IHCTPYKIIA

IJIsI MEIHYHOT 0 3aCTOCYBaHHsI JIIKapCHLKOT0 3aC0o0y

MIJIYKAHT

(MILUKANTE)

CKn1ao0:
ditoya pevosuHa: MOHTENyKacCT HaTpio (montelukast sodium);
1 TabneTka MiCTUTh MOHTENYKACTY HaTpito 5,20 MT y mepepaxyBaHHi Ha MOHTEIYKACT 5 MT;

0onoMmidcHI peyosuHU: 11e/II0103a MiKpOKpUCTaniyHa, MaHiT (E 421), KpocCmoBigoH, 3aji3a OKCupm
yepBoHuu (E 172), TifpoKCUIIPOMiNIeniono3a, AUHATPI0 efeTaT, apoMaTU3aTOP BUILIHEBUH,
acmaprtaM (E 951), Tanpk, MarHito cteapar.

JIikapcbka ¢opma. TabmeTKH KyBalbHi.

OcHosHi (pi3uko-xiMiyHi 81acmusocmi: poKeBi, KpPyTJli, ABOOMYKJIi TabIeTKH.

®apMakoTepaneBTHYHA Ipymna. [IpornactMaTuyHi 3aco6u. CelleKTUBHI i mepopasbHO aKTUBHI
6;okaTopu JefkoTpieHoBux perentopis. Kog ATX R0O3D CO03.

Papmako102iuHi 8 1acmueocmi.
®apmakoduHamika.

Hucteininnenkorpienu (LTC4, LTD4, LTE4) - noTyxHi eK03aHOIAX 3allaJleHHs, SKi BUBIIbHIIOTHCS
3 pi3HUX KIITHH, BKIIOYal04Y¥ OMACUCTI KITIiITUHU Ta €03uHOGinu. 11i BaknIuBi mpo-acCTMaTU4Hi
Me[iaTopu 3B’I3YI0ThCS 3 IUCTEIHIeKoTpueHoBuMH penientopaMu (CysLT), mpucyTHiMu B
OUXaIbHUX LUISIXaX JIIOAWHY, i BiATIOBiIalOTh 3a peakilito 6pOHX0CIa3My, BULiNIeHHS MOKPOTUHHS,
IIPOHUKHICTH Cy[uH i 36inblIeHHS KinmbKOoCTi eo3unodinis. CysLTs KopenboBaHi 3 maTodisionorieio
aCTMHM Ta alepriyHux puHiTiB. [Ipy aneprivHux pruHITaAX IUCTEIHINIEeHKOTPUEHN BUBIIbHSAIOTLCS 3
Ha3aJbHOTO C/IU3Y IIiCJIA BIUIMBY allepreHy MpoTITroM paHHbOI abo mi3Hboi a3y peakiiil Ta
aCoI[iI0I0ThCSA 3 CUMIITOMaMHU aneprigsoro puHity. [1pu inTpana3anbHii npobi 3 CysLT 6ymno
IIPOJEMOHCTPOBAHO 30i/IbIIIEHHS PE3UCTEHTHOCTI AUXaJIbHUX HOCOBUX IIUISIXIiB Ta CHMIITOMIB
Ha3aJIbHOI 06CTPYKIIi.

MoOHTeNyKacT - Lie BHYTPIIIHbOAKTHUBHA CIIONYyKa, 10 3B’s13yeThcs 3 CysLT1 penentopamMu 3 BUCOKOIO
CIIOPiTHEHICTIO Ta CelIeKTUBHICTI0. MOHTENYKACT CIPUYMHSIE 3HAYHEe 6JIOKyBaHHS
IIUCTEIHINTeNKOTPIEHOBUX PELIeTITOPIB AUXATbHUX MIJISAXIB, 1110 6yI10 MiATBEPAXKEHO HOT0 3MaTHICTIO



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

MoHTenyKacT iHri0ye OpOHXOKOHCTPHKIIiIO 3aBAsKM iHranboBaHoMy LTD4 HaBiTh y 1031 70 5 MT.
BpouxopunaTanis CIoCTEPIraeThCs MPOTATOM 2 TOOUH MiCs BHYTPIMIHBOTO puitoMy. Edext
OpoHxomuaTalii, CipuYnHEHUN B-aroHiCTOM, TOHaEThCS 00 e(PeKTy, CIPUYNHEHOTO MOHTETYKaCTOM.
JIikyBaHHSI MOHTEJIYKaCTOM iHTi0yBao paHHIO i Mi3HIO a3y OPOHXOKOHCTPUKIIil 3aBASKY BILJIUBY
a"HTureHy. JIikyBaHHSI MOHTEJTyKaCTOM CYTTEBO 3HMKYBaJIO KiJIbKiCTh €03MHOQINIIB y AUXaIbHUX
mAxax (IpY BUMIpIOBaHHI Yy MOKPOTHHHI). TaK0kK MOHTeNyKacT 3HUKYE KiJIbKiCTh €03UHOMDINIB y
IOPOCNUX Ta AiTel BikoM Bif 2 mo 14 pokiB y nmepudepuyHili KPoBi Ta MOKpaLly€e KIiHIYHUNA KOHTPOIb
aCTMH.

