Ckian

Oitoua pevyosuHd: MOHTeyKacT HaTpito (montelukast sodium);

KoxxHa TabseTka )KyBajibHa MiCTUTh MOHTEJIYKaCcTy HaTpilo y IepepaxyBaHHi Ha
MOHTEJIYKacCT D5 MT;

OONOMIJCHI peuoB8uHU: LIeII0I03a MiKkpokpucTanigyda (PH 112),
TiOpPOKCHUIIPOMINIENTI0JIo3a, HaTPilo KpOCKapMeJsio3a, 3ajli3da okcum yepBoHui (E 172),
acnaptaMm (E 951), apomaTtusatop «Bumas 501027AP0551», manit (E 421), marHiio
cTeapar.

JIikapcbKa ¢opMma

TabmeTKu KyBajbHi.

OcHOoBHI (pi3uKo-xiMiuHi 81acmMuB0oCMi: KPYTJIi ABOOMYKJIi TaGIeTKU Bif CBIiTIIO-
POIKEBOT0 10 POKEBOI0 KOJILOPY 03 000JIOHKY 3 HasSBHUMHU BKPAIJIEHHSIMH, TIAIKi 3
000x OOKiB.

dapMaKoTepaneBTHYHA I'Pyla

3acobu [OJid CUCTEMHOI'O 3aCTOCYBaHHS ITPU OOCTPYKTUBHUX 3aXBOPIOBAHHSIX
OuXaJIbHUX MIISAXiB. AHTArOHiCTH JIEMKOTPIEHOBUX PELIENTOPIB.

Kog ATX R0O3D CO03.
®dapMaKoJI0riuHi BJ1acCTUBOCTI

dapmaxkoduHamika.

Lucreininneukorpiernu (LTC 4 LTD n LTE 4) € TIOTYKHUMU eMKO3aHOoiJlaMH1 3allajieHHs,
110 BUOINIAIOTECS PI3HUMU KIIITUHAMY, Y TOMY YHCIIL OIaCUCTUMU KIIITUHAMU Ta
eo3unHo(pinamu. 1li BaK/IuBi IpoacTMaTU4YHiI MeaiaTOpH 3B’ A3yIOThCS 3
LUCTEelHIINMenKoTpieHoBuME pellentopaMu (CysLT), HagsBHUMHU B OMXaJIbHUX IIIJIIXaX
JIIOAVHY, i BUKJIMKAIOTh TaKi peakiiii 3 00Ky OUxXalbHUX HIIAXiB, SK OPOHXOCIIa3M,
CeKkpellisi CIu3y, TiABUIIIEeHHS ITPOHUKHOCTI CYOMHHOI CTiHKHY i 30i/TbIIIeHHS KiTbKOCTI
€03nHODIITIB.

MoHTeyKacT IIpU IIepopajibHOMY 3aCTOCYBaHHI € aKTUBHOIO CIIOJIYKOIO, IKa 3
BHMCOKOIO BUOIPKOBICTIO i CIIOPigHEHICTIO 3B’ SI3YETHCS 3 CYSLTl-peI_IeHTOpaMI/I. 3rigHo 3
KIiHIYHUMH OOCITiIXKEeHHSIMU, MOHTEIYKACT y M03i 5 MI IpUTrHiuye OpoHXOCHa3M,
BUKJINKaHUU iHransamiero LTD 4 BporxogunaTalis CIOCTepiraeTbCAa YIPOOOBXK 2 TOOUH



ITicJIsI mepopasibHOTO 3acTocyBaHHsA. llelt epekT OyB amuTUBHUM [0 OPOHXOOMIIATAlTil,
CIIPUYMHEHOI B-aroHicTaMu. JIiKkyBaHHSI MOHTEIYKaCTOM IIPUTHIYYBaJlo IK PAaHHIO, TaK
i mi3HIO ha3u OPOHXO0OCTPYKILil, CHPUYNHEHOI aHTUTE€HHOIO CTUMYJISIIIELO.
MoHTeNnyKacT MOPiBHSHO 3 IJialle00 3MEeHIIIY€E KinbKiCTh €03uHO(DiniB nepudeprunaHol
KPOBi Y HOPOC/IUX IAli€HTIB Ta OiTeU. Y ImIpolleci OKpeMOoro AOCHIAXKEeHHs IPUKUOM
MOHTENYKAaCTy 3Ha4YHO 3MeHIIyBaB KibKiCTh €03MHOMIIIIB ¥ AMXaIbHUX HINIsIXaXx (3a
BUMipaMH1 Y MOKPOTHHHIi). Y HOPOCIHUX IAlli€HTiB i miTel BikoM Big 2 mo 14 pokiB
MOHTEJIYKACT IIOPiBHSHO 3 I/1alie00 3MEHITYE KiTbKiCTh e03uHO0GiNiB nepudepuyHoi
KPOBI Ta IIOKpaIlly€e KIIHIYHUNM KOHTPOJIb aCTMHU.

dapmakoKiHemuka.

Abcopbuis

MoHTenyKacT HIBUAKO BCMOKTYEThCS MiCJIA IepopaibHOro npuromy. Ilicmos
3aCTOCYBaHHSI HOPOCJIMMU HaTIe TabJIeTOK, BKPUTHUX ITJIIBKOBOIO 000JI0HKOIO, 10 10 Mr

cepenHs MaKcuUMaJlbHa KOHIleHTpalisa (C ) y II1a3Mi KpoBi gocsaranacs depes3 3

max
TOOUHU (Tmax)' CepepnHs 6i0IOCTYIIHICTh IPY II€POPAIbHOMY 3aCTOCYBaHHi CKIazae

64 %. BkMBaHHS 3BMYalHOI 12Ki He BIIZIMBAJIO Ha 6iogocTymnHicTh i Ha C nmpu

max
repopajibHOMY 3acTocyBaHHi. be3mneka i epekTuBHiCTL Oynu MiOTBEepPAXKEH] Mg yac
KJTIHIYHUX [OCHiIXKeHb IPU 3aCTOCYBaHHi TabIeTOK, BKPUTHUX IIJIiIBKOBOIO 0O0IOHKOIO,

o 10 Mr He3alekHO BiJl 4aCy BXKMBaHHS 1XKi.

