IHCTPYKIIA

OIS MEJUYHOT 0 3aCTOCYBaHHS JIiKapChKOro 3aco0y

I''TEMOHT TABJIETKH 2KYBAJIbHI

(GLEMONT CHEWABLE TABLETYS)

Cknao:
0iroua peyosuHa: MOHTETYKaCT;
1 TabneTkKa MiCTUTL MOHTEIYKACTy HaTPilo eKBiBaJIeHTHO MOHTENyKacTy 4 Mr abo 5 Mr;

0onoMidicHI peyosuHU: TIeJI0NI03a MiKpoKpucTaniyHa, MaHiT (E 421), HaTpio KpoCKapMeIosa,
TiDPOKCHUMIPOMIiNIIeN0103a, MarHito cteapar, acnaptaM (E 951), apoMmaTtu3aTop BUIIHEBUH.

JIikapcbKka ¢opma. TabreTKu XKyBabHi.
OcHosHI (i3uko-xiMiuHi 81aCMUBOCMI:

TabJeTKHU XKyBaJbHi 110 4 MT: 0BaJibHi, 6isioro abo mMaiixke 0iIoro KOIbOPy MBOOMYKII TaOlIeTKH 3
rpaBipyBaHHSIM «G» 3 omHOTO0 60Ky Ta «390» 3 iHIIOTO GOKY;

TabNeTKHU XKyBaJibHi 110 5 MT: KpyTJIi, 6imoro abo Matizke 6iJIoro KOILOPY ABOOIMYKII TabeTKu 3
rpaBipyBaHHSIM «G» 3 omHOTO 60Ky Ta «391» 3 iHIIOr0 GOKY.

®apMakKkoTepaneBTUYHa Irpyna.

[IpoTracTMaTUyHi 3aC00HU AJIs1 CUCTEMHOTO 3aCTOCYBaHHS. AHTArOHICTU JIEUKOTPiEHOBUX
peLenTopiB.

Kom ATX RO3D CO03.

dPapmakono2iuHi e1acmueocmi.
®apmakoduHamika.

Lucteininnenikorpienu (LTC4, LTD4, LTE4) € moTyKHUMM €MKO3aHOIJaMHU 3alalieHHs, 110
BUIIAIOTHCS Pi3HUMU KJIITUHAMH, y TOMY YKCIIi ONTaCHCTUMH KJTIiITHHAMU Ta €03UHOMiTaMu.
LIi BaXKTMBi MpoacTMaTHYHi MeqiaTOpu 3B A3YIOThCS 3 HUCTEIHINIENKOTPIEHOBUMHU
peuentopamu (CysLT), IpuCyTHIMYU B OUXaAIbHUX LIJISXaX JIIOOUHHU, 1 CHPUYUHSAIOTH TaKy
peaxirito sk OpoHXocIla3M, BUMiIeHHSI MOKPOTUHHS, TPOHUKHICTh CYAUH i 30iMbIIeHHST



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. HaBiTh HU3bKa [03a 5 MT CIpUYUHSE 3HAYHY O6110Kaay ctuMmynboBanoi LTD4
OpPOHXOKOHCTPHUKIII. MOHTENYKACT CIPUYMHSIE OPOHXOAUIIATAII0 IIPOTSITOM 2 TOMUH IiCIs
IIepopajbHOTO 3aCTOCYBaHHS; Iei edeKT OyB afUTUBHUM [0 OpOHXOAUIIaTallil, BUKIMKAHOIO B-
aroHictamu.

JIikyBaHHSI MOHTEJIYKacTOM IIPUTHiIYye OPOHXOCMa3M SIK Ha PaHHil, Tak i Ha Mi3Hiil cTafii,
3HUKYIOYY Peakllilo Ha aHTUTeHU. MOHTeIyKacT, TOPiBHAHO 3 Iyanebo, 3MeHIye KinbKiCTh
€031HO0OINiB neprudepryHOl KPOBi ¥ HOPOCTUX MAallieHTiB Ta [iTed. B oKkpeMoMy goChifKeHHi
3aCTOCYBaHHS MOHTEIYKaCTy 3HaYHO 3MEHIIYBaJIo KilbKiCTh €03UHOMINIB y AUXaTbHUX
nisxax (3a BUMipaMu MOKPOTHHHS). Y JOPOCTKX MAIliEHTIB i giTel BikoM Bif 2 mo 14 pokis
MOHTEJIYKaCT, IIOPiBHSAHO 3 M1alle00, 3MeHINIy€E KilbKiCTh €03WHO(DINIB TeprudepriHol KPoBi
Ta IOKpallly€e KIiHIYHAYM KOHTPOJIb aCTMH.

dapmakokiHemuxka.

