Ckian

Oitoua pevyosuHd: MOHTeyKacT HaTpito (montelukast sodium);

1 TabseTka MiCTUThL MOHTEYKACTYy HaTpiio 5,20 Mr y mepepaxyBaHHi Ha MOHTETYKacCT
5 MrT;

O0ONOMIJICHI pedyo8UHU: LeJTI0JI03a MiKpoKpHucTasidHa, MaHiT (E 421), KpocIoBizoH,
3aiiza okcup yepBoHui (E 172), rimpokcunponinnesntono3a, OUHATPIIO eJeTar,
apoMmaTu3aTtop BumiHeBui, acnaptam (E 951), Tanbk, Mmartsiimo creapar.

JIikapcbKa ¢popmMma

TabmeTKy XKyBajbHi.

OCHOBHI (pi3uKo-XiMiuHI 81aCMUBOCMI: POXKEBi, KPYTJIi, MBOOMYKJIi TabIeTKH.
®dapMaKoTepalneBTHYHA rpymna

I[TpotuactMaTuyHi 3acobu. CeneKTHUBHI i mepopalbHO aKTUBHI OJI0KaTOpHU
neukKoTpieHoBux penentopis. Kog ATX RO3D CO03.

dapMakogHHaMiKa

Lucteininneiikorpienu (LTC4, LTD4, LTE4) - noTyKHi elKO3aHOIOu 3amajleHHs, sKi
BUBINIBHSIOTBECS 3 Pi3HUX KIIITHH, BKJIIOYAIOYX OIIACUCTI KIIITUHU Ta eo3uHodinu. L1i
BaXKJIMBi IpPO-aCTMaTU4YHI MeOiaTOpu 3B’SI3YIOThCS 3 IUCTEIHINIENKOTPUEHOBUMU
peuentopamu (CysLT), npucyTHiIMHM B OUXaIbHUX IIJIsIXaX JIIOOWHMY, 1 BiAIIOBiZalOTh 3a
peaxirito 6poHX0cIa3My, BUOiTIeHHS MOKPOTUHHS, IIPOHUKHICTh CYyAUH i 30iIbIIIeHHS
KinmbkOoCTi eo3uHOQimiB. CysLTs KopenboBaHi 3 maTo(}iliosiori€ro acTMM Ta aJlepridvHux
puHiTiB. [Ipu anepriyHUX pUHITAX HUCTEIHINIIEMKOTPUEHYN BUBIJILHAIOTHCS 3
Ha3aJIbHOTO CJIM3Y IiC/Is BIIUBY ajlepreHy IpOTITroM paHHBOlI abo mi3Hbo1 has3u
peaxilil Ta acOLiIOI0THCS 3 CUMIITOMaMU ajleprigyHoro puHiTy. [Ipu iHTpaHa3anbHIA
mpo6i 3 CysLT 6ysio mpogeMOHCTPOBAHO 30iIbIIIeHHST PE3UCTEHTHOCTI AUXaTbHUX
HOCOBUX IIJISIXiB Ta CUMIITOMIB Ha3aJIbHOI OOCTPYKIIii.

MoHTeNnyKacT - Ile BHYTPIIIHbOAKTHUBHA CIIOJIYKa, 1110 3B’a3yeThca 3 CysLT1
penenTopamMu 3 BUCOKOIO CIIOPIAHEHICTIO Ta CEJIEKTUBHICTIO. MOHTEJIYyKacCcT CIPUYUHSE
3HayHe 0JIOKYBaHHS LIMCTEIHIIIIeNKOTPIEHOBUX PELIENITOPIiB AUXaTbHUX HIISAXiB, IO
OyJs0 miATBEPAKEHO MOT0 30aTHICTIO iHTiOyBaTH OPOHXOKOHCTPUKIIiIO y MalliEHTIB,
XBOPUX Ha OpOHXialbHYy acTMy, CIpUYHUHEHY BOuxaHHAM LTD4.



MoHnTemnyKacT iHTri0ye O6pOHXOKOHCTPUKIIiIO 3aBAsKY iHranmboBaHoMy LTD4 HaBiTh y
mo3i go 5 mr. bporxoaunaTallis CIIOCTEPIraeThbCsA IIPOTATOM 2 TOOUH MiCiisd
BHYTPIIIHbOTO ITpuiiomMmy. EdQekT OpoHxoaumaTallii, CIpuYuHeHU! B-aroHicToMm,
OOOa€eThCa OO0 epeKTy, CIPUYMHEHOT0 MOHTEJIyKacToM. JIiKyBaHHS MOHTEIyKaCTOM
iHribyBaJsio paHHIO i Mi3HIO a3y OPOHXOKOHCTPUKIIil 3aBOSKM BIIJIUBY aHTUTEHY.
JIikyBaHHSI MOHTEJIyKaCTOM CYTTEBO 3HMZKYBAaJIO KiJIbKiCTh €03UHODIIIB ¥ OUXaTbHUX
IIsiXax (Ipu BUMIpIOBaHHI Y MOKPOTUHHI). TaKOK MOHTENIyKacT 3HUXKYE KiJIbKIiCTh
€03uHOMIITIB ¥ OPOCIMX Ta OiTeu BiKoM Bif 2 o 14 pokiB y mepudeprudHii KPOBi Ta
IIOKpally€e KJIIHIYHUU KOHTPOJIb aCTMU.

