoOuHamika.

MexaHi3M mii

MexaHi3M aHTHOETIPECUBHOI [Iil BeHIahaKCUHY y II0fel BBaXKaeThCA OB I3aHUM i3

10T0 MTOTEHITiI0BaHHSIM HEeNPOTPaHCMIiTePHOI aKTUBHOCTI B LIEHTPaIbHill HEPBOBiM CUCTEMI
(IHC). DokminiuHi mocnimKeHHs ITOKa3aH, 1110 BeHnadgaKCUH Ta HOr0o OCHOBHUM MeTaboIiT
O-mecmetunBennadakcut (OIB) € iuribiTopaMu 3BOPOTHOTO 3aXOIJIEHHS CEPOTOHIHY Ta
HopanpeHaniny (I33CH). Bennadakcun Takox ciabo iHridye 3axomnneHHs modaMiny.
BennadakcuH Ta #0T0 aKTHBHUM MeTab0IT CKOPOUYYIOTh B-agpeHepriuHy pPeakTUBHICTh
icIis OHOPA30BOro (MPUIOMY OfHI€E] M031) i TPMBAJIOTO 3aCTOCYBaHHS Ipemapary.
Bennadakcus ta OJIB mye cx0xXi 3a 3arajJbHUAM BIIJINBOM Ha HEMPOTPaHCMiTEpPHE 3BOPOTHE
3aXOIlJIEHHS Ta 3B’SI3YBaHHS 3 pelelTOpaMHu.



Bennadakcud Malizke He Ma€ CIIOPiIHEHOCTi 3 MyCKapuHOBUMH, XOJIiHepriunumu, H1-
ricraMiHepriyHUMHU Ta «l-afgpeHeprivyHuMy peLenTopaMy MO3KY IIypiB in vitro.
dapMaKoJIOTiuHa [isl XX pelenTopiB Moxke OyTH IOB’si3aHa 3 Pi3HOMaHITHUMYU HebaKaHUMU
SBUILIAMH, SIKi CIIOCTEPIral0ThCS IIPU 3aCTOCYBaHHI IHIIMX aHTUOEIIPECaHTIB, TAKUMU 5K
aHTUXOJIIHEPTiyHi, cegaTuBHI Ta HebaXaHi gBUIA 3 OOKY CepIIeBO-CYAUHHOI CHCTEMH.

BennadakcuH He BUIBIISE iHTiOYI0U0l aKTUBHOCTI II[0JI0 MOHOaMiHOKcuga3u (MAO).

Y mocnimkeHHSX in vitro 0yi0 BUSIBIIEHO, 110 BeHIahaKCUH MalKe He Ma€ CIIOPiIHEeHOCTi 3
pelenTopamMu, YyTIUBUMHU [0 OmiaTiB abo OeH30ia3elminy.

KniHiuHa epekmugHicmb ma 6e3neka

Benuvki genpecuBHi enizonu

EdekTHuBHICTb 3aCTOCyBaHHS BeHIahaKCUHY HETAaHOTO BUBITbHEHHS AJIS JTIKyBaHHS
BEJIMKUX [NEeNPEeCHBHUX emi3ofiB Oyla moBefeHa y IT'IT PaHAO0Mi30BaHUX MOABIMHUX CIIIUX
1171a11e00-KOHTPOIbOBAaHUX KOPOTKOTPUBAJIUX MOCIIIXKEHHX, sIKi TpUBaH Bifl 4 0o 6 TUXKHIB,
IIPY 3aCTOCyBaHHi 103 10 375 Mr/go0y. EQeKkTHBHICTh 3acTOCyBaHHS BeHIahaKCUHY
IIPOJIOHTOBAHOTO BUBIIbHEHHS 71 JIiKyBaHHS BeJIMKUX NelPEeCUBHUX emi3oniB Oyna
BCTAHOBJIEHA Yy [IBOX IJIalle00-KOHTPOJIbOBAHNX KOPOTKOTPUBAINX NOCTIIXKEHHSX, SKi
TpuBanu Bif 8 mo 12 THXKHIB, Ipu 3aCTOCyBaHHi 103 Bif 75 mo 225 Mr/go0y. Y ogHOMY Oinbii
TPUBAJIOMY OOCIiIXKeHHi mopocii aMO0yaTOPHi MalliEeHTH, y IKUX CIIOCTepiranaacs BifmoBiab
Ha BeHJahaKCHH IPOTATOM 8-THMKHEBOTO BiIKPUTOTO OOCTiAXKEHHS IIPX 3aCTOCYBaHHI
BeHna(aKCHHY IIPOJIOHTOBaHOTO BUBiNbHEHHS (75 Mr, 150 Mr abo 225 mr), 6ynu
PaHIOMIi30BaHi y Tpynu Ajisl IPOOOBXKEHHS 3aCTOCYBaHHS BeHJIahaKCUHY y Tid caMid g031
abo mnane6o 3 IepioloM CIOCTEPEXKEHHS 3@ MOKIIMBUM PO3BUTKOM PEIUAUBY MIPOTSATOM
nmepiony oo 26 TUXKHIB.

Y npyromy OinbIn TpuBaIIOMy AOCTiAXKeHHI e(eKTUBHICTh 3aCTOCYBaHHS BeHIa)aKCHUHY OJIs
norepenkKeHHs PELUANBIB NENIPeCUBHUX eMi30fiB MpoTarom 12 micsiriB Oya BCTaHOBIEHA Y
n1a1e00-KOHTPOJIbOBAHOMY MTOABIMHOMY CIIIIOMY KJTiHIYHOMY OOCIiIXKeHHi 3a y4acTi
mopociaux aMOyIaTOPHUX IMAIiEHTIB i3 peIuauBYIOYNMHY IeIIPECUBHUMHU eI1i30[jaMu, SKi Manu
BigmoBimb Ha NikyBaHHS BeHNadhakcuroM (100-200 mr/moby, mpu 3acToCyBaHHi 2 pa3u Ha
no0y) mpu MmomepegHboMY eImmi3oni memnpecii.

['eHepani3oBaHi TPUBOXKHI PO3NIagn

EdekTruBHICTb 3aCTOCyBaHHS BeHIahaKCUHY IIPOJIOHTOBAHOTO BUBIIbBHEHHS [JId JTiKyBaHHS
reHepai3oBaHUX TPUBOXKHUX po3nafiB (I'TP) 6yna BcTaHOBNEHa Y OBOX Iainebo-
KOHTPOJIbOBAHUX MOCIIIIXKEHHSX i3 (hiKcoBaHO0 103010 (75-225 Mr/moby) TpuBasicTio 8
TUKHIB, Y O0HOMY I111a1ie00-KOHTPOJIbOBAHOMY JOCIigXKeHHi 3 (hikCcoBaHO0 003010 (75-225
Mr/0o0y) TPUBAJIiCTIO 6 MiCAIliB, a TAKOXK y OOHOMY IJ1alie00-KOHTPOIbOBAHOMY AOCIiIXKEHH]
3 BapiabenbHOI0 003010 (37,5 Mr/mooy, 75 mr/mo6y ta 150 Mr/mo6y) TpuBamicTio 6
MICSIIiB y JOPOCINX aMOyIaTOPHUX Talli€HTiB.



He3Baxkarooun Ha HasgBHICTh OKa3iB OO IepeBary MOopiBHSAHO 3 Mialebo om0
3acTocyBaHHS 0o3u 37,5 Mr/mo0y, 3a3HaueHa f03a He OyJla HaCTiIbKYU MOCTiA0OBHO
epeKTHBHOMW, SIK Oi/TbIII BHCOKA M03a.

ComianbHi TPUBOXKHI po3n1agu

EdeKkTHUBHICTb 3aCTOCYyBaHHS BeHIahaKCUHYy IIPOJIOHTOBAHOTO BUBIIbHEHHS [JId TiKyBaHHS
collia/IbHUX TPUBOXKHUX PO3JafiB Oyjia BCTAHOBIEHA Y YOTUPHOX MOABIMHUX CIIIUX
0araToleHTPOBUX I1alle00-KOHTPOIbOBAHUX JOCIIMIXKEHHIX 3 BapiabenbHOIO M03010, SIKi
IIPOBOAUJIACS Y NTapajieIbHUX I'Pynax IpoTaroM 12 TUXKHIB, a TaKOXK B OGHOMY IIOABIMHOMY
ciimomy 11aie60-KOHTPOJIbOBAHOMY HOCIiIXKeHHi 3 ¢hikcoBaHO/BapiabenbHOIO M03010, SIKe
IIPOBOAMIIOCS Y MTapaiebHUX IPyIaxX IPOTIroM 6 MiCSIIiB Y JOPOCINX aM0yTaTOPHUX
narieHTiB. [TallieHTH ogepxKyBay J03M JiKapchkoro 3acoby Bim 75 mo 225 mr/mo6y. He Gyno
BUSIBJIEHO [TI0Ka3iB OibInoi e()eKTUBHOCTI ITpenaparTy y Py 3acTocyBaHHs mo3u 150-225
Mr/mo0y TIOPiBHSIHO 3 TPYIIO0 3aCTOCYBAHHS 003U 75 MI/mo0y IpoTSIroM 6 MicsIliB
OOCIIIMKEeHHS.

[TaHiyHi po3nagu

EekTuBHICTh 3aCTOCYBaHHS BeHJIahaKCHHY MPOJIOHTOBAHOT'0 BUBIIbHEHHS [JIS JTIKyBaHHS
TaHiYHUX Po371afiB Oyja BCTAHOBIIEHA V IBOX MOABIMHUX CHIiMuX 6araToeHTPOBUX Ialebo-
KOHTPOJIbOBAHUX HOCIIXKEHHAX MPOTATOM 12 TUXKHIB Yy HOPOCTUX aMOy/TaTOPHUX IAIliEHTIB
i3 maHiyHUMU po3nagamu, 3 abo 6e3 aropado0bii. [ToyaTkoBa Ho3a Mpemnaparty NpH JTiKyBaHHI
NaHIYHUX PO3JIafiiB Y AOCHIiIXKEHHAX cTaHoBUAa 37,5 Mr/go0y npotsiroM 7 gHiB. [Ticisa 1s0r0
nalieHTy ogepxkyBanu ¢ikcoBaHi no3u 75 abo 150 Mr/moly y omHOMY mOCTigXKeHHi Ta 75 abo
225 mr/mo0y y iHmoMy pociimkeHHi. EGeKTUBHICTh Oyla TaK0XK BCTAHOBJIEHA B OTHOMY
INOBTOTPHBAIOMY ITOABIMHOMY CIIIIIOMY I1alie00-KOHTPOIbOBAHOMY AOCIiIXKEHH]
IOBroTpuBaol 6e3mneku, eheKTUBHOCTI Ta MONepefKeHHS PeLUAUBIB, SKe IPOBOOUIOCS Y
napajeibHUX IPyIax y JopociauxX aMOyIaTOPHUX MAIli€HTIiB, sIKi BiOmOBiIM Ha TiKyBaHHS Y
BigkpuTOMYy pexumi. [TallieHTH IPOMOBXKYBaJIU OfEPKYyBaTH Ty caMy 003y BeHnadaKCHHY
IIPOJIOHTOBAHOTO BUBiIbHEHHS, IKY BOHM IIPUUMaJIy HAPUKiHIi BimkpuTol ¢ha3u (75 mr, 150
Mr abo 225 mr).

CepiieBa enekTpodizionoris

Bigomo, 1o y cretianbHOMY gochipxkenHi QTc y 3mopoBux fOOPOBOIbLIIB BeHTahaKCUH He
nofgoBxKyBaB iHTepBas QT y Oyab-aKil KJTiHIYHO 3HAUYYIIiX Mipi IpU HagTepaneBTUYHIN 1031
450 mr/mo0y (mmo 225 Mr 2 pa3u Ha m00y). OgHaK MOBiIOMIISIIIOCS PO BUIAAKYU ITOMOBXEHHS
QTc/TdP Ta mmyHOYKOBOI apuTMii, 0COGJIMBO IIpHU Mepefo3yBaHHi ad0 y Nali€eHTiB 3 iHIIUMU
dakTopamu pusuky nomoBxkeHHsT QTc/TdP (muB. po3minu «OcoOGIMBOCTI 3aCTOCYBaHHS»,
«[Tepemo3yBanHs» Ta «I106iuHi peakIii»).

dapmaKkoKiHemuxka.

BennadakcuH eKCTEHCUBHO MeTal0Ili3yeTLCS, B OCHOBHOMY [0 aKTUBHOT0 MeTabomity OJIB.
CepenHi 3Ha4YeHHA Iepiofy HalliBBUBEOEHHS + cTaHAapTHe BigxuneHHs (CB) gns
BeHJadakcuHy Ta OJIB i3 mma3Mu KpOBi CTaHOBNATh 5 + 2 rogunu Ta 11 + 2 rogunu
BiIOBimHO. PiBHOBaxHi KOHIIeHTpallil BeHNnadakcuny Ta OJIB mocsraloThCs MPOTATOM 3 OHIB
IepopanbHOro 6araTopa3oBOro 3aCTOCYyBaHHA IpenapaTty. Beanadakcun Ta OB moka3yoTb



JiHIMHY KiHETUKY B paMKax [iana3oHy A03 Bifg 75 po 450 Mr/go0y.
Abcopbuis

[Monaimenie 92 % BeHNMadaKCUHY MOTJIMHAETHCS MIiCIA 3aCTOCYBaHHS OJHOPa30BOl
IIepopabHol 703U BeHnadaKCUHY HeTralHOT0 BUBITbHEHHS. AOCOMI0OTHA 0i0IOCTYIIHICTh
cTaHoBUTb 40-45 %, 1110 1OB’sI3aHO 3 IPeCcUCTeMHUM MeTabosiaMoM. [Ticnst mpuioMy no3u
BeHJIadaKCHHY HETalHOT'0 BUBIIbHEHHST MaKCUMaJlbHa KOHIIeHTpallis BeHNTadakcuny Ta OB
y IJ1a3Mi KPOBi CIIOCTepiraroTeCs yepe3 2 i 3 roguHu BignoBigHo. [licns npuiioMy go3u
BeHJIa()aKCHHY IIPOJIOHTOBAaHOI'0 BHBIIbHEHHS ITiKOBA MJIa3MOBa KOHIIEHTPAaIlis
BeHnadakcruuy Ta OJIB y mma3mi KpoBi foCATal0ThCA IPOTATOM 5,5 i 9 TOOUH BiANOBITHO.
[Ipu 3acToCyBaHHI OMHAKOBUX IIOIEHHUX 103 BeHIa(pakKCUHY HEramHoro BUBiIIbHEHHS ab0
IIPOJIOHTOBAHOTO BUBiIbHEHHST JopMa N03yBaHHS IIPOJIOHTOBAaHOTO BUBITbHEHHS 3a0e3mevye
MIOBIJIBHIITY IIBUAKICTE IIOTJIMHAHHS IIPU OOHAKOBOMY CTYIIE€HI IIOTJIMHAHHS ITOPIBHAHO 3
tTabJeTKaMy HeraHOTo BUBiIIbHeHH. BxkuBaHHS ki Ha 610MOCTYNHICTL BeHNTahaKCUHY Ta
OJIB He BIIHBAE.

