THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

MOHTY/JIAP® KIJIC

(MONTULAR® KIDS)

Cknao:
ditoya pevosuHa: MOHTENYKaCT HaTpito (montelukast sodium);
Koxna TabeTKa XyBajlbHa MiCTUTh MOHTETYKACTy HATPil0 y IepepaxyBaHHi Ha MOHTEIYKACT 5 MT;

donomidcHi peuosuHuU: 1iet0no3a MikpokpucTtaniyia (PH 112), rimpokcumnpominiientosnno3a, HaTpiio
KpOCKapMeno3a, 3amida okcup yepBonui (E 172), acnaptam (E 951), apomatusaTtop «BuiiHs
501027AP0551», manit (E 421), marHito cTeapar.

JIikapcbka ¢opma. TabreTku XKyBajbHi.

OcHogHi ¢i3uko-ximiyHi 81acmueocmi: KPyriii ABOOMYKJIi TaOleTKH Bifl CBITIO-POKEBOTO [0
POXKEBOT0 KOJIbopy 6e3 000JI0HKY 3 HassBHUMMU BKPAIJIEHHSIMH, IagKi 3 060X OOKiB.

dapMakoTepaneBTHYHA rpyna. 3acobu [y CUCTEMHOT'0 3aCTOCYBaHHS IIPU 00CTPYKTUBHUX
3aXBOPIOBAHHSIX AMXaIbHUX LIISIXiB. AHTArOHICTH IEUKOTPIEHOBUX PEIETITOPIB.

Kom ATX RO3D CO03.

®Papmako102iuHi 8 1acmueocmi.
dapmakoOuHamika.

Lucreininne#ikorpienu (LTC,, LTD,, LTE,) € moTyKHUMH e€KO3aHOIaMH 3amajieHHs, 110
BUTINIAIOTHCS PISHUMU KJTiTUHAMHY, Y TOMY YHUCJIi OITaCUCTUMU KJIiTUHAMU Ta eo3uHOoGimamu. Li
BaXKJIMBi IIPOACTMATUYHI MefliaTOPH 3B’ SI3YIOTHCS 3 IUCTEIHIIENKOTPIEHOBUMY PELleNITOpaMu
(CysLT), HassBHUMM B IUXaIbHUX IUISXaX JIOAUHMY, i BUKJIMKAIOTh TaKi peakilil 3 00Ky AuXalbHUX
IIJISXiB, IK OPOHXOCIIa3M, CeKpellis Ccau3y, MigBUIeHHSI IPOHUKHOCTI CYyIMHHOI CTiHKY i 30iNbIIeHHS
KilTbKOCTi €03uHOQITTiB.

MoHTenyKacT Ipu IePOPaIbHOMY 3aCTOCYBaHHI € aKTUBHOIO CITONTYKOIO, STKa 3 BUCOKOIO BUOIpKOBICTIO
i ciopipHeHicTIO 3B’s3y€eThcd 3 CysLT,-perientTopamMu. 3rifHO 3 KITIHIYHUMHU AOCHIAKEHHSIMH,
MOHTEJIYKacT ¥ A03i 5 MI mpurHiuye 6poHxocnasM, BUKIXKaHul iHranamieio LTD,. BpoHxoaunaTamis
CIIOCTepiraeThCs YIPOOOBXK 2 FOOUH IIiCIIs IIepopaibHOTO 3acToCcyBaHHs. Lleit epekT OYB aquTUBHUM



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
(apMaKOKiHETUKM MOHTE/IYKaCTy y IallieHTiB i3 MeYiHKOBOI HEJOCTATHICTIO TSAXKKOT0 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.

KrinigHi xapaKTepHCTHKH.
Iloka3anus.

4K momaTKoBe JiKyBaHHS Ipu OpOHXialbHIM acTMi y mallieHTiB BikoM Bif 6 mo 14 pokiB i3
IIEePCUCTYIOYO0I0 aCTMOIO Bif] IETKOTO OO CEPENHBLOT0 CTYIEHSs, IKa HeJOCTaTHbO KOHTPOJIIOETHCS
iHTaNMAIiTHIME KOPTUKOCTEPOIlaMy, a TaK0XK IPX HeOCTaTHOMY KJTiHiYHOMY KOHTPOJIi aCTMH 3a
IIOIIOMOT 00 aroHICTiB B-agpeHOPeLeNITOPiB KOPOTKOI Ail, sIKi 3aCTOCOBYIOTh ITPX HEOOXiIHOCTI.

