IHCTPYKIIA

IJIsI MEIHYHOT 0 3aCTOCYBaHHsI JIIKapCHLKOT0 3aCo0y

OYJIIOKCHUH®
(DULOXIN)
Cknao:
0itoua pevoBuHda: NyJIOKCETUHY TiIPOXJIOPUL;

1 kamcyna Mictuth 33,7 MT OyJIOKCETHHY TifPOXJIOPUAY, 110 €KBiBalieHTHO AynokceTuHy 30 Mr, abo
67,4 Mr IyJOKCETUHY TiAPOXJIOPUAY, 110 eKBiBaJIEHTHO AYJIOKCEeTUHY 60 MT;

0OnoMIdCHI peuoBUHU: IyKOP CPepPUYHUM, TifPOKCUIIPOIiIMETHIIIENTI0NI03a, TI0JTieTUIEHT TiKO/Ib
6000, TanpK, yKpOo3a, TAPOKCUANIIPOIIIIMETUIILIEIONIO3U alleTaTy CYKIMHAT, TPUETUNIIUTPAT;

TBepHa XKemaTuHOBa Karncyna Ne 3 (gmsg Kamcyn 30 mr);
cKnad obosoHKu Kancyau: TuTany miokcup (E 171), ingurotus cusin (E 132), KenmaTus;
TBepAa XkejlaTuHOBa Karcysa Ne 1 (ais kamcyn 60 mr);

cKna0 06010HKU Kancyau: Tutany miokcup (E 171), ingurotun cunint (E 132), xiHoniHoBu# xkoBTUM (E
104), eputpo3un yepBouuu (E 127), xkenatus.

JlikapcbKa (popma. Karcynu KAIIIKOBOPO3YKHHI TBEP/i.
OcHosHi (pi3uko-xiMiyHi 8 1acmusocmi:

30 Mr: TBepHa XkKejlaTHHOBA Karcyna Ne 3, Kpullieyka CUHBOT'0 KOJIbOPY, KOpITycC 6isIoro KOIhopy.
Bwmict Kancynu - nenetu 6inoro abo mMaiixke 6i10ro KOILopy;

60 Mr: TBepHa XKejaTuHOBA Karcyna Ne 1, Kpuineyka CUHBOT0 KOJIbOPY, KOPITYC KOILOPY CIIOHOBOI
KicTKu. BMicT Kamcynu - nenetu 6inoro abo maiixke 6i10ro KOILOpPY.

dapMakoTepaneBTHYHA rpyma.

[ami antupenpecanTu. Kog ATX NOGA X21.

dPapmakono2iuHi e1acmueocmi.

dapmakoOuHamika.

MexaHi3M mil



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
IOCTiMKEHHSIX 3 BUBYEHHS BIIUBY (iKCOBaHUX 03 JIIKAPCHKOTO 3ac00y ¥ HOPOC/IMX MAalli€HTiB 3
BEJIMKUM [elIPpeCUBHUM PO3J1aoM. [[yJI0OKCETUH IPOLEMOHCTPYBaB CTAaTUCTUYHY [1epeBary Hap
nnaie6o. [Toka3HUKY BigNoBifi Ta peMicil Tak0XK OyIM CTATUCTUYHO 3HAYHO BUIIUMHU IIPH
3aCTOCYBaHHi OyJTOKCETHUHY IMOPIBHSIHO 3 MIaIeoo.

Y mocnipKeHHi, oe BUB4Yaau e(peKTUBHICTh OYIOKCETUHY [/ ITPO(diTakKTUKKA pPeUUANBiB, 010
BCTAHOBJIEHO, 110 JTiIKAaPChKUI 3acib Mae CTaTUCTUYHO 3HAYYIIY IIepeBary MopiBHAHO 3 myauebo.
[MamienTu 3 peunrgusyouuM BIIP, siKi oTpuMyBanu AyJI0KCETHH, Mall 3HAYHO HOBIINIL nepion 6e3
CHMIITOMIB ITOPiBHSIHO 3 IallieHTaMH, SIKi OTpHMYyBasy marebo.

HocmnigxeHHST eeKTUBHOCTI IyJIOKCETHHY Y MalliEHTiB JIITHBOTO BiKY 3 Aenpeciero (=65 pokiB)
II0Ka3aJI0 CTaTHCTUYHO 3HAUYIIY Pi3HUIO IOPiBHSAHO 3 I1alebo.

I'eHepasnizosaHuli mpusodcHull po3aad (I'TP): y KIIHIYHUX OOCHIAXKEHHSIX AYJIOKCETUH
IIPOJIEMOHCTPYBaB CTaTUCTUYHO 3HAUYIINY IlepeBary Haf Iiauebo Ipy Woro 3aCTOCYBaHHI B
rOCTPOMY IIepiofi Ta 3 MeTOI0 IPOo(diTaKTUKY PELUANBIB ¥ JOPOCIUX HalieHTiB 3 ['TP.

[Toxa3HUKHM BiATIOBiMi Ta peMmicii TakoxK OyIu BUIIMMU IIPX 3aCTOCYBaHHI MYTOKCETUHY MOPIiBHSHO 3
ntane6o.

Y mocnifKeHHi 3 BUBUEHHS IPO(ITaKTUKY PEIUANBIB ¥ Malli€HTiB TITHLOTO BiKy (=65 pokis) 3 ['TP
Oyna moBemeHa e(peKTHBHICTb 3aCTOCYBAHHS AYJIOKCETUHY MOPiBHSHO 3 miane6o. [Tpu npomy
e(heKxTHUBHICTh Ta Oe31meKa AYI0KCEeTUHY Y MallieHTiB JITHHOTO BiKy Oyu NOOiIOHUMU [0 THUX, 1[0
CIIOCTEepirajaucs y SOPOCIUX Mali€HTiB MOJIOALIOTO BiKYy.

MiabemuyuHuti nepupepuyHutl HetiponamuyHuii 6iab. EQEKTUBHICTD TyIOKCeTUHY Oya
BCTAHOBJIEHA y [IOCTIIXXKEHHSIX 3 BUBYEHHS JiKyBaHHS Hia0eTHYHOI0 HEHPOIATHYHOT0 000,

IynoKceTUH 3HaYHO 3MeHIITyBaB Oifib mopiBHSAHO 3 mianebo. EQekT y neskux naiieHTiB OyB
OYEBUIHUM Ha [EPLIOMY TUXKHI JIIKyBaHHS.

Y 1ux Xe OOCTigXKeHHSIX TaKOXK aHali3yBaJi BUHUKHEHHS y NallleHTiB BiI4yTTsS COHJIMBOCTI IIif Yac
JlikyBaHHA. Cepeq MMallieHTiB, K1 He BiqYyBaIu COHJIMBOCTI, KJIiHIYHA BiAIIOBIb CIIOCTEpIragacs
JacrTille y pa3i 3aCTOCyBaHHS AyJIOKCETUHY, HiX y NAIi€HTIB, SKi OTpUMyBasu Ianebo.

itn



3acToCyBaHHS OyJIOKCETUHY Yy MAIiEHTIB BIKOM [0 7 POKiB He [OCIiAXKYyBanoCk. [IOCTigXKeHHS, 110
IIPOBOJOUIIOCH i3 3aIy4eHHSAM HiTel BiKoM Bif 7 mo 17 pokis i3 BIIP, moka3saro, 1110 pe3yabTaTu
JiKyBaHHSA OYJIOKCETMHOM Ta B KOHTPOJIbHIN I'PYIi CTAaTUCTUYHO He Bigpi3HSAMUCS Bif mae6o.

[TpunuHeHHS NTiKyBaHHS Yepe3 nobiuHi edekTu OYJI0 BULIUM y TAI€HTIB, SKi MpUiMany OyJI0KCETHH,
IIOPIBHSHO 3 TUMU, XTO OTPUMYBaB (PIyOKCETHH, IepeBaxkHO Yepe3 HygoTy. TaKoXK IIPU 3aCTOCYBaHHI
IYJIO0KCETHHY IIOBIIOMIIAIIOCS IIPO CYIIUAaIbHY [I0OBEIIHKY.

JIikyBaHHST OyJTIOKCETHHOM IIPOEMOHCTPYBAJIO CTAaTUCTUYHO OiNbIll 3HAUYIIE IOKPAIIaHHS CTaHy
nauienTis 3 I'TP.

IynoOKCeTUH He MPOIeMOHCTPYBaB e(heKTUBHOCTI II[0J0 3MeHIIIeHHs 60110, 1110 OI[iHIOBABCS 3a
BHMMipIOBaHHSM IIEPBUHHOTO pPe3yJIbTaTy 3a KiHIIEBOIO TOUKOIO cepefHboro H6any 600 3a KopoTkum
onuTyBanbHUKOM 6050 (BPI).

dapmaxkoKiHemuxka.

IyIOKCEeTUH 3aCTOCOBYETLCS K €MUHUM eHaHTioMep. [IyIOKCEeTUH aKTUBHO MeTaboJIi3yeThCs 3a
gomomorow okucmoBanbHuX GepMeHTiB (CYP1A2 i moniMmopdruM CYP2DG6) 3 moganbInoo
KOH'toranier. PapMakoKiHeTHKa NyJIOKCETUHY NEMOHCTPYE BEJIUKY MIXKIHAUBIAYyaIbHY
BapiaOenbHicTh (3a3Bu4ait 50-60 %) 4aCTKOBO 4epe3 CTaTh, BiK, KypiHHS Ta cTaTyc MeTaboJizaTopa
CYP2DG6.

BcmoxkmyeaHHsA. [1pu mepopanbHOMY IPHUOMI TYJIOKCETUH oOpe BCMOKTYETHCS, MaKCHMalbHa
KOHIIEHTpAllisl y MJIa3Mi KPOBi OCATAETHCS Yyepe3 6 TONUH MicIsA MPUUOMY JTiKapChKoro 3acoby.
AGcormoTHa epopaibHa 0i000CTYIHICTh OYIOKCEeTUHY cTaHOBuUIa Bifg 32 % mo 80 % (cepenHe
3HaueHHs 50 %). BxkuBaHHS iXki 3aTpuMye yac abcop6uiii, yac gocsiruenHs C,,,, 30inbiyeTses i3 6 go
10 roguH, IpH ITbOMY BCMOKTYBAHHST 3MeHINYEThCS (mpubau3uo Ha 11 %). Lli 3MiHu He MaloTh
KJIIHIYHOTO 3Ha4Y€eHHS.

Po3nodia. ITpubnusuo 96 % mynoKCeTHHY 3B’SI3yE€ThCs 3 OiKaMu Ia3Mu KPOBi moguHu. [IyI0KCeTHH
3B’3YETHCS K 3 anbOyMiHOM, TaK i 3 anbda,-KUCIUM TIIiKompoTeinoM. [TopyuieHHsT QYHKIN HUPOK
abo nediHKY He BIUIMBAE Ha 3B’A3yBaHHA 3 OiJIKaMM KPOBI.

