IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

MIJITYKAHT

(MILUKANTE)

Cknao:
ditoua pevosuHa: MOHTeTyKacT HaTpito (montelukast sodium);
1 TabneTKa MiCTUTh MOHTEIYKACTY HaTpito 4,16 Mr y mepepaxyBaHHi Ha MOHTEYKACT 4 MT;

donomidcHi peyosuHu: I[eII0NI03a MIKPOKpHCTaniuHa, MaHIT (E 421), KpocnoBifoH, 3ami3a
okcup 4yepBouHuu (E 172), rimpokCUIPOMIINIEeNntono3a, JUHATPII0 egeTaT, apoMaTu3aTop
BUIIHEBUH, acrapTaM (E 951), Tanbk, MarHito creapar.

JlikapcbKka popMa. TabreTKu XKyBabHi.

OcHosHi (¢i3uko-xiMiyHi 81acmusocmi: CBiTI0-pOKEBi, OBa/IbHi, TBOOMYKIIi TabIETKH.

®apMmakoTepaneBTHYHA rpyna. [I[potuactMaTuyHi 3aco0u. CeleKTHBHI i TepopasibHO aKTHBHI
61okaTopu NeukKoTpieHoBUX pellentopiB. Kom ATX RO3D CO03.

dPapmakonoziuHi e1acmueocmi.
dapmakoOuHamika.

Hucteininnenikorpienu (LTC4, LTD4, LTE4) - noTyxHi eiK03aHOIAX 3allajeHHs, 1110 BUBITbHSAIOTHCS
3 Pi3HUX KJIITHH, BKJIIOYAlOYX OMAaCUCTI KJIITUHYU Ta e03uHOodinu. Lli BaxKuBi mpoacTMaTA4HI
Me[iaTopy 3B’SI3yI0ThCS 3 HUCTelHIernKoTpieHoBUuMY penentopamu (CysLT), mpucyTHiMu B
IUXaNbHUX LIISXaX JIIOAWHY, 1 BiIMOBigal0Th 3a peakilito 6poHXocna3My, BUAiIeHHS MOKPOTUHHS,
IIPOHUKHICTH CyAuH i 30inbIieHHs KinbKocTi eo3unodiniB. CysLTs KopenboBaHi 3 maTodizionorieio
aCTMHU Ta ajliepriyHuX puHITIB. [Ipy anepriyHux prHITaX UCTEIHIIIENKOTPIEHN BUBITBHIIOTHCS 3
HA3aJIbHOTO CJIM3Y IIiCJIS BIUIMBY aJlepreHy MpoTSIroM paHHbOI abo mi3Hboi (a3u peakirii Ta
aCoIliI0I0TECSA 3 CUMIITOMaMHU anepriyxHoro puHity. [1pu inTpana3anbHii mpobi 3 CysLT 6ymno
IIPOIEMOHCTPOBAHO 30i/IbIIIeHHS PE3UCTEHTHOCTI JUXaTbHUX HOCOBUX IIISXiB Ta CUMIITOMIB
Ha3aJbHOI 00CTPYKIIi.

MoHTenyKacT - 1le BHYTPIilIHbOAKTUBHA CIIONYKa, 110 3B’s13yeThbcs 3 CysLT1 penentopamu 3 BUCOKOIO
CIIOPiTHEHICTIO Ta CelIeKTUBHICTI0. MOHTENyKacCT CIPUUNHSIE 3HauHe 6JIOKyBaHHS
ITUCTEIHIITeNKOTPIEHOBUX PEIIENITOPIB TUXATbHUX IIJISXiB, 110 OyII0 MiATBEPAKEHO HOT0 3MATHICTIO



iHri6yBaT 6POHXOKOHCTPHUKIIIIO Y MAIliEHTiB, XBOPUX HA OPOHXia/lbHy acTMy, CIPUYUHEHY BOUXaHHSIM
LTD4.

MoHTenyKacT iHri0ye OpOHXOKOHCTPHUKIIiIO 3aBAsSKM iHranboBaHoMy LTD4 HaBiTh y 1031 70 5 MT.
BpouxopunaTanis CIoCTEPIraeThCs MPOTATOM 2 TOOUH MiCs BHYTPIMIHBOTO puitoMy. Edext
OpoHxomuaTalii, CIpuYnHEeHU! B-aroHiCTOM, TOmaEeThCS 00 e(heKTy, CIPUYNHEHOTO MOHTETYKaCTOM.
JIikyBaHHSI MOHTEJIYKaCTOM iHTiOyBaso paHHIO i mi3HI0 ¢a3u OPOHXOKOHCTPUKIIii 3aBSIKY BIIJIUBY Ha
a"HTurenu. JIikyBaHHS MOHTEIYKaCTOM CyTTEBO 3HUKYBAJIO KiJIbKICTh €03UHOMIIIB Yy AUXaTbHUX
mAxax (IpY BUMIpIOBaHHI Yy MOKPOTHHHI). TaK0kK MOHTeNyKacT 3HUKYE KiJIbKiCTh €03UHOMDINIB y
IOPOCIIUX Ta AiTel BiKoM Bif 2 mo 14 pokiB y nepudepnyHili KpoBi Ta MOKpaIly€e KIiHIYHUN KOHTPOJIb
aCTMH.