Po3nodin

Bennadakcun ta OJIB nmpu 3acToCcyBaHHI IpemnapaTry B TEpAlleBTUYHUX KOHI[EHTPAIligxX
MiHiMaJIbHO 3B’I3yI0ThCs 3 Oinkamu mna3mMu KpoBi monuHu (27 % i 30 % BignmosimHo). O6’eM
po3mopiny BeHnagakCUHy B piBHOBa2KHOMY CTaHi CTaHOBUTH 4,4 + 1,6 11/Kr micisg
BHYTPIIIHROBEHHOTO BBEJIEHHS IIpemnapary.

biompaHcgpopmauis

Bennadakcus mifgaeTeCs eKCTEHCUBHOMY I€4iHKOBOMY MeTabomi3My. [JocmifxKkeHHs in vitro
Ta in vivo OKa3yioTh, 1110 BeHTadaKcuH OioTpaHCchOopMyeThCs 3a ydacTio hepmenTy CYP2D6
3 YTBOPEHHSIM CBOTO OCHOBHOTO aKTUBHOTO MeTabomiTy OJIB. [locnigkeHHS in vitro Ta in
Vivo TI0OKa3yI0Th, 1110 BeHIagakCuH MeTaboIi3yeThCs 3a yuacTio pepmenTy CYP3A4 3
YTBOPEHHSIM CBOTO APYTOPSITHOI'0, MEHIII aKTUBHOTO MeTabomiTy N-mecMeTunBeHnadpakCcuHy.
HocmigXeHH in vitro Ta in vivo 0Ka3y0Th, 1110 BeHnadaKCHH € c1abKuM iHribiTopoM
dbepmenty CYP2D6. Bennadakcun He inrioysas izopepment CYP1A2, CYP2C9 ta CYP3A4.

BusedeHHs

BennadakcuH Ta #oro MeTaboJliTH B OCHOBHOMY BUBOASTHCS HUPKaMu. [Ipubnusno 87 % Big
no3u BeHnahaKCUHY BUBOIUTHCS i3 cedelo MpoTAroM 48 roguH y BUTIAAi abo BeHnahakCUHY
B He3MiHeHOMY BUTTAmi (5 %), HekKoH 1oroBanoro OJIB (29 %), kor'torosanoro OIIB (26 %)
abo iHIMMX APYropsigHUX HeaKTUBHUX MeTabomiTiB (27 %). CepenHi 3HaueHHs = CB kmipeHcy
BeHJadakcuHy Ta OB y piBHOBaXKHOMY CTaHi B IIJIa3Mi KPOBi cTaHOBNATh 1,3 + 0,6 n/rom/kr
Ta 0,4 + 0,2 n/rom/Kr BiAIOBiOHO.

Ocob.auei nonyasauii

Bik ma cmamb

Bik Ta cTaTh malli€eHTa iCTOTHO He BIJIMBAIOTh Ha (hapMaKOKiHETUKY BeHnadakcuHy Ta OIIB.



[ITeudki/noeiavHi memaboaizamopu i3oppepmenmy CYP2D6

Kon1neHTpallig BeHnadakcrHy B IJ1la3Mi KPoBi ¥ moBinbHUX MeTabomnizaTopiB CYP2D6 Buia,
HiXK y mBugkux MetabomizatopiB. Ockinbku 3aranbHa ekcro3uilis (AUC) BeHnadakcuHy Ta
OJIB anasoriyHa y MOBiNMbHUX Ta IMIBUAKKUX MeTa00I1i3aTOpiB, HeMa€e HeOOXiMHOCTI y pi3HUX
pexuMax 0Oo3yBaHHS BeHJIahaKCHUHY [JII LKUX ABOX IPYII MAalli€HTIB.

IMopyweHHA pyHKUII neviHKu

Y namieHTiB i3 mopymeHHIMU QyHKIIiI ediHKy Knacy A 3a knacudikarieto Yaunga-I1'1o
(mopyureHHs QYHKIII IEYIHKY JIETKOTO CTyIeHs) Ta Kiacy B 3a knacudikauiero Yaunga-I1'to
(mopyureHHs QYHKIII MEYiHKYA IOMIPHOTO CTYTIEHS) IIepiof HamiBBUBENEeHHS BeHIahaKCUHy
ta OJIB OyB O[I0OBXKEHUM TOPIBHIHO 3 NallieHTaMu 3 HOPMaJlbHOI0 (PYHKIIi€I0 TEYiHKHU.
Knipenc Bennadakcuny tTa OB npu nepopaiibHOMY 3aCTOCYBaHHi Ipemapary 6yB
3HUKEHUM, TP I[bOMY BifI3HaYaBCs BEJIUKUM CTYIiHb BapiaOeIbHOCTI IUX MTOKA3HUKIB y
narieHTiB. [laHi 00 3aCTOCYBaHHS MpelapaTty MallieHTaM i3 mopyIIeHHAMY QYHKITi1
NIEYiHKY TSIKKOTO CTyIeHs oOMeXeHi.

Hupkoea HedocmamHicmb

Y nanienTis, sgKi nepeOyBaloTh Ha Aiaji3i, mepion HamniBBUBeOeHHS BeHNnadaKkcuHY OB
nomoBxKeHu# mpubau3Ho Ha 180 %, a KiipeHC CKOPOTUBCS MPUOIN3HO Ha 57 % MOPIBHSIHO 3
nalfieHTaMu 3 HOpMa/IbHOI (YHKIIi€I0 HUPOK, TOMI 5K nepion HamiBBuBeneHHS OJIB OyB
TofIoBXKeHuM mprubnau3Ho Ha 142 %, a KJlipeHc CKOpPOTUBCS Mpubau3Ho Ha 56 %. [TalieHTam
i3 mopymmeHHsAMHU QYHKITI HUPOK TSXKKOTO CTYIEHS Ta IMallieHTaM, SKUM IoTpi0eH
reMofiani3, HeoOxifHa KOpPeKIIis 03U npemnaparty (auB. po3main «Cmocib 3acTocyBaHHS Ta
oo3u»).

KniniyHi XxapakKTepHCTHKH.

IToka3zanus.

- JIikyBaHHS BEJIUKUX JelIPeCUBHUX eMi30[iB.

- [TpodinakTrKa peruANBIB BEIUKUX OETPECUBHUX €Mi30iB.

- JIiKyBaHHS reHepai30BaHUX TPUBOKHUX PO3JIafiB.

- JIikyBaHHS COI[iaJIbHOTO TPMBOXKHOTO po37afy (coiriambHoi Gobii).

- JlikyBaHHS MaHiYHOTO po3mnany 3 abo 6e3 aropadobii.

IIpomunoka3aHHA.
linepuyTnusicTk 10 BeHnadhakcuHy abo f0 Oyab-9KOi 3 OMOMIKHUX PEYOBUH IIpemnapary.

CymnyTHe niKyBaHHSI HE3BOPOTHHMMH iHTiOiTOpamMu MoHOaMiHOKcuaasu (iHriditopu MAO)
IIPOTUIIOKA3aHO Yepe3 PU3UK PO3BUTKY CEPOTOHIHOBOI'O CUHOPOMY 3 TAKUMU CUMIITOMaMH, IK



30ymKeHHS, TpeMop Ta rineptepmis. [IpuiioM BeHnadakCUHy He MOXKHA PO3NOYNHATH IPOTATOM
npuHaiMHi 14 OHIB micns NpUNUHEHHS JIiKyBaHHS HE3BOPOTHUMH iHTiGiTopamu MAO.

JlikyBaHHS BeHnadaKCMHOM He0OXigHO MPUNMHUTH IOHaMeHIIIe 3a 7 OHIB 0 T0YaTKy Teparil
HEe3BOPOTHUMH iHTriGiTopamu MAO.

B3aemodia 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.
IH2i6imopu MAO
He3sopomHi HeceaekmugHi iHzibimopu MAO

BennadakcuH He MOXKHa 3aCTOCOBYBaTH y KoMOiHallil 3 HE3BOPOTHUMHU HECETIEKTUBHUMHU
inribiTopamu MAO. TIpuiiom BeHNTadhaKCUHY HE MOXKHA PO3MOYHMHATH MIPOTITOM IIPUHANMHI
14 pHiB micns IPUMIMHEHHS JTiKyBaHHS He3BOPOTHUMU HeCeJleKTUBHUMHU iHTiGiTopamu MAO.
JIikyBaHHS BeHJIa(paKCUHOM HeO0OXiIHO MPUIUHUTH IIIOHaMEeHIIe 3a 7 [HiB 10 T0YaTKy
Tepallii He3BOPOTHUMHU HeceleKTUBHUMH iHTibiTopamu MAO (muB. po3minu
«[IpoTunokasanHsa» Ta «OCOOIUBOCTI 3aCTOCYBAHHS»).

3s8opomHull cenekmusHull iHeibimop MAO-A (moka06emio)

Yepes pU3uK PO3BUTKY CEPOTOHIHOBOTO CHHAPOMY HE PEKOMEHOYEThCS KOMOiHOBaHE
3aCTOCYBaHHS BeHJIa(aKCUHY i3 3BOPOTHUMHU CEJIeKTUBHUMHU iHTiOiTopamMu MAO, TakKuMU
K MoKJio6eMin. ITicisg 3aBepIneHHs JTiKyBaHHS 3BOPOTHUM iHTiOiTopoM MAO Moxke OyTH
3aCTOCOBaHMU KOPOTIINH Iepiof BiAMiHU Npemnaparty (MeHIIe HiXK 14 OHIB) mo mOYaTKy
TMiKyBaHHS BeHJIadaKCMHOM. PEKOMeHAYEThCS IPUIIMHUTH 3aCTOCYBaHHS BeHTadaKCUHY
IpUHaiMHi 3a 7 [HIB [0 MOYaTKYy JiKyBaHHS 3BOPOTHUM iHTriGiTopoM MAO (muB. po3pin
«OcoBIMBOCTi 3aCTOCYBAHHS»).

3B8opomHull HeceaekmusHull iH2ibimop MAOQO (niHe30i0)

AHTHOIOTHK JTiHE30JIi] - e clabKuil 3BOPOTHUIN HeCeIeKTUBHU iHribiTop MAO, foro He
CJIifl TpU3HaYaTH NallieHTaM, SKi OTPUMYIOTh BeHnadakCcuH (guB. po3min «Oco0amBOCTi
3aCTOCYBaHHS»).

[ToBimOMISIM PO PO3BUTOK TSAXKKUX HeOakaHUX Peaklilill y MallieHTiB, SKi HeJaBHO
IPUNIMHUIIY 3aCTOCYBaHHS iHTi0iTopiB MAO Ta moyanu NiKyBaHHSI BeH/TadaKCUHOM abo sIKi
HeIoJaBHO IPUIIMHUIIN JIiKyBaHHS BeHJIahaKCHHOM 10 IT0OYATKY 3aCTOCYBaHHS iHTiOiTOPIB
MAO. Li peaxiril BKI04anu TPEMOP, MiOKJIOHi0, iIHTEHCUBHE TIOTOBU[IJIEHHS, HYIOTY,
OJ1t0BaHHS, TilepeMilo, 3allaMOPOYEHHS Ta TillepTepMii0 3 03HaKaMH, 1110 HaraAyooTh
3105IKiCHUM Heuponentuuruy cuaapoM (3HC), cynomu Ta neTanbHUM HaCTifOK.

CepomoHiHoB8Ul CUHOPOM

4K i mpu 3aCTOCyBaHHi iHIMX CEPOTOHIHEPriYHUX 3ac00iB, IpH JTiKyBaHHI BeHTahaKCUHOM
MOXK€ BUHUKHYTU CEPOTOHIHOBUY CUHIPOM — TIOTEHIIiHO HeOe3neuHuit Iy KUTTS CTaH,
0Cco0IMBO IIPK OMHOYACHOMY 3aCTOCYBaHHI iHITKX JTiIKapChKUX 3ac00iB, SIKi MOXKYTh BIIJINBATH
Ha CEepPOTOHIHEPTiYHY HEeMPOTPaHCMITEPHY CUCTEMY (BKII0YalO4UU TPUIITAHU, CEIEKTUBHI
inribiTopu 3BOpoTHOTO 3axorneHHs cepoToHiny (CI33C), I33HC, Tpunukmiyni



aHTUAenpecanTy, ambeTaMiny, niTii, cuOyTpaMiH, 3Bipo0il 3BudaiHuy (Hypericum
perforatum), omioinu [Hanpukiaf, GeHTaHiN Ta HOT0 aHAJIOTH, TPaMafoJjl, JeKcTpoMeTopdaH,
TaleHTao0l, IeTUANH, MeTaMlOH, IeHTa30LKH, OynpeHopdiH i KoMmOiHalisg
OynpeHopdiH/HAIOKCOH]) i3 MpemapaTaMy, SIKi MOPYIIYIOTh MeTab0J1i3M CEPOTOHIHY, TAKUMU
K iHribitopu MAO (HampuKian, MeTUIEHOBUM CUHIi), ab0 3 monepemHUKaMy CEPOTOHIHY
(TakuMu sIK mo06aBKU TpUnTodaHy), abo 3 aHTUIICUXOTHKAMM YM iHIIMMU aHTaroHiCcTaMu
nornaMiny (guB. po3ginu «IIpoTunoka3aHHs» Ta «OCOOIMBOCTI 3aCTOCYBaHHS»).

fAK1110 € KITiHiYHe ITOKa3aHHS OJI CYIyTHBOTO 3acToCcyBaHHS BeHNadakcuHy i3 CI33C Ta
[33HC abo aroHicToM CepOTOHIHOBUX PELIENTOPIB (TPUITaHOM), PEKOMEHOYETHCA YBaxKHe
CIIOCTEePEeKEeHHS 3a IMallieHTOM, 0COOJIMBO Ha ITOYATKY JIiIKyBaHHS Ta IIPU MigBUIIEHHI 103U
npemnapaTy. OgHOYaCHE 3aCTOCYBaHHS BeHIa(paKCUHY 3 ITONepeIHUKaMU CEPOTOHIHY
(TakuMu K moOaBKu TpUNTOhaHy) He peKOMEHAYEThCS (IuB. po3min «OcoOMMBOCTI
3aCTOCYBaHHS»).