Y mocnigeHHi 3 y4acTio giTel BiKOM Bif 6 1o 14 pokiB MOHTENYKaCT Y 4031 5 MI' TOCTOBIpHO
TIOKpalllyBaB PeCIipaTOpHy (QYHKIIiI0 i 3HUKYBaB 4acCTOTY 3aCTOCYBaHHS B-aroHICTiB 3a moTpeboro.

Y mocnipkeHHi OPiBHAHHA €()eKTUBHOCTI MOHTEIYKACTy Ta iHTaugIifHOro (GIyTUKa30HY OIS
KOHTPOJII0 aCTMH y AiTeH BiKOM Bif 6 0o 14 poxiB 3 MepCUCTYI04Y00 aCTMOI0 JIETKOT0 CTYIIEeHS,
MOHTEJTYKaCT BUSBIISIB HEe MeHINy e(eKTHUBHICTh, HiXK (IyTUKA30H, 1000 30iblIeHHS KiTbKOCTI OHIB
6e3 3aCcTOCyBaHHS IIBUAKOMIIOUUX IIPenapaTiB AJIs HeBiIKIagHOI JOTIOMOTH.

IocToBipHE 3MeHIIIeHHsI OPOHXO0CIIa3My, 1OB’13aHoro 3 ¢pisnuyHuM HaBaHTaxkeHHSIM (BOH), 6yno
IIPOIEMOHCTPOBAHO IIifi Yac JOCTiAKeHHs y mopocnux. Llei epeKT cnocTepiraBcs ynpogoBx 12-
THUKHEBOTO Iepiony mociimxkeHHs. 3HukeHHI BOH TakoxX 0ys10 MpomeMOHCTPOBaHO IIif Yac
KOPOTKOTI'0 HOCIIiIKEeHHS 3 Y4acTIO miTed BikoM Bif 6 mo 14 pokiB. EdekT B 060X mocimkeHHIX OyB
IIPONEMOHCTPOBAHUM B KiHIIi iHTepBaly.

dapmakoKiHemuxka.

AGcopOiis.

MoHTenyKacT IMBUAKO i MalizKe IIOBHICTIO aOCcOpOyeTHCS Micig BHYTPILIHLOTO mpuiioMy. ITicns
IPUIOMY HaTIeceplie XKyBaJbHUX TA0OIETOK 110 5 MT miTsM BikoM Bifm 5 mo 14 pokis, C,,,, HOCATAETHCS
3a 2 roouHU mmicns npuuoMy. biomocTynHicTe cTaHoBuna 73 % Ta 3HUXKYyBajlach OO0

63 % mpu B:KMBaAHHI CTaHIAPTHOI 1XKi.

Poznmomin.

Binbie 99 % MOHTENYKaCTy 3B’A3YETHCS 3 MIPOTeIHAMU I1a3MU KpoBi. PiBHOBaXXHUM 00'€M po3mominy
MOHTEJIYKACTy y cepeguboMy cTaHOBUTE 8— 11 1. [TocmimkeHHs 3 paflioMapKOBaHUM MOHTETyKaCTOM
BM3HAQYMIN MiHIMaNbHUY PO3NOMiN Yepes3 reMatoeHuedaniyuuii 6ap’ep. Kpim Toro, KoHIeHTpaliil
pamioMapKOBaHOTO MaTepiany yepe3 24 TOOWHM IIiC/Is BBeOeHHS Oyau MiHIMalbHUMHE Y BCiX iHITUX
TKaHUHAaX.

BioTpancdopmarris.

MonTenykact MeTabomi3yeThCcsl MalizKe IMOBHICTIO. Y HOCTiAXKEHHSIX TePAeBTUYHUX [103,
KOHIIeHTPaIlil MeTabo0IiTiB MOHTEIYKACTy B CTallioHAPHOMY CTaHi IIJTa3MU KPOBi IOPOCTIUX Ta HAiTel
He MOXKHa Oy710 BUBHQUUTH. Y OOCHIIKEHHSX in Vitro 3 BAKOPUCTAHHSAM MiKPOCOM IEeYiHKY TIOOUHU
BU3HAYEHO, 1[0 nuToxpomu P450 3A4, 2A6 i 2C9 3anmydeHni go MmeTaboniamMy MoHTenyKacTy. Ha ocHOBI
IOJaNbIINX TECTIB in vitro Ha MiKpocoMax NeYiHKY TI0OUHY, TepaleBTUYHI KOHIeHTpallil



MOHTENYKACTY y IIJ1a3Mi KpoBi He iHTi0y10Th nuToxpomu P450 3A4, 2C9, 1A2, 2A6, 2C19, uu 2D6.
BHecok MeTaboJIiTiB y TepaneBTUUHMM ePeKT MOHTEYKACTY € MiHiMaJIbHUM.

BuBenmeHH4.

[1na3moBuY K/IipeHC MOHTEIYKACTy B CEpPeJHbBOMY CTQHOBUTH 45 MJI/XB y HOPOCTIUX 3[MOPOBUX OCi0.