4K anbTepHaTHBHUM METO[ JIiKyBaHHS 3aMiCTh HU3bKUX [103 iHTaNSALIMHUX KOPTUKOCTEPOINiB
15 TAllieHTiB BiKOM Bif 6 10 14 pOKiB i3 IePCUCTYIYO00 aCTMOIO JIETKOTO CTYIIeHs, Y IKUX He
BiMidasy IPOTSATOM OCTAHHLOTO Yacy CeprO3HUX HamnafiB OpoHXialbHOI aCTMH, 110 OTPeOyI0Th
3aCTOCYBaHHS IepOpaNbHUX KOPTUKOCTEPOIMiB, @ TAKOXK SKi He MOXKYTh 3aCTOCOBYBATH iHTalAiNHI
KOPTHKOCTEePOiny (muB. po3min «Crocib 3aCTOCyBaHHS Ta [03M»).

[TpodinakTiKa acTMH, JOMIHYIOUYMM KOMIIOHEHTOM $IKOI € 6POHX0CIIa3M, iHOyYKOBaHUH
(GhisnYHMM HaBaHTaXXKEHHSM, V MallieHTiB BiKoM Bif 6 10 14 pokiB.

[TonermeHHss CUMITOMIB CE30HHOTO Ta LIJIOPIYHOTO aIeprivHoro puHity. OCKiIbKY KOPUCTH
BiJl 3aCTOCYBaHHSI MOHTEJIYKACTY Yy MHAIl€HTIB i3 ajlepriYyHuM PUHITOM MOXKE He IIePeBUILyBaTU PU3UK
BUHUKHEHHS IICUXOHEBPOJIOTIYHUX CUMIITOMIB (OUB. Po3min «OcoOMMBOCTi 3aCTOCYBaHHS»),
nikapceKumii 3aci6 MorTynap Kifc citif 3acTocoByBaTH K IpemnapaTt pe3epBy MallieHTaM i3
HeaJeKBaTHOIO BifiOBigO0 ab0 HETIEPEeHOCUMICTIO aTbTEPHATHBHOI Teparril.

IIpomunoka3aHHsA.

[TigBuiieHa YyTNUBICTh [0 OyAb-IKOTO 3 KOMIIOHEHTIB JTiIKAPCHKOTO 3aC00y.



B3aemodia 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodil.

MoHTenyKacT MOXHa IIpU3HavYaTH Pa30M 3 iHIIUMU JTiKapChbKUMU 3aco0aMu, 1110 3a3BUYal
3aCTOCOBYIOTHCS IJIsl TpodinakTUKU abo TPHUBAIOTO JTiKyBaHHS acTMU. [Ipu mocHifXKeHHi B3aeMOIil
MiX JTiKapCbKMMHU 3aco0aMy peKOMeH[I0oBaHa KJliHiuHa [03a MOHTE/IyKacTy He MaJjia 3Ha4HOT0
KJTIHIYHOT0 BIJINBY Ha (papMaKOKiHETHKY TaKMX JTiKapChKUX 3ac00iB: TeodisiH, mpeaHi3oH,
IIPeIHi30JI0H, ITepopaIbHi KOHTPALENTUBY (eTUHINECTPanion/HopeTUHAPOH 35/1), TepdpeHanuH,
OUTOKCHUH Ta BapdapuH.

Y narienTis, siKi omHOYaCHO npuiiManu ¢heHobapbiTa, IoIa i KPUBOIO «KOHIIEHTPAIlis - Yac»
(AUC) mnst MOHTENyKacCTy 3HUKYyBanacs npubnusno Ha 40 %. OCKibKM MOHTETYKacT
MeTaboi3yeTbcs 3a moromoroio CYP 3A4, 2C8 i 2C9, neobxinHo 6yTH 06epekHUM, 0COBIUBO 00
OiTey, IIpU 3aCTOCYBaHHI IIpernapaTy ogHo4acHo 3 ingykTopamu CYP 3A4, 2C8 i 2C9, nanpukap i3
denitoinom, penobapbitamom i pudaMminHOM.

