IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHSA JIiIKapChKOro 3aco0y

MOHTEIJI

(MONTEL)

CKkn1ao:
ditoya pevo8uHAa: MOHTENYKACT HATPiIo;
1 TabneTka MiCTUTb MOHTEJIYKACTy HaTpito 4,16 Mr, 1110 BifgmoBigae MoHTenykKacty 4,0 Mr;

donomidcHi peyoguHu: MaHiT (E 421), nentono3a MiKpOKpHUCTaliyHa, HaTpPilo KpOCKapMesno3a,
TiIPOKCUMIPOIIINIENI0NI03a HU3bK0O3aMillleHa, apoMaTH3aTop BUIIHEBHM, MarHilo cTeapar, acliapTaMm
(E 951), 3amiza okcupn yepBonuu (E 172).

JIikapcbka ¢opma. TabmeTKH KyBalbHi.

OcHosHi ¢isuko-xiMiyHi 8aacmusocmi: TabneTKH 0BaabHOI (OPMU 3 IBOOIYKIIO0 ITOBEPXHEIO,
poxkeBoro Konbopy*. IToBepxHs TabneToK MicTUTH BigouTok «MUT 4» 3 ogHOTO GOKY.

* TTomyCKaloThCS BKpaIlJIeHHs, 110 00YMOBI€HO TEXHOJIOTi€l0 BUPOOHUIITBA.

dapMakoTepaneBTHYHA rpymna. 3aco0u [IJiT CHCTEMHOTO 3aCTOCYBaHHS TPU 0OCTPYKTUBHUX
3aXBOPIOBAHHSX OUXAJIbHUX IIIAXiB. BIOKaTOpH NEHKOTPIEHOBUX PELIETITOPIB.

Kog ATX RO3D CO03.

dPapmakono02iuHi e1acmusocmi.
dapmakoOuHamika.

Hucteininneiikorpienu (LTC,, LTD,, LTE,) € mOTyXHUMU €MKO3aHOITaMU 3allajeHHs, 1110
BUTINIAIOTHCS PISHUMU KJIiTUHAMHY, Y TOMY YHUCJIi OITAaCUCTUMU KJIiITUHAMU Ta eo3uHOGimamu. Li
BaXK/IMBi IpoacTMaTUYHi MeiaToOpy 3B’I3YIOThCS 3 IUCTEIHIIIENKOTPIEHOBUME pPelLlelIToOpaMu
(CysLT), npucyTHiMu B OMXalbHUX LIISXaX JIOOUHY, i CIPUYHUHSAIOTH TAKy Peakiliio, SK OpOHX0CIa3M,
BUJIiJIEHHST MOKPOTHHHS, IIPOHUKHICTb CyauH i 30iNbleHHS KiTbKOCTI €03UHOMITiB.

MoHnTenyKacT € aKTUBHOIO CIIOIYKOIO, SKa 3 BUCOKOIO BUOIPKOBICTIO i XiMiYHOIO CTIOPigHEHICTIO
3B’s13yeThes 3 CysLT,-penentopamMu. MOHTeIyKaCT CIPUYUHSIE 3HaYHe OJIOKYBaHHS



IIUCTEIHINIeNKOTPIEHOBUX PELIETITOPIB AUXaNbHUX IIIAXIB, 10 OyJI0 MiATBEPAKEHO HOT0 3AaTHICTIO
iHribyBaT 6POHXOKOHCTPHUKIIIIO y MAllieHTiB 3 aCTMO10, cipuurHeny BouxaHHsM LTD,. HaBiTh HU3bKa
1o3a 5 Mr CIIpHYKHSI€E 3HaYHy 0110Kagy cTuMyiaboBaHol LTD, OpOHXOKOHCTpPUKIIil. MOHTETyKacT
CIIpUYKHSIE OPOHXOAMIATALIiI0 MPOTSATOM 2 TOOMH IIiC/Is TIepopaibHOI'0 3aCTOCYBAHHS; el epekT OyB
aIUTUBHUM [0 OPOHXOOMIIATAIlll, CHPUYMHEHOI B-aroHiCTaMu.

JIikyBaHHSI MOHTEJIYKaCTOM NPUTHiYye OpOHXOCHA3M SK Ha paHHiH, Tak i Ha mi3Hil cTamii, 3HUKYyIOUU
peakilito Ha aHTUreHu. MOHTeTyKacT 3MEHIIY€E KiJIbKiCTh €03MHO(DINIB mepudeprudHol KpoBi y
INOPOCTIUX MallieHTIiB Ta AiTel, 3Ha4HO 3MEHIIY€E KiTbKiCTh €03UHO(DINIB y AUXaIbHUX LIIgXaX (aHami3
MOKPOTUHHS) i MOKpalllye KIiHIYHUN KOHTPOJIb aCTMH.

dapmaxoKiHemuxka.

