THCTPYKIOIA

IJIs1 METUIHOT O 3aCTOCYBAaHHSI JTIKaPCHKOT0 3aC00y

MOHTYVY/JIAP® KIJIC

(MONTULAR® KIDS)

Cxnanm:
[ifoya peyoBHHA: MOHTEIyKacT HaTpito (montelukast sodium);
KOXKHa TabjeTKa XKyBaJbHa MiCTUTh MOHTEIYKACTy HaTpilo y epepaxyBaHHi Ha MOHTENYKAcT 4 MT;

OOTIOMiXKHI pPeYOBUHU: 1eII0103a MikpokpucTtasniyda (PH 112), rigpokcumporriniientono3a, HaTpio
KpocKapMeso3a, 3afi3a okcup yepBoHuii (E 172), acmapram (E 951), apomatuzaTtop «Buias
501027AP0551», maHiT (E 421), marHito cTeapar.

JlikapcbKa popMma. TabneTKy XKyBaJIbHi.

OcHoBHIi (pi3uKO0-XiMiyHi BIACTUBOCTIi: KPYTJIi ABOONYKJIi TaOJIETKY Bifl CBITI0-p0OKEBOT0 O POKEBOTO
KOJIbOPY 0e3 000JIOHKY 3 HasiBHUMH BKpAIJIEHHSIMH, TIafiKi 3 000X OOKiB.

dapMakoTepaneBTHYHA rpymna. 3acobu s CUCTEMHOI'0 3aCTOCYBAHHS ITPY 00CTPYKTUBHUX
3aXBOPIOBaAHHSAX AMXaIbHUX LIIIXiB. AHTArOHICTH JIEUKOTPIEHOBUX PELETITOPIB.

Koo ATX R03D CO03.

dPapmakono2iuHi e 1acmusocmi
dapmakogUHaMiKa

Hucteininneiikorpienu (LTC,, LTD,, LTE,) € mOTykHUMU €MKO3aHOITaMU 3allajeHHs, 1110
BUTINIAIOTHCS PISHUMU KJTiTUHAMHY, Y TOMY YHUCJIi OITAaCUCTUMU KJIiITUHAMU Ta eo3uHOGimamu. Li
BaXK/IMBi IpoacTMaTUYHi MeiaToOpy 3B’I3YI0ThCS 3 IUCTEIHIIIEHKOTPiEHOBUMH pPelLlelITOpaMu
(CysLT), HasiBHUMU B OMXAJIbHUX IUISIXaX TIOOWHY, i BUKJIMKAIOTh TaKi peakilil 3 60Ky quxalTbHUX
IIIAXIB, IK OPOHXOCIa3M, CEKPellisi CIU3Y, MigBUIIEHHS TPOHUKHOCTI CYIMHHOI CTiHKY i 30iNbIIeHHS
KiTbKOCTi €03uHOQITTiB.

MoHTenyKacT Ipu epopabHOMY 3aCTOCYBaHHI € aKTUBHOIO CIIOJIYKOIO, sIKa 3 BUCOKOI0 BUOiIpKOBICTIO
1 cnopipHeHicTO 3B’s3yeThCs 3 CysLT,-perenntopaMu. 3rifHO 3 KIIHIYHUMU AOCHIAKEHHAMU



MOHTENYKACT y 1031 5 Mr npurHiuye OpoHXocIa3M, BUKIHKaHuM iHransitieio LTD,. Bporxomnunaraitis
CIIOCTEPIraeThCsl YIPOOOBXK 2 TOAMH IIiC/Is TepopaibHOr0 3acTocyBaHHs. 1lelt eekT OYB afUTUBHUM
no 6poHxopMIIaTallil, CHpuYMHEeHOl B-aroHicTaMu. JIikyBaHHS MOHTEIyKaCTOM IIPUTHIYYBaso SK
PaHHIO, TaK i Mi3HI0 Pa3u OPOHXO0OCTPYKIil, CHPUYNHEHOI aHTUTEHHOIO CTUMYJISIi€l0. MOHTETyKacT
MOPiBHSTHO 3 mane60 3MeHIye KilbKiCTh €03uHOGDINIB mepudepruyHol KPOBi ¥ HOPOC/IMX HAlli€HTiB Ta
niTei. Y mpoleci OKpeMoro OOCIIiAXKeHHS IPUUOM MOHTEIYKacTy 3Ha4HO 3MEHINYBaB KiIbKiCTh
€03MHO(DINTIB ¥ OUXaIbHUX IIJISXaX (3a BUMipaMU y MOKPOTHHHI). Y JOPOCUX TaILi€HTIB i giTel BiKoM
Bim 2 1o 14 pokiB MOHTETYKacCT IOPiBHSAHO 3 I1alle00 3MeHIIye KilbKiCTh e03WHOGIIB neprudepuyHol
KPOBI Ta MOKpalllye KIiHIYHUN KOHTPOJIb aCTMU.

