Ckian

Oitoua pevyosuHd: MOHTeyKacT HaTpito (montelukast sodium);

1 TabreTka MiCTUTHL MOHTENYKacTy HaTpito 10,4 Mr y mepepaxyBaHHi Ha MOHTETYKacCT
10 mr;

OONOMIJICHI pedoB8UHU: 1IeJII0JI03a MiKpPOKpPHCTaliuHa, TaKTO3W MOHOTIApAaT, HaTPiio
KpOoCKapMeso3a, JUHATPilo eeTaT, MarHiio cteapat; o6onoHKa: Opadry® Yellow
20A82938 (rimpomesnosa 6 cp, TiAPOKCUIIPOIIiIIEeN0n03a, Tutany giokcup (E 171),
3amiza okcup xkoBTuu (E 172), 3anida okcupg yepBouuui (E 172)).

JIikapcbKa ¢opMma

TabeTKy, BKPUTI MJIIBKOBOIO 000JIOHKOIO.

OcHOBHI (i3uko-ximiuHi 81acmueocmi: 6e3KeBi, KPYTJIi, ABOOIIYKJIi TabeTK!, BKPUTI
IJIIBKOBOIO 000JIOHKOIO.

®dapMaKoTepalneBTHUYHA Irpyna

[TpoTnacTMaTtu4Hi 3acobu. CelTeKTHUBHI Ta MepopabHO aKTHUBHI OJI0KaTOpU
neukoTpienoBux penentopiB. Kog ATX RO3D CO03.

dapMakKogHHaMiKa

Lucreininneukorpieru (LTC4, LTD4, LTE4) - moTyKHi eKO3aHOIOW 3alalieHHs, SKi
BUBIIBHSIOTBECS 3 Pi3HUX KIIITHH, BKJIIOYAIOYU OIIACUCTI KIIITUHU Ta eo3uHOoGinu. 11i
BaXKJIMBi IpoacTMaTHU4YHi MediaTOPHU 3B A3YIOThCS 3 LIUCTEIHIIIIENKOTPIEHOBUMU
peuentopamu (CysLT), npucyTHiMM B OUXaIbHUX IIJIsIXaX JIIOOWHMY, 1 BiAIIOBiIalOTh 3a
peaxirito 6poHXocma3My, BUOiIeHHSI MOKPOTUHHS, IIPOHUKHICTh CYyAWH i 30iIbIIIeHHS
KinbKocTi eo3uHo(iniB. CysLTs KopenboBaHi 3 maTo}i3ioIori€o acTMu Ta ajlepriyHux
puHiTiB. [Ipu anepriyHux puUHITaX HUCTEIHIIIENKOTPi€EHN BUBITBHIIOTHCS i3 HOCOBOIL
CIM30BO1 000JIOHKY ITiC/Isl BIJIMBY ajlepreHy IIPOTATOM PaHHBOI Ta Ii3HbOI (a3u
peaxkiiil Ta aCoOIlil0I0THCSA 3 CUMIITOMaMH ajiepriuyHoro puHity. [Ipu iHTpaHa3anbHIA
mpo6i 3 CysLT 6ysio mpogeMOHCTPOBaHO 30ilbIIIeHHST PE3UCTEHTHOCTI AUXaTbHUX
HOCOBUX IIISIXiB Ta CUMIITOMIB Ha3aJIbHOI OOCTPYKIIil.

MoHTeyKacT - 1le BHYTPIIIHbOAKTUBHA CIIOJIyKa, 1110 3B's13yeThcs 3 CysLT1
peLenTopamMu 3 BUCOKOI CIIOPIAHEHICTIO Ta CeJIEKTUBHICTIO. MOHTENIyKaCT CIPUYUHSE
3HauHe OJIOKYBaHHS IIMCTEIHIIIeMKOTPiEHOBUX PEIENTOPIB AUXAaIbHUX IIIISIXiB, 110
OyJi0 migTBEpPOKEHO MOT0 3[IaTHICTIO iHTiOyBaTH OPOHXOKOHCTPUKIIIIO Y MAalli€HTIB,



XBOpPUX Ha OpOHXialbHYy acTMy, CIPUYHUHEHY BOauxaHHAM LTD4.

MonTenykacT iHridye O6pOHXOKOHCTPHKIIiO, 3aBAsKY iHranboBaHoMy LTD4 HaBiTh v
no3i go 5 mr. bporxoaunartalis ClIOCTEPIraeThbCcsd IIPOTATOM 2 TOOUH MiCiid
BHYTPIIIHbOTO ITpuiiomMmy. EdekT OpoHxoaunaTallii, CIpuYuHEeHU! B-aroHicToM,
OONAETHCS A0 ePeKTy, CIPUUNHEHOT0 MOHTETyYKacToM. JIiKkyBaHHS MOHTEITYKacTOM
iHridyBasio paHHIO i Mi3HIO a3y OPOHXOKOHCTPUKIIil 3aBOSKM BIJIMBY Ha aHTUTEHHU.
MoHTenyKacT 3HUKYE KiTbKiCTh €03MHO(IITiB TepudeprnyHol KpoBi. JIikyBaHHSA
MOHTEIYKaCTOM 3HAYHO 3HUXKYE KiNTbKICTh €03MHODIIIB y AUXalIbHUX HIIAXaX (IIpu
BHUMIipIOBaHHiI B MOKPOTHHHI) Ta y mepu@epruyHii KPOBi, IPU NOKPallaHHI KIiHI9YHOTO
KOHTPOJIIO aCTMH.