HocnimKeHHS in vitro mokKasaH, 1[0 MOHTENIYKacT € MoTyKHuM iuribitopom CYP 2C8. ITpore mani
KJTIHIYHOT'0 JOCIi?KeHHs B3a€MOil TikapChKUX 3aC006iB, 10 BKII0YAId MOHTENTYKACT i PO3UTIiTa30H
(MapkepHuU# cyOCTpaT, IKUU IIpefCTaBIs€E TiKapCchKi 3acobu, 1m0 MeTabomi3yoThca nepeBaxuo CYP
2C8), moka3zanu, 110 MOHTenyKacT He € inribitopom CYP 2C8 in vivo. TakuM YMHOM, MOHTEIYKACT He
BIIJIUBAE 3HAYHOIO Mipoi0 Ha MeTabo01i3M miKapchKux 3aco6iB, 1110 MeTab0Ii3yI0ThCS 3@ IOIIOMOI'010
IbOTO (DepMeHTY (HalpUKJiIaf, MaKjIiTakCcey, PO3UTIIiTa30Hy Ta pelariiHiay).

[Tig vac mocmimXkeHs in vitro 6yI0 BCTaHOBIIEHO, 110 MOHTeNyKacT € cybcTpaTom CYP 2C8, MeHII010
Mipoio - 2C9 Tta 3A4. V nporeci KIiHIYHOT0 JOCTiAXKEeHHS B3a€MOil TiKapChKUX 3aco0iB i3
3aCTOCYyBaHHSIM MOHTeINyKacTy i reMdibpo3uny (inriditopa CYP 2C8 i 2C9) remdibpo3un migBuiiryBaB
CHCTEMHY eKCIIO3HIIil0 MOHTeNyKacTy y 4,4 pa3a. [Ipu ogHOYacHOMY 3aCTOCyBaHHi 3 reM(pibpo3unom
abo inmmMu notyxHUME iHribiTopamu CYP 2C8 Kopekia mo3u MOHTETyKacTy He OTpiOHa, aje
niKap MOBUHEH BPaxOBYBATHU IiABUILEHUN PU3UK BUHUKHEHHS IOOIYHUX peakii.

3a pe3ynbTaTaMU [OCHIAXKEHbD in Vitro, He 04iKyeThCd BUHUKHEHHS KJIiHIYHO BaXK/IMBUX B3a€EMOfiN i3
MeHIII noTyxkHuMH inribitopamu CYP 2C8 (nanmpukinap, i3 TpuMmeTonpumoM). OnHOYacHe
3aCTOCYBaHHSI MOHTEJTYKACTYy 3 iTpakoHa30510M, cuibHUM iHTiGiTopoM CYP 3A4, He mpuU3BOOUIO OO
iCTOTHOTO MiIBUIIIEHHST CUCTEMHOI €KCITO3UIlil MOHTEIyKacTy.

Oco6.1ueocmi 3acmocyeaHHsi.

[TarienTiB HEOOXIMHO TTOMIEPEIUTH, 1110 MOHTynap® Kigc mns nepopalbHOT0O 3aCTOCYBaHHS He CIIif
3aCTOCOBYBATH [JIg JIiKyBaHHS rOCTPUX HalaiB aCTMHU, a TaKOXK IIPO Te, 1[0 BOHU IOBUHHI 3aBXKOU
MaTy pu cobi BignmoBigHMM NiKapchKuii 3acib eKkcTpeHoi nomoMmoru. IIpu rocTpoMy Hamafi Ciif
3aCTOCOBYBATH iHTaNAIilHI B-aroHicTy KOpoTKOi Ail. ITarienTamM He0OXigHO STKHAWIIIBUIIIE
IIPOKOHCYJIbTYBATHCS 3 JIiKapeM y BUIAAKY, SKIIO IM 1moTpibHa Oinbia, HiXK 3a3BUYal, KiTbKIiCTh
iHTansIii f-aroHicTiB KOPOTKOI Ail.

He cnip mpoBoguTy pi3koi 3aMiHy iHTangIiiHUX ab0 mepoparbHUX KOPTUKOCTEPOIMHUX IIpelapaTiB
MOHTEJIyKacTOM.

HeMmae maHux, 9Ki MiATBEPAXKYIOTH, III0 NO3Y IEePOPaIbHUX KOPTUKOCTEPOIiB MOXKHA 3MEHIIIUTH IIPU
OIHOYaCHOMY 3aCTOCYBaHHI MOHTEIyKacCTy.