®apMakoKiHeTHKa

Abcopbuis

MoHTenyKacT MBUAKO BCMOKTYETHCS MICIIA IEPOpaIbHOro npuiomy. Ilicnsa 3acTocyBaHHS
IOPOCIIUMHU HaTIie TabIeTOK, BKPUTHUX IIiBKOBOIO 000I0HKOI0, 10 10 MTI cepefHs MakKCUMalbHa
KoHUeHTpalis (C,,,) y I1a3Mi Kposi gocsranacs yepes 3 rogunu (T,,,,). Cepentsa 6iomocTymnHIiCTs Ipu
IIepopaIbHOMY 3aCTOCYyBaHHi cKnafmae 64 %. BXXrUBaHHS 3BUYalHOI 1Ki He BIIJIMBAJIO Ha
6iomoctynHicTs i Ha C,,, ITPYU IepopaIbHOMY 3acTOCyBaHHi. be3neka i ehekTuBHICTL OyIH
MigTBEpAXKEeHi IIif Yac KIIiHIYHUX JOCTigXKeHb ITPU 3aCTOCYBaHHI TaOIETOK, BKPUTHUX IIIiBKOBOIO
000510HKO10, 10 10 MT He3aJieXkHO Bif 4acCy BXKUBaHHS 1Xi.

g TabneToK XKyBaJIbHUX 0 5 MI IToKa3HUK C,,, y IOPOCIIUX OOCATaBCS Yepes3 2 TOOUHY Mica
npuiiomy Hatie. CepenHs 6i0lOCTYIIHICTh IPU IEPOPAILHOMY 3aCTOCyBaHHi cKnagae 73 % i
3HUKYETHCS [0 63 % Ipu mpuiioMi 3i cTaHAAPTHOIO 13Kel0.

[Ticnsa npuiioMy HaTIie TabJeTOK XKyBaIbHUX 110 4 MT y [iTel BikKOM Bif 2 70 5 poKiB moka3uuk C,,,
IOCATAEThCS Yepe3 2 TOOWHU IIiCys MpuiioMy JTikapchkoro 3aco0y. CepenHe 3HauenHs C,,, Ha 66 %
Buine, a cepente C,,, HUXKYe, HiXK Y JOPOCIUX, Iicas npuiioMmy TabneTok mo 10 mr.

Po3no0dis

[Tonan 99 % MOHTenyKacTy 3B’A3y€eThCs 3 Oiikamu 1a3Mu KpoBi. O6’eM pO3MOTiny MOHTENTYKACTy y
CTallioHapHi# ¢a3i y cepegHbOMY CTAaHOBUTD Bif 8 mo 11 miTpiB. Y mporteci mocmigkeHb Ha Iypax i3
3aCTOCYBaHHSIM pafioaKTUBHO Mi4€HOT0 MOHTEJIyKacCTy POXOAXKEHHS Yyepe3 reMaToeHnedaniqyHui
6ap’ep Oyno miniMmanbHUM. KpiM TOro, y BCiX iHIIMX TKaHMHAX KOHIIEHTpPAIlil T03HAYeHOT0
papioizoTonoM MaTepiany dyepes 24 rOOUHY IiCNIS NPUHAOMY JO3U TaKOXK BHUSBUINCSA MiHiMaJbHUMU.

Memaboiizm

MoHTenykacT akTUBHO MeTabomi3yeTbcs. I1ig yac mocifxkeHsb i3 3aCTOCYBaHHSIM TepaleBTUYHUX 103
KOHIIEeHTPaIlig MeTaboIiTiB MOHTEIYKaCTy ¥ CTallilOHapHOMY CTaHi I1JTa3MHU KPOBi ¥ JOPOCIHX i
IallleHTIB IUTAYOr0 BiKy He BU3HAYAETHCH.

[utoxpom P450 2C8 € ocHoBHUM (hepMeHTOM Y MeTabo1i3aMi MOHTEeTyKacTy. KpiM Toro, muToxpomu
CYP 3A4 i 2C9 BipmirpaioTh He3HAUHY POJIb Y MeTab0J1i3Mi MOHTENTYKaCTy, X04a iTpakKoHa30:1 (iHribiTop
CYP 3A4) He 3MiHIOBaB (papMaKOKiHETHYHI TIOKa3HUKYU MOHTEIYKACTY y 300POBUX JOOPOBOJIBIIB, SIKi
orpuMyBanu 10 Mr MOHTeIyKacTy Ha fo0y. 3rifHO 3 pe3yibTaTaMu JOCHIXKEHb in vitro 3
BUKOPUCTAHHAIM MIiKPOCOM II€UiHKY JIIOOVHY, TepalleBTUYHI I1Ia3MOBi KOHI[EHTPAIlil MOHTE/IyKacTy He
IpUrHiuyooTh nutoxpomu P450 3A4, 2C9, 1A2, 2A6, 2C19 i 2D6. YuacTb MeTaboOJIiTIB ¥
TepalleBTUYHIN Oil MOHTENIYKacTy € MiHiMaIbHOIO.



BusedeHHs

KnipeHc MOHTeNyKacTy B IJIa3Mi KPOBi ¥ 3OPOBUX AOPOCINX HOOPOBOJIBLIB Y CEPETHEOMY CTAHOBUTD
45 mi/xs. Ilicng nepopabHOTO IPUIOMY MOHTEIYKacCTy, MideHOoro i3oTonoM, 86 % BUBOOUTHECS 3
KajioM mpoTsroM 5 mHiB i MenIne 0,2 % - i3 ceyer. Y CyKymHOCTi 3 6i000CTYIHICTIO MOHTETYKACTY
IIPY IIepopajIbHOMY 3aCTOCYBaHHI 1e# ¢akT BKa3ye Ha Te, 10 MOHTEIYKACT i oro MeTabotiTu
Malixke MOBHICTIO BUBOOATHCS 3 KOBYIO.