Abcopbuia. Ilicns npuitoMy MOHTENIYKACT IIBUAKO i MPaKTUYHO IMOBHICTIO BCMOKTY€EThCA. [Ticns
BXKMBaHHS HaTIleceplle npenapaTty y Gopmi KyBanbHUX TabeTOK ¥ 0o3i 4 Mr y miTew BiKoM Bif 2 [0
5 pokiB C,,, BOCATaETHCA Yepe3 2 TOOUHYU MicA IpurioMy npenapaTy. CepefHs nepopasbHa
6iomocTymHicTh cTaHoBUMa 73 % i 3MeHITyBanacs 0o 63 % npu npuiitMaHHi 3 ixkelo. CepeqHe
3HaueHnHq C,,, Ha 66 % Buile, a cepegue C,,, HUXKYe, HiXK y JOPOCTIUX, Micisg IpuiioMy TablIeToK 110
10 mr.

Po3nodia. TToran 99 % MOHTEeNyKacTy 3B’sI3y€eThCs 3 Oikamu mna3Mu KpoBi. O6’eM po3nominy
MOHTEJTYKacTy B CTallilOHapHil (a3i B cepefHOMY CTAHOBUTSH Bif 8 mo 11 mitpis. [Ipu mocnigxeHHi
MiYeHOI'0 MOHTEJIYKACTy IIPOXOMKEHHS Yyepe3 reMaToeHnedaniyauit 6ap’ep 0ymo MiHiMmanbHUM. Y
BCiX iHIMX TKaHWHaX KOHIIEHTpallil MiYeHOro pafiioi3oTonoM MaTepiany yepe3 24 TOTUHU IiCIIS
IPUUOMY 03U TAKOXK BUSBUJIKACS MiHIMaJIbHUMU.

Memab6oi3m. MOHTETYKAaCcT aKTUBHO MeTabO0Ii3yEThCS. Y MOCTimKEHHSX i3 TepaneBTUYHUMHU N03aMU
KOHIIeHTPaIlil MeTaboIiTiB MOHTEIYKACTY ¥ CTalliloOHaPHOMY CTaHi IJla3M1 KPOBi B JOPOCIHX i
MaIli€HTIB AUTAYOr0 BiKy He BU3HAYAIOTHCH.

ITig 9ac gmochifgKeHs in vitro 3 BAKOPUCTAHHSIM MiKPOCOM TEeYiHKY JTIOOUHYU [O0BENEHO, 110 IIUTOXPOMU
P450 3A4, 2A6 i 2C9 6epyTh y4acTh y MeTabo0J1i3Mi MOHTENTYKaCTY, B TepalleBTUYHUX KOHIIEHTPalisIxX
MOHTEJIyKacT He IIPUTHIYYeE I1i IUTOXPOMHU. Y4acTh MeTaboiTiB y TepaneBTUYHIN [il MOHTEIYKaCTY €
MiHIMaJIbHOIO.

BusedeHHs. [Tna3aMoBuil KITipeHC MOHTETYKACTY Y 3MOPOBUX JOPOCTIUX HOOPOBOJIBIIB V CEPEIHbOMY
CTaHOBUTH 45 Mi1/xB. [licns mepopaabHOl 03U Mi4€HOT0 i30TOIIOM MOHTENYKacTy 86 % BUBOAUTHLCS 3
KaJioM mpoTsaroM 5 nHiB i mente 0,2 % — i3 cedero. Y cyKymHOCTI 3 6i0[IOCTYIIHICTIO MOHTEIYKACTy
IIpYU IlepopajbHOMY IIpHM3Ha4YeHHi 1leH (paKT BKa3ye, 110 Horo MeTaboliTi MalxKe IOBHICTIO
BUBOMSITLCS 3 KOBYIO.

dapmakoKkiHemuka y pisHux 2pyn nauieHmis. [1711 ali€HTiB JIITHLOTO BiKY, & TAKOXK IMALi€HTIB 3
MTeYiHKOBOI HEJOCTATHICTIO JIETKOTO i IOMIPHOTO CTYIIeHs TSIKKOCTi KOPEKIIis 03K He MOoTpidHa.
IMaHuUX TPO XapakTep papMaKOKiHETUKM MOHTENYKACTY Yy MAallieHTiB 3 TSIXKKOI0 ITEeYiHKOBOIO
HeJoCTaTHICTIO (moHan 9 GasiB 3a mkasnoio Yaunga-I1'0) HeMae.

ocnigKeHHS 3a y4acCTIO MallieHTiB 3 HUPKOBOI HEJOCTaTHICTIO He MPOBOAUIN. OCKIIbKU
MOHTEJTYKAaCT i #0r0 MeTaboliTh BUBOASATLCS 3 KOBYIO, KOPEKIIis 03K [JIs MHalli€HTiB 3 HUPKOBOIO
HENOCTaTHICTIO He BBaXKaeThHCA He0oOXimHOI0.