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 nooguHOKMX BUNAgKaX y Nali€HTIB, SIKi OTPUMYIOTh IPOTHACTMAaTUYHi 3aco06U, B TOMY YMCIIi
MOHTEIYKacT, MOXKe CIIOCTepiraTucsa CUCTEMHA €03UHOMIIiS, iIHKOIKM pa30M i3 K/IiHIYHUMY [IPOSBaMU
BaCKYJIiTy, 1110 BiIIOBigam0Th TakK 3BAHOMY CHHApPOMY Yapra - CTpocca, JliKyBaHHSA KO0
IIPOBOAMTLCS 3@ AOIIOMOTO0I0 CUCTEMHUX KOPTUKOCTEPOifiB. Taki Bulagku iHOAi Oy/iu OB’ A3aHi 3i
3MeHIIeHHsAM 0031 a00 BifMiHOIO Teparil KopTUKoCcTepoifamMu. IMOBipHICTE TOTO, IO @aHTArOHICTH
JIEUKOTPIEHOBUX PELIENITOPIB MOXKYTh OyTH IOB’3aHi 3 M0sIBOI0 cuHApoMy Yapra - CTpocca, He
MOXKHa crpocTyBatu abo nigTBepauTy. Jlikapi MOBKUHHI TaM’ATaTH NP0 MOXK/IUBICTE BUHUKHEHHS Y
TalieHTiB e03uHODisii, BACKYIITHOTO BUCUITY, TTOTipIIEHHS JIeT€HEeBOl CHUMIITOMATHKH, YCKIIaAHEHHS 3
00Ky cepus Ta/abo HelipomnarTii. [TalieHTiB, y SKMX BUHUKIIU TaKi CHMIITOMH, CJIifi IOBTOPHO
00CTEXKUTH i IePErIsHyTH IXHIO CXeMY JIiIKyBaHHSI.

JIikyBaHHSI MOHTEJIyKaCTOM He [la€ 3MOTHU MallieHTaM 3 aCIipruH3aJ1eXKHO00 aCTMOI0 3aCTOCOBYBaTHU
alleTUIICAJIIIIAIIOBY KUCJIOTY YH iHIII HECTEPOINHI MpoTU3amnajbHi 3aco6u.

[TOTTOMiKHi PEUYOBUHU:

Jlikapchkui 3acid MOHTYHap®KiJIC MmictuTh acnapTtam (E 951) - gxxepeno ¢deHinanaHiny, o aBise
He0e3IeKy AJIs XBOpUX Ha (PeHinKeToHypilo.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py0010.

BaeimHicmy. [TocnmigXeHHs Ha TBaprHAX He IEMOHCTPYIOTH IIKiIINBOTO BILJIUBY Ha BariTHICTH ab60
eMOpioHaIbHUM/PeTaTbHUN PO3BUTOK.

HasiBHi maHi 3 omy0miKoBaHUX ITPOCIIEKTUBHUX Ta PETPOCIIEKTUBHUX KOTOPTHUX HOCIiIXKeHb i3
3aCTOCYBaHHSIM MOHTEJIYKACTy BariTHUMU XiHKaMH, SIKi OI[iHIOIOTh 3HAUYYII BPO[AXKEH] Bafld y AiTeH,
He BCTaHOBUJIM PU3UKY, IIOB'SI3aHOTO 3i 3aCTOCYBaHHAM JliKapchKoro 3aco0y. HasiBHi focmifKeHHS
MalTh METOM0JIOTiYHi 00MeKeHHS, BKII0Yaloul HEeBEJIUKUY po3Mip BUOIPKH, B IeSKUX BUIagKax
peTpoCreKTUBHUM 30ip HaHuX, i HECYMiCHI I'pynu MOPiBHSAHHS.

Momntynap “Kifc cif 3acToCOByBaTH B Iepiofl BariTHOCTI JIKIIE 3a SBHOI HOTPEGH.

I'odyeaHHA 2py00to. [locnigKeHHS Ha LypaxX NPOAeMOHCTPYBaJH, 1[0 MOHTETyKaCT IPOHUKAE B
MOJI0KO. HeBifoMO, Y¥ BUBOOUTHCS MOHTENIYKACT ¥ TPYAHE MOJIOKO y XKiHOK.

MoHTenyKacT MOXKHa 3aCTOCOBYBATH B IePiofl TOOYBAHHS I'PYAIIO, TITBKY SKIIO 1I€ BBAXKAEThCS
0e3yMOBHO HEOOXiTHUM.

30amHicmb 8niueamu Ha weudKicms peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.



He ouikyeThbCs, 110 MOHTEJIYKaCT BIIMBAaTUME Ha 3[4AaTHICTh KepyBaTH aBTOTPAHCIOPTOM YU iHIIUMU
MexaHi3zMamu. [IpoTe fyxe PifKo MOBiJOMIISNIOCS PO COHIUBICTh a60 3alaMOpPOYEHHS.