QapMakoKiHemuka y pi3Hux 2pyn nauieHmis

Ins maltienTiB i3 nopyumeHHIME QYHKILII IeYiHKK J1eTkKoro abo cepefHbOTo CTYIEHS TSXKKOCTI
KOPEKIIisd 03U He moTpibHa. [ocmiaKeHHs 3a y4acTio MallieHTiB i3 mopyleHHIMHU GYHKIIII HUPOK He
npoBoaunu. OCKibKY MOHTENIYKacCT i 10ro MeTaboJIiTé BUBOASTHCS 3 KOBYI0, KOPEKIIis MO3HU OIS
TAllieHTIB i3 MOPYLIeHHSAMU QYHKII1 HUPOK He BBaXKa€ThCS He0OXifHOI0. [JaHMX IIPO XapaKTep
(hapMakKOKiHeTUKY MOHTENIYKACTY V MalliEHTIiB 3 IeYiHKOBOI HEJOCTATHICTIO TSIXKKOTO CTYIEHS
(monap 9 6asiB 3a mkanow Yaunga-I1'10) HeMae.

[Tpu npuiiomi BemuKUX 003 MOHTEeNyKacTy (1o B 20 Ta 60 pa3siB mepeBuillyBanau 03y, PEKOMEHI0BaHY
11 HOPOC/INX) CIIOCTePiranocs 3HUKEHHST KOHIeHTpallil Teodininy y nna3mi Kposi. Lleit epekT He
CIIOCTEpPIraeThCs Mpu MpuitoMi pekomMeHnoBaHoi mo3u 10 mMr 1 pa3 Ha m006y.

KniniuHi xapakTepucTuku
Ilokaszauus

4K momaTKoBe JIiKyBaHHS IpU OPOHXialbHIM acTMi y IalieHTiB BikoM Bif 2 70 5 pOKiB 3
MIEePCUCTYIOY0I0 aCTMOIO Biff IETKOTO 10 CEPEeNHbOr0 CTYIIEeHs, iKa HefOCTaTHbO KOHTPOIIOETHCS
iHTaNAMIMHIMY KOPTUKOCTEPOigaMy, a TAKOXK IPYU HeJOCTaTHbOMY KITIHIYHOMY KOHTPOJI aCTMH 3a
IOIIOMOT 00 aroHiCTiB B-ampeHopeLenTopiB KOPOTKOI Ail, sIKi 3aCTOCOBYIOTh ITPU HEOOXiTHOCTI.

4K anbTepHATUBHUM METO[ JIiKyBaHHS 3aMiCTh HU3BKUX 103 IHTaNALIMHUX KOPTUKOCTEPOILiB
[JI1S TTALliEHTIB BIKOM Bif] 2 10 5 POKIB i3 IE€PCUCTYIOYO0I0 aCTMOIO JIETKOTO CTYIIeHS, Y SKUX He
BigMidasy MPOTSATOM OCTAHHLOTO Yacy CepHO3HUX HamafiB OpoHXialbHOI aCTMH, 1110 TOTPeOYIOTh
3aCTOCyBaHHS ITepopajibHUX KOPTUKOCTEPOIMiB, @ TaKOXK SKi He MOXKYTh 3aCTOCOBYBATH iHTaNALiNH]
KOPTHUKOCTEPOinH (muB. po3nin «Crocib 3aCTOCyBaHHS Ta [03W»).

[TpodinakTKa acTMH, JOMiHYIOUYMM KOMIIOHEHTOM $IKOI € 6pOHXO0CIa3M, iHAyKOBaHUN
GisnyHUM HaBaHTaXKEHHSM, y MAI[iEHTIB BiKOM Bifl 2 POKiB.

[TonermeHHs: CAMITOMIB CE30HHOTO Ta LiJIOPiYHOTO aJIepridyHoro puHiTy. OCKiTbKH KOPUCTH
Bill 3aCTOCYBAaHHS MOHTEJIYKACTY Yy IAl[i€HTIB i3 aJIepriYyHuM PUHITOM MOXKE He [IEPeBUIYBaTA PU3UK
BUHUKHEHHS IICUXOHEBPOJIOTiYHUX CUMIITOMIB (O¥B. PO3Mis «OCOOMMBOCTI 3aCTOCYBAHHS»),
nikapceKui 3aci6 Montynap Kifc ciiifg 3acTocoByBaTH K IpemnapaTr pe3epBy MallieHTaM i3
HealeKBaTHOIO BiATIOBigmI0 a60 HETIEPEHOCHUMICTIO alTlbTEPHATUBHOI Tepairii.

IIpomunoka3anHus

[TigBuIeHa YyTNUBICTD M0 OYIb-KOTO 3 KOMIIOHEHTIB JTIKApChKOTO 3aco0y. [UTsSunii BiK 00 2 POKiB.



B3aemodia 3 inwumu snikapcokKumu 3acobamu ma iHwi eudu e3aemodiu

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,
IIPeMIHi30JI0H, ITepopaIbHi KOHTPALENTUBY (€TUHINIECTPamion / 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, neobxigHo 6yTH 06epekHUM, 0COBIUBO 00
OiTey, SKI0 MOHTEJIyKacT IIpU3HavyalTh OfHOYacHO 3 iHgykTopamu CYP 3A4, 2C8 i1 2C9, nanpukinag
i3 enitoinom, hernobapbitamom i pudaMminuHOM.