AGcopbirist

[Ticra mepopanbHOTO MPUNOMY MOHTETYKacCT MIBUAKO i TPAKTUYHO IIOBHICTIO BCMOKTY€EThCA. [Ticmsa
IpuRoOMY Ipemnapary y ¢opmi KyBanbHUX TabIeTOK y 1o3i 5 Mr HaTiecepue C,,,, y TOPOCIUX
IallleHTIB JOCATAETHCA Yepe3 2 roguHu. biogocTynHicTs cTaHOBUIA 73 % 1 3HUXKYBajacs 0o 63 %
IIPY BXKUBaHHI 3BUYANHOI 1XKi.

Po3mnopin

[Tonan 99 % MoOHTenyKacTy 3B’I3y€ThCS 3 Oinkamu mna3Mu. OOCAT PO3MOiTy MOHTENIYKACTy y
CTallioHapHi# (a3i B cepefHOMY CTaHOBUTH Bifl 8 mo 11 miTpis. [Ipu mocmigKeHHi MiueHOT0
MOHTEJIYKACTY IIPOXOMIKeHHS Yyepe3 reMaToeHnedaniuumii 6ap’ep 6ymo MiHiManbHUM. Y BCiX
IHIMX TKaHWHAX KOHIIeHTpallil MiYeHOT0 Pafioi30TonoM MaTepiany 4epe3 24 TOOUHM MiCIII IPUKOMY
[,03U TaKOXK BUSBUJIKACS MiHiMaJIbHUMHU.

Mertabonizm

MoHTenyKacT akTUBHO MeTab01i3yeThCs. Y NOCTIIXKEeHHSX i3 TepaneBTUYHUME J03aMU KOHIIEHTpaIlii
MeTaboIiTiB MOHTETYKACTY Y CTAIliOHAaPHOMY CTaHi IJIa3MHU KPOBi B JOPOCIHX i IAIli€EHTIB HUTSIYOTO
BiKy He BU3HA4alOThCH.

ITig 9ac moCHigzKeHs in Vitro 3 BUKOPUCTAHHSIM MiKPOCOM IIE€YiHKY JTIOOUHU JOBEIEHO, IO IIUTOXPOMH
P450 3A4, 2A 6 i 2C9 GepyTh yyacThb ¥ MeTaboJ1i3Mi MOHTETyKacTy. Pe3ynbTaTu mogabIImx
OOCIIiAXKEHb MIKPOCOM [IE€YiHKY JIIOOUHYU N Vitro CBigYaTh, 0 y TepaleBTUYHUX KOHIIEHTPaLiiX
MOHTEJTyKacT He mpurHigye nutoxpomu P450 3A4, 2C9, 1A2, 2A6, 2C19 i 2D6. YyacTs MeTaboMiTiB y
TepamneBTUYHIN [Iii MOHTENTYKaCTy € MiHiMaIbHOIO.

BuBeneHHda

KnipeHc MOHTENyKacCTy i3 IJIa3MH KPOBi 30POBUX IOPOCIIAX JOOPOBOJIBIIB ¥ CePEeAHLOMY CTAHOBUTD



45 mn/xs. [licns nepopaibHOi 03U T03HAUYEHOT0 i30TOIIOM MOHTENYKacTy 86 % BUBOOUTHCS 3 KaJioM
npotsarom 5 guiB i Mmenme 0,2 % - i3 ceyeto. Y CyKynmHOCTi 3 6i000CTYNHICTIO MOHTEIYKACTY IPH
IIepopabHOMY IIPU3HAYEHHI 11e# GaKT BKa3ye, 110 #0oro MeTabosliTy MalikKe TIOBHICTIO BUBOISTHCS 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.

KitiHiuHi XapaKTepHuCTHKH.

Iloka3zauus.

2KyBanbHi TabneTkn MoHTenyKacT 4 M peKOMeHZI0OBaHi [Jist fiTed BiKOM Bif 2 00 5 POKiB;
XKyBasbHi TabmeTKM MOHTeNyKacT 5 MI peKOMeHI0BaHi [Jist fiTed BikoM Big 6 0o 14 poxkis:

