Ckian

Oitoua pevyosuHd: MOHTEIYKacT;
1 TabreTKa MiCTUTh MOHTETYKACTY HATPil0 €eKBiBaJIEHTHO MOHTENIYKACTy 5 MT;

OONOMIJCHI peuoB8uHU: LIeNI0JI03a MiKpoKpucTanigyHa, MaHiT (E 421), HaTpio
KpPOCKapMeJio3a, IiapOoKCUIIPOMIilesi0jio3a, Martito creapar, acrnapTtaM (E 951),
apoMaTu3aTop BUIIHEBUMU.

JIikapcbKa ¢opMma

TabneTKy XKyBajbHi.

OcHoBHI (pi3uko-ximiuHi 81acmuesocmi: Kpyrii, 6ioro abo mMatixke 6is10oro KOJILOPY
OBOOITYKJIi TabrmeTKu 3 rpaBipyBaHHAM «G» 3 ogHOTO 00Ky Ta «391» 3 iHII0rO 60KY.

®dapMaKoTepalneBTHYHA rpymna

[TpoTmacTMaTHU4Hi 3aC00U [JI1 CUCTEMHOTO 3aCTOCyBaHHS. AHTAroHiCTH
JIEUKOTPi€HOBUX PELENTOPIB.

Kog ATX R0O3D CO03.
dapMakogHHaMiKa

Lucteininneiikorpieru (LTC4, LTD4, LTE4) € moTy>KHUMHU €MKO3aHOlgaMH
3arajieHHs, 1[0 BUAUIAITECSA PIi3HUMU KJIITUHAMU, Y TOMY YUCJIi OIIaCUCTUMU
KJIiTUHaMU Ta eo3uHOodinamu. Lli Baxk1uBi mpoacTMaTU4Hi MefiaTOpHu 3B SI3YIOTHCH 3
IUCTEelHIINenKoTpienHoBuMu penientopamu (CysLT), mpucyTHIMU B OUXaJIbHUX IIJIsIXax
JIIOOVHY, i CHPUYUHSIIOTh TaKy peakiliio K OpoHXO0CIla3M, BULiIJIEHHS MOKPOTHUHHS,
MMPOHUKHICTb CYOUH i 30iNbIlIeHHS KiJIbLKOCTi €03UHODITiB.

MoHTeNnyKacT € aKTUBHOIO CIIOJIYKOIO, siKa 3 BUCOKOIO BUOIPKOBICTIO i XiMi4HOIO
cropigHeHicTIO 3B’s13y€eThest 3 CysLT1-pernentopamu. CopudymnHse 3HaYyHe OJIOKYBaHHS
IUCTEIHIIENKOTPIEHOBUX PELIETITOPIB AUXAIbHUX LIISXiB, 10 OYI0 MiATBEPAXKEHO
MOro 30aTHICTIO iHTiOyBaTH OPOHXOKOHCTPHUKIIiIO V IAIliEHTIB 3 aCTMOIO0 3YMOBJIEHY
BouxaHHsM LTD4. HaBiTh HU3bKa M03a 5 MT CIPUYMHSE 3HAYHY OJI0Kamy
ctumynboBaHol LTD4 OGpOHXOKOHCTPUKIIl. MOHTEIyKacT CIPUYUHSE
OpoHXOoOMIIaTallil0 MPOTATOM 2 T'OOWH IIiCJIS IePOPaJIbHOTO 3aCTOCYBaHHS; el e(eKT
O0yB agUTUBHUM A0 OpOHXOAUIaTallil, BUKJIMKAHOIO B-aroHiCcTaMu.



JIiKkyBaHHSI MOHTEYKAaCTOM ITPUTHIYYEe OPOHXOCHa3M K Ha PaHHiH, Tak i Ha mi3Hiu
cTapii, 3HMKYIOUYU peaklliio Ha aHTUTeHU. MOHTEeJNyKacT, ITOPiBHSHO 3 mJ1alebo,
3MEHIIY€E KiNTbKiCTh €03MHODIIIB TepudeprudHoOl KPOBi Y JOPOCIINX MAIliEHTIB Ta OiTEH.
B okpemoMmy pmociigXKeHH] 3aCTOCYBaHHSI MOHTEJIYKacTy 3Ha4YHO 3MEHIIyBaJjlo
KiTbKiCTh €03UHOGDINIB ¥ AUXaTbHUX MIJIAXaX (3a BUMipaMU MOKPOTHUHHS). Y TOPOCIUX
MmalieHTiB i miTew BikoM Bim 2 mo 14 poOKiB MOHTEJIYKacCT, IOPiBHSHO 3 IJjIariebo,
3MEHIIYE KiJTbKIiCTh €03MHOQINIB TepudeprudHOol KPOBi Ta ITOKpPAaIly€e KITiHIYHUN
KOHTPOJIb aCTMHU.

