IHCTPYKL|IA 3ATBEPIXKEHO

NS MeAUYHOTr0 3aCTOCYBaHHA NikapcbKoro 3acody Haka3 MinictepcTea 0X0poHu
300poB'sa YkpaiHu

® 09.06.2021 Ne 1163
MOHTynAP PeecTtpaliiiHe nocBigyYeHHs
(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;

O00NOMIKHI PeYyoBUHU: LeNono3a MIKpoKpUCTarivyHa, HaTpilo Kpockapmenosa, HaTpilo naypuncynbdat, marHito
creapar, nokputtst Opadry 20A520035 0BTuiA: rigpokcunponinuenionosa, rinpomenosa, Tutaxy giokeng (E 171),
BiCK kapHayDCbki, 3aniza okewz xoBTui (E 172), 3aniza okeug YepBoHui (E 172).

Nikapcbka dropma. TabneTku, BKPUTI NNiBKOBOK 0BONOHKOK).
OcHogHi ghisuko-ximiuHi énacmugocmi: GexeBoro konbopy, Kpyri, ABOOMYK, rmaaki 3 060x 6okiB TabneTku, BKpUT
NniBKOBOK 060MOHKOK.

(dapmakoTepaneBTUYHa rpyna.
3acobu ons CMCTEMHOrO 3acToCyBaHHsS Mpu OOCTPYKTMBHMX 3aXBOPKOBAHHSX AuxamnbHUX Lnsxis. brokatopu
nevikotpieHosux petenTtopis. Kog ATXR03D C03.

®apmakonoeiyHienacmugocmi.

GapmaroduHamika.

Lncreininneitkotpienn (LTC,, LTD,, LTE,) € noTyXHUMW elKo3aHOiAaMK 3ananeHHs, Wo BUAINSTECSA PisHUMM
KNiTMHamMK, 'y TOMY YuCri OnacucCTUMK KniTuHamu Ta eosuHodinamu. Lli Baxnmei npoactmaTuyHi Megiatopw
3B'A3y10TbCA 3 LmcTeininnekoTpieHoBumm peuentopamu (CysLT). Peuentopu CysLT 1-ro tuny (CysLT,)
3HaxoAATLCA Y ANXanbHUX LUNsXaxX MOANHM (BKIIOYaKoUuM rMaKoM'a30Bi KNITUHN ANXanbHUX LNSXIB Ta Makpodaru y
ONXanbHWX LWNsXax), a Takox Ha iHWWX npo3anarnbHuX KNiTMHaX (BKMHYAYM e03MHOMINM Ta NeBHi MiENoigHi
cTOBOYpOBI KNiTWHYN). HasBHicTb peuenTopis CysLT kopentoe 3 natodisionorieto acTMu Ta anepriyHoro puity. Mpu
acTMi onocepefkoBaHi neiikoTpieHaMu edekTi BKNYaloTb GpoHXOCNna3M, rinepcekpeLiio Cnmay, MoCUNeHHs
NPOHUKHOCTI CYAMH i 30inblueHHs KinbkocTi eo3uHodinia. Mpu aneprivHomy puHiTi 6inok CysLT Buainsetbes 3i
Cnm30BOi 0BOMOHKW HOCa MiCs BNAMBY anepreHy Npu po3BUTKY peakLiiii sk paHHbOro, Tak i Mi3HbOro Tuny, i Lie
CYNPOBOMKYETHCA CUMNTOMaMM anepriyHoro puHiTy. IHTpaHasansHe BBeaeHHs CysLT npuaBoanno Lo NigBULLEHHS
PE3MCTEHTHOCTi AUXanbHUX LUNSIXiB HOCOBOT MOPOXHMHY Ta NOCUNEHHS CUMMTOMIB 3aKnafeHoCTi Hoca.

