THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

MOHTY/JIAP® KIJIC

(MONTULAR® KIDS)

Cknao:
ditoya pevosuHa: MOHTEINyKacT HaTpito (montelukast sodium);
KoxHna TabneTKa XKyBajibHa MiCTUTh MOHTEJIyKacTy HaTPilo y epepaxyBaHHi Ha MOHTENyKacT 4 MT;

donoMidcHI peyosuHU: LieNoJI03a MikpokpucTaniuda (PH 112), rigpokcumnpomniniientonosa, HaTpiio
KpOCKapMeso3a, 3amida okcup yepBouuil (E 172), acnaptam (E 951), apomatusaTtop «Buiius
501027AP0551», maHit (E 421), marsito cTeapar.

JIikapcbka ¢opma. TabreTKu XKyBalbHi.

OcHosHi (i3uko-xiMiyHi 8 1acmusocmi: KpyTili ABOONYKJIi TablIeTKY Bifi CBITI0-p0OKEBOTO [0
POXkKeBOro Koybopy 6e3 000JI0HKY 3 HassBHUMMU BKpAIlJIEHHIMH, IIagki 3 060X OOKiB.

dapMakoTepaneBTHYHA rpymna. 3aco0u [IJiT CHCTEMHOTO 3aCTOCYBaHHS MTPU 00CTPYKTUBHUX
3aXBOPIOBAHHSX OUXAJbHUX IIIAXiB. AHTArOHICTH JTEMKOTPiEHOBUX PEIeITOPIB.

Kon ATX RO3D CO03.

®apmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

Lucreininne#ikorpienu (LTC,, LTD,, LTE,) € moTyKHUMH e€KO3aHOIIaMH 3almajieHHs, 110
BUOUISAIOTHCS PI3HUMHU KJTIITUHAMHY, ¥ TOMY YUCJIi OTIAaCUCTUMU KIIITUHAMU Ta eo3uHOoPinamu. i
BaXKJIMBI IPOACTMATUYHi MeliaTOPH 3B’SI3YIOThCS 3 IUCTEIHIIENKOTPIEHOBUMY PELIENITOPaMH
(CysLT), HassBHUMM B IUXaIbHUX IUISXaX JIOAUHY, 1 BUKJIMKAIOTh TaKi peakilil 3 00Ky AUXalbHUX
IIJISXiB, IK OPOHXOCIIa3M, CeKpellis Cau3y, MigBUIIeHHS TPOHUKHOCTI CyIMHHOI CTiHKY i 30iNbIIeHHS
KilTbKOCTi €03uHOQiTiB.

MoHTenyKacT Ipu IepopaabHOMY 3aCTOCYBaHHI € aKTUBHOIO CIIOJTYKOI0, SIKa 3 BUCOKOI0 BUOIPKOBICTIO
i ciopigHeHicTiO 3B’s3y€eThcs 3 CysLT,-perientopamu. 3rifHO 3 KITIHIYHUMHU OOCHIAKEHHSIMU,
MOHTEJYKacCT ¥ A03i 5 MI mpurHiuye 6poHxocnasM, BUKIUKaHul iHransimieio LTD,. BpouxoaunaTais
CIIOCTEPIraeThCst YIPOOOBXK 2 TOMMH IIiC/IsT TepopaibHOTO 3acTocyBaHHs. 1lelt epekT OYB afUTUBHUM



no OpoHXopmMIIaTallil, CHpUYKMHEHOl B-aroHicTaMu. JIiKyBaHHS MOHTE/IyKaCTOM IIPUTHIYYBaIo IK
PaHHIO, TakK i Mmi3Hio ¢a3u OPOHX00OCTPYKIIii, CHIPUYMHEHOI aHTUTEHHOIO CTUMYJISLiE0. MOHTENyKacT
MIOPiBHSIHO 3 T1ane60 3MeHINye KilbKiCTh €03UHO(INIB mepudepruyHol KPOBi ¥ HOPOCIMX HallieHTiB Ta
aiTeu. Y mpoLeci OKpeMoro JOCIIiAXKeHHS IPUOM MOHTEJTYKacTy 3HaYHO 3MEHIIYBaB KiJIbKIiCTh
€03MHO(DINTIB y AUXaIbHUX IIJIgXaX (3a BUMipaMy y MOKPOTHHHI). Y OPOCUX TaLi€HTIB i giTel BiKOM
Bim 2 go 14 pokiB MOHTENTyKacT IOPiBHSAHO 3 I1ale00 3MeHIIye KibKiCTh €03WHOGITIB nepudepuyHol
KPOBI Ta MOKpallye KIiHIYHUYM KOHTPOJIb aCTMU.

dapmakoKiHemuxka.

Abcopbuis

MoHTenyKacT MBHAOKO BCMOKTYEThCS IIiCIIS TIepopaIbHOro npuiiomy. Ilicns 3acTocyBaHHS
IOPOCNIUMHU HaTIie TabeTOK, BKPUTUX IIiBKOBOIO 000I0HKOI0, 10 10 MT cepefgHsa MaKCUMalbHa
KoHneHtpatis (C,,,,) y mna3mi Kposi gocsranacs yepe3 3 roguni (T,,,). Cepenust 6i0goCTynIHICT TPU
IIepopajbHOMY 3aCTOCyBaHHi CKinafae 64 %. BxKrUBaHHS 3BUYalHOl 1Ki He BIJIMBAJIO Ha
6iomoctynHicTs i Ha C,,,, TP IIepopaIbHOMY 3aCTOCyBaHHi. be3neka i ehekTuBHICTL OyIu
IifTBepIKeHi mif Yac KIIiHIYHUX HOCTigXeHb IIPU 3aCTOCYBaHHI TablIeTOK, BKPUTHUX IITiBKOBOIO
000J10HKOI0, 110 10 MT He3aJIe3kHO Biff Yacy BKHUBaHHS 1XKi.