®dapMaKOKiHeTHKa

Abcopbuisn

[Ticns mepopaibHOr0 IPUUOMY MOHTEJIYKaCT IIBUOKO 1 IPAaKTUYHO ITOBHICTIO
BCMOKTY€EThC. [licns npuiioMy npenaparty v GopMmi KyBaabHUX TabJIeTOK y 0o3i 5 Mr
HaTileceple Cmax y JOpPOCJIUX Malll€HTIB HOCATAEThHCA Yepe3 2 TOOUHHU.
BiomocTynHicTh cTaHoBuNa 73 % i 3HUKYyBanacs go 63 % npu BXKUBaHHI 3BUYaAWHOI
1K1.

Po3nodin

ITonan 99 % MoOHTeNyKacTy 3B’sI3yeThCs 3 Oinmkamu nina3mMu. OOCAT po3nominy
MOHTENIYKacCTy Yy CTalliOHapHiX ¢a3i B cepegHbOMY CTaHOBUTH Bifg 8 mo 11 mitpis. I1pu
OOCIiAKEeHHI Mi4eHOT0 MOHTEIYKacCTy IIPOXOOKEeHHS Yepe3 reMaToeHedalidyHun
O6ap’ep Oyso MiHiManmbHUM. Y BCiX iHIIIMX TKaHMHAX KOHIIEHTpAllil MidyeHOTO
paznioizoTornomM MaTtepiany depes3 24 TOOUHU IIiCJIA IPUNOMY 003U TaKOXK BUSBUJIUCS
MiHiMaJIbHUMUA.

Memab6onizm

MoHTEeNyKacT aKTUBHO MeTabo0Ii3y€eThCsl. Y OOCIiIKEeHHSX i3 TepaneBTUYHUMU
oo3aMM KOHIIeHTpallil MeTaboIiTiB MOHTENYKACTy Y CTallioHapHOMY CTaHi MjIa3Mu
KPOBI B OPOCJ/IUX 1 NAIli€HTIB AUTAYOI 0 BiKy HE BU3HA4YalOThCH.

ITig yac gocigzKeHs in vitro 3 BUKOPUCTAaHHSAM MIKPOCOM II€YiHKM JIIOOUHU OJOBEOEHO,
o urtoxpomu P450 3A4, 2A 6 i 2C9 GepyTh y4acTh y MeTab0J1i3Mi MOHTEITYKacCTY.
PesynpTaTu noganbinx OOCIIIAXKEeHb MIKPOCOM II€YiHKY JIFOOWHMU in vitro cBigyaTs, 110
y TepaleBTUYHUX KOHIIEHTPAallisiX MOHTEIYKacT He NpurHiuye nquroxpomu P450 3A4,
2C9, 1A2, 2A6, 2C19 i 2D6. YuacTb MeTaboOIiTiB ¥ TepaleBTUUHIN [il MOHTETYKACTY €
MiHIMaJIbHOIO.

BuseoeHHA

KrnipeHc MOHTENyKacCTy i3 IJTa3MU KPOBi 3MOPOBUX IOPOCIUX TOOPOBOJIBIIIB Y
cepeoHbOMY CTAaHOBUTH 45 mii/xB. [Ticinsa mepopanbHOI 003U MO3HAYEHOT 0 i30TOIIOM
MOHTEeNIYKacTy 86 % BUBOOUTHCS 3 KaJIOM IIPOTATroM D nHiB i MeHIe 0,2 % - i3 ceuero.
Y cykynHOCTi 3 6i0JOCTYIIHICTIO MOHTENYKACTy IIPU IepopabHOMY IIpU3HaYeHH] 11er



dbakT BKasye, 1110 ¥oro MeTabosIiTH Malike ITOBHICTIO BUBOMSITHCS 3 KOBYIO.

dapmakokiHemukKa y pi3Hux 2pyn nauieHmis

IIJ1s1 TIalfieHTiB i3 Ie4YiHKOBOI HEOOCTaTHICTIO JIETKOTO i CEpeaHbOro CTyleHs
TS2KKOCTI KOPEKIIisl mo3u He MoTpibHa. [JocmigKeHHs 3 y4acTIO MalliEHTiB i3 HUPKOBOIO
HeIOoCTaTHICTIO He mpoBoauau. OCKiTbKM MOHTEIYKacCT i Horo MeTaboIiT BUBOASATHCS
3 2KOBY10, KOPEKIIisl J03U OJIs Malli€HTIiB 3 HUPKOBOI HEOCTAaTHICTIO HE BBaXKA€EThCH
HeoOximHo0. [laHMX PO XxapakTep ¢papMaKOKiHETUKN MOHTEIYKACTy V Halli€HTiB i3
TSI2KKOIO TIeYiHKOBOIO HeJOCTaTHICTIO (moHanm 9 O6asiB 3a mKkanoo Yarnna-I1'10) HemMae.