MoHTenykacT npn nepopanbHOMy 3acTOCyBaHHI € akTUBHOK CrOSYKOIO, sika 3 BUCOKOK BUBIPKOBICTHO i XiMIYHO
cropigHeHicTio 3B's3yeTbest 3i CysLT,-peuentopamu. 3rifHO 3 KMiHIYHUMW LOCTIMKEHHSMM, MOHTEMNYKACT NpUrHivye
OpoHxocnaam nicns iHranauii LTD, y fosi 5 mr. bpoHxogunatais cnocTepiractbCa YNpogoBxX 2 roguH nicns
nepopasnbHOro 3acTocyBaHHs, Liel edekt OyB aguTvBHUM O OpoHxoaunartauii, CnpudnMHeHoi B-aroHictamu.
NikyBaHHS MOHTENYKaCTOM NPUrHiYyBanO Sk paHHIo, TaK i Ni3HI0 hasn GPOHXOKOHCTPHKLT, CMPUYMHEHOT aHTUTEHHOKD
ctumynsuieto. MoHTenykacT NopiBHsHO 3 nnaLe6o 3MeHLLYE YMCo e03nHOMINIB NepUdepUIHOT KPOBI Y JOPOCTNX
nauieHTiB Ta fiten. € KniHiYHi gaxi Npo Te, WO NpyuinoM MOHTENYKacTy 3HaYHO 3MEHLUYBAB YMCNO e03MHOMINIB Yy
nepuepNyHil KpOBi Ta y AUXanbHUX LWNsXax (3a BUMIPaMy MOKPOTUHHS), MOKPALLyBaB KNiHIYHWI KOHTPOMb aCTMK.
GapmakokiHemuka.

Abcopbuis

MoHTenykacT LBMAKO BCMOKTYETbCS Micns mepopanbHoro npuitomy. llicns 3acTocyBaHHS [OPOCAMMM HaTLLe
TabneTok, BKpUTUX MNIBKOBOK 060510HKOH, N0 10 Mr cepeaHst MakcumanbHa koHueHTpauis (C,,) Y nnasmi KpoBi
pocsranacst yepe3 3 roguhn (T,.,). CepeaHs 6iogoCTYNHICTL NpW NepopanbHOMyY 3acToCyBaHHi cknapae 64 %.
BxuBaHHs 3BMYaitHoi ixi He BnnmMBano Ha BiogocTynHicTb i Ha C,,, Npu nepopanbHOMy 3acTocyBaHHi. beaneka i
eheKTUBHICTb Bynu niaTBEpMXEHI Nig Yac KNiHIYHMX JOCRiAXeHb NPy 3acTOCYBaHHI TaBNETOK, BKPUTUX MIBKOBOKO
0060510HKO0, M0 10 Mr He3anekHO Bif Yacy BXMBAHHS iXi.

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

Po3nodin

Monaa 99 % MoHTenykacTy 3B'A3yeTbes 3 Ginkamu nnasmu kposi. O6'eM po3noAiny MOHTENyKacTy B cTaLioHapHil
(hasi B cepeHbOMY CTaHOBMTb Bif 8 o 11 niTpiB. Y Npoueci 4OCNimKeHb Ha Lypax i3 3aCTOCYBaHHAM pafioakTUBHO
MIYEHOTO MOHTEMNYKACTY MPOXOKEHHS Yepe3 rematoeHuedaniyHuit 6ap'ep 6yno miimansHum. Kpim Toro, y BCix
iHLUMX TKaHWHAX KOHLIEHTpaLii NO3Ha4eHOro pagioi3oTonoM Matepiany Yyepea 24 roauHm nicns NpuitomMy [o3n Takox
BUSIBUNUCA MiHIManbHAMK.

Memabonizm

MoHTenykacT akTuBHO MeTabonisyeTbes. Mig Yac LOCNimKeHb i3 3aCTOCYBaHHAM TePaneBTUYHUX 403 KOHLEHTpaLi
MeTaboniTiB MOHTENyKacTy y CTauioHapHOMY CTaHi nna3Mmu KpoBi B AOPOCAMX i MALliEHTIB AMTAYOrO Biky He
BM3HAYaKOTbCA.

