IHCTPYKIIA

IJIsI MEIHYHOT 0 3aCTOCYBaHHsI JIIKapCHLKOT0 3aCo0y

OYVIOKCHUH®
(DULOXIN)
CKnao:

1 kamcyna MictuTh 33,7 MT OyJIOKCETHHY TiTPOXJIOPUAY, 10 eKBiBalIeHTHO HyokceTuHy 30 mr, abo
67,4 M IyJIOKCETUHY TiAPOXJIOPUAY, 110 €KBiBaJIEHTHO AYJIOKCETUHY 60 Mr;

0ONOMIdCHI peyo8UHU: LIYKOP CHepUUHUH, TigPOKCUIIPOIiIIMETUIIIIENI0NI03a, IOJTieTUIEeHT TiKOJb
6000, TanpK, IyKpo3a, IAPOKCUAUIIPOIIIMETUIILIEIIONIO3U alleTaTy CYKIMHAT, TPUETUNILUTPAT;

TBepAa XkejlaTuHOBa Karcysa Ne 3 (st kamcyn 30 mr);
ckna0 obosoHKu kancyau: TuTany miokcup (E 171), ingurotun cuni (E 132), XkenaTuH;
TBepAa XkejlaTuHOBa Karcysa Ne 1 (ais kamcyn 60 mr);

ckna0 obonoHku kancyau: TuTany mgiokcup (E 171), ingurotus cuHii (E 132), XiHonmiHOBUA
xkoBtuii (E 104), eputpo3us yepBoHuii (E 127), Kenatus.

JIikapcbKa ¢opMa. Kancynyu KMIIKOBOPO3UWHHI TBEPi.
OcCHOBHI (pi3uKo-XiMiuHI 81aCMUBOCMI:

30 Mr: TBepfa XkKeJlaTUHOBA Karcyna Ne 3, Kpullleyka CUHBOT'0 KOJIbOPY, KOpITyC 6isIoro KOIbopy.
Bumict kamncynu - nenetu 6inoro abo Maiixe 6i710r0 KOJIBOPY.

60 Mr: TBepria XKeJaTUHOBa Karcyna Ne 1, Kpullleyka CHHBOTO KOJIbOPY, KOPIIYC KONbOPY CIIOHOBOI
KicTku. BMicT Kamcynu - nenetu 6inoro abo Maiixe 6i710ro KONIbOpY.

®dapMmakoTepaneBTHYHa rpyimna.

[amni antupenpecanTu. Kog ATX NOGA X21.

Papmako.102iuHi 8 1acmueocmi.

®apmakoOuHamika.

Mexani3M fii



IynokceTuH - ife KOMOiHOBaHMM iHTi0iTOP 3BOPOTHOT0 3aX0MJieHHs cepoToHiHy (5-HT) i
HopagpeHaniny (NA). Bin He3HauHO0 Mipoto iHTi0ye 3BOPOTHE 3aXOIieHHS fodaMiHy, He Mae
3HAQYHOI CIIOPiAHEHOCTI 3 TicTaMiHOBUMH, f0GaMiHOBAMHU, XOJIIHEPTiYHUMU Ta afpeHePridvHuMU
penentopaMu. [yJIOKCETUH 3aJI€2KHO Bif 03U IMiABUIIYE [T03aK/IITUHHI PiBHI CEPOTOHIHY Ta
HOpafpeHasliHy B Pi3HUX OiISHKAX MO3KY TBapuH.

dapMakonmHaMiuHi edheKTH

IynokceTuH HopMai3ye 601b0BUI OPIT. BBaXKa€eThCs, 110 iHTi0iTOpHA [is AYJIOKCETUHY €
pe3yIbTaTOM IOTEHI[iI0BAHHS HU3XIIHUX IIJIAXiB IPUTHIYeHHS 00JII0 B IeHTPa/IbHil HEPBOBIl
CHCTEMI.

Knigiyaa edeKTUBHICTh Ta Oe3meka

Beaukuti 0denpecusHull po3aad (B/IP): ebeKTUBHICTh Iy/TOKCETUHY OyJia MpOJeMOHCTPOBaHa B
MOCIIKEeHHSX 3 BUBYEHHS BIIJIUBY (DiIKCOBaHUX 103 IIpernapaTy Y HOPOCIUX Malli€HTiB i3 BEJIUKUM
[enpeCUBHUM Po371afioM. [JyIOKCETHH IPOAEMOHCTPYBaB CTAaTUCTUYHY IlepeBary Hap maiebo.
[Toxa3HMKM BiANOBiAi Ta peMicii Takoxk Oy CTaTUCTHYHO 3HAYHO BUIMMH IIPX 3aCTOCYBaHHI
OYyJIOKCEeTHHY, MTOPiBHSHO 3 maiebo.

Y mocnigxeHHi, e BUB4anacs e(QpeKTUBHICTh TyIOKCETUHY OJIS MPOodiTaKTUKU PeIuauBiB, 0yI10
BCTAHOBJIEHO, ITI0 ITperapaT Ma€ CTaTUCTUYHO 3HAUYINY IIepeBary, MopiBHAHO 3 miatebo. [TamienTy 3
peuunguByouuM BIIP, sKki oTpuMyBaau OyJI0KCETHH, Majld 3HAYHO JOBIIKY repion 663 CUMITOMIB,
TIOPiBHSIHO 3 TalliEHTaMH, SKi OTpUMYBaJH Ijaiebo.

HocnigxeHHsT eeKTUBHOCTI IyJI0KCETHHY Yy MAlli€HTIB JIITHBOTO BiKY 3 gemnpecieio (=65 pokiB),
II0Ka3aJI0 CTaTUCTUYHO 3HAYYIY Pi3HUIlO, IOPiBHSAHO 3 I1aiebo.

I'enepasnizosaHuti mpugodcHul po3nad (I'TP): y KiHIiYHUX OOCHiAXKEeHHAX OYTOKCETHH
IIPOJIEMOHCTPYBaB CTaTHCTUYHO 3HAUYIIY IlepeBary Haf Iiaie0o Ipy WOoro 3aCTOCYBaHHI B TOCTPOMY
mepiofi Ta 3 MeTO NPODITaKTUKU PelUANBIB Y HOPOCIUX nalieHTiB 3 ['TP.

[Toxa3HUKM BifAMOBiAi Ta peMicii Takoxk Oy BULIMMH ITPX 3aCTOCYBaHHI [yJIOKCETHUHY, TIOPiBHSHO 3
miaeoo.

Y mocnigeHHi 3 BUBUEHHS MPO(PITaKTUKY PeLUAUBIB y MAl[iEHTIB TiTHLOTO BiKy (=65 pokis) 3 I'TP
Oyna moBepeHa e(eKTHBHICTh 3aCTOCYBaHHS [YIOKCETUHY, IOPiBHAHO 3 malebo. [Ipu oMy,
epeKTUBHICTh Ta Oe3MeKa JIyIOKCETHHY Y MalliEHTiB JIITHHOT'O BiKy OyM MOOiOHUMHU [I0 TUX, 110
CIIOCTEePiranucs y JOPOCIUX MallieHTiB MOJIOALIOTO BiKYy.

LiabemuyHull nepupepuuHull HetiponamuyHull 6iab: EGQeKTUBHICTE IyIOKCETHHY Oyia BCTAaHOBIEHA
y OOCHTiIXKeHHSIX 3 BUBUEHHS JTiKyBaHHS Hia0eTHUYHOI'0 HEeHPOMaTUYHOTO O0JII0.

IynoKCceTUH 3HAYHO 3MeHIITyBaB 0ifib, OPiBHSAHO 3 mnanebo. EQekT y neskux nauieHTiB OyB
OYEeBUOHUM Ha NEePIIOMY TUXKHi JTiKyBaHHS.

Y 1ux Xe JOCTigXKeHHSIX TaK0XK aHali3yBalu BUHUKHEHHS y HallieHTiB BiI4yTTS COHIMBOCTI i Yac
nikyBaHHA. Cepeq NalieHTIB, AKi He BifUuyBad COHJIUBOCTI, KJIiHIYHA BIOIIOBIAL CIIOCTEpiranacs
yacTile y pa3i 3aCTOCyBaHHS OYJIOKCETUHY, HiX y IAILi€HTIB, sIKi oTpuMyBanu miaieoo.

iTH

3acToCyBaHHS OYJI0KCETUHY Yy MNAIl€HTIB BiKOM [0 7 POKIB He JOCIiAXKyBajoCh. [IoCIiAXKeHHs, 110



IIPOBOOHMIIOCS 3a 3ally4YeHHsM [iTel BikoM Bif 7 go 17 pokis i3 BIIP, mokasaio, 110 Hi AYIOKCETHH, Hi
OCHOBHA KOHTPOJIbHA I'PyIla CTaTUCTUYHO He Bipi3Hsamucs Bif miaieso.

[TpunuHeHHS NiKyBaHHS Yepe3 M00i4yHi edekTu OyJI0 BUIIMM Y MAIi€HTIB, SKi IpUMain OyJI0KCETHH,
IOPIiBHSHO 3 TUMU, XTO OTPUMYyBaB (PIyOKCETUH MIIepeBaXKHO Yepe3 HymoTy. Takox, npu
3aCTOCYBaHHi IyIOKCETHHY ITOBIAOMIISINIOCS NP0 CYIIUAAIbHY IOBEIHKY.

JIikyBaHHST TyJTOKCETHHOM IIPOEMOHCTPYBAJIO CTAaTUCTUYHO Oi/bIll 3HAUYIIE OKPAIIAHHS CTaHy
nauienTis 3 I'TP.

IyNIOKCeTHH He MPOIeMOHCTPYBaB e(eKTUBHOCTI y 3MeHIIeHHi 00JTi0, III0 OILiHIOBABCS 3a
BHMMipIOBaHHSM IIEPBUHHOTO Pe3yJIbTaTy 3a KiHIIEBOIO TOUKOIO cepeaHboro H6any 6omio 3a KopoTkum
onuTyBanbHUKOM 6050 (BPI).

dapmaKkoKiHemuxka.

IyIOKCEeTHH 3aCTOCOBYETHCS SIK €NUHUN eHaHTioMep. [[y/TI0KCEeTUH aKTUBHO MeTaboJIi3yeThCSA 3a
nomomorow okucmoBanbHUX hepMeHnTiB (CYP1A2 i monimopdruM CYP2DG6) 3 moganbInoo
KoH'torarfiero. apmMakoKiHETUKA OYJI0KCETUHY NEMOHCTPYE BEJIUKY MiXIHOUBIyaIbHY
BapiabenbHiCTH (3a3BuyYail 50-60 %), YaCTKOBO Uepes CTaTh, BiK, KypiHHS Ta cTaTtyc MeTabomizaTopa
CYP2D6.

BcmoxkmyeaHHA. Ilpu miepopalbHOMY IIPUMOMI OYJIOKCETHH N0OpPe BCMOKTYETHCS, MaKCUMaJsbHa
KOHIIEHTpAIlid y IJIa3Mi KPOBi JOCSATAETHCS Yepe3 6 TOOUH IIics IpuiioMy IpemnapaTy. AGCOIIOTHA
nepopasbHa 6i0HOCTYNHICTh AYNIOKCETUHY cTaHoBuUIa Bif 32 % mo 80 % (cepenne 3HaueHHS 50 %).
BxuBaHHA 1Xi 3aTpuMye 4ac abcopobuii, yac mocsarHeHHs: Cmax 30inmbinyeTbes i3 6 mo 10 rogus, npu

ITbOMY BCMOKTYBaHHS 3MeHINYeThCs (mpubnu3Ho Ha 11 %). Lli 3MiHK He MalTh K/TiHIYHOTO 3HAYEHHS.