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 MMOMEPEIUTH, 110 JTiKapChKUM 3acid MOHTynap® Kigc gns mepopaibHOTO
3aCTOCYBaHHS He CJIiJ] 3aCTOCOBYBATH [Jid JIIKyBaHHS rOCTPUX HaMaZiB aCTMHU, @ TaKOXK IIPO Te, L0
BOHU TIOBUHHI 3aBXK[OMU MaTH IIpu co0i BiATIOBIMHUI JTiKapChbKuM 3acib eKcTpeHol gonoMoru. [1pu
TOCTPOMY Hamafi CIlif 3aCTOCOBYBATH iHTaNAMLiNHI B-aroHicTH KOpoTKoOI fil. [TarienTaM HEOOXiIHO
SIKHAWIIBU/IIE TTPOKOHCYIbTYBATUCS 3 JTIKapeM y BUIIAAKY, SIKIIO iM mMoTpibHa GinbIla, HiXK 3a3BUYai,
KiNbKiCTh iHTansIii f-aroHiCTiB KOPOTKOI [il.

He crig mpoBomuTH pi3Kol 3aMiHM iHransAIinHUX a0 IepopaabHUX KOPTUKOCTEPOINHUX IIPelapaTiB
MOHTEJIyKaCTOM.

Hewmae maHux, SKi MiATBEPOXKYIOTH, L0 03y MEPOPAbHIUX KOPTUKOCTEPOIAIB MOKHA 3MEHIIIUTH IIPU
OJIHOYaCHOMY 3aCTOCYBaHHI MOHTEIYKacTy.



IMoBigOMJISIIIOCSI IPO BHHUKHEHHSsI IICHXOHEeBPOJIOTiYHHX PeaKilii, TaKuX sIK 3MiHa
MOBEiHKH, Jenpecisi Ta CylllMIaIbHICTh, y Mali€HTIB ycix BiKoBHX rpyn, sKi
3aCTOCOBYBa/IM MOHTeIYKacT (muB. po3ain «IIobiuni peakiii»). IIposiBu MOXKYTh OYyTH
|cepiio3HuMH i TpUBaATH, SIKINO JTiKyBaHHS He MPUIHHUTH. TOMy 3aCTOCYyBaHHSA
MOHTE/IYKAaCTy CJIif IPUNIHHUATH, AKIIO0 BUHHKAIOTh IICHXOHEBPOJIOTiYHi CHMIITOMH.
IManieHTH Ta/ab0 mOrIAmaYi MOBHHHI OYTH YBaKHUMHM 10 IICHXOHEBPOJIOTiYHUX peaKmin
i MOBIZOMJIATH CBOrO JIiKapsi PO BHHUKHEHHA 3MiH y NOBEJiHIIi.

Y noopuHOKUX BUTIAAKaX Y MAlli€HTiB, AKi OTPUMYIOTh IPOTHACTMATHYHi 3aC00H, B TOMY YHCIIi
MOHTEJTYKaCT, MOXKe CIIOCTepiraTucsi CUCTeMHA €03MHOQiis, iHKOIK pa3oM i3 KJTiHIYHUMEU IPOsiBaMu
BACKYJIiTy, 1110 BiIIOBifamTh Tak 3BaHOMY CHHApoMY Yapra-CTpocca, JIiKyBaHHS SKOI'0 IPOBOSUTHCS
3a JOTIOMOTOI0 CHCTEMHHUX KOPTUKOCTepoiniB. Taki Bumagku iHomi Oyniu 1moB’s3aHi 3i 3MeHIIeHHSIM
no3u abo BiIMiHOIO Tepalmili KOpTUKOCTepoinaMu. IMOBIpHICTE TOTO, IO aHTArOHICTH JIEMKOTPi€HOBUX
pelienTopiB MOXYTh OyTH II0B’s13aHi 3 M0gBOI0 cuHApoMy Yapra-CTpocca, He MOXkKHa CIIPOCTYBaTH
abo migTBepauTH. Jlikapi IOBUHHI IaM’sITaTH IIPO MOXKJIMBICTh BUHUKHEHHS Y TAIliEHTIB €03UHOGII],
BaCKYJ/IiTHOT'O BUCUITY, TIOTipIIEHHS JIeT€HEeBOl CHMIITOMaTUKH, YCKIagHEHHS 3 60Ky cepus Ta/abo
Hewpormartii. [TauieHTiB, y AKUX BUHUKIIM TaKi CHMIITOMM, CJIifl TOBTOPHO OOCTEXKUTH i TEPETIITHYTH
IXHIO CXEMY JTiKyBaHHS.

JIikyBaHHSI MOHTEJIyKaCTOM He [la€ 3MOTHY MallieHTaM 3 aCIipuH3aJleXHO0K aCTMOI0 3aCTOCOBYBaTU
alleTUICAIIIIUIIOBY KMCJIOTY UM iHII HeCTePOimHi MpoTU3amnaibHi 3aco0u.

[I0IOMiKHi DEYOBUHU:

Jlikapcekuit 3aci6 MorTymnap“Kigc mictuts acnapram (E 951) - gxepeno ¢eHinanadiny, mo €
He0Oe3MeyHuM 15T XBOPUX Ha (EeHINTKeTOHYpIlo.

3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio

BaeimHicmo. [locmigKeHHs Ha TBapHHAX He MeMOHCTPYIOTH IIKigINBOTO BIJIUBY Ha BariTHICTH a60
eMOpioHanbHMM / PpeTanbHUM PO3BUTOK.