Memab6onizm. [lynoKCEeTUH aKTUBHO MeTab0Ii3yeThCsI, a METab0ITiTH BUBOIAATHCS ITEPEBAXKHO i3
ceuero. O6uaBa muroxpoMu P450-2D6 i 1A2 KaTami3yloTh YTBOPEHHS OBOX OCHOBHUX MeTalOoJIiTiB
TIIOKYPOHIOHOTO KOH I0oraty 4-TifpoKCUOYJIOKCETHHY Ta Cy/lb(aTHOTO KOH'IoTaTy S-TigpokcH, 6-
METOKCHUOYIOKCETHHY. 3TifHO 3 HOCTIXKEeHHSAMH in Vitro, HUPKYJI00Yi MeTaboIiTi OyI0KCETUHY
BBaXKalOThCS (hapMaKOIOTiyHO HeaKTUBHUMU. PapMaKOKiHeTHKa [IYJI0KCETHHY y Malli€HTIB, SKi €
noBibHUME MeTabonizaTopamu oo CYP2D6, okpeMo He mocrigkyBanacs. O6MexeHi faHi
CBI4aTh IIPO Te, IO PiBHI AYJIOKCETHHY V IIJIa3Mi KPOB1 Y LIUX [TALIIEHTIB BUIILI].

BusedeHHsA. [lepion HaniBBUBeEeHHS OYJIOKCETUHY KOJIUBA€EThHCA Bif 8 1o 17 roguH (y cepemHbOMY
cTaHoBUTH 12 roguH). ITicns mepopanbHOro IPUUOMY YSIBHUH IJIa3MOBUY KIIIPEHC AYJIOKCETUHY
KonuBaeThCs Bif 33 mo 261 n/rox (y cepengubomy 101 n/roguny).

Ocobaugi epynu nauieHmis

Cmamb. ®apMaKOKiHeTHYHi BifMiHHOCTi OyJI BUSIBJIEH] MiX 40JIOBiKaMH Ta KiHKaMu (ysIBHUM
I71a3MOBUY KiipeHC mpru6nu3Ho Ha 50 % HUXK4YMH ¥ XKiHOK). BUXonsuu 3 IepeKpuTTs Hialna3oHy
KJlipeHcy, apMaKOKiHeTHYHi BiTMiHHOCTi, 3yMOBJIeHi CTaTTIO, HE € OOI'PYHTOBAaHUMHU IL[0J0
3aCTOCYBaHHST HUKYOI JO3M AJIS MalliEHTiB XKiHOYOl CTaTi.



Bik. PapMaKOKiHETUYHI BiIMiHHOCTi Oy/IM BUSBJIEHI MiXK KiHKaM# MOJIOJIIOTO BiKy Ta XKiHKaMu
JTHBOTO BiKY (=65 pokiB) (AUC 306inbiyeThest mpubau3Ho Ha 25 %, a mepioq HammiBBUBEIeHHS
npubIN3HO Ha 25 % MOBIIMY Y XKiHOK JIITHBOTO BiKY), X04a BeJIMYMHA WX 3MiH HEIOCTATHS, 11100
OOTPYHTYBaTH KOPUTYBAHHSA [03U. fIK 3arajbHa peKoMeH[alis, ciif 0yTi 00epeKHUMU IIPU
JIiKyBaHHI MallieHTiB JIiTHHOTO BiKy (AuB. po3pinu «Crocib 3acTocyBaHHS Ta H03u» i «OcoOMMBOCTI
3aCTOCYBAHHS»).

Hupxosa HedocmamHicmy. Y TallieHTiB i3 TepMiHaIbHOI CTali€l0 HUPKOBOI HEIOCTATHOCTI, SIKi
IIOCTilHO epeOyBaloTh Ha Aiajisi, crocTepiranocs moaBiiHe 30i/blIIeHHS KOHIIEHTPALlil AYJI0OKCEeTHHY
i ot mim hapMaKOKiHeTUYHOI KPUBOIO «KoHIeHTpatis-yac» (AUC) mopiBHSIHO 3i 3M0pOBUMHE
nobpoBonblsiMy. PapMaKOKiHETHYHI JaHi I[0JI0 3aCTOCYBaHHS [AYJIOKCETUHY Y MAI[iEHTIB 3 TETKUM
abo moMipHUM MOPYIIEeHHIM (QYHKIIiI HUPOK 00MeXeHi.

ITeuinkosa HeOocmamHicmb. [ToMipHa nmediHKOBa HefoCTaTHICTh (Knac B 3a YalingoMm-I1'10) BrinuBana
Ha (papMaKoKiHETUKY OyJIOKCeTuHY. [I0piBHAHO 3i 3HOPOBUMEU 0CO0aMHU ySBHUM IIJ1a3MOBUY KITipeHC
nynokceTuHy 6yB Ha 79 % HUXYMM, VSIBHUIM KiHIIeBUY nepion HaniBBuBegeHHs 6yB y 2,3 pa3a
noBiuM, a AUC Gyna y 3,7 pa3a Bullla y Ialli€HTiB i3 TOMIpHOIO IIeYiHKOBOIO HEJOCTATHICTIO.
®apMaKoKiHETHKY OYIOKCETUHY Ta Moro MeTaboiTiB He BUBYA/IH Y MAIliEHTIB 3 IerK0i0 ab0 TSIKKOI0
IIe4iHKOBOIO HEJOCTATHICTIO.

Mamepi, aki 200ytomb 2py00io. Po3nogin nyI0KCETUHY BUBYAIM Y XKiHOK, Ki TOAYIOTh TPYAII0, Y
SIKUX MUHYJIO IIJOHaVMeHIIe 12 TUXKHIB Iiciig moIoriB. [IyTOKCEeTUH BUSABISETHCS B TPYTHOMY MOJIOL,
i piBHOBakKHa KOHIIEHTPAIlif B TPYIHOMY MOJIOLi CTaHOBUTH MPUOIM3HO OOHY YBEPTh KOHI[EHTpAIlil ¥
na3Mi KpoBi. KinbKiCTh AyJIOKCETHHY B TPYSHOMY MOJIOLi CTAHOBUTH NPUOIN3HO 7 MKT/H0o0y Ipu
3actocyBaHHi 40 Mr aBiui Ha go0Oy. JIakTalis He BIMBana Ha GpapMaKOKiHETUKY OYJIOKCETHHY.

Himu. ®apMaKOKiHETUKY AYyJIOKCETUHY Y NAli€HTIB UTAYOr0 BiKy Bifl 7 00 17 pOKIB i3 BeJIMKUM
[eTIPECUBHUM PO3JIafoM IIiCIIst mepopaibHOTOo npuitomy Bim 20 mo 120 Mr oguH pa3 Ha moby
XapaKTepu3yBaJjly 3a JOIIOMOI0I0 aHali3y IMOMyIALiMHOr0 MOLe/Il0BaHHS Ha OCHOBI JaHUX TPHOX
mociimkeHb. Po3paxoBaHi Ha Mofiesli piBHOBaXKHi KOHIIEHTpallii AYJI0OKCeTUHY Yy I1a3Mi KPOBi y miTei
Oynu mepeBazkHO B MexKax [lialla30Hy KOHIIEHTpallii, 110 CIIOCTepiraBcs y AOPOCIIUX Malli€HTiB.

KrniniuyHi xapaKTepHCTHKH.

Iloka3aHnHs.

JIiKyBaHHS BEJIUKUX JEIIPECUBHUX PO3JIaiB.

JlikyBaHHS gia0eTUYHOTO MeprudhepUIHOro HeNPOIMATUYHOT0 OOJTIO.
JlikyBaHHS reHepaizoBaHUX TPUBOXKHUX PO3JIafiB.

Jlikapcekuit 3aci6 [ynokcuH® Ipu3HadYeHui I JOPOCIHX Mal[i€HTiB.

Inst momaTKoBoOI iHGopMartiii guB. po3nin «®apMaKoIOTiuHi BTaCTHBOCTI».

IIpomunoka3aHHs.

[TifgBuIleHa YYTIUBICTh IO aKTUBHOI PeYOBUHHU ab0 00 O6yIb-IKOI 3 JOMOMIXKHUX PEYOBUH JIIKaPCHKOTO



3aco0y.

OpHOYacHe 3aCTOCYyBaHHS OYJIOKCETHHY 3 HECEIeKTUBHIUMU, HE3BOPOTHUMHU iHTiGiTOpaMu
MoHoaMiHoKcugasu (IMAO) npoTunoka3aHe (OuB. po3min «B3aemofis 3 iHIIMMY JTiKapChbKUMU
3aco0aMu Ta iHIIi BUOW B3aEMOMIl»).

3aXBOpIOBaHH${ MeYiHKH, SIKi MOXKYTh CIIDUYUHUTHU He‘-IiHKOBy HeJIOCTaTHiCTB.

IyIOKCeTHH He CJIii 3aCTOCOBYyBaTH y KoMOiHallil 3 ¢pyBoKcaMiHOM, UIPOodIIoKCcaluHOM abo
eHokcalmHoM (cunbHi iHribiTopu CYP1A2), ockinbku KoMOiHallis TPU3BOOUTD OO0 MiABUIIEHHS
KOHIIEHTpAIlil AYJIOKCETUHY V IIJIa3Mi KpPOBi (OuB. po3min «B3aeMopis 3 iHIMMME JTiKapChbKUMU
3aco0aMu Ta iHIII BUOU B3a€EMOMINA).

TsKKa HUPKOBa HEJOCTATHICTH (KiipeHC KpeaTuHiny < 30 mi/xB) (muB. po3ain «Oco6nuBocCTi
3aCTOCYBaHHS»).

Po3nouuHaTy NiKyBaHHS OYJI0KCETUHOM IIPOTUIIOKA3aHO MallieHTaM i3 HeKOHTPOJIbOBAHO0
apTepiasbHOIO TiIEePTEH3i€0, OCKIIBKY 1[e MOXKEe IIPU3BECTU OO0 IOTEHLINHOTO PU3UKY TilIePTOHIYHOTO
Kpu3y (OuB. po3minu «B3aeMofiia 3 iHIKUMM TiKapChKUMM 3aco6aMy Ta iHII BUAM B3a€EMOMi» Ta
«ITo0OiuHi peakirii»).

B3aemodia 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

IHeibimopu moHoamiHookcuda3u (IMAO). Yepe3 pu3uK BUHUKHEHHSI CEPOTOHIHOBOTO CUHAPOMY
IYyJIOKCEeTHH He CJIifi 3aCTOCOBYBaTH Y KoMOiHallii 3 HeceneKTUBHUME He3BopoTHuUMHU IMAO abo
npotsroMm 14 gHiB micis MpPUIMHEHHS iX 3aCTOCYBaHHS. 3BaXKalouM Ha Iepiof HaliBBUBEOEHHS
OyJI0KCeTuHY, 3acTocyBanHd IMAO crif po3nodaTy He paHillle, HiXK 4epe3 5 AHIB MMiCNIsA NPUIUHEHHS
3aCTOCYBaHHS OyJI0KCETUHY (HUB. Po3hin «IIpoTUnOKa3aHHSI»).

KombGiHoBaHe 3aCTOCYyBaHHS AYIOKCETUHY i3 CeIeKTUBHUMHU 3BOPOTHUMEU IMAOQO, TakUMU 5K
MOKJIO0EMifl, He PEKOMeHAYEThCS (IUB. po3min «OcoOMMBOCTI 3aCTOCYBaHH»). AHTUOIOTUK
JIIHEe30JIif - 1[e 3BOPOTHUM HeceneKTuBHUM IMAQ, 10ro He CIif Mpu3HayvaTy MallieHTaM,
SIKi 3aCTOCOBYIOTh OYJIOKCETHH (IUB. Po3ain «Oco0nMUBOCTI 3aCTOCYBaHHT»).