Po3nodia. ITpubnu3uo 96 % mynoKCEeTHHY 3B’ SI3YETHCS 3 OiTKaMu Ia3Mu KpoBi moguHu. [IyI0KCETUH
3B’SI3YETHCS K 3 abOyMiHOM, TaK i 3 anbda,;-KUCIuM TiikonpoTeinoM. [TopyieHHsT QYHKI HUPOK
abo MeyiHKM He BIIJIMBA€E Ha 3B’sI3yBaHHS 3 OiKamu.

Memabosizm. [IyNOKCETHH aKTUBHO MeTabo0I1i3yeThCs, @ MeTabOoJIiTH BUBOASTHCS ITePEBAXKHO i3
ceuero. O6upBa muroxpoMu P450-2D6 i 1A2 KaTami3yioTh YTBOPEHHS OBOX OCHOBHUX MeTalOoJIiTiB
TJIIOKYPOHITHOT0 KOH'IoraTy 4-TifpOKCUAYIOKCEeTHHY Ta CyNnbhaTHOrO KOH'I0raTy S-TimpokcH, 6-
METOKCUOYIOKCETHHY. 3TiIHO 3 HOCTiMXKEeHHSIMH in Vitro, MUPKYII00Yi MeTaboliTH OyT0OKCEeTUHY
BBaXkKalThCS (PapMaKoIoriyHO HeakKTUBHUMU. PapMaKOKiHeTHKa AYJIOKCETUHY y MAlliE€HTIB, 9Kl €
noBinbHUME MeTabomnizaTopamu 1mogo CYP2D6, okpeMo He mocrigkyBasnacs. O6MexkeHi maHi
CBii4aTh IIPO Te, IO PiBHI AYJIOKCETHHY B IJIa3Mi KPOBi Y LIUX ITAlli€HTIB BULII.

BusedeHHs. [1epion HaniBBUBeeHHS OYJIOKCETUHY KOJMBA€ETHCA Bif 8 1o 17 roguH (y cepemHbOMY
CTaHOBUTH 12 ropu). Ilicnsa nepopanbHOro IPUUOMY YSIBHUY I1JIa3MOBUU KJTipEHC OYJIOKCETUHY
KonuBaeThCd Bifg 33 mo 261 n/rox (y cepenabomy101 n/roguny).

Ocobaugi 2pynu nauieHmis

Cmamop. ®DapMaKOKiHETHYHI BigMiHHOCTi OyNy BUSIBJIEH] MiXK YOJIOBiKaMH Ta KiHKaMU
(ysiBHMI T1J1a3MOBUH KIlipeHC mpubau3Ho Ha 50% HUXKYUN Y XKiHOK). BUuxonsiun 3 mepekpuTTs
miama3oHy KiipeHcCy, (hapMaKOKIHETHYHI BiIMiHHOCTI, 3yMOBJIEHi CTaTTIO, HE €
00rpyHTOBAaHMMH, LIOJ0 3aCTOCYBaHHSA HUKYOI TO3U [JIS Malli€eHTiB KiHOYOI CTaTi.

Bik. ®apMakoKiHeTH4Hi BifMiHHOCTI Oy/K BUSBJIEH] MiXK KiHKaMU MOJIOJIIOTO BiKy Ta JIiTHIMU



X)iHkamu (=65 pokiB) (AUC 30inbiryeThest mpubau3Ho Ha 25 %, a nepio HamiBBUBEOeHHS MPUOIN3HO
Ha 25 % [OBIIKY Y XKiHOK JIITHHOTO BiKY), X04a BeJIMYMHA 1IUX 3MiH HEOCTaTHS, 11100 0OTPYHTYBaTH
KOPUTYBaHHS [03U. fK 3arajbHa peKoMeHmallis, ciuig OyTu 06epeXHUMHY IIPH JTIKyBaHHI MaIli€HTiB
JiTHBOTO BiKYy (muB. po3minu «Crocib 3acTocyBaHHS Ta f03u» Ta «OCOOIMUBOCTI 3aCTOCYBaHHS»).

Hupkosa HedocmamHicmyb. Y Talli€eHTiB i3 TepMiHAIbHOIO CTali€l0 HUPKOBOI HEIOCTATHOCTI, SIKi
nocTitHO mepeOyBaloTh Ha Aiajisi, crocTepiranocs mopBiiiHe 30iNblIeHHS KOHIIEHTPALlii AYJI0KCEeTUHY
i mori mig papMakOKiHETUYHOI0 KPUBOIO «KOHIIeHTpalis-dac» (AUC), mopiBHSHO 3i 3HOPOBUMU
nobpoBonbusaMy. PapMaKOKiHETAYHI JaHi I[0J0 3aCTOCYBaHHS AYIOKCETUHY Y MAI[iEHTIB 3 TETKUM
a00 moMipHUM HOPYIIEHHAM QYHKIii HUPOK 06MexkKeHi.

ITeyiHkosa HedocmamHicmb. [ToMipHa medyiHKoBa HeJoCTaTHICTD (Knac B 3a Yainmom-I1'10) BiuBana
Ha (apMaKOKiHETHKY OyIOKCeTUHY. [I0pPiBHSHO 3i 3HOPOBUMHU 0CO0aMHU YSIBHUH IJ1a3MOBHH KITipeHC
nynokceTuHy 6yB Ha 79 % HUXYUM, VSBHUM KiHIIeBUY Nepio HamiBBUBeeHHS OyB v 2,3 pa3u
noBinuM, a AUC Oyna y 3,7 pa3u BUIlla Y MaIlieHTiB i3 TOMipHOIO IIeYiHKOBOIO HEIOCTATHICTIO.
dapMmakoKiHeTHKa OYJIOKCETUHY Ta Moro MeTaboIiTiB He BUBUasacs y MallieHTiB 3 J1eTKo abo
TSI2KKOIO IIeYiHKOBOIO HEeOCTATHICTIO.

Mamepi, siKi 200yromb 2py0dt. PO3IOALT NyJIOKCEeTUHY BUBYAJIU Y KIHOK, AKi TOAYIOTh TPy,
y IKUX MUHYJIO IOHaUMeHIle 12 TUXKHIB IMiC/Is 10JI0riB. [[yJI0KCEeTUH BUSBIISIETLCS B
TPYZHOMY MOJIOIT, i piBHOBaXkHa KOHIIEHTpAIlis B TPYOHOMY MOJIOIi CTAHOBUTE MPHUOIN3HO
OJHY YBEPTh KOHIIEHTPAIlil B I1a3Mi. KinbKiCTh Jy/IOKCETHHY B TPYIHOMY MOJIOLi CTaHOBUTH
npubnu3Ho 7 MKr/goOy npu 3acTocyBaHHi 40 Mr fiBidi Ha mo0y. JIakTallis He BIIJIMBala Ha
(bapMaKOKiHETUKY TyJIOKCETUHY.

LHimu. ®apMaKOKiHETUKY OYJIOKCETUHY V NAli€HTIB UTAYOr0 BiKy Bil 7 0o 17 pOKIB i3 BeJITMKUM
IempecuBHUM PO3JIafIoOM IIicyIs ImepopanbHOro npuiiomy Bim 20 mo 120 Mr omuH pa3 Ha go0y
XapaKTepH3yBal 3a JOIOMOTOI0 aHasli3y MONYJIALiiHOTr0 MOMIEII0OBaHHSI Ha OCHOBI faHUX 3
mociigxenb. Po3paxoBaHi Ha MOfesli piBHOBaXKHiI KOHIIEHTpaIlil JyJIOKCETUHY B IJIa3Mi y #iTeu Oynu
IIepeBaXXHO B MeXax [iala30Hy KOHI[eHTpalliii, 1110 CIIOCTepiraBcsl Y HOPOCIIUX Talli€HTiB.

KiiHiyHi XapaKTepHUCTHKH.

Iloka3aHnHus.

JIikyBaHHSI BEJIMKUX [eIPECUBHUX PO3TIAfIiB.

JlikyBaHHS giabeTUYHOTO NeprudepUuIHOro HeNPOIaTUYHOT0 OOJTI0.

JIikyBaHHS reHepai30BaHUX TPUBOKHUX PO3JIafiB.

Jlikapcekuii 3aci6 Tyn1oKCHH® IpU3HAYEHHUH [JIS JOPOCIIHX.

Inst momaTkKoBoI iH(popMaltii guB. po3nin «®apMaKoIOTiuHi BITaCTHBOCTI».



IIpomunoka3aHHs.
[TigBuIeHa YyTNIUBICTh M0 aKTHBHOI PeYOBUHHU ab0 10 OyIb-IKOi 3 HOMOMIXKHUX PEYOBUH IIperapary.

OpmHOYaCHe 3aCTOCYBaHHS OYIOKCETUHY 3 HECETeKTUBHUMU, HE3BOPOTHUMHU iHTibiTOpaMu
MoHoaMiHOKcupa3u (IMAQO) mpoTunokasaHe.

3axBOPIOBaHHS IEYiHKH, IKi MOXYTh CIIPUYUHUTH II€YiHKOBY HEJOCTATHICTb.

IlynmoKCeTHH He CIIifl 3aCTOCOBYBaTH Yy KoMOiHa1ii 3 ¢pryBoKcaminOM, IUIIpodIoKcanuHOM abo
eHokcanuHoM (cubHi iHribiTopu CYP1A2), ockinbku KoMOiHallis TPU3BOAUTH A0 MiTBULIEHHS
KOHIIEHTpAIlil AYJIOKCETUHY B IIJ1a3Mi KPOBI.

TsaxKa HUIDKOBa HEIOCTATHICTH (KJipeHC KpeaTuHiHy < 30 M/XB).

[ToynHaTH NTiKyBaHHS OYyJI0KCETUHOM IPOTUIIOKA3aHO NallieHTaM i3 HEKOHTPOJIbOBAHOK
apTepiasbHO0 TinepTeH3iel0, OCKIIBKY 1ie MOXKe IPU3BECTU [0 MOTEHIIINHOT0 PU3UKY TillepTOHIYHOTO
KPHU3Yy.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

IMAOQO. Yepes prU3UK BUHUKHEHHS CEPOTOHIHOBOTO CUHAPOMY [YJIOKCETUH HE CIIifi 3aCTOCOBYBaTH Y
KoMOiHa1ii 3 HeceneKTuBHUMU He3BOPOoTHUME IMAQO abo mpoTsrom 14 gHIB micias IPUNUHEHHS 1X
3acTocyBaHHSA. ba3ywouuch Ha Iepiofl HaniBBUBeOeHHS AYJIOKCETUHY 3acTocyBanHg IMAO cifg
pO3MoYaTH He paHillle HiX 4epe3 O OHIB MiCg IPUNUHEHHS 3aCTOCYBaHHS OYJIOKCETUHY (OUB. PO3MiN
«ITpoTUTIOKa3aHHS»).