Ins Tab1eToK XyBaJabHUX 110 5 MT IMOKa3HUK C,,. Y HOPOCIIUX AOCATABCS Yepe3 2 TOOUHMU ITicIis
npuiiomy HaTile. CepenHs 6i0OCTYIHICTh IPU IEPOPaIbHOMY 3aCTOCyBaHHi cKnagae 73 % i
3HUKYETHCI [0 63 % Ipu mpuiioMi 3i CTaHAAPTHOIO 1K€I0.

[Ticnsa npuiioMy HaTie TabJeTOK KyBaJIbHUX 110 4 MT y [iTel BiKOM Bif 2 70 5 pOKiB moka3Huk C,,,
IOCATaEThCs Yepel 2 TOOWHMU Iicis mpuiioMy tikapchkoro 3aco0y. CepenHe 3HauenHs C,,, Ha 66 %
Bullle, a cepenHe C,,, HUXKYeE, HiXK Y JOPOCIIMX ITicIs mpuiiomMmy TabneTok mo 10 mr.

Po3nodiz

[Tonam 99 % MOHTENyKacTy 3B’s13yeThcs 3 Oinkamu mna3Mu Kposi. O6’eM po3MOAinTy MOHTEIYKACTY Y
CTallloHapHi# (a3i y cepeqHLOMY CTAHOBUTSH Bif 8 mo 11 miTpis. YV mpormeci focnigXeHs Ha MIypax i3
3aCTOCYBaHHSIM PafiOaKTUBHO Mi4Y€HOT0 MOHTENIYKACTY NMPOXOAKEHHS Yepe3 reMaToeHLedatiyHun
6ap’ep Oyno miniMmanbHUM. KpiM TOrO, y BCiX iHIIMX TKaHMHAX KOHIIEHTpAIlil T03HaYeHOT0
papioizoTonoM MaTepiany dyepes 24 TOOUHY IiCNIs NIPUNAOMY JO3U TaKOXK BUSBUINCSA MiHIMaJbHUMU.

Memaboaizm

MoHnTenykacTt akTUBHO MeTabomi3yeTbcs. [1ig 4ac gociigKeHs i3 3aCTOCYBaHHSM TepPaleBTUYHUX 03
KOHIIeHTpallil MeTaboIiTiB MOHTEIYKACTY Y CTAl[ioOHaPHOMY CTaHi IJla3MU KPOBi y JOPOCUX i
TAI[l€HTIB OUTAYOI0 BiKy He BU3HAYAIOTHCA.

Lutoxpom P450 2C8 € ocHoBHUM (epMeHTOM ¥ MeTaboJ1i3aMi MOHTeTyKacTy. KpiM Toro, muTOoXpomMu
CYP 3A4 i 2C9 BimirpaiooTh He3HAUHY POJIb Y MeTa0o0J1i3Mi MOHTENTyKacCTy, X04a iTpakKoHa30:1 (iHribiTop
CYP 3A4) He 3MiHIOBaB (papMaKOKiHETUYHI MIOKa3HUKYU MOHTEIYKACTY Y 3OPOBUX JOOPOBOJIBINB, SIKi
orpuMyBanu 10 M MOHTeNIyKacTy Ha 7o0y. 3rifHo 3 pe3ynbTaTaMu AOCHIXKEHb in Vitro 3
BUKOPHUCTAHHSM MIiKPOCOM IEYiHKU JTIONUHY, TepaleBTUYHI IIJTa3MOBi KOHIIEHTPAIlil MOHTE/IYKacTy He
IpUrHiuyooTh nuToxpomu P450 3A4, 2C9, 1A2, 2A6, 2C19 i 2D6. YuacTb MeTabOJIiTIB ¥
TepaneBTUYHIN [il MOHTEIYKACTy € MiHIMabHOIO.

BusedeHHs

KnipeHc MOHTENyKACTy B IJIa3Mi KPOBi ¥ 300POBUX HOPOCIUX TOOPOBOJIBIIIB Y CEPETHEOMY CTAHOBUTH



45 mi/xs. Ilicng nepopabHOTO IPUMOMY MOHTEIYKacCTy, MideHOro i30TomnoM, 86 % BUBOOUTHCA 3
KaJioM mpoTsiroM 5 mHiB i MenIne 0,2 % - i3 ceyer. Y CyKymHOCTi 3 6i0q0CTYIHICTI0O MOHTETYKACTY
IIPY IIepopPajIbHOMY 3aCTOCYBaHHI 1e# ¢aKT BKa3ye, 10 MOHTEIYKACT i Horo MeTaboJIiTH Maiixke
IIOBHICTIO BUBOLOSTHCS 3 KOBYIO.

PapMakoKiHemuka y pi3HuUx 2pyn nauieHmis.

Ins maltieHTiB i3 nopyumeHHIMEU QYHKIII IeYiHKM 1eTKoro abo cepefHbOT0 CTYIEHS TSXKKOCTI
KOPEeKIIis 1031 He noTpibHa. [loCIifKeHHs 3a y4acCTIO MAI[iEHTIB i3 MOPYIIeHHIMHU GYHKIII HUPOK He
npoBoaunau. OCKinbKY MOHTENIYKacCT i 10ro MeTaboJIiTH BUBOASTHCS 3 JKOBUI0, KOPEKIIis MO3HU OIS
TIAIli€HTIB i3 MOPYLUIeHHSAMU QYHKIII HUPOK He BBajKa€ThCS He0OXimHOI0. [JaHNX IIPO XapaKTep
(dhapMaKOKiHEeTUKY MOHTENIYKACTy y NallieHTiB 3 MeYiHKOBOI HEJOCTATHICTIO TSXKKOT0 CTYIEHS
(monap 9 6asiB 3a mKanow Yainga - I1'10) HeMae.

[Tpu npuiiomi BemuKUX 003 MOHTEeNyKacTy (110 B 20 Ta 60 pa3siB mepeBulillyBanu 03y, PEKOMEHI0BaHY
[JIs1 HOPOC/INX) CIIOCTePiranocs 3HUKEHHSI KOHIEeHTpallil Teodininy y mna3mi Kposi. Lleit epekT He
CIIOCTEpPIraeThCs Mpu NnpuitoMi pekomMeHnoBaHoi mo3u 10 mMr 1 pa3 Ha H006y.