Y mocnigeHH] 3 y4acTio OiTel BiKOM Bif 2 10 5 POKiB MOHTENIYKACT ¥ 4031 4 MTI IOKpalllyBaB feHH]
CUMIITOMH (BKJIIOYAIOYY KallleJlb, XPUIIY, YTPYIHEHHS OUXaHHS Ta 00MeXeHHS aKTUBHOCTI) i HiuHi
CHMIITOMH, @ TAKOXK 3HUKYBaB YaCTOTY BUKOPUCTAHHS B-aroHicTiB 3a moTpe6oio i HEBigKIIamHOTO
3aCTOCYyBaHHS KOPTUKOCTEPOI/IiB IIpH ToTipieHHi nepebiry actmu. ITaiieHTH, SKi 3aCTOCOBYBau
MOHTEJIyKacT, Manu OiNbIly KinbKiCTh OHIB 0€3 IPOSBiB aCTMHU.

Y mocnigKeHHi 3 y4acTio giTel BiKOM Bif 2 [0 5 POKiB 3 aCTMOIO JIETKOTO CTYIIeHA Ta eMi30ANYHUMUI
3aroCTpPeHHSIMHU MOHTENIYKACT ¥ 0031 4 MI 3MeHIIIyBaB PiYHy 4acTOTY €Mi30[iB 3arOCTPEHHS aCTMU.

Y mocnigKeHHi 3 y4acTIo [iTel BiKOM Bif 6 MiCsLiB 0 5 POKiB 3 iIHTEPMITYI0UOIO (asie He
IIEPCUCTYI0Y0I0) aCTMOIO He CIIOCTEepPIraaocs BUpaxkeHol BiTMiHHOCTI y MAIli€HTIB, AKi OTPUMYBaIu
JiKyBaHHS MOHTEIYKACTOM Yy 003i 4 MI, Ta TUMHM, XTO OTPUMYBaB I1jaie6o, BiTHOCHO KiTbKOCTi
eIi30/IiB aCTMH, III0 ITePEXOOSATh B Hallafl aCTMH (BU3HAYEHUU SK €eI1i30]] aCTMH, 1110 BUMarae
1103aIlJTAHOBOTO BifBiyBaHHS JIiKaps, MYHKTY HEBiAKIIamHOI mormoMoru abo ymiKapHi; M JTiKyBaHHS i3
3aCTOCYBaHHSIM IIepPOpaIbHUX, BHYTPIITHhOBEHHUX a00 BHYTPIITHHOM SI30BUX KOPTHKOCTEPOIMIB).

dapmakoKiHemuxka.

AGcopOT1Tis.

MoHnTenyKacT IMBUOKO i MalizKe IIOBHICTIO aOCOpOYETHCS MiCg BHYTPIMIHLOTO IpuiioMy. Ilicns
puiioMy HaTileceplle TabIeTOK XKyBaabHUX 110 4 MT AiTSIM BikOM Bif 2 10 5 pokiB, C,,, HOCATAETHCS
3a 2 TOAMHY Micns npurioMy. 3HadyeHHd C,. Ha 66 % Buie, a C,,, - HUXK4e, HiXK Y JOPOCIHUX, SKi
npuiiManu Tabnetku mo 10 mr.

Pozmomin.

Binbire 99 % MOHTeNyKacTy 3B'I3yEThCSA 3 IPOTEeIHAMU I1JIa3MU KPOBi. PiBHOBaxKHUI 00’€M PO3MOAiTY
MOHTEJIYKacTy B CepefHbOMY CTaHOBUTH 8— 11 1. [locnigxkeHHs 3 pagioMapKOBaHUM MOHTEIyKaCTOM
BHM3HAYMIN MiHiManbHUM PO3MOMin Yyepe3 rematoeHnedaniuyuuii 6ap’ep. Kpim Toro, KoHieHTpairii
pagioMapKoBaHOTO MaTepiany yepe3 24 rONUHM IIics BBeOeHHS Oynu MiHiMalbHUMHU Y BCiX iHIITUX
TKaHWHaX.

BioTpancdopmarris.

MonTenykact MeTabomi3yeThCcsl MalizKe IIOBHICTIO. Y HOCTiAXKEHHSIX TePaeBTUYHUX [103,
KOHIIeHTPallil MeTaboIiTiB MOHTEIYKACTY ¥ CTallilOHapHOMY CTaHi IJla3MU KPOBi OPOC/IUX Ta OiTen
He MOKHa Oy/10 BU3HQUYUTHU. Y [OCHIXKEHHSX in Vitro 3 BAKOPUCTAHHAM MiKpPOCOM TEeYiHKYU JTIONUHY
BH3Ha4eHO, o nuToxpomu P450 3A4, 2A6 i 2C9 3any4eHi o MeTabosi3aMy MOHTelIyKacTy. Ha ocHOBI



IIOJla/IbIINX TECTIB in vitro Ha MiKpocoMax NeYiHKM TI0OOUHU, TepalleBTUYHI KOHIIeHTpallil
MOHTEJTYKaCTy Yy IJIa3Mi KpoBi He iHTiOyioTh muToxpoMu P450 3A4, 2C9, 1A2, 2A6, 2C19, yu 2D6.
BHecok MeTaboJIiTiB y TepaneBTUUHUM eeKT MOHTETYKACTy € MiHiMaJIbHUM.

BuBenenus.
[Tna3MoBul KIipeHC MOHTENTYKaCTy B CEpeOHbLOMY CTAHOBUTH 45 MJI/XB y JOPOCIUX 300POBUX OCiO.

[Ticns BHyTpimIHbOTO MpuiioMy npubau3Ho 86 % pagioMapKOBaHOTO MOHTEIYKaCTy BUBOIUTHCS 3
KaJioM IpoTsarom 5 fuHiB, MeHine 0,2 % BUBOOUTHLCS 3 ceuelo. bepy4u 0o yBaru 3Ha4eHHS
6iomocTymHOCTI Ta 0COOMMBOCTI eiMiHaIllil, MOKHa 3pOOUTH BUCHOBOK, II[0 MOHTEIYKACT Ta HOT0
MeTaboIiTH MalKe IIOBHICTIO BUBOOATLCS 3 JKOBYIO.

dapmMakOKiHEeTHKA Y Pi3HUX I'PYIax HallieHTiB.