Liutoxpom P450 2C8 € ocHoBHUM thepmeHTOM y MeTaboniami moHTenykacty. Kpim toro, uutoxpomn CYP 3A4i2C9
BilirpaloTb He3HauHy pomb y MeTtaboniami MOHTenykacty, xoua iTpakoHason (iHribitop CYP 3A4) He 3miHioBaB
(hapmMaKkoKiHETUYHI MOKA3HWKW MOHTENYKACTY Y 30OpOBUX LOOPOBOMbLB, siki 0TpuMyBanu 10 Mr MOHTENyKacTy Ha
no6y. 3rigHo 3 pesynbTatamu JOCTIMQKEHb (N Vitro 3 BUKOPUCTAHHAM MIKPOCOM MEYiHKM MNIAWHWA, TepaneBTUYHi
MNa3MoBi KOHLIEHTPALLii MOHTENyKacTy He MpurHidyioTb LuToxpomn P450 3A4, 2C9, 1A2, 2A6, 2C19 i 2D6. YuacTb
MeTaboniTiB y TepaneBTUYHIN Ajii MOHTENYKACTY € MiHIMANbHOH.

BusedeHHs

KnipeHc MoHTEnyKkacTy i3 nnasmu KpoBi y 340pOBUX AOPOCHMX JOOPOBOMBLIB Y CepeaHbOMYy CTAaHOBUTL 45 MI/XB.
Micns nepoparnbHOro NPUIOMY MOHTEMYKACTY, Mi4EHOro i30TonoMm, 86 % BMBOAWTLCA 3 KAnoM NPOTArOM 5 AHIB i
MeHLwe 0,2 % — i3 ceyveto. Y CykynHocTi 3 6i0A0CTYMHICTIO MOHTENYKACTy Npy nepopanbHOMY 3aCTOCYBaHHi Liel (hakT
BKa3ye, LLjO MOHTENYKACT i 10ro MeTabomiT Maiixe NOBHICTIO BUBOAATLCS 3 KOBYIO.

GapmakoKiHemuKka 8 pi3HUX 2pyn nauieHmig

[ng nauieHTiB i3 NopyweHHAMM GyHKLii NeYiHKW NEerkoro i CepeaHboro CTyneHst KOpekuis A03W He noTpibHa.
[ocnimpxeHHs 3a y4acTio NavieHTiB i3 NopyLIeHHsMN dyHKLIT HUpOK He npoBogunucs. Ockinbkin MOHTENYKacT i oro
MeTaboniT! BUBOLATLCS 3 XKOBYK, KOPEKList 03K AMst NaLieHTIB i3 NOpyLIEHHSIMI (YHKL HUPOK He BBaXaeTbCs
HeobxiAHoto. [laHnx npo xapaktep hapMakokiHeTUKM MOHTENYKACTy Y NaLieHTIB i3 NOPYLLEHHAMM yHKLi NeviHku
TSHKKOrO CTyneHs (noHag 9 6anis 3a Wwkanoto Yainga-M'to) Hemae.

Mpv npuitomi Bennkux 403 MoHTenykacTy (1o B 20 Ta 60 pasiB nepeBuLLyBanm 403y, pPEKOMEHA0BaHY Ans JOPOCMX)
CNOCTEpIranocs 3HWKEHHs! KOHLeHTpaLlii TeodiniHy B nnasmi kposi. Liei ecekT He cnocTepiraeTbCst npy NpuUioMi
pekomeHaoBaHoi 4o3n 10 Mr 1 pa3 Ha goby.

KniHiyHi xapakTepucTukm.

Moka3aHHs.

£k pogatkoBe NikyBaHHS Npy GpOHXianbHi acTMi y NaLeHTIB 3 NEPCUCTYIOHOI0 acTMOH) Bif NErkoro A0 CEpeaHLOro
CTYrNeHsi, sika HefoCTaTHbO KOHTPOMKETHCS IHranALiHMMK KOPTUKOCTEpOifaMi, a TakoX Npu HeJoCTaTHbOMY
KNMiHIYHOMY KOHTPOMi acTMM 3a AOMOMOTOI0 aroHicTiB B-aapeHopeLenTopiB KOpOTKOI A, ki 3aCTOCOBYHOTH Npw
HeoBXifHOCTI. Y naLlieHTiB 3 acTMOt0, ki NpUitMaloT MoHTynap®, Liel nikapchKui 3aci6 Takox nonertuye CUMATOMM
CE30HHOr0 aneprivyHoro PUHITY.

