IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

JIVKACT®
(Lukast®)

Cknao:

0itoua pevyos8uHd: MOHTEJTYKACT;

1 TabneTka MiCTUTL MOHTeNyKacTy (v ¢dopmi HaTpieBoi comi) 10 mr;

0ONOMIdCHI peyoBUHU: TIEJI0JI03a MiKPOKPUCTANIiYHa; TaKT03a, MOHOTIIpaT; HaTPil0o KpOCKapMesno3a;
KPEMHiI0 MioKCH[ KONOoigHu 6e3BOMHUM; MarHito cTeapart; omaapi OY-L 6inuii (maKT03a, MOHOTIgpAT;
tuTaHy piokcup (E 171); rigpoKCUIPONiIMEeTUIINEN0J103a; OJIieTUIIeHTJIIKOIb); K0BTUH 3axig FCF
(E 110); Boma ouwniieHa.

JIikapcbKka ¢popma. TabmeTKy, BKPUTI MTIBKOBOIO 000JI0HKOIO.

OcHosHi (¢i3uko-xiMiuHi 81acmusocmi: TabneTKu KpPyrioi ¢GopMu 3 IBOOIYKIIOK ITOBEPXHEIO, BKPUTI
IJTIBKOBOIO 000JIOHKOIO CBIiT/IO-IOMapaH4eBOro KONbopy, 3 BigOutkoM «Phl» 3 ogrOTrO OOKY.

dapMakoTepaneBTHYHA I'pyna. [HII CHCTEeMHI ITpemapaTu s JTiKyBaHHS 00CTPYKTUBHUX
3aXBOPIOBaHb OUXAJIbHUX IUIAXIB. AHTaroHiCTH JIEMKOTPIEHOBUX pelenTopiB. MoHTeNyKacT.

Koo ATX R03D CO03.

dapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

Hucteininnenkorpienu (LTC,, LTD,, LTE,) € moTykHUMU €MKO3aHOIaMU 3allajeHHs, 110
BUBIJIbHAIOTECSA Pi3HUMU KJIITMHAMHU, Y TOMY YHCJIi OTaCUCTAMHU KJIiTHHaMU Ta eo3rHo¢imamu. Lli
BaXK/IMBi TPOaCTMaTUYHi MeiaTOpPH 3B’I3YIOTHCS 3 IIUCTEIHIIIENKOTPIEHOBUMU peLleITOpaMu
(CysLT). Peuentop CysLT 1-ro tuny (CysLT,) 3HaX0OUTHCS y AUXaIbHUX LIIAXaX TIOOUHA
(BKJTIOYAIOUM TIafIKOM S130Bi KIIITUHY [WXaIbHUX IUISXiB Ta MaKpodaru y guxajbHUX IIITXax), a
TAKOXK Ha iHIIMX ITpo3amajibHUX KIiTUHAaX (BK/I0Yarouu eo3uHo(Dinu Ta meBHi MienoigHi cToBOypoBi
kinituan). HasgsricTs perentopiB CysLT kopenioe 3 maTodiz3ionorielo acTMu Ta ajeprivHoro puHiTy.
[Tpu acTMi ommocepenKkoBaHi TIeHKOTPieHaMu e(peKTH BKITI0YaI0Th OPOHXOKOHCTPHKIIiI, CEKPEIIiio
Cnu3y, MIPOHUKHICTL cyauH i eo3unodinio. [Ipu anepriunomy puniti CysLT BuminseTbcs 3i cau30Boi
000JIOHKM HOCa TiC/s BIUIMBY ajiepreHy NPy PO3BUTKY peaklliil IK paHHbOTO, TaK i Mi3HbOTO THUITY, i
I1e CYIIPOBOAXKYETHCS CUMIITOMaMU aJeprivHOro pUHITY. 3rifHO AOCIIIXeHb, iHTpaHa3aIbHe
BBereHHs CysLT mpu3Bogusio g0 MiABULIEHHS PE3UCTEHTHOCTI AUXalIbHUX IIJIIXiB HOCOBOL
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IIOPOXKHWHMU Ta ITIOCUJIEHHSA CUMIITOMIB 3aKJIafIeHOCTi HocCa.

MoHTenyKacT Ipu IepopaabHOMY 3aCTOCYBaHHI € aKTUBHOIO CIIONTYKOI0, IKa 3 BUCOKOI0 BUOiPKOBICTIO
i cmopigHeHicTIO 3B’s13y€eThcs 3 CysLT,-perientopamu. 3rifHO 3 KITIHIYHUMHU OOCHIAKEHHSIMH,
MOHTEJTyKacT IpUrHiuye 6porxocnasm micns inransiii LTD, y mo3i 5 mr. BpoHxoaunaramis
CrocTepiranach ynpomoBxK 2 TOAWH ITiC/s TepopabHOT0 3aCTOCYBAHHS, 1€l ehekT OYB afUTUBHUM
no 6poHxopmuiaTaliii, CmpuYuHeHoi B-aronictamu. JIikyBaHHSI MOHTEIYKAaCTOM IIPUTHIYYBaJIO SIK
PaHHIO, TaK i Mi3HI0 Pa3u OPOHXOKOHCTPHUKIIil, CHIPUYNHEHOI aHTUTEHHOIO CTUMYJISIIETO.
MoHTenyKacT mOpiBHSAHO 3 Ialeb0 3MeHIIye YKUCII0 e03uHOPisiB eprudeprdHoi KPOBi y JOPOCTUX
TAIEHTIB Ta OiTeH. Y X0l OKPEMOr0 JOCTiAKEHHS IPUIOM MOHTENIYKAacTy 3HaYHO 3MEHIITyBaB YHUCJI0
€03MHODITIB y IUXaTbHUX IIIAXaX (3a BUMipaMu MOKPOTHHHS) i Tepu(epruyHiil KPOBi Ta IOKpallyBaB
KJIIHIYHUY KOHTPOJIb &CTMU.