115 TaGmeToK XKyBaJlbHUX 10 5 MT ITOKa3HUK CmaX Yy HOPOCJIUX JOCAraBCs yepes 2
TOOUHU ITicJig mpurioMy Hatine. CepenHs 6i0mOCTYIHICTD ITPU ITepopaibHOMY
3acTocyBaHHI ckiagae 73 % i 3HUXKYETHCA 00 63 % mpu npuitoMi 3i CTaHOZapPTHOIO
1XKero.

[Ticnst mpuiioMy HaTile TabIeTOK KyBaJlbHUX 10 4 MT' ¥ AiTel BikoM Big 2 g0 5 pokKiB
IIOKa3HUK CmaX OOCSITAETHCS Yepe3 2 TOOUHMU ITiC/Is MPUNOoMY JIiIKapChbKOT0 3aco0y.
CepenHe 3HAYEHHSA CmaX Ha 66 % BulIlle, a cepenHe Cmin HUXKYe, HiXK Y OOPOCIUX
micss npurioMy TabneTok 1mo 10 mr.

Po3noodina

[Tonapg 99 % MOHTENyKacTy 3B’SI3YETHCS 3 OimKaMu ma3mMu KpoBi. O6’eM po3nominy
MOHTEJIYKaCTy y CTalliOHapHii ¢a3i y cepefHbOMY CTaHOBUTH Bif 8 mo 11 miTpiB. ¥
IIpoILleCi OOCIiAXKEeHb Ha IIypax i3 3aCTOCYBaHHAM PagiOaKTUBHO MiYE€HOI 0O
MOHTEJIYKaCTy ITPOXOAXKEeHHS Yyepe3 reMaToeHIiedaniunui 6ap’ep 0yno MiHiMaTbHUM.
KpiMm Toro, y BCix iHIIMX TKaHWHaX KOHIIEHTPAllil T03HaYeHOTr0 pagioi30TOIIoM
MaTepiany depe3 24 TOOWHU ITiCJIA IPUHMOMY JO03U TaKOXK BUSIBUJIMCSA MiHiMaJIbHUMHU.

Memaboaizm




MoHTenyKacT akTUBHO MeTabomni3yeThces. [1im yac mocmimkeHpb i3 3aCTOCYyBaHHSIM
TepaleBTUYHUX 03 KOHIIeHTpPallii MeTaboJIiTiB MOHTENIyKaCcTy y CTallioHapHOMY CTaHi
Iyj1a3MHU KPOBI1 y JOPOCJIUX 1 MAlllEHTIB JUTSAYOr0 BiKy He BU3HAYAKTHCH.

Lutoxpom P450 2C8 € ocHOBHUM (epMeHTOM y MeTaboini3aMi MoHTenyKacTy. Kpim
toro, uutoxpomu CYP 3A4 i 2C9 BimirpatoTh He3HAYHY POIb y MeTab01i3Mi
MOHTEJIYKACTy, Xo4a iTpakoHa30J (inriditop CYP 3A4) He 3MiHIOBaB
dbapMaKOKiHETHYHI TOKa3HUKU MOHTEJIYKACTy Y 3TOPOBUX NOOPOBOIBIIIB, SKi
orpumyBanu 10 M MOHTENyKacTy Ha go0y. 3rigfHO 3 pe3yabTaTaMHu OOCIiIXKEHb in
Vitro 3 BAKOPUCTaHHIM MIKPOCOM IEYiHKHU JIIOAUHYU, TepaleBTUYHI I1J1a3MOBI
KOHIIeHTpallil MOHTENyKacTy He IIPUTHiuyoTh mutoxpomu P450 3A4, 2C9, 1A2, 2A6,
2C191 2D6. YuacTe MeTalOIiTiB ¥ TepalleBTUYHIN [il MOHTETYKaCTy € MiHiMaIbHOIO.

BuseoeHHsAa

KnipeHc MoHTeJIyKacTy B mjia3Mi KPOBi y 3[OPOBUX OOPOCIUX HOOPOBOJIBIIB Y
cepegHbOMYy CTaHOBUTH 45 MJ1/xB. Iliciis mepopasbHOr0 IPUUOMY MOHTEJIYKacCTy,
MideHOro i30tornoM, 86 % BUBOOUTHCA 3 KaJIOM IIPOTATOM 5 OHIB i meHIte 0,2 % - i3
cedelo. Y CyKymHOCTi 3 6i0JOCTYIIHICTIO MOHTEIYKacCTy IIPU IepopaibHOMY
3aCTOCYBaHHI 11el (aKT BKa3ye, 1110 MOHTENYKACT i 1oro MeTaboIiTh Maike IOBHICTIO
BUBOJSATHCS 3 XKOBUIO.

dapMakoKiHemuKa y pi3HuUx 2pyn nauieHmis.

I maiieHTiB i3 mopyieHHIMHU QYHKITII ITe4iHKM JTerkoro abo cepemHbOro CTyIeHs
TS2KKOCTI KOPEKIIisl mo3M He MoTpibHa. [locimigXKeHHs 3a y4acTIO MallieHTIB i3
MOPYIIEHHAMHU PYHKII1 HUPOK He ImpoBoausu. OCKiIbKA MOHTEJIYKacT i oT0
MeTabOoJIiTH BUBOOSATHCS 3 JKOBYI0, KOPEKIIisd MO3H OJIs MAIliEHTIiB i3 MOPYIIIeHHIMHI
dyHKIIIl HUPOK He BBaXKa€ThCsA He0oOXimHo0. [laHUX PO XxapakTep ¢papMaKOKiHETUKHT
MOHTEJIYKaCTy y HaIli€HTIB i3 Ie4YiHKOBOIO HEOOCTATHICTIO TSXKKOT0 CTyIlleHs (moHan 9
OaniB 3a mKkanorw Yaunga - [1'10) HeMae.