Komb6iHOBaHe 3aCTOCYBaHHS OYJIOKCETUHY i3 CeNIeKTUBHUMHU 3BOPOTHUMU IMAQO, TaKUMU 5K
MOKJI00eMifl, He peKOMeHAY€EThCS (OuB. po3Min «Oco6IMBOCTI 3aCTOCYyBaHHS»). AHTHOIOTHK
JIIHE30JIi[ - Ile 3BOPOTHUM HeceneKTuBHUM IMAQ, 10r0 He CITif Mpu3HayvaTy MallieHTaM,
SIKi 3aCTOCOBYIOTh AYJIOKCETHH (OUB. po37in «OcoOIMBOCTI 3aCTOCYBaHHSI»).

IH2ibimopu CYP1A2. Ockinbku CYP1A2 Gepe yyacTh y 00MiHi OyTOKCETUHY, OMHOYACHE
3aCTOCYBaHHS OYJIOKCETUHY i3 cunbHUMHU iHTiOiTopamu CYP1A2, iMoBipHO, Tpu3Befe A0 30iIblIIeHHS
KOHIIeHTpallil mynokcetuny. ®nyBokcamin (100 mr 1 pa3 Ha go0y), 110 € CUIBHUM iHTi6iTOpOM
CYP1A2, 3MeHIIIye K/TipeHC OYIOKCETHUHY B Ia3Mi mpubausno no 77 % i 36insurye AUC 0-t y 6 pasis.
ToMmy OyTOKCEeTHH He CIIif BBOOUTH Y KoMOiHatii i3 cunmbauMy inribiTopamu CYP1A2, TakuMu SIK
bnyBokcaMiH (ouB. po3min «OcoOMMBOCTI 3aCTOCYBaHHSI»).

Jlikapcwki 3acobu, w,o ditome Ha LJHC. Pu3uK 3acTOCYBaHHS MyJIOKCETHHY B KOMOiHaIlil 3 iHImMuMu
JMiKapChKUMU 3acobaMu, 110 BIIKHBaloTh Ha [THC, cucteMaTHYHO He OIiHIOBABCS, OKPiM BHITAMKIB,
3rafjaHux y I[boMy po3fini. OTXxe, Clif IPOSBNIATHA 00€pEeXHICTh, MPUIMaOYX OYIOKCETHH Y
KoMOiHaIlil 3 iHIIMMM TiKapChbKUMM 3aco0amMu abo peuyoBUHAMH, 110 YUHSTH IIEHTPAJIbHY Milo,
BKJTFOYAIOYH aJIKOTOJIb Ta CeaTUBHI JIiKapChKi 3acobu (Hampukia, OeH30dia3eminyg,
MOp(}iHOMIMETUKY, aHTUIICUXOTUYHI TpenapaTy, heHoOapbiTan Ta celaTUBHI aHTUTiCTaMiHHi
mpernaparu).

CepomoHiHepe2iuHi npenapamu. Y pifKiCHUX BUNafKaX CEPOTOHIHOBUY CHHOPOM Bif3HAYAETHCS Y
NAIliEHTIB IIPYU 3aCTOCYBaHHI CeJIeKTUBHUX iHTiOITOPIB 3BOPOTHOTO 3aXOIJIEHHS CEPOTOHIHY/
iHri6iTOPiB 3BOPOTHOTO 3aXOIJIEHHS CepOTOHiIHY i HOopaapeHaniny (CI33C/I33HC) pa3om i3
CEepOTOHiIHepriyHNMU 3aco0aMu. PeKOMeHIYETLCS HOTPUMYBaATUCS 00€PEeKHOCTI, KO TyJIOKCETHH



3aCTOCOBYIOTh OOQHOYACHO 3 CEPOTOHiHepriunuMu 3acobamu, Takumu gk CI33C, I33HC, 3
TPUIUKTIYHUMY aHTHIEeIIPeCaHTaM1, TAKMUMU K KioMinpaMin a6o amitpuntumid, 3 IMAO, TakuMu
K MoKno0eMin abo mine3omin, 3Bipobiit (Hypericum perforatum) abo TpUIITaHU, TPAaMafOJl, TEeTUAWH
Ta TpuntodaH (quB. po3min «Oco6IUBOCTI 3aCTOCYBaHHS»).

Bnaue dysnokcemuHy Ha iHWi aikapcoki 3acobu

Jliku, w,o memaboaizyromocsa 3a donomozoto CYP1A2. ®apmakokiHeTuka Teodininy, cybcTpary
CYP1A2, cyTTEBO He BIIJIUBAE Ha MPUIOM pa3oM i3 mynokceTuHoM (60 Mr 2 pa3u Ha Ho0y).

Jliku, w,o memaboaizyromecsa 3a donomozoto CYP2D6. [IynokceTuH € nomipauM inri6iropom CYP2D6.
[Tpu 3acToCyBaHHI OyJIOKCETUHY B 1031 60 Mr 2 pa3u Ha [00Y i3 pa30BoI0 103010 Oe3UMIPaMiHy, SIKUH €
cyoctparom CYP2D6, AUC me3unpaminy 30inbIIyeThCS ¥ 3 pa3wu.

CninbHe 3acTocyBaHHS TyNoKceTHHY (40 Mr 2 pa3u Ha no0y) 36inbIrye cramionapuui ctan (AUC)
TOJITeponuHy (2 Mr 2 pa3u Ha 0o0y) Ha 71 %, ase He BIJIMBa€ Ha papMaKOKiHETHKY MOT0 aKTUBHOTO
5-rigpokcumn MeTabomiTy Ta He moTpebye peryoBaHHS [03H.

3 06epekHICTIO PEKOMEHIYETHCS 3aCTOCOBYBATH AYJIOKCETHH OJHOYACHO 3 TiIKapChKUMU 3acobaMy,
SKi IepeBakHO MeTab0i3yioThcs 3a gonoMoroio CYP2D6 (pucneprgoH, TPULUKITIYHI
aHTHUJeNPeCcaHTH, TaKi SK HOPTPUITKIIIH, aMiTPUNITUIIIH Ta iMilpaMiH), 0COOIMBO SKIIIO BOHU MalOTh
BY3bKUU TepalleBTUYHUY iHOeKC (dnakaiHin, nponadeHOH i METOIIPOJION).

ITepopanvHi KOHMpayenmueu ma iHwi cmepoioHi 3acobu. Pe3ynbTaTu DOCHIAXKEHS in VItro
CBifuaTh IIPO Te, 110 OyJIOKCETUH He CTUMYIIIOE KaTalniThuHy akTuBHICTE CYP3A. CrenudivHi
IOCIIIXXKEeHHS B3a€MOZIl IIpenapary in vivo He IPOBOAUIINCE.

AHMuKoazyassHmMu ma ahmumpombomuyHi 3acobu. [IyTOKCETUH 3 00EePEeXHICTIO TPU3HAYAIOTh
pas3oM i3 mepopanbHUMU aHTUKOATYISTHTaMU Ta aHTUTPOMOOTUYHUMHU 3aco0aMu y 3B'A3KY 3
MOTEHIINHUM MiIBUIIEHHSIM PU3UKYy BUHUKHEHHS KPOBOTEUi Yepe3 ¢papMaKOAUHAMIUHY
B3aeMopii. Kpim Toro, 6ymo 3adikcoBaHO 30iNbIIIeHHS TOKa3HUKIB Mi2KHapPOIHOT O
HOpMaJii3oBaHoro ingekcy (MHI), konu namiesTy pa3oMm i3 IyJI0KCETHHOM OTPHUMYBaIN
BapdapuH. [IpoTe ofHOYaCHe BBeIeHHS OYJIOKCETUHY Ta BaphapuHy B CTalllOHaPHUX YMOBaXx
300POBUM OOPOBOJIBISAM Y paMKax [OCTiAXKeHHs KIiHiuHOol (hapMaKoJIorii He IPU3Beo [0
KJTiHiYHO 3HauyImol 3minu B MHI, nopiBHSHO 3 BUXigHUM piBHEM a0 y dhapMaKokineTuti R-
Yy S-Bapdapusy.

Bnaue iHwux aiKi8 Ha 0y10KcemuH

AHmauudu ma aimaezoHicmu H,. TIpruiioM gy7I0KCETHHY pa30M i3 aHTal[ujaMH, 10 MiCTSATh aTlOMiHil
i maruiit, abo 3 paMOTUAMHOM He BIIJIMBA€E Ha IIBUAKICTH @00 CTYIiHb MOTIMHAHHS OYJIOKCETUHY
micns BBegeHHsS 40 MT mepopa’sbHO.

Inoykmop CYP1A2. TlonynauiiHuil GpapMakKOKiHEeTUYHUM aHaJIi3 [T0Ka3aB, 110 V KypliB Maixke Ha 50
% HUKYa KOHI[EHTpAIlisl JyJIOKCETHHY B IJIa3Mi, TOPiBHSHO 3 TUMHU, XTO He TaJIUTh.

Ocob.1ueocmi 3acmocyeaHHsi.

Mania ma enizienmuyHi Hanaou



IymokceTuH ciif 3 00epekHICTIO 3aCTOCOBYBATH MallieHTaM 3 MaHi€l0 B aHaMHe3i abo [iarH030M
OimonsspHOro po3namy Ta/abo emienTUYHUX HalaIiB.

Miopias

Bynu onucaHi BUllafkKu Mifipia3y y 3B’43Ky 3 IPUHOMOM OYJIOKCETHHY, TOMY CIIif 3 00epexkKHiCTI0
3aCTOCOBYBaTH AYJIOKCETHH NallieHTaM i3 MiABUIIEHUM BHYTPIIIHbOOYHUM TUCKOM a0 3 pU3UKOM
TOCTPOL By3bKOKYTOBOL IJIayKOMH.

ApmepiaavHull muck i giduymms cepyebumms

Y mesKux nalieHTiB IPUUOM OyJIOKCETHHY aCOLIIOETHCS 3 MigBUILIEHHIM apTepiaabHOr0 TUCKY Ta
KJTIHIYHO 3HAYYIIOI0 apTepiaabHO rimepTeH3sicio. Lle Moxke 6yTH MOB’sI3aHO 3 HOPAAPEHEPTiYHUM
eexToM gynmokceTuHy. [T0BifOMISI0CS PO BUMAOKY TIIEPTOHIYHOT0 KPU3Y NIPU NPUUOMI
NyJ0KCETHHY, 0COOIMBO y MAIli€HTiB 3 rimepToHiYHOI0 XBopoboio. IlarieHTaM i3 BimoMor0
apTepianbHOIO TimepTeH3i€lo Ta/abo iHIIO0 CeplieBOI0 HEIOCTATHICTI0O PEKOMEHAYETHCS TPOBOIUTH
MOHITOPHHT apTepiaTIbHOTO TUCKY, 0COOIMBO MPOTATOM IIEPIIOT0 MicsAls JiKyBaHHSA. [1yTOKCETHH
cytig 3 00epeKHICTIO 3aCTOCOBYBATH IAIliEHTaM, YKl OCHOBHA ITATOJIOTiSI MOXe OyTH
CKOMITPOMETOBaHa IMigBUINEHHSIM YaCTOTH CEPIIEBUX CKOPOYeHb a00 apTepialbHOTO THUCKY.
Heo0xinHO 3 06epexkHICTIO TpU3HavYaTH AYJIOKCETHH 3 JIIKapChKUMHU 3acobaMi, sIKi MOXKYTb
IOTipmUTH 10T0 MeTabomi3M (IuB. po3min «B3aemopist 3 iHIMKMME TiKapChKUMU 3aco0aMu Ta iHImi
BUIY B3a€MOfiN»). [I71 MaIi€HTIB, ¥ SIKUX CIIOCTEPIra€ThCS CTiMKe MifBUILEHHS apTepialbHOTO TUCKY
i Yac IpUKUOMY OYJIOKCETUHY, CIIiT PO3TISHYTHA MOXKJIUBICTh 3MEHIIIeHHS 103U a00 IMOCTYIOBO1
BimMiHu mpemnapaty (guB. po3nin «ITo6iyHi peakuii»). JIlikyBaHHS OyJIOKCETHHOM IAlli€HTiB i3
HecTabilbHOIO apTepianbHOIO TiepTeH3ie0 He CIlif po3noynHaTy (IuB. Po3ain «IIpoTumnoka3aHHs»).