ITig yac gocnigzKeHb 3 y4aCTIO0 JOPOCIUX MOHTEJIyKacT y 1031 10 Mr npogeMoHCTpyBasB
3HaYHe IOJINIIeHHS ToKa3HuKa paHkKoBoro O®B1, paHKOBOI MiKOBOI HIBUAKOCTI
BUOUXY, OOCTOBIpHE 3MEHIIIEHHS 3arajbHOTr0 3aCTOCYyBaHHA B-aroHiCcTiB. [TominmenHs
MMOBiTOMJIEHUX TTAIliIEHTOM ITOKa3HUKIB JeHHUX i HiYHUX CUMIITOMIB acTMu 0yJI0
OOCTOBIPHO KpaIlluM.

dapMaKOKiHeTHKa

Abcopbuis.

MonTenyKacT MIBUOAKO aOCOpPOYETHCS MiC/Isd BHYTPIIIHLOTO IpUiioMy. Y TabIeToK,
BKPUTUX IIJIiBKOBOIO 000JI0OHKOIO0 110 10 MT, IpUUHSATHUX HATIIleCcepPlle, CEPEOHE
3HAaYEeHH4 MKy KOHIleHTpallil y r1a3mi KpoBi (Cmax) gocsiraeTbcs yepe3 3 TOOUHUA
(Tmax) micist 3acTOCyBaHHS y JOPOCIUX Yy MIBUAKKUX yMoBax. CepenHs 0i0OCTYIIHICTh
CTaHOBUTH 64 % Ipu npuiiomi cTaHgapTHOI iXki. Cepenus GiogocTynHicTh Ta Cmax He
3asiexkarTh Bif cTaHmapTHOI iXki. EpekTuBHICTL Ta Oe3neKka gaHoOl JTikapChKol ¢popMu
OyJi1 ITPOAEeMOHCTPOBAHI KIIHIYHUMU OOCITiAXKEHHAMHU, B SKUX TaOJIeTKU, BKPUTI
IJIIBKOBOIO 000J10HKOI0, 10 10 MT, 3aCTOCOBYBaIu He3aJleKHO Bill IPUUOMY 1XKi.

Po3noodia.

Binbure 99 % MOHTeNyKacTy 3B’I3YETHCS 3 IPOTeIHaMU IJIa3Mu. PiBHOBaxXHUM 00’eM
PO3MIOAisly MOHTEIYKACTy B CepedHbOMY CTAaHOBUTH 8 -11 1. JlochigKeHHs 3
panioakKTHBHO MidyeHUM MOHTEJIYKaCTOM BH3HAYMJIM MiHIMaJIbHUU PO3IONi Yyepes
remaTtoeHIiedaniuaui 6ap’ep. KpiMm Toro, KoHueHTpallii pagioMmapKoBaHOTO
MOHTEJIYKacCTy uepe3 24 TOOUHU ITicJid BBeJeHHSA OyIu MiHiMalbHUMHM Y BCiX iHIINX
TKaHUHAaX.

BbiompaHcpopmauis.

MonTenykacT MeTaboJ1i3yeThCsI MalizKe MOBHICTIO. Y MOCTIAXKEeHHIX TepalleBTUuYHUX
003 KOHIIeHTpallil MeTaboJIiTiB MOHTEIYKacTy y CTallioHapHOMY CTaHi IIJla3MU KPOBIi



OOPOCIUX Ta AiTel He MOXKHa OyJ10 BU3HAUYHUTH.

Y pocnigKeHHsX in vitro 3 BUKOpPHCTaHHAM MIKPOCOM IEYiHKU JTIOOUHN BU3HA4YEHO,
o nutToxpomu P450 3A4, 2A6 i 2C9 3anyueHi mo meTaboi3aMy MOHTenyKacTy. Ha
OCHOBI ITIOJaIbIIUX Pe3yJIbTATIB in Vitro Ha MiKpocoMax Ie4YiHKU JIIOOUHU
IIPOAEMOHCTPOBAHO, III0 TEPAaNeBTUYHI KOHIIEHTPAllil MOHTEIYKacTy y I1Jla3Mi KPOBi He
iHrioyrooTs nmmroxpomu P450 3A4, 2C9, 1A2, 2A6, 2C19, yu 2D6. BHecok meTaboIiTiB y
TepaneBTUYHUM e(PEeKT MOHTEIYKACTy € MiHIMaJIbHUM.