Y mocrmimKeHHI 3 y4acTio AiTelu BiKOM Bifg 6 mo 14 pokKiB MOHTENIyKacT y A03i 5 MT
OOCTOBIPHO MOKpAaIlyBaB pPeCIIipaTOpHy (PyHKIIifO i 3HMKYBaB 4aCTOTYy 3aCTOCYBaHHS [-
aroHicTiB 3a mmoTpeboro.

Y mocnigkeHHi TOPiBHAHHSA €(DEKTUBHOCTI MOHTEJIYKacCcTy Ta iHTaJIAaiiHOro
(brmyTHKa30Hy OJ11 KOHTPOJIIO aCTMH y [OiTel BiKOM Bif 6 70 14 POKiB 3 MEPCUCTYIOUOIO
aCTMOIO JIETKOTO CTyIeHsI, MOHTEIYKaCT BUSABJISIB HE MEHIITY e(peKTHUBHICTh, HixK
(bnyTukas3oH, momno 30iNblIeHHS KiTbKOCTi AHIB 0€3 3aCTOCYyBaHHS MIBUAKOMIIOYNX
npernapariB Ojist HeBigKIaOgHOl JOIIOMOTH.

ITocToBipHE 3MeHIlIeHHsI OPOHX0CMHa3My, OB’ s13aHOT0 3 Gi3MYHUM HaBaHTAXKEHHSIM
(B®H), O6ymo mpoeMOHCTPOBAHO ITill Yac OOCIiIXKeHHs y mopocnux. Llei edhekT
CIIOCTepIraBcs YIPOOoOBXK 12-THUXKHEBOTO mepiony HocCiiaKeHHs. 3JHuxKeHHsa bOH
TaK02K OyJI0 IPOIEeMOHCTPOBAHO ITifl YaCc KOPOTKOTO AOCJIiAXKEeHHS 3 Y4acTIO JiTeu
BikoM Bif 6 7o 14 pokiB. EdekT B 060x mocimigKeHHAX OyB IPOAEeMOHCTPOBAaHUM B KiHITI
iHTEepBay.

dapMaKkoOKiHEeTHKA

Abcopbuiisi.

MoHTenyKacT MIBUAKO i MalizKe ITOBHICTI0O aOCOPOYETHCS ITiCisi BHYTPIIIHBOTO
nputiomy. ITicis mpuiioMy HaTIlecepllie XKyBaJbHUX TaOJIETOK M0 5 MT OiTSM BiKOM Bif
5 0o 14 pokiB, Cmax gocAra€eTsCs 3a 2 TOOUHU IIicias npuuoMmy. biogocTynHIiCcTh
cTaHoBula 73% Ta 3HHUXKYyBajaach A0 63 % mpu BXKKWBaHHI CTaHOapTHOI 1XKi.

Po3nodia.

Binbize 99 % MoHTenyKacTy 3B’SI3YEThCSA 3 IPOTEiHaMM IJIa3MU KPOBi. PiBHOBaXXHUM
00’eM pO3NOIiy MOHTEJIYKacTy ¥ CEpeqHbOMY CTaHOBUTH 8-111. [locninKeHHS 3
pagioMapKOBaHUM MOHTEIyYKAaCTOM BU3HAYUJIM MiHiIMaJIbHUM PO3MOIiN Yepe3
remaTtoeHIedaniuaui 6ap’ep. KpiMm Toro, KoHieHTpalii pagioMmapKoBaHOT0 MaTepiamy
yepe3 24 TOOWHMU TIiCJig BBeAeHHs OylIu MiHiMaJIbHUMU Yy BCiX iHIIIUX TKaHMHaX.



BiompaHcgopmauis.

MouTenykacT MeTaboJ1i3yeThCsI Mali?Ke MOBHICTIO. Y MOCTiAXKEeHHIX TepalleBTUuYHUX
o003, KOHIIeHTpallil MeTabosIiTiB MOHTENYKACTy B CTallioOHAaPHOMY CTaHi ITJla3MHU KPOBi
OOPOCJIMX Ta AiTeM He MoxKHa OyJI0 BU3SHAUUTH. Y OOCIiAXKEHHIX in vitro 3
BUKOPUCTAHHSIM MiKPOCOM MEeUiHKM JIIOOWHU BU3HAYEHO, 1110 uToxpomu P450 3A4,
2A6 i 2C9 3anyueHi go metabos1iaMy MOHTeJIyKacTy. Ha OCHOBI ImofanbIlInX TECTIB in
vitro Ha MiKpocoMax NediHKHU JIIOOUHYU, TepaleBTUYHI KOHIIEHTPallil MOHTEJIyKacTy Y
IJ1a3Mi KpoBi He iHTiOyioTh uTOoxpomMu P450 3A4, 2C9, 1A2, 2A6, 2C19, yu 2D6.
BHecok mMeTaboIIiTiB y TepanieBTUYHUM epeKT MOHTEJIYKaCTy € MiHiMaJIbHUM.

BugedeHHA.

[T1a3mMoBUM KIIipEHC MOHTEIYKaCTy B CEpeOIHbOMY CTAaHOBUTH 45 MJI/XB Y IOPOCIUX
3[I0POBUX OCi0.