Hupxosa HedocmamHicmb

[TigBuilleHa KOHILEHTPALid AYJIOKCETUHY B IJIa3Mi CIIOCTEPIraeThCs V MALlEHTIB 3 TAXKKOK HUPKOBOIO
He[IOCTaTHICTIO IpU remMofianisi (kiipeHc KpeaTuHiny <30 MJy1/xB). [l NaLi€HTIB 3 TAKKOO
HUPKOBOIO HEJOCTATHICTIO UB. po3Min «IIpoTunoka3aHHs». [ MallieHTiB 3 J1eTK00 ab0 cepemHbOI0
HUPKOBOIO HE[JOCTATHICTIO AUB. po3Min «Croci6 3acTOCyBaHHS Ta HO3U».

CepomoHiHosull CUHOPOM

4K i mpu 3aCTOCYBaHHI IHIIUX CEPOTOHIHEPTiYHUX areHTiB, CEPOTOHIHOBUU CUHIDPOM, ITOTEHI[INHO
He0e3neyHul AJIs KUTTS, MOXKe BUHUKHYTHU IIPY JTiKyBaHHI OyJTOKCETUHOM, 0COOIMBO IIPH
OJIHOYaCHOMY 3aCTOCYBaHHI 3 iHIIKMM CepPOTOHIHOBUMU areHTaMu (BKimtodatouu CI33C, [33CH,
TPULMKITIUHI aHTHOEeNpecanT ab0 TPUIITAHU), 3 areHTaMH, SIKi IOTipIIyI0Th MeTaboJIi3M CEpOTOHIHY,
Taki gk iHriditopu MAO, a0 3 aHTUNICUXOTHUYHUMY ITpenapaTamMu abo iHIMMMY aHTaroHiCTaMu
nodamiHy, IKi MOXKYTh BIIJIUBATH Ha CEPOTOHIHEPTiYHi HeMpPOMediaTOPHi CUCTEMU (IUB. PO3[AiNU
«[Ipotumnoka3anHs» Ta «B3aeMopis 3 iHIIMME JTiKapCbKUMU 3aco0aMy Ta iHIII BUAYM B3a€EMOZI»).

CHUMIITOMM CEPOTOHIHOBOTO CUHOPOMY MOXKYTh BKJIIOUaTH 3MiHHU B IICUXiYHOMY CTaHi Malli€eHTa
(Hampukian, 30yaKeHHs, TaoHallii, KoMa), HecTabilbHICTh BereTaTHBHOI HEPBOBOI CUCTEMHU
(HampuKIIaf, Taxikapmis, «1abibHUN» apTepialbHUN THCK, TillepTepMis), BiTXumeHHs 3

00Ky HepBOBO-M s130BO1 CUCTeMHU (HalpHUKIIaf, rimeppednekcis, BifcyTHiCT, KOOpAKUHAaIllil) Ta/abo
CUMIITOMH 3 OOKY TpaBHOTO TPaKTYy (HampHKiaz, HygoTa, 610BaHHSA, Hiapes).

HAKIIO CyIyTHE JIIKyBaHHSA OYJIOKCETUHOM Ta IHIIMMU CEPOTOHIHEPriUHUMMU IIperiapaTaMy, Ki MOXYTh
BIIJIMHYTH Ha CepPOTOHiHepriyHi Ta/abo modaminepriyHi HelipoMediaTOPHI CHCTEMH, KITiHIYHO
BUIIPaBIaHO, TO PEKOMEHAYETHCS YBaXKHO CIIOCTEPIraTu 3a nalieHTaMu, 0COOIMBO Ha IOYATKY
TiKyBaHHS Ta Ipu 30iNbIIeHH] 103U.



3gipobiti (Hypericum perforatum)

HebaxaHi peaxliiil MOXyTh BUHUKATH YacTillle IPX OOGHOYACHOMY 3aCTOCYBaHHI OyJIOKCETUHY Ta
POCIUHHUX IIpelaparis, 10 MicTSATh 3Bipobiil (Hypericum perforatum).

Cyiuuo

Benvkuyi nenpecrBHUY PO37al Ta TeHepalli30BaHWM TPHBOXKHUAM PO3JIal.

Iempecito MOB’I3yI0Th 3 MigBUIIEHUM PU3UKOM BUHUKHEHHS TYMOK IIPO 3alOfisiHHSA co0i KalminTB
Ta MPO Cyiuup (cyilumanbHi TposiBu). Pu3uk 36epiraeThCcs [0 HaCTaHHS iCTOTHOI pemicii. OckinbKu
TIOJIIMIIIEHHS TPOTSATOM IIEePIINX OeKiNMbKOX TUKHIB JTiKyBaHHS a00 JOBIIEe MOXKe He HACTYIIHUTH,
TalliEHTH TIOBUHHI Tepe0yBaTH Iif MUILHUM KOHTPOJIEM [0 HAaCTaHHS IOJNIIeHHs. 3a JaHUMHU
3arayibHOT0 KJIiHIiYHOTO [OCBify BioMo, 1110 PU3UK CYIUAY MoXKe 30iMbIINTHACS Ha PaHHIX CTaflisIx
BUyKaHHS.

[HIT ICUXivHi po37magy, OIS MiKyBaHHS SKUX [TOKa3aHUH JyTOKCETHH, TaKOXK MOXKYTh OyTH OB’ A3aHi
3 MiJBUINIEHNM PU3UKOM BUHHUKHEHHS CYyIIIMOaIbHUX IPOSABiB. KpiM TOrO, Ili CTAaHU MOXKYTh
CYTIPOBOIKYBaTH BEJIUKUY NenpecuBHUM po3ynaf. Tomy 3amobixkHi 3axonu s MallieHTiB 3
OCHOBHUM [JeIIPECUBHUM PO3JIafioM CJIifi 3aCTOCOBYBATH [JIS IAlll€HTIB 3 IHIIUMU IICUXIYHUMU
po3nagaMu.

[MauieHTH i3 cyiumanbHUMU IIPOsSiBAMHU B aHaMHe3i a0o IMallieHTH, SKi eMOHCTPYIOTh 3HaYHOI0 Mipoio
cyluxMpanbHi OyMKHY 0O MOYaTKYy JIiKyBaHHS, MalOTh MiJBUAILIIEHUN PU3UK BUHUKHEHHS CyIlUOaIbHUX
OyMOK a0o0 cyilumanbHOI OBEOIHKY i Mif Yac JIiKyBaHHS MOBUHHI 3HAXOOUTHUCS ITi[l MUIbHUM
CrocTepexXeHHSIM. MeTa-aHari3 m1ale60-KOHTPOILOBAHUX KITIHIYHUX JOCTiAKeHb 3aCTOCYBaHHS
aHTUOENPECAHTIB IPYU MOPYIIEHH] IICUXIKY II0Ka3aB MigBUILIEHNN PU3UK CYILUAaIbHOl IOBEOIHKY MIPU
3aCTOCyBaHHI aHTUAEIIPECAHTIB, TOPiBHAHO 3 MJyanebo y maiieHTiB BikoM 10 25 PokiB.

[ToBimoMIISIIOCS PO BUIMIAAKM CYIIMAAIbHUX iled Ta MOBEMIHKHU IIif Yac JIiKyBaHHSA AYJI0KCETUHOM
abo oppasy micisg IpUNIUHEeHHS JTiKyBaHHS (IuB. po3Min «I1o6iuHi peakirii»).

YBaxHe CIIOCTepeXeHHs 3a IallieHTaMu, 0COOIUBO 3a TUMH, SKi HajleXKaTh 40 TPYIH BUCOKOTO
PU3HUKY, TIOBUHHO ITPOBOAUTUCS Pa30M i3 MeAMKaMEeHTO3HUM JIiKyBaHHSM, 0COONIMBO Ha paHHiU cTafii
JIiKyBaHHS Ta Iicjid 3MiHU 03U mpemnapary. [laiieHTy Ta 0cobu, SKi 3[iMCHIOITH JOTJISIM 3a HUMHU,
OBUHHI OyTH IpoiHPOpPMOBaHi Ipo HEOOXigHICTh BUSBISATH PO3BUTOK OyIb-SKOTO KIIiHIYHOTO
TIOTipINIeHHs, BUHUKHEHHS CYil[UAaIbHOI MOBediHKY ab0 JyMOK Ta He3BUYHUX 3MiH Y IIOBEMiHII, a
TAKOXK ITPO HeoOXigHICTh 3BepHEHHS 3a MeIUYHOIO NOIIOMOTO0I0 Biipa3y XK y BUIAAKY ITOSBH

IMX CUMIITOMIB.

LiabemuyHull nepugepuyHull HelponamuyHul 6iab.

[ToBimoMIIsinOCS PO MOOOUWHOKI BUMTAOKY CYIUAATbHOI0 MUCIIEHHS Ta CyllMAaabHOl TOBEIiHKHY IIif
yac Teparii gymokceTuHOM a00 ofpa3y mmicys ii 3aKiHYeHHS, K i TPy MpUMoMi iHIIMX TiKapChKUX
3aco06iB i3 momibHOI0 hapMaKooTiyHOIO fieto (aHTUmenpecanTn). Illo cTocyeThCcss PaKTOPiB PUSUKY
CcyluMpanbHOCTI TP Aempecii, ouB. po3xin Buine. Jlikapi MOBMHHI 3a0X04yBaTH Nalli€HTIB
MOBIOMIISITH TIPO OyMIb-SIKi TPUBOXKHI IyMKU YU MOYYTTS Y OyOb-SIKUH 4ac.

3acmocysaHHA y dimet ma niosaimkia 8ikom 00 18 pokis

IyTOKCeTUH He CJIii 3aCTOCOBYBATHU IIPHU JIiKyBaHHi AiTel BikoM [0 18 pokis. CyinupganbHa MOBeOiHKa
(ctipobu camory6cTBa i cyluupganbHi OyMKH) Ta BOPOXKHeYa (IepeBaXHO arpecis, Omo3ulliliHa



MOBEe[IiHKA Ta THiB) YacCTillle CIIOCTepiraaucs y KIiHIiYHUX BUMIPOOYBaHHSIX 3a y4acTi [iTed Ta
HifTiTKIB, SKi OTpUMYyBaIu aHTUAEIIPECAHTH, TOPIBHSIHO 3 TUMH, XTO OTPUMYBaB IL1ane6o.