Cnocid 3acmocyeaHHsi ma do3u.

Ins nepopanbHOTo npuiioMy. TabneTKu CIIif po3:KyBaTu Iepel KOBTaHHSIM.

Io3yBaHHS

[TarieHTaM 3 aCTMOI0 Ta aJepPriyHUM PUHITOM (CE30HHUM Ta IiNopiuHuM) HeoOXigHO mpuiiMaTi 1
TabneTKy XKyBanbHy 10 5 Mr 1 pa3 Ha m006y. [IJ15 MonerineHHs CUMIITOMIB aJIepridvHoro pUHITY 4ac
npuioMy minbupaioTh iHAUBIIyaTbHO.

Ins miKyBaHHSI aCTMU [03a [JIg [iTel BikoM Big 6 mo 14 pokiB cTaHOBUTE 1 TabneTka xyBabHa (5
Mr) Ha o6y, BBeuepi. [Ipenapat ciif mpuiiMaTy 3a 1 roguHy [0 inu abo yepes 2 TOOUHY MicIs iU,
HeMmae HeoOXimHOCTI B KOpeKIIil 03 O 1i€i BiKOBOI I'PYIIH.

3arasbHi peKoMeHaIrii

TepanmeBTUYHUY BIIJIMB MOHTE/IYKACTy Ha ITOKA3HUKYU KOHTPOJII0 aCTMH HacTae yIpomoBxk 1 moou.
[TamienTaM crig peKoOMeHAyBaTH NPOOOBKYBaTH IPUUMATH MOHTE/IYKacCT, HaBiTh SKIIO OOCATHYTO
KOHTPOJII0 aCTMH, a TaKOXK y IepioAu 3arOCTPEHHS aCTMU.

HeMmae HeoOximHOCTI B KOpeKIIii 03K OJ1s MallieHTiB i3 nmopymeHHAMHT GYHKIIII HUPOK abo 3
opylIeHHAMH (YHKIIil Te4YiHKU Bif T€TKOTO0 10 CEPEeIHbOT0 CTyNeHs TAXKKOCTi. HeMae maHux mopmo
NAlli€HTIB i3 MOPYLUIEHHSIMU (PYHKI1 MEYiHKYU TAKKOTO CTyNeHs. [103yBaHHS [JIs XJIOMYHUKIB i
OiBYaTOK OOHAKOBE.

K anbmepHamueHull Memood AiKy8aHHA 3aMiCMb HU3bKOO0308UX IH2AAAUIUHUX KOpMuUKOocmepoioie
npu nepcucmyryil acmmi 1€2K020 CMyneH.

MoHTenyKacT He peKOMEeHIOBaHUM K MOHOTepaIlis OJId Malli€HTiB i3 IePCUCTYIY00 aCTMOI0
CEepemHbOTO CTyIeHs. 3aCTOCYyBaHHS MOHTEIYKACTy K aJlbTePHATUBU HU3bKOJ030BUM IHTaIgLiiHUM
KOPTHKOCTEPOIaM IiTSIM BiKOM Biff 6 0o 14 pOKiB i3 MepCUCTYI0Y0I0 aCTMOIO JIETKOTO CTYIIeHs CIIif
PO3TTIAAaTH TiIbKY [JId NAlli€HTIB, V IKWX 3a OCTaHHIN Yac He 0yJ10 cepiio3HUX HalafiB aCTMH, 110
BMMarajiay 3aCTOCyBaHHS ITepopaJbHAX KOPTUKOCTEPOIAiB, i IKi He MOXKYTh 3aCTOCOBYBaTH
iHransauiiHi KopTUKOCTEPOiau (OuB. po3mdin «Iloka3saHHsS»). [lepcucTyodya acTMa JIETKOTO CTYIIEHS
BU3HaYeHa K BUHUKHEHHSI CUMIITOMIB aCTMM 4acTiiie 1 pa3y Ha TUXKOeHb, ajne piame 1 pady Ha
no0y, BUHUKHEHHST HiYHUX CUMIITOMIB YacTille 2 pa3iB Ha MicsIlb, aje pifire 1 pa3y Ha TUXKOEHD,
HOpMaJibHa (PYHKIIid JIeTeHiB y Iepiogax MiX emizofgaMu. fAKIO JOCTaTHBOTO KOHTPOJIIO aCTMHU He
IOCATHYTO, ¥ ITOfalbIIoMy (3a3BHYall YIIPOMOBXK 1 MicsIid) CIlif BU3HAUUTH HEOOXiMHICTh JOaTKOBOI
abo iHII01 TpoTH3ananbHOl Tepallii, I'PyHTYIOUNCh Ha MOCIiOBHIN cUCTeMi TiKyBaHHS acTMHU. CIIif
IIepiOANYHO OLIHIOBAaTH CTaH IMaLli€HTIB 100 KOHTPOJII0 aCTMHU.

