IHCTPYKL|IA 3ATBEPIXXEHO

NS MeAUYHOTO 3aCTOCYBaHHSA NikapCbKoro 3acody Haka3 MinictepcTea 0X0pohu
3p0poB'sa YkpaiHu

® 09.06.2021 Ne 1163
MOHTynAP PeecTtpaLiiiHe nocBigyeHHs
(MONTU L AR®) Ne UA/15649/01/01

Cknad:

ditoya peyosuHa: MOHTeNykacT HaTpito (montelukast sodium);

1 TabneTka MICTUTb MOHTENYKACTY HATPIt0 y NepepaxyBaHHi Ha MoHTenykacT 10 mr;

O00NOMKHI PeYOBUHU. LIENono3a MIKpOKpUCTarivyHa, HaTpilo Kpockapmenosa, HaTpito naypuncynbdat, marHito
creapar, nokputtst Opadry 20A520035 0BTwi: rigpokcunponinyenionosa, rinpomenosa, Tutaxy giokeng (E 171),
BiCK kapHayDCbki, 3aniza okewg xoBTui (E 172), 3aniza okeug YepBoHui (E 172).

Nikapcbka dropma. TabneTku, BKPUTI NNiBKOBOK 0B0NOHKOK).
OcHogHi ghisuko-ximiuHi nacmugocmi: GexeBoro konbopy, Kpyri, ABOOMYKI, rMaaki 3 060x 6okiB TabneTku, BKpUT
NniBKOBOK 060MOHKOK.

(dapmakoTepaneBTUYHa rpyna.
3acobu ons CUCTEMHOrO 3acTOCyBaHHs Mpu OOCTPYKTMBHMX 3aXBOPKOBAHHSX AuXamnbHUX Lnsxis. brokatopu
nevikotpieHosux petentopis. Kog ATXR03D C03.

®apmakonoeiyHienacmugocmi.

®apmaroduHamika.

Lncteininneikotpienn (LTC,, LTD,, LTE,) € noTyxHUMW elKo3aHOiAaMK 3ananeHHs, Wo BUAINSTECA PisHUMM
KNiTMHamMK, 'y TOMY YuCAi OnacucCTUMK KniTuHamu Ta eosuHodinamu. Lli Baxnmei npoactmaTuyHi Megiatopw
3B'A3y10TbCA 3 umcTeininnekoTpieHoBumm pelentopamu (CysLT). Peuentopu CysLT 1-ro tuny (CysLT))
3HaxoAATLCA Y ANXanbHUX LUNsXaX MOANHY (BKIIOYaKoUuM rMafKoM'A30Bi KNITUHW ANXanbHUX LNSXIB Ta Makpodaru y
ONXanbHUX LWNsXax), a Takox Ha iHWWX npo3anarnbHuX KNiTMHaX (BKMHYAYM e03MHOMINM Ta NeBHi MiEnoigHi
cTOBOYpOBI KNiTWHYN). HassHicTb peuenTopis CysLT kopentoe 3 natodisionorieto acTMu Ta anepriyHoro puity. Mpu
acTMi onocepekoBaHi neiikoTpieHaMu edekTi BKNYaloTb GpoHXOCna3m, rinepcekpeLiio Cnmay, MoCUNeHHs
NPOHUKHOCTI CYAMH i 30inblUeHHs KinbkocTi eo3uHodinia. Mpu aneprivHomy puHiTi 6inok CysLT Buainsetbes 3i
Cnmn3oBoi 0BOMOHKW HOCa MIiCs BNAMBY anepreHy Npu po3BUTKY peakLiiii sk paHHbOro, Tak i Mi3HbOro Tuny, i Lie
CYNPOBOMKYETLCA CUMNTOMaMM anepriyHoro puHiTy. IHTpaHasansHe BeefeHHs CysLT npuaBoanno 4O NigBuULLEHHS
PE3NCTEHTHOCTI AMXarnbHYX LLMSIXiB HOCOBOT MOPOXHWHM Ta NOCKIEHHS CMNTOMIB 3aKrnafeHoCTi Hoca.

