IHCTPYKIIA

OIS MEJUYHOT 0 3aCTOCYBaHHS JIiKapChKOro 3aco0y

I''TEMOHT TABJIETKH 2KYBAJIbHI

(GLEMONT CHEWABLE TABLETYS)

Cknao:
0iloua peyosuHa: MOHTENYKacT;
1 TabneTKa MiCTUTbh MOHTEJIYKAaCTy HATpPil0 eKBiBaJIEHTHO MOHTEIYKacCTy 4 MT abo 5 MT;

0JonoMidcHI peuo8uHU: 1IeJli0JIo3a MiKpoKpucTaniuyHa, MaHiT (E 421), HaTpito KpocKapMenosa,
TiOPOKCHMPOMIILIe0JI03a, MarHito creapart, acnaptaM (E 951), apoMaTtu3aTop BUILIHEBUU.

JIikapcbka ¢opma. TabreTKu XKyBabHi.
OcCHOBHI (pi3uKo-XxiMiuHI 81aCMUBOCMI:

TabneTKHU XKyBaJibHi 110 4 MT: 0BaJibHi, 6inioro abo maiixke 6iIoro KoIbopy ABOOMYKII TabIeTKH 3
rpaBipyBaHHSIM «G» 3 omHOTO 60Ky Ta «390» 3 iHIIOTO GOKY;

TabNeTKHU XyBaJibHi 110 5 MT: KpyTJIi, 6i1oro abo Malizke 6iJIor0 KOILOPY ABOOMYKIIi TabIeTKU 3
rpaBipyBaHHsIM «G» 3 omHOTO 00Ky Ta «391» 3 iHIIOTO GOKY.

dapMakoTepaneBTHYHA Irpyma.

[IpoTracTMaTU4Hi 3aC00HU OJIsT CHCTEMHOTO 3aCTOCYBaHHS. AHTArOHICTH JIEUKOTPIEHOBUX
peLenTopis.

Koo ATX R03D CO03.

dPapmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

Lucreininneiikorpienu (LTC4, LTD4, LTE4) € moTykKHUMU efK0O3aHOIfaMu 3amnajieHHs, 10
BUIIIAIOTHCS PI3HUMU KJIITUHAMU, y TOMY YHCIIi OTaCUCTUMU KJIITUHAMHU Ta €03UHOPiTaMu.
Lli BaKTMBi MpoacTMaTHYHi MeiaTOpU 3B A3YIOThCS 3 MUCTEIHIIEAKOTPIEHOBUMHU
peuentopamu (CysLT), npuCyTHIMYU B AUXaIbHUX LIIAXaX JTIOAUHY, i COPUUYUHSIIOTH TaKy
peaxirito sk 6poHXocIa3M, BUIiIeHHS MOKPOTUHHS, TPOHUKHICTh CYOUH i 30ibIIeHH



KiTbKOCTi €03uHOMITiB.

MoOHTeNyKacT € aKTUBHOIO CITOJTYKOIO, SIKa 3 BUCOKOI0 BUOIPKOBICTIO i XiMiuHO0
criopigHeHicTio 3B’93y€eThecs 3 CysLT1-penientopamu. CupuyrHse 3Ha4He OJ0KyBaHHS
ITUCTEIHIINIeNKOTPiEHOBUX PELIENITOPIB AUXaIbHUX IUISAXIB, 1110 0YJI0 MiATBEPIAXKEHO HOTO
3maTHiCTIO iHTiOyBaTU OPOHXOKOHCTPHUKIIIIO Y MAIliEHTIB 3 aCTMOI0 3yMOBJIEHY BAUXaHHSIM
LTD4. HaBiTs HU3bKA [03a 5 MTI' CIIpUYUHSE 3HaYHY O710Kany cTuMynboBaHol LTD4
OpPOHXOKOHCTPUKIIil. MOHTENyKacT CIpUuYKHsIE OPOHXOAMUIIATAITiI0 TPOTSITOM 2 TONUH IiCs
TIepOPaJIbHOTO 3aCTOCYyBaHHS; Liel edeKT OyB afuTUBHUM N0 OpOHXOAMUIIATALli], BUKIMKAHOIO B-
aroHicTaMu.

JIikyBaHHSI MOHTEJTyKaCTOM IIPUTHiIUye OpOHXOCIa3M SK Ha paHHil, Tak i Ha mi3Hik cTapii,
3HMXKYIOUM Peakxiliio Ha aHTUTeHUd. MOHTEJTyKacT, TOPiBHSAHO 3 Iale00, 3MEHIIYE KiNlbKiCTh
eo3uHO0OiniB nepudepryHOi KPOBi ¥ HOPOCTUX MAallieHTiB Ta [iTed. B okpeMoMy mociimxKeHHi
3aCTOCYBaHHS MOHTEIYKacTy 3Ha4YHO 3MEHIITYBaJIO KiJIbKiCTh €03MHOQITIIB y AUXaTbHUX
Igxax (3a BUMipaMu MOKPOTHHHS). Y DOPOCIUX IAlli€eHTiB i miTei BiKoM Bif 2 1o 14 pokiB
MOHTEJIYKaCT, TIOPiBHSHO 3 I1alle00, 3MeHINYy€E KinbKicTh €03uHO(DINIB nepudeprnyHoi KpoBi
Ta IOKpallye KIIHIYHUYM KOHTPOJIb aCTMHU.

dapmMaxkoKiHemuxka.