[Tpu npuiiomi BeNMUKUX 103 MOHTETyKacTy (110 B 20 Ta 60 pa3iB mepeBuIlyBaIu A03y, PEKOMEHIOBaHYy
IIJIST HOPOCIIMX) CIIOCTePiranocs 3HUKEHHS KOHIeHTpallil Teodininy B mma3mi KpoBi. Lleit epekT He



CIIOCTepiraBcs NpU NpUioMi peKoMeHoBaHo1 fo3u 10 Mr ofvH pa3 Ha [00y.

dapMaKoKiHEeTHYHI OOCTigXKeHHs MOHTEIyKacTy IoKa3ay, 1o Ipodisni KoHIleHTpallil XKyBaJTbHUX
TabJeToK 1o 4 MT y [iTel BiKOM Bif 2 10 5 POKiB aHa/NoOriyHi Tpodiiio KOHIEHTPallii BKPUTUX
o6osoHKo10 TabneTok mo 10 Mr y mopocmnux. 2KyBanbHi TabneTKy 1Mo 4 MT CJlif 3aCTOCOBYBaTH [
MallieHTiB y Bill Big 2 00 5 POKiB.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHA.
[iTaM BIKOM Bif 2 00 5 POKiB:

K JOaTKOBe JIiKyBaHHS II€PCUCTYI04Y01 OPOHXiaIbHOI aCTMHU JIETKOTO Ta IIOMIPHOTO CTYIIeHS
TSKKOCTI, II[0 HEAOCTaTHLO KOHTPOJIIOETLCS IHTANAIINHUMY KOPTUKOCTEPOIIHUMHY IIpeliapaTaMi, a
TAKOXK IPY HEJOCTaTHHOMY KJTiHIYHOMY KOHTPOJIi CUMIITOMIB GPOHXialbHOI aCTMH 3a IOIIOMOT010 P-
aroHicTiB KOPOTKOCTPOKOBOI fil, 1110 3aCTOCOBYIOTEH 3a HEOOXiTHOCT;

K aJIbTePHATUBHUU METO[ JIiKyBaHHIO HU3bKUMHU J03aMHU IHTaIALiNHUX KOPTUKOCTEPOIAIB AN
TAIiEHTIB 3 IEPCUCTYIOY0I0 OPOHXiaIbHOI0 aCTMOIO JIETKOTO CTYTIEHs, B aHaMHe3i IKUX OCTaHHIM
yacoM He OyJI0 TSKKUX HanagiB 6poHXiambHOI aCTMHU, 110 TOTPeOyBaIl 3aCTOCYBaHHS IIepOpabHUX
KOPTHUKOCTEPOI[iB, a TAaKOXK [JIf THX Nalli€HTiB, IKi He MOXKYTh 3aCTOCOBYBaTH iHTaAIliNHI
KOPTUKOCTEPOIH;

npodinakTKa aCTMH, TOMiHYIOUMM KOMIIOHEHTOM SIKOi € OPOHXOCIa3M, iHIyKOBaHUN Hi3UYHUM
HaBaHTaXEHHSM;

TIOJIETIIIEHHST CUMIITOMIB CE30HHOTO Ta IiJIOPiYHOTO aJepPrivHoOro PUHiTy. PU3MKY BUHUKHEHHS
IICUXOHEBPOJIOTIYHOI CUMIITOMATUKY Y MALi€HTIB 3 aJIepriYHUM PUHITOM MOXKYTh
IIePEeBUIIYBaTU KOPUCTH Bifl 3aCTOCYBaHHS MOHTEIYKACTy, TOMY MOHTEJIYKacT CIIif
3aCTOCOBYBATH K IIperapaT Pe3epBy AJid MalliEHTiB 3 HealeKBaTHOO BiATIOBiAI0 abo
HEIIePEeHOCUMICTIO albTepPHATHBHOI Teparril.

IIpomunoka3aHHA.

[inepuyTauUBICTE O MOHTENIYKACTy a0 OO iHIIMX KOMIIOHEHTIB JTiIKapChKOT0 3aco0y.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

MoHnTenykactT MOXHa IpU3HaYaTH Pa30M 3 iHIIKMHU MperapaTaMu s MpodinakTUKu abo TPUBAIOTro
JiKyBaHHS OpOHXianmbHOI acTMU. PeKOMeHIoBaHa KJTiHiuHa f03a MOHTE/IYKacTy He Ma€ 3HA4YHOT0
KJIIHIYHOT 0 BIJIMBY Ha (papMaKOKiHETUKY TaKUX IIpernapartiB: meoiiiH, npeo0Hi30H, NpedHIi30/10H,
nepopasvHi KOHmMpavenmusu (emuHinsecmpadion/HopemuHOpoH 35/1), mepgeraduH, Ou20KcuH ma

s8appapuH.

V nmarnieHTiB, sIKi ogHOYACHO MpUiManu (peHobapbimaJ, TOIIa i KPUBOIO «KOHIIEHTPAIIis - Yac»
(AUC) mnst MOHTENyKacCTy 3HUKYyBanacs npubnusno Ha 40 %. OCKiTbKM MOHTETYKacT



meTabomisyetcs CYP 3A4, 2C8 i 2C9, HeoOxigHo 6yTH 00epekHUM, 0COGIMBO MO0 AiTeH, STKIIO0
MOHTEeIyKacT IIpA3HavalTh OGHOYACHO 3 iHdykmopamu CYP 3A4, 2C8 i 2C9, Hanpukiag
(eHimoiHoM, peHobapbimasom, pupamniy,uHom.