AKmusHi peuosuHu, u,o enauearoms Ha LJHC

Pu3uK 3acTocyBaHHS BeHNIahaKCHHY B KOMOiHaIlil 3 iHIIMMU pe4OBUHAMHU, aKTUBHUMHU II0I0
ITHC, we He pocnigxkyBanu cucteMaTu4Ho. OTKe, peKOMEHIYEThCS HOTPUMYBATUCS
00epeXHOCTI IpHU IpUiioMi BeHNTadhaKCUHy B KOMOIHAIlil 3 iHIMMMY aKTUBHUMU PEUYOBUHAMH,
1110 BuBaloTh Ha [THC.

Emanon

[TamieHTaM ciif peKOMeHOyBaTH YHUKATH BXKMBaHHS aJIKOTOJII0, BPaXOBYI0YHX MOTO BIJIMB Ha
[THC i moTeH1iMHe KIiHIYHE MOTipIIeHHS ICUXIYHUX PO3JIafiB, @ TAKOXK MOXKJIUBICTh
PO3BUTKY HECIIPUSATINBOI B3a€EMOil 3 BeHTahaKCUHOM, BK/II0Yal4y IPUTHIUYYBaIbHY Hif0 Ha
LIHC.

JIikapceKi 3aco0u, gKi momoBXKVIOTH iHTepBaal QT

Pu3suk npomnonraiiii QTc Ta/a6o po3BUTKY IITYHOYKOBOI apuTMii (Hampuknag, TdP)
MiOBUIYETHCS IPX OMHOYACHOMY 3aCTOCYBaHHi 3 iHIIMMHU JTiIKapCbKUMHU 3aco0aMu, SKi
OIoBXKYI0Th iHTEepBasl QTc. CymicHOTro 3aCTOCyBaHHS TaKWX JIiIKapChKUX 3aC00iB CIIifl
yHUKATH (OUB. po3fin «OcoBIMBOCTI 3aCTOCYBaHHS»).

J1o BiATIOBIOHUX KJIACiB HAJIEKATh:

IPOTHApPUTMiuHi 3acobu Knacy la ta III (Hanpukinanm,
XiHiOWH, aMiolapoH, COTason, HOGEeTUIim);

OesiKi HeMpONeNTUKY (HallpUKIIaf, TiOpUaa3uH);
OesiKi MaKponiau (HalmpuKiag, epUTPOMILINH);
OesIKi aHTUTICTaMiHHI IIpenapaTy;

nesKi aHTHOIOTUKY XiHOJIOHOBOTO PAXY (HalpUKIIaf,
MOKCHGITOKCAIIHH).



[Tepemnik nmikapchKux 3aco0iB, HaBeleHW BUIIlE, He € BUUEPIIHUM, CJIifl YHUKaTH
3aCTOCYBaHHS iHIIUX BiIOMUX OKPEMUX JIiKapChKUX 3ac00iB, SKi 3HAYHO MOJOBKYIOTh
inTepsan QT.

Bnaue iHwux aikapcvkux 3acobis Ha seHaapakcuH
KemoxkoHa3o (iH2ibimop CYP3A4)

dapMaKOKiHeTUYHE NOCTiIKEeHHS 3aCTOCYBaHHS KETOKOHA30J1y Y IIBUAKUX MeTa001i3aTopiB
(IIIM) Ta noBinpHUX MeTabomizaTopiB (IIM) CYP2D6 mnpu3Beso [0 MifBUIeHHS ITOKa3HUKA
AUC Bennadakcuny (70 % ta 21 % y I[IM ta IIIM cy6’extiB CYP2D6 BignosinHo) Ta OIIB (33
% Ta 23 % y [IM ta IIIM cy6’extiB CYP2D6 BifmoBifnHO) mic/isi 3aCTOCYyBaHHSI KETOKOHA307Ty.
OpHouacHe 3acTtocyBaHHs iHTibiTOpiB CYP3A4 (Hampukiag, aTa3aHaBipy, KIapUTPOMILUHY,
iHOWHABIPY, iTPAaKOHa30/1y, BODUKOHA30J1y, ITI03aKOHA30J1y, KETOKOHa30/1y, HelpiHaBsipy,
PUTOHABIpY, CaKBiHaBipy, TEMITPOMIIMHY) Ta BeHIapaKCUHy MOXKe 30iTbIIUTH PiBEHb
BeHnadakcuuy ta OJ1B. TakuM 4YMHOM, PEKOMEHYETHCS JOTPUMYyBaTUCS 00ePEKHOCTI, SKIIO
Tepallis mallieHTa BK/II0Ya€e OJHOYacHe 3acTocyBaHH4 inribiTopa CYP3A4 i Bennadakcuny.

Bnsue seHaapakcuHy Ha iHWi AikapcovKi 3acobu
Jlimiu

[Tpu omHOYaCHOMY 3aCTOCYyBaHHI BeHIa(aKCHUHY Ta JITiI0 MOXKe PO3BUHYTUCS CEPOTOHIHOBUYU
CUH[POM (ZUB. IYHKT IIPO CEPOTOHIHOBUY CUHIPOM).

Hiasenam

BennadakcuH He BIIMBa€E Ha (hapMaKOKIHETUKY Ta (hapMaKOOWHAMIKY Aia3enaMy Ta M0To
aKTUBHOTO MeTaloMiTy - mecmeTungiasenamy. [lia3emam, MOBIpHO, He BIJIMBAE Ha
bapmakokineTuKy Hi BeHnadakcuny, Hi OJIB. HeBimomo, uu icHye ¢papMakoKiHeTH4Ha Ta/ab6o
dhapMakoguHaMiyHa B3a€EMOIis 3 iHIIMMMY OeH30/ia3emniHaMH.

Iminpamix

BeHnaakcuH He BIIMBaB Ha (papMaKOKiHETUKY iMinmpaminy Ta 2-OH-iminpaminy.
Cnoctepiranocs go3o3anexHe 30inbuieHHs nmokasduuka AUC 2-OH-ge3unpaminy y 2,5-4,5
pas3u IpHu 3aCTOCyBaHHI BeHNTadakCcuHy B fo3ax 75-150 mr 1 pa3 Ha mo0y.

IminpaMiH He BIJIMBaB Ha papMaKOKiHeTHUKY BeHNnadakcuny Ta OIIB. KniHiuHa 3HaUyIIiCTh
11i€l B3aeEMopil HeBimoMa. IIpu cynmyTHROMY 3aCTOCYBaHHI BeHIahaKCUHY Ta iMinpaMiHy CIIif
NOTPUMYBATHCS 00€PEeKHOCTI.

TI'anonepudon

Pe3ynbTatél hapMaKOKIHETUUYHOTO OOCTiAKEHHS 3aCTOCyBaHHS BeHIa(paKCUHy 3
rajionepunosioM nokasanu 42 % 3MeHIIEeHHS 3arajbHOr0 KIipeHCy IpY epopalbHOMY
npuriomi, 70 % 30inbimenHs noka3uuka AUC, 88 % 30inmbineHHs noka3uuka C,,,, ane mepios
HaliBBUBEOEHHS T'aJIONIEPUI0NY 3anuIuBcs 0e3 3MiH. Lle BapTo BpaxoByBaTH y MAalli€HTIB,
SIKi OTPUMYIOTh CYIyTHE JIiKyBaHHS IIpernapaTaMy rajioNepuaoi Ta BeHnadakcuH. KniniuHa
3HAUyIIiCTh Liel B3a€EMOil HeBigoMa.



PucnepudoH

Bennadaxkcun 36inpiryBaB noka3uuk AUC pucnepunony Ha 50 %, ane iCTOTHO He 3MiHIOBaB
(hapMaKOKiHETUYHHUY TPOQinb 3araJbHOT0 aKTUBHOTO0 KOMIIOHEHTA (PUCIIEPHUIOH IITIOC 9-
rigpokcupucnepunoH). KiiHiyHa 3Ha4yILIiCTh 1i€l B3aEMOil HeBigoMa.

Memonpoaon

OmgHoYacHe 3aCTOCYBaHHS BeHIa)aKCHUHY Ta METOIIPOJIONY 3[0POBUM NOOPOBOJIBISM Y
OOCHIimXKeHHi (hapMaKOKiHETUYHUX B3a€MO[Iiii 1T 000X JTiKapChKUX 3aC00iB IPHU3BEIIO OO
IiOBUINEHHS KOHIIEHTPAIlil METOIIPOJIONY V Iya3Mi KpoBi mpubnusno Ha 30-40 % 6e3 3miHu
KOHIIEHTpAIlil ¥ Iy1a3Mi KPOBi 10T0 aKTUBHOTO MEeTabO0MIITY - a-rimpokcumeTomposony. Kiiniuna
3HAQUVIIICTh IIUX JaHUX y IAI[i€HTIB 13 MiBUAIIEHO YYTIUBICTIO HEBiTOMa. MeTOIposI0I He 3MIHIOBaB
(dapmakokiHeTHUHUY IPOPinb BeHnadakcuHy abo #oro akTuBHOT0 MeTabosity - OIIB. Crin
IOTPUMYBaTUCS 00epPeKHOCTI IIPK OHOYACHOMY 3aCTOCYBaHHi BeH/IahaKCUHY Ta METOIIPOJIONY.

IHOuHasip

HaHi (hapMaKOKiHETUYHOT0 JOCTiAKEeHHS i3 3aCTOCYBaHHSIM iHAWHABIPY ITOKa3a/In
3MeHIIeHHs noka3dHuka AUC Ha 28 % Ta 3MeHIIIeHHsS MaKCHMallbHOI KoHIleHTparil (C,,.,)
inguHaBipy Ha 36 %. IHOWHABIP He BII/IMBaB Ha (papMaKOKiHETHKY BeHnadakcuHy Ta OIIB.
KniniyHa 3HA4yLIiCTh Liel B3a€MOLil HeBioMa.

Jlikapcuvki 3acobu, siki Memaboaizyromucs uumoxpomom P450

[30hepMeHTH OOCiIKEHHS in Vivo BKa3yIOTh Ha Te, 10 BeHTahaKCUH € BiTHOCHO CTabKUM
inriditopom CYP2D6. Bennadakcun He inrioyBaB CYP3A4 (anmpmpa3onaM Ta KapOaMa3eriH),
CYP1A2 (kodein) Ta CYP2C9 (Tonbyramin) abo CYP2C19 (mia3emam) in vivo.

ITepopasivHi KOHMpauenmugu

Bigomo, 110 ¥ MOCTMapKeTUHTOBOMY AOCBifli 3aCTOCYBaHHA IpenapaTy BUNafKd HeHaBMHUCHOI
BariTHocCTi Oy/IM 3apeecTpoBaHi B 0Ci0, SKi MpuitManu opaibHi KOHTPAIEITUBY IIPH JTiKyBaHHi
i3 3acTocyBaHHSIM BeHNTadakcuHy. HeMae 4iTKuUX MOKAa3iB, 1110 ITi BUITAAKK BATriTHOCTI OyIu
HaCJIigKOM MeOuKaMeHTO3HO0l B3aeMo[iil 3 BeHnadakCcuHOM. [JOCIimKeHHS B3aeMO/Iil 3
TOPMOHAJIbHUMU KOHTpPALEITUBAMU He IIPOBOIUIIUCS.

Oco6.1ueocmi 3acmocyeaHHsi.

ITepedo3yBaHHsA

[TamieHTaM CiIig peKOMEHyBaTy YHUKATU BXKMBaHHS aJIKOT'0JII0, BPaXOBYIOUM MOTO BIIJIUB Ha
LIHC i moTeHIIiiHe KIiHIYHEe MOTipIIeHHS ICUXIYHUX PO3JIafiB, @ TAK0XK MOXKIIUBICTh

PO3BUTKY HECIIPUSATINBOI B3aEMOIii 3 BeHTahaKCMHOM, BK/II0Yal04y IIPUTHIUYBaIbHY [if0 Ha
LIHC (muB. po3min «B3aeMopmis 3 iHIMMMY JTiKapChKUMU 3aco0aMu Ta iHIIT BUAYM B3aEMOIii»).

[ToBimomIsiyiocst TPO Iepeno3yBaHHs BeHIadaKCUHY IepeBaXHO y KoMOiHaIlil 3 anKoronem



Ta/abo iHIIKMMU JTiKapChbKUMHU 3aco0aMu, BKITI0YalUX BUIIAAKK 3 JIETAIbHUM HaCJIigKoM ([IuB.
po3min «Ilepego3yBaHHT»).

[Ipu3HavyeHHs BeHNMadaKCUHY CIIifi TPOBOOUTH V¥ HAaMeHIIi# [03i BigIOBIAHO [0 HAJIE’KHOTO
KOHTPOJIIO 3a CTAHOM TIallieHTa 3 METOI0 3MEHIIIeHHS PU3UKY [1Iepef0o3yBaHHs (OUB. PO3MiN
«Ilepemo3yBaHHS»).