Ab6cop6irist

[Ticrs mepopanbHOTO MPUMOMY MOHTETYKACT MIBUAKO i MPAKTUYHO IOBHICTIO BCMOKTY€EThCA. [Ticms
IpuioMy Impemnapary y ¢Gopmi KyBanbHUX TabaeToK y mo3i 5 Mr HaTiecepue C,,., V TOPOCIUX
Malli€HTIiB JOCATAETHCI Yepe3 2 roguHu. biomocTynHicTs cTaHOBUNA 73 % i 3HUXKYBajacs 0o 63 %
IIPY BXKUBaAHHI 3BUYANHOI 1Xi.

Posnopin

[Tornanm 99 % MOHTeNyKacTy 3B’ SI3yEThCS 3 OinkaMu mna3Mu. OOCAT PO3MOIiTy MOHTETYKACTy Y
CTallioHapHii (a3i B cepemHbOMY CTaHOBUTH Bif 8 mo 11 miTpis. IIpu gocmigKeHHI MideHOr o
MOHTEJIYKACTy IIPOXOIKEHHS uepe3 reMaToeHedaniunuit 6ap’ep 0yno MiHiManbHUM. Y BCix
iHIMX TKaHWHaX KOHIIEHTpAIllil MiueHOT0 pafiioi30TornoM MaTepiany yepe3 24 TOOUHY MiCIA
IIPUMOMY 03U TaKOXK BUSIBUJIMCS MiHIMaIbHUMMU.

Mertaboism

MoHTenyKacT akTUBHO MeTabo0J1i3yeThCs. Y MOCTiIXKEHHSX i3 TepaleBTUYHUMHU J03aMHU KOHIIeHTpallil
MeTaboJIiTiB MOHTETYKACTY Y CTal[ioOHapHOMY CTaHi IJia3MHU KPOBi B JOPOC/IUX i NAlli€EHTIB JUTSIYOTO
BiKy He BU3HA4alOThCH.

ITig 9ac gmochifgzKeHs in vitro 3 BAKOPUCTAHHSIM MiKPOCOM TEeYiHKY TIOOWHYU JO0BEOEHO, 110 IIUTOXPOMU
P450 3A4, 2A 61 2C9 6epyTh y4acTb y MeTabo0I1i3Mi MOHTENYKACTY. Pe3ynbTaTl OJaIbIInX
OOCIIIXKeHb MIKPOCOM NEeYiHKHU JIFOAUHMY In Vitro cBifyaTh, 110 V TepalleBTUYHUX KOHI[EeHTPalisix
MOHTEJTyKacT He mpurHiuye nutoxpomu P450 3A4, 2C9, 1A2, 2A6, 2C19 i 2D6. YyacTs MeTabomiTiB y
TepalleBTUYHIN Oil MOHTENIyKacTy € MiHiMaIbHOIO.

BuBenenus

Kripenc MOHTeyKacTy i3 I1a3Mu KpOBi 30POBUX AOPOCIINX K0OPOBOIIBLIB Y CEPEIHLOMY



CcTaHOBUTH 45 Mi1/xB. ITicysg mepopanbHOI 103U M03HAYEHOr0 i30TOIIOM MOHTENYKaCTy 86 %
BHBOIUTHCS 3 KalioM mpoTsAroM 5 aHiB i MeHire 0,2 % - i3 cedeto. Y cyKymHOCTI 3 6i0OCTYIHICTIO
MOHTEJTyKacTy IIpHU IlepopaibHOMY IIpH3Ha4YeHHi el ¢pakT BKa3ye, 1110 1oro MeTabomiT ManxKe
TIOBHICTIO BUBOMSITHCS 3 JKOBYIO.

dapMakoKiHEeTHKA Y PI3HUX T'PYII NAIliEHTIiB

[1s maienTiB i3 Ie4iHKOBOK HELOCTATHICTIO JIETKOI0 1 CEPEeIHBOT0 CTyIeHs TAXKKOCTI KOPEKI[is
1o3u He 1oTpiObHa. [JocifKeHHS 3 y4acTIO MallieHTiB i3 HUPKOBOIO HENOCTATHICTIO He TIPOBONUIIN.
OcCKinbKM MOHTEIYKACT i #10T0 MeTabO0IiTH BUBOIOATHCS 3 XKOBYI0, KOPEKITis MO3U /I MalliEHTIB 3
HUPKOBOIO HEJJOCTATHICTIO He BBAXKA€EThCSI HEOOXigHOW. [laHUX MPO XapakKTep ¢hapMaKOKiHETUKH
MOHTEJIyKacCTy Yy NaLi€HTIB i3 TSIKKOI0 Te4iHKOBOIO HEOCTaTHICTIO (oHax 9 GasiB 3a IIKaioo
Yannpa-I1'10) HEMAE.