[Tig 9ac mocmigKeHb 3a y4aCTIO IOPOCIUX MOHTEYKacCT y mo3i 10 Mr 1 pa3 Ha moOy MOpiBHSHO 3
nnanebo MpPoaeMOHCTPYBaB 3HAUHE IOJTMIIeHHS MOKa3HWKa paHkoBoro O®B, (3miHa Bif
nodaTKoBoro 3HadeHHs Ha 10,4 % i 2,7 % BifmoBigHO), paHKOBOI IiKOBOI MBUAKOCTI Bupuxy (PIIIIB)
(3MiHa Bim moyaTKOBOI'O 3HauYeHHS Ha 24,5 n/xB i 3,3 11/XB BifIIOBigHO) i 3HAYHEe 3MEHIIeHHSI
3arajbHOT0 3aCTOCYBaHHS B-aroHICTIiB (3MiHa Bif IOYaTKOBOTrO 3Ha4eHHS Ha -26,1 % 1-4,6 %
BigmoBigHO). [TominIeHHs MOBiMOMIIEHNX HAIlIEHTOM IIOKA3HUKIB JEeHHUX i HiYHUX CUMIITOMIB aCTMH
Oy710 OCTOBiIpHO KpallliM, HixX [ 11aiebo.

HocniaKeHHs 3a y4aCTO JOPOCIUX IIPOAEMOHCTPYBaJIX 30aTHICTh MOHTEJIYKACTy JOIIOBHIOBATH
K/TiHIYHUY eeKT iHransAmiiHuX KOPTUKOCTEPOIiB (3MiHa y % Bifl MOYaTKOBOTO ITIOKa3HUKA [AJIS
iHTamnAIiitHOr0 6eKJIOMEeTa30HY IIIOC MOHTEIYKacCT IOPiBHAHO 3 0€KJI0MeTa30HOM BifiIOBIAHO OIS
O®B;: 5,43 % ta 1,04 %; nns B-aronicTis: -8,70 % Ta 2,64 %). ITopiBHSAHO 3 iHTANAIINHUM
6eknometazonoM (200 MKT 2 pa3u Ha go0y, ClieliCepHUM IPUCTPili), MOHTENIYKACT ITPOIeMOHCTPYBaB
OinbIN MWBKUIKY ITOYATKOBY BifITIOBifb, X04a YIPOMOBK 12-TUXKHEBOT'0 OOCIigKeHHsS 6eKJIoMeTa30H
IIPU3BOMUB [0 OiNbIIl BUPaXKeHOT0 CEPEeTHLOTO TEPaAeBTUYHOT0 edeKTy (3MiHa Biff TOYATKOBOTO
MTOKa3HMWKA OIS MOHTENIYKACTY ITOPiBHSIHO 3 OeKJIOMeTa30HOM BifgmoBigHo st O®B;:

7,49 % ta 13,3 %; nns B-aronicra: -28,28 % Ta -43,89 %). IIpoTe mopiBHAHO 3 6EKIIOMETA30HOM V
BEJIMKO] KiJTbKOCTI MaIli€HTIB, AKi OTPUMYBay JIiKyBaHHS MOHTEJIYKACTOM, IOCATHYTa MoAibHa
KiiHiuHa BignoBigb (To0TO v 50 % malieHTiB, SKi OTpUMYBasu JTiKyBaHHS OEKJI0METAa30HOM,
nocsrayTto nominmenHs OOB, mpubnu3Ho Ha 11 % i GinbIe IOPiBHSAHO 3 IOYATKOBUM 3HAYEHHSIM,
pa3oM 3 TuM y 42 % mallieHTiB, SKi OTpUMyBasIU JIiKyBaHHS MOHTEIYKaCTOM, NOCATHYTO TaKol K
BifmoBimi).

II71s OLiHKK MOHTEJYKAcCTy SK 3aco0y [ CUMITOMATUYHOTO JIiKyBaHHS CE30HHOTO aJIepriyHoro
PUHITY y IalieHTiB BikoM Bifl 15 pOKiB 3 aCTM0I0 Ta CYIyTHIM C€30HHUM aJIepriyHuM PUHITOM OyI1o
TIPOBEIEHO KITiHiYHE HOCTigKeHHs. YV IbOMY JOCIigXKeHHi 6yJI0 TPOIEeMOHCTPOBAHO, 110 MOHTETYKACT
B TabneTKax npu mpuiioMi y no3i 10 Mr ogus pa3 Ha fo0y y OpiBHSHHI 3 miane6o JeMOHCTPYBaB
CTaTUCTUYHO 3Hayyllle IIOKPAllleHHS CEPeIHbONEeHHOI 0 I0Ka3HUKa CUMIITOMIB PUHITY.
CepenHbOEHHNUM TOKA3HUK CUMIITOMIB PUHITY € CePeOHbOI0 BeITMYHNHOI0, OTPUMAHOIO IIPU OILiHII
Ha3aJbHUX CHMIITOMIB y IeHHUH Yac (CepenHs 3aKJIafieHiCTh HOca, pUHOpPes, YXaHHS, cBepbixk y HOCI)
Ta y HiYHUY Yac (cepenHs 3aK/IafieHiCTh Hoca Npy NpobyaKeHHi, TPYAHOIII IpX 3aCUHAaHHI Ta
YyacToTa HiYHUX NpoOyaKeHb). Y MOPiBHAHHI i3 3acToCcyBaHHSAM Myane6o Oyau oTpUMaHi 3HaYHO
Kpallli pe3yabTaTy 3arajbHOl OI[iHKY JIiKyBaHHS aJeprivHOro PUHITY MHallieHTaMu Ta JTiKapsaMU.
Ouinka eeKTUBHOCTI TaKOT0 JIiKyBaHHS IIPHU acTMi He GyJia TOJIOBHOIO METOI0 LIbOTO AOCTiAKEHHS.