[Ticnst BHYTPIIIHBOTO TpuiioMy NpubnIu3Ho 86 % pamioMapKOBaHOTO MOHTENYKACTY
BUBOOUTHCA 3 KaJIOM IIPOTATOM 5 AHIB, MeHIle 0,2 % BUBOOUTHCA 3 ceyero. bepyuu o
yBaru 3Ha4eHHs 0i0MOCTYMIHOCTI Ta 0COOJIMBOCTI eiMiHallil, MOXKHa 3pOoOUTH
BHCHOBOK, III0 MOHTEJIYKacCT Ta Moro MeTaboJIiT MaliKe ITOBHICTIO BUBOASTHCS 3
JKOBYIO.

dapMakokKiHemuKa y pi3HuUx 2pynax nauieHmis.

II71s1 malieHTiB JIITHHOTO BiKY, @ TAaKOXK Malli€HTIB 3 I€YiHKOBOI HEOOCTaTHICTIO
JIETKOTO Ta CEPEOHbOT0 CTYNEeHS TIXKKOCTi KOPeKIlisi mo3u He MmoTpidHa. OCKinbKu
MoHTenyKacT Ta Horo MeTaboJIiTH MalizKe MOBHICTIO e/TiMiHYIOThCS 3 JKOBYIO,
perynsnisa 0o3u He MOTPiOHa A4 MalliEHTiB 3 MOPYIIeHHIMHU QYyHKITiM HUPOK. [JaHUX
CTOCOBHO XapaKTepy (papMaKOKiHETUKYU MOHTEJIYKACTY y IAlli€HTIB 3 TAXKKOIO
IIEe4YiHKOBOIO HEJOCTaTHICTIO HEMAE.

dapMaKOKiHETUYHI JOCITIAXKEHHS Y JOPOCJIMX Ta OiTel JeMOHCTPYIOTh, 110 mpoditi
KOHIIeHTpallil TabIeToK XKyBaJIbHUX 110 4 MT' y IOiTel y Billi 2-5 pokiB Ta Tab1eToK
KyBaJIbHUX I10 5 MT' y [IiTeH y Billi 6-14 pokiB aHanoriu#i npodinto KoHIleHTpallil [
TabJIeTOK, BKPUTUX IJIIBKOBOIO 00010HKOIO 110 10 Mr, mpu3HadYeHux OiTSAM Big 15 pokiB
Ta JOPOCIIUM.

[Tpu nmpuiioMi BETUKUX 003 MOHTEJyKacTy (6inbIii TepaneBTu4YHOI B 20-60 pa3s)
CIIOCTepiranaocs 3HUKEeHHS KOHIIeHTpallil Teodinminy y nna3mi Kposi. [Tpu nmpuiiomi
TepaneBTUYHUX 003 (10 Mr oguH pa3 Ha OeHb) Iler e()eKT He CIIoCTepiraBcH.

IToxa3aHHSA

Iimsam sikom 8i0 6 do 14 pokia:



Sk mopmaTKoOBe JIiKyBaHHSI OPOHXia/TbHOI aCTMHU Y MAIli€HTIB 3 TEPCUCTYIOYO0I0 aCTMOIO
BiJl JIETKOT'0O 0O CEPEeNHBbOT0 CTYIIeHs TAXKKOCTI, 1110 HeJOCTaTHHO KOHTPOJIIOETHCSA
IHTANIAMINHUMY KOPTUKOCTEPOIAaMH, a TaKOXK IPU HEJOCTaTHbhOMY KIIiHIYHOMY
KOHTPOJIi aCTMM 3a [OIOMOT0I0 aroHiCTiB B-agpeHopelenTopiB KOPOTKOI Mii, 1110
3aCTOCOBYIOTH ITPU HEOOXiIHOCTI.

fK anbTepHaTUBHUU METO[ TiKyBaHHS 3aMiCTh HU3bKHUX 03 iHTaISLiMHUX
KOPTUKOCTEPOIiB [O/Is Malli€HTiB 3 IEPCUCTYI0Y0I0 aCTMOIO JIETKOTO CTYIIE€HS, Y IKUX
He Bifl3Ha4a/JIu NPOTSITOM OCTAaHHBOT'O YacCy CepPHO3HUX HamnafiB OpOHXiaJIbHOl aCTMH,
1110 TOTPeOYIOTh 3aCTOCYBaHHS IIepOpalIbHUX KOPTUKOCTEPOIiB, a TAKOXK SKi He
MOXKYTh 3aCTOCOBYBaTH iHTaNsIiliHI KOPTUKOCTEPOIIH.

[TpodinakThKa acTMHU, IOMiIHYIOUUM KOMIIOHEHTOM SKOI € OpOHXOCIIa3M, iHOyKOBaHUM
dismyHMMY HaBaHTaXKEHHSIMU.

[ToneriieHHss CUMIITOMIB CE30HHOTO Ta LIJIOPIYHOTO aJIeprivyHOro pUHITY.
IIporunnoka3aHHs

linep4yyTnuUBIiCTh IO aKTUBHOI PEYOBUHU UM OyIOb-IKOl JOMMOMizKHOI PEYOBUHHU.
IuTsa4uy BiK OO 6 POKiB.