[lns maiieHTiB MITHBOTO BiKy, @ TAKOXK IAI[IEHTIB 3 EeYiHKOBOI HEJOCTATHICTIO JIETKOT'0 Ta
CEepemHbOr0 CTYIEHS TSIXKKOCTI KOpPeKIis mo3u He moTpibHa. Ockinbku MOHTENIYKacT Ta HOTo
MeTaboIiTH MaiixkKe MMOBHICTIO eNTiIMIHYIOTECS 3 2KOBYIO, KOPEKITis 1031 He MOTpiOHa s MallieHTiB 3
MOPYLIEHHAMHU (PYHKIIM HUPOK. [laHUX CTOCOBHO XapakTepy (papMaKOKiHETUKHA MOHTEYKacCTy Y
MMAIiE€HTIB 3 TAXKKOIO IIeYiHKOBOIO HEJIOCTAaTHICTIO HEMAE.

dapMaKoKiHEeTHYHI HOCTiAKEeHHS V JOPOCIIUX Ta AiTel HEeEMOHCTPYIOTH, 0 Mpodini KoHIeHTpalil
TabJIeTOK XKyBaJIbHUX 110 4 MT y [iTell y Billi 2— 5 POKiB Ta Tab/I€TOK XKyBaJbHUX 10 5 MT' y HiTeH y Billi
6— 14 pokiB aHanoriyHi mpodinto KoHIeHTpanil a1 TableToK, BKPUTHUX IIIiBKOBOIO 000JI0HKOIO, 110 10
MT, IpU3HAYEHUX OiTAM Bif 15 pOKiB Ta OPOCIUM.

[Tpu mpuitoMi BeNUKUX 103 MOHTENyKACTy (Oinbin TepaneBTuyHoi B 20— 60 pasiB) cnocTtepiranocs
3HUKEHHS KOHLEHTpallil Teodininy y nna3mi kposi. [Ipu npuiioMi TepaneBTuyHux 003 (10 Mr opun
pa3 Ha ImeHb) Iel eheKT He CIIoCTepirancs.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHs.
IliTssM BiKOM Bim 2 M0 5 POKiB

4K momaTkoBe JIiKyBaHHS OPOHXiaTbHOI aCTMH Y TAIliEHTIB BIKOM Bifl 2 10 5 POKiB 3
IIEPCUCTYI0YO0I0 aCTMOIO Bifi JIETKOTO 10 CEPEeNHbOr0 CTYIEeHS TSAXKOCTI, 10 HEJOCTATHLO
KOHTPOJTIOETHCS IHTaNSALiMHUMEI KOPTUKOCTEPOigaM1, a TaK0XK IIPU HeJOCTaTHbOMY KIIiHIYHOMY
KOHTPOJIi aCTMH 3a JOTIOMOI'010 arOHICTiB B-aApeHOPeIeNTOPiB KOPOTKOI fii, 10 3aCTOCOBYIOThH IIpU
HeoOXimHOCTI.

4K anbTepHATUBHUM METOI JTiKyBaHHS 3aMiCTh HU3bKHUX [103 iHTANSALIMHUX KOPTUKOCTEPOIiB
[J15 TTALliEHTIB BIKOM Bif 2 10 5 POKiB 3 IePCUCTYIOYOK aCTMOI0 JIETKOTO CTYIIeHs, Y IKUX He
Bifl3HaYaM MPOTSITOM OCTAHHBOT'O YacCy CepHO3HUX HamafliB OPOHXianbHOI aCTMH, IO TOTPEOYIOTH
3aCTOCyBaHHS IlepopaibHUX KOPTUKOCTEPOIMiB, @ TAKOXK SKi He MOXKYTh 3aCTOCOBYBATH iHTaNALiNH]
KOPTHUKOCTEPOinH (muB. po3nin «Crocib 3aCToCyBaHHS Ta [03W»).

[TpodinakTKa aCTMHU y IaIi€HTIB BIKOM Bifl 2 POKiB, Y IKUX JOMiHYIOYHUM KOMIIOHEHTOM
acTMu € 6poHXO0CNIa3M, iHOyKoBaHUY (Pi3UUHUMYU HaBaHTaKEeHHSIMHU.



[TonermeHHsT CHMITOMIB CE30HHOTO Ta LiJIOPiYHOTO aIepriYHOT0 PUHITY.

IIpomunoka3aHHs.
linepuyTnuUBICTh N0 aKTUBHOI PEYOBUHU YU OYOb-IKOI HOMOMIKHOI peYOBUHHU.

[uTS4uK BiK [0 2 POKIB.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemodill.

MoHTenyKacT MOXKHa 3aCTOCOBYBaTH Pa30M 3 iHIIMMU IIpenapaTaMy i IPOoGiTakKTUKH Ta
XPOHIYHOT0 JIIKyBaHHS aCTMHU. Y OOCHiAKEHHAX JIIKAPChKUX B3a€EMOZiN peKOMeHI0BaHa KIIiHiYHa
[03a MOHTEeJIYKacTy He MaJjia KJIiHiYHO BaXKJIMBOTO BIIJIMBY Ha (hapMaKOKiHETUKY TaKuX IIpelaparis:
Teo(iNiH, TpeaHi30I0H, IepopabHi KOHTPalleNITHBY (eTHHiNEeCTpadio/HOpeTUHAPOH 35/1),
TepdeHaguH, IUTOKCUH i BapdapuH.