[Tpu npuiiomi BeNMUKUX A03 MOHTETyKacTy (110 B 20 Ta 60 pa3iB mepeBuIlyBalu A03Y, PEKOMEHIOBaHy
[IJIST HOPOCIIMX) CIIOCTepiranocs 3HUKEHHS KOHIeHTpallil Teodininy y nna3mi Kkposi. Lieit epekT He
CIIOCTEpPIraeThCs NMpHU MpuiioMi pekoMeHnoBaHoi fo3u 10 Mr 1 pa3 Ha f00y.

dapMakoKiHeTHYHI HOCTiAKEeHHS IToKa3aH, 110 mpodii KOHIeHTpallil KyBalbHUX TabJIeTOK 110 4 MT
y miTel BiKOM Bif 2 7o 5 POKiB Ta XKyBaJbHUX TabJIETOK 10 5 MT Yy AiTe BikoM Bif 6 mo 14 pokiB
aHasoriyHi mpodino KOHIEHTpalil BKpUTHX 000710HKO0I0 TabneTok mo 10 Mr y JOpoCiIux.

2KyBasnbHi TabIeTKX 110 5 MT CJIif 3aCTOCOBYBATH AJIS Malli€HTiB ¥ Billi Bif 6 7o 14 pokiB, a XKyBalbHi
TabmeTKu 4 MT - [JIS MAIliEHTIB Y Bili Big 2 {0 5 POKiB.

KniniyHi XxapakKTepHCTHKH.

Iloka3aHnHs.

2KyBanbHi TabmeTku MoHTenyKacT 4 MI peKOMeHI0BaHi [i71s [iTel BiKOoM Bif 2 10 5 POKiB;
JKyBaJibHi TabmeTku MOHTeNyKacT 5 MI peKOMeHIoBaHi a1 oiTew BikoM Bif 6 mo 14 pokis:

- SIK IOMATKOBE JIiKyBaHHS GPOHXialIbHOI aCTMH y TAI[iEHTIB 3 MEPCUCTYBAIbHOI0 aCTMOIO Bif
JIETKOTO [I0 TIOMipHOTO CTYIEHS, 10 HeJJOCTAaTHHO KOHTPOIIOETLCS IHTaNAIiMHUMHI
KOPTUKOCTEPOIJHUMH IIpenapaTaMy, a TaK0X IIPU HeJOCTaTHbOMY KJTIiIHIYHOMY KOHTDOJII aCTMHU 3a
IOIIOMOT 010 B-aroHicTiB KOPOTKOCTPOKOBOI fii, 1110 3aCTOCOBYIOTHCS IIPU HEOOXiTHOCTI;

- K albTEPHATUBHUM CIIOCIO JTiKyBaHHS 3aMiCTh HU3BKUX [103 iHTaNALIMHIX KOPTUKOCTEPOITiB
L7 TIAI[i€HTIB i3 IepCUCTYI0UO0I0 aCTMOIO JIETKOT0 CTYIIEeHs, B IKUX He OyJI0 HEI0faBHO CEePHO3HUX
HalafiB aCTMH, 10 MOTPeOYI0Th TePOPaJbHOT0 MPUUOMY KOPTUKOCTEPOIIiB, @ TAKOXK [AJIS TUX
NAlli€HTIB, y KUX BUSIBI€HA HEIIEPEHOCUMICTh iHTaIAiMHINX KOPTUKOCTEPOITHUX IIpernaparTis;

- K MpodinakTUKa aCTMHU, TOMIHYIOYUM KOMIIOHEHTOM 5IKOi € OpOHXOCIa3M, iHIyKOBaHUM
Gbi3nYHNIMY HaBaHTaXEHHSIMUY;

- IJIs TIOJIETIIIEHHSA CUMIITOMIB CE30HHOTO Ta LiJIOPiYHOT0 allepriyHOro PUHITY.

IIpomunoka3aHHs.



[TipBuIeHa 4yTnuUBIiCTh OO Oy[b-IKOTO 3 KOMIIOHEHTIB IIpemnapary.

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

MosnTenyKacT MOXKHa Ipu3HavyaT pa3oM 3 iHIMMMY IperapaTaMy Ay TpodinakTuky abo
TPUBAJIOTO JIiIKyBaHHS acTMHU. [Ipu mociigKeHHi B3aeMofil Mixk TiKapchKUMU 3aco6aMu
pPeKoMeH/I0BaHa KJIiHIYHa [03a MOHTEJIYKaCcTy He MaJla 3HaYHOI'0 KJIIHIYHOTO BIIJIUBY Ha
(bapMakoKiHEeTHKY TAKMX MpermapaTiB: Teodiniy, mpenHi30H, MPEAHI30/I0H, IIepopalbHi
KOHTPAILENTUBY (eTuHinecTpamgion/HopeTuHapoH 35/1), TepdheHamuH, JUTOKCHUH Ta Bap(apuH.