MpodhinakTyka acTMu, LOMiHYUMM KOMNOHEHTOM K0T € GPOHXOCNa3M, iHAYKOBaHWUN (i3NYHNM HABAHTXKEHHSAM.
MorerwieHHs CUMMTOMIB CE30HHOTO Ta LMOPIYHOrO anepriyHoro puHiTy. OcCKinbki KOpWUCTb Bif 3aCTOCYBaHHS
MOHTENyKacTy Y NaLjieHTiB i3 anepriyHMM puHITOM MOXe He NepeBuLLYBaTH PU3NK BIUHUKHEHHS NCUXOHEBPONOMYHMX
camnTomis (avB. posgin «OcoBnMBOCTI 3acTocyBaHHs»), Mikapchkiin 3aci6 MonTynap® cnif sacTocoysatn sk
npenapar pe3epBy naLieHTam i3 HeafekBaTHO BiaNoBiLAt0 ab0 HENEpPEHOCUMICTIO anbTepHATUBHOI Tepanii.

lpomunoka3aHHsi.
MigBuLLeHa Yy TIMBICTb 4O Ait040i pe4oBIMHM abo [0 Byab-KOT 3 SONOMKHIX PEYOBIH NTiKapChKOro 3acoby.
[utauuiiBik 1o 15 pokis.

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

MoHTenykacT MoXHa npu3HayaTv pasoMm 3 iHWMMKM NikapcbkumK 3acobamu, Lo 3a3Bu4ali 3aCTOCOBYIOTLCA A11S
npodinaktkn abo TpuBanoro nikyBaHHs actmu. Mpu JOCRimKeHHI B3aeMoAii MixX Nikapcbkumu 3acobamm
MOHTENYKacT Y PeKOMEH0BaHIN KIiHIYHIA J03i HEe MaB BaXMMBOTO KNIHIYHOTO BNAMBY Ha (apMakoKiHETUKY Takux
npenapartis: TeodiniH, NPeaHi30H, NPeLHI30MOoH, NepopanbHi KOHTPALENTUBN (eTUHINeCTpagion/HopeTuHapoH 35/1),
TepdeHaamnH, ANroKCUH Ta BapdapuH.

Y naujeHTiB, ki ogHoYacHo npuiManu deHobapbitan, nnowa nig KpUBOK «KOHUEHTpauis-vacy (AUC) ans
MOHTENyKacTy 3HuyBanacst npubnusHo 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, peHobapbitanom i pudpamniLHoMm.

[ocnimkeHHs in vitro nokasanu, WO MOHTenykacT € noTyxHuM iHribitopom CYP 2C8. lMpote paHi KniHiyHOro
[OCHIKEHHs B3aeMogii Nikapcbkix 3acobiB, L0 BKMKOYAKOTb MOHTENYKACT i pO3UriTa3oH (MapkepHuii cybeTpar;
npenapar, wo MetaboniayeTbes 3a gonomoroto CYP 2C8), nokasany, Lo MOHTENyKacT He € iHribitopom CYP 2C8 in
vivo. TakuMm YMHOM, MOHTENykacT He BMMMBAE 3HAYHOK Mipok Ha MeTtaboniam nikapcbkux 3acobis, Lo
MeTaboni3yloTbCs 3a SONOMOrOK Lib0ro hepMeHTy (Hanpuknag, naknitakceny, poavritasoHy Ta penarniiay).

Mig yac gocnimkeHs in vitro 6yno BCTaHOBMEHO, L0 MOHTenykacT € cybctpatom CYP 2C8 i MeHwoto mipoto 2C9 ta
3A4. Y npoueci KniHiYHOro JOCRIMXEHHS B3aEMOA(T NMikapcbkix 3acobiB i3 3aCTOCYBaHHAM MOHTenykacTy i
remcpibposuny (iHribiTopa CYP2C8i2C9) remcpibpo3un nigsuLLyBas CUCTEMHY EKCMIO3NLLiO MOHTENYKacTy B4,4 pasa.
Mpn ogHo4acHOMyY 3acTocyBaHHi 3 remdibposnnom abo iHWMMK noTyxHUMK iHribiTopamu CYP 2C8 kopekuis fo3u
MOHTEIyKacTy He NoTpibHa, ane nikap NoBUHEH BPaXoBYBaTM NiABULLERIA PU3MK BUHVKHEHHS NMOBIYHMX peaKLii.