B3aemogisi 3 iHINIMMH JTiKapChbKHMH 3aC00aMH4 Ta iHIIIi BHOH B3a€EMoOIin

MoHTeIyKacT MOKHa 3aCTOCOBYBaTHU pa30M 3 IHIIMMMU IIpeliapaTaMu gJis
npo@diTakKTUKYM Ta XPOHIYHOTO JTiKyBaHHS aCTMH. Y OOCIiAXKEHHIX JTiIKapChKUX
B3a€EMO[il peKOMeHI0BaHa KJIiHiYHa [103a MOHTEJIyKacTy He MaJjia KJIiHI4YHO
BaKJIMBOT'O BIUIMBY Ha (papMaKOKiIHETUKY TaKUX IIpelapaTiB: TeodisiH, TpegHi30JI0H,
mepopasnbHi KOHTPALEeNTUBY (eTHHIIeCTpagion/HopeTuHOPOH 35/1), TepdeHanuH,
OUTOKCHH i BapdapuH.

[Inomma mig KpuBOIO «KOHIeHTpaLisa— 4ac» (AUC) mis MOHTeNyKacTy 3HUKyBajlach
npubnu3Ho Ha 40 % y oci0, sKi ogHOYacHO npuriMainu GpeHobapOiTan. MoHTenyKacT
MeTabomnizyeTbcsi CYP 3A4, 2C8 ta 2C9, Tomy He0OXimHO JOTPUMYBaTHUCh 3aXO0MiB
00epekKHOCTi, 0COOIMBO [Is AiTel, SIKIO MOT0 MpU3HavYaTU OJHOYACHO 3 iHOYKTOpaMu
CYP 3A4, 2C8 ta 2C9 Takumu sk peHiToiH, peHOOapOiTan i pudamminuH.

Y mocnimxxeHHsX in vitro 6y1o mokasaHo, 110 MOHTEIYKACT € CUIbHUM iHTiGiTOpOoM
CYP 2C8. OpgHak maHi KJIiHIYHUX OOCHIAXKEHb JTiKapChKOl B3a€EMOZil MOHTEJIyKacTy Ta
po3uriiTa3dony (MapKepHuil cy0CTparT, 110 IIPEeICTaBIIsI€ NpelapaTy, IIEPBUHHO
MmeTabomnizoBani CYP 2C8) mokasanu, 110 MOHTenykKacT He iHrioye CYP 2C8 in vivo.
Tomy He 04iKy€eThCS, 1110 MOHTEIYKaCcT 3Ha4YHO 3MiHUTh MeTa0o0JIi3M ITpenaparis, IIo
MeTaboi3ylI0ThCS IIUM eH3UMOM (HalpuKJiafd, IaKIiTakKces, PO3UTJIiTa30H i



penariiHin).

IocnigkeHHs in vitro mokasanu, 10 MOHTeNyKacT € cyoctpaTtom CYP 2C8, i MeHI1II010
Mipoio - 2C9 i 3A4. VY KiniHiYHOMY OOCIiAKE€HHI B3a€MO/il ITpernaparTiB 3 y4acTIO
MOHTEJNyKacTy i remdiobpo3uny (inriditop sk CYP 2C8 ta 2C9), rem¢pidpo3un 30iabIIINB
CUCTEMHUU BIIJINB MOHTEJIYKacTy B 4,4 pa3a. 3a3Bu4ay KOpPeKIlid 03U MOHTEJIyKacTy
ITPY OJHOYACHOMY 3aCTOCyBaHHi 3 reMpiOpo3usioM abo iHIITUMU TOTYKHUMHU
inridiTopamu CYP 2C8 He nmoTpibHa, aje y IbOMY BHUIIQAKY JIiKapio CJIiI B3SITH OO0 yYBaru
MOZKJIUBICTD 30i/IbIIIEHHS ITO0IYHUX PeaKIlii.

Ha migcrasi gocnigzkeHs in vitro, He mepenbdadaloThCs KIIIHIYHO 3HAYYII JTiKapChKi
B3aeEMOfil 3 MeHIII MOTyKHUMH iHTibiTopamu CYP 2C8 (Hanpuknam, TPUMETOIPUM).
OnmHOYacHe 3aCTOCYyBaHHS MOHTEJIYKACTY 3 iTpaKOHA30JI0M, ITIOTYKHUM iHTiOiTOpOM
CYP 3A4, He IpU3BEJIO OO0 3HAYHOTO 30i/IbIIEHHS CUCTEMHOTO BIIJINBY MOHTENYKACTY.

Oco006/1MBOCTi 3aCTOCYBaHHS

[ManieHTiB HEOOXiMHO MONEPEnUTH PO Te, III0 He CJIi 3aCTOCOByBaTyu MinyKaHT Ois
JIIKyBaHHS TOCTPHUX HalaliB aCTMM i MOTPiOHO TpUMaTHU HAalOTOTOBI 3BUYalHi
IIperapaTH MepIoil JOMOMOTH IJIs IIMX BUMNAKiB. fAKIIO cTaBCs rOCTPUM Haramd, Tpeda
BHKOPUCTOBYBATH IHTaAIilHI B-aroHiCTH KOPOTKOI fil. [TamieHT MOBUHHI TKOMOTa
IIIBUIIIIE TIPOKOHCYIBTYBATUCS 31 CBOIM JIiKapeM, SKIIIO BOHU ITOTPeOYIOTh Oifnblie
iHTasnsIid B-aroHicTiB KOPOTKOI Oil, HiXK 3a3BUYal.

He crig pidko 3aMiHIOBaTH MOHTEJIyKaCTOM Tepariio iHransaiiiHumMu abo
IepopajJbHAMHU KOPTUKOCTEPOITHMMMU IIpenapaTaMu. BigcyTHi maHi, SKi cBimuumnu 0,
III0 ITPUIOM IIePOPaJbHUX KOPTUKOCTEPOIAiB MOXKHA 3MEHIITyBaTU IPU OOHOYACHOMY
IPUUOMI MOHTEJIYKacTy.