IocToBipHE 3MeHIIIeHHSI OPOHX0CIIa3MYy, OB’ 13aHoro 3 ¢isnuyHuM HaBaHTaxXeHHSIM (BOH), 6yno
IIPOIEMOHCTPOBAHO IIiff 9ac 12-TUKHEBOT0 [AOCIIIXKEHHS Y HOPOCTUX (MaKcuManbHe 3HUXKeHHA ODB,
22,33 % pns MOHTENyKacTy nopiBHsAHO 3 32,40 % nst nnane6o; Yyac BiTHOBIEHHS 3 TOYHICTIO 10 5 %
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Big moyaTkoBOoro OB, 44,22 xB nopiBHAHO 3 60,64 xB). Lleii edeKT criocTepirascs ynmpomoBx 12-
TUKHEBOTO Iepiony mociimxkeHHs. EdekT B gocnmigxKeHHi 6yB IPOOeMOHCTPOBAHUIM MMiCIS IPUAOMY 3
yacToToio 1 pa3 Ha fo0y.

Y nmatieHTiB 3 YyTIMBICTIO IO acIipuHy, SKi OTPUMYBaIHU CYNyTHIO Tepallilo iHransauiinumu i/abo
IIepopasibHUMU KOPTUKOCTEPOifaMy, TiKyBaHHS MOHTEIyKacTOM IIOPiBHAHO 3 Iale00 IPU3BOAUIIO
[0 3HAYHOI'0 TOJIINIIeHHS KOHTPOJII0 aCTMU (3MiHa Biff 104aTKOBOTO noka3Huka O®B, cTaHOBUTH
8,55 % mopiBHAHO 3 -1,74 % i 3HUKEHHS 3arajJbHOr0 3aCTOCYBaHHS -arOHICTa Biff I0YAaTKOBOTO
IIOKa3HUKa

-27,78 % nopiBusaHO 3 2,09 %).

dapmaxoKiHemuxka.

AGcop6irist

MoHnTenykacT MmBUAKO aOCcopOyETHCS Mmicys mepopanbHoro mpuiiomy. ITicns 3acTocyBaHHS Ipenaparty
(rabnetka 10 Mr, BKpHUTa IUIiBKOBOIO 000JIOHKOI0) JOPOCIIMM HaTIIecepIie CepeaHs MmKoBa
KOHIIeHTpallisa y nmna3mi kposi (C,,,,) nocsaraeTscs yepes3 3 rogunu. CepenHs 0i000CTyIHICTh IpH
TIepopajIbHOMY 3aCTOCYBaHHI CTaHOBUTE 64 %. [TpuitoM 3BUYAHOI 1Ki He BIIMBA€E Ha 6i0MOCTYIHICTE
i Ha C,,,, Ipu IepopaibHOMY 3aCTOCyBaHHi. be3neuHicTs Ta e()eKTUBHICTEL IIpenapaTy J0BefeHi y
KJTIHIYHUX [OCTiIXEeHHX, fe TabmeTku o 10 Mr 3acTocoByBanu 6e3 ypaXyBaHHS 4acy MPUNOMY ixXi.

Po3mnopin

Binbire 99 % MOHTeNyKacTy 3B'sI3yeThCA 3 GiTKaMu My1a3Mu KpoBi. OOCAT PO3MOMiTy MOHTEIYKaCTy Y
CTaHi piBHOBaru CTaHOBUTH Bif 8 1o 11 n1. [locnigKeHHs y TBapUH i3 3aCTOCYBaHHSM PagiOaKTUBHO
MiYeHOTr0 MOHTEIYKacTy CBifYaTh IPO MiHIMaIbHUN CTYMIiHb IPOXOOXKEHHS KPi3b
remaTtoeHnedaniyauit 6ap’ep. OKpiM 11OT0, KOHIIEHTpPAllil paflioaKTUBHO MiYeHOT0 MaTepiany yepes
24 romvHY Tics BBefeHHs Oynu MiHiMaTbHUMHU B YCiX iHIIMX TKaHUHAX.

Mertabonizm

MoHTenykacT akTUBHO MeTabomi3yeTbcs. I1ig yac mocnifxkeHs i3 3aCTOCYBaHHSIM TepaleBTUYHUX 103
KOHIIeHTpallil MeTa0oIiTiB MOHTEIYKACTY y IJIa3Mi KPOBi TOPOC/IMX i allieHTiB AUTSAYOTO BiKYy y
CTallilOHAPHOMY CTaHi He BU3HA4Yal0ThCA.

Lutoxpom P450 2C8 € ocHOBHUM (hepMeHTOM Y MeTabosi3aMi MoOHTenyKacTy. KpiMm Toro, mutToxpomu
CYP 3A4 i 2C9 BimirpatoTs He3HAYHY poJib y MeTab0/Ii3Mi MOHTEIyKacTy, X04a iTpaKOHa3071
(iuri6iTop CYP 3A4) He 3MiHIOBaB (papMaKOKiHETUYHI TOKa3HUKN MOHTEYKACTY Y 30OPOBUX
noOpoBOIBLIB, IKi oTpuMyBanu 10 Mr MOHTelIyKacTy Ha 0o0y. 3TifHO 3 pe3yJbTaTaM{ OOCIigXKeHb in
Vvitro 3 BUKOPUCTaHHSAM MiKpPOCOM IEeYiHKY JIONUHY, TePaleBTHYHI [1J1a3MOBi KOHIIEHTpallil
MOHTeJIYKacTy He NpUrHiyywTs nuroxpomu P450 3A4, 2C9, 1A2, 2A6, 2C19 1 2D6. Vyacts
MeTaboIiTiB ¥ TepaneBTUYHIN il MOHTENIYKACTy € MiHiMaJbHOIO.