3a pesynbTatamu LOCTIZXeHb in Vitro, He 04iKyETbCS BUHUKHEHHS KNMIHIYHO BaXKNBMX B3AEMOZIN 3 MEHLL MOTYKHUMW
inribitopamu CYP2C8 (Hanpuknag, i3 TpumeTonprmom). OaHouacHe 3acToCyBaHHS MOHTENYKACTY 3 iTPakoHa30moMm,
cunbHUM iHribiTopom CYP 3A4, He NpW3BOANIIO 40 ICTOTHOTO MiABULLEHHS CUCTEMHOT EKCMO3NLii MOHTENYKACTY.

Ocobnusocmi3sacmocyeaHHsl.

MavjieHTis HeoBXiaHo nonepeanTy, Wwo MoHTynap® HIKoNM He 3aCTOCOBYIOTh ANA MiKyBaHHS FOCTPUX HaNazaiB acTMK, a
TaKOX MpO T€, LU0 BOHW MOBWHHI 3aBxau MaTu npn cobi BiANOBIAHWA nikapcbkuid 3acib ekcTpeHoi fonomoru. Mpu
rOCTPOMY Hanafi Crif 3acTOCOBYBATU iHransuiiHi B-aroHicTi kopoTkoi Aii. MayieHTn NoBWHHI AKHAWLWBMALLE
MPOKOHCYNbTYBATUCA 3 NikapeM, SIKLLIO BOHM NOTPEBYHOTh BinbLLOT KiNbKOCT B-aroHicTa KopoTKoi Aii, Hix 3a3Bnyal.

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

[MoBiAOMNANOCSA NPO BUHWKHEHHS! NCUMXOHEBPOMONIYHMX ABWLL Y NALliEHTIB, ki 3aCTOCOBYBanM MOHTENyKacT (auB.
po3ain «MoBiyxi peakyii»). MavieHTy Ta nikapi NOBUHHI YTV YBaXHUMM JO NCUXOHEBPOMOTiYHIX peakLii. MauieHTam
Ta/abo pornaganbHUkam chifg AaTh BKadiBku Npo Te, o6 BOHW NOBILOMNSNN CBOTO Nikapst MPO BUHUKHEHHS TaKuX
3MiH. Jlikapi NOBWHHI peTenbHO OLHIOBATY PU3MKK Ta NepeBary NPOLOBKEHHS 3aCTOCYBaHHS Nikapcbkoro 3acoby
MoHTynap®, SKILO Taki peaKLjii BUHMKaIOTb.

Y NOOAMHOKMX BUNaZKax Yy NaLieHTIB, siki OTPUMYIOTb NPOTUACTMATUYHI 3acobu, B TOMY YMCTi MOHTENYKAcT, MOXe
CriocTepiraTMCa CUCTEMHa €03MHOMINIS, IHKONM Pa3oM i3 KNiHIYHUMK NposiBaMU BacKyniTy, Tak 3BaHWA CUHAPOM
Yapra-Ctpocca, NnikyBaHHS KOro npoBoAUTLCA 3a A0MOMOTOK0 CHCTEMHOI KOPTUKOCTEPOIAHOI Tepanii. Taki Bunagku
3a3Binyail (ane He 3aBxau) Oynu NOB'A3aHi 3i 3MEHLIEHHAM 031 abo BiAMIHOK KOPTMKOCTEPOIAHOMO 3acody.
IMOBIPHICTb TOTO, O aHTArOHICTW NEKOTPIEHOBMX PELLenTOpiB MOXYTb BYTH NOB'A3aHi 3 NOSIBOK CUHLpoMy Yapra-
Crpocca, HeMOXMBO cnpocTyBaTi abo nigTeepanTy. Jlikapi NOBMHHI Nam'aTaT Npo MOXIMBICTb BUHWUKHEHHS Y
navjieHTiB eo3nHodinii, BACKYNITHOrO BUCMNAHHS, NOTipLLAHHS IereHeBOi CUMNTOMATHKW, yCknaaHeHHs 3 6oky cepus
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Ta/abo Herponarii. MauieHTiB, ¥ KX BUHWKIN Taki CUMMTOMM, CAifl NOBTOPHO OBCTEXUTY | NEPErnsHyTH iX cXxeMy
NiKyBaHHS.