BuseoeHHA.

[ImasMoBuM KiTipeHC MOHTEJIyKacTy B CEPEOHbOMY CTA@HOBUTH 45 MJI/XB y HOPOCIIUX
300pOBUX 0Ci0.

ITicns nepopanbHOro npuioMy 86 % pamioMapKOBaHOTO MOHTEJIYKAacCTy BUBOOUTHCS 3
KanioM npoTsarom 5 aHiB, meHIIe 0,2 % BUBOOUTHCS 3 ceuero. bepyuu o yBaru
3Ha4YeHH$ 0i0gOCTYIHOCTI Ta 0COOIUBOCTI eliMiHallii, MokKHa 3pOOUTU BUCHOBOK, III0
MOHTEJIyKacCT Ta Moro MeTaboJIiTy MalixkKe ITOBHICTIO BUBOOSATHCS 3 2KOBYIO.

dapmaxkokiHemukKa y pi3Hux 2pyn nauieHmis.

IJ1 manieHTiB JIITHLOTO BiKy, @ TaKOXK Ialli€HTIB 3 II€YiHKOBOI HEIOCTaTHICTIO
JIETKOTO Ta CEPEOHBOTO CTYIEHS TAXKKOCTI KOPEKIIis mo3u He noTpidHa. OCKinmbKU
MoHTenyKacT Ta #oro MeTaboJIiT MaliKe MOBHICTIO eTiMiHYIOThCS 3 KOBYIO,
perynsilisi mo3u He IMOTPiOHA IS MAlliEHTIiB 3 IMTOPYIIIeHHIMY QYHKITIM HUPOK. [JaHUX
CTOCOBHO XapaKTepy (papMaKOKiHETUKYA MOHTEJIYKACTy y IIAlli€HTIB 3 TAXKKOIO
IIe4YiHKOBOIO HEJOCTATHICTIO HEMAE.

[Tpu mpuiiomi BeIUKUX A03 MOHTeNyKacTy (0inbmI TepaneBTudHOl B 20— 60 pa3iB)
CIIOCTepirasnocsi 3HUKEeHHS KOHIIeHTpallil Teodininy y nna3Mmi Kposi. [Ipu npuiiomi
TepaneBTUYHUX 03 1Iel eeKT He CIIOCTepPiraBcs.

IToka3aHHA

e {K momaTKoOBe JTiKyBaHHS OpPOHXiaJIbHOl @CTMHU Y IAIi€HTIB 3 IIEPCUCTYI0YOIO
aCTMOIO BiJl JIETKOT'0O OO CEPEeNHbOI0 CTYIIE€HS TAXKKOCTI, 1110 HEJOCTaTHHO
KOHTPOJIIOETHCSA IHTaNAMiMHUMUA KOPTUKOCTEPOIAaMu, a TaKOXK IIPHA
HeJOCTAaTHbOMY KIIiHiYHOMY KOHTPOJIi aCTMH 3a AOIIOMOTOI0 arOHICTiB B-
aIpeHOopeLeNTOPiB KOPOTKOI [ii, 1110 3aCTOCOBYIOTh ITPU HEOOXimHOCTi. ¥
Mali€eHTiB 3 aCTMOI0, Ki IpUKMalTh MilyKaHT, Iied npenapaT TaKOXK II0JIErIIIye
CUMIITOMU CE30HHOI'O aJIePrivHOr0 PUHITY.

e [IpodimakTHKa acTMU, TOMIiHYIOYUM KOMIIOHEHTOM SIKO1 € OPOHXOCHa3M,
IHOyKOBaHUU (pi3UYHMMY HaBaHTaXKEHHSIMU.



e [losiermieHHss CUMIITOMIB CE30HHOI'O Ta LIIJIOPIYHOT O aJIepTrivHOr0 PUHITY.
ITporunnoka3aHHs

linmep4yyTnuUBiCTh IO aKTUBHOI PEYOBUHMU TiKapPChKOT0 3aCc00y YU OyOb-sIKOl
OOTIOMiKHO] pedyoBUHU. [IUTSA4YMH BiK 00 15 pPOKiB.

B3aemofisi 3 iHINIMMH JTiKapChbKHMH 3aC00aMH4 Ta iHIIII BHOH B3a€EMoOIin

MoHTeyKacT MOXKHa 3aCTOCOBYBaTU pa30M 3 IHIIUMMU IIpelapaTaMu st
npodislakKTUKHU Ta XPOHIYHOIO JIiKyBaHHS aCTMHU. Y OOCIIAXKEHHAX JTiKapChKUX
B3a€EMO[i PeKOMEHI0BaHa KJIiHiYHa f03a MOHTEIYKACTy He MaJla KIIiHI4YHO
BaKJIMBOT'O BIUIMBY Ha (papMaKOKiHETUKY TaKUX IpelapaTiB: TeodiliH, TpegHi30JI0H,
ImepopaibHi KOHTPALEeNTUBU (eTUHIIEeCTPadion/HopeTUHAPOH 35/1), TepdeHanunH,
OUTOKCHH i BapdapHuH.