BuBenenusa

KnipeHc MOHTENyKacCTy 3 IJTa3MHU KPOBi 3MOPOBUX IOPOCIIUX JOOPOBOJIBIIB ¥ CePeOHOMY CTAHOBUTD
45 mn/xs. Ilicns nepopaabHOr0 IPUNOMY MIYEHOT0 i30TOIIOM MOHTENIYKacTy 86 % BUBOOUTHLCS 3
KaJIOM TIPoTsAroM 5 mHiB i MeH HiX 0,2 % - i3 ceyero. Y CyKymHOCTi 3 6i000CTYIHICTI0O MOHTENTYKACTY
IIpU IlepopajbHOMY IpuioMi 1el (HakT BKa3ye Ha Te, III0 MOHTEJIYKacT Ta Horo MeTaboIiT Maiixke
MTOBHICTIO BUBOASTHCS 3 XKOBYIO.

dapmakoKiHemuka 8 pi3HuUx 2pyn nauieHmis



[lns maIfieHTiB MITHBOTO BiKY, @ TAKOXK MAIiEHTIB 3 MEYiHKOBOIO HEJOCTATHICTIO IETKOT0 i CEpeIHbOTO
CTYIIeHS TSKKOCTI KOPEKIis 103K He noTpibHa. [locifKeHHs 0151 MallieHTiB 3 HUPKOBOIO
HEJOCTaTHICTIO He mpoBoaunucs. OCKiTbKM MOHTENIYKACT i #0T0 MeTaboJIiTH BUBOASITHCS 3 KOBYIO,
KOPEKITisl 103K 115 HaIli€HTiB 3 HUPKOBOI HEJOCTATHICTIO He BBaXKa€ThCA HEOOXimHO0. [JaHUX IIPO
XapakTep hapMakKOKiHETUKN MOHTEIYKacTy Y Malli€eHTiB 3 TAKKOI0 [IeYiHKOBOI HEJOCTATHICTIO
(6inpIe 9 OaiiB 3a mkanow Yainma-I1't0) HeMae.

[Tpu npuiiomi BeNUKUX 103 MOHTENyKacTy (1o B 20 Ta 60 pa3iB mepeBulllyBaiu A03y, PEKOMEHI0OBaHy
1T HOPOCINX) CIIOCTepiranocs 3HUKEHHS KOHILeHTPallil Teodininy y nna3mi Kposi. Lleit epekT He
CIIoCcTepiraBcs mpy IpuitoMi peKkoMeHAoBaHo1 f0o3u 10 Mr ofuH pa3 Ha ooy .

KrinigHi xapaKTepHCTHKH.
Iloka3anus.

IomaTKoBe JITiKyBaHHS OpPOHXia/lTbHOI aCTMU Y IAIli€HTIB 3 IEPCHUCTYI0YO0I0 aCTMOIO Bifl IETKOTO [I0
IIOMIPHOTO CTYIIEHS, IIJ0 HEAOCTAaTHLO KOHTPOIIOETHCS IHTANAIMHUMU KOPTUKOCTEPOIAHUMHU
IIpernapaTaMy, a TakK0X IPXU HeoCTaTHLOMY KJTiHiYHOMY KOHTPOJIi aCTMH 3a JOIIOMOT0I0 GeTa-
aroHicTiB KOPOTKOCTPOKOBOI fil, 1110 3aCTOCOBYIOTLCSA TP HeoOxigHOCTi. CUMITOMaTAYHE TiKyBaHHS
CE30HHOTO0 aJIeprivHoOro PUHITY Y XBOPUX Ha OpPOHXia/lbHY acTMy.

[TpodinakTuKa acTMH, JOMiHYIOUMM KOMIIOHEHTOM SIKOi € 6POHXO0CIIa3M, CIPUUYMHEHUHN Qi3uUHUM
HaBaHTaXXEHHSIM.

IIpomunoka3aHHs.
[TigBuIeHa YyTNUBICTE M0 OYIb-IKOTO KOMIIOHEHTA JIiKapChKOTro 3aco0y.

[uTtsuuy BiK 10 15 poOKiB.

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

MoHTenyKacT MOXKXHa IpU3Ha4YaTy pa3oM 3 iHIIMMHU IIperiapaTaMy, 110 3a3BU4al 3aCTOCOBYIOTHCS
a1t mpodinakTuK a6o TpUBaAIoOro JiKyBaHHsA OpoHXiambHOI acTMU. PeKOMeHioBaHa KITiHiuHa fo3a
MOHTEIYKacTy He Ma€ 3HAYHOI0 KJIIHIYHOTO BIJIUBY Ha (papMaKOKIHETHKY TaKUX IIpenapaTiB gK
Teo(iNiH, TpeaHi30H, MPeNHi30JI0H, TepopPasbHi KOHTPAIENTUBY (€THHIIECTPAIioN/HOPETUHAPOH
35/1), TepbeHamuH, IUTOKCUH Ta BapdapHH.

Y namienTis, siKi omHOYaCHO mpuiiManu ¢herobapbiTan, Iola i KpUBOI «KOHIIEHTPallis-4ac»
(AUC) mnst MOHTeNyKacTy 3HUKYyBanacs npubnusno Ha 40 %. OCKibKM MOHTETYKacT
MeTtabomnizyercst CYP 3A4, 2C8 ta 2C9, HeoOxinHO OyTH 06epeXKHUM, 0COBIUBO IIOMO0 AiTeH, SKIIO0
MOHTEeNIYKacT IpuiMaT ofgHo4YacHO 3 ingykTopamu CYP 3A4, 2C8 ta 2C9, TakuMu sK (HeHITOIH,
dbenobapbitan i pudamminuH.