MoHTenykacT npn nepopanbHOMy 3acTOCyBaHHI € akTUBHOK CrOJYKOI0, sika 3 BUCOKOK BMBIPKOBICTHO | XiMIYHO
cropigHeHicTio 3B's3yeTbest 3i CysLT,-peuentopamu. 3rifgHO 3 KMiHIYHUMW LOCTIMKEHHSIMM, MOHTEMNYKACT NpUTHivye
OpoHxocnaam nicns iHranauii LTD, y posi 5 mr. bpoHxogunatais cnocTepiractbCs YNpogoBX 2 roguH nicns
nepopasnbHOro 3acTocyBaHHsl, Ll edekt 6yB aguTvBHUM O GpoHxoaunaTtauii, Cnpu4nMHeHoi B-aroHictamu.
NikyBaHHS MOHTENYKACTOM NPUrHiYyBanO Sk paHHHO, Tak i Ni3HI0 hasn GPOHXOKOHCTPHKLT, CMPUYMHEHOT aHTUrEHHOKD
ctumynsuieto. MoHTenykacT nopiBHsHO 3 nnaLe6o 3MeHLLYE YMCo e03nHOMINIB NepUdepUIHOT KPOBI Y JOPOCTNX
nauieHTiB Ta fiten. € KniHiYHi gaHi Npo Te, WO NpuiAoM MOHTENYKacTy 3HaYHO 3MEHLLYBAB YMCNO e03MHOMINIB Yy
nepuepryHil KpOBi Ta y AUXanbHUX LWNsXax (3a BUMIPaMu MOKPOTUHHS), MOKPALLyBaB KNiHIYHWI KOHTPOMb aCTMM.
GapmakokiHemuka.

Abcopbuis

MoHTenykacT LBMAKO BCMOKTYETbCS Micns mepopanbHoro npuitomy. llicns 3acTocyBaHHs [OPOCAMMM HaTLLe
TabneTok, BKpUTMX MNIBKOBOK 060510HKOH, N0 10 Mr cepeHst MakcumanbHa koHueHTpauis (C,,) Y nnasmi KpoBi
pocsranacs yepe3 3 roguhu (T,.,). CepeaHs 6iogoCTYNHICTL NpW nepopanbHOMy 3acTocyBaHHi cknapae 64 %.
BxuBaHHs 3BMYaitHoi ixi He BnnmMBano Ha BiogocTynHicTb i Ha C,,, Npu nepopanbHOMy 3acTocyBaHHi. beaneka i
eheKTUBHICTb Bynn NiaTBEpMXEHI Nig Yac KNiHIYHMX JOCRiAXeHb NPy 3aCTOCYBaHHI TaBNETOK, BKPUTUX MIBKOBOKO
0060510HKO0, N0 10 Mr He3anekHO Bif Yacy BXMBAHHS iXi.

[ns TabneTok xyBanbHUX N0 5 Mr nokasHuk C,, y LOPOCINX JOCAraBcs Yepes 2 roavHN nicns npuiomMy HatLe.
CepepHs GiofoCTynHiCTb Npy NepopanbHOMy 3acTocyBaHHi cknagae 73 % i 3HWKyeTbes [0 63 % npu npuiiomi 3i
CTaHAapTHO iketo.

Po3nodin

Monaz 99 % moHTenykacTy 3B'A3yeTbes 3 Ginkamu nnasmu kposi. O6'eM po3noAiny MOHTENyKacTy B cTaLioHapHil
(hasi B cepeHbOMY CTaHOBMTH Bif 8 o 11 niTpiB. Y Npoueci 4OCNimKeHb Ha Liypax i3 3aCTOCYyBaHHAM paflioakTUBHO
MIYEHOTO MOHTENYKACTy MPOXOKEHHS Yepe3 rematoeHuedaniyHuit 6ap'ep 6yno miimansHum. Kpim Toro, y BCix
iHLUMX TKaHWHAX KOHLIEHTpaLii N03Ha4eHOro pagioi3oTonoM MaTepiany Yyepe3 24 roauHu nicns NpuiomMy [o3n Takox
BUSIBUNUCA MiHIManbHAMK.

Memabonizm

MoHTenykacT akTuBHO MeTabonisyeTbes. MMig yac LOCNimKeHb i3 3aCTOCYBaHHAM TEPaneBTUYHUX 403 KOHLEHTPaLi
MeTaboniTiB MOHTENyKacTy y CTauioHapHOMY CTaHi nna3Mmu KpoBi B AOPOCAMX i MALliEHTIB AMTAYOrO Biky He
BM3HAYaK0TbCA.

Liutoxpom P450 2C8 € ocHoBHUM thepmeHTOM y meTaboniami moHTenykacty. Kpim toro, uutoxpomn CYP 3A4i2C9
BiflirpaloTb He3HauHy ponb y MeTtaboniami MOHTenykacty, xoua iTpakoHason (iHribitop CYP 3A4) He 3miHioBaB
(hapmMaKoKiHETUYHI MOKA3HWKW MOHTENYKACTY Y 30OpOoBUX LOOPOBONbLB, siki 0TpuMyBanu 10 Mr MOHTENyKacTy Ha
no0y. 3rigHo 3 pesynbTatamu JOCTIMKEHb in Vitro 3 BUKOPUCTAHHAM MIKPOCOM MEYiHKM NIAWHWA, TepaneBTUYHi
MNa3MoBi KOHLIEHTPaLlii MOHTENyKacTy He MpurHidyoTb LuToxpomn P450 3A4, 2C9, 1A2, 2A6, 2C19 i 2D6. YuacTb
MeTaboniTiB y TepaneBTUYHIN Ajii MOHTENYKACTY € MiHIMANbHOH.