Y mocnimKeHHSX in vitro 6yIo mokKa3aHo, 1110 MOHTENIYKacCT € MOoTyKHuM inribitopom CYP 2C8.
HocmifKeHHS 3 BUBUEHHS B3a€MOJil TikapChKUX 3ac00iB, 10 BK/II0YaId MOHTETYKACT i
po3ueznima3oH (mpemnapar, 1o MeTaboni3yeTbest 3a gonomoroio CYP 2C8), mokasanu, 1110
MOHTeJNyKacT He € inribitopom CYP 2C8 in vivo. TakuM YUHOM, MOHTEIYKACT He BIIJIUBAE 3HAYHOIO
Mipoto Ha MeTabosIi3M mpemnaparis, 110 MeTabomi3yoThcs 3a gornoMoro CYP 2C8 (Hanmpukiapm,
nakaimakceny, po3u2/aima3oHy ma pendazniHioy).

[Tig vac mocmimXkeHs in vitro 6yn0 BCTaHOBIIEHO, 110 MOHTEeNyKacT € cybcTpaTom CYP 2C8 i MeH111010
Mmipoto 2C9 Ta 3A4. Y xofi KTiHIYHOTO JOCTiIZKEeHHS B3a€MO/Iil TiKapChKUX 3aC00iB MOHTEINYKACTY i
eem@ibpo3suy (iuribitop CYP 2C8 i 2C9) 2em@pibpo3u mifBUIITyBaB CUCTEMHY €KCIIO3HUIIII0
MOHTeNyKacTy B 4,4 pa3a. [Ipy ofHOYaCHOMY 3aCTOCYBaHHi 3 2eMpibpo3usiom abo iHwumu
nomyocHuMu iHzibimopamu CYP 2C8 KOpeKIis 1031 MOHTEIYKACTy He MOTpiOHa, aje jiKap MOBUHEH
BPaxOBYBAaTH IIiABUIEHUY PU3UK BUHUKHEHHS IO0IYHUX peakIil.

3a pel3ynbTaTaMU [OCHIAXKEHbD in Vitro He 04iKyeThCd BUHUKHEHHS KJIIHIYHO BaK/IMBUX B3a€EMOfIN 3
MeHw nomyxcHumu iHeibimopamu CYP 2C8 (HampuKIam, mpumemonpum).

OpHOYacHe 3aCTOCYBaHHS MOHTEJYKACTY 3 impakoHa3oiom (notyxuui inribitop CYP 3A4) He
IIPU3BOMUIIO [I0 iCTOTHOTO MigBUINEHHS CHCTEMHOI €KCII03UIlil MOHTETyKacCTy.

Oco6.1ueocmi 3acmocyeaHHsi.

[TauieHTiB HEOOXigHO MOMEPENUTH, 1110 MOHTEN He CJIifi 3aCTOCOBYBaTH [AJI 3HATTS TOCTPUX
aCTMaTHYHUX HalafliB, a TAKOXK IIPO Te, 1110 BOHU NTOBHHHI 3aBXAY MaTH IpH co0i BiAMOBigHU!
npenapaT HeBiIKIagHOol JOIIOMOTH. Y BUNAAKy TOCTPOTO Hamafdy CJIifl 3aCTOCOBYBATH iHTalsALiNHI B-
aroHicty Kopotkoi mii. [TanienTamM HeoOXigHO SKHAUIIBUAIIE TPOKOHCYIBTYBATUCS 3 JIKAPEM Y
BUIIQMIKY, SIKIIIO IM 0TpiOHa Oinbllla, HiXK 3a3BUYal, KiNIbKICTh iHTansIii B-aroHicTiB KOPOTKOI Mil.

He cnig pi3ko 3aMiHIOBaTH MOHTETYKACTOM iHTaLiNHI ab0 ImepopaibHi KOPTUKOCTEPOIAH.

BigcyTHi mani, siki moBopunu 6, 1110 103y IepOpabHUX KOPTUKOCTEPOITHUX IIPenapaTtiB MoXHa
3MEHIIyBaTU IPU OOHOYACHOMY IIPUIOMi MOHTENIyKacTy.

He cnipg npuiiMaTy npenapart pa3oM 3 JIiKkapchKUMHU 3aco6aMi, 110 TAKOXK MiCTSITb MOHTENIyKacT.

[ToBimOMISINIOCS TPO BUHUKHEHHS IICUXOHEBPOJIOTIYHUX SIBUII Y HOPOCIIUX IMalli€HTiB, MiAMITKIB Ta
miTeH, sIKi mpuiiMamu MOHTeyKacT (quB. po3min «I1o6iuHi peakiiii»). ITamienTy Ta nikapi moBUHHI
OyTH NUIBHUMH IIOJ0 MOXKJIMBOI0 BUHUKHEHHS [ICUXOHEeBPOJIOriuHuX sBuml. I1arienTam Ta/abo
OITiKyHaM CJIiff BKa3aTH, 11100 BOHU ITOBIOMIISIIM CBOTO JIiKaps PO BUHUKHEHHS
IICUXOHEBPOJIOTIYHUX 3MiH. Jlikapi MOBUHHI PETEIbHO OLIHUTH PU3UMKH i IIepeBary MPOJOBXKEHHS
JIiIKyBaHHSI MOHTEJTyKaCTOM, SIKIIO TaKi SBUIA BUHUKIIU.