Kniniuni xapaKTepuCTHKH.

IToka3auns.

4K momaTKoBe JIiKyBaHHS Ipu OPOHXianmbHIM acTMi y malieHTiB BikoM Bif 2 {0 5 pOKiB 3
IIEPCUCTYIOYO0 aCTMOIO Bifl JIETKOTO 10 CEPEeNHBOI0 CTYIIeHs, iKa He[lOCTaTHbO KOHTPOJIIOETHCS
iHTaNAIiTHIMY KOPTUKOCTEPOIlaMy, a TaK0XK IPX HeOCTaTHLOMY KJTiHiYHOMY KOHTPOJIi aCTMH 3a
IOIIOMOT 00 aroHICTiB B-agpeHOPeLenTOPiB KOPOTKOI Ail, sIKi 3aCTOCOBYIOTh IIPY HEOOXiIHOCTI.

4K anbTepHaTHBHUM METO[ JIiKyBaHHS 3aMiCTh HU3BKUX [103 iHTaNSALIMHUX KOPTUKOCTEPOILiB
[J1s Talli€eHTiB BIKOM Bif 2 I0 5 POKIB i3 MEePCUCTYIY0I0 aCTMOI0 JIETKOT'0 CTYIIEHS, V SKUX He
BifIMiyasiy MPOTSTOM OCTAaHHBLOT'O Yacy CEpPHO3HUX HamafiB OpOHXianbHOI aCTMH, 1110 TOTPEOYIOTH
3aCTOCYBaHHS IepoparbHUX KOPTUKOCTEPOIMIB, @ TAKOXK SKi He MOXKYTh 3aCTOCOBYBATH iHTalALiNHI
KOPTHUKOCTEPOiny (muB. po3min «Crocib 3aCTOCyBaHHS Ta 03U »).

[TpodinakTiKka acTMH, JOMIHYIOUYMM KOMIIOHEHTOM $IKOI € 6POHXO0CIa3M, iHOyYKOBaHUH
(GisuYHMM HaBaHTaKEHHSM, Y-TIalliEHTIB BIKOM Bifi 2 POKIiB.

[ToneriieHHs CUMIITOMIB CE30HHOTO Ta LIJIOPIYHOTO aJepPriyHoro puHiTy. OCKiIbKY KOPUCTh
BiJl 3aCTOCYBaHHS MOHTEJIYKACTY Yy MALl€HTIB i3 ajlepriYyHuM pUHITOM MOXKE He [IePEeBUILyBaTU PU3UK
BUHUKHEHHS IICUXOHEBPOJIOTIYHUX CUMIITOMIB (OUB. Po3min «OcoOMMBOCTi 3aCTOCYBaHHS»),
nikapceKuii 3aci6 MorTynap Kifc ciiif 3acToCoByBaTH K IpemnapaTt pe3epBy MallieHTaM i3
HeaJeKBaTHOIO BifiOBigI0 ab0 HETIEPEHOCUMICTIO albTEPHATHBHOI Teparril.

IIpomunoka3aHHA.



[TinBuIeHa YyTNUBICTE M0 OYIb-IKOTO 3 KOMIIOHEHTIB JIIKApChKOTO 3aco0y. [IuTsunii BiK 0O 2 POKiB.

B3aemodisn 3 iHwumu snikapceKumu 3acobamu ma iHwi eudu e3aemoditi.

MonTenyKacT MOXKHa IIpU3HayaTH Pa3oM 3 iHIIUMHU JTiKapChbKUMHU 3aco0aMy, 110 3a3BUYail
3aCTOCOBYIOTHCS IS MPodinakKTUKU ab0 TPHUBAJIOTO JIiIKyBaHHS acTMHU. [Ipu mocHimKeHHi B3aeMoIii
MiX JTiKapChbKUMU 3aco0aMy peKOMeH[0BaHa KIIiHiuHa [j03a MOHTEYKacTy He Majla 3HauHOTO
KJTIHIYHOT'0 BIVIUBY Ha papMaKOKiHETHKY TaKMX JTiKapchbKUX 3ac006iB: TeodisniH, mpeaHi3oH,
IIPEeHi30JI0H, TEpOpaIbHi KOHTPALENTHBY (€TUHINTECTPamion/HopeTuHAPOoH 35/1), TepdeHanuH,
OUTOKCHH Ta BapdapuH.

Y narienTiB, sIKi omHOYaCcHO mpuiiManu ¢herHobapbiTa, oI i KPUBOIO «KOHIIEHTPAIIis - Yac»
(AUC) mnst MOHTeNyKacTy 3HuXKyBanacs npubnusno Ha 40 %. OCKibKY MOHTETYKacT
MeTabomizyeThcs 3a gonomoroo CYP 3A4, 2C8 i 2C9, HeobximHO OyTH 00epeXHUM, 0COOTUBO LI0MI0
aiTeu, SKII0 MOHTEJIyKacT IpU3HavalTh OOHOYacHO 3 iHgykTopamu CYP 3A4, 2C8 i 2C9, nanpuknag
i3 heniToinom, herobapbiTamom i pudaMIinHOM.

HocnigxXeHHS in vitro moKa3asy, 110 MOHTEYKacCT € noTyxkHuM inriditopom CYP 2C8. IIpoTe mani
KJTIHIYHOT'0 JOCITi?KeHHs B3a€MOil TikapChKUX 3aC006iB, 110 BKII0YAIX MOHTENTYKACT i PO3UTTIiTa30H
(MapkepHu# cy0cTpaT, IKUU MIpefCTaBIs€E TiKapCchKi 3aco0u, 1m0 MeTabomi3yoThcs nepeBaxHo CYP
2C8), noka3zany, 110 MOHTenyKacT He € iHribitopom CYP 2C8 in vivo. TakuM 4MHOM, MOHTEIYKacCT He
BIIJIMBA€E 3HAYHOIO Mipoi0 Ha MeTabo0J1i3aM JlikapchKux 3ac00iB, 1110 MeTab0Ti3yI0ThCS 3a JOTIOMOT 010
IIbOTO (DepMeHTY (HalpUKJiIaf, MaKjIiTakceny, PO3UTIIiTa30Hy Ta pelariiHiay).