[Tpu npuriomi BeIUKUX 03 MOHTeNyKacTy (1o B 20 Ta 60 pa3iB mepeBuillyBaau 03y,
pPEeKOMeHO0BaHy [JI1 HOPOCIINUX) CIIOCTEPIrasocsa 3HUXKEHHS KOHIIeHTpallil Teoisiny y
ma3mi Kposi. Lleil eeKT He cnocTepiraeThbCs Npu MPUOMi peKoMeHaoBaHol o3u 10
Mr 1 pa3 Ha [o0y.

IToxa3zaHHSA

e fK momaTKOBe JIiKyBaHHS NpU OpOHXia/bHIM acTMi y MalliEHTIB BikoM Big 6 mo 14
POKIiB i3 IIEPCUCTYIOYOI aCTMOIO Bifl IETKOr0 OO CEPEOHbOT0 CTyIEeHs, IKa
HeOOCTaTHbO KOHTPOJIIOETHCS IHTalaIiHUMUA KOPTUKOCTEPOIAaMy, a TaKOXK IIpHU
HeJOCTAaTHbOMY KJIiHiYHOMY KOHTPOJIi aCTMHU 3a AOIIOMOTOI0 arOHICTiB B-



aIpeHopeleInTOPiB KOPOTKOI fil, SKi 3aCTOCOBYIOThH IPU HEOOXigHOCTI.

e K anbTEepPHATUBHUM METO[N JIIKYBaHHS 3aMiCTh HU3bKUX 03 IHTaIALIMHUX
KOPTUKOCTEPOIAiB OIS HalliEHTIB BiKOM Bifl 6 mo 14 POKiB i3 IEePCUCTYIOY0I0
aCTMOIO JIETKOTO CTyIEeHs, Y IKUX He BigMidasii IPOTSATrOM OCTaHHBOTO 4Yacy
CepHo3HUX HamaaiB OpoHXiaTbHOI aCTMH, 110 TOTPEeOYIOTh 3aCTOCYBaHHSA
ImepopalbHUX KOPTUKOCTEPOIiB, a TAKOXK SIKi He MOXKYTh 3aCTOCOBYyBaTH
iHranguiiHi KopTUKoCcTepoinu (AuB. po3Ain «Crocib 3acTocyBaHHS Ta OO3U»).

e IIpodinakTHKa aCTMHU, JOMIHYIOUMM KOMIIOHEHTOM SKOI € OPOHXO0CIIa3M,
IHOyKOBaHUU (pi3UYHMM HaBaHTaXXKEHHSM, y IAlli€HTIiB BiKkOoM Bif 6 0o 14 pokKis.

e [lonermieHHss CUMIITOMIB CE30HHOTO Ta LIIJIOPIYHOIO aJIEPriyHOr0 PUHITY.
OCKIJIBKY KOPHUCTH Bill 3aCTOCYBaHHSI MOHTEJIYKaCTy V ITAlli€HTIB i3 ajleprivium
PHUHITOM MOXKe He IIepeBUlllyBaTH PU3UK BUHUKHEHHS [ICUXOHEBPOJIOTIYHUX
cuMIITOMIB (OUB. po3mist «OCcoOIUBOCTI 3aCTOCYBaHHS»), JTiIKapChbKUM 3acid
MOHTYJ'Iap®KiJIC CJIiI 3aCTOCOBYBATH SIK IIpelapaT pe3epBy IallieHTaM i3
HeaJeKBaTHOIO BimmoBiagio abo HeIepeHOCUMICTIO aJlbTePHATUBHOI Tepail.

IIporunoka3aHHs
[TigBuIleHa Yy TAUBICTH OO OyOb-IKOT0O 3 KOMIIOHEHTIB JiKapChKOTO 3aco0y.
B3aemonisi 3 iHONIHMH JTiKapChbKHMH 3aC00aMHu

MoHTenyKacT MOKHa IIpU3HavYaTy Pa30M 3 iHIIMMU TiKapChbKUMU 3acobaMu, II10
3a3BUYai 3aCTOCOBYIOThCS HJs MpodinakTukyu abo TpUBaJoro JIiKyBaHHS acTMu. [Ipu
OOCIiAXKEeHH] B3aEMO/Iil MiXK JIiKkapchKUMHU 3acobOaMu peKoMeH[0BaHa KJliHiuHa [03a
MOHTENIYKaCTy He MaJjla 3HaYHOI'O KJTIHiYHOTO BILJIMBY Ha PapMaKOKIHETHUKY TaKUX
JIiKapCchbKuX 3aco0iB: TeodiniH, IpeaHi30H, IPenHi30/I0H, ITepopalbHi KOHTPALelITUBYU
(eTuHinecTpamion/HopeTuHapoH 35/1), TepdeHagnH, OUTOKCUH Ta BapdapuH.

Y natuieHTiB, sIKi omHOYAcHO npuiiManu gpeHobapOiTas, MoIla I KPpHUBOIO
«KOHIIeHTpallisa - 4ac» (AUC) mjia MOHTeNnyKacTy 3HUXKYyBaacs npubnusxao Ha 40 %.
Ockinbku MoOHTenyKacT MeTabosisyetbcss CYP 3A4, 2C8 i 2C9, HeobximHO OyTH
o0epexXHUM, 0COOIUBO MIOMO HOiTel, MPU 3aCTOCYBaHHI IIpenapaTy OgHOYaCHO 3
inmykTopamu CYP 3A4, 2C8 i 2C9, nanpuknap i3 ¢peHiToiHoM, peHOOapbiTamom i
pudaMITiHOM.