Ineibimopu CYP1A2. Ockinbku CYP1A2 Gepe yuacTb B 00MiHi IyI0KCETUHY, OOHOYACHE
3aCTOCYBaHHS OYJIOKCETUHY i3 cunbHUMHM iHTi6iTopamu CYP1A2, iMOBipHO, pu3Bene 0o 30i/blIeHHS
KOHIIeHTpallil mynokcetuny. ®nyBokcamin (100 mr 1 pa3 Ha go0y), 110 € CUIBHUM iHTiGiTOpOM
CYP1A2, 3MeHIIIy€E KIlipeHC AYIOKCETUHY Y MJIa3Mi KpoBi npubnusno no 77 % i 36inburye AUC 0-ty 6
pasiB. ToMy OyJIOKCETHH He CIIifl BBOOUTH Yy KoMOiHamii i3 cunbHuMH iHTiOiTopamu CYP1A2, TakuMu
K (yBokcaMiH (ouB. po3min «OcobIUBOCTI 3aCTOCYBAHHS»).

Jlikapcwvki 3acobu, wo ditomdb Ha [JHC. Pu3uK 3aCTOCYBaHHS OYJIOKCETHHY B KOMOiHaIli 3 iHmuMu
nmiKapchbKUMU 3acobaMu, 110 BIIMBaioTh Ha [IHC, cucTeMaTU4YHO He OIiHIOBaIM, OKPIM BUIAMKIB,
3raflaHux y 1boMy po3mini. OTxKe, CIlif NposBISTH 00ePeXHiCTh, IPUMaloun OyJIOKCETUH Y
KoMOiHalii 3 iHmmMMu miKapchKuMu 3acobamMu abo pedoBUHAMH, IO YHHSTD IIEHTPaIbHY Milo,
BKJTIOYAIOYHX aJIKOT0JIb T CEOATUBHI JTiKapchKi 3aco0u (Hampukiam, OeH3odia3emniny,
MOp(}iHOMIMETHKH, aHTAIICUXOTUYHI JTiKapchKi 3acodu, peHobapbiTan Ta cegaTuBHi aHTUTiICTaMiHHI
JIiKapChKi 3acobu).

CepomoHiHepeiuHi nikapcuki 3acobu. Y pigKiCHUX BHIIafKaX CEPOTOHIHOBHY CUHIPOM Bil3HAYAETHCS
y TAI[i€HTIB IIPX 3aCTOCYBaHHI CEJIEKTUBHUX iHTi0iTOPiB 3BOPOTHOT'O 3aXOIJIEHHS CEPOTOHIHY/



iHTiGiTOPiB 3BOPOTHOTO 3aXOIJIEHHS CEPOTOHIHY i HopampeHaniny (CI33C/I33HC) pa3om i3
CepoToHiHeprivHUMHU 3aco0aMu. PeKOMEHIYETLCS HOTPUMYBATHUCS 00€PEKHOCTI, SKIIO TYTOKCEeTHH
3aCTOCOBYBATH OJHOYACHO 3 CepOTOHiHepriunuMu 3acobfamu, Takumu ik CI33C, I33HC, 3
TPULMKITIYHUMY aHTHIEeIIPeCaHTaMM, TAKUMH SK KJIoMinmpaMiH a0o amiTpunTumnid, 3 IMAO, TakuMu
K MoKno0eMin abo mine3omin, 3Bipobit (Hypericum perforatum) abo TpUITaHU, TPaMafoJl, TeTUANH
Ta TpuntodaH (gquB. po3min «OcoOIMBOCTI 3aCTOCYBaHHS»).

Bnaue dysi0kcemuHy Ha iHWi AiKapcoKi 3acobu

JIiku, w,o memaboaizytomucs 3a donomozoto CYP1A2. ®apmakokiHeTuka Teodisniny, cybcTpaTy
CYP1A2, cyTTEBO He BIIJIMBAE Ha MPUIOM pa3oM i3 gynokceTuHoM (60 mr 2 pa3u Ha #o0y).

JIiku, w,o memaboaaizytomucs 3a donomozo0t0 CYP2D6. [TynokceTuH € nomipHuM iuribiropom CYP2D6.
[Tpu 3acTocyBaHHI OyJIOKCETHHY B 1031 60 Mr 2 pa3u Ha [00y i3 pa30B0I0 103010 Oe3UNpaMiHy, SKUH €
cyoctpatom CYP2D6, AUC ge3unpaMiny 30inbIIyeThCA ¥ 3 pa3wu.

OpHoYacHe 3aCcTOCyBaHHS AynokceTuHy (40 Mr 2 pa3u Ha mo0y) 30inbiiye cranionapuui crad (AUC)
TONTEPOOUHY (2 Mr 2 pa3u Ha mo0y) Ha 71 %, ane He BI/IUBA€E Ha papMaKOKiHETUKY MOTO aKTUBHOTO
5-rigpokcun MeTaboIiTy Ta He moTpedye PeryoBaHHs [03H.

3 06epexkHICTIO PEKOMEHAYETHCS 3aCTOCOBYBATH AYIOKCETHH OJHOYACHO 3 JIiIKapChKUMU 3acobaMy,
SKi mepeBaXXHO MeTabo0i3y0Thes 3a gomomoro CYP2D6 (pucnepumoH, TPULUKITIYHI
AHTHUEeNPECaHTH, TaKi SK HOPTPUIITHIIIH, aMITPUNITUIIIH Ta iMimTpaMiH), 0COOIMBO SKIIO BOHK MalOTh
BY3bKHMU TepaleBTUYHUM iHAEKC ((prakalHif, mponadeHoH i MEeTOIIPOJION).

ITepopasavHi KoHMpavenmueau ma iHwi cmepoioHi 3acobu. Pe3ynbTaTu JOCHIIXKEHB in vitro cBig4aTh
IIPO Te, L0 AYJI0KCETHH He CTUMYJIIOE KaTaliTuuHy akTuBHICTE CYP3A. Crnenudivsi focnigxKeHHSA
B3a€EMO[il TiKapChKOTo 3aco0y in vivo He IPOBOAMIINCE.

AHMuKoaz2yaaHmu ma ahHmumpombomuyHi 3acobu. JIynoKceTUH 3 06epekHICTIO CTif] Mpu3HadYaTh
pas3oM i3 nepopaIbHUMK aHTUKOATYISHTaMU Ta aHTUTPOMOOTHYHUME 3aco0b6aMu y 3B’ SI3KY 3
IIOTEHI[INHUM MigBUIIEHHSIM PU3UKY BUHUKHEHHS KPOBOTEeUi yepe3 (hapMaKoguHaMidHy B3a€EMOIIO.
Kpim Toro, 6yso 3adikcoBano 30iNbIIeHHS TOKa3HUKIB MiXKHapOIHOTO HOPMaJli30BaHOT 0 iHIEeKCy
(MHI), Kkonu naiieHT pa3oM i3 OyJI0KCETHHOM OTPUMYyBaiu BapdapuH. [IpoTe omHOYaCHE BBEEHHS
NyJIOKCEeTHHY Ta BapdapuHy B CTAIliOHaPHUX YMOBaX 3[I0POBUM [OOPOBOJIBIISAM y paMKax
IoCTimKeHHs KiiHigyHOoI papMakooril He MpK3Beo A0 KIiHiYHO 3HauyIoi 3Minu B MHI mopiBHSAHO 3
II04YaTKOBUM pPiBHEM ab0 y ¢hapMaKOKiHETHIIi

R- yu S-Bapdapuny.
Bnaue iHwux aiKi8 Ha 0ya0KCemuH

AHmayudu ma anmazoHicmu H,. TIpuiioM Iyn0KCETUHY pa30M 3 aHTalUAaMH, 1[0 MICTITh allOMiHiH i
MarHiii, abo 3 GaMOTUANHOM He BIIJIUBA€E Ha IMIBUAKICTh @00 CTYIIiHb MOTTIMHAHHS OYJI0KCETHUHY ITiCIIs
BBefeHHS 40 Mr mepopasibHO.

Inoykmop CYP1AZ2. lonynsauiitauil (apMaKOKiHETUUHUM aHalli3 I0Ka3aB, 0 ¥ KypIliB Maiixke Ha 50
% HMUK4Ya KOHIIEHTpAallif AYJIOKCETHUHY y IJIa3Mi KPOBi ITOPIBHAHO 3 TUMHU, XTO HE IMaJIUTE.

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
eexkToM gynokceTuHy. [T0BifOMIISIN PO BUNAAKU TiIEePTOHIYHOTO KPU3Y NIPU IPUKXOMI
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.
Heo06xigHo 3 00epeKHICTIO MpU3HAYaTH OYJIOKCETUH 3 JTiKapChKUMU 3ac00aMH, II10 MOXKYTh
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 niKapchKoro 3aco0y (muB. po3min «IToOiuHi peakiii»). JIiKyBaHHS OyTOKCETUHOM IAIli€HTIB i3
HecTabilbHOIO apTepianbHOIO TiepTeH3ie0 He CIlif po3noynHaTy (IuB. Po3ain «IIpoTumnoka3aHHs»).

Hupxosa HedocmamHicmb

[ligBuIieHa KOHLIEHTPALif OYJIOKCETHUHY V IIJIa3Mi KPOBI CIIOCTEPIraeThCA Y MMALI€HTIB 3 TAXKKOI0
HUPKOBOIO HEIOCTATHICTIO IIpU reMofiani3i (Kiiperc KpeaTuHiny <30 mi/xB). 115 nauieHTiB i3
TS2KKOI0 HUPKOBOIO HEIOCTATHICTIO AUB. po3ain «IIpoTunoka3anHs». [[J1s malieHTiB 3 IerKoio abo
CepenHbOI0 HUPKOBOIO HEJOCTATHICTIO AUB. po3Min «CIoci0 3aCTOCyBaHHS Ta JO3U».

CepomoHiHosull CUHOPOM/3/A10AKICHUU HEUPO1enMuUYHUl CUHOPOM

4K i mpu 3acToCyBaHHI iHIIIMX CEPOTOHIHEPTiUHMX areHTiB, CEPOTOHIHOBUY CUHAPOM ab0 3710SKiCHUN
Heliponentuunuii cuaapoM (3HC), noTeHiliHO HeOE3MEUHUN AJIS KUTTS CTaH, MOXKe BUHUKHYTHU NIpH
JIiKyBaHHI IyJIOKCETUHOM, 0COOJIMBO ITPU OJHOYACHOMY 3aCTOCYBaHHI 3 iHIIMMHU CEPOTOHIHOBUMU
arerTamu (Bkmrovatouu CI33C, [33CH, TpuiukmiuHi aHTHOeNpecanT ab0 TPUIITAHU), 3 aT€HTAMH,
ITI0 TOTipIIyI0Th MeTaboi3M cepoTOHiHY, Taki K iHribiTopu MAO, a0 3 aHTUIICUXOTUYHUMU
nmiKapchbKUMU 3aco0aMu abo iHIIMMY aHTaroHicTamMu modaminy, 110 MOXKYTh BIJIMBATH Ha
CEepOTOHIHEPriuHi HelpoMeniaTOpHi cucteMu (OuB. po3minu «IIpoTunokalanusa» i «B3laemomis 3
iHITMMHM NTiKapCbKUMM 3aco0aMu Ta iHII BUOM B3AEMOiit»).