[Tig wac mocmigkeHsb in vitro 0yJ0 BCTAHOBIIEHO, 1110 MOHTeNyKacT € cyocTparom CYP 2C8, MeHI1010
mipoio - 2C9 ta 3A4. Y npoteci KIiHiYHOTO HOCTIXKEHHS B3aeMOZI JlikapchKuX 3acobiB i3
3aCTOCYBaHHSIM MOHTeINyKAcTy i reMdibpo3uny (inriditopa CYP 2C8 i 2C9) remdibpo3un migBuiiryBaB
CHUCTEMHY eKCII03HIIil0 MOHTEeyKacTy y 4,4 pa3a. [Ipu ogHOYacHOMY 3aCTOCyBaHHi 3 reMdpibpo3uniom
abo iHmmMu noTyxkHUME iHribiTopamMu CYP 2C8 Kopekilig m03u MOHTETyKacTy He MOTpiOHa, aje
niKap MOBUHEH BPaXOBYBATH ITiABUILEHUY PU3UK BUHUKHEHHS TOOIYHUX peakIii.

3a pe3ynbTaTaMu OOCIIAXKEHb in Vitro, He 04iKyeThCS BUHUKHEHHS K/IIHIYHO BaXXJIUBUX B3a€MOLIH i3
MeHII MoTyKHUMHY iHribitopamu CYP 2C8 (Hanmpukinafg, i3 TpuMeTonpumom). OgHOYacHe
3aCTOCYBaHHS MOHTEJIYKacTy 3 iTpakoHa30J10M, CubHUM iHTi6iTopoM CYP 3A4, He MpU3BOOUIIO [0
iCTOTHOTO MiIBUINIEHHS CUCTEMHOI €KCIIO3UIIil MOHTENTyKacCTy.

Oco06.1ue8ocmi 3acmocyeaHHsi.

ITamieHTiB HeoOXigHO MonepenuTH, o MoHTynap® Kifc A/ mepopaabHOro 3aCTOCYBaHHA HE CIIif
3aCTOCOBYBaTHU [AJIS JIIKyBaHHS [OCTPUX HallaiB aCTMHU, @ TAKOX IIPO Te, 110 BOHYU ITIOBUHHI 3aBXAU
MaTu 1Ipu coOi BifmoBigHUM nikapchKui 3acib eKCcTpeHoi momomord. [Ipu rocTpoMy Hamnapi Cif
3aCTOCOBYBATH iHTaNAIilHI B-aroHicTH KOPOTKOI Ail. ITarieHTamMm HeoOXigHO TKHAUIIBUIIIE
IIPOKOHCYJIbTYBATUCS 3 JIiIKapeM y BUIIAAKY, SKIIO IM MOTpiOHa OifnbIla, HiXkK 3a3BHYal, KilTbKiCTb
iHTamnAIiN B-aroHiCTiB KOPOTKOI Ail.

He cnig mpoBomuTH pi3Koi 3aMiHu iHranAminHux abo mepopanbHUX KOPTUKOCTEPOINHUX MTpernapaTiB
MOHTEJIYKaCTOM.

HeMae gaHux, sKi DiATBEPIXKYIOTh, IO [03Y IEePOPATbHAX KOPTHKOCTEPOINiB MOKHA 3MEHIIUTH IPH
OOHOYACHOMY 3aCTOCYBaHHI MOHTEJIYKACTY.



IMoBigOM/IsI/IOCSI PO BHHUKHEHHSsI ICHXOHEBPOJIOTiYHHX peakiii, TaKuX K 3MiHa
MOBETiHKH, Jenpecisi Ta CyllMIa/IbHICTh, y Malli€EHTIB ycix BiKOBHX rpym, siKi
3aCTOCOBYBA/IM MOHTEJIYKAcT (IuB. po3ain «Ilodiuni peaknii»). IIposiBu MOXYyTh OyTH
|cepiio3nuMH i TpHBaATH, SIKINO JTiKyBaHHS He MPUIHHUTH. TOMYy 3aCTOCYyBaHHA
MOHTEJIYKACTy CJIii IPUIIHHHUTH, SIKIII0 BHHHKAIOTh IICHXOHEBPOJIOTiYHi CHMIITOMH.
IManieHTH Ta/a00 MOrIsAMaYi MOBHHHI OYTH YBAaXKHHUMHM 10 IICUXOHEBPOIOTiYHHX peaKiin
i MOBIiJOMJIATH CBOrO JIiKapsi PO BUHUKHEHHS 3MiH y NOBeIiHIIi.

Y noomuHOKUX BUIIAAKAX Y MAIli€HTIB, Ki OTPUMYIOTh IPOTUACTMATHUYHI 3aC00H, B TOMY YHCITi
MOHTEJIYKacT, MOXKe CIIOCTepiraTucs CUCTEMHA €03UHOMIIiS, iIHKOIX pa30M i3 K/IiHIYHUMU [IPOSBaMU
BaCKYJIiTy, 1110 BiIIOBigarTh Tak 3BAaHOMY CHHApPOMY Yapra - CTpocca, JiKyBaHHSA KO0
ITPOBOJUTECS 3a [OTIOMOT0I0 CUCTEMHUX KOPTUKOCTePoiniB. Taki Bunagku inomi 6ynu mos’si3aHi 3i
3MeHIIeHHAM 0034 a00 BiIMiHOIO Teparmil KOpTUKOCTepoifamMu. IMOBipHICTE TOTO, 110 @aHTArOHICTH
JIEUKOTPIEHOBUX PEIENTOPiB MOXKYTh OyTH OB’ sI3aHi 3 MOsIBOI0 cuHApPoMy Yapra - CTpocca, He
MOXKHa CcrpocTyBaTu abo nigTBepauTy. Jlikapi MOBHMHHI TaM’ATaTH NP0 MOXK/IUBICTE BUHUKHEHHS Y
TalieHTiB e03uHO(Disii, BACKYIITHOTO BUCUITY, TIOTipIIEHHS JIeT€HEeBOl CHUMIITOMaTUKH, YCKIIaAHEHHS 3
00Ky ceplis Ta/abo Hedpormnarii. [TallieHTiB, ¥ SKUX BUHUKIIK TaKi CHMIITOMHU, CJIiTl TOBTOPHO
00CTeXKUTH i IePerIsiHyTH IXHIO CXeMY JIiKyBaHHSI.