Kposomeua

3adikcoBaHO MOPYIIEHHS reMOCTa3y, TakKi IK eKXiM03, TypIypa Ta IITyHKOBO-KUIIKOBI KPOBOTEUI,
npu 3actocyBanHi CI33C ta [33CH, BK/II0Yar4u OYIOKCETHH. [[yTOKCETUH MOXKe 30i/TbIINTH PU3UK
BUHUKHEHHS ITiC/ISITONIOT0BOI KPOBOTEYi (IMB. MiApO3in «3acToCyBaHHS Y Iepiof BariTHOCTI abo
TOoyBaHHS I'PyAnto»). [TallieHTy, AKi MpUUMalOTh aHTUKOATYJISIHTH Ta/a0bo /miKapchki 3acobu, siKi, K
BiOMoO, BIIIMBAIOTh Ha QYHKIIiI0 TPOMOOUMTIB (HaIpUKJIIa/l, HECTEPOINHI MpoTu3ananbHi 3acobu ab6o
areTUICaIilUIoOBa KUCJIOTa), Ta MAaIlliEHTH 3 BiTOMUM reMOpariyHuM fdiaTe30M MOBUHHI
OOTPUMYBATUCS 00E€PEKHOCTI.

TI'inonampiemis

linonaTpieMito 6ys10 3ape€eCTPOBAHO Y MalliEHTiB IIPH JIiKyBaHHI TyTOKCETHHOM, BK/IIOHUAI0YH BUTIAAKU
3 piBHEM HaTpiio B cupoBaTili KpoBi HuXk4Ye 110 Mmons/n. I'inoHaTpiemisa Moxke OyTu OB’sI3aHa i3
CHHIOPOMOM IOPYIIEHHS CeKpellil aHTUAiypeTUYHOT0 TOPMOHY. BinbIlicTh BUNIAAKiB TimoHaTPieMil
CIIOCTepiraauch y MalieHTiB JTITHHOTO BiKy, 0COONKUBO Y 3B'513KY 3 HEAABHLOIO iCTOpi€l0 ab0 CTaHOM,
II0 CIIPUYKHSE 3MiHYy Ganancy pigunu. [lamieHTaM i3 migBUIIEHUM PHU3UKOM TiloHATPieMil (mamieHTn
JIITHBOTO BiKY, MAI[iEHTH 3 IIUPO30M Ta [eTifpaTalli€lo, Nali€HTH, IKi IpUUMaTh AiyPEeTUKH) CIIif
IOTPUMYyBaTUCS 00ePEeKHOCTI.

ITpunuHeHHA AIKYBAHHA

[Ticns npunuHeHHS JiKyBaHHS (0COOIMBO IiCIIST PATOBOTO MPUIIMHEHHS) YaCTO BUHUKAIOTh
CUMIITOMH BimMinu (muB. po3min «ITobiuHi peakiii»). Y KiniHiuHMX gocmimxkeHHIX HebaXkaHi MMomil, 1m0
CIIOCTEpIranucs Py PalToOBOMY NIPUNUHEHHI JIiIKyBaHHS, BUHUKAIU IPUOIU3HO y 45 % MallieHTiB, gKi
IpuiManu OyJI0KCeTHH, i y 23 % malieHTiB, 9Ki mpuiimany nnane6o. PU3WK BUHUKHEHHS CUMITOMIB
BigMiHu, sikui croctepiraerscs npu CI33C ta I33CH, Moxke 3anexkaTy Bifl JeKiTbKOX (aKTOPiB,
BKJII0YAlO4YY TPUBAJIICTh JIIKyBaHHSA Ta J03y IIpelapaTy, a TaK0X IIBUOKICTh 3HUKEHHS [A03H.
Heb6axaHni peaxkirii, ski BUHMKAIOTh HalyacTime, HaBedeHi B po3mini «ITo6iuHi peakmii». 3a3Buyai,

I[i CHMIITOMY MalOTh JIETKUM Ta CEPefHilil CTYIiHb TAXKKOCTI, OOHAK Y OesIKUX MallicHTiB BOHU MOXYTh
OyTH TAKKUMH 3a iIHTEHCUBHICTIO. 3a3BMYall CUMITOMH BiIMiHM BUHUKAIOTh MIPOTATOM IIE€PIINX
OEKINbKOX [HIB IMiCIIS MPUIKHEHHS JTIKyBaHHS, ajie HagXOOUIIU ITO0AUHOKI ITOBITOMIIEHHS

IIPO BUHUKHEHHS TaKWX CHUMIITOMIB y MAIl€HTIB, IKi 4yepe3 HeyBaXKHICTh MPOIyCKalIu IPUIOM

103U IIpernaparTy. 3arajaoM, Lii CAHMITOMUA MAHAIOTh CAMOCTIMHO IPOTArOM ABOX THUXKHIB, X04a Y
IesKUX TallieHTiB BOHM MOXYTh TPUBATU fOBIIe (2-3 Micsui abo mosimie). OTXke, Mif Yac NPUNUHEHHS
JiKyBaHHS HEOOXigHO IMOCTYIIOBO 3HUKYBATH 103y AYIO0KCETUHY MPOTATOM IIIOHANMEHIIIE JBOX
THXKHIB, 3a71€KHO Bif moTpe0 narierTa (auB. po3min «Crocib 3acToCyBaHHS Ta OO3U»).

ITayieHmu AiMHbO20 BIKY

IaHi moao 3acTocyBaHHS 120 Mr OyJIOKCETUHY MallieHTaM JITHBOTO BiKy 3 BEIMKUM OENPECUBHUM
PO3JIafioM Ta reHepasii3oBaHUM TPUBOXKHUM PO3JIafioM oOMexkeHi. ToMy citif mposaBiIaTH 00epexkHiCTh
IIpU JIiKyBaHHI JI0Je! JTITHBOTO BiKy 3 MaKCHMa/IbHAM A03YBaHHAM (OUB. PO3OiNHU
«DapmakokiHeTuka» i «Crocib 3acToCyBaHHS Ta OO3U»).

Akamusis/ncuxomomopHe 36y0HCeHH A

3acTocyBaHHSA [yJIOKCETUHY OyIJI0 OB I3aHe 3 PO3BUTKOM aKaTH3ii, III0 XapaKTePU3y€EThCS
Cy0’€eKTUBHO HETPUEMHUM ab0 TPHUBOXKHUM 30yIKEeHHSIM Ta HeOOXigHICTIO YaCTO pyXaTucs i
CYTIPOBOMKYETHCS He3IaTHICTIO CUOiTH a00 CTOSATH Ha Micui. Lle siButie Ginbi iMOBipHO BinOyBaeThCs



IIPOTSTOM IEPINKX NeKiTbKOX THXKHIB JTiKyBaHHS. Y TAIli€HTIB, V IKUX PO3BUBAIOTHCS Ii CHMIITOMH,
30iNbIIIeHHS 03U MPerapaTy MoXKe 3aBOaTH IIKOAU 3M0POB 0.

JlikapcuKi 3acobu, w0 micmams 0y/10KCemuH

[ly7I0KCeTUH 3aCTOCOBYETHCS Iifl PI3HUMU TOPrOBEJIbBHUMY MapKaMu 3a Pi3HUMU IIOKa3aHHAMU [0
3aCTOCyBaHHS (JTiKyBaHHS HiaOeTHYHOT0 HEHPOMaTUYHOTO 600, BEJIUKOT0 JEeTIPECHBHOIO PO3JIany,
reHepai30BaHOI'0 TPUBOXKHOIO PO3JIaAly Ta CTPECOBOTO HeTpUMaHHA cedi). Crif yHUKaTH
3aCTOCYBaHHS KIJIBKOX 13 IUX IIpernapaTiB OGHOYaCHO.

I'enamum/nidB8uu,eHHA pieHA NeviHKoB8UX (pepMeHmia

Bunapku ypaXeHHS [Ie4iHKH, B TOMY YHKCJIi 3HAYHE MiIBUIIEeHHS PiBHSA (EPMEHTIB IEeYiHKHI

(>10 pa3iB BepxHbOI MeXKi HOPMHU), TETIATUT i KOBTAHUISA OyJIM 3ape€ECTPOBaHI IIpK 3aCTOCYBaHHI
nynokceTuHY (muB. po3pin «IlobiyHi peaxii»). BinbuIicTh i3 HUX BUHUKAIN IPOTSITOM IIEPIIUX
MICSIIiB JTIKyBaHHS. YIIKOOXKEHHS ITeYiHKM Hal4dacCTillle Ma€ TenaToleoNIpHUN XapakTep.
Heo0xifnHO 3 06epexkHiCTIO TpU3HavYaTH [AYJIOKCETHH TallieHTaM, SKi IPUiMaloTh IpernapaTH, 110
MOXKYTb CIPUYUHUTH YIIKOOXKEHHS [TE€YiHKMU.

Cmamesa oucpyHKuin

CenekTuBHi iHribiTOpu 3BOpOTHOTO 3axomnneHHs cepoToHiny (CI33C)/iuribiTopu 3BOPOTHOTO
3axOIIEHHSI CEPOTOHIHY i HopaapeHaniny (I33CH) MOXKyTh BUKIUKATH CUMIITOMU CTaTEBOL
nuchyHKIil (ouB. po3min «[To6iuni peakuii»). Bynu moBimoOMIeHHS PO TPUBAJY CTAaTEBY AUCHYHKIIIIO,
Ipu SIKiM cumnToMu 36epiranucs, He3Baxkaiouu Ha npunuHerHs aii CI33C/ I33CH.

Caxapoaa

Lleit mikapchKu# 3acib MiCTUTH caxapo3dy. [lalieHTy i3 pifKiCHHMU CllagKOBHMHU IIpobjieMaMu
HellepeHOCUMOCTi (GPYKTO3H, MaababcopOIlil T/1I0K03u abo rajakTo3y, abo HefOCTaTHICTIO caxapasu-
i30ManbTa3u He OBMHHI IPUKMAaTH ey Ipenapar.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py00ro.
Barirsicte

IocmigXeHHS Ha TBapMHAaX IMOKa3ald PENPOAYKTHBHY TOKCHYHICTD ITPU PiBHAX CUCTEMHOI €KCITO3HIIil
(AUC) mynokceTHHY HUXKYe, HiK MaKCUMaJlbHUY PiBeHb KJTiHIYHOI €KCITO3UIIil.

Y mocmigXeHHAX 3 BUBYEHHS BIIMBY OYJIOKCETUHY Ha IIJIif i 9ac MepIIoro TPUMECTPY BariTHOCTI,
He 0YyJI0 OTPUMaHO MTePeKOHIUBUX Pe3yIbTaTiB CTOCOBHO IiABUINEHOTO PU3UKY CEPUO3HUX
crienudivHMX BPOOKEHUX Bajl PO3BUTKY, 30KpeMa - Baf] CEepI.

Bimomo, 1110 3acTOCYBaHHS My/TOKCETHHY Ha ITi3HiX TepMiHax BariTHOCTI (y Oymob-skui 4ac Big 20
TUKHIB BariTHOCTI [I0 10JI0TiB) Oys10 1TOB’I3aHO 3 MiIBUILIEHNM PU3UKOM ITepefdaCHUX TIOJIOTIB.

IlaHi cmocTepeXeHb CBif4aTh PO MigBUIIEeHUY PU3UK (MEHIIe, HiXK y 2 pa3u) MiCIsAI0I0roBol
KpPOBOTeYl y pa3i 3aCTOCyBaHHSA AYJI0OKCETUHY IIPOTATOM MICALS [0 MOJIOTIB.