Y moomMHOKMX BUIafIKax y NallieHTiB, sIKi OTPUMYIOTh TPOTHACTMaTU4Hi 3ac00U, B TOMY
YHUCJIi MOHTETYKacT, MOXKe CIIOCTepPiraTUcs CUCTeMHa e03uHOGifisg, iHKONK 3 KITiHIYHUMHA
IIpOsIBaMHU BaCKYJIiTY, TaK 3BaHUM cuHAPOM Yapra-CTpayc (rpaHyjieMaTO3HUAM alepriyHuiu
aHTiiT), JIIKyBaHHS SIKOTO IIPOBOAUTLCS CUCTEMHUMYU KOPTUKOCTEPOIAHMMHU ITperapaTaMu.



Taki BumlafKu 3a3Budaii Oynu MOB’sI3aHi 31 3MEHIIEHHAM 4031 a00 BiIMiHOIO TepOpPaTbHUX
KOPTUKOCTEPOITHUX IIpernapaTiB. 3B’130K aHTArOHiCTiB T€MKOTPIEHOBUX PEIIEITOPIB 3
Po3BUTKOM cuHApoMy Yapra-CTpayc HEMOXKIIUBO aHi CIIPOCTYBaTH, aHi MiATBEPOUTH, TOMY
JiKapi MOBUHHI ITaM’ATaTH IIPO MOXKINBICTh BUHUKHEHHS y Talli€HTiB €03UHOPITii,
BACKYJIITHUX BUCHUIIIB, IOTIPIIEHHS JIeT€HEeBOl CUMIITOMaTUKY, CEPLIeBO-CYAUHHUX
yCKJafiHeHb Ta/abo Herpomnarii. [TalieHTaM, y SKMX PO3BUHYIUCS BUIlle3rafaHi CUMIITOMH,
HeOoOXigHO TPOUTH ITOBTOPHE 00CTEXKEHHS, @ CXEMY 1XHbOTO JIiKyBaHHS CJIifl IEPETIISTHYTH.

JIikyBaHHSI MOHTENTyKacTOM He CKaCOBY€ HeOOXiqHOCTI MmallieHTaM 3 acIipuH3aekHOI0
OpOHXiaTbHOIO aCTMOIO YHUKATH 3aCTOCYBaHHS acCIipuHy abo iHIINX HECTEPOITHUX
IPOTHU3aNaJIbHUX ITpenaparis.

2KyBanbHi TabmeTkr MOHTeN MIiCTATh acliapTaM, SKUM € [xKepesioM ¢eHinanauiny. [Tamieatam,
XBOPHUM Ha (PeHiTKeTOHYpilo, HeoOXiqHO Bpax0ByBaTH, 110 KOXKHa TabneTka 4 MI MiCTUTh acliapTaM y
KiJTbKOCTI, eKBiBaJIeHTHil f03i ¢eHinanaxiny 0,674 mr.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

HocnigXkeHHS HAa TBapWHAaX He IPONeMOHCTPYBaIK IIKiIIMBOTO BIJIMBY Ha BaTriTHICTH a0
eMOpioHanpHUM/HeTaTbHUN PO3BUTOK.

3a JaHWMU IPOCIEKTUBHUX Ta PETPOCIEKTUBHUX KOTOPTHUX [OCIIiAXKEHb i3 3aCTOCYyBaHHAM
MOHTEJIYKaCTy BariTHUM XKiHKaM, y SKUX OLIIHIOBAJIX 3HAYYIlll BPOAKEHi Bafu y HOiTel, He
BCTAQHOBJIEHO PH3UKY, [TOB’I3aHOTI0 i3 3aCTOCYBaHHSIM JIiKapCchKoro 3acoby. OgHak BKa3aHi
MOCIIXKEeHHST Mal0Th METOIO/IOTiUHI 00MeXkeHHs, BKII0YaloYl HEBETUKUY po3Mip BUGIPKHU, B MEeTKUX
BUIIa[IKaX PETPOCIEKTUBHUM 30ip JaHUX i HEBIANOBIAHI TPyY MOPiBHAHHS.

MoHnTen MOoXkKHa 3aCTOCOBYBaTH Y IIePiOf BaTiTHOCTI, TiIbKU SKIIO 1le BBAXKA€EThCSI 0€3yMOBHO
HeoOXimHUM.

HocmigXeHHS Ha ITypaX IPOAEMOHCTPYBAIIH, III0 MOHTENIYKACT MPOHUKAE B TPYOHE MOJIOKO.
HesBigoMo, yu IPOHUKAE MOHTEJIYKACT Y I'PyIHE MOJIOKO XIHOK. MOHTel MOXKHa 3aCTOCOBYBaTH
y nepion rogyBaHHS TPYAIIO0, TIMBKU SIKIIO 1€ BBaXKa€eThCS 6€3yMOBHO HEOOXiTHUM.

30amHicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHizmamu.

He ouikyeThbCH, 1110 MOHTEIYKACT BIIJIBAaTUME Ha 3[aTHICTh MallieHTa KepyBaTy aBTOTPAHCIIOPTOM
abo iHmmMu MexaHi3MaMu. [IpoTe myKe PigKO MOBIMOMIISIOCS PO BUIIAOKM PO3BUTKY COHJIUBOCTI
abo0 3armaMoOpOYEeHHS.

Cnoci6 3acmocyeaHHsi ma do3u.
Jlikapceku# 3aci0 CIifl 3aCTOCOBYBATH HiTSM IIifl HATISAOM JOPOCIIHX.