IocmigzkeHHs in vitro mokasaiu, 110 MOHTEIYKACT € MOTyKHUM iHriditopom CYP 2C8.
[TpoTe maHi KITiHIYHOTO JOCTimKEeHHS B3a€EMOZII JTiKapChKUX 3ac00iB, 1110 BKIIOYaIN
MOHTEJIYKACT i pO3UriliTa3oH (MapKepHUu cyoCcTpaT, SKUM IIPenCcTaBiIs€ TiKapCchKi
3aco0u, 110 MeTaboni3yioTbes nepeBaxkHo CYP 2C8), nmokazanu, 1110 MOHTEJIYKacCT He €
inridiTopom CYP 2C8 in vivo. TakuM 4MHOM, MOHTEJIYKaCT He BIJIMBA€E 3HAYHOIO
Mipoio Ha MeTa0b0J1i3M JIikapChbKUX 3aco0iB, 1110 MeTabo0/Ii3yI0ThCS 3a OOIIOMOT0I0 IIbOTO



(epMeHTy (HanmpuKian, MakKjIiTaKCelly, pO3UTJIiTa30HY Ta penariiHimy).

[Tim vac mocmim»keHsb in vitro 6y10 BCTAHOBJIEHO, 110 MOHTENyKacT € cyocTpatoM CYP
2C8, meHI010 Mipoio - 2C9 ta 3A4. Y npoiieci KIiHIYHOTO OOCIIOXKEeHHS B3a€EMOIil
JIiKapChbKUX 3aco0iB i3 3acTOCyBaHHSIM MOHTENYKacCTy i remdiopo3uny (inriditopa CYP
2C8 i 2C9) remdpibpo3un migBUIllyBaB CUCTEMHY €KCIIO3UIIiI0 MOHTENyKacTy y 4,4
pa3a. [Tpu omHOYacHOMY 3aCTOCYBaHHI 3 reM@piOpo3uioM abo iHITUMU TOTYKHUMHU
inridiTopamu CYP 2C8 KopekKIlisi 1031 MOHTEIYKACTy He MOoTpiOHa, aje JIiikap mOBUHEH
BPaxXxOBYBATH MigBUINIEHUN PU3UK BUHUKHEHHS ITOOIYHUX peakiliii.

3a pe3yibTaTaMu OOCIIAXKEHE in Vitro, He 04iKyEThCS BUHUKHEHHS KIIIHIYHO
BaKJIMBUX B3a€EMOiN i3 MeHIII MOTYKHUMHU iHTiOiTopamu CYP 2C8 (namnpukiap, i3
TpuMeTonnpuMoM). OmHOYACHE 3aCTOCYBaHHS MOHTEIYKACTy 3 iTPaKOHAa30JI0M,
cunbHUM iHri6iTopomM CYP 3A4, He IPU3BOAMUIIO OO0 iCTOTHOTO ITiABUIIIEHHS CUCTEMHOIL
€KCITO3HIlil MOHTENIyKacTy.

Oco006/1MBOCTi 100 3aCTOCYBaHHSI

IMamieHTiB HEOOXiOMHO MOIIePeauTH, 1110 MOHTy'J'Iap® Kigc onsg mepopasibHOTO
3aCTOCYBaHHS He CIIif 3aCTOCOBYBaTH OJIS JIIKyBaHHS I'OCTPHUX HAIlla[iB aCTMH, a TaKOXK
PO Te, III0 BOHU MOBUHHI 3aBXKAM MaTU Ipu cobi BigmoBimHUM MiKapCchKUi 3acid
€KCTpeHOo1 monoMoru. [Ipu rocTpomMy Hamafi CiIif 3aCTOCOBYBaTH iHTalALiNHI B-
aroHictu KOpoTkol fail. [TartienTaM HeoOXigHO SIKHAUIIBUAIIE IPOKOHCYIbTYBATUCS 3
JIiKapeM y BUIIaAKy, IKII0 IM MoTpiOHa Gisnbila, HizK 3a3BUYaM, KiJIbKICTh iHTansgmin B-
aroHiCTiB KOPOTKOI fil.

He cnig mpoBoguTy pi3Koi 3aMiHM iHTanALIiHUX a00 TepopaIbHUX
KOPTUKOCTEPOIOHUX IIpernapaTiB MOHTETyKaCTOM.

Hemae maHux, sIKi DigTBEPOXKYIOTh, IIIO0 JO3y HEePOPaIbHUX KOPTUKOCTEPOIAiB MOXKHA
3MEHIIUTHU IPU OJHOYAaCHOMY 3aCTOCYBaHHI MOHTENyKacTy.

Y noopvHOKUX BUIIAOKaX y MAlli€HTIB, IKi OTPUMYIOTh IPOTHACTMaTUYHi 3aco0u, B
TOMY YHCJIi MOHTEIYKACT, MOXK€ CIIOCTEPIraTucsa CUCTEMHA e03uHOMinisa, iHKoIu
pa3oM i3 KJIIiHIYHUMU IIPOsSiBaMU BaCKYJIiTy, 110 BiAMIOBifatTh TaK 3BaHOMY CUHOPOMY
Yapra - Ctpocca, JTiKyBaHHS SKOT'O IPOBOOUTHCS 3a JOIIOMOIO0 CUCTEMHUX
KopTUKocTepoinmiB. Taki Bumagku iHomi Oynmu 1moB’si3aHi 3i 3MeHIIIeHHSIM 1031 abo
BimMiHOIO Tepamil KOpTUKOCTepoigaMu. IMOBIipHICTEL TOTO, III0 aHTATrOHICTH
JIEUKOTPi€HOBUX PEIENTOPIiB MOXKYTh OyTH ITOB’si3aHi 3 IMOSIBOIO CUHApPOMY Hapra -
CTpocca, He MOXKHa CIIPOCTyBaTu abo minTBepauTH. JIikapi MOBUHHI maM’siTaTy IIPO
MO2KJIUBICTh BUHUKHEHHS Y IAIli€EHTIB €03MHOMIil, BACKYJIITHOTO BUCHUITY, IIOTipIIEHHS
JIereHeBOl CUMIITOMATUKHU, YCKIIaJHEeHH 3 00Ky ceplis Ta/abo HetpomarTii. ITaiieHTis,
Yy SIKUX BUHUKIIY TaKi CUMIITOMHU, CJIiff HOBTOPHO OOCTEXKUTH i MEPETIAHYTU IXHIO



CXeMy JIiKyBaHHS.