Emipemiomnoriuni gani mokasanu, 110 3actocyBarHs CI33C mip yac BariTHOCTI, 0cOO/TMBO Ha Mi3HiX
TepMiHaX BariTHOCTi, MOXke 30ilbIINTH PU3UK PO3BUTKY IIEPCUCTYIOUO] JIeTeHeBoi rinepTeHsil y



HOBOHapomxeHux (ITJIT'H).

Xoya y XKOOHUX AOCIIAXKEHHAX He OCIiIXKyBaiu 3B 230K [1JII'H 3 nmikyBaHHAM i3 3aCTOCYBaHHAM
CI33C, el moTEeHUIMHNNI PU3UK He MOXKHA BUKJIIOYUTHU [JIs OyJIOKCETUHY, Oepydu OO yBaru
BiATIOBigHMY MeXxaHi3M [ii (iHri0yBaHHS 3BOPOTHOTO 3aXOIJIEHHS CEPOTOHIHY).

4K i mpu npuiioMi iHIIUX CEPOTOHIHEPTiYHUX JTiIKAPCHKUX 3aC00iB, Y HEMOBIIAT MOXKYTh
CIIOCTepiraTucs CUMITOMU CHUHIPOMY BiIMIHU, SIKIII0 MaTH 3aCTOCOBYBasla AYJIOKCETUH Iiepen
nosioraMu. CUMITOMY CUHAPOMY BiIMiHH, 110 CIIOCTEPIral0OThCA IPU 3aCTOCYBaHHI AYJIOKCETUHY,
BKJIIOHAIOTh TiIIOTOHII0, TPEMOD, MMiIBUILIEHY HEPBOBY 30YIIUBICTD, YTPYIHEHHS KOBTAHHS,
IPUTHiYEHe MUXaHHS Ta eMiienTUYHi Hanagu. Y OiNbIIOCTi BUNIAKIB 1i CUMIITOMU CIIOCTEpiramucs
ofpasy Micis HapohKeHHs a00 MPOTATOM KiJIbKOX IEePIINX AHIB KUTTS.

LlyJI0KCeTHH CJIifl 3aCTOCOBYBATH IIifl YaC BaAriTHOCTI JIUIIe Y BUIIAAKY, AKIIO OYiKyBaHa KOPUCTH [JIA
MaTepi BUIIPaBAOBYE MOTEHIIMHUYI PU3UK IJ14 I1ofa. 2KiHKaM Mif Yac IpUuioMy AYJIOKCETUHY
HeoOXiHO TOBIHOMJIATH JIiKapIo MPO BaTiTHICTh ab0 SKIIO XiHKa IJIaHy€e BaTiTHICTb.

T'ogyBaHHS TPYOIIO

3a maHUMH OOCIigKEeHHS, ITPOBEIeHOr0 Y IIeCTH rofyI0unX MaTepiB, SKi He TOMyBasX CBOIX HiTEH,
OYJIOKCETHH AyxXKe cl1abo eKCKPETYETLCS y TPYOHE MOJIOKO B OpraHi3Mi moguHu. BcTaHOBIIeHa o3a
I OUTUHY 3 PO3PaxyHKy MijirpaM Ha KijorpaM Macu Tina ctaHoBuTh 0,14 % Bif MaTepUHCHKOI
no3u (guB. po3min «PapMakoKiHeTHKa»). be3neka 3acTOCyBaHHSA AYJIOKCETUHY y AiTeX HEBigoMa,
TOMY TOAYBaHHS IPYAIIO Mif Yac IPUUOMY AYJIOKCETHHY HE PEKOMEHOYEThCS.

D®epTUILHICTE

Y mocnifKeHHSX Ha TBAapUHAaX OYJIOKCETUH He BIINBAB Ha YO0JIOBi4Yy (DePTUIBHICTE, @ BIIJIUB Y KiHOK
CIIOCTepirascd JIUIIe y [03aX, 0 CIPUYUHSIOTh TOKCUYHY [Iil0 Ha OpraHi3M MaTepi.

30amuicmb enausamu Ha weudKicmb peakuii npu KkepysaHHi asmompaHcnopmom abo
[HWUMU MexaHiamamu.

IlocnigKeHb OO0 BIJIMBY Ha 30aTHICTh KepyBaTH aBTOTPAHCIIOPTOM Ta MIPaL0oBaTH 3 iHIIUMU
MeXaHi3MaMu He poBofunn. [IynoKceTuH Moxe OyTu OB’ sI3aHUM i3 OSIBOIO cefallii Ta
3armaMopoyeHHs. ToMy npu BUHUKHEHHI cefallii abo 3amaMOpOYeHHS MAIliEHTH TOBUHHI YHUKATH
IOTEHIIINHO He0e3meyHux poO0iT, TaKUX K BOHIiHHS a00 eKCIlyaTallis MalluH.

Cnoci6 3acmocyeaHHsi ma 0o3u.

Cnoci6 3acTocyBaHHS

[lynoKceTHH IpU3HaYeHUN AJ1s IIepoPaibHOTO 3aCTOCYBaHHS.
03u

Beaukuti 0enpecugHull po3aad

[TouaTKOBa Ta peKOMeHJ0BaHa MifATpuMyioda fo3a - 60 Mr 1 pa3 Ha mo0y, He3alekHO Bifi BXKHWBaHHS



ixi. [TodyBanHs nmoHan 60 mr 1 pa3 Ha mo6y mo MakcuMamnbHOI fo3u 120 Mr Ha o6y Oynu oIiHeHi 3
TOYKHY 30Py Oe3meKy y paMKax KIiHiYHuX BUIIPoOyBaHb. [IpoTe HeMae KIiHIYHUX JaHUX ITPO Te, 110
TAIliEHTH, SIKi He pearyoTh Ha II0YaTKOBY PEKOMEHIOBAaHY H03Yy, MOXKYTh OTPUMATH KOPUCTh Bifl
[MigBUIIEHHS MO3U.

TepaneBTUYHUY pe3yIbTaT 3a3BUYall CIIOCTEPIraeThCsa yepes 2-4 TUXKHI JTiKyBaHHS.

[Ticrs KOHCOMiallil aHTUAENPECUBHOI BiiTIOBiMIi pEKOMEHIYETHCS MIPOAOBXKYBATH JTiKyBaHHS
IIPOTATOM [IeKiTbKOX MiCSIIiB, 1100 YHUKHYTH PELUAUBIB. V MallieHTiB, fKi pearyioTh Ha OyJI0KCETUH
Ta 3 aHaMHE30M II0IIepefHiX TOBTOPHUX CEPUO3HUX €Mi30/IiB fenpecil MOXKHa PO3TIHYTH IIOHasIble
TpUBaJie NiKyBaHHS y 7031 60-120 mMr Ha mo0y.

I'eHepanizosaHi MpusoMCHi Po3aadu

PekoMmeHOoOBaHa MOYaTKOBA [I03a [JIS IAlli€HTIB 3 TeHepali30BaHUM TPUBOXKHHUM PO3JIafOM CTaHOBHUTH
30 mr 1 pa3 Ha 00y, He3aiexkHO Bifl BXKMBaHHS 1XKi. Y mallieHTiB 3 HeJOCTaTHHOIO PeakIlieio mo3a
noBuHHa OyTu 30inbiieHa 7o 60 Mr, 110 € 3BUYaWHOIO MiATPUMYI0UY0I0 103010 y OiNbIIOCTI IalieHTiB.

Y mauieHTiB i3 CynyTHIM CUHAPOMOM BEJIUKOI'0 AEIPECUBHOTO PO3JIafy AK 104YaTKOBA, Tak i
nigTpuMyloda fio3a cTaHoBUTHL 60 Mr 1 pa3 Ha [00y (OuB. peKoMeHAallil 00 A03yBaHHS BHUIIE).

Ho3u mo 120 Mr Ha mo6y, K 6yy0 oKa3aHo, e(eKTUBHi, OLiHIOIOTHCS 3 TOUKU 30PY O€3MeKu y
KJTiHIYHUX BUMIPOOyBaHHSIX. TOMY OJISl TUX TAIliEHTIB, y IKUX HEIOCTaTHS peaklis Ha mo3y 60 mr,
MOXKHa PO3TISHYTH HigBuieHHs mo3u 00 90 a6o 120 mr. [TigBuilleHHS 0034 ITOBUHHO Oa3yBaTUCS Ha
KJIiHIYHIY BIATIOBIOl Ta IEPEHOCUMOCTI.

[Ticrs KoHComigalril BigmoBifi peKOMEHYETHCS MMPOOOBKYBATH JIIKYBaHHS IMTPOTSATOM HOEKITbKOX
Micsi1iB, 100 YHUKHYTH PELUAUBIB.

IliabemuyvHuil nepugepudHull HeliponamuyHuil 6inb

[ToyaTkoBa Ta peKOMEH[I0OBaHa MiATpUMYy0Ya f03a - 60 Mr 1 pa3 Ha o0y, He3aJlekHO Bifl BXKUBaHHS
ixi. 3acTocyBaHHs npenapary noHazn 60 mr 1 pa3 Ha go0y 0 MakcuMaibHOI fo3u 120 Mr Ha 0oly,
10 TPUHMAJIUCh Y PIBHOMIPHO PO3MOMiIeHUX N03aX, OILiHIOBAIM 3 TOYKYU 30py 0€3MeKH Y KITiHiYHIX
BUINIpoOyBaHHIX. KOHIIEHTpAIlisl OYTOKCEeTUHY B IJIa3Mi IEMOHCTPYE BEJIMKY iHAUBITyaIbHY
MiHNUBICTD (OUB. po3ain «PapMakokiHeTuka»). OTXKe, OesKi MaIlleHTH, Ki HEOOCTaTHLO pPearyoTh Ha
no3u 60 Mr, MOXYTh OTPUMYBAaTH BUILY H03Y.

Pesynbrar nikyBaHHS CIIif OLIHUTH 4epe3 2 Micsli. Y XBOpUX 3 HeaZleKBaTHOIO ITI0YaTKOBOIO peaklliclo
[O0OaTKOBa peaklis Iicid I[bOTO Yacy HaBPS[ YU MOXKJIKBA.

TepaneBTUYHY KOPUCTH CJIifi IOBTOPHO OIL[iHIOBATHU (IpUHAWMHI KOXKHI 3 Micsi) (IUB. PO3Min
«®apMaKoouHaMiKa»).

Ocobaugi nonyaauii
ITayieHmu AiMHbO20 BIKY

[l1s malieHTiB JIITHBOTO BiKy He PEKOMEHOYEThCSA PEryJIl0oBaTU HO3U JIUIE Ha OCHOBI BiKy. [IpoTe crif
OyTu 00epeXKHUMHU TIPU JIiKyBaHHi JTI0fiel TITHLOTO BiKy, 0COGJIMBO TP 3aCTOCYBaHHI OYJIOKCETUHY B
no3i 120 Mr Ha o6y Ipu BeJTMKOMY enpecuBHOMY po3nafi abo ['TP, gns skux naHi obMexeHi (Ous.
po3minu «®apMaKokiHeTHKa» Ta «OCOBIUBOCTI 3aCTOCYBaHHS»).