[Ticns BHyTpilIHBOTO MpuitoMy npubau3Ho 86 % pagioMapKoBaHOT0 MOHTEIYKACTy BUBOJUTHCS 3
KaJIOM IIPOTATroM 5 fHiB, MeHIre 0,2 % BUBOOUTHLCS 3 cedyelo. bepy4u o yBaru 3Ha4eHHS
6iogoCTyMmHOCTI Ta 0COONMMBOCTI eNmiMiHallii, MoXHa 3po0KMTH BUCHOBOK, III0 MOHTEIYKACT Ta MOT0
MeTaboIiTH Maiixke MOBHICTIO BUBOOSTHCS 3 JKOBYIO.

dapmakOKiHETHKA Y Pi3HUX I'PyIax HallieHTiB.

[lJ1 maIienTiB JIITHLOIO BiKY, @ TAKOXK IAI[l€HTIB 3 [Ie4YiHKOBOK HEJOCTATHICTIO JIETKOI'0 Ta
CEepemHbOr0 CTYIEHS TSIXKKOCTI KOpeKIlis mo3u He moTpibHa. OcKinbku MOHTENIYKacT Ta HOro
MeTaboJIiTH MalKe IOBHICTIO €TiMIHYIOTHCSI 3 2KOBYIO, PETYIISALIA J03U He MOTPiOHA AJIs NalieHTiB 3
MOPYLIEHHAMHU (PYHKIIIA HUPOK. [lTaHNX CTOCOBHO XapakTepy (papMaKOKiHETUKHA MOHTETYKaCTy Y
MAIieHTIB 3 TAXKKOIO IIeYiHKOBOIO HEJIOCTAaTHICTIO HEMAE.

dapMaKOKiHETUYHI AOCIIIXKEHHS Y JOPOCIIUX Ta HiTell HeMOHCTPYIOTh, 10 IPOodiIi KOHIIeHTpallil
TabJIeTOK XKyBaJbHUX 0 4 MT y HiTeil y Billi 2— 5 PokiB Ta Tab/IeTOK KyBalbHUX 110 5 MT Y [iTeH Y Billi
6— 14 pokiB aHanoriyHi mpodino KoHIeHTpaMil g TabieToK, BKPUTHUX IIIiIBKOBOI 000JI0HKOO M0 10
MT, IPU3HAaYeHMUX OiTSAM Bifg 15 pOKiB Ta HOPOCIUM.

[Tpu npuiiomi BeIUKUX 103 MOHTEMyKacTy (6inbin TepaneBTuyHOI B 20— 60 pasiB) cmocTepiranocs
3HUKEHHS KOHILIeHTpallil Teodininy y mna3mi kposi. [Ipu npuiioMi TepaneBTuyHux 003 (10 Mr ogun
pa3 Ha JieHb) 1er eeKT He CIIOCTEpIraBcs.

KrinigHi xapaKTepUCTHKH.
Iloka3aHHs.
Hitsm BikoM Big 6 mo 14 pokiB

4K momaTKoBe NiKyBaHHS OpOHXiaabHOI ACTMH Yy MAlli€HTIB 3 IEPCUCTYIOYO0I0 aCTMOIO Bifl
JIETKOTO 0 CepemHbOT0 CTyIeHs TSIXKKOCTI, 1110 HeJOCTaTHhO KOHTPOJIIOETHCS IHraIaliiHUMMI
KOPTUKOCTEPOIlaMH, a TaKOXK IIPX HEeAOCTaTHbOMY KJIiHiYHOMY KOHTPOJIi aCTMU 3a HOIIOMOTO0I0
aroHicTiB B-afipeHOpeNenTOPiB KOPOTKOI fil, 110 3aCTOCOBYIOTh ITPU HEOOXiTHOCTI.

4K anbTepHATUBHUN METO[ JIiIKyBaHHSA 3aMiCTh HU3BKHUX 03 iHTalALIMHUX
KOPTUKOCTEPOIMIB [IJIS MAIliEHTIB 3 TePCUCTYIOY0I0 aCTMOIO JIETKOTO CTYIIEHS, Y IKUX He Bil3HaYanu
IIPOTSITOM OCTAaHHBOTO YacCy CEPHO3HUX HamamiB OpOHXiamTbHOI aCTMHU, 110 MOTPEOYIOTh 3aCTOCYBAHHS
IIepopaIbHUX KOPTUKOCTEPOIiB, a TAKOXK SIKi He MOXKYTh 3aCTOCOBYBATH iHTaJIAIiNHI
KOPTHUKOCTEPOiny (muB. po3nin «Crocib 3acTOCyBaHHS Ta [03U»).

[TpodinakTrKa aCTMH, JOMiIHYIOYMM KOMIIOHEHTOM SIKOI € OPOHX0CIIa3M, iHIyKOBaHUH!
GisYHUMY HaBaHTAXKEHHSIMH.



[TonermeHHs CUMIITOMIB CE30HHOI'O Ta I[IJIOPIYHOTO aJIepriYHoOro PUHITY.

IIpomunoka3aHHs.

[inep4yTnUBICTh 0 aKTUBHOI PEUOBUHY YU OyIOb-KOI JOMOMIXKHOI peyoBUHU. [TUTA4M BiK 10 6
POKiB.

B3aemodisa 3 iHwumu snikapceKumu 3acobamu ma iHwi eudu e3aemoditi.