Y narienTis, siKi omHOYaCcHO nmpuiiManu ¢heHobapbiTa, ol i KPUBOIO «KOHIIEHTPAIlis - Yac»
(AUC) MoHTeTyKacTy 3HUXKyBanacs npubnu3no Ha 40 %. OcKinbKy MOHTeNIyKacT MeTaboIi3yeTcs
CYP 3A4, Heob6xigHO OyTH 00€peKHUM, 0COOIUBO IIOMO0 MiTeH, SIKII0 MOHTEIYKACT IPU3HAYAl0Th

ogHouacHo 3 iHgykTopamu CYP 3 A4, Hanpukinap deniToiHoM, pernoOapbiTanom i pudbaMminuHOM.

Y mocnimxkeHHsX in Vitro 6ymo moKa3aHo, 0 MOHTENYKACT € MoTyxKHuM inribitopom CYP 2C8. [Tpote
IaHi KIiHIYHOTO HOCHiXKEeHHS B3aeMOfil likapchbKux 3aco06iB, 1110 BKII0YAIOTh MOHTETYKACT i
pO3UriTa3oH (Ipemnapar, o MeTaboi3yeTbes 3a moromoro CYP 2C8), mokasanw, 1[0 MOHTEIYKacCT
He € inribiTopom CYP 2C8 in vivo. TakuM YMHOM, MOHTEJIYKACT He BIIMBAE 3HAYHOIO MipoIo Ha
MeTaboi3M Ipemnaparis, 110 MeTa0o0Ti3yI0ThCS 3@ IOTIOMOI'010 IILOTO (hepPMEHTY (HAlpUKIaf,
MakKJIiTaKCely, PO3UTJIiTa30HY Ta PenariiHigy).

[Tig vac mocmimxkeHs in vitro 6yn0 BCTaHOBIIEHO, 110 MOHTEeNyKacT € cybctpaTom CYP 2C8 i MeH111010
Mmipoto 2C9 Ta 3A4. Y xofi KIiHIYHOT0 JOCTiIKEHHS B3a€MO/Iil TiKapchKuX 3ac06iB i3 3aCTOCYBaHHSIM
MOHTeyKacTy i reMpibposuny (iuribitopy CYP2C8 i 2C9) rem¢iOpo3us migBUIlyBaB CUCTEMHY
eKCITO3UIIiI0 MOHTeNyKacTy B 4,4 pa3a. [Ipu ogHOYaCHOMY 3acToCyBaHHi 3 reM¢piopo3unom abo
inmmMu notyxxkauMHu iHridiTopamu CYP 2C8 Kopekis ;03U MOHTENyKacTy He MOTpiOHa, aje Jmikap
TIOBUHEH BPaXOBYBATH IiIBUIIEHUN PU3UK BUHUKHEHHS NMOOIYHUX peakiiil.

3a pel3ynbTaTaMHU [OCHIAXKEHbD in Vitro He 04iKyeThCd BUHUKHEHHS KIIiHIYHO BaK/IMBUX B3a€EMOfiN 3
MeHII OoTyKHUMH inribitopamu CYP2C8 (nanpukinap, 3 TpuMeTonpuMom). OgHOYaCHE 3aCTOCYBaHHS
MOHTEJTYKaCTy 3 iTpakoHa30510M, cuinbHUM iHTi6iTopoMm CYP 3A4, He mMPHU3BOAUIIO 0 iCTOTHOTO
IiABUIIEHHS CUCTEMHOI eKCIIO3HIlil MOHTETYKaCTy.

Oco6 1ueocmi 3acmocyeaHHsi.

[TarrieHTiB HeOOXiMHO MOTIEPEOUTH, 1110 MOHTENYKACT He CITifl 3aCTOCOBYBATH [JIT 3HATTS
TOCTPUX aCTMaTUYHUX HalaiB. PEKOMEHIYEThCSA IIPONOBXKYBaTU JIIKyBaHHS BiIIIOBIOHUMU
JIIKaMU [J1s 3HATTS HalafiB. Y BUNAOKy FOCTPOro Hamangy CJIifl 3aCTOCOBYBATU IHTaIALINH]
OeTa-aroHictu KOpoTKol Ail. ITarieaTamM HE0OXiAHO SKHAWIIBUAIIE IPOKOHCYIBTYBATUCS 3
JmiKapeM y BUIIQMKY, SKIIO IM oTpiOHa Oinbllla, HiXK 3a3BUYal, KiJbKICTh iHTansAIil B-
aroHiCTiB KOPOTKOI mil.

He cnig pi3ko 3aMiHIOBATH MOHTENIYKAaCTOM Teparliio iHransguivaumMu abo mepopanbHUMU
KOPTUKOCTEPOIIHMMHU IIperapaTaMu.