- SIK JOJlaTKOBE JIiKyBaHHS OpPOHXia/llbHOI aCTMHU y NAIli€HTIB 3 MEPCHUCTYBAIbHOI0 aCTMOIO
BifI JIETKOT'0 0 IIOMipPHOI'0O CTYIEHs, 1[0 HEOOCTaTHbO KOHTPOJIIOETHCSA IHTa I LIIMHUMU
KOPTUKOCTEPOINHMMM IIpeliapaTaMy, a TaKOXK IIPpU HeJOCTaTHLOMY KITiHIYHOMY KOHTPOJTi
ACTMH 3a OOIIOMOI0I0 B-aroHicTiB KOPOTKOCTPOKORBOI fii, 1[0 3aCTOCOBYIOTHCS IIPU
HeoOXimHOCTI;

- K albTEePHATUBHUMU CIIOCIO JTiKyBaHHS 3aMiCTh HU3BKUX [103 iHTaNAIiMHIX KOPTUKOCTEPOITiB
M1 TIAIli€HTIB i3 MEPCHUCTYI0YO0I0 aCTMOIO JIETKOTO CTYIEHS, B SKUX He OyJI0 HellloaBHO CEPHO3HUX
HalafiB aCTMH, 110 MOTPeOYIOTh TepPOPaibHOTO MPHUUOMY KOPTUKOCTEPOI/IiB, @ TAKOXK [AJIS THUX
TAIliEHTIB, V SKUX BUSIBIIEHA HEIIEPEHOCHMICTh iHTaNsAIiHNX KOPTUKOCTEPOIHUX ITPeaparTis;

- K po¢inakThKa aCTMH, HOMiIHYI0YMM KOMIIOHEHTOM SIKO1 € OPOHXO0CIIa3M, iHIyKOBaHUM!
GisnyHYMY HaBaHTaXKEHHSIMU;

- OJIsI TIOJIETIIIEHH S CUMIITOMIB CE30HHOTO Ta LiJIOPiYHOT0 alepriyHOro PUHITY.



IIpomunoka3aHnus.

[TimBuIieHa YyTIUBICTh M0 OyIb-SKOT0 3 KOMIIOHEHTIB IIperapary.

B3aemodisa 3 iHwumu snikapceKumu 3acob6amu ma iHwi eudu e3aemoditi.

MosnTenykacT MOXKHa IpA3HaYaTU Pa3oM 3 IHIIUMU IIpenapaTaMu Ijis IpodinakTuky abo
TPUBAJIOTO JIiKyBaHHSA acTMHU. [Ipu mocrigKeHHi B3aeMogil Mixk TiKapchKUMU 3aco6aMu
PEKOMeHI0OBaHa KJIiHiYHa J03a MOHTEJIYKACTy He Majia 3HaYHOTr'0 KJTiHIYHOT O BIIJIMBY Ha
(hapMaKOKiHETHKY TaKux IperapariB: Teodisid, mpegHi30H, IPEeOHI30JI0H, IepopabHi
KOHTPALeNTUBY (eTuHiNeCcTpamion/HopeTuHOPOH 35/1), TepbeHaguH, TUuTOKCHAH Ta BaphapuH.

V marfieHTiB, fKi ogHoYacHO npuiiManu heHoOapOiTar, IIIoIIA i KPUBOI «KOHIIEHTPAIlis -
yac» (AUC) MoHTenyKacTy 3HUKyBanacs npubausso Ha 40 %. OCKiIbKM MOHTEJIyKacT
MeTabomnizyetcss CYP 3A4, HeobxinHo GyTH 00epeKHUM, 0COOIUBO MO0 [MiTEH, SIKIIO0 MOHTEIYKACT
IpPU3HaYaloTh OgHOYacHO 3 iHgykTopamu CYP 3 A4, nanpukinap ¢enitoinoM, pernobapbitamom i
pudaMIinmHOM.

V mocmimkeHHsx in vitro OyJ0 MOKa3aHO, 110 MOHTENIYKACT € OTYKHUM iHribiTopom CYP 2C8.
[TpoTe fmaHi KIiHIYHOTO OOCIigXKEeHHS B3a€MOIl TiKapChKUX 3ac00iB, 110 BKIIOYAIOTh MOHTETYKACT i
PO3UTIIiTa30H (Mpemapar, 1m0 MeTaboi3yeThest 3a gomomoro CYP 2C8), moka3sanu, 1o MOHTETyKacT
He € inribitopom CYP 2C8 in vivo. TakuM YMHOM, MOHTEIYKACT He BIIJIMBA€ 3HAYHOIO MipOI0 Ha
MeTabo0ITi3M IIpenaparis, 110 MeTab0i3yI0TLCS 3a AOMIOMOI010 IThOT0 (epPMEHTY (HapUKIIaf,
MMaK/IiTaKCely, PO3UTIIITa30HY Ta pemnariiHigy).