CuMITOMU CEPOTOHIHOBOI'O CUHAPOMY MOXKYTh BK/IIOYaTH 3MiHU IICUXiYHOTO CTaHy Malli€HTa
(Hampukian, 30ymKeHHs, TaloUrHalii, KoMa), HecTabiIbHICTh BEreTaTUBHOI HEPBOBOI CUCTEMU
(HampuKIam, Taxikapmis, «1a0inbHUI» apTepianbHUM THCK, TillepTepMis), BigXuneHHs 3

00Ky HepBOBO-M'sI30BO1 CUCTEeMHM (HaAIIPHUKIIaf, rimeppednekcis, BifcyTHICT, KoopauHaIlii) Ta/abo
CUMIITOMH 3 OOKY TPaBHOTO TPaKTYy (HampHKiam, HyooTa, 6oBaHHs, miapest). CepoTOHIHOBUM
CHHIPOM y HaUTAKUil ¢popmi MoxKe HaragyBatu 3HC, 110 BK/IIOYAE TinepTepMil0, pUTiHHICTE M'S3iB,
IiABUIEHHS PiBHS KpeaTHHKiHA3U B CUPOBATII KPOBi, HeCTabibHICTh BeTeTaTUBHOI HEPBOBOI
CHCTEMH 3 MOXKJIMBUMH INIBUOKHAMH KOJIMBAaHHSIMH XUTTEBUX MOKA3HUKIB Ta 3MiHaMM IICHXiYHOTO



CTaTyCy.

SKII0 CYyNyTHE NTiKyBaHHS AYJIOKCETUHOM Ta iHIIMMU CEPOTOHIHEPTiYHUMU/HEUPOIEITUYHUMU
JiKapChKUMU 3aco0aMu, SKi MOXKYTh BIJIMHYTH Ha CEPOTOHiHepriyHi Ta/abo modaminepriuni
HelpoMe[iaTOpHI CUCTeMH, KITIIHIYHO BUIIPaBAAHO, TO PEKOMEHYETHCS PEeTeJIbHE CIIOCTEPEKEHHS
3a malieHTaMu, 0COOJIMBO Ha IOYAaTKY JIiKyBaHHS Ta IpU 30iNbIIeHH] [03U.

3eipobitl (Hypericum perforatum)

He6axaHi peakxiiii MOXyTh BUHUKATH YacTillle TPX OOHOYACHOMY 3aCTOCYBaHHI OYJIOKCETUHY Ta
POCTIMHHUX JiKapChKuX 3aco0iB, 1110 MiCTSTh 3Bipo0ilt (Hypericum perforatum).

Cyiyuo

Benugui EeHQeCI/IBHI/Iﬁ pO3Jiad Ta FeHeQaHBOBaHI/Iﬁ TQI/IBO}KHI/Iﬁ po3jam.

Iempeciio OB’ A3YIOTh 3 MiABUIIEHNM PU3UKOM BUHUKHEHHS OYMOK IIPO 3alofisiHHS c0o0i KasilTB
Ta Ipo cyiuup (cyiuupmanbHi MposBu). Pusuk 36epiraeThCs M0 HaCTaHHS iCTOTHOI peMmicii. OCKinbKu
TOJIIMIIIEHHS TPOTSATOM IePIINX OeKibKOX TUXKHIB JTIKyBaHHS a00 JOBIIe MOXKe He HACTYIIHTH,
TAlliEHTH TIOBUHHI TepeOyBaTH IIif MUIPHUM KOHTPOJIEM [0 HAaCTAHHS IOJIMNIIeHHs. 3a JaHUMU
3arajibHOr0 KJIiHiYHOTO [OCBiAy BioMoO, 1110 PU3UK CYIIIUAY MoXKe 30iMbIIUTHCS Ha PaHHIX CTafisgx
OLy>KaHHS.

[HITI mcuxivHi po3mapu, A TiKyBaHHS SIKMX MOKAa3aHWU MYJIOKCETHH, TAKOXK MOXKYTh OyTH IOB’ A3aHi
3 MigBUILEHUM PU3UKOM BUHUKHEHHS CYIUOANbHUX MPOsBiB. KpiMm TOTO, Ii CTaHU MOXKYTh
CYTIPOBOMIKYBaTH BENTUKUY NETPEeCUBHUN po3naf. ToMy 3amobikHi 3aX0au 15 MAIliEHTIB 3 OCHOBHUM
OEelpPeCUBHUM PO3JIaflOM CJIifi 3aCTOCOBYBATHU [JIA MALiE€HTIB 3 IHIIUMU IICUXIYHUMHU PO3JIaflaMu.

[MauieHTH i3 cyinumanbHUMU IIPOSIBAMYU B aHaMHe3i a0o MallieHTH, SKi JeMOHCTPYIOTh 3HAYHOI0 MipoIo
cyluMpanbHi OyMKHY [0 MOYATKY JIiKyBaHHS, MalOTh MiBUILIIEHUM PU3UK BUHUKHEHHS CyIlUAaIbHUX
nyMOK a6o cyiluaanbHOI MOBEMiHKY i i 4ac JiKyBaHHS MOBUHHI 3HAXOMUTUCS TIifl MATbHUM
CIIOCTepexXeHHIM. MeTa-aHalli3 m1aneb0-KOHTPOJIbOBAHUX KITIHIYHUX [OCTiAXKEeHb 3aCTOCYBaHHS
QHTUOENPECAHTIB IIPY IMOPYIIEHH] IICUXIKY IT0KAa3aB MigBUIIEHUN PU3UK CYILUAaIbHOI IOBEOIHKY MIPU
3aCTOCYBaHHI aHTU[ENIPECAHTIB, MOPIBHSAHO 3 IyIanebo y malieHTiB BikoM 10 25 pOKiB.

[ToBimoMIISITM TTPO BUIAOKY CYIMOANbHUX imed Ta MOBEHOiHKHY ITifl Yac JTiKyBaHHS OYJIOKCETUHOM abo
O1Ipa3y Iicis MpUNUHEHHS JIiKyBaHHS (OUB. po3min «[TobiuHi peakiii»).

VBaxHe CIIOCTepeKeHHs 3a MallieHTaMu, 0COOIUBO 3a TUMH, SKi HajleXaTh 00 TPYIH BUCOKOTO
PHU3HUKY, TIOBUHHO ITPOBOAUTUCS PA30M i3 MeAMKaMEHTO3HUM JIiKyBaHHSM, 0COOJIMBO Ha paHHIN cTafii
JiKyBaHHS Ta IiCJsg 3MiHU 03U JTiKapchbKoro 3acoby. ITarieHTy Ta 0cobH, SKi 37iCHIOIOTh JOTTISN

3a HUMH, TIOBUHHI 0yTH poiHdopMOoBaHi PO HEOOXiAHICTh BUABISATA PO3BUTOK OYIb-IKOTO
KJTIHIYHOT0 TOTipIIeHHS, BAHUKHEHHS CylllMaibHOl TOBeAiHKY ab0 IyMOK Ta HE3BUUHUX 3MiH ¥
TIOBEMiHIN, a TAKOXK PO HeOoOXimHICTh 3BepHEHHS 3a MeIUYHOIO NOIIOMOTO0I0 OOPa3y X Y BUMAAKY
IIOSIBY ITUX CUMIITOMIB.

[TiabemuyHull nepugepuyHull HetiponamuyHui 6iab.

[ToBimoMJISANIK TIPO IOOAMHOKI BUIIAAKY CYIIMAaIbHOTO0 MUCIIEHHS Ta CylMAabHOI TOBEOIHKY IIifl Yac
Teparii fynokceTuHOM abo ofpa3y micys ii 3aBepuIeHHs, K i Ipu mpuioMi iHIMKX JTikapchKuX 3acobiB
i3 momi6HOI0 (hapMaKoJOTiuHOIO Aielo (aHTUAenpecanTH). [0 cTocyeThCS GAKTOPIB PUIUKY
CyIIMAaIbHOCTI IPH Aelpecil, AuB. po3ain Buile. JIikapi MOBUHHI 3a0X04YyBaTH MAlli€HTIB
MOBiIOMIATH PO OyAb-5IKi TPUBOXKHI OYMKHU a00 MoYyTTs y Oymb-IKUU Yac.



3acmocysaHHs dimAM ma nidaimkam 8ikom 00 18 pokis

IyTOKCeTUH He CJIil 3aCTOCOBYBATHU IIPHU JIiKyBaHHi AiTel BikoM 0 18 pokis. CyinupganbHa MOBeOiHKa
(ctipobu camory6cTBa i cyluupganbHi OyMKH) Ta BOPOXKHeYa (IepeBaXkHO arpecis, Omo3ulliliHa
TIOBe[liHKa Ta I'HiB) YacTille crocTepiranucs y KiHiYHUX BUNPOOYBaHHSAX 3 Y4acCTIO [IiTel Ta
HiTITKIB, SKi OTPUMYBaIU aHTUIEIPECAHTH, IIOPIBHSIHO 3 TUMHU, XTO OTPMMYBAB I1Ia1e0o.

Kposomeua

3aikcoBaHO MOPYIIEHHS TeMOCTa3y, TaKi K eKXiM03, MypIypa Ta IITyHKOBO-KUIIIKOBI KPOBOTEU,
npu 3actocyBaHHi CI33C ta I33CH, BKIOYa04Yu AyI0KCETHH. [IyTOKCETHH MOXKe 30iTbIIUTH PU3UK
BUHUKHEHHS ITiC/ISIONI0Or0BOI KPOBOTEYi (IUB. MiAPO3in «3acToCyBaHHS y Iepiof BariTHOCTI abo
rofyBaHHS I'PyAnto»). [TallieHTy, SAKi MpUiMaloTh aHTUKOATYJISIHTU Ta/a0o JmiKapchki 3acobu, siki, K
BiZloMO, BIIMBAIOTh Ha QYHKIIiI0 TPDOMOOUUTIB (HapUKIIa/, HECTEPOINHI MpoTH3ananbHi 3acobu abo
areTuICaIiluIoBa KUCJIO0Ta), Ta MAliEHTH 3 BiTOMUM reMOpariyHuM fiaTe30M MOBUHHI
NOTPUMYBATHUCS 00ePEKHOCTI.

I'inoHampiemis

l'inoxaTtpieMito Oy10 3ape€CTPOBaHO y NAIliEHTIB IPU JIiKyBaHHI AYJI0KCETUHOM, BK/II0OUaOUX BUMIAKH
3 piBHEM HaTpiio B cupoBaTili KpoBi Huxk4e 110 Mmomns/n. I'inoHaTpiemisa Moxke OyTu OB’s13aHa i3
CHHIOPOMOM IIOPYIIEHHS CeKpellil aHTUAiyPEeTUYHOT0 TOPMOHY. BinbIlicTh BUIAAKiB TrinoHaTPieMil
CIIOCTEPIranuch y MallieHTiB JIITHHOTO BiKy, 0COONMMBO y 3B’SI3KYy 3 HelaBHLOIO iCTOpi€o abo CTaHOM,
110 CIPUYKHSE 3MiHYy OanaHcy piguuu. [1alieHTaM 3 MigBUILEHUM PHU3UKOM TilloHATpieMil (mamieHTu
JIITHBOTO BiKY, MTAI[iEHTH 3 IIUPO30M Ta [eTifpaTalli€lo, Nali€HTH, SIKi IpUUMaTh AiypeTUKH) CIIif
NOTPUMyBaTUCS 06ePEeKHOCTI.