[ToBimoMIIsANIOCS IIPO BUHUKHEHHS IICUXOHEBPOJIOTIYHUX pPeakKlli Y JOPOCIuX, HiJIiTKiB
Ta OiTeH, siKi 3aCTOCOBYIOTh MOHTENYKACT (OuB. po3min «[1ob6iuHi peakirii»). [TauienTn
Ta JIiKapi MOBUHHI OyTHU YBaXXKHUMU OO IICUXOHEBPOJIOTiYHUX peakilii. [TamieHTamMm
Ta/abo ixHIM gorisimayaM CIIif JaTH BKA3iBKH PO Te, 11100 BOHU MOBiOOMIISIIIM CBOT'O
JIiKaps IPO BUHUKHEHHS TaKUX peakliliv. JIikapi HIOBUHHI PETEJIbHO OLIiHIOBATU PU3UKU
Ta IlepeBaru NpPoaoBKeHHS 3aCTOCYBaHHA JIiIKapChKOro 3aco0y MinyKaHT, SIKIIIO TakKi
peaxilii BUHUKAIOTh.

Y pigkicHMX BUNafiKaxX y IALIE€HTIB, SIKi JIIKYIOTHCA IIPOTUACTMAaTUYHUMU
ImpellapaTaM¥, BKITI0Yal04yd MOHTEJIYKaCT, MOXK€e PO3BHHYTUCH CUCTEMHA €03UHOQiTis,
110 IHKOJIX CYIPOBOOXKYETHCSA KIIHIYHMMHU O3HAKaMHU BAaCKYJIiTy; TaK 3BaHUU CUHOPOM
Yapra— Crtpayca, cTaH, SKUU JIIKYyIOTh CHCTEMHOIO KOPTUKOCTEPOITHOIO Tepartiero. 11i
BUMIAOKWU 3a3BHUYall, aCOIiIOIOTHCS 31 3MEHIIIEHHSIM J03W YU BiIMiHOIO Teparil
ImepopajlbHUMU KOPTUKOCTepoimaMu. He BUKIIIoYeHa iMOBipHICTb TOTO, 1110



QHTATOHICTU JIEUKOTPIEHOBUX PELENITOPIB MOXKYTh aCOLIIF0OBAaTUCA 3 PO3BUTKOM
cuanpomy Yapra— Ctpayca. Tomy nikapiB He0OXimHO ITOIIePegUuTH PO MOXKIIUBICTD
BUHUKHEHHS €03UHOQIiTil, BAaCKyJIITHUX BUCHIIIB, IOTIPIIEHHS JIeTE€HEBUX CUMIITOMIB,
cepleBUX yCKJIaOHEeHb Ta/abo HelponarTil y mallieHTiB. [TalieHTaM, y SKUX
PO3BUBAIOTHCSA BUILlE3TafaHi CUMIITOMM, HEOOXigHO MIPOUTH MOBTOPHE OOCIIXKEHHS, a
CcXeMy IX JIiKyBaHHS CIIiJl IEePEeraIsaHyTH.

JIikyBaHHSI MOHTEJIYKaCTOM He 3MiHIO€ HeOOXiMHOCTi YHUKATH MIPUMOMY aCIipuHYy Ta
IHIITMX HECTEPOIMHUX ITPOTHU3allaIbHUX 3aC00iB y MAlliEHTIB 3 aCIipUH-4YyTIUBOIO
aCTMOIO.

MinykaHT, Tab/IeTKH XKyBaJibHi ITI0 5 MT', MiCTUTh aciapTaM, AxKepesno ¢heHimanaHiHy.
Lle MOKe MIKigJIMBO BIIMHYTU Ha XBOPUX Ha (EeHINIKeTOHYpito. XBOPUM Ha
dbeHinkeTOHYpIIO CIig MPUUHSATH A0 yBaru, 1o 1 Tabnerka xKyBajibHA II0 5 MT' MiCTUTh
(eHinanaHiH y KinbKOCTi, eKBiBaneHTHiX 0,842 Mr/go3y.

3maTHICTH BIUITMBATH Ha IMBUHIKICTH peakiIlii NIpH KepyBaHHI aBTOTPaHCIIOPTOM
a0o0 iHmMMHu MexaHi3ZMaMHu

3a3Buyait MinyKaHT He BIIJIMBA€E HA 3[ATHICTh KE€PyBaTU aBTOTPAHCIIOPTOM abo
iHIMUMU MexaHi3MaMu. AJie B Ay2Ke PifKiCHMX BUIIafgKaX Bim3Hadasau COHJIUBICTH abo
3alraMOpPOYEeHHS Y Ialli€eHTiB, SKi IpUKMaJlu JiKapChKUM 3acib, TOMY ITifl Yac IIpuiomy
Impernapary CJIii yTPUMYBaTUCS Bif KepyBaHHS aBTOMO0OiieM abo iHIIUMU
MeXaHi3MaMMu.

3acTocyBaHHSA y nepioa BariTHocCTi a00 rogmyBaHHsI IPyaaio

BaeimHicmb.