[Tig yac mocmimkeHs in vitro 6yno BCTaHOBIIEHO, 110 MOHTEeNyKacT € cy6ctpaToM CYP 2C8 i MeHI11010
Mmipoto 2C9 ta 3A4. Y xofi KIiHIYHOTO JOCTiIKEeHHS B3a€MO/il TiKapchKuUX 3ac06iB i3 3aCTOCYBaHHSIM
MOHTeyKacTy i reMpioposuny (iuribitopy CYP2C8 i 2C9) rem¢iOpo3us migBUIyBaB CUCTEMHY
€KCII03UIIiI0 MOHTENyKacTy B 4,4 pa3a. [Ipu ogHOYacHOMY 3aCTOCyBaHHi 3 remdpiopo3unom abo
inmuMy notyxHuME iHTi6iTopamu CYP 2C8 Kopekirist mo3u MOHTeIyKacTy He moTpibHa, aje jikap
TIOBUHEH BPaXOBYBATH IiIBUILIEHUYN PU3UK BUHUKHEHHS MMOOIYHUX pPeakiliil.

3a pe3ynbTaTaMU OOCHIAXKEHbD in Vitro He 04iKyeThCd BUHUKHEHHS KJIIHIYHO BaKJIMBUX B3a€EMOMIN 3
MeHII MOTYKHUMHU iHribiTopamu CYP2C8 (Hampuknag, 3 TpuMeTonpuMomM). OmHOYacHe 3aCTOCYBAHHS
MOHTEJTYKacTy 3 iTpakoHa30110M, cuinbHUM iHTi6iTopoMm CYP 3A4, He MPHU3BOAMIIO 0 iCTOTHOTO
IiABUIIEHHS CUCTEMHOI eKCIIO3HIlil MOHTETYKaCTy.

Oco06.1u8ocmi 3acmocyeaHHsi.

[TarrieHTiB HEOOXiIHO MOTIEPEOUTH, 1110 MOHTENYKACT He CJIiff 3aCTOCOBYBATH [JIT 3HATTS
TOCTPUX aCTMaTUYHUX HalaiB. PEKOMEHyeTLCSA IIPONOBXKYBaTH JIIKyBaHHS BINIIOBIHHUMHU
JIIKaMU [J1s 3HATTS HallafiB. Y BUNA[Ky FOCTPOro Hamamy CIIifl 3aCTOCOBYBATU IHTaIAINH]
OeTa-aroHicTu KOPOTKOI mil. ITarienTamM HeoOXigHO SKHAWLIBUAIIE ITPOKOHCYIbTYBATUCS 3
JiKapeM y BUIAMKYy, SKIIO0 IM moTpiOHa Oinbllla, HiXK 3a3BUYai, KiJIbKICTb iHTanAIil B-
aroHiCTiB KOPOTKOI [il.



He cnig pi3ko 3aMiHIOBATH MOHTEJIYKaCTOM Tepalliio iHranguiiHuMu abo mepopaibHUMU
KOPTUKOCTEPOIIHUMU IIpernapaTaMu.

Y nooguHOKMX BUNAAKaX Y Malli€HTIB, IKi OTPUMYIOTh IPOTHACTMaTHUYHi 3aC00U, B TOMY
YHCJIi MOHTEJTyKaCT, MOXKe CIIOCTePiraTucs CUCTEMHa e03MHO(DITiSA, iIHKOIHM pa3oMm 3
KJIIHIYHUMU IIPOSIBaMU BACKYJIiTy, TaK 3BaHUM cuHAapoM Yapr-Ctpayca (rpaHysieMaTO3HUN
aJiepriyHui aHTilT), MiKyBaHHS SKOT'0 IIPOBOJUTHCS 3@ HOIIOMOI0I0 CUCTEMHOI
KOPTUKOCTEPOImHOI Tepartii. Taki Bumlagku 3a3Budaii Oyniu OB si3aHi 31 3MeHIIeHHIM a0
BiIMiHOIO Tepallil KOPpTUKOCTEPOIAHNMHU IIpenapaTtaMu. [IpunyiieHHs Ipo Te, 110
aHTaroOHICTU JIEMKOTPIEHOBUX PEIENITOPIiB MOXKYTh OyTH IIOB’sI3aHi 3 MOSIBOI0 CUHAPOMY Yapr-
CTpayca, HEMOKJIMBO aHi CIIPOCTYBATH, aHi MigTBePAUTH, TOMY JliKapiB He0OXimHO
IIOTIEPEUTH IIPO MOXKJIMBICTh BUHUKHEHHS Y MAI[iEHTIB €03MHOQITil, BACKYJIITHOTO BUCHUILY,
IOTipIlIaHHS JTereHeBol CUMIITOMaTUKY, YCKIIagHEHHS 3 O0KY ceplieBoi cucTeMu Ta/abo
Hepornarii. [TarienTaM, y IKUX PO3BUBAJIUCS BUIIE3raflaHi CUMIITOMY, HEOOXiqHO ITPOUTH
IIOBTOPHE OOCIIAKEHHS, a CXeMY 1IXHbOT'0 JIiKyBaHHS CJIi] TIePeTIIHYTH.