ITpunuHeHHA AIKYBAHHA

[Ticnsa npunuHeHHS JiKyBaHHS (0COOIMBO IiCIIsT PaTOBOTO MPUIIMHEHHS) YaCTO BUHUKAIOTh
CUMIITOMU BimMinu (muB. po3min «ITobiuHi peakiii»). Y KininiuHMX gocmimxkeHHsX HebaXkaHi MMoAil, 110
CIIOCTEpIranucs Py PanToOBOMY NIPUNUHEHHI JIiIKyBaHHS, BUHUKAIN IPUOIU3HO y 45 % MalfieHTiB, gKi
IpUUMany OyJI0KCeTHH, iy 23 % manieHTiB, ski mpuiiMmany nnarne6o. PU3UK BUHUKHEHHS CUMIITOMIB
BimMinu, sikull croctepiraetsest npu CI33C ta I33CH, Moxke 3amexkaTH Bill 0eKiIbKoX (haKTOPiB,
BKJ/TIOHAIOYH TPHBAJIICTh JIIKyBaHHS Ta 103y JiKapChKOro 3aco0y, a TaKOXK IIBUAKICTh 3HUKEHHS NO3H.
Heb6axaHni peaxkirii, skKi BUHMKAIOTh HalyacTille, HaBeneHi B po3mini «ITob6iuni peakmii». 3a3Budan

I[i CHMIITOMY MalOTh JIETKUH Ta CEPefHil CTYIiHb TAXKKOCTI, OOHAK Y OEsIKUX MallieHTiB BOHU MOXYTh
OyTH TSKKUMHU 3@ iIHTEHCUBHICTIO. 3a3BUYal CUMITOMH BiIMiHM BUHHUKAIOTh MMPOTSATOM IIE€PUINX
IEKITbKOX [HIB MMiCJIg NPUIKHEHH JTIKyBaHHS, ajie HagXOOUJIA IT00AUHOKI ITOBITOMIIEHHS

IIPO BUHUKHEHHS TaKUX CUMIITOMIB Yy NALl€HTIB, IKi 4yepe3 HeyBaXKHICTh IPOIyCKaIu IIPUNOM

I03H JIiKapChKOTro 3aco0y. 3araioM, Ifi CHMIITOMH MHHAIOTh CAMOCTIMHO IIPOTSITOM [IBOX THUXKHIB,

X04a y OesKUX MallieHTiB BOHU MOXKYTh TPUBATHU OOBIIIE

(Big 2-3 MmicsiB). OTXe, i Yac TPUNIKUHEHHS JTiKyBaHHS He0OXiTHO IIOCTYIIOBO 3HUXKYBATH
Mo3y OyJIOKCETHHY IIPOTATOM I[OHalMeHIIIe IBOX THUKHIB 3a1e2KHO Bif mOoTpeb malfieHTa (OuB. PO3min
«Cr10ci0 3aCTOCYBaHHS Ta HO3U»).

ITayieHmu AiMHbO20 BIKY

[aHi moao 3actocyBaHHA 120 Mr OyJIOKCETUHY NallieHTaM JITHBOTO BiKy 3 BEJIMKUM OENPECUBHUM
PO3JIafioM Ta reHepasi3oBaHUM TPUBOXKHUM PO3JIafioM oOMexkeHi. ToMy cilif mposaBiIaTH 00epexkHiICTh
[IpU JIiKyBaHHI JI0Jie} JTITHBOTO BiKy 3 MaKCHMa/IbHAM A03YBaHHAM (OUB. PO3MOiIHU
«DapmakokiHeTuKa» i «Crocib 3aCToCyBaHHS Ta HO3U»).



Akamusis/ncuxomomopHe 30y0HCeHH A

3acTocyBaHHS [yJIOKCETUHY OyI0 OB I3aHe 3 PO3BUTKOM aKaTH3ii, III0 XapaKTePU3y€EThCS
Ccy0’€eKTUBHO HETPUEMHUM ab0 TPHUBOXKHUM 30yIKEeHHSIM Ta He0OXigHICTIO YaCTO pyXaTucs i
CYTIPOBOMIKYETHCS HE3IATHICTIO CUOiTH a00 CTOATH Ha Micui. Lle siButie Oinbi iMOBipHO BinOyBaeThCs
IIPOTSATOM MEPIINX OEeKiTbKOX TUXKHIB JIIKyBaHHS. Y MaLi€HTIB, Y IKUX PO3BUBAIOTHCA 1[I CUMIITOMHU,
30inbINeHHS NO3H JIiIKapChKOro 3ac00y MOXKe 3aBAaTH IIKOOX 300POB 0.

Jlikapcuki 3acobu, w0 micmams 0y/10KCemuH

[ly7I0KCeTUH 3aCTOCOBYETHCS Iifl PI3HUMU TOPrOBEJIbBHUMY MapKaMy 3a Pi3HUMU IOKa3aHHAMU [0
3aCTOCYBaHHA (JIiKyBaHHS [ia0eTUYHOTO HEMPOIIATUYHOTO 60110, BEJIMKOT'0 NEeNPECUBHOTO PO3NIany,
reHepai30BaHOI'0 TPHUBOXKHOTO PO3JIaAy Ta CTPECOBOTO HEeTpUMaHHA cedi). Crif yHUKaTH
3aCTOCyBaHHS KilTbKOX i3 IIMX JiKapchKux 3ac06iB OMHOYACHO.

I'enamum/nid8uu,eHHA pieHsA NeviHKoB8UX (pepMeHmis

Bunapku ypaxKeHHS Me4iHKH, B TOMY YHKCJIi 3HAYHE IMiIBUIIEHHS PiBHSA (EPMEHTIB IEeYiHKN

(>10 pa3iB BepxHbOI MeXKi HOPMHU), TETIATUT i KOBTAHUIS OyJIM 3ape€CTPOBaHI NIPK 3aCTOCYBaHHI
nynokKceTHHY (muB. po3pin «I1obiyni peakxiii»). BinbuIicTh i3 HUX BUHUKAIHN IPOTSITOM TIEPIINX
MICSIIiB JTIKyBaHHS. YIIKOOXKEHHS ITeYiHKM Hal4yacCTillle Ma€ TenaToleioNsIpHUN XapakTep.
Heo06xigHo 3 00epeKHICTIO TpU3HAYATH OYIOKCETUH IMallieHTaM, SKi MpUIMaloTh JIiKapChKi 3acobu,
10 MOXKYTh CIPUYMHUTHU YIIKOAKEHHS IIeYiHKHU.

Cmamesa oucyHKyisn

CenekTuBHi iHribiTOpu 3BOpOTHOTO 3axomnneHHs cepoToHiny (CI33C)/iuribiTopu 3BOPOTHOTO
3axOIJIEHHS CepOoTOHiHY i HopaapeHaniny (I33CH) M0oXyTh CIPUYUHATH CUMITOMH CTATEBOL
muchyHKIil (muB. po3min «ITobiuni peakirii»). Bynu moBimoMiIeHHsS PO TPHUBAILY CTAaTEBY
nuchYHKIII0, IPHU SKili cuMIITOMYU 30epiranucs, He3BaXauy Ha IPUIMMHEHHS il
CI33C/I33CH.

Caxaposa

fAkuio y marieHTa BCTAHOBJIEHA HEIEPEHOCUMICTD OesKUX LYKPiB, HeoOXimHO
IIPOKOHCYIbTYBATHCS 3 JIiIKapeM, IepIl HiXK IPUAMaTH Lel JiKapChKui 3acib.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHA 2py00i0.
BariTHicTb

IocrnigXeHHS Ha TBapAHaX IMOKa3ald PeNpPOAYKTHBHY TOKCHYHICTD IIPU PiBHAX CUCTEMHOI €KCIT03HUIIil
(AUC) mynmokceTuHYy HUXKYe, HiK MaKCHMaIbHUM PiBEHb KIIiHIYHOI eKCIO3uIii.

Y mocnimKeHHSIX 3 BUBUEHHS BIIJIUBY [YJIOKCETUHY Ha I Iif yac I TpumecTpy BariTHOCTI He Oyio
OTPUMaHO IIEPEKOH/INBUX Pe3yJIbTaTiB CTOCOBHO MiABUIIIEHOT0 PU3UKY CEPHO3HUX CIEeIU(DidHNX
BPOMXKEHUX BaJ] PO3BUTKY, 30KpeMa - BaJl Cepl.

Bimomo, 110 3acTOCYBaHHS OyJIOKCETHHY Ha ITi3HiX TepMiHax BariTHOCTI (y OyOb-KMii Yac Bif

20 TUXKHIB BariTHOCTI [0 I0JIOTiB) OYJI0 OB’sI3aHO 3 MiABUIIEHUM PU3UKOM IepeadacHuX MOJIOTiB.



IlaHi criocTepeXeHb CBiluaTh PO MigBUIIEHUY PU3UK (MEHIIIE HiXK y 2 pa3u) MiCIsAIoI0roBoi
KPOBOTEYi y pa3i 3aCTOCyBaHHS AYJIOKCETHUHY MPOTATOM MiCSILS [0 MOJIOTIB.

Enigemiomnoriuni maHi mokasanu, 110 3acTocyBanHs CI33C y mepion BariTHOCTi, 0COOIMBO Ha Mi3HiX
TepMiHax BariTHOCTi, MOXe 30ibIIUTYA PU3UK PO3BUTKY ITEPCUCTYIOUO]I JIETEHEBOI rinepTeHsil y
HOBOHapomxeHux (ITJIT'H).

Xoya y KOOHUX OOCIIIAXKEeHHSIX He NoCIiaxyBany 38’130k [IJII'H 3 nikyBaHHAM i3 3aCTOCYBaHHAM
CI33C, 1e¥t mOTeHIiHNI PU3UK He MOXKHA BUKJTIOUUTH [J15 OYJIOKCETHHY, 0epy4u [0 yBaru
BifTOBigHUY MexaHi3M [ii (iHTi0yBaHHS 3BOPOTHOTO 3aXOIJIEHHS CEPOTOHIHY).

4K i mpu npuiiomi iHIIUX CEPOTOHIHEPTIYHUX JTiIKApPChKUX 3aC00iB, Y HEMOBIIST MOXKYTh
CIIOCTEepPIiraTucs CUMITOMYU CUHOPOMY BiIMIiHMU, SKIO MaTH 3aCTOCOBYBaJjla AYJIOKCETUH IIepen
nojoraMu. CUMITOMY CUHAPOMY BiIMiHH, 110 CIIOCTEPIraroThCA IPU 3aCTOCYBaHHI AYJIOKCETUHY,
BKJTIOYAIOTh TilIOTOHIIO, TPEMOD, MiIBUINIEHY HEPBOBY 30YIIUBICTh, YTPYOHEHHS KOBTAHHS,
IPUTHiYeHe MUXaHHS Ta emienTUYHi Hamaau. Y GibIIoCTi BUMTAAKIB i CHMIITOMH CIIOCTepiramucs
01Ipasy IMicis HapoaKeHHS a00 MPOTSATOM KiJIbKOX IEPIINX OHIB KUTTS.