Y nooguHOKMX BUMAAKAX V MAIiEHTIB, IKi OTPUMYIOTh IPOTUACTMATHUYHI 3aC00U, B TOMY



YHUCJIi MOHTEIYKacT, MOXKe CIIOCTepPiraTUCsl CUCTEMHa €03MHOQiisg, iHKOIKU pa3oM 3
KJIIHIYHUMY IPOSIBAMU BACKYJIITy, TaK 3BaHuU cuHAPOoM Yapr-Crpayca (rpaHyjieMaTO3HUU
aJIepriyHuy aHTilT), TiKyBaHHS SKOT'0 IPOBOJUTHCS 3@ AOIIOMOI00 CHCTEMHOIL
KOPTUKOCTEPOIfHOI Tepartii. Taki Bullagku 3a3Budaii Oyn1u IOB’sI3aHi 31 3MeHIIeHHAM abo
BiIMiHOIO Tepallil KOPTUKOCTEPOIAHMMH IIpenapaTtaMu. [IpunyiieHHs Ipo Te, 10
AHTATOHICTU JIEMKOTPIEHOBUX PELIETITOPIB MOXKYTh OyTH MOB’g3aHi 3 MOSIBOI0 CHHAPOMY Hapr-
CTpayca, HEMOXK/IMBO aHi CIIPOCTYBaTH, aHi MiATBEPAUTH, TOMY JliKapiB HeOOXimHO
IOTIEPEe[UTH IIPO MOXKJIUBICTh BUHUKHEHHS Y MAI[l€HTIB €03UHOQIIil, BACKYJIITHOTO BUCHUILY,
TIOTipIIIaHHS JIeTeHeBOl CUMIITOMATUKY, YCKIagHEeHHS 3 00Ky cepleBoi cucTeMu Ta/abo
Heupornarii. [TarfienTaM, y IKAX PO3BUBAJIUCS BUIE3raflaHi CUMIITOMY, HEO0XiqHO ITPOUTH
IIOBTOPHE JOCIIIKEHHS, @ CXeMY 1XHbOT0 JIIKyBaHHS CJIifl IEPETISHYTH.

['meMoHT TabNeTKH XKyBaJIbHi MiCTSITh acllapTaM, IKUM € mMoxigHUM (eHinanaHiHy i CTaHOBUTD
He0e3IeKy M1 XBOpPUX Ha (peHinKeToHypito.

3azanvHi pexomeHOauil w000 3acmMocy8aHHA npenapamy.

TepaneBTuYHa Ois MpenapaTy 1040 KOHTPOIIO aCTMaTUYHUX [TapaMeTPiB TPUBAE MPOTATOM
nus. [TamieHTaM citig peKOMeHIyBaTH MPONOBXKYBATH IIPUMOM TIperapaTty, HaBiTh KOJIX acTMa
€ KOHTPOJIbOBAHOI0, a TAKOX IIifl 4aC 3aTOCTPEHHS aCTMaTUYHOI0 CTaTyCy.

KoperyBaHHs [034 [JIg MAIliEHTIB 3 IEYiHKOBOIO HEAOCTATHICTIO JIETKOT'0 UM IIOMIPHOTO CTyIeHs abo
3 HUPKOBOIO HEOCTATHICTIO He TOTpebyeThes. [JaHuX PO XapakTep GapMaKOKiHeTHKH
MOHTEJIyKacTy Yy NalLi€HTIiB 3 TSAXKKOI0 [Te4iHKOBOIO HEOCTATHICTIO (moHaz 9 GasiB 3a IIKaI0i0
Yaunpa-I1'10) HeMae, TOMy peKOMeH[allil 1040 KOperyBaHHs AO3U BiICYTHi.

Ilo3yBaHHSA IIpenapaTy € OOHAKOBUM [JIS MalliEHTiB Y0JI0Bi4Ol Ta XKiHOYOI CTaTi.

MoHnmeaykacm K aabmepHamueHull cnocib AiKy8aHHs 3amMicmeb HU3bKUX 003 TH2aasAUillHUX
Kopmukocmepoidie npu nepcucmysaavHill acmmi s1e2k020 CmyneHs.

MoHTenyKacT He peKOMeHAYETCS K MOHOTepallisl XBOPUM i3 [TepCUCTYBaIbHOKX aCTMOI0 IIOMIPHOT0
CTymneHs. MOHTEYKACT K aJlbTePHATUBHUY JTiKapChKUM 3aci0 3aMiCTh HU3BKUX 103 iHTANIAIIHHIX
KOPTUKOCTEPOITHUX IIpelaparTiB AJg [iTel, XBOPUX Ha IIePCUCTYBaIbHY aCTMy JIETKOTO CTYTIEHS,
Mozke OyTU 3aCTOCOBaHUY JIUIIE AJIF MAI[ieHTiB 0e3 TAKKUX aCTMAaTHYHUX HalafliB y HeIaBHbOMY
aHaMHe3i, 110 MOTPeOyI0Th ITepPOPaJbHOT0 3aCTOCYBAHHS KOPTUKOCTEPOI/IiB, @ TAKOXK [AJIS THUX
Nalli€HTiB, SIKi He MOXYTh IPUIUMaTH iHTalsALiiHI KOPTUKOCTEPOIAH] IpenapaTyu.