BusedeHHs

KnipeHc MoHTEnykacTy i3 nnasmu KpoBi y 300pOBUX AOPOCHMX JOOPOBOMBLIB Y CepeaHbOMY CTAaHOBUTL 45 MA/XB.
Micna nepoparnbHOro NPUIOMY MOHTEMYKACTY, MiYEHOro i30TonoMm, 86 % BMBOAWTLCA 3 KAnOM NPOTAroM 5 AHIB i
MeHLue 0,2 % — i3 ceyeto. Y CykynHocTi 3 6i0A0CTYMHICTIO MOHTENYKaCTy Npu nepopanbHOMY 3aCTOCYBaHHi Liel (hakT
BKa3ye, LLj0 MOHTENYKACT i 10ro MeTabomiT Maitxe NOBHICTIO BUBOAATLCS 3 KOBYIO.

GapmakoKiHemuKka 8 pi3HUX 2pyn nauieHmis

[ng nauieHTiB i3 NopyLweHHAMM GyHKLii NeYiHKW NEerkoro i CepeaHboro CTyneHst KOpekUis 403W He noTpibHa.
[ocnimpxeHHs 3a y4acTio NavieHTiB i3 NOpyLIEHHMN dyHKLIT HUpOK He npoBogunucs. Ockinbkin MOHTENYKacT i oro
MeTaboniT! BUBOLATLCS 3 XKOBYHD, KOPEKList 403K AMs NaLieHTB i3 NOpyLIEHHSIMI (YHKL HUPOK He BBaXaeTbecs
HeobxiaHoto. [laHnx npo xapaktep hapMakokiHeTKM MOHTENYKACTy Y NaLieHTIB i3 NOPYLLIEHHAMM yHKLi NeviHku
TSHKKOrO CTyneHs (noHag 9 6anis 3a Wwkanoto Yainga-M'to) Hemae.

[Mpv npuitomi BeNnKk1X 403 MoHTenykacTy (1o B 20 Ta 60 pasie nepeBuLLyBanu 403y, pEKOMEHA0BaHY AMns JOPOCHMX)
CrioCTEPIranocs 3HWKEHHS KOHLeHTpaLjii TeodiniHy B nnasmi kposi. Lleit edekT He cnocTepiraetbest npu Npuiomi
pekomeHaoBaHoi 4o3n 10 Mr 1 pa3 Ha goby.

KniHiuHi xapakTepucTukm.

Moka3aHHs.

£k pogatkoBe NikyBaHHS Npy GpOHXianbHiA acTMi y NaLeHTIB 3 NEPCUCTYIOHOI0 acTMOH) Bif NErkoro A0 CEpPeaHLOro
CTYrNeHsl, sika HefoCTaTHbO KOHTPOMKETHCA IHranALUiiHMMK KOPTUKOCTEpOifaMi, a TakoX Npu HeJoCTaTHbOMY
KNMiHIYHOMY KOHTPOMi acTMM 3a AOMOMOTOI0 aroHicTiB B-aapeHopeLenTopiB KOpOTKOI A, SKi 3aCTOCOBYHOTL Npw
HeoBXigHOCTI. Y naLlieHTiB 3 acTMOI0, ki NpUitMaloT MoHTynap®, Liel nikapchKui 3aci6 Takox Nonertuye CUMITOMM
CE30HHOr0 aneprivHoro PUHITY.

MpodhinakTyka acTMu, LOMiHYUMM KOMNOHEHTOM SKOT € GPOHXOCNa3M, iHAYKOBaHWUN (i3NYHNM HABAHTaXKEHHSM.
MorerwieHHs CUMMTOMIB CE30HHOTO Ta LMOPIYHOrO anepriyHoro puHiTy. OcCKinbki KOpWUCTb Bif 3aCTOCYBaHHS!
MOHTENyKacTy Y NaLjieHTiB i3 anepriyHMM pUHITOM MOXe He NepeBuLLYBaTH PU3NK BUHUKHEHHS NCUXOHEBPONOMYHUX
camnTomis (aB. posgin «OcoBnMBOCTI 3acTocyBaHHsA), Mikapchkuin 3aci6 MonTynap® cnif sacTocoysatn sk
npenapar pe3epBy naLieHTam i3 HeafeKBaTHO BigNoBILAt0 ab0 HENEpPEHOCUMICTIO anbTepHaTUBHOI Tepanii.

lpomunoka3aHHsi.
MigBuLLeHa YyTMBICTb 4O Ait040i pe4oBIMHM abo [0 Byab-KOi 3 SONOMKHIX PEYOBUH NiKapChKoro 3acoby.
[utauuiiBik 1o 15 pokis.