[Trmomia mig KpUBOIO «KOHIIeHTpalisi— 4ac» (AUC) mist MOHTENyKaCcTy 3HUXKYBaslach Mpubau3Ho Ha 40
% B oci0, siKi omHOYacHO mpuiiManu gpenobapbitan. MouTenykact MmetabomidyeTscst CYP 3A4, 2C8 ta
2C9, Tomy HeoOXiIHO HOTPUMYBATUCh 3aXO0/iB 00ePeKHOCTi, 0COOINBO [JIs [iTeH, SKIIO0 HOT0
pu3HavaTH OfHOYacHo 3 ingykTopamu CYP 3A4, 2C8 Ta 2C9 TakuMmu gK ¢eHiToiH, peHobapbitan i
pudaMminus.

Y mocnimKeHHSX in vitro 6yIo okKa3aHo, 1110 MOHTeIyKacT € cuibHUM iHribiTopoM CYP 2C8. OpgHak
MaHi KTiHIYHUX HOCTiAXKEeHb JTiIKapChKOl B3aEMOIii MOHTENTYKaCTy Ta PO3UTJIiTa30HY (MapKepHU
cybcTpar, 110 IPeaCcTaBiIsie MpenapaTy, IepBUHHO MeTabonizoBaHi CYP 2C8) moka3zanu, 110
MoHTenyKacT He iHri6ye CYP 2C8 in vivo. ToMy He 04iKy€eTbCS, 1[0 MOHTEIYKACT 3HaYHO 3MiHUTh
MeTaboi3M Ipemnaparis, 110 MeTa0o0Ii3yI0ThCS UM €H3UMOM (HAIIPHUKJIIaf, MaKJliTaKCel,
PO3UTIIITA30H i penarminin).

IocmigXeHHs in vitro moka3anu, 0 MOHTeNMyKacT € cybcTpaToM CYP 2C8, i menImoo mipoio - 2C9 i
3A4.V kniHiYHOMY [OCTiAXKEeHH] B3a€MOIil ITpenapariB 3 y4acTI0O MOHTENTYKacCTYy i
remdibposuny (iuriditop sk CYP 2C8 Ta 2C9), remdpibpo3usn 30iNbIIUB CUCTEMHUU

BIIUB MOHTeJNYKacTy B 4,4 pa3a. 3a3Buyall KOPeKLisa 003U MOHTEIYKacTy IIpu
OJIHOYaCHOMY 3aCTOCyBaHHi 3 reM}ibpo3unom abo iHIMKUMY MOTyKHUMHU iHTi6iTopamu CYP
2C8 He moTpibHa, ane y I[bOMY BUMIAAKY JTiKapio CJIifl B3SATU OO yBaru MOXKJIUBICTh
30inbIIeHHS MOOIYHUX PeaKIlin.

Ha mimcTaBi mocmimxkeHs in Vitro, He nepen6adaioThCs KITiIHIYHO 3HAUYIII TiKapChKi B3aEMOIi 3
MeHII noTykHUMH inribitopamu CYP 2C8 (Hanmpukiap, TpuMeTtonpuM). OnHOYacHe 3aCTOCYBaHHS
MOHTEJTYKACTY 3 iTpakoHa30510M, OTYKHUM iHTi6iTopoM CYP 3A4, He mpu3BeJIO 10 3HAYHOT'O
30i7bIIIEHHS] CHCTEMHOTO BIIJIUBY MOHTEIYKacTy.

Oco06.1ueocmi 3acmocyeaHHsi.

[TarienTiB HEOOXIMHO MOMIEPEIUTH IPOTE, 0 HE CIIiJ 3aCTOCOBYBAaTU MiTyKaHT I TiKyBaHHS
TOCTPUX HamafiB aCTMHU i MOTPiOHO TPUMATH HANOTOTOBI 3BUYalHI ITpenapaTy MepIol JOIOMOTH [JIs



IIUX BUMA[KiB. fKIO CTaBCS rOCTpUi Hamap, Tpeba BUKOPUCTOBYBATH iHTaAMiMHI B-aroHICTH
KOPOTKOI fiil. [TallieHTH TOBMHHI IKOMOTa LIBUIIE MPOKOHCYIBTYBATUCS 3i CBOIM JIiKapeM, SKIIO
BOHM OTPeOyIOTH Ginbllle iHTanAMili B-aroHICTIiB KOPOTKOI [ii, HixXK 3a3BUYail.

He cnip pi3ko 3amMiHIOBaTH MOHTENTYKACTOM Teparilo iHransuiiaumu abo nepopaabHIME
KOPTHKOCTEPOITHUMH TIpenapaTaMu. BigcyTHi gaHi, aKi cBigununu 0, 10 TPUHOM ITepopabHUX
KOPTHUKOCTEPOIiB MOKHAa 3MEHIITYBaT! IPX OHHOYACHOMY IPUMOMI MOHTENYKAacCTYy.

[ToBimOMIISANIOCS IPO BUHUKHEHHS IICUXOHEBPOJIOTIYHUX peakliil y JOPOCHINX, MiAJIiTKIB Ta OiTeH, sKi
3aCTOCOBYIOTh MOHTENYKACT (AuB. po3min «I1o6iuni peakirii»). [TauieHTu Ta nikKapi MoBUHHI OyTH
YBaXXHUMH [0 ICHXOHEBPOJIOTiuHKX peakiii. [TarienTam Ta/abo IXHiM mornsgadaM CIIif JaTh
BKa3iBKM PO Te, 11100 BOHU MTOBiMOMIISIIIM CBOTO JIiKaps PO BUHUKHEHHS TaKUX PeaKIli.
JIiKapi MOBMHHI PeTEJIbHO OL[IHIOBATU PU3UKHU Ta IIepeBaru NPoA0BXKEeHHA 3aCTOCYBaHHSA
JiKapchKOro 3acoby MinykaHT, SIKIIO TaKi peakilil BAHUKAIOTb.