['meMoHT TabneTKy XKyBasbHi MiCTSATh acliapTaM, KUl € moxigHuM (eHinanaHiHy i CTaHOBUTD
HebOe3MeKy [JIs XBOPUX Ha PEeHIIKeTOHYPIIO.

3azanvHi pekomeHOauii u,000 3aCMOCYB8AHHA npenapamy.

TepaneBTUYHa [is Ipenapary L[0f0 KOHTPOJII0 aCTMaTUYHUX TapaMeTpiB TPUBA€E IIPOTIATOM
nud. [lamienTaM ciif peKoMeHayBaTU IIPOL0BXKYBaTU IIPUKMOM IIpelapary, HaBiTh KOJIM acTMa
€ KOHTPOJILOBAHOIO, a TAKOXK IIifl 4YaC 3arOCTPEeHHS aCTMaTUYHOI0 CTaTyCy.

KoperyBaHHS 103U [I71g NALi€EHTIB 3 EeYiHKOBOIO HEIOCTATHICTIO JIETKOTO YX ITOMIPHOTO CTyIeHs ab6o
3 HUPKOBOIO HEJOCTATHICTIO He ToTpebyeThes. [JaHuX IIPo XapakTep hapMaKOKiHEeTUKH
MOHTENIYKACTY V MalliEHTIB 3 TAKKOI0 IeYiHKOBOI HEJOCTATHICTIO (TToHay 9 0ariB 3a IIKasoio
Yaninga-I1'10) HeMa€, TOMy peKOMeHIallil 000 KOPeryBaHHs AO3U BiICYTHi.

Io3yBaHHS IpeapaTy € ODHAKOBYM [IJIs HAIliEHTIB YOJI0BiYOi Ta XKiHOYO1 CTaTi.

MoHmeaykacm siKk anbmepHaAmMueHull cnocib AiKy8aHHsA 3aMiCMb HU3bKUX 003 iH2aAAUilIHUX
Kopmukocmepoidig npu nepcucmys8dabHill aCmMi 1e2K020 CMyneH-.

MoHTenyKacT He peKOMEHIYETCA AK MOHOTepaIllis XBOPUM i3 IIepPCUCTYBaJIbHOK aCTMOI0 IIOMipHOTO
CTyneHs. MOHTEeyKacT K albTePHATUBHUY JTiKapChKUM 3acCi0 3aMiCTh HU3BKUX 03 iHTaIAIIMHIX
KOPTHUKOCTEPOITHUX NpelapaTiB AJid AiTel, XBOPUX Ha IePCUCTyBaIbHYy aCTMYy JIETKOTO CTyTIEHd,
MozKe OyTH 3aCTOCOBaHUM NHllle AJIS MAIieHTiB 6€3 TAKKUX aCTMAaTUYHUX HalafliB y HelaBHbOMY
aHaMHe3i, 110 ToTpeOyI0Th IePOPAILHOTO 3aCTOCYBaHHSI KOPTUKOCTEPOIiB, @ TAKOXK /IS TUX
NAIli€HTIB, SIKi He MOXYTh IPUMUMAaTH iHTaALiiHI KOPTUKOCTEPOIAHI ITpenapaTu.

[TepcuctyBanbHa acTMa JIETKOTO CTYIIEHS - Ile aCTMa, [IPU SIKii TPOSIB CUMIITOMIB aCTMHU
BimOyBa€eThcs yacTilie 1 pa3y Ha TUXKOEHD, ane pifme 1 pa3y Ha mo0y, HiYHI Hamagu
CIIOCTEPIraroThCA YacTillle 2 pa3iB Ha Micsb, aje pigule 1 pa3y Ha TUKIOEHD, MiX eli304aMu
GYHKIIiS TereHb 3aUIIaETHCS Y HOPMi. AKII0 HEMOXKIINBO JOCSITTHA 3a00BiIbHOTO KOHTPOJII0 aCTMHU
(K TTpaBUIIO, IPOTATOM 1 MicsIs), CIIi OIiHUTH HeOOXimHICTh MOmaTKOBOI a00 iHIIOI MPOTH3amalbHOl
Tepartii, 110 6a3yETLCA Ha MOETANHIN cucTeMi TiKyBaHHS acTMU. KOHTPOJIb aCTMU Y Ialli€HTiB
HeoOXigHO IepiogUYHO OITiHIOBATH.