B3aemo0is 3 iHWuMu nikapcekumu 3acobamu ma iHwi e udu e3aeMoOitl.

MoHTenykacT MoXHa Mpu3HayaTv pasoMm 3 iHLWMMKM NikapcbkumK 3acobamu, Lo 3a3Bu4ali 3aCTOCOBYIOTLCA A11S
npodinaktkn abo TpuBanoro nikyBaHHs actmu. Mpu JocnigKeHHi B3aemogii Mix nikapcbkumu 3acobamm
MOHTENYKaCT Y PeKOMEH0BaHIN KIiHIYHIA J03i HEe MaB BaXMMBOTO KNIHIYHOTO BNAMBY Ha (apMakoKiHETUKY Takux
npenapartis: TeodiniH, NPeAHi30H, NPeLHI30MNOH, NepopanbHi KOHTPALENTMBNY (eTUHINecTpagion/HopeTuHapoH 35/1),
TepdeHaamnH, ANroKCUH Ta BapdapuH.

Y naujeHTiB, ki ogHOYacHo npuiManu deHobapbitan, nnowa nig KpUBOK «KOHUEHTpauis-yacy (AUC) ans
MOHTENyKacTy 3HuxyBanacst npubnuaHo Ha 40 %. Ockinbku MoHTenykacT meTaboniayetcs CYP 3A4, 2C8 i 2C9,
HeobXxigHo 6yTn 0bepexHUM, 0coBNMBO LWOAO AiTeN, KO MOHTENYKACT NpU3HaYaoTb OGHOYACHO 3 iHAYKTOpamMm
CYP 3A4,2C8i2C9, Hanpuknag i3 cheHiToiHoM, heHobapbitanom i pudpamniLHoMm.

[ocnimkeHHs in vifro nokasanu, WO MOHTeNyKacT € noTyxHUM iHribitopom CYP 2C8. lMpote paHi KniHiYHOro
[OCHIMKEeHHs B3aeMOogii Nikapcbkix 3acobiB, LU0 BKMKOYAKOTb MOHTENYKACT i pO3NrNiTa3oH (MapkepHuii cybeTpar;
npenapar, wo MetaboniayeTbes 3a gonomoroto CYP 2C8), nokasany, Lo MOHTeNyKacT He € iHribitopom CYP 2C8 in
vivo. TakuMm YMHOM, MOHTENyKacT He BMMMBAE 3HAYHOK Mipo Ha MeTtaboniam nikapcbkux 3acobis, L0
MeTaboni3yloTbCs 3a AONOMOrOK Lib0ro hepMeHTY (Hanpuknag, naknitakceny, poavritasoHy Ta penarniiay).

Mig yac pocnimkeHs in vitro 6yno BCTaHOBNEHO, L0 MOHTenykacT € cybctpatom CYP 2C8 i MeHwoto Mipoto 2C9 ta
3A4. Y npoueci KniHiYHOro [OCRIMKEHHS B3AEMOA(T NMikapcbkix 3acobiB i3 3aCTOCYBaHHAM MOHTENykacty i
remcpibposuny (iHribitopa CYP2C8i2C9) remcpibpo3unn nigsuLLyBas CUCTEMHY EKCMIO3WLLi0 MOHTENYKacTy B4,4 pasa.
Mpn ogHo4acHOMY 3acTocyBaHHi 3 remdibposnnom abo iHwWMMK NoTyxHUMK iHribiTopamu CYP 2C8 kopekuis [o3u
MOHTEITyKacTy He NoTpibHa, ane nikap NoB1HEH BPaXoBYBATM NiABULLEHIA PU3MK BUHVKHEHHS NMOBIYHMX peaKLii.

3a pesynbTaTamu LOCTILXeHb in Vitro, He 04iKyETbCS BUHUKHEHHS KNIHIYHO BaXNBMX B3AEMOZIN 3 MEHLL MOTYXKHUMW
inribitopamu CYP2C8 (Hanpuknag, i3 TpumeTonpumom). OaHouacHe 3acToCyBaHHS MOHTENYKACTY 3 iTPakoHa30moMm,
cunbHUM iHribiTopom CYP 3A4, He NpW3BOANIIO 40 ICTOTHOTO MiABULLEHHS CUCTEMHOT EKCMO3NLi MOHTENYKACTY.

Ocobnusocmi3zacmocyeaHHsl.