[Inoma mig KpuBOIO «KOHIeHTpalisi— 4ac» (AUC) oiss MOHTeNnyKacTy 3HHXKyBajlacCh
npubnu3Ho Ha 40 % y oci0, sKi ogHOYacHO npuiiMasnu peHobapOiTan. MoHTenyKacT
MmeTabomnizyeTbcst CYP 3A4, 2C8 ta 2C9, Tomy HeOOXimHO JOTPUMYBaTHUCh 3aXO0MiB
00epekHOCTi, 0COOIMBO [IS AiTel, SIKIO MOT0 MpU3HavYaTU OJHOYACHO 3 iHOYKTOpaMu
CYP 3A4, 2C8 ta 2C9 Takumu sik QeHiTOiH, peHOOapbiTan i pudaMIrinuH.

Y mocnimxkeHHSX in vitro 6yJ10 mOKa3aHo, 110 MOHTEIYKACT € CUIbHUM iHTiGiTOpoM
CYP 2C8. OpgHak maHi KJIiHIYHUX JOCHiAXKEeHb JTiKapChKOl B3a€EMO/il MOHTEJIyKacTy Ta
PO3UTIIiTa30HY (MapKepHUM cyOCTpaT, 10 IIPEACTaBIIsSI€ IpenapaTy, IEPBUHHO
MmeTabomnizoBani CYP 2C8) mokasanu, 1m0 MoHTenykacT He iHrioye CYP 2C8 in vivo.
Tomy He 04iKyeTbhCS, 1110 MOHTENYKaCcT 3Ha4YHO 3MiHUTh MeTabo0JIi3M ITpenaparis, IIo
MeTabo0Ii3ylI0ThCS IIUM eH3UMOM (HalpuKJiafd, IaKJIiTakKces, PO3UTJIiTa30H i
penariiHin).

IocmigKeHHs in vitro toKa3aiu, 110 MOHTenyKacT € cyocTtpatom CYP 2C8, i MeHIII010
Miporo - 2C9 i 3A4. ¥V kniHiYHOMY OOCHiAKEeHHI B3aEMOil ITpemnaparTiB 3 y4acTio
MOHTeNyKacTy i rempidpo3uny (inriéitop ssk CYP 2C8 ta 2C9), rem¢piOpo3un 30iabIIINB
CUCTEMHUU BIIJIUB MOHTeJIYKacTy B 4,4 pa3a. 3a3Bu4yal KOPeKIlisd JO3U MOHTEJIyKacTy
IIPU OOHOYACHOMY 3aCTOCyBaHHi 3 reM@piOpo3usioM abo iHIIUMU IOTYKHUMU
inridiTopamu CYP 2C8 He noTpibHa, ase y IbOMY BUIIQAKY JIiKapio CJIiI B3STH A0 yYBaru
MOXKJIMBICTD 30iNIbIIIEHHS ITOOIYHNX pPeaKIlii.

3a pe3ynbTaTaMM OOCHIIXKEeHb in vitro He nepeadadaioTbCs KITIHIYHO 3HAYYIII
JIiIKapChKi B3aeMopii 3 MeHII MOTyKHUMHU iHribiTopamu CYP 2C8 (Hampukinag,
TpuMeTtonpuM). OgHOYAaCHE 3aCTOCYBaHHS MOHTEIYKACTy 3 iTPaKOHA30JI0M,
notyxkHuM iHriditopom CYP 3A4, He Ipu3BeI0 OO0 3HAYHOTO 30i/IbIIIEHHST CUCTEMHOTO
BILJIUBY MOHTEJIYKACTY.



Oc006/1MBOCTi 3aCTOCYyBaHHSA

[TamieHTaM HeOOXigHO MOPaAUTH HIKOJIM HE BUKOPUCTOBYBaTU MinyKaHT OIs
JIIKyBaHHS IOCTPHUX HalaAiB aCTMM i TPMMaTH HAIlOTOTOBI 1XHI 3BUYalHi IpenapaTu
MepInoi JOIIOMOTH [JIs IIMX BUIIAAKIB. SIKIMO cTaBCs rOCTPUI Hamap, Tpeba
BHKOPUCTOBYBATH iHTasIiMHI B-aroHicTH KOPOTKOI Ail. [TallieHTH MOBUHHI TKOMOTa
IIBUIIIIE TIPOKOHCYIbTYBaTUCS 31 CBOIM JIiKapeM, SKIIIO0 BOHU ITOTPeOYyIOTh Oifbliie
iHrans11ii B-aroHiCTiB KOPOTKOI Ail, Hi’K 3a3BAYaMu.