HocmimKeHHS in vitro moKasaiu, 1110 MOHTENIYKacT € nmoTyxkHuM inribitopom CYP 2C8. OpHak
KJTiHIYHI JOCTi?KeHHs B3aeMOil TiKapChKUX 3ac006iB, 10 BKII0Yal0Th MOHTENIYKACT i PO3UTJIiTA30H
(MapkepHuU# cy0CTparT; Ipemnapar, mo MeTtabomi3yeTbes 3a gonoMoroio CYP 2C8), mokasanu, 1o
MOHTeJNyKacT He € inribitopom CYP 2C8 in vivo. TakuM YUHOM, MOHTEIYKACT He BIIJIMBAE 3HAYHOIO
Mipoto Ha MeTaboIi3M mpemnaparis, 110 MeTabomi3yoThcs 3a gonomoroo CYP 2C8 (Hanmpukiapm,



MaK/IiTaKCely, PO3UTIiTa30Hy Ta penariiHigy).

[Tig yac mocmigkeHs in vitro 6yn0 BCTaHOBIIEHO, 1[0 MOHTeNyKacT € cyoctpaToM CYP 2C8 i MeH111010
Mipoio 2C9 ta 3A4. Y xomi KimiHIYHOTO DOCHiIKEeHHS B3aEMOI1 TiKapChbKUX 3ac00iB i3 3aCTOCYBaHHSIM
MOHTenyKacTy i remdioposuny (iuribitopy CYP 2C8 i 2C9) remdibpo3us nmifBuilyBaB CUCTEMHY
€KCITO3UIIiI0 MOHTeNIYKacTy B 4,4 pa3u. [Ipu ogHOYacHOMY 3aCTOCyBaHHi 3 remMdpibpo3uniom abo
inmumu notyxkHuMM iHTiOiTopamu CYP 2C8, KOpekKIlis 4031 MOHTEeNIyKacTy He MOTpiOHa, aie mikap
IIOBUHEH BpaXyBaTH IiABUIIEHUN PU3UK BUHUKHEHHS MO0IYHUX peakilii.

3a pe3ynbTaTaMu OOCIAXKEHb iNn Vitro He 04iKyeThCS BUHUKHEHHS K/IiHIYHO BaXKJIMBUX B3a€MOTIN 3
MeHII MOTyKHUMHU iHribitopamu CYP 2C8 (Hampuknag, 3 TpuMeTonpuMomM). OfHOYacHe
3aCTOCyBaHHS MOHTEJTYKaCTy 3 MeHII NOTyKHUMHU iHribiTopamu CYP 3A4 He mpu3Bogumio oo
iCTOTHOTO MiIBUINIEHHST CUCTEMHOI €KCIIO3UIIil MOHTENTyKaCTy.

Oco6 1ueocmi 3acmocyeaHHsi.

ITarieHTiB HeOOXiOHO MOmepenuTH, 1o JIykacT® He CIIifl 3aCTOCOBYBATH [JIsl 3HATTS TOCTPHUX Hamafis
aCTMH, a TAaKOXK IIPO Te, II0 BOHY IIOBUHHI 3aBXKOKM MaTH IIpu co0i BigmOBimHMI MpenapaT eKCTPeHol
IOIIOMOTH. Y BUIIAAKY I'OCTPOr0 Halamy CJIif 3aCTOCOBYBATH iHTassAIilHiI 6eTa-aroHiCTH KOPOTKOI Mii.
[TauieHTH TOBUHHI IKHAWIIBUIIIE IPOKOHCYIBTYBATHCS 3 JIiKapeM y BUIAAKY, SKIIO IM 1moTpibHa
Oinpila, HiXK 3a3BUYai, KiIbKiCTh iHTasnsMii 6eTa-arOHICTiB KOPOTKOI Mil.

He cnig pi3ko 3aMiHIOBaTH MOHTETYKACTOM Teparlio iHransamiiuuMu abo nepopaabHUMU
KOPTUKOCTEPOITaMH.

HeMmae maHuX, 10 CBiTYaTh IIPO Te, L0 403y IepOopalbHUX KOPTUKOCTEPOIiB MOXKHA 3MEHIIUTH IIPH
CYIIyTHbOMY 3aCTOCYBaHHI MOHTEJIYKacCTYy.

[ToBigOMIIANIOCS PO BUHUKHEHHS IICUXOHEBPOJIOTIYHUX SIBHUI y HOPOCIMX, MIIITKIB Ta AiTeH, sIKi
IpuiManu MOHTeNyKacT (ouB. po3nin «[1obiyHi peakuii»). [TamienTu Ta ikapi MaoTh OyTH
mornepenzXKeHi o0 MOKIIMBOCTI BUHUKHEHHS IICUXOHEBPOIOTiYHUX IBUIll. KpiM TOTO, malieHTaMm
Ta/abo ixHIiM gornsmayaM HeoOXimHO maTH BKA3iBKM IIPO Te, 1[0 BOHU MAlOTh IIOBIJOMIISITA CBOT'O
JliKaps, IKIIO0 Taki SBUIla BUHUKHYTh. JIiKapi MOBMHHI PETENIbHO OLIIHIOBATH PU3UKU Ta lIepeBaru
IIPOOOBXKEHHS JIIKyBaHHS MOHTEJIYKaCTOM Yy BUIIQAKy BUHUKHEHHS IICUXOHEBPOJIOTIYHUX SBUILI.