Cyiyuod/cyiyudanvHi dymKu abo KaiHiuHe no2ipweHHA

Iempeciio 0B’ A3yI0Th 3 MiIBUINIEHUM PU3UKOM BUHUKHEHHS TYMOK IIPO 3aMoIissHHS c0o0i
KaJIiITB Ta Mpo cyilup (CyinuaanbHi mposiBu). Pusuk 36epiraeTbCsi 4o HaCTaHHS iCTOTHOI
pewmicii. OCKiNbKHY MOJIMIIIeHHS ITPOTSATOM MEPIINX OEKiTbKOX TUXKHIB JTiKyBaHHS ab0 oBIIIe
MOXKe He HaCTYIUTH, NallieHTH IIOBUHHI epeOyBaTH I MUIHHUM KOHTPOJIEM 10 HACTaHHS
IIOJTIMIIEeHHS. 3a JaHUMHU 3arajlbHOTO KJIiHIYHOTO OOCBiAY BiJOMO, 110 PU3UK CYIIUAY MOXKe
30iMBIIMTHUCS Ha PaHHIX CTaflisIX BUMYXKaHHS.

[HIIi TICUXiYHI po3nafgy, oS TiKyBaHHS SKUX ITOKa3aHUY BeHIahaKCUH, TaKOXK MOXYTh OyTH
IIOB’sI3aHi 3 MiIBUIIIEHUM PU3UKOM BUHUKHEHHS CYilluganbHUX MposBiB. Kpim Toro, 11i cTanu
MOXKYTb CYIIPOBOIXKYBaTH BEIUKUM OEIIPECUBHUY PO3jaf. 3aCTEePeXeHb, IKUX
NOTPUMYIOThCS IPY JIiKyBaHHI MAIli€HTIB i3 BeIMKUM AENIPECHBHUM PO3/1agoM, HeoOXimHO
TaKOX OOTPUMYBATUCH IIPU JIIKYBaHHI ITAI[i€HTIB 3 IHIIUMU ICUXIYHUMU PO3JIafaMu.

[NauienTy i3 cyluaaabHUMU IPOsSIBAMY B aHaMHe3i abo MallieHTH, SKi JeMOHCTPYIOTh
3HQYHOIO MipOI0 Cyll[igarbHe MUACIEeHHS OO0 M0YaTKYy JIiKyBaHHS, SIK BiIOMO, MalOTh
IiABUIIEHUYN PU3UK BUHUKHEHHS CyIlMalbHUX AYMOK abo crpob cyinuay i mip gac
JiKyBaHHS MOBUHHI 3HaXOAUTUCH ITiJ MUAJIBHUM CIIOCTEpexXKeHHAM. MeTaaHani3 nanebo-
KOHTPOJIbOBAHUX KJIIHIYHUX [OCIIAXKEHb 3aCTOCYBaHHSA aHTUAEIIPECAHTIB Y JOPOCIIUX
AITiEHTIB i3 MOPYIIEHHIMHU IICUXIKHU IT0Ka3aB MiJBUINEHNN PU3UK CYIIIUOaIbHOl TIOBEOiHKH
IIPK 3aCTOCYBaHHI aHTHUIEIIPEeCaHTIB IOPIBHIHO 3 Malebo y malieHTiB BiKOM 10 25 POKiB.

YBaxkHe CIIoCcTepekeHHs 3a MallieHTaMu, 0COONMBO 3a TUMH, SIKi HaexkaTh 0 TPYIH
BHCOKOI'0 PU3UKY, IOBUHHO IIPOBOJUTHUCS Pa30M i3 MEJUKaMEHTO3HUM JIiKyBaHHSM,
0co0/IMBO Ha paHHiM cTafii TiKyBaHHS Ta IiCJIs 3MiHM [MO3u mpemnapary. [1amiesTy Ta ocoobw,
STIKi 3[iMCHIOIOTh JOTJISIA 32 HUMH, TIOBUHHI OYTH MONepeakeHi Mpo HeoOXigHiCTh BUSBIISITH
PO3BUTOK OyIb-KOT0 KJTiHIYHOTO TOTipIllIeHHs, BAHUKHEHHS CYillMgalbHOl TOBENiHKH

ab0 IyMOK Ta He3BUYHUX 3MiH y ITOBE[IiHIIi, @ TAKOXK PO HEOOXiTHICTh 3BepHEHHS

3a MEeIUYHOI0 JOIIOMOI0I0 Bifpa3y XK y BUMNALKY IIOSBU LIUX CUMIITOMIB.

Himu

CyinupanbHa noBedinka (Cyinumanbai oyMKu abo cipobu cyinuay) Ta BOPOXKiCTh (TOJIOBHUM YHHOM
arpecis, omo3uilifiHa IoBegiHKa Ta 3JIiCTh) YacCTillle CIIOCTePiraaucs y KIHIYHUAX JOCTigKEHHIX
cepeq AiTel Ta MifJIiTKIB, SKi OflepKyBau JIiKyBaHHS aHTHUOEPeCaHTaMH, IOPIBHSHO 3 TUMHU, XTO
ofepxXKyBaB Inaiebo. AKIo, y 3B'A3KY 3 KJIiHiYHOI0 He0OXigHICTIO BCe OOHO MPUMMaEThCS PillleHHS
IIPO MPOBEOEeHHS JTiKyBaHHS, MalliEHTH MOBUHHI IPOXOOUTH PETEeNbHUN KOHTPOJIb 1100 PO3BUTKY
cyiuumanbHUX cuMIToMiB. OKpiM TOro, 6paKye JaHUX MOBrOCTPOKOBUX IOCHTIMXKEHb 000 Oe3MmeKu
3aCTOCYBaHHS IIpernapaTy y OiTeH Ta MifJIiTKiB 0[O0 POCTY, HO3piBaHHS Ta KOTHITUBHOTIO 1
II0BEIHKOBOI'0 PO3BUTKY.

CepomoHiHo8ull CUHOPOM



4K i mpu 3acTOCyBaHHi iHIINX CEPOTOHIHEPTiYHKX 3ac00iB, IPH JIiKyBaHHI BeHTah)aKCUHOM
MOXK€e BUHUKHYTU CEPOTOHIHOBUU CUHIPOM - IIOTEHIIIHHO HeOe3MeYHNH OJIsi KUTTS CTaH,
0C00JIMBO ITPX OHOYACHOMY 3aCTOCYBaHHI iHIIMX TiKapChKUX 3ac00iB, sIKi MOXKYTb BIIJTUBATH Ha
CEepOTOHIHEPriYHy HeUPOTPaHCMiTEepHY cucTeMy (BKmtodatouu Tpuntanu, CI33C, I33HC, TpuuukmiyHi
aHTUpenpecaHTy, aMmpeTraminy, nitiit, cubyrpamil, 3Bipo0ili 3BuuaiHui (Hypericum perforatum),
omioigy [Hanpuknam, GeHTaHinm Ta OTO aHANIOTH, TPaMaoJ, feKCcTpoMeTopdaH, TalleHTamoI,
NeTU[VH, METafoH, TeHTa30LuH, OynpeHopdiH i KoMmOiHalig 6ynpeHopQiH/HANIOKCOH]) i3
npernapatamMi, siKi opymyoTh MeTaboJ1i3M CepOTOHIHY, TaKuMU 5K iHri6iTopu MAO (Hanpukmiag,
MEeTHJIEHOBHH CHUHil), a00 i3 mpeKypcopaMu CEPOTOHIHY (TaKuMHU SIK moOaBKu Tpumntodany), abo 3
QHTUIICUXOTUKAMM YH IHIIMMY aHTaroHiCTaMu JonaMiHy (OuB. po3ginu «IIpoTunoka3aHHS» Ta
«B3aeMopmis 3 iHIMMMY JTiKapChbKUMK 3ac00aM¥ Ta iHIIII BUAM B3aEMOIii»).

CuUMIITOMYU CEPOTOHIHOBOTO CUHAPOMY MOXKYThH BKJIIOYATH 3MIHU Yy IICUXIYHOMY CTaHI
narfieHTa (Hampukiap, 30yIKeHHs, TaJloluHallil, KoMa), HecTaOibHICTh BereTaTUBHOI
HEPBOBOl CUCTeMH (HAIIpUKIIAM, TaXikKapmis, «1abiTbHUN» apTepialbHUM TUCK, TillepTepMis),
BigxuneHHs 3 60Ky HEPBOBO-M'SI30BOI CUCTEeMU (HapHUKIal, rineppedeKcisi, BiICyTHICTh
KOOpOuHaIiii) Ta/abo cuMnToMu 3 60Ky TPaBHOT'O TPAKTY (HalmpUKiIafl, HymoTa, OJII0BaHHS,
miapest). CepOTOHIHOBHM CUHOPOM Yy HauOiNblI TSXKKiM ¢popmi Moxke HaramyBaTu 3HC, 110
BK/II04Ya€ B cebe rineprepMito, purigHicTh M’s13iB, HecTabinbHICTh 3 60Ky BereTaTUBHOI
HEPBOBOl CUCTEMH 3 MOXKJIMBAMHU IIBUIKUMU KOIMBAaHHSAMH XKUTTEBUX ITOKA3HUKIB OpPraHi3My
1 3MiHaM¥ [ICUXIYHOTO CTaTyCy.

AKImo cynyTHE JiKyBaHHS BeHIa(paKCHHOM Ta iHIIMMU IIpernapaTaMy, SIKi MOXKYTh BIJIUHYTH

Ha CepoToHiHepriuHi Ta/abo modaMinepriuni HelipoMeniaTOpHi CUCTEMH, KITiIHIYHO BUNIPABAAHO, TO
PEKOMEH[YEThCS YBaXKHE CIIOCTEPeXeHHS 3a IMallieHTaMu, 0COOJIMBO Ha IOYaTKYy JIiKyBaHHS Ta IIif
yac 30inbIIeHHS NO3U.

OpHo4YacHe 3aCTOCYBaHHS BeHJIagaKCUHY 3 IOMepefHUKaMU CEPOTOHIHY (TaKUMU K
no6aBKU TPUNTOGaHy) He PEKOMEHIYETHCS.

By3vkoKymosa 2/1ayKoma

Ha 171i npuiioMy BeHnagakCUHy MOXe BUHUKHYTH Mifpia3. PEKOMEHOyEThCS IPOBOOUTH
peTebHUM MOHITOPUHT CTaHy MAalli€HTIB i3 MiABUIIEHUM BHYTPIITHbOOYHUM THCKOM abo 3
IiABUIIIEHUM PU3UKOM PO3BUTKY I'OCTPOI BY3bKOKYTOBOI IJIayKOMHU (3aKPUTOKYTOBOL
rJIayKOMU).

ApmepiaabHuti muck

[Tpu 3acTocyBaHHI BeHIadaKCHHY YaCTO MOBIIOMIISIN IIPO 00303ajieKHe MiABUIIEHHS
apTepianbHOTO TUCKY. B micisiMapKeTHHTOBOMY OOCIiIXKeHHi TiKapchKoro 3aco0y B
HOEKIJIbKOX BUIlaJKaXxX IIOBIIOMIISIU IIPO II0SBY IIIABUILIEHOT0 apTePiaibHOI0 TUCKY TSIXKKOT0
CTyIeHs, 110 ToTpe0yBano HeralHoro JikyBaHHS. Bci malieHTy TOBUHHI mepebdyBaTH Iif
IIUAJIbHUM HarIsiioM MeAlepCoHasy 11040 PO3BUTKY BUCOKOTO apTepiaJlbHOTO TUCKY, a [0
II0YaTKy JiKyBaHHS HeoOXigHO KOHTPOJIIOBATH Iepeldir BxKe iCHyI040i apTepiaabHOI
rimepTeH3il. ApTepianbHUY TUCK CIIiJ MEPIOAUYHO MEPEBIPATH MiCId T0YaTKy JiKyBaHHS Ta
micyg MigBUILEHHS [03U npemnapary. Criif moTpuMyBaTuCcs 06epeKHOCTI IIpH JIiKyBaHHI
nalieHTiB, 4l (OHOBI 3aXBOPIOBAHHS MOXKYTh OyTH CIIPOBOKOBaHI MigBUIIIEHHAM
apTepiarbHOr0 TUCKY, HAIPUKJIaA Y MAIli€HTIB i3 MOPYIIEeHOI0 CEPLEBOI0 QYHKITIEIO.



Yacmoma cepuyesux CKOPOUYeHb

[TigBUIIEHHS YaCTOTH CEPIIEBUX CKOPOUYEHb MOXKE BUHUKHYTH 0COOIMBO IIPU 3aCTOCYBaHHi
OinbIll BUCOKHUX 103 mpenapaty. Ciig qoTpuMyBaTUCs 00€peXXHOCTI IIPH JiKyBaHHI MAIli€HTiB,
y IKUX (POHOBUH CTaH MOXKe OYTH CITPOBOKOBAHMH IiABUIEHHSIM YaCTOTH CEPIIEBUX
CKOPOYEHB.

Xeopoba cepus ma pusuk po3gumky apummii

3acTocyBaHHS BeH/IahaKCUHY MallieHTaM i3 HeJaBHO IMepeHeceHuM iHapKToM MioKapaa abo
3 HecTabiTbHOIO0 XBOPO0OIO CepIsi B aHaMHe3i He BUBYaIU. TaKUM YHHOM, 1Iel IIpernapaT
HeoOximHO 3 00epeKHICTIO 3aCTOCOBYBATH 1M TalliEHTaM.

Y micnsiMapKeTHHT0BOMY AOCIiXKeHHI BeHIa(paKCUHy IIOBiqOMJISIIN IPO BUIIAOKU
nopmoBxkeHHS KoMiiekcy QTc, Torsade de Pointes (TdP), minyHO4YKOBOI Taxikapfii Ta
BAHUKHEHHS CEPLIEBOI apUTMil 3 JIeTalbHUM HACJIiAKOM IIPU 3aCTOCYBaHHiI BeHIa(paKCUHY,
0Cc0o0NIMBO IIPU MOTO Iepefio3yBaHHi, ab0 y MallieHTiB 3 iHIMKUMU (paKToOpaMu PU3UKY
nopoBxkeHHs Komnnekcy QTc/TdP. HeobximHo BpaxoByBaTH BimHOIIEHHS PU3UKY Ta KOPUCTI
[0 IpU3HAaYeHHS BeHJIadakKCUHY MalliEHTaM i3 BUCOKUM PU3HUKOM PO3BUTKY CEPHO3HOI
cepieBoi apuTMil abo momoBxkeHHs Komiekcy QTc (muB. po3min «®apMakoguHaMika»).