Y pigkicHuX BUIagKax y Hali€HTIB, SIKi JTIKYIOThCI aHTUAaCTMaTUYHUMU MIpernapaTaMy, BKITI04Yayu
MOHTEJTYKaCT, MOX€e PO3BUHYTUCH CUCTEMHA €03UHOMITis, 10 iHKOIU CYIIPOBOAXKYETHCS KITiHIYHUMU
O3HaKaMU BaCKyJIiTy,— TaK 3BaHUU CuHApPOM Yapra— CTpayca, CTaH, SKUU JTKYIOTb CUCTEMHOIO
KOPTHKOCTEPOIOHOIO Teparielo. L1i Bulmagky 3a3BuYai aCoIilOI0THCS 3i 3MEHIIEHHSM M03U YK
BigMiHOIO Teparlii mepopanbHUMU KOPTUKOCTepoigamMu. He BUK/II0YeHa iMOBIpHICTD TOTO, 1110
AQHTAroHICTH JIEUKOTPIEHOBUX PELIENITOPIB MOXYTh aCOIiI0BAaTUCS 3 PO3BUTKOM CUHAPOMY Yapra—
Crpayca. Tomy mikapiB He0OXiIHO IOMEPEOUTH PO MOKJIMBICTh BUHUKHEHHST €03WHOGITTiI,
BACKYJIITHUX BUCUIIB, TIOTipIIEHHS JIeTeHEBUX CUMIITOMIB, CEPIIEBUX YCKIagHeHb Ta/abo0 HelponaTil y
nauieHTiB. IlamieHTam, y SKUX pPO3BHUBAIKCS BUIle3rafaHi CUMIITOMU, HEOOXiMHO MTPOUTHU IIOBTOPHE
MOCTiMKEHHS, a CXeMY 1X JTiKyBaHHS CJIifi IEPETITHYTH.

JIikyBaHHSI MOHTEJIYKaCTOM He 3MiHI0O€ HeOOXiqHOCTiI YHUKATU NMPUMOMY acCIlipHHY Ta iHIIHMX
HECTEPOITHUX MMPOTU3alnalbHuX 3aco0iB ¥ MallieHTiB 3 aClipHH-4yTINBOI0 aCTMOIO.

MinykaHT, TaOneTKy XKyBajbHi 110 4 MI, MiCTUTh acniapTaM, Axepeno ¢eHinanauiny. Ile moxe
IIKiJIMBO BIUIMHYTH Ha XBOPUX Ha (EeHINKETOHYPilo. XBOPUM Ha (PEHINKETOHYPIO CIIifl IPUUHATHU O
yBary, mo 1 TabneTka )XyBaJjibHa 110 4 MT MiCTUTh (PeHinanmaHiH y KibKOCTi, ekBiBaneHTHil 0,674
MT/003y.

B ycix BiKOBUX I'pynax MalliEHTiB, IKi MpuiimMaau MOHTENyKacT, 6y 3apeecTpoBaHi
HeUpOICHXiaTPpUyHi ABUIIlA, TaKi K 3MiHU IIOBEMiHKH, IETpecisi Ta CXUIBHICTh OO CYIUAY (OUB.
po3min «ITo6iuni peakiii»). CUMOTOMHE MOXKYTb OYTH CEPHO3HUMM i TPUBATH, IKILIO JTIKyBaHHS He
IPUNKAHUTHA. TOMY, SKIII0 BUHUKAIOTh HEPBOBO-IICUXiYHI CUMIITOMHY, IPUKAOM MOHTENIYKaCTy CITif
IPUIIAHUTH.

[TamientaM Ta/abo ocobaM, sIKi 3a HUMM HarnsgaioTh, Tpeba 6yTH 06epekKHUMU 00
HEUpPOIICUXiaTPUUHUX SIBUII i MOBITOMUTU CBOTO JTiKaps, SIKIIO TaKi 3MiHU B IOBe[iHIl BifOyBalOTHCS.

3acmocyeanns y nepiod eazimHocmi abo 200yeaHHs1 2pyo0dio.

BazimHicmey.



Y mocmimkeHHSX Ha TBaprHHaXx He 0y710 BCTAHOBJIEHO IIKIITMBOTO BIIJTUBY MOHTENIYKACTy Ha
BariTHiCTh ab6o eMOpioHaNMbHUM/DEeTanbHUN PO3BUTOK.

OOMexeHi JaHi 3 HasgBHUX 0a3 MaHUX BariTHUX He MPUIIYCKal0Th MPUUYNHHO-HACTIIAKOBOTO 3B 3Ky
MiXX MOHTEJIYKaCTOM Ta BaflaMU PO3BUTKY (TaKUMU K Oe(eKTH KiHIIBOK), PO SAKi PifgKo
TIOBiIOMIISIIIOCH Y TOCTMAPKETHHTOBUX MOCHTIIKEHHSX y CBiTi. BIIBIIICTE IIUX XKIHOK IpUUMau
TaKOX 1 iHIIIl mpemapaTHy Big acTMU. [IpUYMHHUY 3B’30K MiX I[MMU BUIMIaJKaMH Ta
IIPUMOMOM MOHTEJIYKacTy He NOBEe[eHUN.