MoHnTenykacT M0oXkKHa 3aCTOCOBYBaTH Pa30M 3 iHIIMMU IIpenapaTaMy Ojisl NPoGinakTUKYU Ta
XPOHIYHOI0 JIIKyBaHHSA aCTMHU. Y OOCIiIXKeHHAX JIIKapChKUX B3a€EMOMIN peKOMeHI0BaHa KIIiHiYHa
[03a MOHTENIYKacTy He MaJja KJIiHiYHO BazK/IMBOTO BIUIMBY Ha (papMaKOKiHETHKY TaKUX IIperapariB:
TeodisTiH, TpeaHi30/I0H, TepopalibHi KOHTPAIIENITUBY (eTUHINIEeCTPaaion/HopeTuHAPOoH 35/1),
TepdheHaouH, IUTOKCHUH i BapbapuH.

[Tromia Tif KPUBOIO «KOHIIEHTpalis— 9ac» (AUC) mist MOHTEIyKaCcTy 3HUXKYyBanach mpubnusuo Ha 40
% y ocib, sKi omHOYacHO mpuiManu ¢peHobapbitan. MorTenykact metabomisyetscss CYP 3A4, 2C8 Ta
2C9, ToMy Heo6XigHO DOTPUMYBATUCh 3aX0MiB 06epekKHOCTi, 0COOIUBO OIS OiTeH, SIKIIO H0ro
IpU3Ha4YaTH ogHOYacHO 3 iHmykTopamu CYP 3A4, 2C8 ta 2C9 Takumu 5K ¢HeHiToiH, peHoOapbiTam i
pudamMmIinuH.

Y mocnigxeHHSX in vitro 6y1o moka3aHo, 1[0 MOHTENYKACT € cunbHUM iHribiTopoM CYP 2C8. OgHak
[aHi KJIIHIYHUX JOCTiAXKEeHb JIIKapChKOl B3a€MO[Iil MOHTENTyKacCTy Ta PO3UTIITa30Hy (MapKepHUU
cyOcTpart, 110 MpefCcTaByIse IpenapaTy, epBuHHO MeTabosnizoBani CYP 2C8) mokasanu, 1110
MoHTeyKacT He iuribye CYP 2C8 in vivo. ToMy He 04iKy€TbhCS, III0 MOHTETYKACT 3HAYHO 3MiHUTD
MeTaboi3M npemnaparis, 110 MeTaboJTi3yI0ThCS UM €H3UMOM (HaIpUKJIIaf, akKJliTaKCenl,
PO3UTJIITA30H i penarmiigin).

HocmimKeHHS in vitro mokKasaiu, 10 MOHTeNyKacT € cyoctpaToMm CYP 2C8, i Mmenioio mipoio - 2C9 i
3A4.V kniHiYHOMY OOCHTiIXKEeHHI B3aEMOMIl MpemapaTiB 3 y4acTi0 MOHTENIYKACTY i reMpiOpo3umy
(imri6iTop six CYP 2C8 ta 2C9), remdibpo3usn 36inbIIMB CUCTEMHUY BIIJIUB MOHTENyKacTy B 4,4 pa3a.
3a3Buyal KOPEKIlis 1031 MOHTEIYKACTy IIPU OOJHOYAaCHOMY 3aCTOCYBaHHi 3 rem¢iopo3unom abo
inmumu notyxHuMu iHribitopamu CYP 2C8 He moTpibHa, ane y IbOMY BUIIAAKY JTiKapio CIIif B3ITU [0
yBaru MOXKJIUBICTh 30i/IbIIIeHHS MOOIYHUX PeaKIil.

Ha migcraBi mocnimkeHs in vitro, He mepen0aydaloThCs KITiHIYHO 3HAUYIII JTiKapChKi B3a€MOil 3 MEHII
noTykHUMHU iHribiTopamu CYP 2C8 (Hanpukiag, TpuMeTonpuM). OnHOYacHe 3aCTOCYBaHHS
MOHTEJTYKacTy 3 iTpakoHa30510M, IOTyKHUM iHribiTopoM CYP 3A4, He mpu3Beso [0 3HAYHOTO
30i7TbIIIEHHST CHCTEMHOTO BIIJIUBY MOHTEJIYKACTy.

Oco6 1ueocmi 3acmocyeaHHsi.

[MTamieHTiB HEOOXiOHO MMOMEPENUTH IIPO Te, L0 He CJIifl 3aCTOCOBYBAaTH MiNlyKaHT OJIS JIiKyBaHHS
TOCTPUX HaMafliB aCTMHU i MOTPiOHO TPUMATH HANIOTOTOBI 3BUYalHi ITpenapaTy MepIol JOIOMOTH IJIs
IIUX BUTQMKiB. JKIO CTaBCS TOCTPU Hamaf, Tpeba BUKOPUCTOBYBATH iHTaMsAMLilHI B-aroOHICTH
KOpOTKOI fiii. [TallieHTH MOBUHHI SIKOMOTa LIBUAIIE ITPOKOHCYILTYBATUCS 3i CBOIM JliKapeM, SIKII0



BOHU NOTPeOyIOTH Oinbllle iHTanAMLiil B-aroHICTiB KOPOTKOI [ii, HiXK 3a3BUYail.