3acmocyeaHHs MOHMeAyKacmy 3dAeX4CHO 8i0 iHW020 AiKYy8aHHS dCMMU.

Konu MOHTeNyKacT 3aCTOCOBYEThCS SIK IOAATKOBA Tepalis [0 iHTalsAliiHUX KOPTUKOCTEPOILiB, He
CJIif pi3Ko 3aMiHIOBATH HUM iHTaNAIiNHI KOPTUKOCTEPOoiou (IuB. po3min «OcoO0IuBOCTi
3aCTOCYBaHHA»).



Himu.

Besneka Ta epeKTUBHICTh 3aCTOCYBaHHA JiKapchkoro 3acoby Montynap® Kific, KyBanbHi TabneTku
10 5 MT, OiTAM BiKOM [0 6 POKiB He BCTaHOBIEHI. [IpenapaT 3aCTOCOBYIOTh AiTAM BiKOM Bif 6 mo 14

POKiB.

Ilepedo3yeanHns.

Y mportieci mocmimKeHb XPOHIYHOI aCTMU MOHTEJTYKACT IpU3Havanu y go3ax mo 200 mMr Ha moby
OOPOCIUM TaIliEHTaM IPOTITOM 22 TUXKHIB, a IPU KOPOTKOYACHUX AOCTimKeHHIX - 1o 900 Mr Ha
o0y npoTsAroM MpubIU3HO ONHOTO TUKHS, KJIIHIYHO 3Ha4ymli T0o0iyHi peakuii Oynu BinCyTHI.

[Ipu moCcTMapKETUHIOBOMY 3aCTOCYBaHHI Ta IIif] Yac KJIIHIYHUX OOCIIIAXKEeHb HaXOAUIIN

IIOBIOMJIEHHS IIPO [OCTPe Nepefo3yBaHHA IIperapaToM MOHTenyKacTy. Lli gaHi BKIYaIu IpuioM
mpenaparty JOPOCIUMH Ta OiTbMHU B [03aX, 110 nepeButnyoTs 1000 Mr (mpubausHo 61 Mr/KT y IUTUHU
BikoM 42 micsiri). OTpumaHi KiiHiuHi i mabopaTopHi maHi BigmoBigamu mpodinto 6e3mekn y JOPOCIuX
TalieHTiB i miTed. Y 6inbinocTi BUMagKiB nepego3yBaHHs Mpo No0iyHi peakilii He TOBiqOMIISITIOCH.

Cumnmomu.

Haituacrimme crmocTepiranucs mobiuHi peakiiii, 1o BigmoBimanu mpodinio 6e3meky mpemnaparty Ta
BKJIIOYasy Oifib ¥ )KUBOTi, COHNUBICTb, CIIpary, rojoBHUM Oifib, 6I0BaHHS Ta IICUXOMOTOPHY

TinepakTHUBHICTb.

JIiKy8aHHA.

CrerrianbHoi iH(poOpMalliil Iogo MiKyBaHHS ITepego3yBaHb MOHTEyKacTOM HeMa€e. HeBimomo, uu

BHBOIUTHCSI MOHTEIYKACT 3@ [I0IIOMOI'00 IePUTOHEeATbHOT0 Aiaidy abo remomianmisy.

ITobiuni peakuii.

MoHTenyKacT OL[iHIOBaBCA IIifl Yac KIiHIYHUX OOCTiXKeHb: TaOIeTKU XKyBabHi 110 5 MI

3acTocoByBanu npubnusno 1750 miTsam BikoM Bim 6 mo 14 pokis.

Y xopmi KmiHIYHUX OOCHimXKeHb HUXK4Ye3a3HaueHi mo0iuHi peakiril crmoctepiranucs gacto (Big = 1/100
mo < 1/10) y natieHTiB, siKi OTpUMyBasu JTiKyBaHHS MOHTEIYKACTOM, @ TaKOXK 3 OibIII0I0 YaCTOTOO,
HiX y TallieHTiB, SKi OTPUMyBaJIH JiKyBaHHS I1a1e0o.