MavjieHTi HeoBXiaHo nonepeanTy, Wwo MoHTynap® HIKoN He 3aCTOCOBYIOTh ANA MiKyBaHHS FOCTPUX HaNazaiB acTMK, a
TaKOX MpO T€, LU0 BOHW MOBWHHI 3aBxayM MaTy npn cobi BiANOBIAHWA nikapcbkuid 3acib ekcTpeHoi fonomorn. Mpu
rOCTPOMY Hanagi Cnif 3acTocoByBaTW iHransuiiHi B-aroHicTu kopoTkoi Aii. MauieHTW NOBWHHI SKHaMWBMALLe
MPOKOHCYNbTYBATUCS 3 NikapeM, SIKLLIO BOHM NOTPEBYHOTh BinbLLOT KiNbKOCT B-aroHicTa KopoTKoi i, Hix 3a3Bnyal.

He cnig panToBo 3amiHtOBaTV MOHTENYKACTOM Tepanito iHransuiHiMm abo nepopanbHUMI KOPTUKOCTEPOiAaMK.
Hemae paHux, ki nigTBEpAXYHOTh, WO 403y NEPOpanbHUX KOPTUKOCTEPOILB MOXHA 3MEHLUMTI NPW OOHOYACHOMY
3aCTOCYBaHHi MOHTENyKaCTY.

MMoBigOMNANOCSA NPO BUHWKHEHHS! NCUMXOHEBPOMONIYHMX ABWLL Y MALliEHTIB, ki 3aCTOCOBYBanM MOHTENyKacT (auB.
po3ain «MoBiyHi peakyii»). MavieHTn Ta nikapi NOBUHHI ByTV YBaXHUMM JO NCUXOHEBPOMOTiYHINX peakLii. MavieHTam
Ta/abo fornaganbHukam Chif 4aTv BKasiBkA PO Te, o6 BOHW NOBIGOMMANM CBOTO fikaps NP0 BUHUKHEHHS Takux
3MiH. Jlikapi NOBWHHI peTenbHO OLHIOBATY PU3IKK Ta NepeBary NPOLOBKEHHS 3aCTOCYBaHHS Nikapcbkoro 3acoby
MoHTynap®, SKILO Taki peakLii BUHMKaIOTb.

Y NOOAMHOKMX BUNaZKax Yy NaLEeHTIB, ki OTPUMYIOTb NPOTUACTMATUYHI 3acobu, B TOMY YMCi MOHTENYKacT, MOXe
CriocTepiraTMCa CUCTEMHa €03MHOMINIS, IHKONM Pa3oM i3 KNiHIYHUMK NPOsiBaMU BacKyniTy, Tak 3BaHWA CUHAPOM
Yapra-Ctpocca, NnikyBaHHS sKOro npoBOAUTLCS 3a A0MOMOTOK0 CHCTEMHOI KOPTUKOCTEPOIAHOI Tepanii. Taki Bunagku
3a3Binyail (ane He 3aBxau) Oynu NOB'A3aHi 3i 3MEHLLEHHAM 031 abo BiAMIHOK KOPTMKOCTEPOigHOrO 3acody.
IMOBIPHICTb TOTO, L0 AHTAroHICTW NEKOTPIEHOBMX PELLenTopiB MOXyTb BYTH NOB'A3aHi 3 NOSIBOK CUHLpoMy Yapra-
Ctpocca, HeMOXMBO cnpocTyBaTi abo nigTeepanTy. Jlikapi NOBMHHI Nam'aTaT Npo MOXIMBICTb BUHWUKHEHHS Y
navieHTiB eo3unHodinii, BaCKyNiTHOMO BACUNAHHS, NOTpLUAHHS NereHeBoi CMMMTOMATHKK, YCknagHeHHs 3 6oKy cepus
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Ta/abo Herponarii. MauieHTiB, ¥ KX BUHWKIN Taki CUMMTOMM, CAif NOBTOPHO OBCTEXUTY | NEPErnsHyTH iX CXeMy
NiKyBaHHS.

TNikyBaHHS MOHTENYKACTOM He Aa€ 3MOrV NaLieHTaM 3 acnipuH3anexHoK aCTMOLO 3aCTOCOBYBATH aLeTUnCaniymnoBy
kncnoty abo iHLi HeCTepoiaHi NpoTM3anarbHi 3acobu.

Llew nikapcbkuit 3aci6 MiCTUTL MeHLLe 1 MMorb (23 Mr)/A03y HaTpito, TOBTO MPAKTUYHO BifbHWM Bif HATPItO.

3acmocysaHHs y nepiod 8azimHocmi abo 200yeaHHs epydoo.

BazimHicmb. [locnigXeHHS Ha TBapWHaXx He [EMOHCTPYIOTb LUKIANMBOrO BMAWMBY Ha BariTHiCTb abo
eMbpioHanbHWIA/eTanbHUA PO3BUTOK.