[Tpu npuiioMi BeTUKUX 403 MOHTeNyKacTy (110 B 20 Ta 60 pa3iB nepeBuUIllyBaiu f03Y,
peKOMEeHIOBaHy [JI HOPOCIINUX) CIIOCTEPIrasocs 3HUKEHHS KOHIIeHTpallil Teoisminy y
maa3mi KpoBi. Lleit eeKT He cnocTepiraeThbCcsi IpHU MpUioMi peKoMeHaoBaHol o3u 10
Mr 1 pa3 Ha [00y.

dapMaKOKiHETHUYHI JOCITIAXKEHHS IToKa3aJliy, 110 Tpodili KOHIIeHTpallil 2KyBaJIbHUX
TabIeTOK 1o 4 MT y AiTel BiKOM Bif 2 70 5 pOKiB Ta XKyBaJIbHUX TAOIETOK 110 5 MT y
miTelt BikoM Bif 6 mo 14 pokiB aHanmoriuHi npodino KoHIeHTpalil BKpUTUX 000JI0HKOIO
TabsieTok mo 10 Mr y mopociux.

2KyBanbHi TaGJIeTKH 110 5 MT CJIiff 3aCTOCOBYBaTHU AJIS IAIi€HTIB y BiIli Bim 6 mo 14
POKiB, a )XyBaJibHi TabrmeTKu 4 MT - OJid Halli€eHTiB y Billi Bim 2 g0 5 poKiB.

IToka3aHHA

XKyBanbHi TabmeTkn MoHTeNnyKacT 5 M peKOMeHOBaHi AJid miTel BikoM Big 6 mo 14
POKIiB:

e SIK MOJATKOBE JIiKyBaHHS OPOHXiaJIbHOI aCTMH Y IAIli€EHTIB 3 TEPCUCTYBATIbHOIO
aCTMOIO BiJl JIETKOI'0 4O IMOMIpPHOT'O CTYII€HS, 1110 HEJOCTaTHbO KOHTPOJIIOETHCS
IHTANIAOINHUMY KOPTUKOCTEPOIAHNUMMU ITpellapaTaMy, a TaKOXK IIPHU
HeIOoCTaTHbOMY KJIiHiYHOMY KOHTPOJIi aCTMHU 3a [OIIOMOT0I0 B-aroHiCTiB
KOPOTKOCTPOKOBOI Aii, IIJ0 3aCTOCOBYIOTHCS ITPU HEOOXiTHOCTI;

e SIK aJIbTEPHATUBHUM CITOCIO ITiKyBaHHS 3aMiCTh HU3BKUX O03 iHTAJISIiHHUX
KOPTUKOCTEPOIAiB OIS MAIliEHTIB i3 MEPCUCTYIOY0I0 aCTMOIO JIETKOTO CTYIIEeHS, B
SIKUX He OyJI0 HellloJJaBHO CEPMO3HUX HaIllafiB aCTMH, III0 ITOTPEOYIOTH
IIepopPaIbHOr0 MMPUNOMY KOPTUKOCTEPOI/IiB, @ TAKOXK [JIS TUX IAIli€HTIB, Y IKUX
BUSIBJIEHA HEIEPEHOCUMICTh IHTANSIIMHUX KOPTUKOCTEPOITHUX ITPeIlapaTiB;

e K IIpodiTaKTHKa aCTMH, HOMiHYI0UYMM KOMIIOHEHTOM KOl € OpPOHXOCIIa3M,
iHmyKOoBaHUM (Pi3SMYHUMU HaBaHTaXKEHHSIMU;

e [JIS IIOJIETIIIEHHS CUMIITOMIB CE€30HHOI'0 Ta LiJIOPIYHOr0 aJIeprivHoro PUHITY.

IIporunnoka3aHHs



[TigBuIleHa YyTIUBICTh MO OyIOb-IKOT0 3 KOMIIOHEHTIB IIpemnapary.
B3aemogisi 3 iHINIMMH JTiKapChbKHMH 3aC00aMH4 Ta iHIIIi BHOH B3a€EMoOIin

MoHTeIyKacT MOXKHa IIpu3HaYaTy pa3oM 3 IHIIMMU penapaTaMy Oy IpoQilakKTuKU
abo TpuBasoro JiKyBaHHsS acTMu. [Ipu gocimigKeHHiI B3a€MOil MiXK TiKapChbKUMH
3acob0amMu peKOMeHIOBaHa KIIiHiYHa J03a MOHTEJIYKacTy He MaJjla 3HaYHOT0
KJIIHIYHOTO BIJIUBY Ha (papMaKOKIHETUKY TaKUX IIpenapariB: TeO(]iiH, IpenHi30H,
MIPEenHi30JI0H, IepopalbHi KOHTPALENTUBHY (ETHHIIEeCTPagio/HOpeTuHOPOH 35/1),
TepdeHaauH, OIUTOKCUH Ta BapdapHuH.

Y natieHTiB, sIKi ogHOYacHO npuiiManu GpeHobapbiTal, mola mig KPpUBOO
«KOHIeHTpallisa - 4ac» (AUC) MOHTenyKacTy 3HuXKYyBayacs npubmausxao Ha 40 %.
Ockinbku MoHTesyKacT MmeTabomnisyetrcsas CYP 3A4, HeoOximHO OyTU 00epekHUM,
0CO0OIMBO LIOAO AiTeM, AKII0 MOHTEIYKAcT MPU3HadaloTh OJHOYACHO 3 iIHAYKTOpaMu
CYP 3 A4, nanpuknapn ¢peniToinoM, ¢perHobapbiTamoM i pudaMITiimHOM.