JIikyBaHHSI MOHTEJIYKaCTOM He [Ja€ 3MOI'M IallieHTaM 3 aClipUuH3aJIe2KHOK aCTMOI0
3aCTOCOBYBaTH alleTUJICAIIIIMIIOBY KMCIIOTY YH iHIIII HECTEPOIgHI ITpoTHU3amasbHi
3acobu.

IToBigoMIIAATIOCS PO BUHUKHEHHS IICUXOHEBPOJIOTIYHUX PeakKlIlii y JOPOCIUX, IMiIIiTKiB
Ta AiTel, siKi 3aCTOCOBYBaIu MOHTeNyKacT (OuB. po3min «I1o6iuHi peakii»). [TamieHTn
Ta JIiKapi MoBUHHI OyTHU yBaKHUMMU [0 IICUXOHEBPOIOTiYHUX peakiiii. [lalieHTam
Ta/abo ocobaM, SIKi 3a HUMHU HOOTJISAAAIOTh, CHIil maTH BKa3iBKU PO Te, 11100 BOHU
MMOBIHOMIISIJIA CBOTO JIiKaps y pa3i BUHUKHEHHS TaKUX peakiiii. JIikapi HOBUHHI
peTesbHO OILiHIOBATH PU3UKM Ta IIepeBaru NpoaoBXKEeHHS 3aCTOCYyBaHHS J1iKapChKOT O
3aco0y MOHTy'J'Iap® Kimc, akIo Taki peakiiil BAHUKAIOTh.

ITommoOMi>KHiI PeYOBHUHH:

JlikapcbKui 3aci6 MOHTynap®KiJ1c mictuTh acnaprtaM (E 951) - gxepeno
deninanauniny, 1o ABsss€e HeOe3MeKYy IOJIsT XBOPUX Ha QeHiTKeTOHYPito.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py0010.

BaeimHicmo. [loCigXKeHHS Ha TBapUHAaX He NEeMOHCTPYIOTh LIKIAJIUBOTO BIIJIUBY Ha
BariTHicTh abo emOpioHanbHUM/PEeTaTbHUN PO3BUTOK.

HasBHi maHi 3 onmy01iKoBaHUX ITPOCIEKTUBHUX Ta PETPOCIIEKTUBHUX KOTOPTHUX
OOCIIIOXKEeHb 13 3aCTOCYBaHHSIM MOHTEJIYKaCTy BariTHUMU XIHKaMHU, SIKi OL[IHIOIOTH
3HAuyllll BPpOOXKeHi Bafu y OiTel, He BCTAHOBUJIU PU3UKY, II0B’I3aHOT0 31
3aCTOCYBaHHSM JliKapchbKoro 3aco0y. HasiBHI gocmimKeHHs MalOTh METOHOJIOTiuHi
0o0MezKeHHs, BKIIIOYal04M HEeBEJIMKUM PO3Mip BUOIPKH, B OeIKUX BUIIagKax
pPeTPOCTIEKTUBHMUM 30ip maHUX, i HECYMIiCHI rpyIiu IMOPiBHSHHS.

I'odysaHHA 2pydorw. [locnioKeHHs Ha IIypaxX IPOAEeMOHCTPYBaly, 110 MOHTEIyKacT
ITPOHUKAE B MOJIOKO. HeBimoMo, Yu BUBOAUTHCS MOHTENIYKACT Y TPyIHE MOJIOKO y
XKIHOK.

MoHTenyKacT MOXKHa 3aCTOCOBYBaTH B IIepPiof rogyBaHHS I'PYAOI0, TiJIBKY SKIIO Iie
BBaXKa€ThbCsA 0€3YMOBHO HEOOXiTHUM.

30amHicmb enausamu Ha weudKicmb peakuii npu KepysaHHi aemompaHcnopmom abo
[HWuUMu mMexaHiamamu.

MoHTeNnyKacT He BIIINBa€ ab0 YMHUTh HE3HAUHUM BIIJIUB Ha 3MaTHICTh KepyBaTHU
aBTOTPAHCIOPTOM YH iHIMIMMU MeXaHidMamu. [IpoTe naiieHTaMu MOBIOOMIISIIOCS PO
COHJIMBICTH a00 3aTaMOPOYEHHS.



Cnocid 3acTocyBaHHs Ta 03U

II1s mepopanbHOTO npuiomMy. TabIeTKH CiIif po3:KyBaTHU mepel KOBTaHHSIM.
JlikapcbKui 3acid HeoOXiTHO 3aCTOCOBYBATH [OiTSM ITifl HATJIIIOM OOPOCIIUX.

,];[,O3YBaHH$I

PekomeHnpoBaHa fo3a i OiTed BiKkoM Bim 6 mo 14 pokiB cTaHOBUTH 1 TabneTKa
XKyBasbHa (5 Mr) Ha mo0y, 3aCTOCOBYIOTh BBeuepi. [Ipenapar ciig npuiimaTtu 3a 1
TOOUHY A0 inu abo yepe3 2 roguHu micng inu. HeMae Heo6XimHOCTI B KOpeKIIii mo3u
OJIsI 1€l BIKOBOI TPyIH.

3aranbHi peKOMeHallil

Sk 0o0amkoee sikysaHHs npu 6poHXiaabHill acmMmi y nauieHmis 3 nepcucmyr4oro
acmmoro 8i0 n1e2Kk020 00 cepedHb020 CIYNEeHA.

TepaneBTUYHUY BIJIUB MOHTEJIYKACTy Ha IOKa3HUKU KOHTPOJII0 aCTMU HacTae
yrnponoBxk 1 mo6u. [TalieHTaM ciig peKoMeHOyBaTU MPOAOBXKYBaTU IPUNMaTU
MOHTEJIYKacCT, HaBiTh SIKIIIO JOCATHYTO KOHTPOJII0 aCTMH, a TaKOX y Iepiogu
3aroCTpPeHHS aCTMU.