He cnipg pidko 3aMiHIOBaTHM MOHTEJIYKACTOM Tepalliio iHransauinuumu abo
IMepopaJIbHUMU KOPTUKOCTEPOIMHMMMU ITpenapaTaMu. BigcyTHi mani, ki cBimuumnu 6,
III0 ITPUMOM IIePOPaJIbHUX KOPTUKOCTEPOIMiB MOXKHA 3MEHIITYBAaTU IPU OOHOYACHOMY
MIPUKMOMI MOHTEIYKAaCTYy.

IToBigoMIIATIOCS PO BUHUKHEHHS IICUXOHEBPOJIOTIYHUX PeakKlIlii y JOPOCIUX, IMiIIiTKiB
Ta AiTel, siKi 3aCTOCOBYIOTh MOHTENyKacT (OuB. po3min «[1o6iuHi peakiii»). [NamienTu
Ta JiKapi MoBUHHI OyTHU yBaKHUMMU [0 IICUXOHEBPOIOTiYHUX peakiliii. [lalieHTam
Ta/abo morismayvaM Clif maTy BKa3iBKU IIPO Te, 1100 BOHU IIOBiMOMIISITIM CBOTO JIiKaps
y pa3i BUHUKHEHHS TaKuUX peaklii. JIikapi HOBUHHI OIliHIOBAaTH PU3UKM Ta IepeBaru
ITPOAOBXKEHHS 3aCTOCYBaHHS TiKapChKOTro 3aco0y MimyKaHT, IKIIO TaKi peakxiiil
BUHUKAIOTh.

Y pigkicHUX BUIaAgKaxX y IAILi€HTIB, 110 JTiKyIOThCSI aHTHAaCTMAaTUYHUMU IIpelrapaTaMy,
BKJIIOUAIOY¥ MOHTEJIYKaCT, MOK€e PO3BUHYTUChH CUCTEMHA €03WHO(IiTis, 10 iHKOIU
CYIIPOBOIKYETHCS KIIIHIYHUMU O3HAKaMU BaCKyJIiTy, BIIIIOBIOHO OO0 cuHOpoMy Yapra-
Ctpayca, cTaHy, SKUH 4acCTO JIIKYIOTh CUCTEMHOIO KOPTUKOCTEPOIAHOIO Tepartieio. Li
BUIIQOKHN 3a3BUYal, ajle He 3aBXK/IH1, aCOIlil0I0TbCA 31 3MEHIIIeHHSIM YU BiIMiHOIO
Teparril mepopalbHUMU KOPTUKOCTEpoimaMu. He MoxKHa BUKIIIOUHUTH Y BCTAHOBUTHU
IMOBIPHICTH TOTO, III0 aHTArOHICTU JIEMKOTPIEHOBUX PELEIITOPIB MOXKYTh aCOIiI0BATUCS
3 po3BUTKOM cuHaApoMy Hapra-Ctpayca. Tomy nikapiB He0OXigHO MOIEPEOUTH IPO
MOZKJIMBICTh BUHUKHEHHS €03MHOQiTil, BACKYJIITHUX BUCHIIIB, IIOTiPIIEHHS JIET€HEBUX
CUMIITOMIB, CepIleBUX YCKIaaHeHb Ta/abo HeMporarTil y namieHTiB. [lallieHTaM, y SKUX
PO3BUBAIOTHCA 1Ii CUMIITOMHU, HEOOXiIHO IMTPOUTH ITOBTOPHE AOCIIAXKEHHS, a CXeMy IX
JIIKyBaHHS CJIif] TOBTOPHO MEPETISAHYTH.

JIikyBaHHSI MOHTEJIYKaCTOM He 3MiHI0€ HeOOXiMHOCTi YHUKATH MIPUMOMY aCIipuHy Ta
IHIITMX HECTEPOIMHUX ITPOTHU3allaIbHUX 3aC00iB y MAlliEHTIB 3 aCIipUH-4YyTIUBOIO
aCTMOIO.

MinykaHT, TabJI€TKU, BKPUTI IJTIBKOBOIO 000JIOHKOIO 110 10 MT, MiCTAThH JTaKTO3y, TOMY
nalieHTaM 3 PigKiCHUMM CIIaAKOBUMM IIpoOIeMaMyi HellepeHOCUMOCTI ralaKTo3H,
nediuuTy 1aKTO3U YU NOPYLUIEHHSIM BCMOKTYBaHHS I'TIOKO3U-TaJlaKTO3M He CJIif M0oro
IpUUMaTHu.



JlikapcbKui 3acié MicTuTh MeHIie 1 MMoJb (23 MT) HaTpito Ha TablIeTKy, TOMY
IpPakKTUYHO BiJIbHUU Bif HaTpilO.

3maTHiICTHh BIUTMBAaTH HA HNIBHIKICTH Peakilil mpu KepyBaHHIi aBTOTPAaHCIIOPTOM
a0o0 iHmMMHu MexaHi3ZMaMHu

3a3Buyail MinyKaHT He BIIJIMBA€ Ha 3[ATHICTh K€PyBaTU aBTOTPAHCIIOPTOM abo
IHIMUMU MeXaHi3MaMy, ajie B IyKe PigKiCHUX BUNaJKaX Bif3Hadasii COHJIUBICTH abo
3alaMOpPOYEeHHs y IMalli€eHTiB, AKi IpuiiManu penapar. ToMy I 4ac IpuuoMy
JIIKapChKOTO 3aco0y CIIif yTpUMyBaTUCS Bif KepyBaHHSA aBTOMOOisieM a00 iHIIUMU
MeXaHi3MaMMu.

