HUHCTPYKLI U
10 MeAUIMHCKOMY NPHUMEHEHHIO JIeKAPCTBEHHOI 0 Npenapara
CHUHI'YJISP / SINGULAIR

TOPI'OBOE HA3BAHUE: CUHI'YJISIP S mr
MEXAYHAPOJHOE HEITATEHTOBAHHOE HA3BAHME: moHTEnyKACT.

OIIMCAHHUE
Po3oBrle, KpyTibie, ABOSKOBBINYKIIbIe Ta0neTku ¢ rpaBupoBkoil «SINGULAIR» Ha oniHOI cTOpoHE
u «MSD 275» Ha apyroit CTOpoHe.

COCTAB

1 >xeBaTenbHas Ta0JIETKA COJIEPIKUT:

aKmueHoe seuyecmeo’ 5,2 M MOHTEIIyKacTa HaTpusl (IKBUBAJICHT CBOOOHON KUCIOTHI 5,0 MT);
gcnomozcamenbHvle sewecmea: MaHHUTOJ, LEJUTI0JI03a MUKPOKPUCTAJITHYECKAs,
THAPOKCUMPONHIILEIIIION03a, Kene3a Ookcua kpacHeli  E172, Harpus  Kpockapmeriosa,
apoMaTH3aTOp BUIIHEBBIN, aciapTam, MarHus creapar.

®OPMA BbBIITYCKA
TaGnerku xeBaTesbHBIE.

GOAPMAKOTEPAIIEBTUYECKAS I'PYIIIIA
brokaTop 1IeHKOTPUEHOBBIX PELIENITOPOB.

KO ATX: RO3DCO03.

®APMAKOJJOT'MYECKUE CBOMCTBA

Dapmaxoounamuka

Hucreunmnoseie neiikorpuensl (LTC4, LTD4, LTE4) sABISIOTCS MOIIHBIMH BOCHATUTEIHLHBIMHU
SIK03aHOMIaMH, BBICBOOOXKIAIOIIMMUCA W3 PA3IUYHBIX KIETOK, BKJIIOYAs TY4YHBIE KIETKU U
703UHOGUIBI. DTH BaXXHBIE MPOACTMATUYECKUE MEIUATOPHI CBS3BIBAIOTCS C IMCTEHHUIIOBBIMH
neiikotpueHoBeiMu  periennitopamu  (CysLT), koTopble HaxoAsTcs B JbIXaTeNbHBIX MYTSIX H
OKa3bIBAIOT HAa HUX JICMCTBHUE, BKIIIOUYAsi OPOHXOCIAa3M, BBIJICJICHUE CEKPETa CIUZUCTON 000JI0UKOM,
MIPOHUIIAEMOCTh COCYOB, TPUBIICYCHHE Y03UHO(UIIOB.

MonTenykact SBISIETCS AaKTHBHBIM BEIIECTBOM, KOTOpPO€ TIPH IEPOPaTbHOM MPUMEHEHUH,
CBSI3BbIBAaETCS C BBICOKON adduuHOCTRIO U cenekTuBHOCTRIO ¢ CysLTi-penentopamu. B
KIIMHUYECKUX HMCCIIEIOBAHUSIX MOHTEIYKACT MHTHOMpPOBaJI OPOHXOCIAa3M, BBI3BAHHBIM WHTAISAIIMEH
LTDs, B moze 5 mr. bponxomumaranuss HacTymala B Te€YeHHE 2 YacoOB IOCTE MEpOpallbHOTO
npuMeHeHus. bpouxopacmupsironuii 3Qp¢dexT, BHI3BaHHBIN [-aroHUCTaMu, JOMONHsUICA 3(QexTom
MOHTenyKacTa. JledeHrne MOHTETyKacTOM HMHTHUOMpPYET Kak pPAaHHIOK, TaK M MO3JHIO (asbl
OpoHXoOcIma3Ma BCIICJICTBUE AHTUTCHHOW CTHUMYJSIUA. MOHTETyKacT, IO CpaBHEHHUIO C Tuiarebo,
CHIDKAeT YpOBEHb H03MHO(DUIOB B Mepu(epuyeckoil KpOBU y B3pOCHBIX U JeTeil. B oTnenbHOM
WCCTICIOBAHUH TIPH JICYEHUE MOHTEITYKACTOM CYIIECTBEHHO CHIKAJIOCh KOJMYECTBO 203MHO(PHUIIOB B
IBIXaTeNbHBIX TYTAX (OMpefeNneHo IO aHalu3y MOKPOThI) M YPOBEHb DO3MHO(UIOB B
nepudepuIecKor KpOBH, H YITyUIIAICS KIMHUIECKUNA KOHTPOJIb aCTMBI.