HasBHi nani onybnikoBaHWX MPOCMEKTUBHUX Ta PETPOCMEKTUBHUX KOrOPTHWX AOCTIMKEHb i3 3aCTOCYBaHHAM
MOHTENYKacTy BariTHUMK XiHKaMW, SiKi OLiHIOIOTb 3HaYyLi BPOZKEHi Bagu Y AiTEl, He BCTAHOBWMN PU3NKY,
MOB'A3aHOr0 i3 3acTOCyBaHHAM Mikapcbkoro 3acoby. HasiBHi JOCRIMKEHHS MalTb METOAONOridHi 0BMEXEHHS,
BKITIOYAK0YM HEBENMKIUIA PO3MIP BUOIpKM, B AESKUX BUMafKax — PETPOCMEKTUBHWIA 36ip JaHWX i HECYMICHI rpynu
MOPIBHAHHS.

MoHTenyKacT MOXHa npuitMaTy nig Yac BariTHOCTi NnLLE 3a SIBHOI NOTpeou.

[Mepiod 200ysaHHs 2pyddo. [ocnimKkeHHs Ha Liypax NpOAEMOHCTPYBANM, WO MOHTENYKAaCT NPOHUKAE y rpyaHe
MOOKO. HeBiLOMO, Y BUBOAUTLCSA MOHTENYKACT Y IPYAHE MOMOKO Y KIHOK.

MoHTenykacT MOXHa 3acTocOBYBaTW B Nepiof rofyBaHHsi pyALt, TiMbKM SKILO Le BBaXaeTbcst 6e3yMOBHO
HEoOXigHUM.

30amuicme gnnusamu Ha weudkicmb peakuji npu kepysaHHi asmompaHcnopmom abo iHWUMU MexaHismamu.
He ouikyeTbes, WO MOHTENyKacT BNAMBATMME Ha 3AATHICTb NalieHTa KepyBaTi aBTOTPaHCMOPTOM abo iHWMMK
MexaHiamamu. [TpoTe Ayxe piako NoBiaoMASNOCs Npo COHNMBICTL 260 3anamMopOYEHHS.

Cnoci6 3acmocyeaHHsi ma 003u.

[o3a ons nauiexTis (Bikom Big 15 pokiB) 3 acTMot ab0 3 aCTMOHK) | CynyTHIM CE30HHIM anepriyHUM PUHITOM CTaHOBUTb
10 mr (1 Tabnetka) Ha goby, npuitMaTtk yBedepi. [ns nonerweHHs CUMNTOMIB anepriyHoro puHiTy 4ac npumomy
nipbupatoTb iHAMBIAYaNbHO.

3azanbHi pekomeHOauii. TepaneBTUYHUIA BB MOHTENYKACTY HA NOKa3HWUKM KOHTPOIIO aCTMK HacTae ynpogoBx 1
AHs. Jikapcbkuii 3acid MOXHa 3aCTOCOBYBATU He3anexHO Bif BxuBaHHs ixi. MauieHTam cnig pekomeHayBsatu
NPOLOBXYBATI NPUIAMATY NiKaPCHKIM 3aciB MoHTynap’, HaBiTb AKILO AOCATHYTO KOHTPOIIO aCTMK, & TakOX y nepiogy
3arocTpeHHs actmu. MoHTynap® He criia 3aCTOCOBYBATI OAHOYACHO 3 MIKapCHKMMM 3aC0BaMK, L0 MICTATb y cknapi
Ait04y PEYOBMHY MOHTENyKacT.

Hemage HeobXigHOCTI B KOpeKLii 4031 4715 NaLieHTiB NiTHLOTO BiKy, 3 NOPYLUEHHSIMM (PYHKLi HUpOK a0 3 NOPYLLEHHSIMM
(pYHKLT neviHKM Bif Nerkoro 4o cepeaHboro CTyneHs. Hemae faHux Woao nauieHTiB i3 nopyLUeHHSM YHKLT neviHKm
TSHKKOTO CTyneHst. [Jo3yBaHHs Ans YOMOBIKIB i KiHOK OfHAKOBE.

3acmocysaHHs nikapchko2o 3acoby Monmynap® 3anexHo 8id iH020 NikysaHHs acmmu

TNikapcbkuit 3aci6 MoHTynap®Mo)Ha 10AaBATI A0 ICHYIOHOTO KypCy MiKyBaHHS NaLjieHTa.

Ineanauiiii kKopmukocmepoidu. Jlikapcbkuit 3aci6 MoHTynap® MOxHa 3acTOCOBYBAaTU fIK [40AATKOBE MikyBaHHS
nauieHTam, y SKWX iHransuiHi KopTUKOCTEpOiaW pa3oM 3 B-aroHicTamu KOPOTKOI fji, WO 3aCTOCOBYKTLCA Npw
HeobXigHOCTi, He 3a6e3ne4yHTb 3a40BINBHOTO KMIHIYHOMO KOHTPOSK 3aXBOPHOBAHHS.