3acTocyBaHHs y nepioa BaritTHocTti ad0 rogmyBaHHsI IPyaaio

BaeimHicmb.

Y mocnigkeHHSX Ha TBapuHaxX He OyJI0 BCTAHOBJIEHO IIKiJJIUBOTO BILJIUBY
MOHTEJIYKaCTy Ha BariTHicTh ab0 eMOpioHanbHUM/peTambHUN PO3BUTOK.

OOMexkeHi faHi 3 HasgBHUX 0a3 MaHUX BaTriTHUX He IIPUITYCKAIOTh IPUYHUHHO-
HaCJIiZKOBOTO 3B’SI3Ky Mi2K MOHTEJIYKaCTOM Ta BaJaMHt PO3BUTKY (TaKMMU SIK OedeKTH
KiHIIIBOK), IIPO SIKi PiAKO MOBIAOMIISIJIOCh Y TOCTMapPKETUHTOBUX CBiTOBHUX
OOCITiIXKeHHSAX. BinbIlIicTh IUX XKiHOK ITPUMMalii TaKOXK 1 iHIIi mpemapaTy Bil aCTMH.
[TpruyvHHUY 3B’S130K MiXK [IUMU BUIIafKaMM Ta IPUUMaHHAM MOHTEJIYKacCcTy He
OOBEOEeHUMN.

HasiBHi gaHi 3 onmy6J1iKOBaHUX Ta PETPOCIIEKTUBHUX KOTOPTHUX MOCIigXKeHb i3
3aCTOCYBaHHSAM MOHTEJIYKAcCTy BariTHUMU XKIiHKaMU, AKi OIiHIOIOTH 3HAYYIIll BPOOXKEeH]
BaJu y OiTel, He BCTAHOBUJIM PU3UKY IIOB’I3aHOT0 i3 3aCTOCYBaHHSM J1iIKapChKOT O
3aco0y. HasaBHi gocigKeHHSI MalOTh METOMO0JIOTiYHI 00MeKeHHs, BKITI0Ualoiu
HEeBENMUKUN po3Mip BUOIpKYU, B HesTKUX BUMNAOKaX PETPOCHEKTUBHUM 30ip JaHUX, i
HEeCYMICHI rpynu NOPiBHAHHA.

[Tpu nmpusHaveHHi MinyKaHTy BariTHUM XKiHKaM HeoOXiTHO BpaXOBYBaTU
CIIiBBIOHOIIIEHHS KOPUCTh/PU3UK.

I'ooysaHH:A 2pydoo.

HocCmiaXKeHHsI Ha MIypaX IIPOAEMOHCTPYBaAJIH, IO MOHTEJIYKACT ITPOHUKAE Y I'PDYOHE
MOJIOKO.

Hemae maHuX Ipo IPOHUKHEHHSA MIJIyKaHTY y I'pygHE MOJIOKO XiHOK, SIKi TOOYIOTh
TPYOO0, TOMY HeOOXiTHO BpaxOByBaTH CIiBBiOHOIIIEHHS KOPUCTh/PU3UK MIPHU
IIpU3HayYeHHi npemnapaTty MinyKaHT y IIepiof rogyBaHHSA IPYOLEO.



depmuabHiCcMb.

Y pocrnipgkKeHHSX Ha TBapUHaX MOHTEJIyKacCT He BIIJIMBaB Ha GepTUIbHICTL abo
PEenponyKTUBHY QYHKIIiIO IPU CUCTEMHOMY BIIJIUBI, 1110 II€PEBUILYBaB KIIIHIYHUN
CUCTEMHUU BIJIUB OifiblI HiXK y 24 pa3u.

Cnocid 3acTocyBaHHs Ta J03H

ITo3a g martieHTiB (y Bini Big 15 pokiB) 3 acTMor0 ab0 3 aCTMOIO i CYyIIyTHIM CE30HHUM
asiepriyHuM puHiToM cTaHoBuTh 10 Mr (1 TabneTka) Ha moOy, BBeuepi. s
MOJIETIIEHHS CUMIITOMIB aJIeprivHOro PUHITY Yac IIpUMoMy Ciif mimbupaTtu
IHOUBIAYAJIBHO.

Kopekilist mo3u mjis mallieHTiB 3 Me4iHKOBOI HeJOCTaTHICTIO TIETKOro abo moMipHOT 0
CTymIeHs He moTpeOyeThes. [laHi 1100 KOperyBaHHS OO3U [JIS MAIli€HTIB 3 TIXKUM
CTyIIeHEeM IIe4iHKOBOl HeJOCTaTHOCTI BimcyTHi. Kopekilis mo3u AJis Malli€HTiB JTiTHBOTO
BiKy He TOTpeOy€eThCH.