[TarmienTaM 3 OPOHXiaNTbHOIO aCTMOIO Ta aJIePriYHUM PUHITOM (CE30HHUM Ta IiIopiyHUM) He0OXigHO



npuiiMaTi 1 XKyBanbHy TabmeTky 4 Mr 1 pa3 Ha fo0y. 715 IONerneHHsS CUMITOMIB alepridyHoro
PUHITY Yac mpuiioMy ciif migbupatu iHOUBiyaIbHO.

Ilns mikyBaHHSI OpOHXiaJIbHOI aCTMU [03a O dimetll 8ikoM 8i0 2 00 5 pokie CTaHOBUTHL 1 XKyBallbHY
tabneTky (4 mr) 1 pa3 Ha go0y, BBeuepi, 3a 1 roguuy 0o abo yepes 2 TOAUHMU MiCIIA IPUAOMY 1XKi.
Hemae HeoOximHOCTI B KOpeKIlii mo3u mjist 1iei BikoBoi rpymu. [Ipemapat MoHTen y niKapchKii Gpopmi
TabNeTKHU XyBaJibHi 4 MI He peKOMEeHI0BaHU [IJid [iTel BikoM 1o 2 POKiB.

3azanvHi pexomeHOaul.

TepaneBTuyHUM edekT MiKapCchKOro 3acoby Ha mapaMeTpy KOHTPOJIIO OPOHXialbHOI acCTMM HacTae
BIIponoBXK 1 gHd. [anienTaM ciig peKoMeHAyBaTU IPOAOBKYBAaTU [IPUMOM IIpenapaTy HaBiTh IPU
INOCSATHEHHI KOHTPOJII0 OpOHXiabHOI aCTMHM, @ TAKOXK Y MTepiofu 3ar0OCTPEHHS aCTMH.

HeMmae HeoOxigHOCTI B KOPEKIIii 03U nalieHTaM 3 HOpyLIeHHIMHU QYHKIII HUPOK ab0 3 MOpyIIeHHSIMU
GbyHKILil TeYiHKY JTIeTKOTO Ta MOMipHOTo cTyneHs. HemMae qaHuX BifHOCHO MAll€HTIB 3
IIeYiHKOBOIO HEIOCTATHICTIO TSI2KKOT'0 CTYIIEHS.

Ilo3yBaHHA IIpenapaTy € OQHAKOBUM [JIS MaLliEHTiB Y0JI0Bi4Ol Ta XKiHOYOI CTaTi.

AsnemepHamuesa AiKy8aHHIO iH2aAAUIUHUMU KopmukKocmepoidamu y HU3bKux 003ax npu
nepcucmymouit acmmi 1e2K020 CmyneHs.

MoHTeNnyKacT He peKOMEHI0BaHUM SIK MOHOTePaIllid NallieHTaM 3 IePCUCTYI0U0I0 GPOHXiaTbHOIO
aCTMOIO ITOMIPHOTO CTyIeHs. PillleHHS PO 3aCTOCYBaHHS MOHTEJIYKACTY K albTePHATHBY HU3bKUM
Mo3aM iHTalAIinHUX KOPTHKOCTEPOIMiB IS OiTel BIKOM Bif 2 [0 5 POKIB 3 IEPCUCTYIOUOI0 aCTMOIO
JIETKOTO CTYIIeHsI MOxKe OyTy MPUUHSTE JIHIIe OJIs MaIliEHTIB, Y SIKUX 3a OCTaHHilM yac He OyIo
TSIKKHUX aCTMATUYHUX HaIaMdiB, 110 MOTPeOyBaiu MpUioMy rnepopaabHUX KOPTUKOCTEPOITB,
a TaKOX [JIS Nalli€HTiB, K1 IPOAEMOHCTPYBaIy, 1[0 He 3[aTHI 3aCTOCOBYBATH IHTAJIALINHI
KOPTUKOCTEPOINH.

[lepcuctyroya acTMa JIETKOr'0 CTyIeHSI BU3HAYAETHCS K BUHUKHEHHSI CUMIITOMIB aCTMU 4dacTille
1 pa3y Ha TUXK[eHb, aje piaue 1 pa3y Ha no0y, BUHUKHEHHS HiYHUX CUMIITOMIB 4acTimie 2 pa3iB Ha
Micslp, ane pigme 1 pa3y Ha TUXKAEHb, HOpMajbHa QYHKIIIS JIETeHiB ¥ IepiofilaXx MiX ei3ogaMu.

fAKmo BIpomoBxXK 1 Micalg Tepamnil MOHTENIyKaCcTOM He OOCSATHYTO 3aJ0BUIBHOI0 KOHTPOJIIO aCTMH,
ciip omiHMTH HEeOoOXiHICTH MOIATKOBOI abo0 iHIIOI MPOTU3amaNbHOl Teparil, I'PyHTYIOYHUCh Ha
TIOeTalHil cucTeMi NikyBaHHS OpoHXxianbHOI acTMu. ITallieHTiB He0OXiIHO epiofuYHO 00CTeXKyBaTH
IJIST OIIIHKY KOHTPOJTIO aCTMHU.