Nikapcskim 3aco6om MoHTynap® He cnif pisko 3aMiHATY iHranaLiiHi kopTkocTepoiaM (avB. po3ain «OcobnmBocTi
3aCTOCYBaHHSI»).

Limu.
3acTocoBytoTb fiTsAM BikoM Bif 15 pokiB.
[Jlitam Bikom 4o 15 pokiB crif 3aCTOCOBYBATM MOHTENYKACT Y BUFNAAi KyBanbHUX TabNeTok.

Mepedo3ysaHHs.

Hemae xopaHoi cnewjanbHoi iHhopmalii LWoao NikyBaHHs nepeso3yBaHb MOHTENYKAcTOM. Y NpoLec AOCTIMKEHHS
[0POCIIUM XBOPUM Ha XPOHIYHY acTMy MOHTeNyKacT 3acTocoByBanu B 4o3ax Ao 200 Mr Ha o6y npoTarom 22 TWxHIB
Tay NPOLIECi KOPOTKOCTPOKOBIX JOCHIMKeHb — Yy fo3ax [0 900 Mr Ha Aoby npoTsrom npubnmaHo 1 TvkHs Be3 kniHivHo
3HaYyLLMX NOBIYHMX peaKLjii.

Bunagku rocTporo nepefo3yBaHHs 3adikCoBaHi MPOTSIOM MOCTMAapKETUHIOBOrO Nepiody Ta Mig Yac A0CHiMKeHb
MoHTenykacTy. Taki Bunagku 3adikcoBaHi Mpy 3acTOCyBaHHi 4OPOCIMM Ta AiTAM 403, Lo nepesuytoTs 1000 mr
(npnbrmaHo 61 mr/kr y 42-micsyHoi auTHK). KniHivHi Ta nabopaTopHi faHi yaromkyBanucs 3 npodinem beanekn y
[opocnux Ta gited. Y BinblIoCTi BUNaaKiB nepepo3yBaHHs nNpo nobivHi peakwii He nosigomnsnocs. Hanvacriwe
cnocTepiranucst nobiuHi peakuii, Wo Bignosiganu npodinio 6e3nekn MoHTeNykacTy Ta Bkntoyanu Ginb y xuBoTi,
COHAMBICTb, CMIpary, rofoBHNM 6inb, 6toBaHHS Ta NCUXOMOTOPHY riNepaKTUBHICTb.

HeBigomo, uu BMBOAMTLCS MOHTEMyKacT 3a AOMOMOrol0 MepuUToHeanbHoro Aianisy abo remopianiay. JlikyBaHHs
CUMMNTOMaTUYHE.

Mo6iyHi peakyii.

HwxyeHaBeneHi nobiuHi peakuii cnocTepiranucs y npoLeci KniHiYHUX AOCTiZKEeHb Ta y nicnsipeecTpaLlitiiin nepiog.
Mo6iuHi peakLii knacudikoBaHo 3a iXHbOK YacToTOoK. YacToTa BU3Ha4YeHa TakuM YuHOM: wYacTi (=1/100,<1/10),
Hevacri (=1/1000,<1/100), nooguHoki (=1/10000, <1/1000), piakicHi (<1/10000).

CucTemu oprais MobiuHi peakwji Yacrota
IHpekuii Ta iHBaaii IHbekuii BEpPXHIX AnXanbHWX Lnsxis* [yxe yacto
3 6oky cucTemm KpoBi Ta TeHaeHUis B0 NOCUNEHHS KPOBOTOUMBOCTI Pigko
niMgaTniHoi cucTemm TpomBoLuTOneHis Oyxe piako
3 6oKy iMyHHOI cucTemm Peakuii nigBuwweHoT 4yyTNnBOCTI, B TOMY yucni | Hevacto
aHadinakcis
EosnHodinbHa iHdinbTpaLjs neviHku Hyxe pigko
3 Boky neuxiku MopyLueHHs CHY (y TOMY 4ucri HiYHi xaxu, 6e3coHHst, | Hevacto

COMHambyniam), TPUBOXKHICTb, axuTallis (BkoYarun
arpecuBHy noeepiHky abo BOPOXiCTb), Aenpecis,
MCMXOMOTOPHA rinepakTUBHICTb (BKOYaKum
[ApaTiBNUBICTb, HECMOKil, Tpemop’)

MopyLUeHHs yBarK, NOripLUeHHs Nam'sTi, TUK Pigko
lanoumHayii, aesopieHTalis, cyiymaanbHi gymku 1a | [lyxe pigko
noBeAiHka (CyiumaanbHicTb), 06CeCBHO-KOMNYNbCHUBHI
po3nagu, ancgemis