Hemae HeoOXigHOCTI B KOPEKIIil Mo3u [JIs MalliEHTIB i3 mopylIeHHIMHU QYHKIII HUPOK
abo 3 mopyueHHsIMHU QYHKITiI ITe4iHKY Bif JIeTKOT0 0 CepPegHbOTr0 CTYIEeHS TIXKKOCTi.
HeMmae paHMX 1000 MAIli€HTIB i3 MOPyLIEeHHAMU (QYHKIII T€YiHKY TAXKKOTO CTYIIEHS.
ITo3yBaHHS OIS XJIOMYUKIB i AiBYUAaTOK OJHaAKOBE.

AK anbmepHamusHuUU mMemoo AIKYB8AHHA 3aMIiCMb HU3bKOO0308UX IH2aAAUIUHUX
KopmuKocmepoidig npu nepcucmyryitl acmmi n1e2K020 CMyneHs.

MoHTeIyKacT He peKOMEeHAOBaHUHU SIK MOHOTePAIIis OJI HNalliEHTiB i3 IepCUCTYI0Y0I0
aCTMOIO CEPEeOHBbOTO CTYIIeHsI. 3aCTOCYyBaHHS MOHTEJIYKacCTy SK aJlbTepHaTUBU
HHU3bKOO0O30BUM IHTAALIMHUM KOPTUKOCTEPOigaM AiTaM BikoM Bif 6 mo 14 pokiB i3
IIEePCUCTYI0YO0I0 aCTMOIO JIETKOT'0 CTYIIE€HS CJIif PO3TrIAgaTH TiJIbKU OIS IalliEHTIB, Y
SIKX 3a OCTaHHiM yac He Oy/I0 CepHO3HUX HalafiB acTMH, 1110 BUMarasau
3aCTOCyBaHHS epOpaJbHUX KOPTUKOCTEPOINIB, i IKi He MOXKYTh 3aCTOCOBYBaTH
iHrangauiiHi KopTukocTepoinu (ouB. po3ain «I[lokasauHsa»). [lepcucTyoda acTMa
JIETKOT'0 CTYII€Hs BU3HaYeHa K BUHUKHEHHS CUMIITOMIB aCTMHU 4acTiiie 1 pa3y Ha
TUXKIOEHb, aje piaiie 1 pa3y Ha mo0y, BUHUKHEHHS HiYHUX CUMIITOMIB dacTilie 2 pa3iB
Ha Micd1ib, ane pigmie 1 pa3y Ha TUXKOEeHb, HOpMajlbHa QyHKIIis JIETeHiB y Iepiogax
MiX enizomamu. fAKIIO JOCTAaTHHOIO0 KOHTPOJIIO aCTMU He OOCATHYTO, Y IIO4aJIbIIIOMY
(3a3BuyYal yrnpoaoBxkK 1 Micsiist) ciif BUSHAYUTU HEeOOXimHICTh momaTKoBOI abo iHIIOo1
IMpoTH3analbHOl Teparlii, I'PYHTYIOYXCh Ha ITOCIiOBHI¥ CUCTEMI JTIKyBaHHS aCTMHU.
Crig mepiogu4YHO OILiHIOBATH CTaH MHAlli€HTIB 100 KOHTPOJIIO aCTMMU.



ITpoginakmuka acmmu y nayieHmis 8ikom 8i0 6 0o 14 pokig, y AKUX OCHOBHUM
KOMNOHEeHMoM acmmu € 6poHxocnasm, iHoykoeaHull pi3uyHUM HABAHMANCEHHAM.

MoHTenyKacT peKOMeHJOBaHUU IaljieHTaM BiKOM Bif 6 7o 14 pokiB ois
npodinakTuku O6pPOHXOCIa3My, iHIYKOBaHOTO (Gi3MYHUM HaBaHTaXKEHHSIM, SKUN MOXKe
OyTH OCHOBHHUM IIPOSIBOM IIEPCUCTYIOYOl aCTMHU, IIPU SAKili HeoOXimHe 3aCTOCYBaHHA
IHTaNAMiNHNX KOPTUKOCTepoiniB. CTaH Malli€HTIiB CIIi[ OLIHUTH ITic/isa 2-4 THXKHIB
JIIKyBaHHS MOHTENIyKacTOM. fKIIIO JOCTAaTHLOI BiAMIOBiNi He JOCATHYTO, HEOOXigHO
PO3TJISHYTHU ITUTAHHS PO HOAaTKOBY abo iHIYy Teparrito.

3acmocyBaHHA MOHMEAYKACMY 3d/AeHCHO 810 IHWO020 AIKYBAHHA dACMMU.

Ko MOHTesIyKacT 3aCTOCOBYETHCSA SIK HOAAaTKOBA Tepallisd 0 iHraaAminHuX
KOPTUKOCTEPOIiB, HE CIIif] Pi3KO 3aMiHIOBaTH HUM iHTaIALiMHI KOPTUKOCTEpOiau (OUB.
po3min «OcoBIMBOCTI 3aCTOCYBAaHHS»).

IToneecweHHA cumnmomi8 Ce30HH020 ma Ui/0pPivHO20 anep2iyH020 puHimy.

II71s1 moJIerieHHs CUMIITOMIB aJIeprivyHoro pUuHITY 4aC IPpUUOMY MOHTEJIYKacTy
migbuparoTh iIHAWBiOyalbHO.

Iimu.

Bes3mneka Ta epeKTUBHICTh 3aCTOCYBaHHS TiKapChbKOTr0 3aCOo0y MOHTyHap® Kinc,
XKyBaJlbHi TabIeTKHU 110 5 MT, JiTSIM BiKOM [0 6 POKiB He BCcTaHOBJIEeHi. [Ipenapat
3aCTOCOBYIOTH AiTAM BIKOM Bif 6 mo 14 pokiB.