3acmocysaHHA MOHMeaykacmy neped pi3uyHUMU HABAHMANCEHHAMU 01 3anobi2aHH A
acmmamuyHo20 Hanaody.

Y narienTiB BikoM Biff 2 10 5 pokiB OpoHXO0CIA3M, CIpUUYNHEeHUY (Pi3NYHUMYU HaBaHTaXKEeHHSIMU, MOXKe
OyTH OCHOBHOIO 03HAKOIO IIEPCUCTYBAIbHOI aCTMHU, 1[0 TOTPebye JTiKyBaHHS iHTaNAiiHIMU
KOPTUKOCTEPOINHUMU NpenapaTaMu. CTaH Nalli€HTa CIIif OLiHIOBATH BIPOMOBXK 2-4 TUXKHIB MMiCIA
[I04YaTKy JIIKyBaHHS MOHTEJIYKaCTOM. fKIIO He CIIOCTePIraeThCsa 3af0BUIBHOTO PE3yIbTaTy JIiKyBaHHS,
CJIifl MPUMHSTH PillleHHS PO [ofaTKOBe abo iHIle JTiKyBaHHS.

JIiKy8aHHs MOHMEAYKACMOM NOPiBHAHO 3 IHWUMU cnocobamu AikyeaHHs acmmu. KO0 NiKyBaHHS
MOHTEJIyKaCTOM IPOBOAUTLCS SIK NOJATKOBA Tepallid g0 JIiKyBaHHS IHTalIAliMHUMU
KOPTHKOCTEPOITHUMH TIpenapaTaMu, He MOXKHa Pi3K0 BBOOUTH MOHTETYKacCT 3aMiCTh iHTalIsALinHUX
KOPTUKOCTEPOIIB.

[ToBigOMIISANIM PO BUHUKHEHHS [ICUXOHEBPOJIOTIYHUX SBUII Y MAI[i€HTIB, SKi IPUUMAIOTh
MOHTeNnyKacT (muB. po3min «ITobiuHi peakii»). OCKiNbKY Ha IIi SBUIIA MOXKYTh BIIJIUBATH iHIII
dbaxTopy, HEBIOMO, YU IOB’SI3aHi I1i SBUIA i3 3aCTOCYBaHHAM MOHTENIyKacTy. Jlikapi MOBUHHI
obroBopuTH IIi HeOaXKaHi sIBUINA 3i CBOIMM MallicHTaMu Ta/a0o X mornsmanbHUKaMU. IlalieHTaM
Ta/abo JorismanbHUKAM CIIif HaTH BKA3iBKM PO Te, 1100 BOHHU MTOBIJOMIISIIM CBOTO JIiKaps IPo
BUHUKHEHHS TaKUX 3MiH.

JIiKkyBaHHSI MOHTEJIyKaCTOM He [03BOJISE MTallieHTaM 3 aCliprH3aIeXkHOK aCTMOI0 3aCTOCOBYBAaTH
acmipus abo iHII HecTepoifHi MpoTHU3anabHi IpemnapaTu.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.

BaeimHicmb. [locnigKeHHs Ha TBapyHax He IEMOHCTPYIOTh IIKigINBOI il BITHOCHO BIIJIUBY Ha
BariTHiCTh a60 eMOpioHanbHUI/(DEeTaTbHUN PO3BUTOK.

ObmMmexeHa iHpopMallis 6a3u JaHUX BiTHOCHO BariTHOCTeM He BKa3ye Ha MPUYUHHO-
HACJIIOKOBUY B3a€MO3B’A30K MiXK 3aCTOCYBAaHHAM MOHTEJIYKACTy 1 BUHUKHEHHAM
ManbdopMalliii (Takux K nedeKkTH KiHIiBOK), IIPO SKi PiAKO MOBimOMIISNIOCS B XOMi
BCECBITHBOI'0 ITIOCTMAPKETUHIOBOTO JOCBily 3aCTOCYBaHHS.

MoHTenyKacT MOXKHa 3aCTOCOBYBATH B IEPiof BariTHOCTI, TiIbKK SIKIIO 1€ BBAXKAETHCS
6e3yMOBHO HEOOXiTHUM.