He criig pi3ko 3aMiHIOBaTH MOHTETYKaCTOM Teparlio iHrangamiiuuMu abo nepopaabHUMA
KOPTHUKOCTEPOIJHMMH IIpeniapaTaMu. BiAcyTHi gaHi, 9Ki cBiguunu 0, 10 IPUIHOM IIepopaIbHUX
KOPTHUKOCTEPOIiB MOXKHa 3MEHIITYBaT! IPX OHHOYACHOMY IPUMOMi MOHTETyKacTy.

[ToBimOMIISANIOCS IIPO BUHUKHEHHS IICUXOHEBPOJIOTIYHUX PeaKllii y JOPOCIuX, MigJiTKIB Ta AiTe, AKi
3aCTOCOBYIOTh MOHTENYKAcCT (OuB. po3min «[1obiuni peakuii»). [TarienTu Ta nikapi moBuHHI 6yTH
YBaXXHUMH [0 ICHXOHEBPOJIOriuHMX peakiiii. ITarienTam Ta/abo ixHiM morasgadaM CIIif JaTH
BKA3iBKM PO Te, 1100 BOHU MTOBiOOMIISIIIM CBOTO JIiKaps PO BUHUKHEHHS TaKUX PeaKIlii.
Jlikapi MOBMHHI peTeJIbHO OL[IHIOBAaTU PU3UKHU Ta IIepeBaru NpoAo0BXKeHHS 3aCTOCYBaHHS
nmiKapchKOro 3aco0y MinyKaHT, SAKIIO TaKi peakilil BAHUKAIOTb.

Y pigkicHuX BUllafKax y NAl[l€HTIB, Kl JIIKYIOThCA IPOTUACTMATUYHUMU [IpernapaTaMy, BKIIIOYal4yu
MOHTEJTYKaCT, MOXK€e PO3BUHYTHUCH CUCTEMHA €03MHOMIis, 110 iHKOIK CYyIIPOBOAXKYETHCS KITiHIYHUMU
O03HaKaMU BaCKyJiTy;- Tak 3BaHuuU cuHapoM Yapra— Ctpayca, CTaH, IKUH JIiKYIOTh CUCTEMHOI
KOPTUKOCTEPOINHOMW0 Tepamieio. Lli BUnagky 3a3BU4aid, aCOIliIOI0THCS 31 3MEHIIIEeHHSIM J03U YU
BiIMiHOIO Tepallil mepoparbHIMU KOPTUKOCTepoigamMu. He BUK/II0YeHa iMOBIpPHICTD TOTO, 110
AQHTAroOHiCTH IEMKOTPIEHOBUX PELIENITOPIB MOXKYTh aCOIil0BaTUCS 3 PO3BUTKOM CHHAPOMY Yapra—
Crpayca. Tomy mikapiB He0OXiIHO TIOTIEPEOUTH IIPO MOKJIUBICTh BUHUKHEHHS €03WHOGITI],
BaCKY/IiTHUX BUCHUIIIB, TIOTiPIIEHHS JIeT€eHEBUX CUMIITOMIB, CeplieBUX yCKIafHeHb Ta/abo HeWponarii y
namieHTiB. ITarieHTam, y SKUX pO3BHUBAIOTHCS BUINE3TafdaHi CUMIITOMU, HEOOXiTHO MPOUTH IIOBTOPHE
IOCTiAKEHHS, a CXeMY 1X JIIKyBaHHS CJIif IEPETTIIHYTH.

JIikyBaHHSI MOHTEJTYKaCTOM He 3MiHI0€ He0OXigHOCTI YHUKATH MIPUHOMY acCIipuHy Ta iHIIKUX
HECTEPOITHUX MPOTU3alaabHUX 3ac00iB Yy MaIlieHTiB 3 aCMipUH-YYTIUBOIO aCTMOIO.

MinykaHnT, Tab/eTKyU XKyBa/bHi 110 5 MT, MiCTUTh acrapTaM, Axepeno deHinanaxiny. Lle Moxe
IIKiIJIMBO BINIMHYTH Ha XBOPHUX Ha (eHiTKeTOHyPilo. XBOPUM Ha (PEHINIKEeTOHYPIIO CIIifl MPUNHSATH 0
yBary, 1o 1 TabneTka )XyBaJjibHa 10 5 MT MiCTUTh (peHinanmaHin y KinbKocTi, ekBiBaneHTHil 0,842
MI/103y.

3acmocyeanHs y nepiod eazimnocmi abo 200y8aHHs1 2py0dio.
Bazimuicmo.

YV mocnimkeHHSX Ha TBapHHax He 6yJI0 BCTAHOBJIEHO IIKiIKHBOTO BIIJIUBY MOHTEIYKACTY Ha
BariTHiCTh a00 eMOpioHaMbHUM/(eTaTbHUN PO3BUTOK.

OOMexeHi gaHi 3 HasgBHUX 0a3 MaHWX BATiTHUX He IIPUITYCKAIOTh MPUUYUHHO-HACIIAKOBOTO 3B 3Ky
MiXK MOHTEJIYKaCTOM Ta BaJaMH PO3BUTKY (TaKMMU SK AedeKTH KiHILIBOK), IPO SAKi pigKo
MIOBIIOMIISINIOCH ¥ IOCTMApPKETHHTOBUX JOCIIIXKEHHIX Y CBiTi. BiNblIiCTh IUX XKIHOK MIPpUINMalX TaK0XK
1 i1 npenapaTy Big acTMu. [IpUYMHENY 3B’130K MiX IIUMU BUIIaJKaMU Ta IPUUOMOM
MOHTEJIyKacTy He NOBeNeHUM.