3 6oky HepBOBOI cUCTEMU 3anamopoyeHHs, MNABiCTb, NapecTesia/rinectesisi, | Hevyacto
CyAoMM

3 6oky cepust Manbnitadis Pigko

3 Boky anxanbHoi cuctemu, opraHie | Hocosa kpoBoTeva Heuvacto

FPYAHOI KNiTKM | CEPEAOCTIHHA CwHapom Yapra — CTpocca (aue. posgin «OcobnusocTi | [yxe piako
3aCTOCYBaHHsI»), nereHeBa eo3nHodinis

3 BoKy LUNyHKOBO-KMLLKOBOrO TpakTy | [liapes™, Hygota™, bnioBaHHs™ Yacro
CyxicTb y poTi, gucnencis Heuvacto

3 6oky renatobiniapHoi cuctemm MigBuLieHHs piBHsa TpaHcamiHas cuposatku (AT, ACT) |Yacto

l'enatuT (BKNOYaKOUM XonecTaTnyHe, renatouenionspHe | [lyxe pigko
Ta 3MiLLaHe ypaxeHHs NeviHk)

3 6OKy LUKIpW i MIgLWKIPHUX TKaHWH | BucunanHs** Yacto
l'emaToma, Kponue'sHka, ceepOix Heuvacto
AHriOHEBPOTUYHMIA HABPsIK Pigko
ByanukoBa eputema, MynbTudopmMHa eputema Hyxe pigko

3 6oKy KICTKOBO-M'5130B0I cucTeMu i | ApTpanrisi, Mianrisi, BKio4arum M'si30Bi cnasmu Heuvacro

CNOMYYHOI TKAHUHY

3 6OKy HMPOK Ta CEYOBMBIAHNX EHypes y giteit Heuacto

Linsxis

3aranbHi poanagu i nobivHi peakyii, | Mipekcis*™ Yacto

BMKﬂgKaHi NPUIOMOM NiKaPCLKOTO | AcTeHis/BTOMA, HE3MyXaHHS, Habpsk Heuacto

3acoby

*Lis1 noBiyHa peakLis cnoctepiranacs 3 4acToTOK «JyXe YacTo» Y NaLlieHTiB, siki 3aCTOCOBYBaNM MOHTENyKacT, a
TaKOX Y nawjieHTiB, siki OTpumyBanu nnawe6o, nig vac KniHiYHUX JOCHILKEHb.

**Lis nobiyHa peakuis cnocTepiranacs 3 4acToTOK «4acTo» Y NaLieHTiB, SIki 3aCTOCOBYBANM MOHTENYKACT, @ TaKOX
é/ I'IaLLiel-!TiB, AKi mpmmyaanm qnau,e6o, mif Yac KJ'IiHiH.HMX [IOCTIiIKEHD.

Lis noBiyHa peakuis cnoctepiranacs 3 4acToTo «piakoy.

[oBigomneHHs Npo Nigo3proBaHi No6ivHi peakLii

MoBigoMneHHs Npo nifo3ptoBaHi nobiuHi peakii nicns peectpaLii nikapcbkoro 3acoby € Baxnmeoio npoueaypoto. Lie
[a€ 3MOry NPOAOBXYBATW KOHTPOMOBATY CMIBBIAHOLIEHHS! KOPUCTL/PU3MK N5 LIbOrO Nikapcbkoro 3acoby. MeaunyHi
npawiBHUKM NOBWHHI NOBIAOMANSATY NpO Yci nigo3proBaHi nobiuHi peakuii y Al «JepxaBHuit ekcnepTHui ueHTp MO3
YkpaiHu» Ta 3asBHIKY Yepe3 (hopMy 3BOPOTHOIO 3B'A3Ky BeGcalTy: https://kusum.ua/pharmacovigilance/.

Tepmin npudamHocmi.
3 pokwm.

YmoBM 36epiraHHs.
36epiratn npu Temnepatypi He BuLLe 25 °C B opuriHanbHii ynakosLj.
36epiratiny HegocTynHOMY NS AiTel MicLj.

YnakoBka. Q
Mo 10 Tabnetok y GnicTepi, no 3 6rictepn y KApTOHHI yNakoBLyi. %
Kateropis Bignycky. 5
3apeLjenTom. g
Bupo6HuK.
KYCYMXENTXKEP NBT NTAQ/
KUSUMHEALTHCARE PVTLTD.
MicueaHaxoaxeHHs BUpOOHMKa Ta agpeca MicList NpOBaKeHHS HOro AiANbHOCTI.
CIM-289 (A), PIIKO IHgacTpian apea, YonaHki, bxisagi, dict. Ansap (PagxactaH), IHgis/
SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India.
[arta octanHboro nepernsgy. 09.09.2024.
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