Cyoomu

[Tpu nikyBaHHI BeHIa(haKCHHOM MOXKYTh BUHUKATU CYAOMHU. fK i IpX 3aCTOCYyBaHHI BCiX
AHTUMETPECAHTIB, JTiKyBaHHS BeHahaKCMHOM HeoOXimHO 00epekHO IMOYMHATH Y MallieHTiB i3
HasBHICTIO CyIOM B aHaMHe3i, IIi alli€eHTH MOBUHHI Tepe0yBaTH Mif MUJIbHUM HaTISI0M.
JIikyBaHHS OyIOb-IKOTO IAIliEHTa, ¥ SKOTO BUHUKAIOTh Hallafy, He0OXimHO MPUIUHUTH.

I'inonampiemis

[Ipu 3acTocyBaHHi BeHIahaKCUHY MOXKe PO3BUHYTHUCS TillOHATPiEMis Ta/abo CHUHOPOM
HeaJleKBaTHOI ceKperil anTugiypetudHoro ropmony (CHCAT'). HaliuacTiiie moBigoMIIsanu
IIPO BUHMKHEHHS ITUX SBUIL Y 3HEBOJHEHUX Malli€HTiB a00 y BUCHaXeHUX. [TallieHTH miTHHOTO
BiKy, MMaIliEHTH, SKi MPUIMalOTh CEe4YOTiHHI 3ac00H, Ta MallieHTH, Y SKUX B iHIINX BUAMIagKaX
BiOyBa€THCS TiNOBOJIEMisT, MAIOTh OiNbIINY PU3UK PO3BUTKY IIUX SBUIII.

AHoOManvHa Kposomeua

JlikapchbKi 3aco6u, 1110 iHTi0yI0Th 3BOPOTHE 3aXOIJIEHHS CEPOTOHIHY, MOXKYTh IIPU3BECTHU [0
3HUKeHHS GYHKIII TpoMOouMTiB. Bumamku KpoBoTedi, 1oB’sA3aHi i3 3acTocyBanHsaM CI33C Ta
I33HC, BapitoBanucs Bif €KXiM03iB, reMaTOM, eIiCTaKCHCY Ta MeTeXii g0 MITyHKOBO-
KHUIITKOBUX Ta HeOEe3MeYHUX [IJIS JKUTTS KPOBOBUIMBIB. Y NAIli€HTIB, SKi MPUUMaIOTh
BeHNIa(aKCKH, MOXe IMiIBUIyBaTUCS PU3UK KPOBOBUIMBIB. K i IpM 3aCTOCYBaHHI iHIIAX
[33C, Bennadakcut He0OXimHO 06epeKHO 3aCTOCOBYBATH IMalliEHTaM, CXUIBHUM 0
KPOBOTEYi, BK/IIOUAIOYH IAlli€eHTiB, SKi OTPUMYIOTh aHTUKOATYJISTHTHY Ta iHTi0iTopu
tpoMObouuTi. CI33C/CI33CH MoXKyTh 30iBIIUTH PU3UK IiCIISIIIONOT0BUX KPOBOTEY (IUB.
po3ainu «3acToCyBaHHS y IePiof BariTHOCTI abo romyBaHHS Ipynoaio» Ta «I1o0iuHi peakiiii»).

PigeHb x0s1€CMeEpuHy 8 cuposamu,i Kposi



KniniyHo 3Hauyllle MiABUINEHHS PiBHS X0JIECTEPUHY B CUPOBATIII KPOBi OYyJI0 3ape€ECTPOBAHO
y 5,3 % maIfieHTiB, gKi OTpUMYyBasu IiKyBaHHSA BeHnadakcuHoM, Ta y 0,0 % mauieHTiB, AKi
OTpUMYyBasu Iainebo, TPOTSIroM He MeHIle 3 MiCSIIiB IIif Yac y4dacTi B maiebo-
KOHTPOJIbOBAHUX KJTIHIYHUX OOCHiAXeHHAX. [Iil yac TpuBasoro jgiKyBaHHS CIIifi PO3TJISHYTH
HeoOXigHICTh BUBHAUYEHHS PiBHSA XOJIECTEPUHY B CHPOBATIIi KPOBI.

Cmameesa ducgyHkuis

[33HC MOXKyTb BUKIUKATHA CUMIITOMHU CTaTeBOI muCcGYHKIII (quB. po3min «I106iuHi peakIii»).
Y mesikuX BUNaAKax Ii CUMIITOMY IIPONOBXKYBAJIUCA IIICIISA IPUIIMHEHHS JIIKyBaHHS.

CynymHe 3acmocy8aHHA i3 3acobamu 015 cXyOHEHHA

Beamneka Ta eeKTHBHICTh 3aCTOCYBaHHS BeHTadaKCUHYy B KOMOiHaIlil i3 3acobaMu A7
CXy[OHEHHS, BKJII0Yaluu (peHTepMiH, BCTaHOBJIeHI He Oynu. CylyTHE 3aCTOCYyBaHHS
BeHJaakCUHY Ta 3aco0iB A7 CXyOHEHHS He peKOMeHAyeThCs. BeHnadakcuH He
IIPHM3HAYaloTh OIS CXyJHEHHS 0KpeMo a0o y KoMOiHallil 3 iHIIMMU ITpenapaTaMu.

Mawis/einomanis

MasHis/rinoMaHisa MOXe BUHUKHYTY Yy HEBEJIMKOTr'0O BiICOTKA ITAlli€HTIB i3 po3nagaMu
HaCTPOIO, SIKi OTPUMYBaIM aHTHAAEIIPECaHTH, B TOMY YHUCIIi BeHIadaKCHH. fK i npu
3aCTOCYBaHHI iHIIMX aHTHUIEIIPEeCAHTIB, BeHnadaKCHH cifl 06epexkHo Ipru3HaYaTu
nalieHTaM i3 6imonspHUM po37agoM B aHaMHe3i abo y ciMeiitHOMYy aHaMHe3i.

Aezpecia

Arpecisi MOXKe BUHUKHYTH Y HEBEJIMKOI KiJIbKOCTI IaIli€HTiB, IKi OTPUMYBaJd
aHTUAENPEeCaHTH, B TOMYy 4YUCJIi BeHnadgakcuH. [ToBioMIISIM PO MOSBY LLOTO SBUILA IiCTIA
[I0YaTKY JIiIKyBaHHS, 3MIHU JO3U IIpelapaTty Ta Micid NpUIUHEeHHS JIiKyBaHHSA.

4K i mpu 3acTOCyBaHHi iHINX aHTUOENIPECAHTIB, BeHTahaKCHH CJlif 00epekHO MpU3HadYaTu
IallieHTaM 3 arpecie€lo B aHaMHe3l.

IIpunuHeHHA AIKYBAHHA

BimoMmo, 1110 IIpx 3aCTOCYBaHHI aHTUHEINIPECAHTIB CIIOCTEPIraloThCs e(heKTH NPUIUHEHHS
nmiKyBaHHS, iHOAL 1i eeKTH MOXKYTb OyTH TPUBAIMMU Ta CEPHO3HKUMHU. Y NAlli€HTIB Iif Yac
3MiHU peXUMYy [03yBaHHS BeHJahaKCUHY, B TOMY YKCII Iifl YaC MPUIMHEHHS JTiKyBaHHS,
CIIOCTepiranauch Cyilum/cyiluaanbHi IyMKY Ta arpecisi. ToMy cjIif peTenbHO CIIoCTepiraTu 3a
malfieHTaMu IiJ Yac 3MeHIIeHHs 03K a0o IIif Yac MpUIUHEeHHS JTiKyBaHHS (OUB. BUIIE Y
po3paini «Oco0IuBOCTI 3aCTOCyBaHHA» - «Cylua/cyluupanbHi oyMKHU a0o KiTiHiuHe
TIOTipIIeHHS» Ta «ATrpecisi», a TakKoX y po3mini «I1obiuHi peakitii»). ¥ kimiHiuHUX
moCTimKeHHAX HebaXXaHi SBUIlla TPYU IPUIIMHEHH] NTiKyBaHHS (TIOCTYIIOBE 3HZKEHHS 03U Ta
ITiCIs TIOCTYTIOBOTO 3HIKEHHS O3H) CTIOCTepiranvcs npubmm3Ho y 31 % MallieHTiB, SKi OfepKyBanu
JiKyBaHHS i3 3aCTOCYyBaHHSAM BeHnadakcuHy, Ta y 17 % mauieHTis, siKi ogepxKyBanu mianeoo.

Pu3uK BUHUKHEHHST CUMIITOMIB BiIMiHM MOXKe 3a7eXaTH Bif meKinbKox (GaKTOopiB, BKIIIOUAIOUH
TPUBAICTh JTIKyBaHHA Ta A03Y IIpemnapaTy, a TaKoX IIBUAKICTh 3HUXKEHHS J034. HalyacTime
IOBIIOMJISINIM NIPO TaKi peaklil: 3allaMOPOYeHHS, IOPYLUIEHHS YyTJINBOCTI (Y TOMy YHCIIi TapecTesis),



po3napfu cHy (B TOMy 4mciIi 0e3COHHS Ta TMU00KUY COoH), 30ynKeHHs ab0 TpuBOTa, HygoTa Ta/abo
OJTI0BaHHS, TPEMOP Ta T'OJIOBHUM Oifib, IOPYIIEHHS 30PY Ta apTepianbHy rinepTeH3sito. 3a3puyait 1i
CAMIITOMY MaIOTh JIETKUH Ta CEPefHiu CTyIeHi TAXKKOCTI, OfHAK y JesAKUX [al[ileHTiB BOHU MOXYThb
OyTH TAKKUMH 3@ iIHTEHCHUBHICTIO. 3a3BUYail IIi SIBUI[a BUHUKAIOTh IIPOTSITOM IIEPIINX AeKiTbKOX
OHIB MICJIs IPUNIMHEHHS JIiIKyBaHHS, ajle HaJXOqUJIU ITI00NUHOKI IT0BITOMJIEHHS IIPO BUHUKHEHHS
TaKUX CUMIITOMIB y Talli€HTiB, IKi 4epe3 HeyBaXKHICTh IPOIyCKalIu IPUXOM JO3U IIpernapary.

3arajom Ii CUMIITOMM MUHAIOTh CAMOCTIMHO, 3a3BUYal IPOTATOM 2 THUXKHIB, X04a y AESIKUX
TaITiEHTiB BOHU MOXYTh TPUBATH HoBIIe (2-3 Mmicsii abo mosire). OTxKe, Iif Yac MPUIUHEHHS
JIiKyBaHHSI HEOOXiTHO ITOCTYTIOBO 3HUKYBaTH 03y BeHIa()aKCHHY IPOTATOM OEKiTbKOX
THKHIB ab0 Mics11iB, 3a7eXKHO Biff moTpeb matieHTa (OuB. po3fin «Crmocib 3acTocyBaHHS Ta
0o3u»). Y mesiKuX MallieHTiB IPUNUHEHHS JTIKyBaHHS MOXKe 3aiHSATH MICSIIi i HOBIIIeE.

Axamusis/ncuxomomopHe 36y0HCeHHS

3acTocyBaHHs BeHTadaKcuHy Oy0 MMOB’si3aHe i3 pO3BUTKOM aKaTH3il, 1110 XapaKTepPU3y€EThCs
Cy06’€KTUBHO HETIPUEMHUM a00 TPUBOKHUM 30YIKEHHSIM Ta HeOOXigHICTIO YaCTO pyXaTHUCH i
CYTIPOBOOKYyBanacs He3MaTHICTIO CUMiTh abo cTosaTH Ha Micti. Ile sgBuiie OinbIn iMOBIpHO
BinOyBA€ETHCS MPOTATOM IEPIINX MEeKiTbKOX TUXKHIB JIiIKyBaHHS. Y IAIiEHTIB, V SKUX
PO3BUBAIOTHCS 1i CUMIITOMH, 30iIbIIIEHHS 03U IperapaTy MOoxKe 3aBOaTH IKOOK 3I0POB 0.

Cyxicmb y pomi

[ToBigomsau PO BUIIaAKU BUHUKHEHHS CyXOCTiy poTiy 10 % mauieHTiB, AKi 0OTpuMyBaIu
BeHNIadakCcrH. Take sBUIle MOXKe 30UIBIINTY PU3UK PO3BUTKY KapieCcy, TOMY CJIifl 3BepHYTH
yBary MalieHTiB Ha BaXKJIUBICTh JOTPUMAHHS Tiri€HU IOPOXKHUHY POTA.

Llykposuti diabem

Y nanienTiB i3 uykpoBuMm pmiabetoM mikyBauHHS CI33C abo BeHTadakKCMHOM MOXKe BIIJIUBATH
Ha rJIiKeMiYHAYM KOHTPOJIb. []031 iHCYIiHy Ta/ab0 npoTuaiabe THYHUX JTiKapChKUX 3ac00iB
[JIS1 IEPOPaJIbHOTO 3aCTOCYBaHHS, MOXKJIMBO, IOBEAETHCS KOPUTYBATH.

B3aemoois nikapcvkoao 3acoby ma nabopamopHux 00Ccai0HceHb

[ToBigoMIsiy PO XUOHOTIO3UTUBHI Pe3yIbTaTH CKPUHIHTOBUX iMyHOJIOTIYHUX [OCHiIXKEHD
ceyi Ha HagBHICTh QpeHnukniguny (®LII) Ta ampeTaMiny y Nali€HTiB, SKi IpuruMaiu
BeHnadakcuH. Ile BigOyBa€eThCS y 3B’I3KY 3 HEIOCTAaTHHOIO CIIeN(PigHICTIO CKpUHIHTOBUX
mociimkeHb. XMOHOMO3UTUBHI PE3yNIbTaTH AOCTiAXKEHb MOXKHA OUiKyBaTH MPOTATOM KiJIbKOX
[HIB IicIIs MPUNMHEHHS Tepallii i3 3acToCyBaHHSIM BeHIadaKCUHY. 3a HOIIOMOT010
MiOTBEPIXKYBaIbHUX JOCIIIXKEHb, TAKUX K ra30Ba XpoMaTorpadis/Mac-ClIeKTPOMETPis,
MOXKHa po3pi3HuTH BeHnadakcul Big OLIIT Ta ampeTaminy.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pyodoto.