TNikyBaHHS MOHTENYKACTOM He Aa€ 3MOrV NaLieHTaM 3 acripuH3anexHoK aCTMOLO 3aCTOCOBYBATM aLeTUncaniymnoBy
kuenoTy abo iHwWi HecTepoigHi NpoTu3ananbHi 3acobu.

Llei nikapcbkuit 3aci6 MiCTUTB MeHLLe 1 MMorb (23 Mr)/A03y HaTpito, TOBTO MPAKTUYHO BifbHWI Bif HATPItO.

3acmocysatrHs y nepiod 8azimHocmi abo 200ysaHHs 2pydoo.

BazimHicmb. [loCnigXeHHS Ha TBapWHax He [EMOHCTPYIOTb LUKIANMBOrO BMAMBY Ha BariTHiCTb abo
eMbpioHanbHWIA/eTanbHUA PO3BUTOK.

HasBHi pani onybnikoBaHWX MPOCMEKTUBHUX Ta PETPOCMEKTUBHUX KOrOPTHWUX AOCTIMKEHb i3 3aCTOCYBaHHAM
MOHTENYKaCTy BariTHUMK XiHKaMW, SiKi OLHIOIOTb 3HaYyLLi BPOKEHi Bagu Y AiTEW, He BCTAHOBWMN PU3UKY,
MOB'A3aHOr0 i3 3acTOCyBaHHAM Mikapcbkoro 3acoby. HasiBHi JOCRIMKEHHS MalTb METOAONOriYHi 0BMEXEHHS,
BKITIOYAK04M HEBENMKWUIA PO3MIP BUOIpKM, B AESKUX BUMafKax — PETPOCMEKTUBHWIA 36ip JaHWX i HECyMICHI rpynu
MOPIBHAHHS.

MoHTenykacT MoXHa npuitMaTy nig Yac BariTHOCTi NnLLE 3a IBHOI NOTpeou.

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

MoHTenykacT MOXHa 3acToCOBYBaTW B Nepiof rofyBaHHsi pyALt, TiMbKM KO Le BBaXaeTbcst 6e3yMOBHO
HEoOXigHUM.

30amuicmeb gnnusamu Ha weudkicmb peakuji npu KepysaHHi asmompaHcnopmom abo iHWUMU MexaHi3mamu.
He ouikyeTbCs, WO MOHTEMyKacT BNAMBaTMME Ha 3AATHICTb NalieHTa KepyBaTi aBTOTPaHCMOPTOM abo iHWMMK
MexaHiamamu. [TpoTe Ayxe piako NoBiaOMASNOCS NPo COHNMBICTb 260 3anamMopOYEHHS.

Cnoci6 3acmocyeaHHsi ma 003u.

[o3a ons nauiexTis (Bikom Bi 15 pokiB) 3 acTMot0 abo 3 aCTMOK) | CynyTHIM CE30HHIM anepriYHNM PUHITOM CTaHOBUTb
10 mr (1 Tabnetka) Ha goby, npuitMaTti yBeyepi. [ns nonerweHHs CUMNTOMIB anepriyHoro puHITy Yac npumomy
nipbupatoTb iHAMBIAYaNbHO.