Y nooguHOKMX BUNAgKaX Y NAli€HTIB, SIKi OTPUMYIOTh IPOTHACTMaTUYHi 3aco6U, B TOMY YMCIIi
MOHTEIYKacT, MOXKe CIIOCTepiraTucs CUCTEMHa €03UHOMIIiS, iIHKOJIX pa30M 3 KIiHIYHUMU IIPOSBAMHI
BaCKyJiTy, Tak 3BaHuu cuHApoM Yapra-CTpocca, NiKyBaHHS SKOr0 IPOBOSUTHCS 3@ JOIIOMOI00
CHCTEMHOI KOPTUKOCTEPOifHOI Tepamil. Taki Bunagku iHofmi Oyiu moB’si3aHi 31 3MeHIIeHHIM a0
BiTMiHOI0 KOPTHKOCTEPOiMHYX IpernapaTiB. IMOBIpHO aHTAarOHICTH TE€HKOTPiEHOBUX PEIENTOPiB
MOXKYTh OyTH ITOB’s13aHi 3 mosiBot0 cuHapomy Yapra-Ctpocca. Jlikapi IOBUHHI TaM’siTaTy PO
MOXKJIUBICTh BUHUKHEHHS Yy TalLliEHTiB €03WHOQiIi], BACKYIITHUX BUCUIIaHb, IIOTipIIEeHHS JIeT€HEeBO1
CHMIITOMAaTHKHU, YCKIIafHEHHS 3 O0KY ceplieBoi cucTeMu Ta/abo Helipomartil. [TallieHTH, y IKuX
BUHUKJIM BUIE3rafjaHi CUMITOMH, MalOTh ITPOUTH IIOBTOPHE 00CTEKEHHS, a CXeMY IXHbOT0 JIiKyBaHHS
CJIif TIePErISTHYTHU.

JIikyBaHHSI MOHTEJIYKaCTOM He [NO3BOJISE allieHTaM 3 acllipyH3aIeXHO aCTMOI0 3aCTOCOBYBaTH
acCIipyH 4¥ iHIIi HeCTEPOIAHI poTU3alalbHi IpenapaTu.

IMarfieHTaM 3 TAKKMHE PigKiCHUMM CIIaJKOBUMH 3aXBOPIOBAHHSMM SIK HEIIEPEHOCHUMICTh TaJlakKTO3H,
nedinuT nakta3u Jlamma abo ManbabCopOIlis TMIOKO3KU-TaTaKTO3H He CIIifl 3aCTOCOBYBATH Iei



Tmpernapar.

OckinpKy y Ipemnapari K [I0onoMixkKHa pedoBuHa MicTuThcsl OapBHUK E 110, ciig BpaxoByBaTH, 110 BiH
MOXKe CIIPUYMHATH aJlepriyHi peakiiil.

fAKmo y naliesTa BCTAHOBJIEHA HEIIePEHOCUMICTD AeKUX LYKPiB, HOMY CIIifl IPOKOHCYNIbTYBATUCS 3
JikapeM, Nepll HiXK NpUMMaTH el TiKapchKuil 3acio.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pyodoto.
Bazimuicme.

Y mocnimKeHHSX Ha TBApUHAX He BUSIBIIEHO LIKIJIMBOTO BIIJIUBY Ha BaTiTHICTH abo
eMOpioHambHUM/PETaTbHUN PO3BUTOK.

OOMexeHi gaHi, 1o HasBHi ¥ 6a3ax JaHUX IOA0 BariTHOCTI, He CBiMYaTh PO iCHYBAHHS IPUYUHHO-
HACJIiIKOBOI0 3B'I3Ky MiXK 3aCTOCYBaHHSIM MOHTENIYKaCTy Ta BUHUKHEHHSIM MaibpopMaliil (TaKux K
nedekTy KiHILIBOK), IPO SKi 3pigKa MOBIJOMIIANIOCS IMifl 4ac MOCTMAapKEeTUHIOBOTO 3aCTOCYBaHHS.

J'IyKaCT® MOXHa 3aCTOCOBYBaTH B IIE€PiOfl BariTHOCTI, TiTbKY SKIIO 1ie BBAXKA€ThCSI 0€3yMOBHO
HeOoOXimHUM.

I'odyeaHHA 2pydoio.

HocnigKeHHs Ha TBapHWHAaX II0Ka3aly, 110 MOHTEIyKacCT IIPOHUKAE B MOJIOKO. [IpoTe HeBigoMO, yu
eKCKPEeTYETLCS MOHTENYKacT abo #oro MeTaboliTi y TpyAHe MOJIOKO Y XKiHOK.

JIykacT® MOXHa 3aCTOCOBYBATH B IIepiof] TOAYBaHHSA TPYA/I0, TUIBKY SKIIO Ile BBAXKa€EThCsl 6@3yMOBHO
HeOoOXimHUM.

30amuicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

Jlykact® He BIMBae abo BIIMBAE HE3HAYHOK MipOI0 Ha 3[ATHICTh KepyBaTH aBTOTPAHCIOPTOM abo
IIpalloBaTH 3 iHIMKUMY MeXaHidMaMm#u. [IpoTe MOBimOMIISIIIOCS PO COHJIUBICTh a60 3arTaMOpPOYEHHS.

Cnoci6 3acmocyeaHHss ma do3u.

Io3a gns maifieHTiB (BikoM Bif 15 pokiB) 3 acTMo10 ab0 3 aCTMOIO i CYIyTHIM CE30HHUM aJiepridyHuM
punitTom ctaroBuTh 10 Mr (1 TabneTka) Ha o0y, yBeuepi.

3azanvHi pekomenoauy,ii. TepaneBTUYHHI BIUTUB JIIKApCHKOro 3aco6y JlykacT® Ha IOKa3HUKH
KOHTPOJII0 aCTMH HacTymnae ynponosx 1 gus. [IpemapaT MoXKHa 3aCTOCOBYBaTH He3aleXKHO Bif
npuiioMy ixi. ITamieHTam CIif peKoMeHAyBaTy IPOAOBKYBaTH IPUIMaTH penapaT JIykacT®, HaBiTh
SIKIIO JOCATHYTO KOHTPOJIb aCTMH, @ TaKOX y Iepiofu il 3arocTpeHHd. [Ipemapart He ciifg
3aCTOCOBYBaTH OQHOYACHO 3 iHIMMMU 3aco0aMu, SIKi MICTSATh Y CBOEMY CKJIafli TY K caMy [il04y
PEeYOBHUHY - MOHTEJIYKacCT.