BazimHicmb

BiimoBigHUX maHUX OO0 3aCTOCYBaHHS BeHIa(haKCHHY y BariTHUX XKiHOK HEMaE.



HocnigXKeHHs Ha TBapUHaX [10Ka3a/i PENPONYKTUBHY TOKCUYHICTh. [IOTEHIIINHUYN PU3UK AJIS
JIIOOWHY HeBimoMuil. BeHnagakCuH Cif Tpr3HadYaTy BariTHUM KiHKaM TiJIbKH SKIIO0
OYiKyBaHa KOPUCTE [lepeBaxkae MOXKJIUBUU PU3UK.

Ax i mpu 3actocysaHHi iHmux CI33C/I33HC, y HOBOHAPOIXKEHUX [OiTel MOXKYTh BUHUKHYTU
CHMIITOMHY BifMiHM ITpemapary, SKIio BeHnadaKCUH 3aCTOCOBYBasu rnepen abo He3am0Bro
[0 HAapOOXXKEHHS OUTUHU. Y OesKUX HOBOHAPOAKEHUX OiTeH, SKi 3a3HaBajld BIJIUBY
BeHNna(aKCHUHY B KiHIli TPETHOTO TPUMECTPY, PO3BUHYIMUCS YCKITaMHEHHS, 110 TOTpeOyBanu
IIapeHTepPasbHOT0 XapuyBaHHs, HOMOMIXKHOI IITYYHOI BeHTHUJISAII] IereHiB abo TpuBaoi
rocmitanmizaiii. Taki yCKmafiHEHHS MOXYTb BUHUKHYTH Bigpa3y X ITiC/s HApOAKeHHS
OUTHHU.

Y HOBOHapOMXKEHHUX AiTeN MOXYTh CIIOCTEPIraTUCS TaKi CUMIITOMH, SIKIIO MaTH OUTUHU
3actocoByBasa CI33C/I33HC Ha mi3HiX TepMiHax BariTHOCTi: APaTiBIMBICTh, TPEMOP,
apTepiasibHa TiMOTEH3is, HAMOIETIMBUY IIJTa4 Ta TPYOHOIII Tl Yac CMOKTAaHHS a00 TPYOHOIII
i3 3acuHaHHAM. Lli CHMITOMU MOXYTh BUHUKHYTH Ha TJIi CEPOTOHIHEPTiYHUX e(EeKTiB

a00 CUMIITOMIB BIIJIUBY IIpenapaTty. B OinbIIocTi BUNAAKIB 11i yCKIIagHEHHS CIIOCTePirarThCs
Bimpa3y a6o0 mpoTsaroM 24 TOOUWH IiCs MOJIOTiB.

Emipmemionoriuni mani mokasanu, 1mo 3actocyBanHs CI33C mim wac BariTHOCTi, 0C06/IMBO

Ha Mi3HiX TepMiHax BariTHOCTi, MOXe 30iTbIIUTY PU3UK PO3BUTKY IEPCUCTYIOUOI JIeTeHEBO1
rimepTeHnsii y HoBoHapomxkenux ([TJI'H). Xoua mocmimxkeHHs 3 BUBYeHHS 3B's13Ky [1JITH i3
3actocyBaHHaM [33HC He npoBOomunucs, ey NOTEHIIMHUYN PU3UK IIPU 3aCTOCYBaHHI
BeHJIahaKCUHY BUK/IIOUATH He MOXHA, 3 ypaxyBaHHSM BifnosigHOro MexaHi3my ail (I133C).

[aHi ciocTepeXkeHb BKa3yIOTh Ha MiABUIIEHNN PU3UK (MEHII HiXK y 2 pa3u) MiCIII0I0T0BO1
kposoTeui nicnsa BuauBy CI33C/CI33CH npoTarom Micsls [0 HapOAXKeHHS (IUB. PO3AiIIT
«OcobIMBOCTi 3acTOCyBaHHA» Ta «I[100iuHi peakiiii»).

ITepiod 200ys8aHHs 2py0010

Bennadakcus Ta #oro aktuBHUY MeTabomit OJ1B BUIiNAIOTECS Y TPYAHE MOJIOKO. Y
IIOCTMapPKETUHTOBUH IIepiof] 3aCTOCYBaHHS IIpelnapaTy Y HeMOBIIAT, sIKi mepebyBanu

Ha IPYOHOMY rOOyBaHHI, CIIOCTEpiraaucs 1aad, OPaTiBAUBICTh Ta IIOPYIIEHHS CHY.
CHUMITOMHY, IO y3TOAXKYyBa/IUCS 3 MPUINIUMHEHHSIM 3aCTOCYBaHHS BeHIapaKCUHY, TAKOXK
Oynu 3apeecTpPOoBaHi MiCIs MPUIIMHEHHS FOJyBaHHS I'PYONI0. PU3KK O/ OUTUHH,

siKa epe0yBa€ Ha TPYIHOMY rOJyBaHHi, BUKIIOUUTH He MOxkHa. OTXKe, pillleHHS 1010
IPUNIUHEHHS/TPOIOBXKEHHS TOAYBaHHS IPYAOI0 OUTHHYU a00 MMPOOOBXKEHH SI/TIPUITUHEHH T
JIIKyBaHHS BeHJIa(aKCUHOM CJIifi IPUMMAaTH, OI[iHMBIINA KOPUCTD Biff TPYOHOTO TONYBaHHSI
01 OUTUHY Ta KOPUCTH Bif JIIKyBaHHS IIperapaToM JTadakcur® XR AciHO O7s XKiHKH.

PenpodykmueHa ¢pyHKUisA

Bimomo, 110 y mOCHiKeHHIX Ha IypaX CIOCTepiranocs 3HNKeHHS QepTUILHOCTI, B IKOMY K CaMIIi,
TakK i caMulli mMypiB 3a3HaBanu BIauBy O-mecMeTunBeHTadakCUHy. 3HaUeHHS IbOT'0 Pe3yIbTaTy
IOCIIIIXKEeHHS 1I0A0 3aCTOCYBaHHS IIpenapaTy AJid JII0OUHU HeBiToMe.



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

Bynb-gKui ICUX0AKTUBHUY JIIKAPChKUM 3aCi0 MOXKe MOTipPIIUTH Cy[XKEHHS, MUCJIEHHS Ta
PYXOBi HaBUYKH. TaKUM YMHOM, MAI€HTIB, IKi OTPUMYIOTh BeHIa(aKCuH, He0OXiIHO
TIOTIEPEOUTH IIPO BILIUB IIPenapaTy Ha KepyBaHHS aBTOTPAHCIOPTOM Ta POOOTY 3
MeXaHi3MaMHu.

Cnoci6 3acmocyeaHHss ma do3u.
Ho3u

Benuki menpecuBHi emi3ogu: peKOMeHA0oBaHa I04YaTKOBa J03a BeHIa(haKCHUHY
IIPOJIOHTOBAHOT'O BUBITbHEHHS CTAHOBUTH 75 MT 1 pa3 Ha fo0y. Y mallieHTiB, IKi He
BiATIOBiAAlOTh Ha 3aCTOCYBaHHS MMOYATKOBOI 703U 75 Mr/no0y, MOXKHa pO3rIifaTh
30i/1bIlIeHHS 003U 10 MaKCUMaJIbHOI, iKa CTaHOBUTHL 375 Mr/mo0y. [1o3y MoXkKHa 30i/IbIIyBaTH
3 iHTEepBanaMu B 2 TUXKHi abo GinbIe. YV pasi KniHigHOI HEOOXiAHOCTI y 3B'SI3KY 3 TSIXKKiCTIO
CUMIITOMIB IiIBUIIIEHHS OO03U MOXKHa IIPOBOAUTH YacCTillle, ajie He paHille HixX 4yepe3 4 OHi.
Yepes pu3UK PO3BUTKY N0303a/ekHUX HebaxkaHuX ePeKTiB 103y HE0OXiqHO MiABUIIYBATH
TiJIBKHU TiCIIST TPOBEOEHHS KITiHiYHOI OWiHKY (IUB. po3min «Oco6IUBOCTI 3aCTOCYBaHHS»).
Heo0xifHO MigTpUMyBaTH HalHUKYY e(PEKTHBHY HO3Y.

[TanieHTH TOBUHHI OTPUMYBATH JIIKYBaHHS IIPOTATOM JOCTATHHOTO IEPIOAY Yacy, 3a3BU4an
IIPOTATOM JEeKiNIbKOX MicsiB abo gosie. JIiKyBaHHS HeOOXigHO PerysSpHO IeperisifaTy B
KOXXHOMY KOHKPETHOMY BHUIIafKy. BinbIll TpuBase JTiKyBaHHS TaK0X MOXKe OyTH JOLIIbHUM
st MpodiTakTUKY PEelUANBIB BeIUKUX AenpecuBHux enizomnis (BIE). ¥ 6inbiocTi Bumaakis
PeKOMeH[0BaHa go3a A npodinakTuku penupausiB BIIE Taka caMa, SK i o3a, Ky
3aCTOCOBYIOTH IIiJ] Yac JIIKyBaHHS IIOTOYHOI'O €Mi300y.

AHTHUpENIpECaHTH CIIif IPOAOBXKYBaTH 3aCTOCOBYBATHU NIPOTATOM He MeHIIe 6 MICSLIB MMiC/Is HaCTaHHS
peMicii.

['eHepasizoBaHi TPUBOXKHI po3nanu: PEKOMEH0BaHa [I0YaTKOBa [03a BeHIapaKCUHY
IIPOJIOHTOBAHOT'0 BUBIIbHEHHS CTAaHOBUTH 75 MT 1 pa3 Ha #oO0y. Y mallieHTiB, IKi He
BiATIOBiMalOTh Ha 3aCTOCYBaHHS MMOYATKOBOI 103U 75 Mr/0o0y, MOKHA PO3TIsmaTh
30i/IbIlIeHHS NO3U 10 MaKCUMaJlbHOI, iKa CTAHOBUTH 225 Mr/mo0y. [103y MoXkKHa 30i/bIIyBaTH
3 iHTEepBanaMu y 2 TUXKHi abo Oinblie.

Yepes pU3UK PO3BUTKY 00303aJiIeKHUX HebaKkaHUX ePeKTiB 103y He0oOXiAHO MigBUIITYBaTH TilbKU
IiCIIst TPOBeIeHHS KITiHiYHOI OIliHKY (IuB. po3Min «OcobauBOCTi 3acToCyBaHHS»). HeobximHO
NiATPUMYBaTH HaHUKYY e(HEeKTUBHY HO3Y.

[TamieHTV MOBUHHI OTPUMYBATH JIIKYBaHHS IPOTATOM AOCTATHLOTO Yacy, 3a3BU4ail IPOTATOM
IeKinbKoX MicsiiiB abo mosite. JIikyBaHHS HEOOXiIHO PETYISPHO MePerigfaTi B KOXKHOMY
KOHKPETHOMY BUIIQ[KY.

CorianmbHi TPUBOXKHI po3iamu: PEKOMEH0BaHa [03a BeH/TapaKCUHY IIPOJIOHTOBAHOTO
BUBIJIbHEHHST CTAHOBUTH 75 MT 1 pa3 Ha mo0y. [loKa3iB OOaTKOBUX IIepeBar Ipu



3aCTOCyBaHHI OinbIl BUCOKUX A03 HeMae. OfHaK [JIs OKPEMUX IAlli€EHTIB, SKi He
BiTIOBiMalOTh Ha 3aCTOCYBaHHS IMOYATKOBOI 03U 75 Mr/mo6y, MOKHa PO3T/IsAATH 30iNbIIeHHS
03U 10 MaKCUMaJIbHOI, sIKa CTAHOBUTH 225 Mr/go0y. 103y MoxKHa 30iblyBaTy 3 iHTepBajIaMu y 2
THXKHi ab0 OinpIme.

Yepe3 pU3UK PO3BUTKY 00303a/IeXKHUX HebakaHuX ePeKTiB 03y HeoOXimHO MigBUIIYBATH TilMbKU
TicyIs TpoBefieHHs KITiHiuHOI OLiHKY (muB. po3fin «OcobauBoCTi 3acTocyBaHHS»). HeoOximHO
MigTPUMyBaTH HaWHUXKUIY e(PEeKTUBHY [03Y.

[TarieHTV MOBMHHI OTPUMYBATH JIIKyBaHHSA IPOTATOM AOCTAaTHBOT'O YacCy, 3a3BUYaul IPOTATOM
IeKinbKoX MicslliB abo mosie. JIikyBaHHS HEOOXiAHO PETYNISIPHO MEPETTIINATH B KOXKHOMY
KOHKPETHOMY BUIIQfKY.

[TaHiuHi po3namu: peKOMeHIOBaHe 3aCTOCYyBaHHS no3u 37,5* Mr/no0y BeHNTahaKCUHY
IIPOJIOHTOBAHOTO BUBIIbHEHHS MPOTATOM 7 gHiB. [Ticisa uporo go3y ciif 36imbmuT 1o 75
Mr/go0y. Y malfi€eHTiB, SIKi He BiTIOBiAalOTh Ha 3aCTOCYBaHHS J03U 75 Mr/no0y, MOXKHa
po3rnsgaTy 30inblIeHHs 003U 10 MaKCUMalbHOI, IKa CTAaHOBUTD 225 Mr/no0y. [103y MOXHa
30inbIIyBaTH 3 iHTEpPBallaMu B 2 THUXKHI abo GifnbIie.