HasiBHi maHi 3 omy0miKOBaHUX TPOCIIEKTUBHUX Ta PETPOCIIEKTUBHUX KOTOPTHUX HOCIiIKEHb i3
3aCTOCYBaHHSIM MOHTEJIYKaCTy BariTHUMHU KiHKaMU, SIKi OLIHIOIOTh 3Ha4yIlli BPOAXKEHI Bafiu y OiTeH,
He BCTAHOBUJIM PU3UKY, IIOB’SI3aHOTO 3i 3aCTOCYBaHHAM JIiKapchKoro 3aco0y. HasiBHi mocmimxkeHHS
MalOTh METOMIOJIOTiuHi 00MeXeHHsI, BKITI0Ualouy HEBEJIUKHM PO3Mip BUOIpPKH, B MeSKUX BUIIAIKaX
-peTpoCIeKTUBHUY 30ip JaHuX, i HeCyMiCHi Ipynu MOPiBHSAHHS.

Jlikapcekuii 3aci6 MonTynap® Kific cnif 3aCToCOByBaTH B IIepiof] BariTHOCTI JIWIIE 3a ABHOI HOTPeOH.

I'odyeaHHA 2py00to. [locnigKeHHS Ha LypaxX MPOAeMOHCTPYBaJH, 1[0 MOHTENTyKaCT IIPOHUKAE B
MOJIOKO. HeBifoM0, Y¥ BUBOOUTHCSI MOHTEIIYKACT Y IPyAHE MOJIOKO V XKiHOK.

MoHTenyKacT MOXHa 3aCTOCOBYBATH B IePiofl TOOYBAHHS I'PYMOIIO, TITbKY SKIIO 11€ BBAaXKAEThCS
06e3yMOBHO HEOOXiTHUM.

30amuicmb enaueamu Ha weudKicmov peakuii npu KkepyeaHHi asmompaHcnopmom a6o
iHwumu mexaHizmamu



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

Jlikapcekui 3acib HeoOXimHO 3aCTOCOBYBATH [AIiTSIM ITif HATJISIOM AOPOCIUX. [ IIepopaIbHOTro
npuiiomy. TabneTKu CJIif po3:KyBaTu Iepel KOBTaHHSM.

,ﬂOSyBaHHH

[TarmieHTaM 3 aCTMOIO Ta aJIePrivHUM PUHITOM (CE30HHMM Ta IiJIOPiYHMM) HeoOXimHOo mpuiiMaTu 1
TabneTKy XKyBanbHy 1m0 4 Mr 1 pa3 Ha f00y. [I7151 MoerieHHs CUMIITOMIB aJIeprivHoro pUHITY 4ac
npuioMy minbupaioTh iHAUBIAyaTbHO.

I niKyBaHHSI aCTMU [03a [JIg [iTel BikoM Bif 2 [0 5 pokiB cTaHOBUTD 1 TabneTKa XKyBaibHa (4 M)
Ha 700y, 3aCTOCOBYIOThH BBeuepi. [Ipenapat cniif mpuiiMaTu 3a 1 roguHy [0 iy abo 4epes 2 roguHU
micns inu. Hemae HeoOXimHOCTI B KOpeKIil o3u [1s 1iel BikoBol rpynu. Jlikapcbkuii 3acid
MorTynap® Kinc y nikapcekiii popMi TabneTKy KyBasbHi (4 MI) He peKOMEeHI0BaHUM [JIs IiTeil BIKoM
[0 2 POKIiB.

3arasbHi peKoMeHaIril

Tepal’[eBTI/I‘-IHI/Iﬁ BIIJINB MOHTEJIYKACTY Ha IOKA3HMKHN KOHTPOJII0O dCTMH HACTA€ YIIPOJOBXK 1 JIOGI/I.
[TamienTam ciif PEeKOMEHOYBATHU IIPOOOBXKYBATHU HpI/IfIMaTPI MOHTEJIYKACT, HaBIiTh SIKIIO OOCATHYTO
KOHTPOJIIO aCTMH, a TaKOXK Y HepiOHI/I 3aroCTpeHHda aCTMHU.

HeMmae HeoOxigHOCTI B KOPEKIIii 03U AJIg MaIlieHTIB i3 mopymeHHsIMu GYHKINI HUPOK abo 3
MOPYLIEHHAMH (DYHKIIil TeYiHKHU Bifl IETKOTO 10 CEPEOHBOT0 CTYIIeHs TSIXKOCTi. HeMae gaHuXx om0
MAI€EHTIB i3 MOPYIIeHHAME QYHKII] IIeYiHKY TSIKKOro CTyneHs. [l03yBaHHS OIS XJIOMYHKIB i
IiBYATOK OJHAKOBE.