3a maHUMH ONy0/IiKOBAHUX Ta PETPOCIEKTUBHUX KOTOPTHUX [OCHIIXKEHD i3 3aCTOCYBaHHSAM
MOHTEJIYKaCTy BariTHUM XiHKaM, y KUX OLiHIOBa/IM 3HA4YLli BPOAXKEH] Bafu y OiTel, He
BCTAHOBJIEHO PU3UKY, ITOB’3aHOI0 i3 3aCTOCYBAHHSIM JTiKapcbKoro 3acoby. [IpoBeneHi nocminxkeHHs
MalOTh METOMOJIOTiuHi 00MeXeHHs, BKIII0OUalouy HeBEJIMKWM PO3Mip BUOIPKH, B MESKUX BUIIAAKaX
peTpocneKTUBHUM 30ip JaHUX i HECYMiCHi TpyNy IOPiBHSIHHS.

[Tpu3Hayvatoyu MinyKaHT BariTHUM XKiHKaM, HeoOXilHO BpaXOBYyBaTH CIIiBBiIHOIIEHHS KOPHUCTi/
PU3UKY.

T'odyeaHHA 2pydoio.
HocnigXeHHS Ha ITypaX IPOAEMOHCTPYBaJIH, 1110 MOHTENIYKacT IIPOHUKAE V¥ TPyAHE MOJIOKO.

Hemae maHuX npo NpOHUKHEHHS MinyKaHTy y 'pyIHE MOJIOKO XIiHOK, SKi TOOYIOTh I'PYAAI0, TOMY
HeoOXiTHO BpaXOBYBAaTH CIIiBBiIHOIIEHHS KOPUCTL/PU3UK IIPU IPU3HAUYEeHHI Tpenaparty MinykaHT y
nepion rOfyBaHHS IPYAAIO.

®epmusbHicmb.

Y mocmimkeHHSX Ha TBapHHaX MOHTENIYKACT He BIIJIMBaB Ha QepTUNbHICTH a0
PEenpOAYKTUBHY (HYHKIIiIO IPU CUCTEMHOMY BILJIKBI, 110 IEPEBHUILYBaB KIIiHIYHUAN CUCTEMHUN
BILJIUB OiNIbII HiXK Y

24 pa3zu.

30amHicmsb enaueamu Ha weudkKicmvb peakuii npu KkepyeaHHi asmompaHcnopmom
ab6o iHwumu MmexaHizmamu.

3a3Buyail MinykaHT He BIIJIUBA€ Ha 3JaTHICTh KePyBaTH aBTOTPAHCIIOPTOM abo iHITNMHU
MexaHi3MaM¥, ajie B y>Ke piAKiCHUX BUIa[Kax Bil3Ha4asyd COHNMBICTh ab0 3alIaMOpPOYEHHS Y
MAI€HTIB, AKi IpUMaNy npemnaparT, TOMy il 4yac NpUHOMY IIpernapary CJif yTPUMYyBaTUCS Bif
KepyBaHHS aBTOMO0OiieM abo iHIMMMY MeXaHi3MaMH.

Cnocid 3acmocyeaHHsi ma 0o3u.

[TpemapaT HeoOXiHO 3aCTOCOBYBATH HiTSM IIifl HATJIIHOM OOPOCHIuX. TabIeTKH CJIif po3KyBaTH
nepen KOBTAHHSIM.



[TarienTaM 3 aCTMOIO Ta ajlepPrivHUM PUHITOM (CE30HHUM Ta LilIOpiYHUM) HeoOXimHO mpuiiMaTu 1
TabneTKy XKyBanbHy (4 Mr) 1 pa3 Ha goOy. [ moermeHHss CUMITOMIB aJlepriYHOT0 PUHITY Yac
IPUHOMY CJIif migOupaTy iHOUBioyalbHO.

Ins nikyBaHHS aCTMHU [03a OJIs1 AiTel BiKOM Bif 2 70 5 POKiB cTaHOBUTH 1 TabNIETKY XKyBabHY

(4 mr) Ha moOy, BBeuepi. MinykaHT ciig npuiiMaTy 3a 1 roguHy 0o igyu abo yepes 2 TOOWHY IiCHs iou.
HeMmae HeoOxigHOCTI B KOpEKIIii o3u A 1iel BikoBoi rpymu. [Ipenapat MinyKaHT y JiKapChbKui
dbopwmi TabreTKu KyBabHi (4 MI') He peKOMEHIOBAaHUY IJIs [iTel BiKOM 0 2 POKiB.

3aeanvHi pekomeHOauii u,000 3aCMOCYB8AHHA npenapamy.

TepaneBTuunuit epekT MinykKaHTy CTOCOBHO KOHTPOJIIIO 3a aCTMAaTAYHUMH ITapaMeTpaMu
cnoctepiraetbcst mpotarom 1 go6u. IlanienTam HEOOXiIHO MOPaAUTH MPONOBXKYBATH IPUAMaTH
MinykaHT, HaBiTh AKILO acTMa IIifi KOHTPOJIEM, TaK caMo, gK 1 IPOTATOM I1epPiofiB 3aroCTPeHHs
ACTMHU.

KoperyBatu 103u 114 Mali€HTIB 3 HUPKOBOI HENOCTATHICTIO, IEYiHKOBOIO HENOCTATHICTIO JIETKOTO
abo moMipHOTO CTyneHs He MoTpi6HO. HeMae maHuX CTOCOBHO KOPEKIIii 03U IS MAIliEHTIB 3 TIKKOIO
IIe4iHKOBOIO HEOCTaTHICTIO. [J03yBaHHS [Jg NalliEHTiB Y0JI0BiUOl Ta XKiHOYO1 CTaTi € ifeHTUYHUM.