Ily7I0KCeTHH CJIifi 3aCTOCOBYBATH Yy IIePiOf BariTHOCTI JIUIe Y BUNIAJKY, AKII0 OYiKyBaHa KOPUCTh IJIsd
MaTepi BUIIPaBAOBYE MIOTEHIIMHUN PU3UK [J14 I1ofa. 2KiHKaM Iif Yac IpUUoMYy AYJIOKCETUHY
HeoOXiTHO TOBiMOMIISITH JIiKapio PO BaTiTHICTh ab0 SIKIIO XKiHKa IJIaHy€ BaTiTHICTE.

T'ongyBaHHS TPYAOIO0

3a JaHWMU OOCHiIKEeHHs, IPOBEIeHOT0 Y IECTH JTaKTYIOUMX MaTepiB, SKi He TOyBalu CBOIX HiTeH,
IYyJIOKCEeTHH fykKe cinabo eKCKPeTyEThCS ¥ IPyoHEe MOJIOKO B OpraHi3Mi monuHu. BcTaHOBNIEHa J03a
[JIST OUTUHY 3 PO3PaXyHKY MijlirpaMm Ha KinorpaM Macu Tina ctraHoBuTh 0,14 % Bif MaTepHHCHKOI
no3u (guB. po3pin «PapMakoKiHeTHKa»). be3neka 3acToCyBaHHSA AYyJI0KCETUHY y OiTed HEBigoMa,
TOMY T'OlyBaHHS I'PYAII0 Mif Yac MPUKUOMY OYIOKCETUHY He PEKOMEHIYETHCS.

DepTUNLHICTD

Y mocnigKeHHSIX Ha TBapUHaX AYJI0KCETHUH He BIIMBaB Ha YOJIOBiUYy (DepPTUIIBHICTE, a BIJIUB Y KiHOK
CIIOCTepirascd JIMLIE Y [03aX, 0 CIPUYUHAIOTE TOKCAYHY [i0 Ha OpPraHi3M MaTepi.

30amuicmb 8nausamu Ha weudKicmb peakuyii npu KkepysaHHi aamompaHcnopmom abo
I[HWUMU MexaHi3mamu.

HocnigKeHb 1000 BIJIMBY Ha 30aTHICTh KepyBaTH aBTOTPAHCIIOPTOM Ta IIpaliloBaTH 3 iHIIUMU
MexaHi3MaMu He MPOBOAUIHU. [[yIOKCeTUH MoxKe OyTH OB 3aHKM i3 MTOSBOIO cefiallil Ta
3armaMopoyeHHs. ToMy Npu BUHUKHEHHI cefiallil abo 3amaMOpOYeHHS MaI[iEHTH TOBUHHI YHUKATH
MOTEHININHO HeOe3neuHuX pobiT, TaKUX K BOOIHHS ab0 eKCIIyaTallisl MallliH.

Cnoci6 3acmocyeaHHsi ma 0o3u.

Cnocib 3acTocyBaHHS

IynoKCceTUH Mpu3HauYeHuy [Jis IepopaibHOT0 3aCTOCYBAHHS.



03U
Beaukuti 0enpecugHuti po3aad

[TouaTKOBa Ta peKOMeH0BaHa MMiATpUMyBasibHa o3a - 60 Mr 1 pa3 Ha go0y, He3anexKHO Bif
BXKMBaHHA ixi. [lo3yBaHHS moHapm 60 mMr 1 pa3 Ha moOy mo MakcuManbHOl go3u 120 Mr Ha goOy Oyu
OLliHeHi 3 TOYKH 30py 6e3MmeKu y paMKax KJIiHiuHUX BUIIpoOyBaHb. [IpoTe HeMa€ KTiHIYHUX JaHUX PO
Te, 1110 NAlli€HTH, sIKi He pearyoTh Ha 10YaTKOBY PEKOMEH0BaHy 403y, MOXKYTb OTPUMAaTU KOPUCTh
Bif mimBUINIEHHS MO3H.

TepaneBTUYHUN pe3yIbTaT 3a3BUYail CIIOCTePiraeTeCs yepes 2-4 TUXKHI JIIKyBaHHS.

[Ticrs KOHCOMiallil aHTUAENTPECUBHOI BiiTIOBiMli pEKOMEHIYETHCS MTPOAOBKYBATH JTiKYBaHHS
IIPOTATOM [IeKiTbKOX MiCSIIiB, 1100 YHUKHYTH PelUAUBIB. V MallieHTiB, fKi pearyioTh Ha OyJI0KCETUH
Ta 3 aHaMHE30M II0IIepefHiX MOBTOPHUX CEPUO3HUX €Mi30/IiB fenpecil MOXKHa PO3TJISIHYTH MOHasIbllle
TpUBaJie NiKyBaHHS y 1031 60-120 Mr Ha mo0y.

T'eHepanizosaHi MpuBoMCHi po3aadu

PekomeHnpoBaHa moyaTKoBa [03a [JId MALli€HTIB 3 FreHepasli30BaHUM TPUBOXKHUM PO3JIafiloM CTaHOBUTH
30 mr 1 pa3 Ha 100y, He3aiexkHO Bifl BXKUBaHHS 1XKi. Y mallieHTiB 3 HeJOCTaTHHOIO PeaKIlielo mo3a
noBuHHa OyTu 30inbiieHa go 60 Mr, 110 € 3BUYaWHOIO MiATPUMYBaIbHOI0 003010 ¥ OiNIbIIOCTi
IIAlli€HTiB.

Y mauieHTiB i3 CynyTHIM CUHAPOMOM BEJIUKOI'0 AEPECUBHOTO PO3JIafy K [104YaTKOBA, Tak i
migTpUMyBa/bHa f03a CTaHOBUTDL 60 Mr 1 pa3 Ha moOy (H¥B. peKoMeHfalii Iogo J03yBaHHS BUILE).

Ho3u mo 120 Mr Ha mo6y, 5K 6yy0 oKa3aHo, e(eKTUBHi, OLIHIOIOTHCS 3 TOUKU 30PY O€3MeKu y
KJTiHIYHUX BUMIPOOyBaHHSX. TOMY OJISl TUX MAIliEHTIB, y IKUX HEIOCTaTHS peaklis Ha 1o3y 60 mr,
MOXKHA PO3TJISHYTH HifBuineHHs 103U 10 90 abo 120 mr. [TigBuIneHHs 103U IOBUHHO 0a3yBaTUCS Ha
KJIiHIYHIY BIATIOBIAl Ta IEPEHOCUMOCTI.

[Ticns KoHCOMigaLil BiATIOBiAI pEKOMEHAYETHCS IPONOBKYBATH JIIKyBaHHS IIPOTSATOM IEKiTbKOX
MicsiuiB, 06 YHUKHYTH PELUANBIB.

ILliabemuyvHull nepugepudHull HeliponamuyHul 6inb

[ToyaTkoBa Ta peKOMEHIOBaHa MiATPUMYyBallbHa Ho3a - 60 Mr 1 pa3 Ha 00y, He3allexkHO Bif
BXKMBaAHHS ii. 3acToCyBaHHS JIiKapCchKoro 3acoby moHan 60 Mr 1 pa3 Ha o0y 40 MaKCHUMAJbHOI 031
120 mr Ha moOy, 1110 TpUiManu y piBHOMipHO PO3IOMiIeHNX N03aX, OIL[iHIOBAJIM 3 TOYKH 30py Oe3MeKu
y KiiniyHuxX BUnpoOyBaHHAX. KOHIIeHTpallis [yTOKCETUHY Y IJIa3Mi KPOBi IEMOHCTPYE BEJIUKY
iHOMBiTyasbHY MIHNUBICTD (OUB. po3nin «®apMakokiHeTuKa»). OTXKe, OesKi MallieHTH, SKi
HeJOCTaTHhO pPearyioTh Ha 403U 60 Mr, MOXKYTb OTPUMYBaTH BHUIIY H03Y.

Pesynbrar siKyBaHHS CIIif OLIHUTH Yepe3 2 Micsli. Y MallieHTiB 3 HeafleKBaTHOI IT0YaTKOBOIO
peakIi€n JoaaTKoBa peakilid Micas I[bOT0 Yacy HaBpsAd YX MOXKIIMBA.

TepaneBTUYHY KOPUCTH CJIifi IOBTOPHO OL[iHIOBATHU (IpUHAWMHI KOXKHI 3 MicAi) (IUB. PO3Min
«®apMaKoAuHaMiKa»).

Ocob.ausi nonyasauii

ITayieHmu AiMHbO20 BiKY



[I71g nalieHTiB TITHHOTO BiKy HEe PEKOMEHAYETLCS PETYIII0BaTH NO3U JIUIIE Ha OCHOBI Biky. [IpoTe crif
OyTu 06epexXHUMU IPU JIiKyBaHHI JTI0fiel JTiTHLOTO BiKY, 0COGIMBO ITPU 3aCTOCYBAHHI AYIOKCETUHY B
mo3i 120 Mr Ha moby mpu BeJTMKOMY fenpecuBHOMY po3nami abo ['TP, mns sikux naHi oOMexkeHi (Ous.
po3minu «®apMaKokiHeTHKa» Ta «OCOBIUBOCTI 3aCTOCYBaHHS»).

ITeyiHkosa HedocmamHicmb

Ily7I0KCeTHH He CIIi 3aCTOCOBYBATH Malli€eHTaM i3 3aXBOPIOBaHHAMU [IE€UYiHKHU, 1110 MOXKYTh
CIIPUYMHUTH II€YiHKOBY HEIOCTATHICTh (IUB. po3minu «PapMakokiHeTnKa» Ta «[IpOTUIIOKa3aHHS»).

Hupxosa HedocmamHicmb

Ins mairienTiB 3 nerkuM abo cepefHiM CTyreHEM HUPKOBOI HEJOCTATHOCTI (K/TipeHC KpeaTuHiHy Bif
30 mo 80 mn/xB) KOpeKIlist mo3u He moTpibHa. [IyT0KCeTHH He CIIifl 3aCTOCOBYBATH IallieHTaM 3
TS2KKOI0 HUPKOBOIO HEIOCTATHICTIO (KJlipeHC KpeaTuHiny < 30 MJI/XB, AUB. PO3MiN
«ITpoTUIOKa3aHHS»).

ITpunuHeHHA AIKYBAHHA

BapTo yHMKaTH palTOBOrO NPUIIKMHEHHS JIiKyBaHHSA. [Ipy NIpUNMHEHH] TiKyBaHHS OyJI0KCETUHOM
no3y HeoOXigHO MOCTYTIOBO 3HUKYBATH IIPOTSATOM IIPHHANUMHI 1-2 TUXKHIB, 11100 3MEHIITUTH PU3UK
PO3BUTKY CUMIITOMIB BigMiHu (muB. po3minu «OcobmuBoCTi 3acTocyBaHHA» Ta «[100iyHi peakiii»). ¥
BUMAOKY PO3BUTKY HECTEPIIHUX CUMIITOMIB, 110 3'IBJISIOTHCS MiC/sl 3HUXKEHHS 03U JIiIKapChKOT 0
3aco0y abo B pe3ynbTaTi MPUIKMHEHHS JTiIKyBaHHS, MOXKHAa ITOHOBUTH 3aCTOCYBaHHS paHillle
IPU3HAYEHOI 03K. 3r0fIOM JTiKap MOXKe IMIPOJOBKUTHA 3MEHIITYBATH 103y, ajie GisbIl MOCTYIIOBO.