K anbmepHamusHul memoo NiKy8aAHHA 3aMiCMb HU3bKOO0308UX [H2ANAYIUHUX KOpMUKOCMepoidia
npu nepcucmyroyit acmmi n1e2Kk020 cCmyneHs

MoHTenyKacT He peKOMeHI0BaHUM K MOHOTePaIis [AJid Mal[i€HTiB i3 IepCUCTYI0Y0I0 aCTMOIO
CepengHbOro CTyIleHs. 3aCTOCYBaHHS MOHTEIYKAcCTy SIK albTepPHATUBU HU3bKOO030BUM iHTaIALIMHUM
KOPTUKOCTEPOIIaM HiTSIM BiKOM Bifl 2 0o 5 POKiB i3 IepCUCTYIOU0I0 aCTMOIO JIETKOTO CTYIIEHS CIIif
PO3TTISIHATH TiIbKY [JIS HALli€HTIB, V IKMUX 32 OCTAHHIN Yac He 0y10 Cepio3HMUX HalaiB aCTMH, III0
BHMMaraau 3aCTOCYBaHHS IepopabHUX KOPTUKOCTEPOIIB, i SIKi HE MOXYTb 3aCTOCOBYBATH
iHranAuiiH KOPTUKOCTEPO1Au (ouB. po3min «IlokasaHH»). [lepcucTyoda acTMa JIETKOTO CTYIIeHS
BHA3HA4YeHa K BUHUKHEHHS CUMIITOMIB aCTMU 4acTime 1 pa3y Ha TUXKAeHb, ane pigme 1 pa3y Ha
no0y, BUHUKHEHHS HiYHUX CUMIITOMIB YacTille 2 pa3iB Ha MicsIlb, ajie pifiie 1 pa3y Ha TUXKOEHD,
HOpMaJibHa (PYHKIIiS JIeTeHiB y mepiogax Mix emizogaMu. fAKINO JOCTaTHBOTO KOHTPOJIIO aCTMU He
IOCSTHYTO, Y IOJaIbIIOMY (3a3BUYall YIIPOMOBK 1 MicsIIs) CITig BU3HAYUTH HEOOXiTHICTh MOIATKOBOI
abo iHIIoI MpoTU3anaabHOl Teparii, 'PyHTYI04YUCh Ha TOCTIiIOBHIM cucTeMi iKyBaHHS acTMu. Crin
IIEPIOJUYHO OIIHIOBATH CTaH IAIiEHTIB MO0 KOHTPOJIIO aCTMHU.

ITpoginakmuka acmmu y nauieHmia 8ikom 8i0 2 00 5 pokis, y AKUX OCHOBHUM KOMNOHEHMOM acmmu
€ 6poHxocnasm, iHOyKko8aHull (pi3uyHUM HABAHMANCEHHAM

MoHTenykacT peKOMeHIOBaHUH IallieHTaM BiKOM Bif 2 1o 5 PokiB mist mpodinakTuku 6pOHX0CIIa3My,



iHAyKOBaHOTO (hi3MYHUM HaBaHTaXKEHHSIM, IKUH MOxe OyTH OCHOBHUM IIPOSBOM IIEPCUCTYIOYO1
acTMH, IPM SIKiM HeoOXilHe 3aCTOCYyBaHHS iHTaNAIIMHUX KOPTUKOCTepoiniB. CTaH NallieHTIiB cig
OLIHWUTH TicNis 2-4 TUXKHIB JTiKyBaHHS MOHTEJIYKaCTOM. fKIIO JOCTaTHHOL BiOIOBiMi He JOCATHYTO,
HeoOXiTHO PO3TISHYTH MUTAHHS IIPO OOJATKOBY abo iHIy Tepariio.

3acmocyBaHHA MOHMeAYKACMY 3dAeHCHO 8i0 IHWO020 AIKYBAHHA dCmMMU

Konu MOHTeNnyKacT 3aCTOCOBYETHCS SIK HOAATKOBA Tepalis [0 iHTalsAniiHUX KOPTUKOCTEPOILiB, He
Cyip pi3ko 3aMiHIOBATH HUM iHTaJSAIiMHI KOPTUKOCTEPOinu (quB. po3min «OcoO6auBOCTi
3aCTOCYBaHHI»).

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.

Ilepedo3yeanus

Y mporieci mocmimkeHb XPOHIYHOI aCTMU MOHTETYKACT IpPU3Havaiu y go3ax mo 200 mMr Ha moby
OOPOCIMM TaIliEeHTaM IPOTATroM 22 THXKHIB, a IPU KOPOTKOYACHUX OOCTIAKeHHIX - 00 900 Mr Ha
o0y IpoTSATroM MPUGIM3HO OOHOTO THUKHS, KJTiHIYHO 3HauyIi nobiuHi peakiiil 6ynu BifcyTHi.

[Ipu moCcTMapKETUHIOBOMY 3aCTOCYBaHHI Ta IIif] Yac KJIiHIYHUX OOCIIIAXKEeHb HaAXO0AUIU
IIOBiIOMJIEHHS IIPO IOCTPe Nepefo3yBaHHA IIpenapaToM MOHTenyKacTy. Lli gaHi BKIYanu IpuioM
npernapaTy JOPOCIMMH Ta OiThMU B [03aX, 0 nepeBuinyoTs 1000 Mr (mpubnusHo 61 MI/KT y OUTHHA
BikoM 42 micsiri). OTpumaHi KiiHiuHi #1 maGopaTopHi maHi Bigmosiganu nmpodinio 6e3meKu y qOpoCIuX
nauieHTiB i gite#t. Y GinbIIoCcTi BUNaAKiB mepefo3yBaHHs PO M00iuHI peakiiil He IOBigOMIISAIOCE.

Cumnmomu

Harttuacrime crioctepiranucs nobiuHi peakxiii, 110 BigmoBimanu mpodinto 6e3meky mpemnapary Ta
BKJIIOYasy Oifb ¥ )KUBOTi, COHMMUBICTH, CIIpary, rojloBHUM Oinib, 6II0BAaHHS Ta IICUXOMOTOPHY
rinepakTUBHICTE.