Y mocnigxxeHHsX in vitro 6ysio mokasaHo, IIJ0 MOHTENTYKACT € IIOTYKHUM iHTiOiTOpOM
CYP 2C8. IIpoTe maHi KJIiHIiYHOT0 OOCHIOXKEHHS B3a€MO[il JlikapCchKUX 3aco0iB, II10
BKJIIOYAIOTh MOHTEIYKACT i pO3UTIIiTa30H (IIpemapar, 110 MeTaboIi3yeThCs 3a
pornomoroio CYP 2C8), moka3asnu, 1110 MOHTEJIyKacT He € iHribitopom CYP 2C8 in vivo.
TakuM 4YMHOM, MOHTENIYKACT He BIIJIMBA€ 3HAYWHOIO MipoOio Ha MeTabo/i3M mpernaparis,
1110 MeTaboIi3yI0ThCS 3a HOIIOMOI0I0 IILOTOo (epMEHTY (HalpUKIiIal, MaKIiTaKCey,
PO3UTIIiTa30HY Ta pelariiHigy).

[lig yac gocnmigzKeHsb in vitro O0yno BCTaHOBJIEHO, 0 MOHTENyKacT € cyocTtpatoM CYP
2C8 i menmoo Mipoio 2C9 ta 3A4. Y xofi KIiHIYHOrO JOCITiIXKEeHHS B3aEMOI1
JIiKapChbKUX 3ac00iB i3 3aCTOCYyBaHHSIM MOHTEJIYKacTy i remdiopo3uny (iHridiTopy
CYP2C81i 2C9) remdpibpo3usn nigBuilyBaB CUCTEMHY €KCIIO3UIliI0 MOHTEJYKacTy B 4,4
pa3a. [Ipu omHOYacHOMY 3aCTOCYBaHHi 3 reM¢piopo3unomM abo iHIIUMU TOTYKHUMU
inrioiTopamu CYP 2C8 KopekKIlisi ;031 MOHTENYKACTy He MOTpiOHa, ajie Jiikap HOBUHEH
BPaxOByBaTH MiIBUILIEHUN PU3UK BUHUKHEHHS ITOOIYHUX peakIliii.

3a pe3ynbTaTaMU OOCIIAXKEHD in vitro He OUiKyeThCSI BUHUKHEHHS KJIIHIYHO BaXKJIUBUX
B3aEMO[iM 3 MEHII MOTYKHUMH iHTi6iTopamu CYP2C8 (Hanmpuknam, 3
TpuMeTonpuMoM). OmHOYACHE 3aCTOCYBaHHS MOHTENIYKACTy 3 iTpPaKOHAa30JI0M,
cunbHUM iHTi6iTopoM CYP 3A4, He IPU3BOOUIIO A0 iCTOTHOTO ITiIBUINIEHHS CUCTEMHOI
€KCIIO3UIlil MOHTETyKacTy.

Oco06;1MBOCTi 3aCcTOCYBaHHSA

[NanieHTiB HEOOXiMHO MoepenuTH, 1110 MOHTENyKaCT He CJIil 3aCTOCOBYBATH [IJIs
3HATTS TOCTPUX aCTMaATUYHUX HamnafiB. PEKOMEeHOYETHCSA IPOAOBKYBATH JIIKYBaHHS



BIAIOBIHUMM JIIKaMH [JI 3HATTS HaMOafiB. Y BUIIaAKy rOCTPOTO Hallagy CIIif
3aCTOCOBYBATH iHTassALiMHI 6eTa-aroHiCTH KOPOTKOi mii. [TariieHTaM HeoOXigHO
SIKHANIIBUIIE IPOKOHCYJIbTYBATUCS 3 JIiKapeM y BUIIAAKY, SIKIIO IM IMOTpiOHa OGinbIlla,
HiXK 3a3BUYal, KiJIbKiCTh iHTas11ill B-arOHiCTiB KOPOTKOI fii.

He crig pidko 3aMiHIOBaTH MOHTEJIyKaCTOM Tepaliio iHraasaiiiHumMu abo
MIepOpanbHUMU KOPTUKOCTEPOIOHUMHU IpenapaTaMu.