Miaykaum y skocmi anbmepHamugHo20 cnocoby AiKy8aHHs No 8i0HOWEHHH 00 HU3bKUX 003
iHeanAuitiHUX Kopmukocmepoidie npu nepcucmyoyill acmmi 1e2K020 CmyneHs.

MoHnTenyKacT He peKOMEHYETHCS 3aCTOCOBYBATH [IJIT MOHOTEpAIlil [i71 NallieHTiB 3 TIOMipHOIO
CTIVKOI0 aCTMOIK. BUKOpUCTaHHS MOHTEIYKACTY SIK aJlbTepPHATUBU HU3bKO4030BaHUM IHTaNIALIMHUM
KOPTUKOCTEPOIlaM y [IiTel, XBOPUX Ha IMEPCUCTYIOYY aCTMY JIETKOTO CTYIIEHS, MOXKIIMBO PO3TJIIfaTh
TiJIBKY [AJIS1 TUX TAIlEHTIB, SIKi HEe MaJii OCTaHHIM YaCOM CEPHO3HUX HallafAiB aCTMHU, 1[0 BUMaramTh
TIepOPajIbHOTO 3aCTOCYBaHHS KOPTUKOCTEPOIMiB ab0 TUX, SKi He MOXKYTb MPUUMATH iHTasAITiiHI
KOpPTHUKOCTepoigu. [TepcucTyiodya acTMa JIETKOT0 CTYyIIeHSI BU3HAYA€EThCS SIK aCTMa 3 IIPOSIBOM
CHUMIITOMIB 4acTimie 1 pa3y Ha TUXKOEHD, ane pifme 1 pa3y Ha fo0y, HIYHUMHU CUMIITOMaMH YacTiie 2
pasiB Ha Mics1b, ane pigme 1 pa3y Ha TUXKIEHb Ta HOPMaJIbHOI (YHKIIEIO0 TIETEeHIB MiX eIi3ogaMu.
FAKI1I0 3a40BITBHOTO KOHTPOJII0O aCTMU HafaJsli He JOCATHYTO (3a3BUYau IpoTsaroMm 1 micsans),
HeoOXiIHO oUiHUTH MOTPeOy y MOMATKOBUX UM iHIIKMX 3aco0ax MPOTH3amasbHOI Tepalii Ha OCHOBI
TIOETAITHOI CUCTEMH Tepalil actMu. HeoOXigHO mepioguyHo OI[iHIOBAaTH KOHTPOJIb aCTMH Y TAIiEHTIB.

ITpoginakmuka acmmu y nauieHmia 8ikom 8i0 2 00 5 pokis, y AKUX OCHOBHUM KOMNOHEHMOM acmmu
€ bpoHxocnasm, iHOyKo8aHull (pi3uyHUM HABAHMANCEHHAM.

MinykaHT peKOMeHIOBaHUY MallieHTaM BiKOM Biff 2 Mo 5 POKiB AJist mpodinakTuKy 6POHX0CIa3My,
iHmykKoBaHOTO (i3NYHUM HaBaHTaXKEHHSIM, KU MOxKe OyTH OCHOBHUM IIPOSIBOM IIEPCHUCTYIOYO]
acTMH, TIPH SIKii HeoOXiflHe 3aCTOCYyBaHHS iHTANAI[INHAX KOPTUKOCTEPOI/iB.

CraH maifieHTa HeoOXigHO OI[iHIOBATH Ha 2— 4 THUXKHI IIiC/Is MOYaTKy TiKyBaHHS MOHTETyKacToM. Y
BUIAMKY, SIKIIO 3a00BUIbHUY Pe3yJIbTaT JIIKyBaHHS He JOCATHYTO, CIIif IPUMHATY PillleHHS [1PO
IOJaTKOBE YU iHIIE JTiIKyBaHHS.

JlikysaHHsa MiaykaHmom nopigHAHO 3 iHWUMU cnocobamu AiKy8aHHA.

Y Bunapxy, Konu JliKkyBaHHS MilyKaHTOM IIPOBOAUTHCA K [OLATKOBa Tepalisd [0 JIiKyBaHHSA
iHTaNMAIifHIMY KOPTUKOCTEPOilaMy, He MOXKHA Pi3K0 BBOAUTU MilyKaHT 3aMiCTh iHTangIiiHuX
KOPTUKOCTEPOIIB.



Himu. MinykaHT, TabeTKu XKyBa/bHi 10 4 MT, TpU3HAaYeHUH IJIS 3aCTOCYBAHHS iTSIM BiKOM Bif

2 0O 5 POKIiB.

Ilepedo3yeanHsi.

Croenudiunol iHpopMallil I0f0 TiKyBaHHS ITepefo3yBaHHS MOHTENIYKAaCTy HeMa€e. Y JOCTigKeHHIX
XPOHIYHOI aCTMU MOHTEJTYKacCT Ipu3Haydany B fo3ax f0 200 Mr/go0y oopoCiIuM MallieHTaM IPOTSATroM
22 TUXKHIB, a IPA KOPOTKOCTPOKOBUX JOCHiXKeHHIX - 10 900 Mr/mo0y mpoTsarom npubnusHo 1
THXKHS, KTiHIYHO 3Hauyii mo6iuHi peakiril Oyau BigCyTHi.