3a maHuUMH 3 OIyO0TiKOBAaHUX Ta PETPOCIEKTUBHUX KOTOPTHUX [IOCIIIKEHb i3 3aCTOCYBAHHSIM
MOHTEJIYKaCTy BariTHUM XKiHKaM, y SKUX OLIiHIOBAJIX 3HAYYIIll BPOAKEHi Bafu y HiTei, He
BCTAQHOBJIEHO PU3UKY, ITOB’I3aHOTI0 i3 3aCTOCYBaHHSIM JIiKapChKoro 3acoby. IIpoBefeHi JOoCTimKeHHs
MalOTh METOMOJIOTiuHi 00MeXeHHS, BKITI0Ualouy HEBEJIUKWM Po3Mip BUOIpPKH, B MeSKUX BUIIAIKaX
peTpocneKTUBHUM 30ip JaHWX i HECYMIiCHI TpyNy OPiBHSIHHS.



[Tpu3Havatoyu MinykaHT BariTHUM XiHKaM, He0OXiJHO BpaxOBYBaTH CIIiBBiTHOLIEHHS
KOPUCTi/PU3UKY.

I'odyeaHHA 2pydoio.
HocnigXKeHHs Ha IIypaxX IPOAEMOHCTPYBAIH, 110 MOHTENIyKacT IPOHUKAE Y TPyAHE MOJIOKO.

HeMae gaHuX IIpo MPOHUKHEHHS MinyKaHTY y IPyAHE MOJIOKO XiHOK, SKi TOOYIOTh TPYAA0, TOMY
HeoOXiTHO BpaXOBYBAaTH CITiBBiMHOIIEHHS KOPUCTL/PU3UK NIPY MPU3HAYEHHI ITpenapaTy MinykaHT y
nepion romyBaHHS TPYOAIO.

depmuabHiCMb.

Y mocnigXeHHSX Ha TBapMHAX MOHTEJIYKacT He BIIJIMBAB Ha PepPTUIIbHICTL a00 PENPOAYKTUBHY
GYHKIIi0 IPpX CUCTEMHOMY BIUIMBI, IO II€PEBUIIYBaB K/IIHIYHUY CHUCTEMHUY BIIJIUB OiNbIl HiXK y

24 pa3m.

30amuicmb enaueamu Ha weudkicmob peakuii npu KepyeaHHi asmompaHcnopmom a6o
iHwumMu mexaHizmamu.

3a3Buyail MinykaHT He BIIJIUBA€E Ha 3JaTHICTh KePyBaTH aBTOTPAHCIOPTOM abo iHIINMU
MexaHi3MaMu. Ajie B IyKe PifKiCHUX BUNagKaX Big3Haydaau COHJIUBICTH a00 3amaMOpPOYeHHS y
nali€eHTiB, SKi MpuitManu TikapchbKUM 3acib, TOMY INifi Yac mpuioMy IIpenapary CIlif yTPUMYBaTHUCS
Bil KepyBaHHS aBTOMOOineM abo iHIIMMYU MeXaHi3MaMH.

Cnocib 3acmocyeaHHsi ma do3u.
TabeTKy cif po3:XKyBaTH Iepel KOBTaHHSIM.
[TarienTaM 3 aCTMOI0 Ta ajlepriYyHUM PUHITOM (CE30HHUM Ta IiIOpPiYHUM) HeOOXiIHO MpUiiMaTH

1 Tabnetky xyBanbHy (5 Mr) 1 pa3 Ha mo6y. [I7s MOETIIeHHs CUMIITOMIB ajlepriYHoro PUHITY 9ac
IPUUOMY CJIif migOupaTy iHOUBigyabHO.

Ins nikyBaHHS aCTMH [03a OJ1s AiTed BikoM Big 6 0o 14 pokiB cTaHOBUTH 1 TabNeTKy KyBabHY

(5 mr) Ha moOy, BBeuepi. MinykaHT ciig npuiiMaTy 3a 1 roguny mo igu abo yepes 2 TOOUHU IiCys imHu.
Hemae HeoOXimHOCTI B KOpPeKIIil o3 s 1iei BiKOBOI I'PYIIH.

3aeanvHi pekomeHOauii u,000 3aCMOCYB8AHHA npenapamy.

TepaneBTuunuit epekT MinykaHTy CTOCOBHO KOHTPOJIIIO 3a aCTMAaTUYHUMH ITapaMeTpaMu
crocTepiraeTscs mpotsaroM 1 mo6u. ITarienTamMm HEOOXigHO MOPATUTH MTPOMOBXKYBATH IIPUHMATH
MinykaHT, HaBiTh AKILO acTMa IIifi KOHTPOJIEM, TaK caMo, gK 1 IPOTATOM IepiofiB 3aroCTPeHHs
aCTMH.