Y pmocrnigkeHHSX Ha TBapUHaX He 0yJI0 BCTAHOBJIEHO LIKiJIMBOTO BILJIUBY
MOHTEJIYKaCTy Ha BariTHicTh ab0 eMOpioHanbHUM/peTambHUN PO3BUTOK.

OO6mMexkeHi faHi 3 HasgBHUX 0a3 JaHUX BaTriTHUX He IIPUITYCKAIOTh MPUYHUHHO-
HaCJIiZKOBOTO 3B’SI3Ky Mi2K MOHTEJIYKaCTOM Ta BaJaMHt PO3BUTKY (TaKMMH K OedeKTH
KiHIIIBOK), IIPO SIKi PiAKO MOBIAOMIISIJIOCh Y TOCTMaApPKETUHTOBUX OJOCIIAXKEHHIX y CBITI.
BinpIricTe uX XKiHOK ITPpUKMMalX TaKOXK i iHIII npemapaTH Big acTMu. [I[pudnHHUN
3B’S30K MiXK IIMMU BUIIaJKaMU Ta IPUMOMOM MOHTEJIYKacTy He JOBEOEeHUM.

3a maHuMHU 3 OIyOJIiKOBAaHUX Ta PETPOCIEKTUBHUX KOTOPTHUX HOCITiAXKEHbD i3
3aCTOCYBaHHSIM MOHTEJIYKAcCTy BariTHUM XKiHKaM, V SKUX OLiHIOBaJIX 3HAYYIII]
BPOIZKEeHi Bagu y AiTel, He BCTAHOBJIEHO PU3UKY, II0B’A3aHOI0 13 3aCTOCYBaHHAM
JlikapcbKoro 3aco0y. [IpoBeneHi OOoCIimXKeHHS MalOoTh METOOJIOTiuHi 0OMeXKeHHS,
BKJIIOYAIOYM HEBEIUKUN PO3Mip BUOIpKHU, B JesIKNX BUIIAJKaX PETPOCIEKTUBHUM 30ip



OaHUX 1 HeCyMiCHIi Irpyniy HOPiBHSAHHS.

[Tpu3Havawuu MinyKaHT BariTHUM XKiHKaM, He0OXiTHO BpaXxOByBaTH CIIiBBiOHOIIIEHHS
KOPUCTI/pU3UKY.

I'ooysaHH:A 2pydoo.

HocmiaXKeHHs Ha MIypaX IIPpOAEMOHCTPYBaAJIH, IO MOHTEJIYKACT ITPOHUKAE Y I'PDYOHE
MOJIOKO.

Hemae maHuX Ipo IPOHUKHEHHA MiJIyKaHTY y I'pyqHE MOJIOKO XiHOK, SIKi TOOYIOTh
TPYIOI0, TOMY HEOOXiTHO BpaxOByBaTH CIiBBiOHOIIIEHHS KOPUCTh/PU3UK IIPHU
[IpU3Ha4YeHHi Ipenapaty MiTyKaHT y niepiof roogyBaHHA I'PYLIIO.

depmusibHIiCMb.

Y mocnigKeHHSIX Ha TBapMHaX MOHTENIYKacT He BIIJIMBaB Ha QepTUJILHICTh abo
PENnponyKTUBHY QYHKIIIO IPU CUCTEMHOMY BIIIMBI, 1110 IIePEBUIIyBaB KIIiHIYHUMN
CUCTeMHUM BIIJIUB Oiftbil HiXK y 24 pa3wu.

Cmocid 3acTocyBaHHsI Ta 03U

Ta6HeTKy cifg PO3XKYyBaTu Iiepea KOBTAHHIM.

[TamieHTaM 3 aCTMOIO Ta aJIePTriYHUM PUHITOM (CE30HHUM Ta IIIJIOPIiYHUM) HEOOXimHO
Ipur¥MaTu

1 TabneTky XKyBanbHy (5 Mr) 1 pa3 Ha moOy. [ moIeriieHHs CUMIITOMIB aJIepTridyHOTro
PHUHITY Yac IMpuoMy Ciif migOupaTy iHOUBimyaJIbHO.

II1s miKyBaHHS aCTMHM [403a AJid OiTed BiKkoM Bif 6 go 14 poKiB cTaHOBHUTH 1
TabJIeTKy »KyBaJibHYIO (5 Mr) Ha 00y, BBeuepi. MinykKaHT ciifg npuiimaTu 3a 1
rOuHY [0 imy abo yepe3 2 roguHu micns inu. HemMae HeoOXigHOCTI B KOPEKIIil 103U
OJIsI L€l BIKOBOI TPyIH.

3aranpHI peKOMeHpallil oA0 3aCTOCyBaHHS IIpenapary.

TepaneBTuuHuM epeKT MiTyKaHTy CTOCOBHO KOHTPOJIIO 3a aCTMaTUYHUMU
rmapaMeTpaMH CIIOCTepiraetrbcs npoTsaroMm 1 gobu. IlalmieHTaM HeoOXimHO MOpagUuTH
OPOOOBXKYBaTU NMpUKMMaTH MinyKaHT, HaBiTh SKIIO aCTMa IIil KOHTPOJIEM, TaK caMo, SIK
1 IPOTATOM IIePiofiB 3arOCTPEHHS aCTMU.