[Ipy moCcTMapKETUHIOBOMY 3aCTOCYBaHHI Ta IIif] Yac KIIIHIYHUX OOCIIIAXKEeHb HaAXO0AUIIN
MIOBiIOMIIEHHS IIPO TOCTPE ITepefo3yBaHHs, BKII04alyy MOBIAOMIEHHS IPUKAOMY IIpernapaTy
IDOPOCIIMM i miTsM y mo3si, 1o mepesuirye 1000 mr (mpubnusHo 61 Mr/Kr y miTei BikoM 42 micsiri). ¥
OiNbIIIOCTI TOBiMOMIIEHB IIPO BUITQMIKY ITePeNo3yBaHHS HiSKMX HeOakKaHUX SIBUIIL He CIIOCTepiramsocs.
Haituacrime mposiBu no6iunux edekTiB Bifmoiganu mpodino 6e3mneku mpemnapaTy Ta BKIIOYau:
abmoMiHanbHUM GiNlb, COHJIUBICTH, CIIPary, roJIOBHUY 0ifib, O/IF0BaHHS i ICHXOMOTOPHY
rinepakTUBHICTE. JIiKyBaHHS cuMnToMaTAyHe. HeBimoMo, Y BUBOOUTELCS MOHTEIYKACT IIpU
TIepUTOHeaTbHOMY miami3i abo remomiamiasi.

ITo6iuni peakuii.

3aranmom MinykaHT goOpe rmepeHOoCUThCS. [1pu KITiHIYHUX JOCTiIXKeHHIX TPUBaJle TiKyBaHHS B Pi3HUX
BiKOBUX Tpymax JeMOHCTPY€E HE3MiHHICTh podimio 6e3meKwu.

[Hpekuyii ma iHeasii: iIHPEKIil BePXHiX AUXaIbHUX IIIAXIB.

3 60Ky KpoBOHOCHOI ma aim¢pamuyHoi cucmeM: TEHOEHIIS OO MOCUIIEHHS KPOBOTOYUBOCTI,
TPOMOOLIUTOIEHIS.

3 6oky imyHHOT cucmemu: peakliii Timep4YyTIUBOCTI, Y TOMY 4MCIi aHadinakcis, eo3uHodinbHa
iH(inbTpallid IeYiHKH.

3 60Ky ncuxiku: IOPYILIEHHS yBary, IOTipIIeHHs I1aM’ATi, IOPYILIEHHS CHY, Y TOMY YHUCJIi Hi4HI
KolrMapu, 6e3CoHHS, COMHaMOYJIi3aM, pO3APaTOBAHICTh, THiB, HETEPIIAYICTb, TPUBOXKHICTD,
30yIKeHHs, BKTII0Yal0Yl arPeCUBHY IMOBEHiHKY a60 BOPOXKICTh, Aelpecii, TpeMop, ayxe pimko -
rasjolHalli, Je3opieHTanis, cyllnufanbHi IyMKH Ta oBediHKa (cmpoba cyiuupmy), auchemis,
00CeCUBHO-KOMITYJILCUBHI PO3/IafiH.

3 boky Hepeogoi cucmemu: 3allaMOPOYEHHS 1 MJISBICTh, COHJIMBICTD, IapecTe3is/rinecresis,
Harmaay, TOJIOBHUM Oifb.

3 60Ky cepueso-cy0uHHoOi cucmemu: BiTUyTTS CepIeOuTTS.

3 60Ky duxaabHOI cucmemu, opaaHie 2py0HOI KaimKu ma cepedocmiHHA: HOCOBi KPOBOTEYi, CHHIPOM
Yapra- Ctpayca (CUC) (guB. po3nin «Oco6nuBOCTi 3aCTOCyBaHHSA»), JIeTeHeBa €03UHOGIis.



3 60Ky WAYHKO0BO-KUWK0B020 mpakmy: Hiapes, CyXiCTb y POTi, OUCIIENCis, HyAoTa, O/II0BaHHS,
abmoMiHanbHUM Oifb.

3 6oky 2enamobisiapHoi cucmemu: TiOBUILIEHWH PiBEHb TPaHCAMiHa3 CUPOBATKHU KPOBi
(amaninamiHOTpaHcdepasu Ta acnapTaTaMiHOTpaHChepa3yr) renaTUTH, BKITI0Yal0YX X0IeCTaTUYHUH,
remnaToLeTIIPHUY Ta 3MIIIAHOT0 3pa3Ky, IMOMKOAXKEeHHS IIeYiHKY.

3 60Ky HUPOK Ma ceyosusiOHUX W/sXi8: EHype3 y [miTew.

3 60Ky wkipu i niQWKipHUX MKAHUH: aHTIOHEBPOTUYHUYN HAOPSK, reMaToMa, KPOIIMB'THKA, CBEPOixK,
BUCHUIIAHHS, BY3/IMKOBa €pUTEMA, My/lIbTH()OPMHA epUTEMA.

3 60Ky ckesnemHo-M’ 30801 cucmemu i CNOAYYHOI MKAHUHU: apTParis, Mianris, BKIYalodn
CynoMu M’s3iB.

3azanvHi po3nadu ma cmax OinsAHKU 88e0eHHSA: TapsdyKa, aCTeHis / MigBUIleHa BTOMJIIOBAHICTh,
BiguyTTs1 muckoMdpopTy, HAOPSKH, Cripara.

Tepmin npudamHocmi.

2 POKH.

YmMmoBH 30epiranssi.

30epiraTu B OpUTiHaJbHIM YIIAKOBI ¥ HEMOCTYIIHOMY AJIST MiTEM MiCIIi.

VYnaxoBka.

I[To 7 TabmeTok y 6mictepi. ITo 4 abo mo 12 GmicTepiB y KApTOHHIN KOpPOOIIi.

Kareropist Bigmycky. 3a peLerToM.

BupoOHUK.

AT «Apamen ®apma», [lonbina

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOT'0 aJpeca MicCIisi IPOBaAKeHHsI Tis/TbHOCTI.

ByJ. Mapm. [Ixk. ITincyncekoro 5, 95-200, ITa6’suiue, ITonbia.