JIikyBaHHS MOHTEJIYKaCTOM He [ja€ 3MOI'M IallieHTaM 3 aclipyH3aIekHO00 aCTMOI0 3aCTOCOBYBaTU
alleTUJICAJIIIUIOBY KUCIIOTY YM iHIII HECTEepOifHi IpoTH3amnabHi 3aco6u.

[TOIOMiKHi PEYOBUHU:

Jlikapchekui 3aci6 MOHTynap®Kinc Mmictuth acnapTtam (E 951) - gxepeno ¢eninanaxiny, 1o €
Hebe3MmeYHUM [IJIs XBOPUX Ha (PeHiNKeTOHYPIIO.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHsA 2py00to.

BaeimHicmy. [locnigXeHHs Ha TBapyHaX He IEMOHCTPYIOTD IIKiJINBOTO BILJIUBY Ha BariTHICTh ab60
eMOpioHanbHUM/PETaTbHUM PO3BUTOK.

HasiBHi gaHi 3 omy0miKoBaHUX IIPOCIIEKTUBHUX Ta PETPOCIIEKTUBHUX KOTOPTHUX NOCIioXKeHb i3
3aCTOCYBaHHSIM MOHTEJIYKACTY BariTHUMU XiHKaMH, SIKi OI[iHIOIOTh 3HAUYIIi BPO[XKEH] Bafid y AiTeH,
He BCTAHOBUJIM PU3UKY, IIOB’I3aHOTO 3i 3aCTOCYBaHHAM JliKapchKoro 3aco0y. HasiBHi JocmimKkeHHS
MalTh METOMOJIOTiYHi 00MeXKeHHS, BKII0Yal0UX HeBEJIUKUY PO3Mip BUOIPKH, B IeIKUX BUIATKaX
-peTpoCceKTUBHUM 30ip JaHWX, i HECYMiCHI IPyIy MOPiBHSAHHS.

MonTynap® Kifc ciif 3acTocoByBaTH B Iepiof] BariTHOCTI JKIIe 3a SBHOI IOTPEOH.

T'o0yeaHHs 2py00ro. [oCTimKeHHS Ha LIypax MPOAEeMOHCTPYBAJIH, 110 MOHTEIYKACT IIPOHUKAE B
MOJI0KO. HeBimoMo, 4 BUBOJUTHCS MOHTEIYKACT y TPYIHE MOJIOKO Y XKiHOK.

MoHTenyKacT MOXKHa 3aCTOCOBYBATH B IEPiOf TOMYBaHHS I'PYANI0, TiMBKY SKIIO 1Ie BBAXKAETHCS
0e3yMOBHO HEOOXiTHUM.

30amuicmb 8niusamu Ha weudKicme peakyii npu KepyeaHHi aBmompaHcnopmom abo iHwumu
MexaHiamamu.

He ouikyeThbC4, 1110 MOHTEIYKACT BIIJIMBATUMeE Ha 3[aTHICTh KEPYyBaTX aBTOTPAHCIIOPTOM YH IHITUMU



MexaHi3aMamu. [TpoTe myxe pigKo MOBIIOMIISIIOCS PO COHIMBICTE a00 3allaMOPOYEHHS.
Cnoci6 3acmocyeaHHs1 ma do3u.

IInst mepopanbHOTo mpuiioMy. TabneTKu CIIif po3:KyBaTH Iepel KOBTaHHSIM.

ﬂO3yBaHHH

[TarienTaM 3 aCTMOIO Ta alepPrivHUM PUHITOM (CE30HHUM Ta LiNIopiYHUM) HeoOximHo nmpuiiMaTu 1
TabNeTKy XKyBaabHy 110 4 MT 1 pa3 Ha fo0y. [I15 IOoJereHHsT CUMIITOMIB aJleprivHOTO PHUHITY Yac
npuiioMy migOupaTh iHAUBiAYaIbHO.

Ilns mikyBaHHS aCTMU [03a OJIs [iTel BiKOM Bifl 2 0o 5 pOKiB cTaHOBUTH 1 TabneTKa XKyBabHa (4 Mr)
Ha 700y, 3aCTOCOBYIOThH BBeuepi. [Ipenapat ciipg mpuiiMaTu 3a 1 roguHy mo iou abo yepes 2 roguHu
micns imu. Hemae HeoOximHOCTI B KOpeKii qo3u [ miel BikoBoi rpynu. JlikapcbKkuit 3aci6
MOHTyHap® Kinc y nmikapcekiit popmi TabneTKu KyBasibHi (4 MT') He peKOMEHI0OBaHUM Mg [iTel BikoM
OO0 2 POKIB.

3aranbHi peKOMeHalrii

TepanmeBTUYHUY BIIJIUB MOHTEIYKACTY Ha ITOKA3HUKU KOHTPOJII0 aCTMU HACTa€ yIpoaoBxk 1 moou.
[TarienTaM i peKOMeHOyBaTH IPOLOBXKYBaTU IPUUMATHA MOHTEIYKacCT, HaBiTh SKILO OJOCATHYTO
KOHTPOJIIO aCTMH, a TaKOXK y IepioAu 3aroCTPeHHS aCTMHU.