3azanvHi pekomeHOauii

TepaneBTuuHUl epeKT MinlyKaHTy 3a mapaMeTpaMu KOHTPOJIIO aCTMU
crocTepiraeTbcs mpoTsaroM 1 gobu. IIpemnapaT MoXKHa 3aCTOCOBYBATH He3aJIeXKHO Bif
npuiioMy ixi. ITamienTamM HeOOXimHO ITOPaAUTH ITPOJOBXKYBAaTU MPUNMaTH IIpernapar,
HaBiTh SAKIIO acTMa IIif KOHTPOJIEM, TaK CaMoO, K 1 IIPOTSATOM IIepPioAiB MOTipIleHHA
acTMU.

MinykaHT He CJIif BUKOPUCTOBYBaTU OJHOYACHO 3 IHIIIMMHU IIpernapaTaMu, IKi MICTATh
Ty caMy [il04y Pe4YOBHUHY, MOHTEIYKacCT.

KoperyBaTu mo3u mjisg mallieHTiB JIiTHBOTO BiKy He moTpi6Ho. KoperyBaTu mo3u He
MOTPiOHO TaKOXK [JIs MalliEHTIB 3 HUPKOBOIO HEAOCTATHICTIO, IETKUM Ta ITIOMipHUM
ypaxKeHHAM I1ediHku. HeMae maHuUX 11000 Halli€HTIB 3 ypaXXeHHSIMU IIe€YiHKU TIXKKOTO
cTtyneHs. [lo3yBaHHS [JIs MalliEHTIB Y0JIOBiUOl Ta XKiHOYO0l CTaTi € iTEHTUYHUM.

JlIikysaHHAa npenapamom MiaykaHm NOpi8HAHO 3 IHWUMU MemoOamu AiKYy8aHHA
acmmu

MinykaHT MOXHa JoJaBaTH [0 iCHYI04YOr0 KypCy JIiKyBaHHS Ialli€HTa.
IH2anauitiHi Kopmukocmepoiou

JlixyBaHHs MijlyKaHTOM MOXKHa 3aCTOCOBYBaTH, K OOOATKOBY Tepallilo OjId IMalll€HTiB,
SIKIITO iHTassAIiHI KOPTUKOCTEPOIAN Pa30M 3 HeOOXigHUMMU B-aroHicTaMu KOPOTKOI mil
He 3a0e3neuyloTh HeOOXiTHOT O KITIHIiYHOTO KOHTPOJII0 acTMu.He ciig pisko



3aMiHIOBaTH iHTaIAIiliHI KOPTUKOCTEPOIOou mpenapaToM MilyKaHT.
itk

MinykaHT, Tab/I€TKU, BKPUTI IIJIiIBKOBOIO 000JIOHKOIO, 110 10 MTI', 3aCTOCOBYBaTU OiTAM
BikoM Bif 15 pokiB. [I1s1 miTel BikoM o 15 poKiB 3aCTOCOByBaTH TaOJIETKH KyBallbHi
1o 4 Mr Ta 5 MT BigIOBIiZHO OO BiKY OUTHHU.

Ilepeno3yBaHHsA

Crnemudiunol iHdopmallil ogo TiKyBaHHS IIepefo3yBaHHSI MOHTEIYKacTy HeMae€. Y
OOCITiIKEeHHSIX XPOHIYHOI aCTMH MOHTEJIyKacT Mpu3Hadanu B fo3ax Ao 200 mr/moly
OOPOCIIUM IalliEHTaM MIPOTATOM 22 THXKHIB, a IPU KOPOTKOCTPOKOBUX OOCIIAXKEHHAX —
mo 900 Mr/moOy mpoTsaroM mpubnau3Ho 1 TUXKHS, KIiHIYHO 3HAYyIIi To0iyHI peakiii
Oynu BifCYTHi.

[Ipu mocTMapKeTUHIOBOMY 3aCTOCYBaHHI Ta IIif] YacC KJIIHIYHUX OOCIIiAXKEHb
HaaXOOWJIU IIOBIIOMIIEHHS PO IOCTPe Iepefo3yBaHHs, BKIII0YAl04X IOBIAOMJIEHHS
MIpUMOMY ITpenapaTy AOPOCiuM i miTsaMm y mo3si, mo nepesutlye 1000 mr (mpubnusHo 61
MT/KT y mOiTei BiKoM 42 micsiri). Y O6inbIIocTi moBigoMIIeHb ITPO BUIIAOKHU
rmepeno3yBaHHS HisTKUX HeOaXKaHUX SIBUII] He ciocTepiranocs. Haltuacriie nposiBu
nmobiuHmx eeKTiB BifmoBiganu npodinto 6e3meKky npernapaTy Ta BKITIOYallu:
abpmoMiHanbHUM Oifib, COHIUBICTD, CIIPary, TOJIOBHUM 0inb, OJII0BAHHS i ICUXOMOTOPHY
rinepakTUBHICTE. JIiKyBaHHS CUMIITOMaTu4YHe. HeBimoMO, YU BUBOOUTHCS
MOHTEJIYKacCT IIPU IIepUTOHeaIbHOMY Aiasisi abo remomiamisi.