Koperysatu go3u Ojis malji€eHTIiB 3 HUPKOBOI HEOOCTATHICTIO, II€4YiHKOBOIO
HEeIOOCTaTHICTIO JIETKOTro abo ITOMipHOTO CTyIeHs He MoTpidHOo. HeMae maHUX CTOCOBHO
KOPEKIIil 103K OJIg IMalliEHTIB 3 TSIKKOI0 Me4YiHKOBOIO HEIOCTAaTHICTIO. [l03yBaHHS OIS



TIAIliEHTIB YOJIOBiUOl Ta KiHOYOI CTATi € ieHTUYHUM.

MiaykaHm y akocmi anbmepHamueHo20 cnocoby niKy8aHHA No 8i0HOWeEHHW 00
HU3bKUX 003 IH2aAAUIUHUX KOpmuKocmepoidie npu nepcucmyryiu acmmi a1e2K020
CcmyneHs.

MoHTenyKacT He PEKOMEHOYEThCS 3aCTOCOBYBaTH AJII MOHOTepaIlil [JI HalliEHTIB 3
IIOMIPHOIO CTiMKOI0 aCTMOI0. BUKOPHUCTaHHS MOHTEIYKACTy SIK aJlbTePHATUBU
HU3bKOO030BaHUM IHTANSIIMHUM KOPTUKOCTEPOIIaM y OiTel, XBOPUX Ha IIePCUCTYIOUY
aCTMY JIETKOI'O CTYII€HS, MOXKJIMBO PO3T/IAAaTH TiJIbKU OJIsl TUX IALlIEHTIB, sIKi HE MaJju
OCTaHHIM YaCOM CEepPMO3HUX HallafiB aCTMH, 1110 BUMAaralTh IIE€POPaIbHOI 0
3aCTOCyBaHHS KOPTUKOCTEPOIiB ab0 TUX, SIKi He MOXYTh IPUUMAaTH iHTaIAIinHI
KopTuKocTepoinu. [TepcucTyioda acTMa JIETKOTO CTyIeHsI BU3HA4Ya€EThCA SIK acTMa 3
ITPOSIBOM CUMIITOMIB 4dacTiiie 1 pa3y Ha TUXKOEHb, ajie piamie 1 pa3y Ha go0y, HiIYHUMU
CHMIITOMaMH 4YacrTile 2 pa3iB Ha Micsllb, ane piaine 1 pa3y Ha TUXKOEHDb Ta
HOPMaJbHOIO QYHKIIIE€IO IEereHiB MiXK emisogaMu. AKIIO 3aJg0BIIBHOTO KOHTPOJIIIO
acTMM Hafalli He JOCATHYTO (3a3BuUYal mMpoTsarom 1 micsist), HeoOXigHO OIiHUTHU
notpeby y JOOaTKOBUX UM iHIIMX 3aco0ax MpoTH3amnajbHOl Tepalril Ha OCHOBI
ToeTarnHol cucteMu Teparrii actMu. HeoO6xigHO mepioguyHO OIiHIOBAaTH KOHTPOIIb
aCTMHU Y Ialli€HTIB.

JIikyeaHHsa MiayKaHmMoM NOpieHAHO 3 IHWUMU cnocobamu AiKyB8aHHA.

Y Bunapky, Konu jiikyBaHHA MIJIyKaHTOM IIPOBOOUTHLCA SIK OOOATKOBa Tepallis o
JIIKyBaHHS iHTaNALIMHIMU KOPTUKOCTEPOigaMi, He MOXKHa Pi3KO BBOOUTU MinmyKaHT
3aMiCTh iHTANAIIMHUX KOPTUKOCTEPOIMIIB.

itk

MinykaHT, TabJI€eTKU KyBaJIbHi 110 5 MT, TpU3Ha4YeHUHU OJIsT 3aCTOCYBAaHHS [OiTIM
BikOoM Big 6 0o 14 pokiB.

Ilepemo3yBaHHs

Crnenudigrol iHdopmallil 1040 TiKyBaHHS IIepedo3yBaHHS MOHTEIYKacTy HeMae€. Y
OOCITiIKEeHHSIX XPOHIYHOI aCTMH MOHTEJIYKacT IMpu3Hadanu B mo3ax go 200 Mr/moly
OOPOCIIUM IalliEHTaM MPOTATOM 22 THXKHIB, @ IPU KOPOTKOCTPOKOBUX OOCIHIIXKEHHIX —
mo 900 Mr/mo0y mpoTsroM mpubau3Ho 1 THUXKHS, KIiHIYHO 3HAYyIIi To0iuHi peakiii
Oynu BifiCyTHi.



[Tpu mocTMapKeTUHIOBOMY 3aCTOCYBaHHI Ta IIiff YacC KJIIHIYHUX OOCIIiIXKEeHb
HaIXOOWJINM IIOBiAOMJIEHHS IIPO TOCTPE Nepeno3yBaHHs, BKJII0UYal04y ITOBIIOMIIEHHS
IIpUNoOMY IIperapaTy OOPOCIuM i miTam y go3i, mo nepesuiiye 1000 mr (mpubnusso 61
MT/KT y OiTel BiKoM 42 Mmicsiri). Y GinbIIoCcTi moBigoMIIeHb ITPO BUIIAAKHU
Iepeno3yBaHHS HiTKUX HeOaxkKaHUX SABUII He cliocTepiranocs. Haltyacritie nposBu
nmobiyHux edeKTiB BignmoBiganu nmpodinio 6e3meKy mpenapaTy Ta BKIIIOYallu:
abmomiHanbHUM 0iNlb, COHIUBICTD, CIIpPary, roJIOBHUM 0ilb, OJII0BaHHS i IICUXOMOTOPHY
rinepakTuUBHICTSL. JIiKkyBaHHA cuMnToMaTuyHe. HeBimoMoO, Y BUBOOUTHCS
MOHTEJIYKACT IIPU IIepUTOHeaIbHOMY MHiasi3i abo remopiamisi.