I'odysanHsa 2py0d0r. [locTifXKeHHS Ha Iypax NPOAeMOHCTPYBay, 10 MOHTEYKacT IPOHUKAE B
MOJI0KO. HeBioMO, 4Y¥ BUBOOUTHCS MOHTEJIYKACT 3 IPYIHUM MOJIOKOM Y XKIiHOK.

MoHTenyKacT MOXXHa 3aCTOCOBYBATH B IEPiofl TOAYBAHHS IPYAMIO0, TiTbKHU SKIIO I1e
BBaXKa€ThCSI 0€3YMOBHO HEOOXigHUM.

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

[IpemapaT npru3HaYeHUN [Ji 3aCTOCYBAHHS OIiTSAM.



Cnocib 3acmocyeaHHsi ma do3u.
[Ipemapat ciif 3aCTOCOBYBATH AiTSAM IIifl HATIAA0M HOPOCIIUX.
Iimu sixom 8i0 2 do 5 pokis.

[TamieHTam 3 acTMOI0 Ta anepriYHUM PHUHITOM (CE30HHMM Ta LiJIOPiYHUM) peKOMEHI0BaHa 003a
CTaHOBUTH 1 XyBanbHa TabneTka 1o 4 mMr 1 pa3 Ha f00y.

Llimu sixom 8i0 6 do 14 poxis.

[TamieHTam 3 acTMOI0 Ta anepriYHUM PUHITOM (CE30HHUM Ta LiJIOPiYHUM) pEKOMEHI0BaHa 103a
CTaHOBUTH 1 KyBasbHa TabneTka 1o 5 Mr 1 pas Ha mo0y.

[ng miKyBaHHSI aCTMU XyBaJlbHYy TabJIeTKy CIIif mpuiiMaTy BBedepi 3a 1 roguny go abo
yepe3 2 TOOUHMU MiCIg IpUioMy 1XKi. [1715 moJieTeHHS CUMIITOMIB aJIeprigHoro pUHITY Yac
IpuiioMy IigOWpaTH iHAKWBIAyabHO.

Himu.

He 3acTocoByBaTH AiTIM BIKOM 10 2 POKIB.

Ilepedo3yeanHsi.

Kopguoi iHGopMatil o0 TiKyBaHHS ITepeqo3yBaHb MOHTEIYKACTOM HeMae. Y OOCHiIXKeHHAX
XPOHIYHOI aCTMU MOHTEJIYKacT Ipu3Haydanu B go3ax 10 200 Mr/mo0y 0opociuM malieHTaM
IIPOTSTOM 22 THUXKHIB, @ IPY KOPOTKOYACHUX HOCHIIXKEHHIX - 10 900 Mr/mo0y mpoTsirom
IpUOIN3HO OJHOT0 THXKHS, TIPY IIbOMY KIiHIYHO 3HauyLli mo6iuHi peakuii Oynu BifICyTHi.

[Ipu mocTMapKeTUHIOBOMY 3aCTOCYBaHHI Ta IIifi YacC KIIHIYHUX AOCIIIIXKEeHb HaX0oUIIN
IIOBIOMJIEHHS IO TOCTPE IIepefo3yBaHHsI MOHTEIyKacTOM BHACIIOK IPUUOMY IIpenapaTy
IOPOCIIMMH i JiTEMU B f03aX, 110 nepeuiyiorh 1000 mr (mpubnusHo 61 Mr/Kr, fUTHHA BiKOM
42 wmicari). OTpuMaHi KJiHiuHi i mTabopaTopHi AaHi BigmoBiganu npodinto 0e3neKku gis
OOPOCTHUX IMAIi€EHTIB i miTen.

Y GinbLIOCTi TOBiAOMIIEHD IIPO BUIMIAAKY IIepefo3yBaHHs CIIOCTepiranucs mobiuHi eQekTH, 1o
BifmoBiganu mpodino 6e3neku MOHTEIYKacTy Ta BK/II04asy Oifib y 2KUBOTi, COHJIUBICTS,
cIpary, roloBHUM 0inb, O/II0BAHHS Ta IICUXOMOTOPHY TillepaKTUBHICTE.

HeBifoMo, 4¥ BUBOOUTHCS MOHTEJIYKACT 3a JOIIOMOI'0I0 IIepUTOHEeaIbHOTro Aiasizy abo
reMopiani3y. JIikyBaHHSA CUMIITOMaTUYHE.

ITo6iuni peakuii.