IIpoginakmuyuHe 3acmocysaHHs neped Gi3uuHUMU HABAHMAXCEHHAMU Y NAUIEHMIB 8iKOM 810 2 00
5 pokis 0. 3anobizaHHA acmmamuyHoMy Hanady.

BponxocmnasM, cripuunHeHuY Hi3NYHUMY HaBaHTaXEeHHSIMHU, MOXKe OyTH OCHOBHOIO 03HAKOIO
IIEPCUCTYIOYO0l aCTMH, 110 TOTPeOye JTiKyBaHHSA iHTalsALiMHUMHI KOPTUKOCcTepoigamMu. CTaH malieHTa
CJIif OLiHIOBATH Ha 2-4 TUXKHI IiCJId [I0YaTKY JIIKyBaHHS MOHTEJIYKaCTOM. fKIIO He CIIOCTePiraeThCs
3a[0BIJILHOTO Pe3yJIbTaTy JIiKyBaHHS, CIIi[ IPUIHATHU pillleHHS PO HOAATKOBE YU iHIIe JIiIKyBaHHS.

JIiKyBaHHs MOHMeEAYKAcmoM y 38’3Ky 3 IHWUMU cnocobamu AiKy8aHHsA aCmmu.



K110 NiKyBaHHS MOHTEIYKaCTOM 3aCTOCOBYETHCS SIK JOMATKOBA Tepalis [0 iHralIsAminHux
KOPTHUKOCTEPOIiB, He MOXHA Pi3K0 3aMiHIOBATH iHTalSALilHI KOPTUKOCTEPO1IA MOHTEIYKaCTOM.

Himu.

3acTOCOBYBaTH HITAM BIKOM Biff 2 0 5 POKIB.

Ilepedo3yeanHsi.

YV xomi moBroTpuBanmux OOCIiOKeHb XPOHIYHOI OPOHXiaTbHOI aCTMKM MOHTENIYKACT IIPHU3HAYalIl B J03aX
no 200 Mr/mo6y mOpOCIUM MallieHTaM, a Y KOPOTKOYaCHUX AOCTimKeHHIX - 1o 900 Mr/go0y BIIPOmMOBK
npuOIU3HO OJHOTO THUXKHS, IPU LIbOMY KIiHIYHO 3HauylIi Mo0iYHi peakilii He BUHUKAJIH.

[ToBimOMIISANIOCS PO TOCTPE Iepefo3yBaHHS MOHTEIYKacTy. Lli BUlajKu CTOCyBaIuCs OOPOCIINUX Ta
mitew, ki npuiiManyu no3y noxHan 1000 Mr (mpubnusHo 61 MT/KT ¥ OUTHUHY BiKOM 42 MicsIli).
OtpumaHi KniHiuHi Ta 1abopaTopHi MOKa3HUKY Oy B MexKax Mpodinio 6e31meKu ¥ HOpOCIuX
IalieHTiB i miTel. Y GinbIIoCTi BUNagKiB Iepego3yBaHHs Mpo no0iYHi peakilii He TTOBiJOMIISIIIOCS.

Cumnmomu. Hattuacrimme crnocTepiranucs mobiuni peaxiiii, mo BigmoBiganu mpodino 6e3nexu
MOHTEJTYKacCTy i BK/IIo4asny 6ifib y 2KUBOTi, COHJIUBICTh, CIIpary, rojIoBHUY 6inib, 6/1I0BaHHS Ta
IICUXOMOTOPHY T'illepaKTHUBHICTS.

JlikyeauHs. CrenianpHOI iHdopMaliii oo JTiKyBaHHS ITepefo3yBaHb MOHTEIYKacTy HEMAE.
JIikyBaHHSI CUMIITOMaTA4YHE. AHTUAOT BiICyTHi#. HeBiioMoO, Yu BUBOOUTHCSA MOHTEIYKACT 3a
IIOIIOMOT 010 TIEPUTOHEANIBHOT0 Hiamni3y abo reMmofianisy.

ITo6iuni peakuii.

BripopgoBX KIIiHIYHUX [OCIIiAXKEHb TPUBaJle JIIKyBaHHS B Pi3HUX BIKOBUX I'pylaxX JeMOHCTPYE
HE3MiHHICTE Tpodinio Oe3meKu.

HuxxueHaBeneHi mo6iuHi peakilil criocTepiranucs y mpoliieci KIiHiYHUX [OCHIXKeHb Ta Y
nicnsapeecTpaniiiaui nepion. [To6iuHi peakil KiacugpikoBaHo 3a 4acTOTo0: yacTo (= 1/100, < 1/10),
HevacTo (= 1/1000, <1 /100), pigko (= 1/10000, < 1/1000), myxe pigko (< 1/10000).

KposoHocHa ma aimgpamuyHa cucmemu: PiAKO - TEHOEHIIIS 10 MOCUJIEHHS KPOBOTOYHUBOCTI,
Oye PigKo - TPOMOOIUTOIEHis.

IMyHHa cucmema: He4acCTO - PeakKllil TinepyyTAuBOCTI, y TOMY YHKCIIi aHadinakcis, gyxe pigko
- e03MHOpiNbHA iHPIIbTPALliS IeYiHKH.