Himu

Jlikapchkui 3acib He ciifg mpu3HavaTH OiTSM BikoM 10 18 pokis.

ITepedo3yeaHHs.

[ToBimoMIISANIK TIPO BUIAKY Ilepeio3yBaHHS AYyI0KCETUHOM OKpeMo abo B KoMOiHallil 3 iHmuMu
nikapcbKuUMU 3acobamu y 1031 5400 mr. Bynu noBigoMieHHS PO jeTalabHi BUIAAKY IiCs
mepeno3yBaHHs AYJI0KCETHHOM, ITepeBaxkHO Yy KoMOiHallii 3 iHIMMMH TiKapChbKUMH 3ac00aMH, a TaKOXK
TiNBKY [yNOKCeTHHOM Yy 0o3i npubnusno 1000 mr. O3HaKM Ta CUMIITOMU IIepeno3yBaHHs (OKpeMo abo
y KomOiHallii 3 iHIIuMY JTiKapCbKUMHU 3aco0aMu) BKIIOUaJIM COHJIMBICTE, KOMY, CEPOTOHIHOBUM
CHHOPOM, CymoMH, O6/10BaHHS Ta TaXiKapaiio.

Crnenudiuni aHTHOOTH [0 AYIOKCETUHY HEBIIOMi, TPU MOSBi CEPOTOHIHOBOT'O CHHIPOMY HeoOxifHe
crenudivyHe JTiKyBaHHS (IIUIPOTeNTagXlH Ta/abo KOHTPOL TeMnepaTtypu). Heo6xifmHo 3a0e3neynTu
IIPOXiJHICTh OUXalbHUX IINIIXiB. PEKOMEHIYETHCSA TPOBOAUTY MOHITOPUHT CEPIIEBOI AisITLHOCTI Ta
KOHTPOJIb OCHOBHHUX ITOKa3HUKIB XKUTTEMISAIPHOCTI Pa30M i3 BiiMOBIAHUMY CUMIITOMaTAYHUMM i
OigTPUMYBaIbHUMU 3axogaMu. Moxke OyTH IpU3HAUYEHO MPOMUBAHHS IITyHKa 6e3mocepeqHbo Mmicis
IpuioMy JIikapchbKoro 3aco0y a0o y mallieHTiB i3 IpOosBOM CUMITOMIB. AKTUBOBaHE BYTINIIS MOXKe
OyTH KOPUCHUM [IJ11 00MeKEeHHS MOTNIMHAHHS. [[yIOKCETUH Ma€ BeIUKHM 00’'€eM pPO3MOMiny B
oprai3mi, y 3B’3Ky 3 4uM ¢opcoBaHuM Aiype3, remonepdysis Ta oOMiHHa nepdy3is HaBpsAM Yu
OymyTh KOPUCHI.



ITo6iuni peakuii.
Kopomgkuti onuc npogiato 6e3neku

Haiiuacrimne 3apeecTpoBaHMMU HeOakaHMMH peakIlisiMU y TIALli€HTIB, SIKi OTpUMYyBaJIXd OYJIOKCETHH,
Oynu HyOoTa, TOJIOBHUH 6iflb, CyXiCTh V POTi, COHIHUBICT Ta 3amaMopodeHHs. [TpoTe GinbImicTh
nomupeHux HebaxkaHUX peakliit 6ynu J1erkoro abo cepeHLOTO CTYIEHs, BOHU 3a3BUYail BUHUKAJU
Ha MOYaTKY JIiKyBaHHS, OiMBIIICTE i3 HUX Maid TEHAEHIII0 10 3HUKHEHHS, HaBiTh IIPU IOOBKEHHI
Teparrii.

Huxue HaBeneHi HeOaxKaHi peakilii, 1110 3a3HaYalIuCs Y CIIOHTAHHUX IIOBIJOMIEHHSX Ta IIif] Yac
n1are00-KOHTPOIbOBAHUX KITIHIYHUX OOCITiIXKEHb.

Ominka dacToTu: gyxe 49acTo (=1/10), gacto (Big =1/100 mo <1/10), HeyacTo (Big =1/1000 mo
<1/100), pigko (Bim =1/10000 mo <1/1000), my=xe pinko (<1/10000), yacToTa HeBigoMa
(HEMOZK/IMBO BU3HAYUTH 3a OOCTYIHUMH JaHUMHU).

Y Mexkax KOXKHOI rpynu 4acTOTH HebaxkaHi e(peKTH IpecTaBIeHi B MOPSAKY 3MeHIIeHH S
CEepPHO3HOCTI.

IH(pekuyii ma iHea3ii: HEYACTO - JTAPUHTIT.
3 6oky imyHHOT cucmemu: PigKO - aHadimaKTUYHA PeakKilis, MiiBUIeHa Yy TIUBICTb.
3 60Ky eHOOKPUHHOI cucmemu: PIAKO - TIIOTUPEO3.

3 60Ky 0OMiHY PEUOBUH i Xap4yBaAHHSA: YACTO - 3HUKEHHS alleTUTY; HEYaCTO - TimepriikeMis
(ocobnuBO y TALliEHTIB i3 IyKpoBUM AiabeToM); pidKo - gerigpaTalis, rinoHaTpieMis, HEOOCTATHICTh
ANT®.

IIcuxiuHi po3sadu: 4acTo - 0e3COHHS, 30ymKeHHs, 3HUKEHHS J1i0if0, TPUBOXKHICTH,

aHOpra3Misi, He3BUYHi CHOBUOIHHS; HEYaCTO - CylluaanbHe MUCJIEHHS po3j1agu CHY,

OpYKCHU3M, me3opieHTallist, amaTis; pigko - cyinumanbHa moBemiHKa®’, MaHisl, TaTIOIUHALI], arpecis
s 4

Ta 3JICTh .

3 6oky Hepeogoi cucmeMu: LyxkKe YacTo - TOJIOBHUIM 0ifib, COHNIUBICTh; YACTO - 3allaMOPOYEHHS,
JleTaprisi, TpeMop, IapecTesist; HeYyacTo - MIOKJIOHIsI, aKaTK3is’, HEPBOBICTh, MOPYIIEHHS yBary,
MUCTeB3isl, AUCKiHe3is, CHHIPOM HeCIOKiMHNX Hir, HOTaHU COH; PigKO - CEpOTOHIHOBUI CHHAPOM',
CymoMHu', ICUXOMOTOpPHE 3aHEeNOKOEHHS', eKCTpamnipaMifgi po3nagy’.

3 60Ky opaaHis 30py: 4acTo - POIMIUBYACTE 300paxkKeHHST; HeYacTo - Mifipia3, po3jagu 30py; PimKo -
rIaykoMa.

3 6oky opeaHis cayxy i aabipuHmy: 9aCTO - A3BIiH y ByXaxX ; HEYACTO - BEPTHUTO, Oilb y ByXax.
3 60Ky cepus: 4acCTO - MabIIiTallis; HEYacTO - TaxikKapfis, CylIpaBeHTPUKYIISIPHA aPUTMist, TOJTIOBHUM
yrHOM (PiOpusiis mepeacepnb; Y4acTOTa HEBimOMa - CTpecoBa KapaioMiomnaTis (KapmiomiomaTis

Taxkoiry00).

3 60Ky cyOuHHOi cucmemu: 9acTO - MiABUIIEHHS apTepialbHOro THCKY' , IPUIIMBY Kapy;



HeuyacTo - BTpaTa CBifoMOCTi’, apTepianbHa rimepreHsis®’, opTocTaTU4HAa TilOTeH3iq,
BiUYTTS XOJIOAY B KiHIIIBKaX; PiKO - TiepTOHIYHUI KpI/I33’6.

3 60Ky opaaHie OuxaHHA, 2pyOHOI KAimKUu ma cepedoCmiHHA: 4acTo - M03iXaHHs; HeYacCTo -
JIapMHTOCIIa3M, HOCOBa KPOBOTEYa; PiIKO - iHTEpCTUIiabHe 3aXBOPIOBAHHS JIETeHb *, e03uHOMiNIbHA
TIHEeBMOHiA’.

3 60Ky mpasHo20 mpakmy: OyKe 4acTo - Hy[0Ta, CYXiCTh y POTi; YacTo - 3amop, giapes, Oifb y
JKUWBOTi, O/TI0BaHHS, OUCIIEICisT, METEOPU3M; HEYACTO - IMITYHKOBO-KHUIIKOBI KpOBOTeqi7,
racTPOEHTEPHUT, BiipuKKa, raCTPUT, AUCGaris; pifko - CTOMaTUT, HasIBHICTb KPOBi y
BUIIOPOXHEHHSX, HeIPUEMHHUIA 3aax 3 poTa, MiKpOCKOIIYHHUI KOTIT .

3 60Ky neuiHKU i o#08408UBIOHUX WL1AXI8: HEUACTO - TeIaTUT , MiABUIICHHU PiBeHb IeYiHKOBHX
en3umiB (AJIT, ACT, nmyxHa ¢docdaTasa), TOCTpe ypaxKeHHS MedYiHKYU; PigKo - Te4iHKOBa
HEeIOCTATHICTh®, JKOBTSIHUILS' .

3 6oky wkipu ma nidwkKipHoi KAimKosuHuU: 4aCTO - MMiABUIIEHE MOTOBUIIIEHHS, BUCUIIAHHS;
HeYacTo - HiYHa MiTIUBICTh, KPONUB SHKA, KOHTAKTHHM JE€PMAaTUT, XOJIOMHUH TIiT, peakiil
(OTOUYTIHMBOCTI, MiABHUINIEHA CXUAJIBHICTh A0 YTBOPEHHS CUHIIIB; PigKo - cuHapoM CTiBeHCa-
I>x0HCOHA’, aHTiIOHEeBPOTUYHHUI HaOpAK’; AyXKe PiAKo - MKIipHUH BaCKYIIIT.

3 60Ky ckesemHo-M’ 430801 cucmemu ma cno/Ay4YHOi MKAHUHU: 9acTo - KiCTKOBO-M s130BUi Oinb,
M’SI30BUM CIIa3M; HE4YacTo - BIIUyTTS CKyTOCTiI M’s13iB, IOCMUKYBaHHS M s3iB; PIIKO - TPU3M.

3 60Ky HUPOK ma cevosusiOHUX WsXi8: YaCTO - QU3YyPisd, YacTe CeYOBUIIYCKaHHS; HEYACTO -
3aTpUMKa CEYOBUIYCKAHHS, YTPYIHEHUN [10YaTOK CEYOBUIYCKAHHS, HIKTYpid, OJiypis,
3HUKEHHS TOKY Cedi; PiiKO - aHOMaJIbHUY 3alax cedyi.