Tab6muig 1

CucteMu oprasis

[liTy BikoM

Big 6 Mo 14 pokiB

(omHe 8-TuxkHeBe gocaimxeHHs; n = 201)
(mBa 56-THXHEBUX OOCIIIXeHHs; n = 615)

[TopyuieHHS 3 60Ky HEPBOBOI CHCTEMU

['o10BHUH Oib

[Tig yac KIiHIYHYUX OOCTIXKEHb IPU MIPOJIOHTOBAHOMY JTiKyBaHHI 06MekeH0i KilTbKOCTi JOpoCIux
TIAIiEHTIB YIIPOIOBXK 2 POKIB i miTe# BikoM Bix 6 mo 14 pokiB ynpomosxk 12 micsiiB mpodins 6e3meku



He 3MIiHIOBaBCH.

[TocTMapKeTUHTOBUY TIepion

[ToGiyHi peaxiiii, mpo SIKi MOBiJOMIISANIOCH ¥ TOCTMAPKETUHTOBHM 1epiof], BKa3aHO 3TifHO 3 KJlacaMu
CHCTeM OpraHiB i 3 BUKOPUCTAHHSM CIelliaIbHUX TePMiHiB y Tabnuii 2. YacToTa Bu3HadYeHa 3TigHO

OaHUX KIIHIYHUX OOCIiIXKEeHb.

M’SI30BO1 CUCTEMHU i CIIONTyYHOI
TKaHUHU

M’SI30Bi ClIa3Mu

Kjac cucteM opraHiB [To6iuHi peaxiii YacTtoTa*
[H}eKIil Ta iHBa3il [H}eKI] BepxXHixX guxanbHuX mgaxis** |yxe dacTo
[TopyiuieHHS 3 00Ky CUCTEMHU [TeHOeHIlis 10 IOCUIEHHSI Pigko
KPOBi Ta NMiM(paTUYHOI CUCTEMU |[KPOBOTOUMBOCTI

[TpOMOOIMTOTIEHIS [lyKe pigKo
[TopymenHs 3 60Ky iMyHHOI Peaxkil rinepuyTauBOCTi, B TOMy uncii [HedacTo
CUCTEMU aHa(inakcis

EosuHobinbHa iHQinbTpanis nevinku  |[lyxe pigko
[TopymieHHs 3 00Ky ICUXIKA [TopyueHHs cHy (y TOMy 4uCIi HiYHI HeugacTto

bkaxy, 0e3COHHS, COMHaMOy1i3M),

TPUBOXKHICTb, aXXKUTallis (BKIOYAYU

arpecuBHY MTOBEIiHKY ab0 BOPOXKICTh),

mernpecis, ICUXOMOTOPHA

rimepakTUBHICTH (BKIIIOYAKOYU

MpaTiBIKUBICTh, HECIIOKIH, TpeM0p§)

[TopyleHHS yBary, NOTiplIeHHs Pinko

T1aM’siTi, TUK

[anmomnuHaliii, me3opieHTaris, [lyxe pigko

CyllMgasabHiI OyMKU Ta [IOBEfiHKa

(cyinmpanbHiCTh), 00CECHBHO-

KOMITYJIbCUBHI po3napu, guchemis
[TopyiieHHSsT 3 60Ky HEPBOBOI 3armaMoOpOYeHHSsT, MIISIBICTB, HeuacTto
CICTEMHU [mapecTesis/rinecresis, CyLoMu
[TopyuieHHSsT 3 60Ky Ceplis [ManpoiTanis Pinko
[TopymenHs 3 60Ky guxanbHoi  |HocoBa KpoBoTeuda Heuacto
CHCTeMH, OPraHiB rpyAHol KIiTKH|Curapom Yapra - CTpocca (muB. pospin [Myzxe pimko
1 CePenOCTIHHSA «Oc0o0IMBOCTI 3aCTOCYBaHHS»),

TereHeBa €03MHOPIiTis
[TopyuieHHs 3 00Ky HIUTYHKOBO-  |Jiapes***, Hymora***, 6GmoBaHHS*** JacTo
KHMIIIKOBOT'O TDAKTY CyXiCTb y POTi, JUCIHENCis HeuacTto
[TopymieHHs 3 OOKY [linBullleHHS PiBHSA TpaHCcaMiHa3 acTto
remaToOimiapHOi cucTeMu cupoBaTku (AJIT, ACT)