HeMmae HeoOximHOCTI B KOpeKIIii ;03 OJIs MallieHTiB i3 mopymeHHIMHU GYHKIIII HUPOK abo 3
NOpYyIIeHHAMH (YHKIIIl Te4YiHKU Biff TETKOTO 10 CEPEeHbOT0 CTYIEeHs TAKKOCTi. HeMae maHux 1momo
NAIiEHTIB i3 MOPyIIeHHAMY QYHKI] TeYiHKY TAKKOIr0 CTyneHs. [l03yBaHHS AJIS XJIOMYUKIB i
OiBYATOK OJHAKOBE.

K anbmepHamugHull Mmemoo0 AiKy8aHHA 3aMiCmMb HU3bKO00308UX IH2AAAUIUHUX KopmuKocmepoidis
npu nepcucmyroyitl acmmi 1e2K020 CMyneHs.

MoHTenyKacT He peKOMEHIOBaHUM K MOHOTEpAaIlis OJId Malli€HTiB i3 MePCUCTYI0Y00 aCTMOI0
CepemHbOTo CTyIeHs. 3aCTOCYBaHHS MOHTETYKaCTy SIK aJlbTePHATUBU HU3bKOJ030BUM iHTaISaLiiHAM
KOPTUKOCTEPO1gaM HiTIM BiKOM Bifl 2 10 5 POKIB i3 IEPCUCTYI0Y0I0 aCTMOI0 JIETKOTO CTYIEHS CIIif
PO3TTIIaTH TiIbKY [JId HAlli€HTIB, V IKWUX 3@ OCTaHHIN Yac He 0yJ10 cepiio3HUX HaIafliB aCTMH, 110
BMMarajy 3aCTOCyBaHHS [TepopaibHUX KOPTUKOCTEPOIAiB, i IKi He MOXKYTh 3aCTOCOBYBaTH
iHTangIiiiHi KopTUKOoCcTepoinu (muB. po3min «Iloka3aHHsS»). [IepcucTyioda acTMa JIETKOTO CTYIEHS
BU3HaYeHa K BUHMKHEHHS CUMIITOMIB aCTMM 4acTiiie 1 pa3y Ha TUXKOeHb, ane piame 1 pady Ha
no0y, BUHUKHEHHST HiYHUX CUMIITOMIB 4YacTile 2 pa3iB Ha MicCsIlb, aje pifire 1 pa3y Ha TUXKOEHb,
HOpMaJibHa (PYHKIIig JIeTeHiB y Iepiogax MiX emizogaMu. fAKIO JOCTaTHbOTO KOHTPOJIIO aCTMU He
IOCSTHYTO, Y ITOfabIIOMy (3a3BHYall YIIPOMOBXK 1 MicsIig) CIlif BU3HAUUTH HEOOXiMHICTh JOaTKOBOI
abo iHIIO0I MpoTU3amnanbHOI Tepallii, I'PyHTYIOUNCh Ha MOCIiIOBHIN cUCcTeMi TikyBaHHS acTMHU. CJIif
MIEePiOJUYHO OLIHIOBATH CTaH IMALEHTIB 1100 KOHTPOJIIO aCTMHU.

ITpoginakmuka acmmu y nauieHmia 8ikom 8i0 2 00 5 pokis, y AKUX OCHOBHUM KOMNOHEHMOM dcmmu
€ bpoHxocna3m, iHOYKo8aHul (i3uYHUM HABAHMANCEHHAM.

MoHnTenykacT peKoOMeHI0BaHUY IallieHTaM BiKOM Bifi 2 1o 5 POKiB Ais mpodinakTuku 6pOHX0CIIa3My,
iHAyKOBaHOTO (hi3MYHUM HaBaHTaXKEHHIM, IKUM MOxe OyTH OCHOBHUM IIPOSIBOM IEPCUCTYIOYO1
acTMH, IIPM SIKi HeoOXilHe 3aCTOCYyBaHHS IHTaNAIIMHUX KOPTUKOCTepOoifniB. CTaH NallieHTIiB cifg
OLIHWUTH TicNIs 2-4 TUXKHIB JTiKyBaHHS MOHTEJIyKaCTOM. fKIIO JOCTaTHHOL BifIOBiMi He JOCATHYTO,
HeoOXiTHO PO3TISHYTH MUTAHHS IIPO OOJATKOBY abo iHINy Teparriio.



3acmocyeaHHs MOHMeAyKacmy 3dAeX4CHO 8i0 iHW020 AiKY8aHHS ACMMU.

Konu MOHTeNyKacT 3aCTOCOBYEThCS SIK IOAATKOBA Tepalis [0 iHTalsAliiHUNX KOPTUKOCTEPOILiB, He
CJIif pi3Ko 3aMiHIOBATH HUM iHTaNSAIiNHI KOPTUKOCTEpOoinu (auB. po3min «Oco6auBOCTi
3aCTOCYBaHHS»).

Himu.

Besneka Ta epeKTUBHICTb 3aCTOCYBaHHA JiKapchkoro 3acoby Montynap® Kific, KyBanbHi TabneTku
0 4 Mr, [iTAM BIKOM [0 2 POKiB He BCTaHOBIEHi. [IpenapaT 3aCTOCOBYIOTh AiTSAM BiKOM Bif 2 [0 5
POKiB.

Ilepedo3yeanHsi.

Y mporieci gmocmimkeHb XPOHIYHOI aCTMU MOHTETYKACT IPU3Havaiu ¥ go3ax mo 200 mMr Ha moby
[NOPOCIUM NallieHTaM IPOTATOM 22 TUXKHIB, a IIpU KOPOTKOYACHUX AOCIIIXKeHHAX - 1o 900 mr Ha
no0y IpoTSATroM MPUOIM3HO OOHOTO TUKHS, KJTiHIYHO 3HauyIi mobiuHi peakirii 6ynu BimcyTHi.