KoperyBatu 103u 114 Malli€HTIB 3 HUPKOBOI HENOCTATHICTIO, IEYiHKOBOIO HEJOCTATHICTIO JIETKOTO
abo moMipHOTO CTyneHs He MoTpi6Ho. HeMae maHUX CTOCOBHO KOPEKIIil 103U [JISI MAlliEHTIiB 3 TSXKKOI0



MIeYiHKOBOI HEOOCTATHICTIO. [103yBaHHS I IAIliEHTIB YOJIOBiYO0I Ta XKiHOYOI CTaTi € iTEHTUYHUM.

MiaykaHm y sKocmi anbmepHamugHo20 cnocoby AiKy8aHHA NO BiOHOWEHHI 00 HU3bKUX 003
iHeanAyuilHUX KOpMmuKocmepoidie npu nepcucmyruill acmmi 1€2K020 CmyneHs.

MoHTenyKacT He peKOMEHIY€ETHCS 3aCTOCOBYBATH [JIT MOHOTepAaIlil 71 NallieHTiB 3 TIOMipHOIO
CTIMKOIO aCTMOI. BUKOpHUCTaHHSI MOHTENIYKACTY SK aJbT€PHATHBU HU3bKOM030BaHUM IHTQIAI[INHUM
KOPTHKOCTEPOIaM y [iTel, XBOPUX Ha MePCUCTYI0Uy aCTMY JIETKOT'0 CTYIIEeHS, MOXKJIMBO PO3TIANaTH
TiNIbKY [OJIS1 TUX TAIiEHTIB, SIKi HE MaJli OCTaHHIM YaCcOM CEPHO3HUX HallafiB aCTMHU, 1[0 BUMaramThb
IIePOPaIbHOTO 3aCTOCYBaHHS KOPTUKOCTEPOIAiB a0 THUX, SKi HE MOXKYTh IPUNUMATH iHTaNAIiNHI
KOPTUKOCTEPOinu. [lepcucTyioya acTMa JIETKOT'0 CTYIIEHSI BU3HAYAETHCS K aCTMa 3 IIPOSIBOM
CUMITOMIB yacTime 1 pa3y Ha TUXKOeEHB, ane pigme 1 pasy Ha fo0y, HIYHUMU CUMIITOMaMH 4acTilre 2
pasiB Ha Mics1b, ane pigie 1 pa3y Ha TUXKIEHb Ta HOPMaJIbHOI (QYHKIII€IO0 TIETEeHIB MiX eli3ogamMu.
AIKIII0 3aIOBiILHOTO KOHTPOJII0 aCTMM Haflasli He JOCATHYTO (3a3BUYai MPoTIroM 1 micsirs),
HeoOXxiIHO OLiHKWTU MOTPely y HOMaTKOBUX UM iHIIKMX 3aco0ax MpOTH3anasabHOl Tepalil Ha OCHOBI
IIOETAITHOI CUCTeMH Tepartii actMu. HeoOXigHO mepioguyHO OIiHIOBATH KOHTPOJIb aCTMH Y MAIiEHTIB.

JlikysaHHsa MiaykaHmom nopigHAHO 3 iHWUMU cnocobamu AiKy8aHHA.

Y Bunapxy, Konu JliKyBaHHSA MIIyKaHTOM IIPOBOAUTHCA K [OZATKOBa Tepalisd [0 JIiKyBaHHSA
iHTaMAIifHIMY KOPTUKOCTEPOilaMy, He MOXKHA Pi3K0 BBOOUTU MilyKaHT 3aMiCTh iHTamgIiitHUX
KOPTHUKOCTEPOITIB.

Himu. MinykaHT, TabieTK# XKyBaJbHi 110 5 MT, TpU3HAUYEeHUH IS 3aCTOCYBaHHS [iTAM BiKOM Bif

6 o 14 pokis.

Ilepedo3yeanHsi.

Cnenudiunoi indopmaltil mopo JiKyBaHHS Iepef03yBaHHS MOHTEIYKaCcTy HeMa€e. Y OOCHigKeHHIX
XPOHIYHOI aCTMU MOHTEJTYKACT Ipu3Haydanyu B fo3ax m0 200 Mr/no0y opoCiIuM IallieHTaM IIPOTSATOM
22 TUXKHIB, a IPY KOPOTKOCTPOKOBUX AOCHizKeHHX - 10 900 Mr/mo0y mpoTsiroM npubnusHo 1
TUKHS, KIiHIYHO 3HauyLl no0iyHi peakiii 6yiu BimCyTHi.

[Ipu moCcTMapKETUHIOBOMY 3aCTOCYBaHHI Ta IIif] Yac KJIIHIYHUX OOCIIIAXKEeHb HaAXOAUIIU
IIOBiIAOMJIEHHS IIPO FOCTPe Nepefo3yBaHHs, BKIYa04H [I0BIJOMIEHHS IPUKXOMY IIpenapaTy
OOpoCuM i miTsiM y mo3i, 1o nepesuirye 1000 mr (mpubnusno 61 Mr/kr y mited BikoM 42 micsii). Y
OiNBIIIOCTI TOBiMOMITEHB IIPO BUITQKY ITePeNo3yBaHHS HiSKMX HeOaKaHUX SBUII He CIIOCTEepPiramaocs.
Haituacrime mposiBu nmoOiunux edekTiB BifmoBiganu mpodinio 6e3meku mpemnapaTy Ta BKIIOYau:
abmoMiHanbHUM 6isTb, COHJIUBICTH, CIIPAry, roJIOBHUM 0ifib, O/TF0BaHHS i ICUXOMOTOPHY
rinepakTUBHICTE. JIiKyBaHHS cuMnToMaTA4yHe. HeBifoMo, Y BUBOOUTHCS MOHTEIYKACT IIPU
IIepUTOHeaIbHOMY Aiani3i abo reMopiamisi.