Y nooguHOKUX BUNaJKaX y Malli€HTIB, IKi OTPUMYIOTh IIPOTHACTMaTHUYHi 3acobu, B
TOMY YHCJIi MOHTEIYKaCT, MOXKe CIIOCTePIiraTucsa CUCTEeMHA €03uHOMIisa, iIHKOIHn
pas3oM 3 KJIiHiYHMMHU OPOsIBaMM BacCKYJIiTy, TaK 3BaHUM cuHApPOM Yapr-Ctpayca
(rpaHyneMaTO3HUHU ajiepTidvHUM aHTiIT), TiKyBaHHS SKOTO IIPOBOOUTHLCS 3@ JOIIOMOT OO0
CHUCTEMHOI KOPTUKOCTEPOiaHOl Teparil. Taki Bunagku 3a3Budau Oyau OB’ s3aHi 3i
3MeHIIeHHSIM ab0 BiIMiHOIO Teparllili KOpTUKOCTEPOITHMMHU IpellapaTaMu.
[TpumnyIieHHs IpPo Te, 110 aHTArOHICTH JIEMKOTPIEHOBUX PELIENITOPiB MOXKYTh OyTH
IIOB’si3aHi 3 MOsABOIO cuHApPoMy Yapr-CTtpayca, HEMOXKJIMBO aHi CIPOCTyBaTH, aHi
IMiATBEPOUTH, TOMY JIiKapiB HEOOXiMHO ITOIIEPEeOUTH IIPO MOXKIUBICTh BUHUKHEHHS Y
MalieHTiB e03uHO(isii, BACKYy/IiTHOTO BUCUIY, MOTipIIaHHS JIET€eHEeBOl CUMIITOMATHUKH,
yCKIIagHeHHs 3 00Ky ceplieBoi cucteMu Ta/abo Heliponartii. [TallieHTaM, y SKUX
PO3BUBAJIUCS BUIlle3TadaHi CUMIITOMM, HEOOXigHO MPONUTHU ITOBTOPHE OOCIIiAXKEHHS, a
CXeMy I1XHBOTO JIiIKyBaHHS CJIifi IEPETJISHYTHU.

'meMoHT TabNIeTKM XKyBaJllbHiI MiCTSITh acliapTaM, IKUM € MOXigHUM (¢eHinanaHiny i
CTaHOBUTH HeOe3IeKy OJisg XBOpUX Ha (QeHiJIKeTOHYpilo.

3aezanvHi pekomeHOauii W,000 3aCMOCYBAHHA Npenapamy.

TepameBTHYHa [Iis Iperapary o0 KOHTPOJII0 aCTMaTUYHUX ITapaMeTpiB TpUBaE
npotsaroMm nHs. [lamierTaM Cilif peKOMeHIyBaTy IPOOOBXKYyBaTU IPUUOM IIpenapary,
HaBiTh KOJIU acTMa € KOHTPOJIbOBAHOIO, @ TaKOXK IiJl Yac 3arOCTPEHHS aCTMaTUYHOI' O
cTaTycy.

KoperysaHHSA 003U I IIALIEHTIB 3 II€YiHKOBOI HELOCTATHICTIO JIETKOI'0 YU
IIOMIpPHOTO CTyIleHs ab0 3 HUPKOBOIO HEJOCTATHICTIO He TOTpeOyeThCs. [JaHUX IIPO
XapakTep ¢papMaKOKiHETUKM MOHTENYKACTY V IAIiEHTIB 3 TAXKKOIO IeYiHKOBOIO
HepocTaTHicTIO (moHan 9 6asiB 3a mKasoio Yannga-I1'10) HeMae, TOMy peKoMeHallil
1100 KOperyBaHHS OO3HU BifCYTHI.

Ilo3ysaHHs1 npenapamy € 00HAKo8UM 015 NAuieHMi8 4010840l ma d#ciHouoi cmami.
MoHTeNnyKacT 5K ajJlbTepHAaTUBHUU CIIOCIO TiKyBaHHS 3aMiCTh HU3BKHUX 03
IHraIALiMHUX KOPTUKOCTEPOIAiB IIPU IEePCUCTYBaIbHIN aCTMi JIETKOTO CTYIIEHS.

MoHTeslyKacT He PeKOMEHAYETCS sIK MOHOTepallist XBOPUM i3 I1epCUCTYBaIbHOIO
aCTMOIO IOMipHOTO CTyIeHs. MOHTEJNyKacCT K aJlbTepPHAaTUBHUM JTiKapChbKUM 3acid



3aMiCTh HU3BKHUX 003 IHTaIAMiMHUX KOPTUKOCTEPOIOHUX IIpenaparTiB OJ1a OiTel, XBOPUX
Ha IIePCUCTYBaJIbHY aCTMY JIETKOT0 CTyIIeHs, MOXKe OyTH 3aCTOCOBaHUM JIUIIIE AJIS
MaiieHTiB 6e3 TIXKKUX aCTMAaTUYHUX HallafiB Y HeJaBHbOMY aHaMHe3i, 110
MoTpebyIOTh TEPOPAIBHOTO 3aCTOCYyBaHHS KOPTUKOCTEPOIAiB, @ TaKOXK AJIS TUX
Malli€eHTiB, sIKi He MOXKYThb IPUMMAaTH iHTaIALIMHI KODTUKOCTEPOIAHI IIpenapaTu.