Ilepego3yBaHHA

Y npoiieci gocnigKeHb XPOHIYHOI aCTMU MOHTENIyKacT IpuU3Hadanau y go3ax mo 200 mr
Ha moOy AOPOCIUM IalliEHTaM IIPOTATOM 22 THUXKHIB, a MPU KOPOTKOYACHUX
gociimkeHHsX - 1o 900 Mr Ha moOy TPOTATOoM NPUOJIM3HO OOHOTO TUXKHS, KITIHIYHO
3HauyIi nobiuHi peaxiii Oynau BigCyTHI.

[Ipu nocTMapKeTUHIOBOMY 3aCTOCYBaHHI Ta IIif] YacC KJIIHIYHUX OOCIIiAXKEHb
HaagXOOUJIU IIOBIMOMJIEHHS IIPO I'OCTPe Iepeno3yBaHHs IIpernapaToM MOHTenykKacTy. Li
OaHi BKIIOYaIU MIPUKMOM IpemnapaTy JOPOCIUMU Ta OiTbMHU B A03aX, L0 IIEPEBUILYIOTh
1000 mr (mpu6mu3Ho 61 MI/Kr y gUuTHUHU BikoMm 42 Mmicsui). OTpuMaHi KitiHiuHi i
nabopaTopHi maHi BimmoBimanu npodinto 6e3neKu y MOPOCIuX MallieHTiB i giTei. ¥
OinbIIIOCTI BUNIA[KiB ITepeo3yBaHHa IPo NoOiuHi peakilil He ITOBiHOMIISIIIOCS.

Cumnmomu.

Haitgacriiie crioctepiranucs mobiuHi peaxiiii, 1o BigmoBiganu npodinio 6e3neku
ImperapaTy Ta BKIIIOYaIH Oiflb Y JKMBOTI, COHJIMBICTD, CIIPAry, rOJIOBHUM Oiflb,



OJ1I0BaHHS Ta IICUXOMOTOPHY TillepaKTUBHICTb.
JIiKy8aHHA.

CnerrianpHol iHpopMaliii 111010 TiKyBaHHS Nepeno3yBaHb MOHTEIYKAaCTOM HeMaE.
HeBimoMo, Y1 BUBOAUTHCS MOHTEIYKACT 3a JOIIOMOT0I0 IIEPUTOHEAIbHOT 0 Aianidy abo
reMopiamiazy.

IToGiuni epexT

YacToTa BUHUKHEHHS IT00IYHUX peaklliii Mpu 3aCTOCYBaHHI MOHTENyKacTy (3KyBaJslbHi
TabJIeTKU 110 5 MT') OIliHIOBaJsacs i Yac KJIiHiYHOTO AOCHiaXKeHHs 3a y4dacTi 1750
OiTel i3 IepCUCTyY0 aCTMOI BiKOM Bif 6 0o 14 pokis

Y Tphox nnanebo-KOHTPOIbOBAHUX MOCHIMKEHHSIX (OgHe 8-THXKHEeBe MOCTiIXKeHHs; N =
201 ta gBa 56-THMKHEBUX OOCIIAXKEHHS; n = 615) 3a y4acTi miTeu BikoM Big 6 go 14
POKIiB, sIKi OTpUMYyBaJu JIIKyBaHHSI MOHTEJIyKacToM, HandacrTime (Big =1/100 mo
<1/102 %) criocTepiraBcs ronoBuuit 6inb YacToTa BUIIaAKiB MOr0 BUHUKHEHHS Oyia
BHUIIlE, HiXK y rpyi maiebo.

[Tig yac KNiHIYHUX OOCHIAXKEHb IPHU ITPOJIOHTOBAHOMY JTiKyBaHHI 00Me>KeHO1 KiJTbKOCTi
OOPOC/IUX IAallEHTIB YIIPOLOBXK 2 POKIB 1 AiTeu BiKOM Bifg 6 1o 14 pokiB ynpogoBx 12
MicsauiB nmpodinb 6e3meKy He 3MiHIOBaBCH.

ITocTMapKeTHHTOBUH IIEPiof

[ToGiuHi peaxkiiii, Mpo SIKi ITOBiMOMIISITIOCH ¥ TOCTMapKETUHTOBUY IIePiof, BKa3aHO
3rigHO 3 KJlacaMM CHCTEM OpPraHiB i 3 BUKOPUCTAHHSM CIIelliaIbHUX TEPMiHiB (OUB.
Tabnuio). YacToTa BU3HAYEHA 3TiAHO HAaHUX KITIHIYHUX JOCIIiOXKEeHb.

CucreMu oprasis IMToGiuHi peakiril YacToTa*
. . . Hyxe
[Hdekil Ta iHBa3il IHdeKI1il BepxHiX AUXanbHUX MIIIXiB**
4acTo
TeHOeHIis OO0 MOCUJIEHHS KPOBOTOYMBOCTI Pigxo