3azanbHi pekomeHOauii. TepaneBTUYHUIA BB MOHTENYKACTY HA NOKa3HWMKM KOHTPOIIO aCTMK HacTae ynpogoBx 1
AHs. Jikapcbkuii 3acib MOXHa 3aCTOCOBYBATU He3anexHO Bif BXuBaHHs ixi. MauieHTam cnig pekomeHaysatu
NPOLOBXYBATI NPUIAMATY NiKapCHKIM 3aciB MoHTynap’, HaBiTb AKILO AOCATHYTO KOHTPOSIO aCTMK, & TaKOX y nepiogy
3arocTpeHHs actmu. MoHTynap® He criia 3aCTOCOBYBATI OHOYACHO 3 MiKapCHKMM 3ac0BaMu, Lo MICTATb Y cknapi
[Ail04y PEYOBMHY MOHTENyKacT.

Hemage HeobxigHOCTI B KOpeKLii 4031 A5 NaLieHTiB NiTHLOTO BiKy, 3 NOPYLUEHHSIMU PYHKLT HUPOK a0 3 NOPYLLEHHSIMM
(pYHKLT neviHKM Bif Nerkoro 4o cepeaHbOro CTynexs. Hemae faHux Woo nauieHTiB i3 nopyLUeHHAMI YHKLT neviHKm
TSHKKOrO CTyneHst. [Jo3yBaHHs Ans YOMOBIKiB i KiHOK OfHAKOBE.

3acmocysaHHs nikapcbko2o 3acoby Monmynap® 3anexHo 8id iHo20 NikysaHHs acmmu

Nikapcbkuit 3aci6 MoHTynap® MoXHa 40AaBATI A0 ICHYI0HOO KypCy MiKyBaHHS NaLjieHTa.

Ineanauiiii kKopmukocmepoidu. Jlikapcbkuit 3aci6 MoHTynap® MOxHa 3acTOCOBYBaTU fIK [A0AATKOBE MikyBaHHS
nauieHTam, y SKWX iHransuiHi KOpTUKOCTEPOiaM pa3oM 3 B-aroHiCTamu KOPOTKOI fji, L0 3aCTOCOBYKTLCA Npw
HeobxiaHOCTi, He 3abe3neyyoTb 3a10BiNbHOTO KMiHIYHOMO KOHTPOSH0 3aXBOPHOBAHHS.

Nikapcskim 3aco6om MoHTynap® He cnif pisko 3aMiHATY iHranaLikHi kopTkocTepoiau (amB. po3ain «OcobnmBocTi
3aCTOCYBaHHSI»).

Limu.
3acTocoBytoTh fiTsM BikoM Bif 15 pokiB.
[Jitam Bikom 4o 15 pokiB criif 3aCTOCOBYBATM MOHTENYKACT Y BUFNAi KyBanbHUX TabNeTok.

Mepedo3ysaHHs.

Hemae xopaHoi cnewjanbHoi iHhopmalii LWoao NikyBaHHs nepefo3yBaHb MOHTENYKAcTOM. Y MpoLEec AOCTIMKEHHS
[0POCIIUM XBOPUM Ha XPOHIYHY acTMy MOHTeNyKacT 3actocoByBanu B 4o3ax Ao 200 Mr Ha o6y npoTarom 22 TWxHIB
Tay NPOLLeCi KOPOTKOCTPOKOBIX JOCHIMKeHb — Y fo3ax [0 900 Mr Ha Aoby npoTsrom npubnmaHo 1 TvkHs Be3 kniHivHo
3HaYyLLMX NOBIYHNX peaKLjiit.

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,
COHANMBICTb, CrIpary, ronoBHNM binb, 6toBaHHS Ta NCUXOMOTOPHY riNepaKTUBHICTb.

HeBigomo, uu BMBOAMTLCS MOHTEMyKAacT 3a AOMOMOrol0 MepuUTOHeanbHoro Aianisy abo remopianiay. JlikyBaHHs
cUMNTOMaTUYHE.

Mo6iyHi peakyii.

HwxyeHaBeneHi nobiuHi peakuii cnocTepiranucs y npoLeci KniHiYHUX AOCTiZKEeHb Ta y nicnsipeecTpaLlitHiin nepiog.
Mo6iuHi peakLii knacncikoBaHo 3a iXHbOK YacToTOoK. YacToTa BU3HaYeHa TakuM YMHOM: YacTi (=1/100,<1/10),
Hevacri (=1/1000,<1/100), nooguHoki(=1/10000, <1/1000), piakicHi (<1/10000).