3 60Ky penpodykmueHoi cucmemu ma MO/I0YHUX 3d/103: 4aCTO - ePEKTUIbHA AUCPYHKIIIA,
IIOPYIIEHHS eIKYJsllil, 3aTPUMKa esKyJAllil; He4acTo - TiHEKOJIOTiYHi KpoBOTeUi,
MEeHCTpYyaJbHi po31aau, CeKCcyanbHa OUCHYHKITS, TECTUKYIAPHUYN Oinb; PiIKO - CUMITOMHU
MEeHOIay3H, ralakTopesi, FilepIpolakTHHEMIs, MiCIAI0I0roBa KpoBoTeya’,

3azanvHi po3nadu ma cmau micus e8edeHHs AiKAPCbK020 3acoby: 4acTo - MafiHHA’, BTOMAa; HeYacTo
- 6inb y rpyasax’, morade CaMOIOYYTTSI, Bif4yTTs XOJIOMY, CIIpara, 03H00, cabKicTh, Bif4yTTs Kapy,
IOPYIIEHHS XOIU.

Ilodamkoai 3MiHU npu 8uNPo6yBaHHAX: 4aCTO - 3HUKEHHS MaCH Tijla; He4aCTO - MMiABUIIEHHS
MacHu Tifla, MiABUIIEHHS piBHSA KpeaTuHiH(MOC)OKiHA3Y Y KPOBI, 36inbiieHHs PiBHS Kaio y
KPOBI; PIiIKO - HigBUIIEHHS PIBHS X0JI€CTEPOIIy y IIJIa3Mi KPOB.

' Bumagku CymoM Ta A3BiH y ByXax TaKOX CIOCTepiraaucs Miclis mepeprBaHHs JTiKyBaHHS.

* BumlaK¥ OpTOCTaTHYHOI TilOTeH3ii Ta BTpaTH CBifOMOCTI cIiocTepiranucs nepeBaxHoO Ha IOYaTKy
JIIKyBaHHS.

* TuB. po3fain «OCcoBIMBOCTI 3aCTOCYBAHHSI».

* TIpo BUMafKy arpecii Ta 3710CTi IepeBaXkHO MOBITOMIISAIM Ha 0YaTKYy JiKyBaHHS Ta IiCIIs
IepepuBaHHS TiKyBaHHS.



* TloBimoMmsiocst IIPO BUMAOKY CYillUAaNbHUX ifel Ta IOBEMiHKHU IIif Yac JIiKyBaHHS AYJI0KCETHHOM
a0o ompasy Iicnis MPUIKWHEHHS JTiKyBaHHA (OUB. po3ain «OcoOMMBOCTI 3aCTOCYBaHHS»).

® YacroTa HeGaKaHUX Peaklliii BCTAHOBJIEHA i3 IOCTMAPKETUHTOBYX HOCi[KeHb; He CIIOCTepPiraaucs
y miane00-KOHTPOIbOBAaHUX KITiHIYHUX OOCITigKEeHHIX.

7 CTaTUCTUYHO 3Hauyllle He Bigpi3HAIOTHCS Bif miaiebo.
® Bumagku mamiHb Oymu GinbI YaCTUMHU Y JIIOfel JIITHBOTO BiKy (= 65 POKiB).
? Po3paxyHKOBa 4acTOTa Ha OCHOBI BCiX JaHUX KITIHIYHAX JOCTiKEHb.

' Omizka 4acTOTH Ha OCHOBI IIa1e60-KOHTPOIbOBAHUX KIIIHIYHAX NOCTiKEHb.

Onuc okpemux HebadxdcaHux peaxuill

[TpunuHeHHS JTiKyBaHHS AYJI0KCETHHOM (0COOIMBO PANTOBE) YaCTO MPU3BOAUTE 10 BUHUKHEHHS
CHMIITOMIB BigMiHU. 3allaMOpPOYEHHS, IOPYIIeHHS YyTIUBOCTI (BKII0YauM mapecTesito abo
Bi4YTTS IPOXOOKEHHS eJIeKTPUYHOTO CTPYMY, 0COOJIMBO B TOJIOBi), TOPYIIEHHS CHY (BK/II04Yal04Yd
0e3COHHS Ta CUJIbHI MapeHHs), BTOMa, COHJIUBICTh, 3aHETTOKOEHHS ab0 TPUBOXKHICTH, HyIOTa Ta/abo
OJI0BaHHS, TPEMOp, TONIOBHUY 6inb, Mianris, OpaTiBIUBICTS, Aiapes, rineprifpos Ta 3amaMOpPOYeHHS €
HaWYacCTIIIIMHU 3aPEECTPOBAaHUMHU PEaKITiIMU.

3a3Buuait ang CI33C rta [33HC ui aBuia 6ynu nerkoro abo moMipHOTO CTYIIEeHs iHTEHCUBHOCTI

Ta MUHAJIX CAMOCTiMHO; O[HAK V [EeSKUX TAIli€HTiB BOHU MOTJIX OYTH TSIXKKUMU Ta/ab0 TPUBAJIUMU.
OT1xe, IKIII0 HEMa€E HeOOXiMHOCTI B ITOaIbIIOMY JIiKyBaHHI TyJIOKCETUHOM, PEKOMEHOYETHCS
IIPOBOAMTY IIOCTYIIOBE IPUNUHEHHS JIiIKyBaHHS, TOCTYTIOBO 3HMUKYIOYY 03y JIiIKapChKOTO 3aco0y
(muB. po3minu «Ocob6MMBOCTI 3aCTOCYBaHHS» Ta «Crocib 3aCTOCYBaHHS Ta IO3U»).

Y 12-tuxXHeBi#l rocTpiit ¢asi TprOX KIiHIYHUX BUIIPOOYBaHb AYJIOKCETUHY y MAalli€eHTiB 3 AiabeTHUHUM
HelpomaTuYHUM 00JIEM CIIOCTEPIrany HeBEeNUKi, ale CTaTUCTAYHO 3HAYYII MiIBUIIEHHS PiBHSA
TJII0KO3Y B KPOBI HaTIIe NIPU 3aCTOCYBaHHi gynokceTury. Pisens HbAlc OyB cTabinbHuM 5K y rpymi
TAIli€HTIB, SIKi IpuUiManu OyJIOKCETHH, TakK i B rpymi muane6o. Y ¢asi mpomoBxKeHHs UX [OCTiIXKEHb,
sKa TpUBasa [0 52 THXKHIB, criocTepiranocs 36inbiienHs piBHg HbAlc gk y rpyni gyn1oKceTUHY, Tak i
B I'PYyIIi 3BUYANHOT0 HaTJIAAy, OOHAK cepefHe 30inblleHHs Y TPYIIi JiKyBaHHS OYTOKCETHHOM
craroBuio 0,3 %. Takoxk cmocTepiranocs HeBeNluKe 30iIbIIeHHS PiBHS TIIOKO3Y B KPOBi HATIIE Ta
3arajibHOT0 XOJIECTEPUHY Y Malli€HTiB IPY 3aCTOCYBaHHi IyJIOKCETHHY, TOMI SK 11i mabopaTopHi
aHaJsli3y 0Ka3aJiv He3HaUHe 3HUXKEeHH PIBHA y I'PYIIi 3BUYalHOT0 HaTIsAny.

IaTepBan QT, ckopuroBaHuii 4aCTOTOI CEPLIEBUX CKOPOYEHDb Y XBOPUX, SIKi MPUKAMaK AYJIOKCETHH,
He Bipi3HSBCS Bifl aHAJIOTiYHOT0 y MAlli€HTiB, sKi mpuiiManu miare6o. 2KomHUX KITiHIYHO 3HAYYITUX
BimminHOCTel y BumiptoBaHHSIX QT, PR, QRS a6o QTcB Mmix marientamu, sSiKi mpuiiMany IyT0KCETUH
Ta marebo, He OyII0.

Himu

[Tpodins mobiyHux peakiilt y mitei Ta migmiTkis i3 BIIP ta i3 ['TP, AKi oTpuMyBanu NiKyBaHHS
IYJI0KCeTUHOM, OyB IOAIOHUM [I0 TOTO, II0 CIIOCTEPITaETLCS Y JOPOCIIHX.

[Ipu nikyBaHHI OyJIOKCETUHOM CIIOCTEpIrajocs cepenHe 3HUXKEHHS MacH Tijla Ha 0,1 Kr 3a



10 TuxkHiB. 3romoOM MalliEeHTU B CEPEIHHOMY MaJli TEH[IEHIIil0 70 BiMTHOBIEHHS 10 CBOr0 6@30BOT0
IepLEeHTUIS MacCH Tijla Ha OCHOBI feMorpadiyHyX JaHUX Bifi OOHOJIITKIB BiATIOBIGHOTO BiKy Ta CTaTi.

3BiTYBaHHS IIPO Mif03pIoBaHi M06iYHiI peakiril

[ToBimomneHHs mpo mo6iuHi peakiril micis peecTpaliii TikapchbKoro 3aco0y Ma€ BaXKJIuBe

3HauyeHHs. lle mae 3MOry IPOBOAUTHA MOHITOPUHT CITiBBiHOILIEHHS KOPUCTh/PU3UK IIPXA 3aCTOCYyBaHHI
ITbOT'0 JTIKapChKOro 3acoby. MeguuHuM Ta GpapMalleBTUYHUM IIpalliBHUKaM, a TAaKOXK IalieHTaM abo
iXHIM 3aKOHHUMM IIPe[CTaBHUKAM CJIifl IOBiOMJISITH IIPO YCi BUMIQKHU Mig03pI0BaHUX MOGIYHUX
peaxiiiit Ta BifcyTHOCTI e(eKTHUBHOCTI TiKapchKoro 3aco0y yepe3 ABTOMaTH30BaHy iHGOpMaIliiHy
cucTeMy 3 (hapMaKOHAarIsAAy 3a MocuiaHHsaM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi.

2 POKH.

YMoBu 30epiraHHsi.

30epiratu y HeJOCTYIIHOMY IJIs1 AiTe MicIli B OpUriHambHiN yIIaKoBIi pu TeMnepaTypi He Buie 30
°C.

YnakoBka.

s kancyn 30 mr:

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

1o 7 Karcyn y 6mictepi; o 4 6micTepu B KapTOHHIM Haylii.

KaTteropisa Bigmycky.

3a pelemnToM.

BupoOHHK.

JTa6opartopioc Hopmos, C.A./

Laboratorios Normon, S.A.

Micue3HaxoaKeHHs1 BHPOOHHKA Ta ajjpeca Miclsl IPoBagKeHHsI HOT0 Tis/IbHOCTI.


https://aisf.dec.gov.ua

Poupa ne Banbaoekappico, 6, Tpec KanToc, 28760 Mapapun, IcraHis/

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

3asIBHHK.

TOB «ACIHO YKPATHA».

Micue3HaxoIKeHHsI 3asiBHHKa.

Vkpaina, 03124, m. Kuis, 6yneBap Baumasa ['aBesna, OyguHOK 8.

Y pasi suHukHeHHs nobiyHux peakuiil abo 3anumaHs w,000 6e3neku ma epekmusHocmi
3aCMOCYB8aHHSA AiKAPCbK020 3acoby npocumo 38epmamucs 00 8i00iny papmakoHaza50y

TOB «ACIHO YKPAIHA» 3a adpecor: 6yaveap Baunasa I'asena, 8, m. Kuis, 03124, mea/pakc:
38 044 281 2333.