[Ipy mocTMapKeTUHIOBOMY 3aCTOCYBaHHI Ta IIifi Yac KIIHIYHUX JOCIiAXKEeHb HaXOOUIN
IIOBITOMJIEHHS IIPO I'OCTPE IIepefo3yBaHHs IIpellapaToM MOHTenyKacTy. Lli maHi BKIOYaay Ipuuom
npernapaTy JOPOCIMMHU Ta [iThbMU B [I03aX, 110 nepeBuinyioTh 1000 Mr (mpubnusHo 61 MT/KT y OUTHHA
BikoM 42 wmicsii). OTpumaHi KniHigyHi #1 nabopaTopHi maHi Bigmosiganu npodinio 6e3meKu y JOPOCIUX
MaIlEeHTIB i miTel. Y GinblIOCTi BUNIAAKIB ITepeo3yBaHHs PO Mo0iYHi peakilil He TOBiTOMIISITIOCE.

Cumnmomu.

Haiiuacriime crocTepiranucs mobiuHi peakiiii, 110 BigmoBifanu npodinio 6e3neky mpemnaparty Ta
BKJIIOYasH Oifib ¥ JKUBOTi, COHNMMUBICTb, CIIpary, rojoBHUM 0inib, 6TI0BAHHS Ta ICUXOMOTOPHY
rilepaKkTUBHICTb.

JIiky8aHHA.

CnenianbHoi iHdopMaliil om0 TiKyBaHHS ITepefo3yBaHb MOHTENIyKacTOM HeMa€e. HeBigomo, uu
BUBOIOUTHCS MOHTENTYKACT 3a MOIIOMOT0I0 IIePUTOHEAIbHOTO iasi3y abo reMomianmisy.

ITobiuni peakuii.

MoHTeNnyKacT 3aCTOCOBYBABCS i YaC KIIiHIYHUX AOCITIIXKeHb MallieHTaM 3 IePCUCTYIYO0I0 aCTMOI0:
TabJIeTKX XyBajbHi 10 4 Mr 3acTocoByBanu 851 guTuHi BikoM Bif 2 10 5 POKIB.

MoHTenyKacT OLiHIOBaBCA Y XOfi KITIHIYHOT0 OOCTIAXKEeHHS y NallieHTiB 3 iIHTePMITyI04010 aCTMOIO.

Y xopni KniHiYHUX DOCHimXKeHb HUXYe3a3HaueHi moOiuHi peakiril crmoctepiranucs yacto (Big = 1/100
no < 1/10) y nauieHTiB, IKi OTpUMYyBaJu JIiKyBaHHS MOHTEIYKAaCTOM, & TaKOXK 3 OiJbIII0I0 YaCTOTOIO,
HiX y IalieHTiB, SKi OTpUMYBaIu JIiIKyBaHHS I1a1e6o.

Tabnuis 1



CucreMu opraHis

TliTH BikOoM
Bim 2 0O 5 POKiB

(ogHe 12-THXKHeBe OOCITigXKEeHHS; N =
(ogHe 48-THuXKHeBe OOCTigXKEeHHS; N =

TPaKTy

[TopymeHHs 3 60Ky IITYHKOBO-KUAITKOBOT'O

AODOMIHAIEHUY OiNb

TikapchKOT0 3aco0y

[TopyIlIeHHs 3arajJbHOT0 CTaHy Ta TaKi, 110
OB’s13aHi 3i c10co060M 3aCTOCYBAHHS

Cripara

[Tig yac KMiHIYHUX DOCTiAXKEHb MIPU MIPOJIOHT0BAHOMY JIiKyBaHHI HEBEIMKOI KiTbKOCTi TOPOCIIUX
TIallieHTiB YIIPOOBXK 2 POKiB i miTel BikoM Bif 6 mo 14 pokiB ynpomgoBxk 12 micsuis npodins 6e3neku

He MiHSBCH.

3aranoMm 502 nuTHHY BIKOM Bif 2 [0 5 POKiB OTPUMYBaJIX JIiIKyBaHHS MOHTEIYKACTOM IIPOTATOM SIK
MiHiMyM 3 MicsiB, 338 - ynpomoBxk 6 micsiiB abo moimie, 534 - ynpomoBxk 12 micsiriB abo mosiie.
[Tpu npononratii mikyBaHHS Mpodinb 6e3neKky y X MallieHTiB He 3MiHI0BaBCS.

[TocTMapKETUHTOBUH IIepion

[ToOiyHi peakiiii, Ipo SIKi MOBiHOMJISANIOCH ¥ TOCTMAapPKETUHTOBXY 1epiof], BKa3aHOo 3TifHO 3 KjlacaMu
CUCTEM OpraHiB i 3 BUKOPUCTAHHSM CIlellialbHUX TepMiHiB y Tabmnuili 2. YacToTa BU3HaY€Ha 3TigHO

OaHUX KITiHIYHUX TOCHiIXKeHb.

KJIITKY 1 cepenoCTiHHA

«Oco0IMBOCTI 3aCTOCYBaHHS»), TeTeHeBa

e03nHOMITiSA

Tabnuis 2

Knac cucteM opraHiB [To6iuHi peakiii YJacToTra*
[HdeKil Ta iHBa3il [HeKil BepXHIX AUXaTbHUX HITAXiB** [ly>Ke 4acTo
[TopymenHs 3 60Ky cucteMu [[eHIEHIIisT IO IOCUIEHHS KPOBOTOUMBOCTI |PimKo
KPOBI Ta JTiM(paTruyHOl . .
CII; CTeMI (b [TpOMOOITUTOIEHIs [lyxe pigko
[TopymenHs 3 60Ky iMyHHOI [Peakil rinep4yTauBOCTi, B TOMY YKCIIi HeuacTto
cucrTemu aHadinakcis

Eo3uHOodinbHa iHQinbTpallis nevyinku [lyxe pigko
[lopymenHs 3 60Ky ncuxiku [[lopymeHHs cHy (y ToMy uuchi HiyHi xKaxu, [HegacTo

Oe3CoHHS, COMHAMOY1i3M), TPUBOXKHICTB,

QXKUTallisd (BKJII0Yal4u arpecruBHY

MOoBeiHKY ab0 BOPOXKICTh), Iempecis,

[ICUXOMOTOPHA TillepaKTUBHICTh

(BK/II0YAIOYM OPATiBIMUBICTh, HECIIOKIH,

TpeMop’)