Yepes pU3UK PO3BUTKY 00303aJieXKHUX HebakaHuX ePeKTiB 103y He0OXiqHO MigBUIIYBAaTH TilNbKU
TicyIs IPOBefieHHs KJTiHiYHOI OLiHKY (OuB. po3min «Ocob6auBOCTi 3acTocyBaHHSI»). HeoOximHO
MigTPUMYBaTH HaUHUKYY ePEKTUBHY [I03Y.

[TauieHTV NOBUHHI OTPUMYBATH JIIKyBaHHS IIPOTATOM JOCTATHBOIO Yacy, 3a3BU4ail IPOTATOM
IeKinbKOoX MicAliB abo mosire. JIikyBaHHS HEOOXiAHO PETYISIPHO MePersafaTé B KOXKHOMY
KOHKPETHOMY BUIIAJKY.

" 3aCTOCOBYBATH IpenapaTd BeHaadGakCUHy y BiIIOBITHOMY HO3yBaHHi.

[lalieHTH JIITHHOTO BiKY: HEMa€e HeOOXigHOCTI B cIellialbHOMY KOPUTYBaHHi 1031 BeH/IahaKCUHY Ha
mificTaBi TibKY BiKy namieHTa. [IpoTe ciifi 4OTpuMyBaTuCs 00epeKHOCTI NP JIiKyBaHHi Nalli€HTIB
JITHBOTO BiKy (HallpuKaz, 4Yepe3 MOXKJIMBE NOPYIIeHHS (PYHKI[il HUPOK, MOXK/IUBICTh 3MiHU
YYTIMBOCTI IO HEMPOMeIiaTOPiB Ta CXUJIBHICTh OO PO3BUTKY ITUX SBUII 3 BikoM). HeoOximHO 3aBXKOu
3aCTOCOBYBATH HaMHUKYY eheKTUBHY HO3Y IIpemapary, a B pa3di HeoOximHOCTi 36ibIIeHHS 103U
IpenaparTy HalieHTH TOBUHHI IPOXOAUTH PETEIbHUM KOHTPOJIb.

[TamieHTH i3 mopyuieHHAMY QYHKITI TeYiHKu: [JJId Tali€HTIiB i3 MOPYIIeHHIMHU (PYHKIIil TeYiHKI
JIETKOTO Ta CEPEeIHbOT0 CTYIEHS TSIKKOCTI B LIiTOMY He0OXiTHO BpaxOByBaTH MOXKJIUBICTh
3HUXKEHHA 1034 npenapaty Ha 50 %. IIpore yepe3 BapiabembHICTh TOKA3HUKIB KITIPEHCY Y
nauieHTiB 6aXaHOo iHOUBIyanbHO MiIXOAUTH OO MigOOpy OO3U Ipemapary.

IcHyt0Th 0O6MeXeHi faHi 100 MalieHTiB i3 mopyeHHAMY QYHKIII TEeYiHKY TSIKKOTO CTYTIEHS.
PekoMeHIy€eThCST MOTPUMYBATUCS 00€PeKHOCTI TP 3aCTOCYBaHHI ITperapary Iii KaTeropii maiieHTiB
Ta CJIiJ PO3TISHYTH MOXKJIMBICTh 3HUKEHHS 703U npenapaty Oinbie HixK Ha 50 %. [Ipu mikyBaHHI
TIAIli€HTIB i3 MOPYLUIEeHHSAMU QYHKIII TeYiHKU TAKKOTO CTYIIeHs He0OXigHO OI[iHUTHU MOTEHILINHY
KOPUCTSH | pU3UK 3aCTOCYBaHHS IIpenapary.

[NalieHTH 3 MOPYIIeHHAMU QYHKITI HUPOK: X04a HeMa€e HeoOXiHOCTi 3MiHIOBaTH AO3yBaHHS OJIS
NallieHTiB 3i MBUOKICTIO KJTy004K0BO1 pinbTpariii (LLIK®) 30-70 Mi/xB, Ipy Ipr3HaYeHH]i IpenapaTy
PEKOMEHYEThCS JOTPUMYBATUCS 00epekHOCTI. 17151 mauieHTiB, SKi ToTpeOyI0Th MPOBENEHHS



reMofiamni3y, Ta [ Mali€HTiB i3 mopyIeHHIMU QyHKIil HUPOK TAXKKoro cryneHs (IIK® < 30 my/xB)
no3y HeoOxigHo 3MeHIUTH Ha 50 %. Yepes MikinauBinyanbHy BapiaGenbHICTh MOKA3HUKIB KITiPEHCY
y IMX MaIieHTiB 0axkaHO iHAWBiTyaIbHO MgXOOUTH [0 MimOOPy M03U Ipemapary.

CuMnToMy BinMiHu BeHIadaKCHHY: BAPTO YHUKATHU PAIITOBOTO NIPUNKMHEHHS 3aCTOCYBaHHS
npenapaty. [Ipu IpunrHEHHI NTiKyBaHHS BeHIahaKCUHOM 003y HeOOXigHO MOCTYIIOBO
3HMXKYBATU MMPOTITOM IMIPUHAUMHI 1-2 THUXKHIB, 11100 3HU3UTH PU3UK PO3BUTKY peakilint
BigMiHu (OuB. po3minu «OcobIUBOCTI 3aCTOCYBaHHS» Ta «I106iuHI peakirii»).

Opuak mepion yacy, HeoOXigHUM IJIST TOCTYTIOBOTO 3MEHIIIEHHS IO3U Ta CTYIiHb 3MEHIIEHHS JO3H,
MOXKYTb 3aJIe3KaTH Bifl 103U, TPUBAJIOCTI Teparii Ta iHAUBiAyanIbHUX 0COOIMBOCTEN MallieHTa. Y
[esIKUX NallieHTiB IPUNUHEHHS JIiIKyBaHHS MOXe 3Haf0OUTUCS Ay2Ke IIOCTYIIOBO IPOTATOM MiCSIIiB
a0o mosIIIe.

Y BUNAKy PO3BUTKY HECTEPIIHUX CUMIITOMIB, 10 3’SIBMITIOTLCS ITiC/IS 3HUKEHHS J03U Ipenaparty abo
B Pe3y/bTaTi IPUIUHEHHS JTiKyBaHHS, MOXKHa IIOHOBUTH 3aCTOCYBaHHS paHillle TpU3HauYeHOl JO3HU.
3rogoM Jikap MoKe MPOJOBXKUTY 3MEHIIYBATH 03y, aje OibIl IOCTYIIOBO.

Cnocib 3acmocyeaHH s
Il TepopasbHOro 3aCTOCYBAHHS.

BennadakCyH IPOJIOHTOBAHOTO BUBIIbHEHHST PEKOMEHIYETHCS MPUUMATH 3 12Ke10 TPUOIM3HO
B TOM CaMUM Yac KOXHOro mHs. TabneTku HeoOXigHO KOBTATH LiIMMHU, 3alIMBalOYM PiOUHOIO.
[x He MOXKHA TiMTUTH, PO3OABIIIOBATH, PO3XKOBYBATH ab0 PO3IUUHSITH.

[lamieHTy, IKi OTpUMYyBasy JIiKyBaHHS BeHTahaKCUHOM Yy TabeTKax HeraliHOT O
BUBIJIbHEHHS, MOXKYTh IIEPEUTH Ha IIPHUOM BeHJTadaKCUHY B TaOneTKax IIPOJIOHT0BAaHOTO
BUBIJIbHEHHST B HAMOIMXKYill eKBiBaJIeHTHi# mo0OoBiit mo3i. Hampukian, npuiioM TabieTox
BeHNa(aKCHHY HeTaHOT'0 BUBiTbHEHHS B 0031 37,5 Mr 2 pa3u Ha 00y MOXXHa 3aMiHUTH Ha
npuiioM TabeToK BeHNTadhaKCUHY ITPOJIOHTOBAHOI'0 BUBITbHEHHS B 031 75 MT 1 pa3 Ha mo0y.
Mozxe 3HamoOuTHCS iHAUBINyalbHE KOPUTYBAHHS NO3U IIperapary.

Himu.

IIpenapar Jlagakcur® XR ACiHO He CIIif 3aCTOCOBYBATH I MiKyBaHHS [iTeH Ta MifJIiTKiB
BiKOM 10 18 poOKiB.

KonTponroBaHi KJliHiuHI JOCTIOXKEHHS y AiTel Ta MifAJiTKiB 3 BEJINKUM [eIIPEeCUBHUM PO3/1afoM He

IIPOIEMOHCTPYBa/IN €(peKTUBHOCTI i He MiATPUMYIOTh 3aCTOCYBaHHS BeH/Ia(haKCUHY Y LIUX Talli€HTiB
(muB. po3minu «OcoO6MUBOCTI 3acTOCyBaHHA» Ta «I[1006iuHi peakii»).

Ilepedo3yeanHsi.

Y micngMapKeTHHTOBOMY [IOCBifli ITOBIOMIISINIM TIPO Nepefo3yBaHHS BeHTahaKCUHOM,



TOJIOBHUM YHMHOM Yy TIOENHAHHI 3 aJIKorojeM Ta/abo 3 iHIIMMHU JTiKapCbKUMHU 3aco06aMu,
BKJIIOYAlO4¥ BUMNAAKHU 3 JIeTAJIbHUM HaCIigKoM. Han4acTiiie moBigoMIIsSIz PO TakKi SBHUILA
Iepefo3yBaHHs, BK/IIOYal0YM TaxiKapfilo, 3MiHa piBHSA CBiIOMOCTI (Bif COHIMBOCTI 4O KOMH),
Migpias, cynomu Ta OmoBaHHS. [HIII SBUINA, PO SKi MOBIJOMIISAIY, BKII0YaI0Th 3MiHU
ITOKA3HUKIB Ha eleKTpoKapaiorpaMi (Hampukiaf, momoBxeHHs iHTepBany QT, 6mokama
HiXKOK nyudka ['ica, momoBxkeHHs QRS Ha EKI' (guB. po3min «PapMaKoJIOTridyHi BIaCTUBOCTI»)),
IIJTYHOYKOBY TaxikKapHito, OpaguKapmilo, apTepianbHy TillOTeH3il0, TimoTIiKeMilo, BEpTUTO, a
TaKOX JIeTaJlbHUU HACIigoK. CUMIITOMU TSIXKKOI'0O OTPYEHHS MOXKYTh BUHUKHYTHU Y OOPOCIIUX
nicns npuiioMy npubau3Ho 3 rpaMiB BeHIapaKCUHY.

Y ony6miKoBaHUX PETPOCIEKTUBHUX JOCTIAXKEHHSIX MTOBIIOMIISIIN, 1110 ITePeno3yBaHHI
BeHNIadaKCUHY MOXKe OYTH MOB’SI3aHO 3 MiIBUIIIEHUM PU3UKOM JIETAJIbHOTO HACTioKY
IIOPIBHSHO 3 TUM, 10 CIIOCTEPIraeThCA IIPU 3aCTOCYBaHHI 3 aHTUAEIIPECAHTHUMU
npenapatamu CI33C, ane 11ed pUu3UK HUXKYUY [MOPIBHAHO 3 TPULUKITIYHUMU
aHTHUAEeNpecaHTaMu.

[laHi enifeMioIOTiYHUX OOCIIAXKEHD [I0Ka3a/Iy, 110 Y [TAlli€HTIB, AKi OfepKyBaslu JIiIKyBaHHS
i3 3acTocyBaHHSM BeHadakCcuHy, TPodinb GakToOpiB PU3UKY Cyiuuny Oinbir o0 TIKeHUH
IIOPIBHSHO 3 IMauieHTaMy, Ki ogepxyBanu CI33C. CTyniHb 3B'A3Ky BUSIBIIEHOI'O
IMigBUIIEHOI'0 PU3UKY JIeTaJIbHUX HACJIIKIB, 1110 MOXHA IIOSICHUTU TOKCUYHICTIO
BeHNadaKCHHY IIpY Nepefio3yBaHHi, Ha BiIMiHY Bif AeIKUX XapaKTePUCTHK MAalli€eHTiB, IKi
OfepxKyBayu BeHNIadhaKCUH, IUIIAETHCA He3 SCOBAaHUM.

PexomeHOoBaHe niKy8aHHA

TaXKe OTPYEHHS MOXe BUMaraTyu KOMIIJIEKCHOTO HEBIOKJIaAHOI'O JIIKyBaHHA Ta
croctepexeHHs. ToMy, y pasi mifo3pu Ha mepefo3yBaHHs BeHIapaKCUHOM, PEKOMEHIYEThCS
HeTalHO 3BEPHYTUCS [0 JliKaps.

PekoMeHyeTHCS IPOBOAUTY 3arajibHi MiATPUMYBa/IbHI Ta CAMIITOMAaTAUYHI 3aX00Y;
HeoOXigHO KOHTPOIIOBATU CEPIIEBUM PUTM Ta OCHOBHI ITOKA3HUKU KUTTEBO BAXKITUBUX
byukuii. [Tpu HasBHOCTI PU3UKY aclipallil BUKJIMKaTH OJTI0BAaHHS HEe PEKOMEHAYETHCS.
Moxe OyTu Mpu3Ha4YeHO IPOMUBAHHS IIIyHKa 6e3MocepeqHbo Micsa IPUMoMy IIpernaparty
a0o0 y Malli€eHTiB 3 MPOsIBOM CUMITOMIB. [IpuiioM aKTHBOBAHOTO BYTi//IsI TAKOXK MOXKE
oOMexuTHu abcopO11i0 aKTHBHOI peyoBUHU. MamoiMOoBipHO, 1110 GOPCOBaHUY Aiypes, miamis,
remornepdy3isa Ta 0OMiHHe TepenuBaHHS KPOBi IPUHECYTh KOPUCTH MalieHTy. CrelianbHi
aQHTUJOTHU BeHNIapaKCUHy HEeBigoMi.

ITo6iuni peakuii.

KopoTkuii onuc mpodino 6e3nexku

Haituacrimre (>1/10) cnocTepiranucs Taki mobiyHi peakiril: Hy[IoTa, CyXiCTb Y POTi, TOJIOBHUM
0inlb Ta iHTEHCUBHE TTOTOBUMIINIEHHS (BKIII0YAOUM HiYHY IiTIUBICTB).