[TepcuctyBasbHa acTMa JIETKOT'O CTYIEHS - Ile acTMa, [IpU SAKil IPOsIB CUMIITOMIB aCTMU
BimOyBaeThcs yacriine 1 pasy Ha TUXKAEHB, aie pigime 1 pa3y Ha go0y, HiYHI Hanagu
CIIOCTePIramThCA YacTime 2 pa3iB Ha MicsLp, aje pigule 1 pa3y Ha TUXKOEHD, MiX eli304aMu
GYHKIIIS TereHs 3aIUIIaEThCSA Y HOPMi. AKII0 HEMOXKIINBO HOCATTHA 3aJ0BLIIBHOTO KOHTPOJII0 aCTMH
(K mpaBuIIo, TPOTATOM 1 MicsIist), CITif OIiHUTK HEOOXimHICTh HomaTKOBOI abo iHIOI mMpoTH3anaabHOl
Teparii, 1o 60a3yeThCs Ha [TOeTaIlHiN CUCTeMi JTiKyBaHHS acTMHU. KOHTPOIL aCTMU y NAIliEHTIB
HeoOXigHO IepPioAUYHO OITiHIOBATH.

3acmocysaHHA MOHMeaykacmy neped (pi3uyHUMU HABAHMANCEHHAMU 015 3anobi2aHHA
acmmamuyHo20 Hanaody.

Y narienTiB BikoM Bifl 2 10 5 pokiB OpoHX0CIA3M, CIpUUYNHEeHUN (Pi3NYHUMY HaBaHTAXKEHHSIMU, MOXKe
OyTH OCHOBHOIO 03HAKOI0 IMEPCUCTYBAJIbHOI aCTMH, 110 TIOTPEOYE NiKyBaHHS iHTaNSAMiMHUMU



KOPTUKOCTEPOITHUMU IIpertapaTaMu. CTaH MIalli€HTa CIIif OlLliHIOBATH BIPOMOBXK 2-4 TUXKHIB ITiC/s
[I0YaTKy JiKyBaHHS MOHTEIYKaCTOM. fKII0 He CIIOCTePIraeThCs 3aJ0BIIBHOTO PE3yabTaTy JiKyBaHHS,
CJIil MPUWHSTH PillleHHS PO JomaTKoBe abo iHIe JiKyBaHHS.

JIiKy8aHHs MOHMEAYKACMOM NOPi8HAHO 3 IHWUMU cnocobamu AikyeaHHs acmmu. AKIIO0 NiKyBaHHS
MOHTEJIYKaCTOM IIDOBOAUTHCSA K NOOATKOBA Tepalis [0 NiKyBaHHS IHrangainHuMy
KOPTUKOCTEPOINHUMH IIpellapaTaMy, He MOXKHa Pi3KO BBOOUTHU MOHTENIYKACT 3aMiCTh iHTaIALinHNX
KOPTUKOCTEPOIIB.

[ToBimOMIISANIM IIPO BUHUKHEHHS [ICUXOHEBPOJIOTIYHUX ABULL y TALI€HTIB, SIKi IPUKAMalOTh
MOHTeJyKacT (guB. po3min «I1o6iuHi peakiiii»). OCKinbKu Ha IIi SIBUIla MOXKYTb BIIJIMBATH iHIII
dakTopu, HEBIIOMO, YU IIOB’g3aHi IIi ABUIIA i3 3aCTOCyBaHHSAM MOHTENIyKacTy. Jlikapi MOBUHHI
oOroBopuTH IIi HebaXkaHi sIBUINA 3i CBOIMHU TallieHTaMu Ta/a0o Ix mornsmanbHUKaMU. [lallieHTaM
Ta/ab0 JornsiganbHUKAM CIIif HaTh BKa3iBKU IIPO Te, 1106 BOHU MTOBIIOMIISIIM CBOTO JIiKaps Ipo
BUHUKHEHHS TaKHUX 3MiH.

JIikyBaHHSI MOHTEJIyKaCTOM He [03BOJIs€ MallieHTaM 3 aCllipyuH3aIekHOH aCTMO 3aCTOCOBYBaTU
acmipuH abo iHII HecTepoigHi MPOoTH3alaIbHi IpenapaTH.

3acmocysaHHs y nepiod eazimHocmi abo 200y8aHHA 2py0010.

Bazimuicmo. [JocnigKeHHS Ha TBapuHaX He JeMOHCTPYIOThH LIKIiAIMBOI il BiTHOCHO BIIJIMBY Ha
BariTHiCTh a00 eMOpioHaMbHMM/DeTaTbHUN PO3BUTOK.

ObMmexeHa iHpopMallis 6a3u JaHUX BiTHOCHO BariTHOCTeM He BKa3ye Ha MPUYUHHO-
HaCJTigKOBH B3aEMO3B’SI30K MiXK 3aCTOCYBaHHSIM MOHTENIYKACTy i BAHUKHEHHSIM
MasbgopMalii (Takux IK gedheKTH KiHIIBOK), IIPO SKi PiIKO MOBiZOMIISIIOCS B XOMi
BCECBITHBOI'0 ITIOCTMAPKETUHIOBOT'O JOCBIly 3aCTOCYBaHHA.