[lopylleHHs yBary, noripiiesHd nam’'aTi, [Pigko

TUK

[anronuHalil, fe3opieHTanis, cyluuganeHi |dyxKe pigKo

NyMKH{ Ta [TOBefiHKa (CylIUaanbHICTh),

00CeCHBHO-KOMITYIbCUBHI pO3JIany,

nuchemis
[TopymieHHst 3 60Ky HEPBOBOI [3amaMopoueHHSs, MIIABICTb, HeuacTto
CuCTeMHU [lapecTesidg/rinecresis, CynoMu
[TopyuieHHS 3 00Ky CcepIis [lansmiTanisa Pinko
[TopyueHnHs 3 60Ky guxanbHOi[HocoBa KpoBOoTEYa HeuacTo
CHCTeMH, OPraHiB rpyaHol  [CurmpoMm Yapra - Ctpocca (muB. po3min  |[dyxe pigko




[TopyuieHHS 3 60Ky Hiapes***, HymoTa***, 6GnoBaHHSI*** HacTo
[IIJTYHKOBO-KHIITKOBOT'O TPAKTY [CyXiCTh y POTi, AUCHENCig HeuacTo
[TopymieHHs 3 60Ky [linBullleHHS PiBHS TpaHCcaMiHa3 Hacto
remaToOimiapHoi cucTeMu cupoBaTku (AJIT, ACT)
[enaTUT (BK/IIOYAOYU XOJIeCTaTUYHE, [lyke pigko
renaTole/TI0NIpHe Ta 3MilllaHe ypaXKeHHS
MMeYiHKU)
[TopyuieHHS 3 00Ky WIKipu i [BucumaHHS*** JacTto
MiIMKIPDHAX TKaHWH ['eMaToOMa, KPOIIMB THKA, CBEPOiK HeuacTto
AHTiIOHEBPOTUYHMI HabPSK Pinko
By3nuKoBa epuTeMa, My/IbTU(POPMHA [lyke pigko
epuTeMa
[TopyiuieHHSs 3 00Ky KiCTKOBO- |ApTparnris, Mianris, BKiio4daoouu M's130Bi  |HedacTo
M’SI30BO1 CUCTEMH i CIIONTy4Hol|cTia3Mu
TKaHWHU
[TopyiuieHHsT 3 00Ky HUPOK Ta |EHype3 y miTei Heuacto
CEUYOBUBIOHUX IIISAXIB
3arasnpHi po3nagu i mobivni  [[Tipekcis*** HacTo
peaxiril, BUKIUKaHi
[IPUUOMOM JIiIKapCHKOT' 0 ACTeHisi/BTOMa, He3[yKaHHs, HaOpsK Heuacto
3aco0y
*JacToTa BU3HA4Y€Ha 3TigHO 3 YaCTOTO MOBiTOMJIeHb ¥ 0a3i JaHUX KITiIHIYHUX JOCHTiIXKeHb:
nyxe 4gacTto (=1/10), gacto (Big =1/100 mo <1/10), HeuacTo (Big =1/1000 go <1/100), pigko (Big
=1/10000 mo <1/1000), myxe pigko (<1/10000).
**]1s1 mobOiuHa peakilis CriocTepiranaacs 3 4aCTOTO «AYXKe YaCTO» Y IMAIliEHTIB, SKi
3aCTOCOBYBa/IM MOHTENIYKACT, @ TAaKOXK Yy Malli€HTiB, SIKi OTpUMyBasu miaiuebo, mig Yac KIiHIYHUX
MOCIIiIXEeHb.
¥+ st moOiyHa peakiisl CrocTepiranacs 3 4aCTOTOI0 «49aCcTO» y MAalli€eHTiB, SKi 3aCTOCOBYBaIu
MOHTEIYKACT, @ TAaKOXK Yy TAalli€eHTiB, SIKi OTpUMyBasHu 1iaiebo, mif Yac KIiHIYHUX TOCTiIXKeHb.
[11s mobiyra peakiist cmocTepiranacs 3 4aCTOTOK «PigKO».

3BiTYBaHHS PO Mif03pIoBaHi M06iYHiI peakiri

3BiTyBaHHS IIPO Mim03pIoBaHi MoOiuHi peakilil micns peecTpatiii TikapchKoro 3aco0y Ma€ BaXkKJIuBe
3HaueHH4. Lle mae 3Mory 3pilicHioBaTH Oe3NepepBHUM MOHITOPUHT CIiBBiAHOILIEHHS PU3UK/KOPUCTD
3aCTOCYBaHHS JiKapcbkoro 3acoby. KamidikoBaHux mpalliBHUKIB y chepi 0XOPOHHU 3MOPOB S IPOCSAThH
3BiTyBaTH PO Oymb-gKi mMimo3pioBaHi HebaxaHi peakiril BiilIOBiAHO 40 JTOKaIbHOI CUCTEMH 3BiTHOCTI.

Tepmin npudamHocmi.

3 POKH.

YMoBu 30epiranHsi.
30epiraTu B OpUTiHANbHIN YIIaKOBI Ipu TeMIepaTypi He Buile 25 °C.

36epiraté y HEOOCTYIIHOMY IJIST OiTe# MicCIIi.



VYnaxoBka.

ITo 10 TtabneToxk y 6mictepi, o 3 abo mo 9 GicTepiB y KapTOHHIM yIaKOBIIi.

Kareropis Bigmycky.

3a pelLemnToM.

BupoOHUK.
Kycym Xentxkep [IBT JITH/

Kusum Healthcare Pvt Ltd.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afpeca MicCIsi IPOBaIKeHHs MOro Jis/IbHOCTI.

[Trnot Ne M-3, Inmop Cnemwen Ikonomik 3oyH, ®eus-1I, ITitamnyp, [ict. Ixap, Maaxes I1pager, [1in
454774, Iapis/

Plot No. M-3, Indore Special Economic Zone, Phase-II, Pithampur, Distt. Dhar, Madhya Pradesh, Pin
454774, India.