[Tepenik MOOIYHUX peaKITii



[ToOiyHi peakilil HaBefeHi HAXK4Ye BIAMOBIIHO A0 KIaCy CUCTEM OpraHiB, Y4aCTOTH
BUHUKHEHHS Ta MOPSAAKY 3HUXKEHHS TSKKOCTI B MexKaX KOKHOI Y4aCTOTHOI KaTeropil.

YacToTa BUHUKHEHHS BU3HAYA€ETHCSA HACTYIIHUM YUHOM: OyXkKe 4YacTto (=1/10), gacro (Bix
=>1/100 mo <1/10), HeuyacTo (Big =1/1000 mo <1/100), pigko (Bix =1/10000 mo <1/1000), myxe
pioko (<1/10000), yacToTa HeBimoMa (He MOXKHA BU3HAUYUTHU 3a HAsIBHUMU OAHUMH).

3 6oky kposi ma AimpamuyHoi cucmemu: PifKO - arpaHyIOLUTO3 , AlJIACTHYHA aHEMis ,
MaHIUTONEHis , HeUTPOIIeHis ; AyXKe PigKo - TPOMOOLUTOIeHis .

3 6oky imyHHOT cucmemu: PimKo - aHadiNnaKTH4HA pPeakIis .

3 60Ky eHOOKpuHHOI cucmemu: PiIKO - CHHAPOM HeafleKBaTHOI CEKpellil aHTUiypeTUIHOTO
ropmory (CHCA]IT); mye pifKo - MifIBUINEHKI PiBeHb MPOJIAKTHHY Y KPOBi .

Memabo.aiuni ma xapuosi po3aadu: 9acTO - 3HMKEHHS alleTUTY; PifKO - TiIOHATPIEMIS .

3 6oky ncuxiku: GyXe 49acTo - 6e3COHHS; 9acTo - CIIyTaHiCTh CBiOMOCTI , IemepcoHanisamis ,
HEe3BUYHi CHOBUMIIHHS, HEPBOBICTh, 3HUKEHHS JT1i0iT0, 36yn}KeHHﬂ*, aHoprasMis; He4acTo -
MaHisl, rimoMaHisi, ramonuHalil, Jepeaisalis, aHoMasbHi oprasMu, OpyKCHU3M , allaTisl; PifKo
- nenipin*; YacTOTa HeBimoMa - CyiluaaJbHe MUCIIEHHS Ta CyilluganbHa IOBemiHKa"®,
arpecis’.

3 6oky Hepsosoi cucmemu: AyXe 4acTO - TOJIOBHUM Oib °, 3aIaMOPOYeHHs, Cefallid; acTo -
aKaTH3is , TpeMop, IapecTesisl, AUCreB3id; He4acTo - HEIPUTOMHICTh, MiOKJIOHiS,
TIOpYIIEHHs PiBHOBATY , IOPYIIEHHS KOOPAKHALl , AUCKiHe3iq ; pinko - 3HC', cepoToHiHOBHI
CHHADOM , CYAOMH, MUCTOHIS*; MyXKe PifKO - Mi3Hs UCKiHe3id .

3 60Ky opaaHis 30py: YacTO - IOPYLIEHHS 30PY, IOPYIIeHHs aKOMOMAIlil, BKJII0Yal0Yu 3aTyMaHeHUH
3ip, Migpias; piAKO - 3aKpUTOKYTOBa rnayKoma*.

3 6oKy opeaHis cayxy i nabipuHmy: 4acTO - A3BiH Y ByXax ; 4acTOTa HeBifjoMa - BEPTHUTO.

3 6oky cepuys: 9aCTO - Taxikaphis, BiT4yTTa cepLebuTTs ; pinko - torsade de pointes’,
IJTYHOYKOBA Taxikappis , GiOpusLis MIyHOYKiB, HOfoBXeHHs inTepsany QT Ha
KapmorpaMi*; YyacToTa HeBigoMa - CTpecoBa KapfioMionarisi (Kapmgiomionarisi Takaiy6o)

*

3 60Ky cyOuH: 9acTo - apTepiaiibHa TimepTeH3is, MPUIIIMBY; HEYACTO - OPTOCTATUYHA TilOTeH3is,
apTepiasnbHa rinoTeHsis .

3 6oy opeaHis duxaHHs, epyOHOT Kaimku ma cepedocmiHHA: YaCTO - 3aAHIIKa , I03iXaHHS; PiAKO
- iHTepCTHI[iaNbHe 3aXBOPIOBaHHs JIeTeHiB , TereHeBa e03uHOMiIis .

3 60Ky mpasHo20 mpakmy: fyXe 4acTo - Hy[0Ta, CyXiCTb y POTi, 3aI10p; 4acTo - fiapes , GI0BaHHS;
HEYacTo - IUTYHKOBO-KUIIKOBA KPOBOTEYaA ; PiKO - HAHKPEaTHT .

3 60Ky neuiHKU i s#08408UBIOHUX WLAAXI6: HEYACTO - IOPYLICHHS IIOKA3HUKIB QYHKIIIl IeYiHKY ;
pifiKO - remarur .

3 60Ky wKipu ma niOwkKipHoi kAimkoguHu: OyXe 4acTo - rineprinpo3* (BKIIIOYAlO4YHY HIiYHY



MiT/IUBICTB) ; YACTO - BUCUIIAHHS, CBepOixK ; HeYacTo - KPOIIUB'IHKA , ajlolelid , eKXiMo3,
AHTIOHEBPOTHYHMI HAOPSK , peakiis GOTOUyTIMBOCTI; piako - curapoM CTiBeHCa-
II2KOHCOHA , TOKCHYHUH elliflepMasbHui HEKPOJi3 , MylIbTH(OPMHA epUTEMA .

3 6oky Kicmkoso-M’A3080i cucmemu: 4acCTO - TiePTOHYC; PifKO - pabgoMioi3 .

3 60Ky HUPOK i ceuosudiabHOi cucmemu: 4aCTO - YTPYAHEHUY II0YaTOK CEYOBUIYCKAHHS,
3aTpUMKa CeYOBHMIYCKAaHHS, 9acTe CeYOBUIYCKAHHS ; HeYacTO - HEeTPUMAHHS cedi .

3 6oky penpodykmueHoi cucmemu ma MONOYHUX 3d103: 9ACTO - MEHOPAris , MeTpoparis
ePeKTU/IbHA TUCOYHKINS’, MOPYIIEHHs esKyIsAIil’; YacToTa HeBigoMa - MiC/sAI0I0roBa
KpoBOTEYa °.

3azanvHi po3nadu ma cmau micys 8eedeHHs npenapamy: 4acTo - CIaOKiCTb, aCTeHis, 03H00 ;
My2e PiIKo - KpOBOTeua CIM30B0i 000IOHKH .

IocaidsceHHs: 9aCTO - 3MEHIIIEHHSI MacH Tina, 30i/IbIIeHHST MaCH Tila, MiIBUINEHHS PiBHS
XOJIECTEPHHY yV KPOBi; IyXe PifIKO - IOOBKEHHS 9acy KPOBOTed .

[To6iuni peaxiii, ski Oynu ineHTH(}iKOBaHI MPOTATOM ITOCTMAPKETUHTOBOTO 3aCTOCYBaHHS
mpernapary.

[Ipo BunmagKy BUHUKHEHHS CYLIUOAIbHOTO MUCJIEHHS Ta CYlIUOAIbHOL IIOBEIIHKY IIOBIROMIISAIN IIif 9ac
JiKyBaHHS BeHnahakCHHOM ab0 HeBIOB3i IMic/s MPUMMHEHHS JIiKyBaHHS (OuB. po3min «OcobmIuBOCTi
3aCTOCYBaHHSI»).

b . .
IuB. po3min «OcoB6IMBOCTI 3aCTOCYBAHHS».

© B 06’enHanux pe3yibTaTax KIHIYHAX ZOCTIKEHb 9aCTOTA BUHAKHEHHS TOJI0BHOTO GOJIIO IIifi Yac JIKyBaHHs
BeHTaaKCHHOM Ta Iyanebo Oyia CX0XKoro.

CrocyeTscs TepanesTuyHoi rpynu CI33C/CI33CH (muB. po3minu «Oco6IMBOCTi 3aCTOCYBaHHA» Ta
«3acToCcyBaHHS y 1epiof] BariTHOCTI abo romyBaHHS TPYAOIO»).

[IpyunvHeHHA NIKYBaHHS

[TpunuHeHHs JTiKyBaHHS BeHIadhaKCUHOM (0COOIMBO PaIlTOBE) YaCTO MPHU3BOOUTD

[0 BUHUKHEHHS CUMIITOMIB BimMinu. HaiigacTiie moBimoMIIsiIu PO TaKi peakiiii:
3anaMOpPOYeHHs, IOPYIIeHHS YyTINBOCTI (Y TOMYy YHCIIi ITapecTesis), po3nagu CHY (y
ToMy 4ucyi 6e3COHHS Ta TMUOOKUY COH), 30ymKeHHs a00 TPpUBOTa, HyOoTa Ta/abo GI0BaHHS,
TPEMOp, BEPTHUTO, TOJIOBHUM Oilb Ta TPUMONONIOHNY CUHAPOM, ITOPYILIEHHS 30py Ta
apTepianbHa rimepTeH3is. 3a3BuUyain IIi sBUIa OyIK 1erkoro abo MOMipHOTO CTyIEeHs
iHTEHCUBHOCTI Ta MUHA/IMX CaMOCTIHO, OMHAK Yy HeSKUX TallieHTiB BOHX MOTTIH OyTU
TSKKUMU Ta/abo TpuBanumu. OTKe, SKIIO HeMa€e HEOOXiMHOCTI B MOJaNbIIOMy JTiKyBaHHiI
BeHJIa()aKCHHOM, PEKOMEHIYETHCS IIPOBOAUTHU IIOCTYIIOBE IPUMMHEHHS JTIKyBaHHS,
3HUXKYIOUU [03Y IIpelapaTy nocTynoBo. OOHaK y OesdKUX NallleHTiB BUHUKAaIU CUIbHA
arpecis Ta cyiluganbHi IyMKU IIpYU 3MeHIIIeHHi 1o3u abo Mif Yac MpUNUHEeHHS TiKyBaHHS



(ouB. po3pinu «OcobMUBOCTI 3acTOoCyBaHHS» Ta «Coci0 3aCTOCYBaHHS Ta [O3U»).
Himu

3aranom npodink nobiyHuX peakiit BeHnadakcuny (y maamnebo-KOHTPONbOBAHUX KITIHIYHUX
BUNPOOYBaHHSX) Y [iTel Ta MiAiTKiB (BiKoM Bix 6 mo 17 pokiB) OyB aHaNOTiYHUM TOMY, IO
CIIOCTEpIiraBcs y JOPOCIUX. 4K 1y JOPOCIUX, CIIOCTEPIrajgocs 3HUKEHHS alleTUTy,
CXYOHEHHS, MABUIIIeHHS apTepialbHOTO THUCKY Ta IigBUILEHHS PiBHS XOJIECTEPHHY B
CHpOBaTI KpoBi (auB. po3fin «Oco0IMBOCTI 3aCTOCYBaHHS»).

Y kmiHiYHUX JOCMTigKEHHSIX 3a y4acTi OiTe crocTepiranacs Taka mobiyHa peakilis K
cyinupmanbHe MUcCeHHs. TaK0xXK YacTillle TOBiIOMIISIIIA PO BOPOXKICTh Ta, 0COOIUBO IIPU
BEJIMKUX OENPEeCUBHUX PO3JlafiaX, PO 3amnofisHHsA co0i Kou.

Y nanieHTiB QUTSYOro BiKy 30KpeMa CIoCTepiranucs Taki mobiuHi peakilii: 0inb y XKUBOTI,
30yIKeHHs, TUCIIEICis, eKXiM03, emiCTaKCHC Ta Miaris.

[ToBigoMIeHHS PO IMif03pI0BaHi M00iYHI peakiril

[ToBimoMnenHs npo nobiuHi peakiiil micnis peecTpariil 1ikapchbKoro 3aco0y Mae BaXK/IMBe 3HAUYEHHS.
Lle nae 3MOry IpOBOAUTYU MOHITOPUHT CIIBBIIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JiKapchbKoro 3aco0y. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKaM, a TaK0oX IallieHTaMm abo ix
3aKOHHUM IIpefCTaBHUKAM CJIif] IOBiOMJISITH TIPO YCi BUMTAAKHU Iif03PI0OBaHKX MOOIYHMX Peakllii Ta
BifICYTHOCTI e(peKTHUBHOCTI TiKapChKOro 3aco0y dyepe3 ABTOMaTH30BaHy iHGOpPMAIliliHy CUCTEMY 3
(dhapMakoHarasAmy 3a MocunaHHSAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi. 3 POKH.

YmMmoBH 30epiranns. 30epiratv y HEOOCTYITHOMY AJIS OiTEX MiClli Py TeMIlepaTypi He BHUIIe
25 °C.

YnakoBka. [1o 14 ta6neTok y 61icTepi 3 KaleHmapHOO IIIKaI00; 1Mo 2 O1icTepy y KapTOHHIN
Imayiii.

Kareropis Bignmycky. 3a penenTom.

Bupoouuk. [lexcens JIta./Dexcel Ltd.


https://aisf.dec.gov.ua/

Micie3HaxoaKeHHsI BAPOOHHKA Ta afipeca MicCIisi MPOBAi2KeHHsI HOTO Tis/TbHOCTI.

By1. [lekcens, 1, Op AkiBa, 3060000, I3painb/1 Dexcel St., Or Akiva, 3060000, Israel.

3asaBHHUK. [Jekcent ®apma Texnonomxku3a JITa., [3pains/Dexcel Pharma Technologies Ltd., Israel.

Y pasi suHukHeHHs nobivHUX peakuit abo 3anumaHe w000 6e3neku ma egpekmugHocmi
3acmocyeaHHs AiKapcvkKo2o 3acoby, npocumo 3eepmamucs 00 8i00iny papmaxoHaza50y
TOB «ACIHO YKPAIHA»

3a adpecor: byaveap Bausnasa I'agena, 8, m. Kuia, 03124, men/¢paxc: 38 044 281 2333.