IToOiuni peakmii

3aramoM MinykaHT moOpe repeHocuThcs. [1pu KITiHIiYHUX OOCIiOXKEeHHSIX TpHUBaje
JIIKyBaHHS B Pi3HUX BIKOBUX I'pylax JeMOHCTPY€E HE3MiHHICTh npo@dinto 6e3neKu.

IHgekuii ma iHeasii: iHpeKIlil BepXHiX AUuXalbHUX HIIISXiB.

3 60Ky KpOBOHOCHOI ma AiMpamuyHoi cucmem: TeHOEHIIisT 4O ITOCUIeHHS
KPOBOTOYUBOCTi, TPOMOOITUTOIIEHI .

3 60Ky iMyHHOI cucmemu: peaxliil TimepyYyTIUBOCTI, y TOMY 4YuCJIi aHadimakcis,
€03nHOoQiNTbHa iHQINMbTPALlid HeYiHKA.

3 60Ky ncuxiku: TIOPYyIIIeHHS yBary, IMOTiplieHHs 1aM’aTi, TOPYIIeHHS CHY, Y TOMY
yuci HiyHi KommMapu, 6e3CoHHsI, COMHaMOyI1i3M, po3paToBaHiCTh, THIB,
HETEePIUISYiCTh, TPUBOXKHICTh, 30yIKEHH S, BKI/IIOYal0Yl arpeCuBHY ITOBEAiHKY abo
BOPOXKICTh, Jempecii, TpeMop, AyKe PigKo - ramionuHallil, Je30pieHTallis, CyluuaanbHi



OyMKH Ta nmoBefdiHKa (cmpoba cyinuny), nucdemisi, 060CeCUBHO-KOMITY TbCUBHUM PO3/IaL.

3 60Ky Hepsosoi cucmemu: 3allaMOPOYEHHS i MJISIBiCTb, COHJIUBICTS,
rnapecre3sisi/rinecTesis, Hamagu, TOJIOBHUM Oislb.

3 60Ky cepueso-cyOuUHHOI cucmemu: Bim9yTTsI CepuebuTTs.

3 60Ky OuxasnbHOi cucmemu, opa2aHiae 2pyOHOI KAimKu ma cepedoCmiHHs1: HOCOBi
KpoBoTeui, cuaapoM Yapra- Ctpayca (guB. po3min «OcoOIuBOCTi 3aCTOCYBAHHS»),
JieTeHeBa €03MHOQITis.

3 60Ky WAYHKOBO-KUWKOB020 MpakKmy: Oiapesi, CyXiCTb y POTi, DUCIIEIICis, HyooTa,
Os1r0BaHHS, aOmoMiHaILHUMN Oiflb.

3 60Ky 2enamobiniapHoi cucmemu: MiOABUILIEHUN PiBEHb TPaHCAMiHA3 CUPOBATKU KPOBI
(ALT, AST), rertatuTH, BKJIIO4Yal04X XOJIeCTaTUYHUM, TeIlaTOLETIONISPHUN Ta
3MIIIaHOT 0 3Pa3Ky, IMOMIKOAXKEeHHS MTe4YiHKU.

3 60Ky wkKipu i NiQWKIpHUX MKAHUH: aHTiIOHEBPOTUYHUYM HAOPSK, reMaToMa,
KpONnuB’'sTHKA, CBePOiK, BUCUNIaHHS, BY3JIMKOBa epUTeMa, MyIbTU(HOPMHA epuTeMa.

3 60Ky ckesilemHo-M’ 30801 cucmemu i Cnoy4YHOI MKAHUHU: apTParis, Mianris,
BKJIIOYA4YU CYOOMU M’ A31B.

3azanvHi po3sadu ma cmaH OinAHKU 88e0eHHs1: TapsidKa, acTeHis/migBuIlleHa
BTOMJIIOBAHICTh, Bif4yTTsI IMCKOMMOPTY, HaOPsIKU, cIpara.

TepMiH NpHIaTHOCTI

2 POKH.

YMoBHu 30epiranus

30epiraTtu B opuriHajabHil yIIaKOBIli y HEAOCTYIIHOMY [JIsI AiTeW MiCIIi.
YnakoBka

ITo 7 TabneTok y 6imictepi. ITo 4 GiicTepu B KapTOHHIiN KOPOOIIi.
KaTeropis Bignycky

3a peLenTom.

BupooHHK



AT «Apgamen ®apma», Ilomnbina.

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOro ajJpeca MiCIisi IpoOBaaXKeHHsI
IJistIbHOCTI

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

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