IcuxivyHi NOpyweHHs1: HeYacCTo - IOPYLUIEHHS CHY, ¥ T. Y. Hi4Hi KoImMapu, 0e3COHHS,
comMHaOymi3M, TPUBOXKHICTD, 30yIKEHHS (aXKHUTallis), BKJIIOYal0UX arPeCUBHY IIOBEIIHKY ab0
BOPOXKiCTh, IICHXOMOTOPHA TillepaKTUBHICTh (BKJIIOYAIOYH ApaTiBIUBICTh, HECIOKIil, TpeMop®,
Lenpecis; piaKo - IOPYIIeHH yBaru, IMoripllieHHs/BTpaTa [1aM AaTi, TUK; OyXKe PigKo -
nucdeMisi, raoHallii, Je30pieHTallis, cyiluaanbHi HaMipy Ta IoBefiHKa (crpobu cyinumy),



O6C€CI/IBHO-KOMHYJ'II:CI/IBHi po3Jiagn.

Hepeosa cucmema: 4aCTO - TOJIOBHUH 0ib, HEYACTO - MJIIBICTh, 3allaMOPOYEHHS, COHJIUBICTb,
napecresii/rimecTesii, CymoMHi Hamaau.

Cepueso-cy0uHHa cucmema: PifKo - BiguyTTs cepueOuTTs (ManbIiTallis).

IuxaavHa cucmema: HeYaCTO - HOCOBI KPOBOTeYi, y>Ke PigKo - JiereHeBa e03uHOPimis.
[ToBimOMIANIOCS PO MOOOWHOKI BUaAKu cuHApoMy Yapra-CTpayc y XBOpUX Ha OpPOHXiallbHY acTMY.

TpasHa cucmema: 9acTo - Gib y XKUBOTI, Hiapes , HygoTa , OJII0BaHHS , HEYACTO — MUCIIENCid,
CYXICTb Y POTi, BiguyTTs CIIPary.

I'enamobiniapHa cucmema: 4acCTO - MiABUILIEHHS PiBHSI CUPOBAaTKOBUX TpaHCaMiHa3
(ananinaminoTpaHcdepasa [AJIT], acmaprataminoTpaHcdepasa [ACT]), myxke pigko -
renaturt (y T. 4. X0JIECTaTUYHUY, TeNaTOLENIONIIPHUN, YPaXKeHHS IIeYiHKY 3MIIaHOTr0
reHesy).

IIkipa ma niOwkKipHi MKAHUHuU: 4acTo - BHUCHUIIAHHS , HEYaCTO - TeMATOMHY, KPOIIMB HKA,
cBepbix, PiIKO - aHTiIOHEBPOTUYHUY HAOPSK, OyXKe PifKo - By3/7yBaTa EpUTEMA,
MyIbTU(OPMHA epuTeEMa.

CeuosudinbHa cucmema: HEYacCTO - €Hype3 y AiTel.

Kicmkogo-m'si308a cucmema ma cnoayyHd mKAHUHA: HeYacCTOo - apTpaJrisa, Miajris, BKIII04Yanyu
M’SI30Bi CIIa3MHU.

In(exuii ma iHeasii: myxe 9acTo - iHpeKIil BepXHiX AUXaNbHAX IUIAXIB .

3aezanvHi po3nadu: 4acTo - TmipeKcis , HedyacTo - aCTeHis/MifBUIeHa BTOMITIOBAHICTh, BifUyTTs
ouckoMbopTy (He3nyKaHHS), HAOPSAKHU.

* . . . . . .
s mobiyHa peaxliiisi criocTepiranacs 3 4aCTOTOH «AyKe 4acTO» y NallieHTiB, AKi 3aCTOCOBYBaIH
MOHTEJIyKacCT, a TaKOX Y MallieHTiB, Ki OTpuMyBau miauebo, mif yac KITiHIYHUX JOCITiAXKEeHb.

Lis moGiuHa peakxiist criocTepiranacs 3 4aCTOTOI «4aCcTO» Y MallieHTiB, SIKi 3aCTOCOBYBaIu
MOHTEJTYKacCT, @ TAaK0OXK Y IMAaIliEHTIiB, Ki OTpUMYyBau Iianebo, MM yac KIiHiYHUX JOCTiIKEeHb.

§I_IH moOiyHa peakliist CrocTepiranacs 3 4aCTOTOIO «PiKO».

Tepmin npudamHocmi. 3 POKH.

He 3acTocoByBaTu micis 3aKiHYeHHS TEPMIHY IPUAATHOCTI, BKa3aHOI'0 Ha YIIaKOBLIi.

YMoBu 30epiranHsi.



B opurinanbHil yIiakoBIi Ipu Temnepatypi He Bute 25 °C.

30epiratu y HegOCTYIIHOMY OJISl OiTel MiCIi.

YnakoBka.

[To 7 TabneToK y 6ricTepi, o 4 GiicTepu B MayIli.

Kareropis Bigmycky. 3a peuenTtom.

BupoOHHUK.

[Ty6miuHe akuioHEpHe TOBapuCTBO «HaykoBo-BupoOHK YN LIeHTP «bopiiariBChbKuii XiMiKo-
(bapMareBTUYHIYN 3aBOM.

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOr0 aJpeca MicCIlsi IPOBaAKeHHsI Tis/TbHOCTI.

Ykpaina, 03134, m. Kuis, Byn. Mupy, 17.