JlixysaHHA

CrerrianbHoi iHpopMalrii o0 MiKyBaHHS ITepego3yBaHb MOHTEyKacTOM HeMa€e. HeBimomo, uu
BHBOIMUTHCSI MOHTEIYKACT 3@ [I0IIOMOI'00 TIePUTOHEATbHOT0 Aiaidy abo remomianmisy.

ITo6iyHi peakuii

MoHTenyKacT 3aCTOCOBYBABCS IIifl 4acC KJTiHIYHUX JOCIiAKEHb MallieHTaM i3 IEPCUCTYIY00 aCTMO:
TabJIeTKY XKyBasbHi 110 4 Mr 3acTocoByBaiu 851 guTuHi BikoM Bif 2 70 5 POKIiB.

MoHTenyKacT OLiHIOBaBCA Y XO[i KIIIHIYHOT0 OOCTIAXKEHHS y NallleHTiB 3 iIHTEePMITYI0O400 aCTMOIO.

Y xopmi KMiHiYHUX OOCHiIXKeHb HUXKYe3a3HaueHi mo6iuHi peakiril crioctepiranucs yacto (Big = 1/100
no < 1/10) y narieHTiB, sIKi OTpUMyBasu JTiKyBaHHS MOHTEYKACTOM, a TaK0X 3 GiIbII00 YaCTOTOIO,
HiX y MallieHTiB, SIKi OTPUMYBaJIHU JiKyBaHHS I1a1e0o.



Tabnuis 1

CucreMu opraHis

[liT BiKOM Bif 2 [0 5 POKiB
(omHe 12-THXXHEeBe JOCIImXKeHHST; n = 461)
(omHe 48-THXXHEBe JOCIIIXKeHHT; n = 278)

[TopymeHHs 3 60Ky IITYHKOBO-KUITKOBOT'O
TPaKTy

AODOMiHaILHUY OiNlb

[TopyIeHHS 3arajbHOr0 CTaHy Ta TaKi, 110
OB’s13aHi 31 CI0COOOM 3aCTOCYBaHHS
TikapCchbKOro 3aco0y

Crpara

[Tig 9ac KIiHIYHUX OOCTiAKEeHb IIPU IPOJIOHT0BAHOMY JIiIKYBaHHI HEBEJIUKO]I KiJIbKOCTI JOPOCIIHNX
TIAllieHTiB YIIPOMOBXK 2 POKiB i miTel BikoM Bif 6 mo 14 pokis ynpomgoBxk 12 micsuis npodins 6e3neku

He MiHSIBCS.

3aranoM 502 OuUTHHM BiKOM Bifj 2 [0 5 POKiB OTPUMYBAJIX JIiKyBaHHS MOHTEJIYKaCTOM IIPOTATOM 5K
MminiMyMm 3 MicsuiB, 338 - ynpomoBxk 6 Mics1iB abo mosiue, 534 - ynpogosxk 12 micsnis abo moBIIe.
[Tpu nposnoHraliil TiKyBaHHS IpOQins Oe3MeKn y IuX MallieHTiB He 3MiHIOBaBCH.

[TocTMapKeTUHTOBUY IIepion

[ToGiyHi peaxiiii, mpo SKi MOBiMOMIISANIOCH ¥ TOCTMAapPKETUHTOBHI 1Tepiof], BKa3aHO 3TifHO 3 KJlacaMu
CHCTeM OpraHiB i 3 BUKOPUCTAHHSM CIelliaIbHUX TePMiHiB y Tabnuui 2. YacToTa BU3HadYeHa 3TigHO

OaHUX KITiHIYHUX TOCHiIXKeHb.

Tabnuns 2

Kjac cucteM opraHiB [To6iuni peaxiii HacToTa*
[HdeKIil Ta iHBa3il [H(eKIT] BepXHiX JUXalbHUX MIIIXiB** [lyxe 4acTo
[TopyuieHHs 3 00Ky cucTeMu [[eHMEHIIs J0 MOCUIeHHS KpOBOTOYMBOCTI |Pimko
KPOBi Ta NiM{aTAYHOI , .
- [TpomMOoIUTOIE IS [lyxke pigko
[TopyueHHs 3 60Ky iMmyHHOI [Peakiril rinep4yTaUBOCTI, B TOMY YHCJTi Heuacto
CUCTEMU aHadimakcisg

EosunodinpHa iHGITBTPALS TEeYiHKH [lyxe pigKo

[Topy1ieHHSs 3 00Ky IICUXIKT

TpemMop’)

[TopyiieHHs CHY (y TOMYy 4YKCIi HiYHi X)axu, [HedacTo
Oe3CcoHHS, COMHaMOyJ1i3M), TPUBOXKHICTB,
aXKuTalis (BKIYal0UW arpeCUBHY
MoBeMiHKY ab0 BOPOXKICTh), HETPECis,
[ICUXOMOTOPHA TillePaKTUBHICTh
(BK/II0YaIO4M APaTiBIUBICTh, HECIIOKIH,

TUK

[lopylleHHSs yBaru, MOTipIIeHHs ITaM’STi,

Pinko

mucheMis

[anmonHAall, Je30pieHTanis, cyluuganbHi
NyMKHU Ta ITOBefiHKa (CylIUaanbHiCTh),
00CeCHBHO-KOMITY/TLCUBHI pO3/1any,