IToOiuni peakmii

3aranoMm MinykaHT mobpe mepeHocuThes. [1pu KITiHIYHUX OOCTiAXKEeHHIX TPUBaJje
JIIKyBaHHS B Pi3HUX BiKOBUX I'pPyIlaX AEMOHCTPYE HE3MiHHICTE Ipo(inmio 6e3meKn.

ITHgekuii ma iHea3sii: iHdeKITil BepXHiX AuXalbHUX IIISXiB.

3 60Ky KpoBOHOCHOI ma AimgpamuyHoi cucmem: TEHOEHIIiS [0 ITOCUJIeHH
KPOBOTOYMBOCTi, TPOMOOITUTOIIEHI.

3 60Ky iMyHHOI cucmemu: peaxliil TimepyYyTIUBOCTI, y TOMY 4YucCJi aHadinakcis,
e03nHO(piTbHA IHINbTPaLisa IeYiHKN.

3 60Ky ncuxiku: IOPYIIeHHS yBary, IMOTipIIeHHs IaM’ ATi, MOPYIIeHHS CHY, y TOMY
YHuCIIi HivHi KomtMapu, 6e3COHHSA, COMHaMOyJ1i3M, pO3ApPaTOBaHiCTh, THIB,
HETepIIsS4YiCTh, TPUBOXKHICTDb, 30yIKEeHHsI, BKJII0Ual0UX arPECUBHY ITOBEIiHKY abo
BOPOXKIiCTh, [eIpecil, TpeMop, AyKe PigKo - rajiolunHallil, Je30pieHTallis, CcylluuganbHi
OyMKHU Ta nmoBefdiHKa (cmpoba cyinuny), aucdemisi, 06ceCUBHO-KOMITYTbCUBHI pO31agu.

3 60Ky Hepsosoi cucmemu: 3allaMOPOYEHHS i MJISIBiCTb, COHJIUBICTS,
napecre3sisi/rinecTe3is, Hamagu, TOJIOBHUM Oislb.

3 60Ky cepueso-cyOuUHHOI cucmemMu: Bim9dyTTsI CepueOuTTs.

3 60Ky OuxasnbHOi cucmemu, op2aHiae 2pyOHOI KAimKu ma cepedoCmiHHs: HOCOBi
KpoBoTedi, cuaapoM Yapra-Ctpayca (CHC), nereseBa eo3uHODisis.

3 60Ky WAYHKOBO-KUWKOB020 MpaKmy: Oiapes, CyXiCTb y pPOTi, OUCIIETICisI, HyoOTa,
O6mtoBaHHS, abgoMiHaTbHUM Oiflb.

3 60Ky 2enamobisiapHoi cucmemu: MiOABUILIEHUN PiBeHb TPaHCAMiHA3 CUPOBATKU KPOBI
(amaHiHaMiHOTpaHCdepas3u Ta acmapTaTaMiHOTpaHCcdepas3u), renaTUTH, BKIIOYal04Yu
X0JIeCTaTUYHUH, TelaTOLEeMI0ISIPHAY Ta 3MillIaHOTO 3pa3KYy, MOMIKOAXKEHHS Ne4YiHKH.

3 60Ky HUPOK ma ceuosuBiOHUX WAAXi8: eHype3 y OiTeu.



3 60Ky wkKipu i NiQWKIpHUX MKAHUH: aHTiIOHEBPOTUYHUYM HAOPSK, reMaToMa,
KpONUB’'sTHKA, CBepOiK, BUCUNIAHHS, BY3JIMKOBAa epUTeMa, MyIbTU(HOPMHA epuTeMa.

3 60Ky ckesilemHo-M’ 30801 cucmemu i Cnoy4YHOI MKAHUHU: apTPaIris, Mianris,
BKJIIOYAK4YU CYOOMU M’ A31B.

3aranbHi po3/1aagu Ta CTaH OiISHKU BBEOEHHS: rapsdyKa, aCTeHis/migBuilleHa
BTOMJIIOBAHICTh, BifuyTTsI OUCKOMMOPTY, HaOpsKU, cIpara.

TepMin npuIaTHOCTI

2 POKH.

YMoBHu 30epiranus

30epiraTtu B OpuriHaabHiN yIIaKOBIli y HEAOCTYIIHOMY [JIsl AiTeM MiCIii.
YnakoBka

[To 7 TabneTtok y Omnictepi. Ilo 4 GricTepu B KapTOHHIW KOPOOIIi.
KaTeropis Bignycky

3a peLenTom.

BupooHHK

AT «Apamen ®apma».

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOro ajJpeca MiCIisi IpoOBaaXKeHHsI
IJistIbHOCTI

Bysi. Mapi. [Ix. ITincyacekoro 5, 95-200, [Ta6’sHite, [Tonbia.
[Ixepeso iHCTPYKITil

[HCTpyKIIifo TiKapChKOro 3aco0y B3aTO 3 0illiiHOTO mKepesia — [lepKaBHOTO PEECTPY
JIiIKapChKHX 3ac00iB YKpalHu.
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