HeMmae HeoOXiIHOCTI B KOpPEKIIil 03U OJ15 MAlli€HTIiB JITHLOTO BiKy, MAlli€HTIB 3 MOPYIIEHHIM QYHKIIII
HUPOK ab0 3 MopyIIeHHSIMHU QYHKIII MeYiHKY Bifl TIETKOT'0 10 CEPEeTHBOTO CTYTEeHs TsXKKO0CTi. HeMae
[aHUX BIAHOCHO MALli€HTIB 3 IEYiHKOBOI HENOCTATHICTIO TAXKKOI0 CTyleHs. [lo3yBaHHS OJId
YQJIOBIKiB i KiHOK OIHaKOBeE.

JIikysaxHsa npenapamom JIykacm® 8 3anescHocmi 8i0 iHW020 AiKy8aAHHA ACMMLU.
JIykacT® MoXHa IpU3HA4YaTH JONATKOBO [0 BXKe iCHYI0UOI Tepalil HalieHTa.

IHeanauitini kopmukocmepoiou. JlykacT® MoXHa 3aCTOCOBYBATH SIK NONATKOBY TEpalilo y BUIAAKY,
KOJIM iHTaJISIifHI KOPTUKOCTEePOoigu B KoMOiHallil 3 KOpoTKomitounMu OeTa-aroHiCTaMH, SIKi
3aCTOCOBYIOTHCS 3a HEOOXigHICTIO, He 3a0e3mMeuy0Th afeKBAaTHOT'0 KITiIHiYHOTO KOHTPOJTIO
3aXBOPIOBAHHA.

[TpenapaTom He MOXKHa Pi3KO 3aMiHIOBATH iHTAJALIMHI KOPTUKOCTEPOIOY (OUB. po3ain «OcobmuBOCTi
3aCTOCYBaHHS»).

Himu.

Y manil nikapcekiit popMi 3acTOCOBYBaTH AiTSAM BiKOM Bif 15 pokiB. [IiTsiM BikoM o 15 pokiB crif
3aCTOCOBYBATH MOHTEJTYKACT Y BUTJISMAI XKyBalbHUX TaONETOK.

Ilepedo3yeanHns.

Y mocnimKeHHSX MallieHTiB 3 XPOHIYHOI0 aCTMOI0 MOHTEJTYKACT IIpu3Hadasyu B fo3ax mo 200 mMr/goly
IOPOCIIUM TIAIliEHTaM IPOTITOM 22 THXKHIB, @ B KOPOTKOYACHUX AOCTigXKeHHAX - 0o 900 mr/moby
IPOTSATOM NMPUOIU3HO 1 TUXKHS, IPH IIbOMY KJTiHIYHO BazK/IMBi M00iYHi peakiiil He BUHUKAIH.

[Tig 4ac mOCTMapKETUHIOBOTO 3aCTOCYBAaHH Ta IIiJl Yac KJIIHIYHUX OOCIIiIXKeHb HaIXOIUIN
TIOBiOMIIEHHS IIPO TOCTPE Mepeio3yBaHHs JIiKapchKoro 3acofy JlykacTt®. BoHH CTOCYBaIucs
IPUHOMY IIpenaparty HopociuMu i giteMu y 7o3i 1000 mr (mpubnu3Ho 61 Mr/Kr, guTHHa BikoM 42
micsni). OTpumani KiiHiuHi i maGopaTopHi maHi BinmoBiganu npodinio 6e3meKu A TOPOCIUX
TALieHTiB i miTed. Y GiNbIIOCTi MOBiHOMITEHB PO BUIMTAKY ITePeNo3yBaHHS HiSKMX HeOaKaHUX STBUII]
He crocTepiramocs. HaigacTimme crmocrepiranucst mobiuHi edekTH, 110 BimmoBiganu mpodinio 6e3meku
Ipernapary J'IyKaCT®, BK/II04alouy Oib y KHUBOTI, COHJIUBICTH, CIIpary, roJIoBHUY Oinb, O1I0BaHHS Ta
IICUXOMOTOPHY TillepaKTUBHICTE.

Kopgmnoi crneniansHoi iHpopMaril 1010 NTiKyBaHHS Iepefo3yBaHb npenapaTy JIykacT® HeMae.
HeBigomo, u¥ BUBOOUTHLCS MOHTEIYKACT 3a AOIIOMOTO0I0 IIEPUTOHEAIbHOT0 fiasnidy abo reMopiamisy.

ITo6iuni peakuii.

Y xomi kniHiYHUX JOCTiIXKEHb PO HUXK4Ye3a3HadyeHi moOiuHi peakiril y malieHTiB, SKi OTpUMyBaIu
JiKyBaHHSI MOHTEIYKaCTOM, IOBimOMIIsI/IOCh YacTo (Bim = 1/100 mo < 1/10), a TakoxK 3 OiNbII00
YaCTOTOI0, HiX Y MaIlieHTiB, Ki OTPUMYBaIu JTiKyBaHHS Marnebo:

3 60Ky Hepeosoi cucmemu: TOJIOBHUM Oillb.



3 60Ky WAYHK0BO-KUWKOB020 Mpakmy: abmoMiHaIbHMH Gifb.

[Tpu IpPOIOHTOBaHOMY JTiKyBaHHI B KJTiHiYHUX BUNIPOOYBaHHSX 3 00MeKEeHO0 KiTbKiCTIO MallieHTiB (10
2 POKiB {7 HOPOCNUX) IPodisnb Oe3meku He 3MiHIOBABCS.

[ToGiyHi peakiiii, 3apeecTpoBaHi y TOCTMapKeTUHTOBU T1EPiof;:
IHpeKuil ma iHeasii: gyXKe 4acTo - iH(peKIil BepXHiX AUXalbHUX LMIIAXiB*.