ITeuiHkosa HedocmamHicmb

[lyJI0KCeTHH He CJIif 3aCTOCOBYBATH ITallieHTaM i3 3aXBOPIOBAHHAMU I1€YiHKY, 110 MOXKYTh
CIIDUYMHUTH II€YiHKOBY HEOCTATHICTh (IUB. po3hinu «PapMakokiHeTrKa» Ta «[IpoTUIIOKa3aHHSI»).

Hupkoea HedocmamHicmb

[ nauieHTiB 3 nerkuM abo cepefiHiM CTyIleHeM HHPKOBOI HEJJOCTATHOCTI (KJIipeHC KpeaTHHIHY Bif
30 go 80 mn/xB) KOpeKIIis 03K He MOTPiOHa. [IyJI0KCEeTHH He CIIifl 3aCTOCOBYBATH IallieHTaM 3
TSI2KKOI0 HUPKOBOIO HEIOCTaTHICTIO (KipeHC KpeaTuHiHy < 30 MJI/XB, OUB. PO3Ain
«IIpoTunoKa3aHHI»).

ITpunuHeHHA AIKYB8AHHA

BapTo yHUKaTH panToBOr0 NIPUMIMHEHHS JTiKyBaHHA. [Ipy NpUNUHEHHI JIiKyBaHHS OYJI0KCETUHOM
103y HeOOXiMHO IIOCTYTIOBO 3HUKYBATH MIPOTITOM IPUHAUMHI 1-2 THXKHIB, 11100 3HU3UTU PU3UK
PO3BUTKY CUMIITOMIB BigMinu (muB. po3ginu «OcobauBocTi 3acTocyBaHHI» Ta «[100iuyHi peakuii»). ¥V
BUIIAKY PO3BUTKY HECTEPIHUX CUMIITOMIB, IO 3’ SIBJIIOTHCS IIiC/IsT 3HUKEHHS NO3U IIpenapary abo B
pe3ysbTaTi IPUNNHEHH JTiKyBaHHS, MOXKHa IIOHOBUTH 3aCTOCYBaHHS paHillle IPH3HAYEHOI JO3U.
3ropoM yiKap MOXKe IIPOJOBKUTY 3MEHIITYBaTH [03Y, ajie GibIl MOCTYIIO0BO.

Himu

[Ipenapat He ciig NpuU3HavYaTH OiTAM BikoM 10 18 pokis.

Ilepedo3yeanHs.

[ToBimoMIIsIIOCS TIPO BUITQKHY ITePeNo3yBaHHS OYIOKCETUHOM OKpeMo a0o B KoMOiHarii 3 iHImmuMu
nmikapcbKuUMU 3aco0amu y f03i 5400 mr. Bynu nmoBigoMiieHHs PO JIeTalabHi BUIAAKY IiCs
nepeno3yBaHHs AYJI0KCETUHOM, ITlepeBaxHOo Yy KoMOiHallii 3 iHIMMY TiKapchKUMH 3ac00aMu, a TaKOXK
TiIBKY TyJIOKCETHHOM Y 0031 npubnu3no 1000 mr. O3HaKX Ta CUMIITOMU Ilepefo3yBaHHS (0KpeMo abo
y KoMOiHarii 3 inmuMu JTikapchKUMHU 3acobaMu) BKITIOYaId COHJIMBICTb, KOMY, CEPOTOHIHOBUM
CHHOPOM, CymoMH, O/TI0BaHHS Ta TaXiKapmiio.

CrerudivyHi aHTUIOTH [0 AYJIOKCETUHY HEBIOMi, TP MOSIBi CEPOTOHIHOBOTO CUHAPOMY HeoOXifHe
cnenudiyHe TiKyBaHHA (UIPOrenTaguH Ta/abo KOHTPOJb TeMepaTypu). HeoOxinHo 3abe3nedyuTu
IPOXiAHICTh AUXaJbHUX IUISAXiB. PEKOMEHAY€EThCA IPOBOAUTH MOHITOPUHT CEPIEBOI OiIbHOCTI Ta
KOHTPOJIb OCHOBHUX ITIOKQ3HUKIB XKUTTEMIAILHOCTI Pa30M i3 BiiIOBITHUMY CUMITOMaTAYHUMH i
NiATPUMYIOYMMU 3aXofaMu. Moxke OyTU Mpu3HaYeHO MIPOMHUBAHHS IIIyHKA 0€31ocepefHbOo Mics
MIpUOMY ITpenapaTy a0o y Ialli€HTiB i3 MPOsIBOM CUMIITOMiB. AKTMBOBAHE BYTiNIsA MoXe OyTH
KOPHUCHUM [7151 00MeXKeHHS orTMHaHHS. [[yJ0KCeTUH Ma€e BeNTUKui 00’'eM pO3MOMiny B opraHiami, y
3B’sI3Ky 3 UMM (opcoBaHuM miypes, remonepdysis Ta oOMinHa nepdy3is HaBpsAm YU OYOYTh KOPUCHI.

ITobiuni peakuii.

Kopomkutl onuc npoginto 6e3neku



Harttuacrimie 3apeecTpoBaHUMY HeOakKaHUMU peakllisiMU y Malli€HTIB, SIKi OTPUMYBaIu OYIOKCETHH,
Oynu HyOoTa, TOMOBHUH Oiflb, CyXiCTh Y POTi, COHJIMBICT Ta 3amaMopoueHHs. [TpoTe GinbImiCcTh
TOIIMPeHNX HeOakaHUX peakiriii 6ynu 1erkoro abo cepegHbOro CTYIEeHs, BOHU 3a3BUYall BUHUKAIN
Ha MO0YaTKYy JTiKyBaHHS, OIMBIICTE i3 HUX Maid TEHAEHIIiI0 10 3HUKHEHHS, HaBiTh IIPU IO0BXKEeHHI
Teparrii.

Y3azanvHeHa mabauys HebadxcaHux peakuiu

Huxue HaBeneHi HeGaxKaHi peakilii, 1110 3a3HaYalIuCs Y CIIOHTAHHUX IIOBiOMIEHHSX Ta I Yac
m1are00-KOHTPOIbOBAHUX KITiHIYHUX HOCITiIXKEHb.

Ominka dacToTu: myxe 49acTo (=1/10), gacto (Big =1/100 mo <1/10), HeuacTo (Big =1/1000 mo
<1/100), pigko (Big =1/10 000 go <1/1000), myxe pigko (<1/10 000).

Y Mexkax KOXKHOI rpynu 4acTOTH HebaxkaHi eeKTH MpeCcTaBIeHi B MOPSAKY 3MeHIIeHHS
CEepPHO3HOCTI.

IHpexuii ma iHBa3sii: He4aCTO - JTAPUHTIT.
3 60Ky iMmyHHOI cucmemu: PIAKO - aHa(diTaKTUYHA PeakKilisl, MiABUIIeHa Yy TJIUBICTb.
3 60Ky eHOOKPUHHOI cucmemu: PIAKO - TIIOTUPEO3.

3 60Ky 06MiHY pevoBUH i Xapuy8aHHs: 4aCTO - 3HUKEHHS alleTUTy; HeYacCTo - Timepriikemis
(oco6mMBO y MALiEHTIB i3 yKpOoBUM Hia0eToOM); PidKo - merigpaTarlis, rimoHaTpieMis, HEOOCTATHICTh
ATIT®.

IcuxiuHi po3aadu: 4acTo - 6€3COHHS, 30yIKeHHs, 3HUXKEHHS J1i0igo, TPUBOXKHICTB,
aHOpra3Misi, He3BMYHi CHOBU/IIHHS; HEYACTO - CyilMaanbHe MUCIIEHHS, PO3JIafy CHY,
OpyKCH3M, Ie30picHTallisd, anaTis; pigko - CyluuganbHa HoBe/jiHKa” , MaHisl, TaloniHalii,
arpecist Ta 37iCTh .

3 60Ky Hepsosoi cucmemu: TyXKe YacTO - TOJIOBHUM 0iib, COHIUBICTh; YaCTO - 3allaMOPOYEHHS,
JleTaprisi, TpeMop, apecTesis; HedyacTo - MiOKJIOHis, aKaTu3id , HepBOBICTh, IIOPYLIEHHS
yBaru, OUCTeB3is, OUCKIHE3is, CHHAPOM HECIIOKIMHUX Hir, IIOTaHUM COH; PIOKO -
CEepPOTOHIHOBUI CHHAPOM’, CYOMH', ICHXOMOTOPHE 3aHEIOKOEHH , eKCTpamipaMifHi
po3magy’.

3 60Ky opaaHis 30py: 4acTo - PO3MIUBYAcTe 300paxkKeHHS; HeYacTo - Mifipia3, po3nagu 30py; PimKo -
riaaykKoMma.

HiB cayxy I 1abipuHmMy: 4acCcTo - O3BiH Y ByXaX ; HEYaCTO - BepPTUro, 0iip y Byxax.
3 60Ky opeaHis ¢ ab my: 4acTo - A3 ax'; HeyacTo - Be 0,0 a

3 60Ky cepus: 4acCTO - MabIIiTallisd; HEYACTO - TaxikKapMis, CypaBeHTPUKYIISIPHA aPUTMist, TOJIOBHUM
yrHOM (PiOpuIsLisa mepeacepnb.

3 60Ky cyOuHHOi cucmemu: 9acTO - HiABUIIEHHS apTepialbHOro THCKY , IPUIIMBY Kapy;
HedacTo - BTpaTa CBiIOMOCTi’, apTepiasbHa rinepTensis”®’, opTocTaTu4Ha TiIOTeH3is’,
BiUYTTS XOJIOAY B KiHIIiBKaX; PiAKO - TiIepTOHIYHNU Kp1/133'6.

3 60Ky opaaHie OuxaHHs, 2pyOHOI KAimKU ma cepedoCmiHHA: 94acTo - MO3iXaHHs; HeYaCTO -
JlapuHTOCIIa3M, HOCOBAa KPOBOTEYa; PiIKO - iHTepCTHIliiiHe 3aXBOPIOBAHHS JIeTeHb , €03MHOMINbHA



THEeBMOHIST'.

3 60Ky mpasHoeo mpakmy: OyXKe 4acTo - HyJ0Ta, CYyXiCTh Y POTi; 4acTo - 3amnop, miapes, 6inb y
JKWBOTI, 67I0BaHHSA, TUCIEICisA, MeTeOpPU3M; HeJacTo - IUIYHKOBO-KUIIKOBI KPOBOTei
racTPOEHTEPUT, BiApPUXKKa, TaCTPUT, Aucharis; pifko - CTOMaTUT, HaIBHICTb KPOBi y
BUIIOPOXKHEHHSIX, HeIIPUEMHUH 3aIlax i3 poTa, MiKpPOCKOMIYHME KOTIT .

3 60Ky neuiHKU i o#08408UBIOHUX WsAXi8: HEYACTO - TeIIaTHT °, MiIBUIIEHNI PiBeHb Me9iHKOBUX
en3umiB (AJIT, ACT, nyxkHa ocdaTasa), rocTpe ypaxKeHHs [IeYiHKH; PigKO - MeYiHKOBa
HEIOCTATHICTh®, JKOBTSHHUIIS' .