[enaTuT (BK/IIOYAO4M XojecTaTuyHe, |[dyXe pigko

rernaToLeTiIsIpHe Ta 3MilllaHe

ypaXKeHHs IeYiHKN)
[TopyiuieHHSs 3 00Ky LIKipH i BucunaHHI*** JacTto
MiKIPHAX TKaHWH ['eMaToMa, KPONIMB THKA, CBEPOiK HeuacTto

AHTiIOHEBPOTHYHMME HaOPAK Pinko

By3nukoBa epuTeMa, MynbTuopMHa  |[yXe pigko

epuTteMa
[TopyiieHHS 3 00Ky KiCTKOBO- ApTparnrisi, Mianris, BKIO4Yadu Heuacto




[TopyiieHHS 3 00Ky HUPOK Ta EHype3 y miten HeuacTo
CEYOBUBIJHUX IIIAXIB
3arasbHi po3nmanu i mobivxi [Tipekcig*** HacTo
peakliii, BUKJIMKaHi TPHIOMOM
TikapChKOT0 3ac00y

*JacToTa BU3HAYeHA 3TiAHO 3 YaCTOTOIO IOBimOMIIeHD Y 0a3i JaHUX KITIHIYHUX JOCITiIXKeHb:
nyxke dacTto (=1/10), gacro (Big =1/100 go <1/10), HeuacTo (Big =1/1000 mo <1/100), pigko (Big
=>1/10000 mo <1/1000), myxe pigko (<1/10000).

** s mobiuHa peakllis CIOCTepiragacs 3 4aCTOTOIO «AyKe YacTo» y Malli€eHTiB, SKi
3aCTOCOBYBAI MOHTEJIYKACT, @ TAKOXK Y MAIli€HTIB, SKi OTPUMYBaIH I1alebo, mig yac KIiHiYHuX
NOCIIiIXKEHb.

R+ 151 mobOiyHa peakilisi criocTepiranacs 3 4aCTOTOI «4acTO» y MAIliEHTIB, sIKi 3aCTOCOBYBau
MOHTEJIYKacCT, a TAaKOX Y MallieHTiB, AKi OTpUMYBau miauebo, mif yac KITiHIYHUX JOCITioXKEeHb.
[l mo6iyra peakiisi cocTepiranacs 3 4aCTOTOK «PigKO».

AcTeHis/BTOMa, He3nykaHH4, HaOpak |Hewacto

3BiTYBaHHS PO HiT03pIOBaHi MOOiYHi peakirii

3BiTyBaHHS NIPO Iif03pI0BaHi MOOIUHI peakilil micas peecTpatii TikapchKoro 3aco0y Ma€ BaxkKJIuBe
3HauyeHHs. Lle mae 3Mory 3pificHIOBaTU 0e3nepepBHUN MOHITOPUHT CIiBBIIHOIIEHHS PU3UK/KOPUCTD
3aCTOCYBaHHS JIikapchbKoro 3acoby. KpamihikoBaHux mpaliBHUKIB y chepi 0XOPOHU 3[MOPOB’SI TPOCATH
3BiTyBaTH IIpo Oy/b-gKi Mio3pioBaHi HebaxaHi peakilil BiilIOBiAHO 00 JT0KaIbHOI CUCTEMH 3BiTHOCTI.

Tepmin npudamHocmi.

3 POKH.

YmMmoBH 30epiranssi.
30epiraTtu B OpuriHaabHiY yIaKOBIi IpU TeMIepaTypi He Buile 25 °C.

30epiratu y HEJOCTYIIHOMY OJIS OiTel MiCIi.

YnakosBka.

[To 10 Tabnetox y 6ricTepi, mo 3 abo mo 9 GicTepiB y KAPTOHHIN yIIaKOBIIL.

Kareropis Bignycky.

3a pelemnToM.

BupoOHHUK.

Kycywm Xentxkep [IBT JITH/



Kusum Healthcare Pvt Ltd.

Micue3HaxoaKeHHsI BHPOOHHKA Ta ajjpeca MicIsi MPOBaIKeHHsI HOT0 Tis/IbHOCTI.

[Trnot Ne M-3, Inmop Cnemen Ikornomik 3oyH, ®eus-1I, ITitammnyp, [lict. [Ixap, Manxss I1pagern, I[Tin
454774, Tagis/

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