[lepcucTtyBanbHa acTMa JIETKOTO CTYIEHS - 1le aCcTMa, IIpU SAKil IPOSAB CUMIITOMIB
acTMu BimOyBa€eThcs YacTimie 1 pa3y Ha TUXK[eHb, ane pigmie 1 pa3y Ha moOy, HiuHi
Hallagu CIOCTePiraroThCs YacTillle 2 pa3iB Ha Micslp, ane piguie 1 pa3y Ha
THUXKOEHb, MiXK enidogaMu QyHKIIiA JIeTeHb 3aJIUIIAaEThCA Y HOPMi. AKIIT0 HEMOXKIITUBO
OOCSTTH 3aJOBIIBHOTO0 KOHTPOJIIO aCTMU (SK IIPaBUIIO, IPOTAroM 1 Micslis), ciifg
OLIIHUTY HEeOOXimHICTh MOOAaTKOBOI abo iHIIOl MpoTHU3anaabHOl Teparril, 1m0 6a3yeTbCA
Ha MMOoeTalHill CUCTEMI JIiKyBaHHS acCTMU. KOHTPO/Ib acTMHU y Talli€HTiB HE0OXiIHO
IepioguYHO OLiHIOBATH.

3acTocyBaHHS MOHTENYKACTy Iepeqn Gi3uyHUMY HaBaHTaXKeHHSIMU OJIs 3aro0iranHs
aCTMaTUYHOTO Hamamy.

Y nairieHTiB BikOM Bif 2 mo 5 poKiB OpOHXOCIIa3M, CIIPUYNHEHUN (Qi3nUYHUMU
HaBaHTaXXEHHSIMH, MOXXe OYTH OCHOBHOIO 03HAKOIO ITIEPCUCTYBAIbHOI aCTMH, 110
notpelye JIiKyBaHHS iHTANSIIiHHUMM KOPTUKOCTEPOITHUMHU TIpelapaTaMu.

CraH narfieHTa CJIif OLIIHIOBATU BIIPOAOBXK 2-4 TUIKHIB IICJIA II04YaTKy JIIKyBaHHSA
MOHTEJIYKaCTOM. fKIIT0 He CIIOCTepIiraeThbCs 3a00BIILHOTO Pe3yJIbTaTy JIIKYBaHHS, CIIiL
MIPUUHSATY PIllIeHHS PO OoAaTKoBe abo iHIle JIiKyBaHHS.

JIikyBaHHSI MOHTEJIyKaCTOM IIOPiBHSHO 3 iHIIMMHU CIIOCO0aMM JTiKyBaHHS aCTMH. AKIIIO
JIIKyBaHHSI MOHTEJIYKaCTOM IIPOBOOUTHLCA K AOOaTKOBa Tepallis 0o JIiKyBaHHA
IHTaIAIIMHUMY KOPTUKOCTEPOIOHUMHU IIpernapaTaMy, He MOXKHAa Pi3KO BBOOUTH
MOHTEJIYKaCT 3aMiCTh iHTalIAOiiHUX KOPTUKOCTEPOITiB.

[ToBimoMIIsANIM PO BUHUKHEHHS IICUXOHEBPOJIOTIYHUX SBUIL Y MALI€HTIB, AKI1
MMPUNMalOTh MOHTEJNyKacT (AuB. po3min «ITobiuHi peakiiii»). OCKiIbKY Ha IIi SBHUIIA
MOXKYTh BIIJIMBATH iHIII (paKTOpPU, HEBIAOMO, YU MOB’sA3aHi IIi ABUIA i3 3aCTOCYBaHHSAM
MOHTeNyKacTy. JIikapi moBuHHiI 06roBOpUTH I11i HeOaKaHi ABUIlA 3i CBOIMU ITallieHTaMu
tTa/abo ix mornsimanbHUKaMu. [TartieHTaM Ta/ab0 gorasigalbHUKAM CJIif JaTH BKa3iBKHU
IIpo Te, 11100 BOHU ITOBiTOMJISIJIM CBOTO JIiKaps PO BUHUKHEHHS TaKWUX 3MiH.

JIikyBaHHSI MOHTEJIYKaCTOM He JO3BOJIS€ MalliEHTaM 3 acCIlipuH3aJIe’kHOI aCTMOI0
3aCTOCOBYBaTHU acHipuH abo iHIII HECTEePOidHi MpoTHU3ananabHi MperapaTH.

3maTHiCTh BIUIMBATH Ha IIBHIKICTH peakilili mpu KepyBaHHIi aBTOTPAaHCIOPTOM
a00 iHImMMHU MexaHizZMaMHu



[IpemapaTt npu3HadYyeHUH [OJI 3aCTOCYBaHHS OiTAM.
3acTocyBaHHs y nepioa BaritTHocTi ad0 rogyBaHHS Ipyagio

BazimHicmb. [locmigKeHHS Ha TBapUHaX He JeMOHCTPYIOTh IIKiAJIMBOI Oil BiTHOCHO
BILIMBY Ha BariTHICTbh ab0 eMOpioHanbHMM/peTanbHUNM PO3BUTOK.