MosnTenyKacT MOXKHa 3aCTOCOBYBATHU B IIEPIOX BAriTHOCTI, TUIBKY SAKILO L€ BBAXKAETHCI
0e3yMOBHO HEOOXiTHUM.

I'odyeaHHA 2py00to. [locnigKeHHS Ha LypaxX NPOAeMOHCTPYBaJH, 1[0 MOHTETyKaCT IPOHUKAE B
MOJI0KO. HeBioMo, Y1 BUBOAUTLCS MOHTENYKACT 3 TPYIHUM MOJIOKOM V JKiHOK.

MoHTemyKacT MOXKHA 3aCTOCOBYBATH B ITePiofd TOMYBAHHS TPYAOI0, TiTbKYU SKIIO 1Ie
BBAXKAETHCST 0€3YMOBHO HEOOXiTHUM.

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

[TpemapaT Tpu3HaYeHUH OJIsT 3aCTOCYBAHHS MiTSIM.

Cnoci6 3acmocyeaHHss ma do3u.

[IpenapaT Cifl 3aCTOCOBYBATH HiTSM IIifl HArISAOM OOPOCIIHX.



Ilimu sixom 8i0 2 0o 5 pokis.

[TamieHTam 3 acTMOI0 Ta alnepriYHUM PHUHITOM (CE30HHUM Ta LiJIOPiYHUM) PEKOMEHI0BaHA H03a
CTaHOBUTH 1 KyBanbHa TabneTka 1o 4 Mr 1 pas Ha mo0y.

Iimu eixom 8i0 6 0o 14 pokis.

[TamieHTam 3 acTMOI0 Ta anepriYHUM PHUHITOM (CE30HHUM Ta LiJIOPiYHMM) pEKOMEHI0BaHa 003a
CTaHOBUTH 1 KyBasibHa TabneTka 1mo 5 Mr 1 pas Ha m00y.

[7ng miKyBaHHS aCTMU XyBaJlbHYy TabJIeTKy CIIif puiiMaTy BBedepi 3a 1 roguny go abo
yepe3 2 TOOUHMU MiCg IpUUoMy 1XKi. [/ moJieTeHHS CUMIITOMIB aIepridHoro pUHITY Yac
IpUoOMy TigOWpaTH iHAKWBiAyabHO.

Himu.

He 3acTocoByBaTHu [iTIM BIKOM [0 2 POKiB.

IlIepedo3yeanHsi.

Kopgnol iHGopMatil o0 TiKyBaHHS ITepefo3yBaHb MOHTEIYKACcTOM HeMae. Y OOCHiIxKeHHAX
XPOHIYHOI aCTMU MOHTETYKAcT IIpu3Haydanu B qo3ax g0 200 Mr/mo0y 0opociuM malieHTam
IIPOTSTOM 22 THUXKHIB, @ IPX KOPOTKOYACHUX AOCHIIXKEHHIX - 1o 900 Mr/mo0y mpoTsrom
IpHUOIN3HO OJHOTO THXKHS, IIPY IIbOMY KIiHIYHO 3HauylIi mo6iuHi peakuii Oynu BifICyTHi.

[Tpu moCcTMapKEeTUHIOBOMY 3aCTOCYBaHHI Ta IMif] YacC KIIHIYHUX AOCIiIXKeHb HaAX0OUIN
IIOBIOMJIEHHS IIPO TOCTPe Nepefo3yBaHHSA MOHTEIYKaCTOM BHACIIIOK IIPUMOMY IIpernapaTty
DOPOCIUMH i MiThbMM B f03aX, 1o nepeBuniyoTh 1000 Mr (mpubnu3no 61 MI/KT, TUTHHA BiKOM
42 micsini). OTpuMati KiiniyHi i naGopaTopHi maHi BigmoBiganu mpodinto 6e3mneku ams
OOPOCTIUX IMAIi€EHTIB i miTen.

Y GinbIocTi OBiIOMIEHD ITPO BUIIAOKK ITEPEN03YBAHHS CIIOoCTepiranucs mobiuni ehpekTH, 110
BigmoBimanu npodinio 6e3rneky MOHTENYKACTy Ta BKI04Yanu 6iflb y 2KUBOTi, COHJIUBICTD,
cIipary, royioBHuM 6inib, 6/110BaHHS Ta ICUXOMOTOPHY TillePaKTUBHICTh.

HeBimoMo, 41 BUBOOUTHCSA MOHTEJIYKACT 3a OOIIOMOT 00 IIepUTOHeabHOTO Aiai3y abo
remopiani3y. JIikyBaHHS CUMIITOMaTU4He.

ITo6iuni peakuii.