3 60Ky wkipu ma nidwKipHOi KAiMKOBUHU: YaCTO - MigBUINEHEe TIOTOBUMINIEHHS, BUCHUIIAHHS; HEYACTO
- HiuHa MiTJUBiCTh, KPONIUB'THKA, KOHTAKTHUN JEePMAaTHUT, XOJIIOOHUM TIiT, peakiii GOTOYyTIUBOCTi,
IIiIBUIIEHA CXUJIBHICTE O YTBOPEHHS CHHIIB; PiIKO - CHHAPOM CriBeHca-Ixx0HCOHA®,
AHTI0HEBPOTHYHMI HAOPAK'; MyXKe PidKo - IKipHUI BaCKYIIiT.

3 60Ky cKesemHo-M’ 130801 cucmemu ma cno/iy4Hoi MKaHuHu: 9acTo - KiCTKOBO- M’I30BUM Oilb,
M’sI30BUU CIIa3M; HEYacCTO - BifUYTTsS CKYTOCTI M’'43iB, IOCMUKYBaHHS M’'43iB; PiIKO - TPU3M.

3 60Ky HUPOK ma ceuosusiOHUX wW/sXxig: YaCTO - QU3YyPisd, YacTe CeYOBUIIYCKaHHS; HEYACTO -
3aTpUMKa CEYOBUIYCKaHHS, YTPYIHEHUY [104YaTOK CEYOBUIYCKAHHS, HIKTYpid, OJiypis,
3HUKEHHS TOKY Cedi; PiiKO - aHOMaJIbHUY 3alax cedyi.

3 60Ky penpodyKkmueHoi cucmemMu ma MO/A0YHUX 3d/103: YACTO - €PEKTUITbHA AUCPYHKIIIS,
MOPYILIEHHS esIKYJIIsllil, 3aTPUMKa esKYJIAllil; He4acTo - TIHEKOJIOTiuHi KpOBOTEeYi, MEHCTPYyasbHi
po3Iajiu, ceKcyanbHa TUCOYHKIIiS, TECTUKYIISIPHUN 0iflb; PigKo - CAMITOMH MEHOIay3H, IaJlakKTopes,
rinepnponakTuHeMis, miCIAI0I0roBa Kpoporeyda’,

3azanvHi po3nadu ma cmaH micua eeedeHHA npenapamy: 4acTo - IafiHHA’, BTOMa; HeyacTo - Oiflb y
rpyAsax’, morage CaMOIOYYTTS, Bif4yTTs XOJIOMy, CIIpara, 03100, cabKicTh, BifdyTTs XKapy,
OPYLIEHHS XOMH.

[lodamxkoei 3MiHU npu 8uNPob6YBaHHAX: YacTO - 3HUKEHHS MacCH Tijla; HEYaCTO - MiABUILEHHS MacH
Tisa, MigBUINEHHS PiBHS KpeaTuHiHbOCOKiHA3H y KPOBi, 30iNbIIIEHHS PiBHA KaJlilo y KPOBi; pigKo
- MIiABUIIEHHS PiBHA X0JIECTEPOIIY B IIJIa3Mi.

' Bumafiku Cy[IoM Ta [I3BiH Y ByXaxX TaKOX CIOCTEpiralucs Hicis IepepuBaHHs JIiKyBaHHI.

* BumagK¥ OpTOCTATHYHOI TilOTeH3ii Ta BTpaTH CBiOMOCTI CIIOCTepiranucs nepeBaxHo Ha I0YaTKy
JIIKyBaHHS.

3 : .
uB. po3xin «Oco6MUBOCTI 3aCTOCYBaHHS».

* TIpo BUIa#KH arpecii Ta 3710CTi IepeBaKHO HOBiOMIANIOCS Ha IOYATKy JIKyBaHHSA Ta MiCIIsA
TIepepUBAHHS JTiKyBaHHS.

* TToBimOMIIATIOCS IIPO BUMAAKHU CyilUIanbHUX ifeil Ta HOBeIiHKH i Yac JiKyBaHHSA OyT0KCETUHOM
abo ompasy mmicisg TPUIUHEeHHS JTiKyBaHHS (IUB. po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).

® YacToTa HeOaKaHVX peakxlliiii BCTAHOBJIEHA i3 TOCTMaPKEeTHHTOBUX [OCTIIKeHb; He CIIOCTepiraamucs
y m1ane00-KOHTPOIbOBAHKX KITIHIYHUX OOCITiIKEeHHSX.



7 CTaTUCTHYHO 3Hauylle He Bipi3HAThLCS Bifl mane6o.
® Bumagku mamiHb Oymu GinbII YaCTUMH Y JIIOfel JIITHHOTO BiKy (= 65 POKiB).
’ Po3paxyHKOBa 4aCcTOTa Ha OCHOBI BCiX JaHUX KJTIHIYHUX JOCIiAXKEHb.

" O1iHKa 9aCTOTH Ha OCHOBI M11a1e60-KOHTPOILOBAHUX KITiHIYHUX OCTiIKeHb.

Onuc okpemux HebadxcaHux peaxuitl

[TpunuHeHHS NiKyBaHHS AYJI0KCETHHOM (0COOIMBO ParTOBE) YaCTO MPU3BOAUTE 0 BUHUKHEHHS
CUMIITOMIB BilMiHU. 3allaMOPOY€EHHS, IOPYIIeHHS YyTIXBOCTI (BK/II0YaOUy IapecTesito abo
BiIUyTTS IPOXOOKEHHS €JIeKTPUYHOTO CTPYMY, 0COOJIMBO B TOJIOBi), TOPYIIEHHS CHY (BK/II04UAl04YU
0e3COHHS Ta CUJIbHI MapeHHs), BTOMA, COHJIUBICTh, 3aHEITOKOEHHS ab0 TpUBOra, HymoTa Ta/abo
O1t0BaHHS, TPEMOD, TOJIOBHUM Oinb, Mianrisi, PaTiBIUBICTh, Hiapes, Timeprigpo3 Ta 3allaMOpPOYEeHHS €
HaM4YaCTIiIIIMM 3aPEECTPOBAaHUMHU PEaKITiIMH.

3a3Buyaii ansg CI33C Ta [33HC 1i sBura 6ymu nerkoro abo moMipHOTO CTyIeHs iHTEeHCUBHOCTI

Ta MUHAJIM CAMOCTiMHO; OHAK V [esSKUX TaI[i€HTiB BOHU MOTJTIX OYTH TSIXKKUMU Ta/ab0 TPUBAJIUMU.
Otxe, K110 HeMae HeoOXigHOCTI B IIOOAIbIIOMY JTiKyBaHHI OYJIOKCETUHOM, PEKOMEHIYEThCS
IIPOBOOUTH IIOCTYIIOBE MPUIIMHEHHS JTiIKyBaHHS, ITOCTYIIOBO 3HUXKYIOYHU 03y

npemnapary (ouB. po3ginu «Oco0IuBOCTI 3acTOCyBaHHS» Ta «CIoCi0 3aCTOCYBaHHS Ta JO3U»).

Y 12-tuxHeBi# rocTpit ¢hasi TphoX KIiHIYHUX BUMIPOOYBaHb OYJIOKCETUHY V MALi€HTIB 3 giaOe TUHUHUM
HeliponaTuyHUM 00JIEM CIIOCTepirany HEBENNKi, ajie CTaTUCTUYHO 3HAYYIIi IiABUIIEHHS PiBHS
TJIIOKO3Y B KPOBi HaTIlle IPU 3aCTOCyBaHHi AynokceTuHy. PiBers HbAlc OyB cTabinbHUM SK Y IPYIIi
Nali€eHTIB, SIKi MpuiiManu OyJI0KCETHH, Tak i B rpymi miane6o. ¥ ¢hasi mpogoBxkeHHs UUX OOCTiIXKeHb,
sKa TpUBaJa 0 52 TUXKHIB, crocTepiranocs 36inbienHs piBas HbAlc Ax y rpymi Iy/lIoKCeTHHY, Tak i
B I'PYIIi 3BUYANHOTO HaTJIAAy, OOHAK cepefHe 30inblleHHs y I'PYIIi TiKyBaHHS OYTOKCETUHOM
ctanoBuio 0,3 %. TakoxX crocTepiranocs HeBelnuKe 30iIbIIeHHST PiBHS TJTIOKO3X B KPOBi HATIIE Ta
3arajibHOT'0 X0JIeCTEePHUHY B MAIiEHTIB IIPX 3aCTOCYBaHHI TyJIOKCETHUHY, TOHI SK IIi 1abopaTopHi
aHaJsli3y oKa3aiv He3HaYHe 3HUXKEHHS PIBHA y IPYIIL 3BUYalHOTO HaTIsAay.

Iatepsan QT, cKOpUroBaHUM YaCTOTOX CEPLIEBUX CKOPOYEHD ¥ XBOPUX, SKi IPUUMaIu OYJIOKCETHH,
He Bifipi3HABCS Bif aHAJIOTIYHOTO y MAIl€HTIB, sSKi npuitMany nnane6o. 2KogHux KTiHiYHO 3HAYYIIUX
BimmirHOCTel y BumipioBaHHSIX QT, PR, QRS a6o QTcB Mmix marientamu, sSiKi mpuiiMany IyJI0KCEeTUH
Ta marebo, He OyII0.

Himu

[Tpodins mobiyHux peakint y miteit Ta migmitkis i3 BIIP ta i3 I'TP, AKi oTpuMyBanu miKyBaHHS
NOy7I0KCEeTHHOM OYyB IMOAiOHKUM [0 TOTO, IO CIIOCTEPIraeThCs V MOPOCIIUX.

[Ipu nikyBaHHI OyJI0KCETUHOM CIIOCTepiranocs cepenHe 3HuKeHHd Baru Ha 0,1 kr 3a 10 TuxHiB.
3ropioM, NalliEHTH B CEPEIHbOMY MaJii TEHOEHIIil0 00 BiTHOBIEHHS [0 CBOTO 6a30BOI0 MEPIIEHTUIIS
Barv Ha OCHOBIi feMorpaiuHuX JaHUX Bifl OMHOJIITKIB BiATIOBIIHOTO BiKy Ta CTaTi.

Tepmin npudamuocmi.



2 POKH.

YMmoBHu 30epiranHs.

30epiratu y HEJOCTYIIHOMY IJIsI MiTe# MicIli B OpUTiHabHIN yIIaKOBIi Mpu TeMnepaTypi He Buiie 30
°C.

YnakoBka.

s kancyn 30 mr:

1o 7 kancyn y 6mictepi; no 1 abo 4 6nicTepy B KapTOHHIN NayIli.
s kancyn 60 mr:

1o 7 Karcyn y 6mictepi; mo 4 61icTepu B KapTOHHIiH Haylli.

KaTteropisa Bigmycky.

3a pelemnToM.

BupoOHHK.
JlabopaTtopioc Hopmos, C.A./

Laboratorios Normon, S.A.

Micue3HaxoaKeHHsI BUPOOHHKA Ta afipeca Micls MpoBaIXKeHHS HOT0 Tis/TbHOCTI.
Poupa ne Banbaoekappico, 6, Tpec KanToc, 28760 Maapun, IcraHis/

Ronda de Valdecarrizo, 6, Tres Cantos, 28760 Madrid, Spain.

Y pasi suHukHeHHs nobivHuUX epekmis ma 3anumaHds U,000 b6e3neku 3acmocyB8aHHs AiKapcbko20
3acoby npocumo 38epmamucs 00 8i00iny papmaxorHazasn0y TOB «AciHo YkpaiHa» 3a adpecoro:
6yaveap Bausaaea I'agena, 8, m. Kuis, 03124, mea/paxc: 38 044 281 2333.