3 OOKy cucTeMHu KpOBi

Ta niMpaTUIHOL
Tyxe

pigKo

CUCTEMHU TpomOGoIIUTOIIEHIs




Peakiril rinnep4yTaI®BOCTi, B TOMY YHCJIi

: . Heuacto
aHadimakcis
3 OOKy iMyHHOI
CUCTEMU
: o : : Hyxe
EosuHodinpHa iHQinbTpalis NeYiHKn )
pigko
[MTopymieHHs cHY (y TOMY YHCIIi HiUHI XKax¥u,
0e3CcoHHs, COMHaMOyJ1i3M), TPUBOXKHICTB,
aXkKuTallis (BK/II0UalO4y arPECUBHY ITOBEIiHKY abo
) ] HeuacTto
BOPOXKICTh), Oenpecisi, ICUXOMOTOPHAa
rimnepakTUBHICTh (BKIIOYalO4YM OAPaTiBIUBICTE,
HECIIOKIiH, TpeMOp§)
3 OOKY IICUXIKHU
[TopyiueHHSA yBaru, MOTiplUIeHHs 1aM’ ATi, TUK Pigko
lamronyHaliil, me3opieHTalis, cCylluaaabHi IYMKHA N
. . . yKe
Ta IIOBe[iHKa (CyiuaanbHiCTh), 00CECUBHO- )
. . P1OKO
KOMITYJIbCUBHI po3nagu, ouchemis
3 60Ky HEPBOBOIL 3armaMoOpOYeHHs, MJISIBICTh,
. . HeuacTto
CUCTEMHU nnapecTe3is/rinecresisa, cyqoMu
3 60Ky cepis [TanmenoiTarnisa Pigko
HocoBa kpoBoTeua Heuacto
3 60Ky guxaJibHOI
CHUCTEeMHU, OPTraHiB
IPYLHOL KIIITKH i Cungpom Yapra - Ctpocca (auB. po3gin Mysxe
cepenoCTiHHS «OCcoOIUBOCTI 3aCTOCYBaHHS»), IeTeHeBa .
. pigko
e0o3uHOoPinia
Iiapes***, HymoTa***, O0BaHHI*** Yacto
3 60Ky IIIJITYHKOBO-
KHUIIIKOBOTO TPaKTy
CyxicTp y pOTi, OUCIIEICia HeuacTto




ITigBuIieHHs piBHSA TpaHcaMiHa3 cupoBaTKu (AJIT,

YHacto
ACT)
3 60Ky renatobimiapHoOl
chucreMu lemaTuT (BK/IIOYAOYM XOJIECTATUYHE, I
. yxe
rernaToleoJIIpHe Ta 3MilllaHe YpaXKeHHS ,
: pigko
IIeYiHKN)
Bucunauus*+* Yacto
I'emaToMa, KponuB'siHKa, CBEpPOikK Heuacto
3 OOKy IIKipH i
INAMIKIDHAX TRAHUH AHTIOHEBPOTHUYHHUY HaOPSK Pigko
Hyxe
By3nukoBa eputema, MyJIbTU(POPMHA epUTEMA )
pigko
3 60Ky KiCTKOBO-
M’s130BO1 CUCTEMH i ApTpanriga, Mianris, BKJIO4Yam4du M'1308B1 cta3dMu  |HeuacTto
CIIOJIyYHOl TKaHUHU
3 O0OKy HUPOK Ta L
) ) Enype3 y miteu Heuacto
CEYOBUBIOHUX IIJISIXiB
3aranbHi po3nanu i [Tipekcisg*** YacTo
1moOivHi peaxirii,
BUKJIUKaHI IPUNOMOM
JIIKAPCHhKOT'0 3aCO0Y AcTeHisi/BTOMa, HE3OyKaHHS, HaOpsSK Heuacto




*YacToTa BU3HaYeHa 3TiHO 3 YaCTOTOIO MOBiIOMJIEHD ¥ 0a3i JaHUX KIiHIYHUX
OOoCIigXKeHb: ayxKe 4dacTto (=1/10), gyacto (Big =1/100 mo <1/10), HeuyacTo (Bix
=1/1000 go <1/100), pigko (Bim =1/10000 go <1/1000), oy=xke pigko (<1/10000).

**]1s mobiuHa peaxilisg CriocTepiranacs 3 4aCTOTOIO «[yKe 4aCTO» y IMallieHTIB, SKi
3aCTOCOBYBAJIM MOHTEJIYKAaCT, @ TAKOXK y MAlliEHTIB, IKi oTpuMyBasnu Inanebo, i
Yac KJIIHIYHUX OOCIIiXXeHb.

**]]g mobiyHa peakllis cmocTepiramgacs 3 4aCTOTOIO «4aCTO» Y IMalli€HTiB, SKi
3aCTOCOBYBAJIM MOHTEJIYKACT, @ TAKOXK y MAIli€HTIiB, IKi oTpuMyBanu 1iaamnebo, i
Yac KIIHIYHUX OOCIIigXKEeHb.

§I_[5{ rmobivyHa peaxllisi CriocTepirasaacs 3 4aCTOTOI «PigKO».

3BiTYBaHHS PO Hif03PIOBaHi MOoOiYHi peakirii

3BiTyBaHHS PO Mimo3pioBaHi MOOiUHI peakilil micisa peecTpaliil TikapchbKoro 3acody
Ma€ BaxXJIMBe 3HadyeHHs. Lle mae 3Mory 3mificHIoBaTH 6e3IepepBHUN MOHITOPUHT
CIiBBiIHOIIEHHS PU3UK/KOPUCTH 3aCTOCYBaHHSA JIiKapChKOoTro 3aco0y. KBamidikoBaHuX
MTPalliBHUKIB y chepi 0XOPOHHU 3[MOPOB’S IMTPOCATH 3BiTyBaTU PO OyOb-sIKi Migo3pioBaHi
HeOaxkaHi peakilil BifIOBigHO OO JIOKAJIbHOI CUCTEMH 3BiTHOCTI.

TepMiH NpUIATHOCTI

3 pokKu.

YMoBHu 30epiranus

36epiraTtu B opuriHajabHiM yIIaKOBIli IpU TeMIlepaTypi He Buiie 25 °C.

30epiraTty y HeIOCTYIIHOMY OJIsS OiTeM MicCIIi.

YnakoBka

[To 10 TabneTok y GrmicTepi, mo 3 abo 1o 9 6icTepiB Yy KapTOHHIM yIaKOBIIi.
KaTeropis Bignycky

3a peLenTomMm.

BupooHHK

Kycym Xentxkep IIBT JITH/



Kusum Healthcare Pvt Ltd.

Micie3Haxo/dKeHHsI BHUPOOHHMKA Ta aJpeca MiCIisi IPOBaaXeHHsI HOTr o
IisIIHLHOCTI.

[TnoTt Ne M-3, Ingop Cremen Ikonomik 3o0yH, @ens-11, [Titamnyp, HicTt. Oxap, Maaxbs
IMpapemn, ITin 454774, Ianisa/

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