ITobiuni peakuii.



3arasoMm MinykaHT goOpe mepeHOoCUThCA. [1pu KITiHIYHUX JOCTigKEeHHIX TPUBaJle TiKyBaHHS B Pi3HUX
BiKOBUX I'pyIaX AEeMOHCTPY€E He3MiHHICTb MPodinio 6e3meKy.

IHexuii ma iHeagii: iHGeKIil BepXHiX AUXaTbHUX MUISIXIB.

3 60Ky KpOBOHOCHOI ma Aim¢pamuyHoi cucmeM: TEHIEHIIiS [0 MMOCUIEHHS KPOBOTOYHUBOCTI,
TPOMOOIIUTOIEeHis.

3 6oky iMyHHOI cucmemu: peakliil TimepYyTIUBOCTI, Y TOMY YHCIi aHadinakcisg, eo3uHoGiTbHa
iHQiNbTpallig NediHKY.

3 60Ky ncuxiku: MOPYyIIeHHs YBary, MOTipIIeHHs maM’ aTi, IOPYIIeHHS CHY, Y TOMY YKCIIi HiuHi
KoIlMapH, 6e3COHHs, COMHaMOy1i3M, PO3APaTOBaHiCTh, THIB, HETEPIIAYICT, TPUBOXKHICTB,
30ymKeHHS, BKII0Yaloul arpeCcHBHY IIOBEMiHKY a00 BOPOXKIiCTh, lelpecii, TpeMop, fyxkKe pigko -
rayionuHalii, me3opieHTallis, CylluaaabHi JyMKH Ta MoBefdiHKa (crmpoba cyinunmy), auchemis,
00CeCcHBHO-KOMITYIbCHBHI PO37Tafiy.

3 6oky Hepeosoi cucmeMu: 3aITaMOPOYEHHS i MIISIBICTb, COHNTUBICTD, TapecTe3is/rinecTesis, Hamamu,
TOJIOBHUH Oifb.

3 60Ky cepueso-cyOuHHOI cucmemMu: BiTuyTTsI CepPIeOUTTS.

3 60Ky OuxavbHOi cucmemu, op2aHie epyoHOI KaimKku ma cepedocmiHHs: HOCOBI KPOBOTEUI,
cuagpoM Yapra— Ctpayca (CUC) (muB. po3min «OcobmuBOCTi 3aCTOCYBAHHS»), JIeTeHEBa €03UHOMITis.

3 60Ky WAYHK0BO-KUWKOB020 MpaKmy: miapesi, CyXiCThb Y POTi, QUCIIeINCis, HynoTa, 6I0BaHHS,
abpgoMiHambHUN Oiflb.

3 6oky 2enamobisiapHoi cucmemu: TiOBUIIEHWH PiBEHb TPaHCAMiHa3 CUPOBATKHU KPOBi
(amaninaMmiHOTpPaHC(epasu Ta acnapTaTaMiHOTpaHChepasw), renaTUTH, BKITI0YalYy X0IeCTaTUUHUH,
renaToLeTIoIPHUY Ta 3MIIIAHOT0 3Pa3Ky, IMOMKOAXKEeHHS IIeYiHKY.

3 60Ky HUPOK Mma ce4os8usiOHUX WL1sXi8: EHype3 Y HITeu.

3 60Ky wKipu i nidwKipHUX MKAHUH: aHTIOHEBPOTUYHUM HaOPSK, reMaToMa, KPOIIKB'THKA,
cBepbix, BUCUIIAHHS, BY3JINKOBa epUTEMA, MYyJIbTU(HOPMHA epUTEMA.

3 60Ky ckesnemHo-M’ 5130801 cucmemu i CnoAYYHOI MKAHUHU: apTPAITisi, Mialris, BKIIIOYal04Yu CYIOMHU
M’s131B.

3azanvHi po3aadu ma cmax OiAsiHKU 88e0eHHA: TapsiuKa, aCTeHis/ MigBUIlleHa BTOMJITIOBAHICTh,
BiguyTTa muckoM(dopTy, HaOpSKH, cIpara.

Tepmin npudamHocmi.

2 POKH.



YMmoBH 30epirannsi.

36epiratu B opuriHasnbHil yIakoBli Y HEJOCTYIIHOMY OJI AiTed MiCIii.

YnakoBka.

[To 7 TabneToxk y 6micTepi. ITo 4 aGo mo 12 GricTepiB y KapTOHHIH KOPOOIIi.

Kareropis Bignmycky. 3a penentom.

BupOOHHK.

AT «Apamen ®apma», [Tonbiia

Micue3HaxoIKeHHsI BUPOOHHKA Ta MOro aJpeca MicIsi IPOBaAKeHHsI Tis/IbHOCTI.

Bys1. Mapm. [Ixk. ITincyncekoro 5, 95-200, ITa6’sHite, [Tonsbiia.