CwucTemu opraHis Mo6iuHi peakwji Yacrota
IHdhekuii Ta iHBaaii IHdbekuii BEpXHIX AnXanbHWX Lnsxis* [yxe yacto
3 60Ky cucTemMm KpoBi Ta TeHaeHUis B0 NOCUNEHHS KPOBOTOUMBOCTI Pigko
nimdarnyHoi cucTemm TpomBoLuTOmNeHis [yxe piako
3 60Ky iMyHHOI cucTemm Peakuii nigBuwweHoT 4yyTNnBOCTI, B TOMY Yynucni | Hevacto
aHadinakcis
EosnHodinbHa iHdinbTpaLjis neviHku Hyxe pigko
3 Boky neuxiku MopyLueHHs CHY (y TOMY YuCTi HiYHi xaxu, 6e3coHHsl, | Hevacto

COMHam0yniam), TPUBOXKHICTb, axuTaLlis (BkoYarum
arpecuBHy noeepiHky abo BOPOXiCTb), Aenpecis,
MCMXOMOTOPHA rinepakTUBHICTb (BKOYaKym
[ApaTiBNUBICTb, HECMOKil, Tpemop’)

MopyLUeHHs yBaru, NOripLUeHHs Nam'ATi, THK Pigko
lanoumHayii, aesopieHtauis, cyiymaanbHi gymku ta | [lyxe pigko
noBeAiHka (CyiumaanbHicTb), 06CeCMBHO-KOMNYNbCUBHI
po3nagu, ancgemis

3 6oky HepBOBOI cUCTEMU 3anamopoyeHHs, MNsBiCTb, 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»), NlereHeBa eo3nHodinist

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

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

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

3 6OKy LUKIpW i MIgLWKIPHUX TKaHWH | BucunanHs** Yacto
l'emaToma, KponuB'sHka, cBepOix Heuvacto
AHriOHEBPOTUYHMI 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

Lnsixis

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

BMKﬂgKaHi NPUIOMOM NiKaPCbKOTO | AcTeHis/BTOMA, HE3MyXaHHS, Habpsik Heuacto

3acoby

*Lis1 noBiuHa peakLis cnocTtepiranacs 3 4acToTOK «JyXe YacTo» Y NaLieHTiB, siki 3aCTOCOBYBaNM MOHTENyKacT, a
TaKOX Y NawjieHTiB, siki OTpuMyBanu nnawe6o, nig vac KniHiYHUX JOCHiLKEHb.

**LIs nobiyHa peakLis cnocTepiranacs 3 4acToTOK «4acTo» Y NaLieHTiB, sIki 3aCTOCOBYBANM MOHTENYKACT, @ TaKOX
y nawiexTis, ski oTpUMyBanu nnawebo, nig Yac KNiHi4HUX SOCHimKEHD.

St no6iuHa peakLjist cnocTepiranacs 3 YacToTow «piaKo.

[oBigomneHHs Npo nigo3proBaHi nobivHi peakLji

MoBigoMreHHs Npo nifo3ptoBaHi NobiyHi peakLii nicns peectpaLii nikapcbkoro 3acoby € Baxnmeoio npoueaypoto. Lie
[a€ 3MOry NPOAOBXYBATW KOHTPOMOBATY CIBBIAHOLIEHHS! KOPUCTL/PU3MK N5 LIbOro Nikapcbkoro 3acoby. MeauyHi
npawiBHUKY NOBWHHI NOBIAOMANSATY Npo Yci nigo3proBaHi nobiuHi peakuii y Al «JepxaBHuit ekcnepTHui LeHTp MO3
YkpaiHuy Ta 3asiBHUKY 4epes hopMy 3BOPOTHOTO 3B's3Ky BeBcanTy: 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 NpOBaXeHHS HOro AifNbHOCTI.
CI1-289 (A), PIIKO IHgacTpian apea, YonaHki, bxisagi, ict. 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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