Ob6mMezxkeHa iHpopMallis 6a3u JaHUX BiMHOCHO BariTHOCTEM He BKA3y€ Ha MPUYUHHO-
HaCJIiIKOBUY B3a€MO3B 30K MiX 3aCTOCYBaHHSIM MOHTEJIYKacTy 1| BAHUKHEHHAM
ManbdopMmalliii (TakKux sK gedeKTH KiHIIBOK), PO SKi PiAKO IMOBIAOMIISIIIOCS B XOMi
BCECBITHHOI'O IIOCTMAapPKETUHIOBOT'O IOCBIY 3aCTOCYBaHHA.

MoHTenyKacT MOXKHa 3aCTOCOBYBaTH B II€PIOM BaAriTHOCTI, TIJIBKYU SAKIIO Iie
BBaKa€ThCsA 6€3yMOBHO HEOOXigHUM.

I'odysaHHA 2pydorw. [locnigKeHHS Ha IIypaxX IPOAEMOHCTPYBaIH, 110 MOHTEIyKacT
ITPOHUKAE B MOJIOKO. HeBimoMo, Yu BUBOAUTHCSI MOHTENYKACT 3 TPYOIHUM MOJIOKOM Y
XKIHOK.

MoHTenyKacT MOKHa 3aCTOCOBYBAaTH B Iepiof roAyBaHHS I'PYALIO0, TiJIbKU SIKIIO 11e
BBaXKa€ThbCsI 0€3YMOBHO HEOOXiITHUM.

Cnocid 3acTocyBaHHSI Ta JO3H

[Ipemapart ciig 3aCTOCOBYBaTH OITSAM IIif HarjisigoM OOPOCIIUX.

[TarieHTaM 3 aCTMOIO Ta aJlepPrivyHuM PUHITOM (CE30HHUM Ta LiJIOPIiYHUM)
peKoMeHoBaHa [03a CTaHOBUTh 1 XKyBasbHa TabneTka 1mo 5 mr 1 pa3 Ha go0y.

I7s1 MiKyBaHHS aCTMU XKyBalbHY TaOlIeTKY CIIif MpuiMaTy BBeuepi 3a 1 roguHy oo
ab0 yepes3 2 TOOWHMU TiciisA mpuioMmy ixi. 1715 MoJereH s CUMIITOMIB aJlepridyHoTo
PUHITY Yac mpuioMy ImigdbupaTH iHOUBiOyaIbHO.

itk
He 3acTocoByBaTu OiTsIM BiKOM 0 2 POKIB.
Ilepeno3yBaHHsA

2Kopmnoi iHndopmariil mogo JiKyBaHHS Iepefo3yBaHb MOHTEYKaCTOM HeMae€. Y
OOCITiIKEeHHSIX XPOHIYHOI aCTMH MOHTEJIyKacT IMpu3Hadanu B mo3ax go 200 mr/mo0y
OOPOCJINM ITalliEHTaM IIPOTATOM 22 THUXKHIB, a IPU KOPOTKOYACHUX AOCIIOXKEHHIX — OO
900 mr/mo0y mpoTATroM MPUOIN3HO OQHOTO THUXKHS, ITPU IIbOMY KJTIHIiYHO 3HAUYIIIi
mobiuHi peakirii Oynu BimCyTHi.

[Tpu nmocTMapKeTUHIOBOMY 3aCTOCYBaHHI Ta IIiff YacC KJIIHIYHUX OOCIiIXKEeHb
HaIXOOWJIN IIOBiAOMIJIEHHS IIPO I'OCTPeE Nepefo3yBaHHs MOHTEJIYKaCTOM BHACIIIAOK



IpUKOMY IIpelapaTy OOPOCIUMHU 1 OiTbMU B Jo3aX, 110 nepeBulllyrots 1000 mr
(mpubnu3Ho 61 Mr/Kr, guTHHA BikoM 42 micsi). OTpuMaHi KiTiHiuHi i TaGopaTopHi
maHi BimmoBiganu mmpodisio 6e3mneKku O JOPOCIUX MAalliEHTIB i miTen.

Y GinbIIOCTi TOBiMOMIIEHB PO BUIIAAKH ITepego3yBaHHs CIIOCTepiramucs mobiuHi
edekTH, 110 BinmoBiganu nmpodinio 6e3rmeKu MOHTEYKACTy Ta BKIIoUasnu Oinb y
XKHUBOTi, COHJIUBICTh, CIpary, roJoBHUM Oinb, O/IF0BaHHS Ta ICUXOMOTOPHY
rinepakTUBHICTE.

HeBigomo, yu BUBOOUTHECS MOHTEIYKACT 3a OOIIOMOT0I0 IIEPUTOHEAIbHOTO Hianidy abo
reMopianidy. JIikyBaHHS CUMIITOMaTUYHe.

IToOiuni peakmii

[ToGiuHi peaxki1iii, 3apeecTpoBaHi mif Yac KIiHIYHUX OOCIIiAXKEeHb 3 YaCTOTO0 Bif =
1/100 mo <1/10:

iHgpekuii ma iHeasii: iHpeKIlil BepXHiX AUXaTbHUX IIISIXiB;
3 60Ky Hepsosoi cucmemu: TOJTIOBHUM Oiflb;

3 60Ky W/AYHKOBO-KUWKOB020 mMpakmy: Oinb y KUBOTI;
3ae2anvbHi po3aadu: crupara.