[lyKe pigKo

[TopymieHHs 3 60Ky HEPBOBOI
CHCTEMU

3arraMOpOYeHHs, MIISIBiCTh, ITapecTesis /
rinecresis, CygoMHu

HeuacTto

[TopyuieHHS 3 60Ky Cceplis [ManpnoiTamnis

Pinko




[TopyuieHHs 3 60Ky guxanbHOi[HocoBa KpoBOTEYA HedacTo
CHCTEMH, OPTaHiB IPyAHOL CungpoM Yapra-Crtpocca (AuUB. po3min Iyxe pigko
KJIITKY 1 CepefoCTIHHA «OCOBIMBOCTI 3aCTOCYBAHHS»), IeTeHEBa
e03nHOMIiSA
[TopymieHHs 3 6GOKY [iapes***, HymoTa***, GnmoBaHHSI*** Jacto
[ITyHKOBO-KMIITKOBOT'0 TPAKTY [CyXiCTh Y POTI, JUCIENCis Heuacto
[TopyuieHHS 3 60Ky [TinBUIlleHHS PiBHS TPaHCaMiHa3 HacTto
rernatoOiniapHol CUCTEMHU cupoBaTku (AJIT, ACT)
[emaTUT (BKJIIOUAIOUM XOJIECTATHYHE, [lyxe pigko
rernaToLeTioIspHe Ta 3MilllaHe ypaXKeHHS
MIeYiHKN)
[TopymenHs 3 60Ky mKipu i [Bucumanus*** Jacto
TiIIIKIDHUX TKAHUH [emMaTOMa, KPOTIMB SHKA, CBEPOiK HeuacTo
AHTiIOHEBPOTHUYHUYN HaOPSK Pinko
BysnukoBa eputeMa, MyIbTU(HOPMHA [lyxe pigko
epuTeMa
[TopymenHs 3 60Ky KiCTKOBO- [ApTparrisi, mianris, Bkitoyaouu M's30Bi  [HewacTo
M’sI30BO1 CUCTEMH i CIIOJIyYHOI|CTTa3MHU
TKaHUHHI
[TopyueHHs 3 00Ky HUPOK Ta |EHype3 y miTen Heuacto
CeUYOBHUBIOHUX IIISIXIB
3arasnbHi po3nany i mobiuni  [[Tipekcis*** HacTo
peaxiril, BUKIUKaHi
[IPUIOMOM JTiIKapChKOTO AcTeHist / BTOMa, He3yKaHHS, HAaOPsK Heuacto
3aco0y
*JacToTa BU3HaYeHa 3TifHO 3 YaCTOTOIO IOBiOMIeHD Y 0a3i JaHUX KITiHIYHUX JOCITiKEeHb:
nyxe dacTto (=1/10), gacro (Big =1/100 go <1/10), HeuacTo (Big =1/1000 mo <1/100), pigko (Big
=>1/10000 mo <1/1000), my=xe pigko (<1/10000).
**+]]s1 moGiuHa peakilisg criocTepiraaacs 3 4acTOTOIO «IyKe YacTO» Y MAalli€HTiB, gKi
3aCTOCOBYBa/IM MOHTEJIYKACT, @ TAKOXK Y IMAIli€HTiB, SKi OTPUMYBaIH I1alebo, mig yac KIiHiYHuX
MOCIIiMXXEeHb.
¥ mobiyHa peakilisi criocTepiranacs 3 YaCTOTOI0 «4acTO» Y IMAIli€HTIB, SKi 3aCTOCOBYBaJIU
MOHTEJTYKACT, @ TaKOXK Y TAIliEHTIB, SKi 0OTpUMYyBau Ianebo, i Yac KIiHiYHUX JOCTiIKEeHb.
‘11 noGiuHa peaxiis CIocTepiranacs 3 9aCTOTOK «PiKO».

[ToBigoMIIeHHS PO Him03pIoBaHi mo6ivHi peakirii

[ToBimoMnenHs npo nobiuHi peakiiil micyis peecTpariil 1ikapchbKoro 3aco0y Ma€e BaXK/IMBe 3HAUYEHHS.
ITe nae 3MOr'y IPOBOAUTYU MOHITOPUHT CIIBBiIHOIIEHHS KOPUCTh / PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JiKapchbKOro 3aco0y. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKAM, a TaK0oX IallieHTaMm abo ixHiM
3aKOHHUM IIpefCTaBHUKAM CJIif TIOBiOMJISITH TIPO YCi BUMTAAKHU Mif03PI0OBaHUX MOOIYHMX peakllii Ta
BiICyTHOCTiI e(peKTUBHOCTI JIiIKApChKOT0 3ac00y uepe3 ABTOMATH30BaHy iH(pOpMalliiHy CUCTEMY 3

(dhapMakoHarnsAmy 3a MocunaHHSAM: https://aisf.dec.gov.ua.

TepMin npugaTHOCTI

3 POKH.



YMoBu 30epiranus
30epiraTu B OpUTiHANbHIN YIIaKOBI Ipu TeMIepaTypi He Buie 25 °C.

36epiraté y HEOOCTYIIHOMY IJIST OiTeH MiCIIi.

VnaxoBka

[To 10 Tabnetok y 61icTepi, mo 3 abo mo 9 G1icTepiB y KAPTOHHIN yIaKOBIIi.

Kareropis Bignmycky

3a pelLemnToM.

Bupo06HuK
Kycym Xentxkep [IBT JITH/

Kusum Healthcare Pvt Ltd.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afijpeca MicCusi IpoBaJXKeHHs MOro TisyIbHOCTI

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

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