3 60Ky Kpo8oHOCHOI i nimpamuyHoi cucmemu: PimKoO - TEHAEHIIIS OO0 MOCUIEHHS KPOBOTOUMBOCTI,
nyKe PifiKo - TPOMOOLUTOIEHis.

3 6oky iMyHHOI cucmemu: HEYACTO - Peakllii rinepyyTNuBOCTi, y TOMY 4MCIIi aHadinakcis; myxe
pimko - eo3uHOGiNTbHA iHMINMBTPAIliS IeYiHKH.

3 60Ky ncuxiku: He4acCTO - MOPYIIEHHS CHY, B TOMY YMCIIi HiuHi KomMap#, 663COHHS, COMHaMOYITi3M,
TPUBOXKHICTh (aKUTallis, BKJII0Ual0YX arpeCcUBHY MOBeMiHKY ab0 BOPOXKiCTh), IEeIpecis,
IICUXOMOTOpPHA TilepaKTUBHICTD (BKTI0Yal04HU APATiBIUBICTh, HECIOKIH, TpeM0p§); PIOKO - IOPYLIEHHS
yBary, IOTipIIeHHs IIaM 'siTi, TUK; AyKe PifKo - rajioluHalii, fe3opieHTalis, cyiluganbHi Hamipu Ta
moBefdiHKa (CyilumanbHicTh), mucdeMis, 00ceCUBHO-KOMIMYILCUBHI PO3/IadHu.

3 60Ky Hepeoeoi cucmeMu: HEYACTO - 3allaMOPOYEHHS, COHJIMBICTD, TApECTe3is/TinecTesis, cynomu.
3 boky cepus: pimKo - MabIIiTAIlis.

3 60Ky duxaabHOi cucmemu, opaaHie 2py0HOi Kaimku i cepedocmiHHA: HeYacTo - HOCOBa KPOBOTEYa;
nyxe pimko - cuaapoM Yapra-Crpocca (ouB. po3min «Oco0IMBOCTI 3aCTOCYBaHHS»), IeTeHeBa
€03uHOPiTis.

3 60Ky WAYHKOBO-KUWKOB020 MpaKmy: 4acTo - miapes™*, Hymota**, 6/moBaHHSI**; HEYACTO - CYyXiCTh Y
POTIi, AUCIIEINCis.

3 6oky 2enamobisiapHoi cucmemu: 9acTo - IMiIBUILIIEHHS PiBHIB TPaHCaMiHa3 CUPOBATKYU KPOBI
(amaHiHTpaHCaMiHa3M, acllapTaTTpaHCaMiHa3M); IyKe PifKO - TemaTuT (BK/II0Yal4y X0IeCTaTUuYHe,
rernaToLeoIIpHe Ta 3MilllaHe ypaXKeHHS IeYiHKH).

3 60Ky HUPOK Ma ceyosuBiOHUX WAAXi8: HEYACTO - eHype3 y HAiTeil.

3 6oky wkipu i NiOWKipHUX MKAHUH: 9aCTO - BUCUIT*; He4aCTO - TeMaTOMa, KPOIIUB'THKA, CBEPOiXK;
PifKO - aHTiOHEBPOTUYHUI HAOPSK; AyKe PiIKO - BY37TMKOBA epUTEMa, MyIbTU(GOPMHA epuTEMA.

3 6oky Kicmkoeo-M’13080i cucmemu i cnoay4HOi MKAHUHU: HeYaCTO - apTPaTis, Mianris,
BKJIIOYAIOYX M’S30Bi CyIOMHU.

3azanbHi po3aadu: 4acTo - MiPeKCisT**; HevyaCTo - aCTeHisI/BTOMa, HefoMaraHHs, HaOpsK.

Kareropii gyactotu: gyxe dacto (= 1/10), gacro (Big = 1/100 mo < 1/10), HewacTo (Bix = 1/1000 mo
< 1/100), pigko (Bim = 1/10 000 go < 1/1000), my=xe pigko (< 1/10 000).

* TlobGiuHa peakxliis CIiocTepiranacs 3 4aCTOTOIO «AyKe 4aCTO» y MallieHTiB, SKi 3aCTOCOBYyBaIu
MOHTEJTYKacCT, @ TaK0XK y MAaIli€HTIiB, AKi OTpUMYyBaIu mnanedo, Mg Yac KIiHIYHUX JOCTiKEHb.



** [TobiyHa peaklilis crocTepiraaacs 3 4aCTOTOI0 «4aCTO» y MAIiEHTIB, IKi 3aCTOCOBYBaJX
MOHTEJIYKacT, a TaKOX Y MallieHTiB, Ki OTpuMyBanu miauebo, mif yac KIiHIYHUX JOCITiaXKEeHb.

s Kateropist yactoTu: pigko.

Tepmin npudamHocmi. 3 POKH.

YMoBu 30epiranHsi.

36epiratu y HEgOCTYIIHOMY IJIST OiTe# MicCIi.

30epiraTu npu Temnepartypi He Butie 30 °C.

YnaxkoBka. [To 10 TabneTox y 61icTepi; mo 3 6iicTepu y KapTOHHiM KOPOOIIi.

Kareropis Bigmycky. 3a perenTtom.

BupoOHHUK.

®apMma IHTepHelIeHann KoMmnasi.

Micue3HaxoKeHHsI BUPOOHHKA Ta ajipeca MicCIsi MPOBaIXKeHHsI HOro Tis/IbHOCTI.

Anp Kacran epia, Epnopt poyn, A.C. 334 IIxy6aitxa 11941, AMman - Hoppasis.

3asABHHK.

®apma IHTepHemeHan Kommnasi.

MiCI.l;e3HaXOJ];}KEHHﬂ 3asiBHHKa.

A.C. 334 Anp-[Ixxy6atixa 11941 AmMmaH, ﬁopnaHiﬂ.