[To6iuHi peaxiiil, 3ape€eCcTpoBaHi y IOCTMapKeTUHTOBOMY TIepiomi:
3 O0OKY KPOBOHOCHOI i niMphamuyHOi cucmemu: TeEHOEHIIisT 4O ITOCUIeHHS
KPOBOTOYUBOCTi, TPOMOOIIUTOIIEHI;

3 60Ky iMYyHHOI cucmeMmu: peaxliil TimepyYyTIUBOCTI, y TOMY 4YucJi aHadimakcis,
eo3nHOo(pinbHA iHQINbTPALisa TeYiHKY;

3 60Ky ncuxiku: TIOPYIIIeHHS CHY, Y TOMY YMCJIi HiYHi KOIIIMapu, raIouHaIlii,
0e3COHHS, OPaTiBIUBICTh, THIB, HETEPIJIAYICTh, 30yAKEeHHS, BKJII0OYal0UM arpeCUBHY
IMOBeIiHKy ab0 BOpPOXKiCTh, TPEMOD, Aenpecii, me3opieHTalliss, my>Ke pigko -
cyluupgasibHiI HaMipy Ta MOBE[iHKA, MOPYIIEeHHS YBaru, NOTipIIeHHs naM’ ITi, TUK;

3 60Ky HUPOK Ma ceuosuBiOHUX W/A5AXi8: eHype3 Y OiTel;

3 60Ky Heps8osoi cucmemu: MIISIBICTh i 3allaMOPOYEHHS, ITapecTe3is/rinecresis,
Harany;

3 O0OKY cepueso-cy0uHHOI cucmeMu: BildyTTsI CepIeOuTTs;

3 60Ky W/AYHKOBO-KUWKOB020 MpaKmy: miapesi, CyXiCTb y POTi, OHCIIEIICisi, HyooTa,
OJII0BaHHS;



3 60Ky 2enamobiniapHoi cucmemu: MigBUILIEHHS PiBHIB TpaHCaMiHa3 CUPOBATKU KPOBi
(AJIT, ACT), renatut (XoJIeCTaTUYHUY I'ellaTUT, IeYiHKOBOKJIITUHHI Ta 3MilllaHi
NOPYUIEHHS IEeYiHKN);

3 60Ky WKipu i niOWKIPHUX MKAHUH: aHTIOHEBPOTUYHUY HAOPSK, reMaToMa,
KponuB’'siHKa, CBepOiK, BUCUIIaHHS, HOJMO3HAa By3JIMKOBa epuTeMa, MyIbTU(GOPMHa
epuTeMa;

3 60Ky Kicmkoe0-M’A30801 cucmemu i Cno/y4yHOi MKAHUHU: apTpairis, Mianris,
BKJIIOYa4U M’sI30Bi CyJOMU;

3aeanvHi po3anadu ma micuesi peakuii: aCTeHisi/BTOMa, BiguyTTs OUCKOMQOPTY,
HaOpsK, rapsgyKa, He3OyKaHHS.

Y noopuHOKUX BUIAOKaX IMif 4ac JIIKyBaHHSA MOHTEJIyKaCTOM XBOPUX 3 aCTMOIO
OIIMCaHO BUHMKHEHHS HOCOBOI KpoBoTedi, cuHApoMy HYapr-Ctpayca (CHC) (gous.
po3min «OcobIMBOCTI 3aCTOCYBaHHSI»), TereHeBa e03uHOdiTis.

TepMiH npHIaTHOCTI
2 POKH.
VYMoBM 30epiranHs

30epiraTtu B CyXoMy, 3aXUIIeHOMY Bif CBiTJIa Miclli mpu TeMIiepaTypi He Buite 25 °C.
30epiraty B HeOOCTYIHOMY [OJIS OiTeM MicCIIi.

YnakoBka

ITo 10 TabneTok y 6micTepi, o 3 GiicTepu B KapTOHHiM KOPOOIIi.
KaTeropist Bignnycky

3a penemnTomMm.

BupooHuKk

I'meumapk ®apmacbkioTukan3 JIta./Glenmark Pharmaceuticals Ltd.

Miciie3Haxo/dKeHHsI BHPOOHHMKA Ta HOro aJpeca MiCIisi IPpoBaAXKeHHSI
IisTTBHOCTI

Ceno Kimaunypa, bagmi-Hanarapx Poyp, texcin bBangi, p-uH Conas, (X.I1.) 173 205,
Iamisa /



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

Ixepeso iHCTPYyKIIil

[HCTpyKIIifo TiKapChKOTro 3aco0y B3aTO 3 OiliiHOTO IKepesia — [lepKaBHOTO PEECTPY
JIiKapchKuX 3ac00iB YKpaiHu.



http://www.drlz.com.ua/
http://www.drlz.com.ua/