[ToGiuHi peakiril, 3apeecTpoBaHi mif Yyac KIIiHiYHUX JOCTiIXKeHb 3 4acToTOow Big = 1/100 mo
<1/10:

iHpeKyii ma iHeasii: iHGeKil BEpXHIX AUXaTbHUX LIIAXiB;

3 60Ky Hepeosoi cucmemu: TONOBHUM Oifb;



3 BOKY W/AYHKOBO-KUWKOB020 Mpakmy: Oilib y XKUBOTI;
3a2anbHi po3saadu: cupara.
[ToGiyHi peakilii, 3ape€eCcTpoBaHi y TOCTMapKeTUHTOBOMY I1epiofii:

3 OOKY KPOBOHOCHOI i AiMhamuyHOi cucmeMu: TeHOEHIIisT OO0 MOCHUJIEHHS KPOBOTOYUBOCTI,
TPOMOOLUTOIEHIs;

3 60Ky iMyHHOI cucmeMu: peaxiiii rinepyyTIUBOCTi, y TOMY YHCIi aHadinakcis, eo3uHodinbHa
iHdinbTpalia mevinky;

3 60Ky ncuxiku: MOPYIIEHHS CHY, Y TOMY YHCJIi HiYHi KOIIIMapH, rajoiuHalii, 0e3CoHHS,
[pPaTiBIUBICTh, THIB, HETEPINIAYICTh, 30YAKEHHS, BKITIOUAl0YM arPECUBHY MOBEMiHKY ab0 BOPOXKICTE,
TPeMop, Hempecii, fe30pieHTallis, AyKe PifAKo - cyluufanbHi HaMipy Ta IMOBeiHKa, IOPYIIEHHS
yBary, MOriplieHHs nam’'gaTi, TUK;

3 60Ky HUPOK Mma cevyosusiOHUX wasxie: eHype3 y OiTew;

3 60Ky Hepeogoi cucmemu: MIISIBICTD i 3alaMOPOYEHHS, ITapecTe3is/rinecresis, Hanaay;

3 60Ky cepu,eso-CyOuHHOI cucmemu: BiT4yTTs CEpPLEOUTTS;

3 60Ky W/AYHKO0BO-KUWKO0B020 Mpakmy: miapesi, CyXiCThb ¥ POTi, OUCIIeICis, HynoTa, OII0BaHHS;

3 60Ky 2enamobiniapHoi cucmemu: MiABUILIEHHS PiBHIB TpaHcaMiHa3 cupoBaTku KpoBi (AJIT, ACT),
remnaTuT (X0JIeCTaTUYHUM TelaTUT, IeYiHKOBOKIITHHHI Ta 3MilllaHi TOPYIIeHHS IeYiHKN);

3 60Ky WKipu i NiOWKIPHUX MKAHUH: aHTIOHEeBPOTHYHKI HaOpPSIK, reMaToMa, KponuB'THKa, CBePOixX,
BHCHUIIAHHS, HOJO3HA BY3/IMKOBa €PUTEMA, MYJIbTU(OPMHA EPUTEMA;

3 60Ky KicmKoeo-M’ 130801 cucmemu i Cnoay4HOI MKAHUHU: apTPanTis, Mianris, BKI04Yayu M’ s130Bi
CyOOMHU;

3aeanvHi po3aadu ma micyesi peakuii: acTeHiss/BToMa, BiguyTTs guckoM@opTy, HabpsK, rapsyka,
HEe3yKaHHS.

Y nooguHOKMX BUNAfKaXx IIifl 4ac JIiKyBaHHS MOHTEJTyKaCTOM XBOPUX 3 aCTMOI0 OIIKCAHO
BAHUKHEHHS HOCOBO1 KpoBoTedi, cuHapoMy Yapr-Ctpayca (CHC) (muB. po3gin «OcobnuBocCTi
3aCTOCYBaHHS»), TeTeHeBa €e03nHOQITis.

Tepmin npudamHocmi.

2 POKH.

YMoBu 30epiranHsi.

30epiraTy B CyXOMy, 3aXMIIEeHOMY Bifl CBiT/Ia MicIli mpu TemmnepaTypi He Butte 25 °C.



30epiraTy B HEOOCTYITHOMY OJISI [iT€M MiCIIi.

YnakoBka.
I[To 10 TabneTok y 6micTepi, mo 3 GicTepu B KapTOHHIN KOPOOTIIi.

I[To 30 TabneToK y MIacTUKOBOMY KOHTEHWHEPi, Y KapTOHHI# KOpoO1i. Y KoXXKeH KOHTeHHepD
pa3oM 3 TabneTKaMM BKJIa[ieHUH MOJIiIMEPHUY HMIIHAP i3 BOJIOTONOT/INHAaYeM (CHITiKaresn).

Kareropis Bigmycky.

3a pelemnToM.

BupPOOHHK.

I'neamapk ®apmacriotukana JIta./Glenmark Pharmaceuticals Ltd.

Micue3Haxo/KeHHsI BHPOOHHKA Ta aJgpeca MicCllsi IPOBaXKeHHsS HOro Jis/IbHOCTI.
Ceno Kimaunypa, bagmi-Hanarapx Poyn, Texcin bapgai, p-u Conasn, (X.I1.) 173 205, Ingis /

Village Kishanpura, Baddi-Nalagarh Road, Tehsil Baddi, Distt. Solan (H.P.) 173 205, India.