[ToGiuHi peakiiii, 3apeeCcTPOBaHi IIif Yac KIiHIYHUX [OCIiIXKeHb 3 4acToTo0 Big = 1/100 mo
<1/10:

iHexuii ma iHeasii: iHGeKIlil BepXHiX AUXaIbHUX IIJISIXiB;

3 60Ky Hepeosoi cucmemu: TOIOBHUM Oinb;

3 60Ky WAYHKOBO-KUWKOB020 mMpakmy: Oib y KUBOTI;

3dz2anvHi po3aadu: crpara.

[ToOiyHi peakilii, 3ape€eCcTpoBaHi y MOCTMapKeTUHTOBOMY Iepiofi:

3 60Ky KPOBOHOCHOI i AiM(hamuyHOi cucmeMu: TeHOEHIIsT OO0 MMOCUJIEHHS KPOBOTOYUBOCTI,
TPOMOOLUTOIEHIs;

3 60Ky iMyHHOI cucmeMu: peaxiiii rinepyyTINBOCTi, y TOMY YHCIi aHadinakcis, eo3uHodinbHa
iHQinbTpalisa nevinky;

3 60Ky ncuxiku: IOPYIIeHHs CHY, Y TOMY YUCJIi HiYHi KOIIIMapH, rajouHarii, 0e3CoHHS,
[paTiBNUBICTh, THIB, HETEPIJIAYICTh, 30yAKEHHS, BKITII0YAl0YM arPEeCUBHY MOBEMiHKY abo BOPOXKICTE,
TPeMop, Helpecil, fe30pieHTalis, AyKe PifKo - cyluufanabHi HaMipy Ta MOBe[iHKa, IOPYIIEeHHS
yBary, MoriplieHHs aM’ aTi, TUK;

3 60Ky HUPOK Mma cevyosusiOHUX w5xie: eHype3 y OiTew;

3 60Ky Hepeosoi cucmemu: MISBICTD 1 3allaMOPOYEHHS, ITapeCcTe3isa/TinecTesis, Hamagy;

3 60Ky cepu,eso-cCyOUHHOI cucmemu: BiT4yTTs CEepPLeOUTTS;

3 60Ky WAYHKO0BO-KUWKO0B020 Mpakmy: Oiapesi, CyXiCThb ¥ POTi, OUCIIeICis, HynoTa, OII0BaHHS;

3 60Ky 2enamobiaiapHoi cucmemu: TigBUINEHHS PiBHIB TpaHcaMiHa3 cupoBaTKH KpoBi (AJIT, ACT),
remnaTuT (XoJIeCTaTUYHUM T'elaTUT, IeYiHKOBOKIITHHHI Ta 3MilllaHi IOPYIIeHHS IIeYiHKN);

3 60Ky wKipu i NiOWKIPHUX MKAHUH: aHTIOHEBPOTHYHKY HaOPSIK, reMaToMa, KponuB'THKa, CBePOixK,
BHUCUIIAHHS, HOMO3HA BY3JIMKOBA epUTEMA, MyJIbTU(HOPMHA EPUTEMA;

3 60Ky KicmKogo-M’ 530801 cucmemu i Cnoay4HOI MKAHUHU: apTPanTis, Mianris, BKI04Yayu M’ s130Bi
CyIOMH;

3aeanvHi po3aadu ma micyesi peakuyii: acTeHis/BToMa, BiguyTTs guckoM@opTy, HabpsK, rapsyka,
He3TyKaHHS.

Y noogvHOKMX BUANAAKaX IIifl Yac JIiKyBaHHS MOHTEJIyKaCTOM XBOPUX 3 aCTMOI0 OIIMCAHO
BUHUKHEHHS HOCOBOI KpoBoTeui, curppomy Yapr-Crpayca (CHC) (guB. po3gin «Ocob6muBoCTi
3aCTOCYBaHHS»), IerTeHeBa €03UHOQITis.

Tepmin npudamHocmi.

2 POKH.



YMoBu 30epiranHsi.
30epiraTy B CyXOMy, 3aXMIIeHOMY Bifl CBiT/Ia MicIli mpu TemnepaTypi He Buite 25 °C.

30epiraTy B HEOOCTYIIHOMY OJISI [iT€ MiCIIi.

YnakoBka.

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

Kareropisi Bignycky.

3a pelemnToM.

BupoOHUK.

['mermapk ®apmaceiotukan3 JITa./Glenmark Pharmaceuticals Ltd.

Micue3HaxoaKeHHsI BHPOOHHKA Ta ajjpeca MicIsl MPoBaIKeHHsI HOT0 Tis/IbHOCTI.
Ceno Kimaunypa, bapmi-Hanarapx Poyn, Texcin bapgai, p-u Conas, (X.I1.) 173 205, Iagis /

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