B nccnenoBanusax ¢ yuacTueM B3pOCIBIX MOHTENYKAcT B 103€ 10 mr 1 pa3 B CyTKH, 110 CPaBHEHUIO C
maanedo, TMPOAEMOHCTPUPOBAT 3HAUUTEIBLHOE YIYUIIeHHEe TokazaTens yrpeHHero O®BI1
(m3meneHus ot ucxoaHoro Ha 10,4 % mo cpaBuenuto ¢ 2,7 %), yrpeHHEH MaKCUMalbHOW 00bEMHOMN
ckopoctu Beitoxa (MOCB) (u3MeHeHHsT OT UCXOAHOTO Ha 24,5 JI/MHH 1O CpaBHEHUIO C 3,3 JI/MUH) U
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3HAYUTEIILHOE YMEHBIIIEHUE 00IIeT0 MPUMEHEHHs J-arOHICTOB (M3MEHEHUsI OT UCXOAHOTO: -26,1 %
no cpaBHeHuto ¢ -4,6 %). OOserdeHre AHEBHBIX W HOYHBIX CHMIITOMOB aCTMbI, IO OICHKaM
MAIMEeHTOB, OBUIO 3HAYUTEIHHO JIYUIIe, YeM MPU MPUMEHEHUH I1J1a1e0o.

HccnenoBanuss ¢  ydacThdeM B3pOCHBIX  MAlMEHTOB  IPOJEMOHCTPUPOBAIU  CIIOCOOHOCTH
MOHTEIIYKacTa JIOTMOJHATh KIMHUYECKHHA d3(P(eKT UHramsunoHHbIX KopTHKOcTepounoB (%
M3MEHEHUS OT HCXOIHOTO IOKa3aTens Uil HMHTaISIHMOHHOTO OEKJIIOMEeTa30Ha B KOMOHMHAIMH C
MOHTEJIYKAaCTOM IO CPaBHEHUIO C OEKJIOMETa30HOM, COOTBeTCTBeHHO, i ODBI1: 543 % mo
cpaBHenuo ¢ 1,04 %; npumenenue -aronuctos: -8,70 % mno cpaBHeHwuto ¢ 2,64 %). [1o cpaBHeHUIO
C MHTaJIsSUOHHBIM OekimomerazoHoM (200 MKr 2 pa3a B CYTKH, CHEHCEpHOE YCTpPOMCTBO),
MOHTENYKAacT MPOJEMOHCTPUPOBai OoJiee ObICTPBIM HAaYalbHBIM OTBET, XOTSA Ha MPOTXKEHUH 12-
HE/IEIBHOTO HCCIENOBaHMs OCKIIOMETa30H MPHUBOAMI K Ooyiee BBIPAKEHHOMY CpEIHEMY
TepaneBTuueckomMy 3dpdexty (% Hu3MeHeHHS OT HCXOJIHOTO AJisi MOHTEIyKacTa IO CPaBHEHUIO C
OeKIIOMeTa30HOM, COOTBETCTBeHHO, Mt ODB1: 7,49 % mno cpaBuenuto ¢ 13,3 %; npumenenue -
aronucta: -28,28 % mno cpaBuenuto c¢ -43,89 %). OgHako mpu cpaBHEHUH C OCKIOMETa30HOM, Y
OO0JIBIIIETO KOJIMYECTBA MAIEHTOB, MOTYYaBIIMX JICUCHHE MOHTEIYKACTOM, JTOCTUTHYT HOJOOHBIIN
KIIMHUYECKHi oTBeT (T.e., y 50 % manueHToB, Noay4yaBUINX JIeYeHHE OEKIIOMETa30HOM, TOCTUTHYTO
yinyumieauss O®B1 npubnuzurensho Ha 11 % wnm 607bIIe IO CPaBHEHUIO C UCXOAHBIM, B TO BPEMsI
Kak y 42 % nanueHToB, MOJy4YaBIIUX JIEYCHHUE MOHTEIYKACTOM, JOCTUTHYT TaKOW e OTBET).

B 8-HenenbHOM HCCeOBaHUU C y4acTUEM JeTel B Bo3pacte oT 6 10 14 metT MOHTenyKacT B J03€ 5
Mr 1 pa3 B CyTKH, 10 CpPaBHEHHIO C IUIanedo0, CYIIECTBEHHO YIIyUIIajl PECHUPATOPHYIO (DYHKIHIO
(ODBI1 8,71 % no cpaBHeHuto ¢ 4,16 % HU3MEHEHHEM OT MCXOIHOTO IOKa3aTelsl; U3MEHEHHUE OT
ucxoaHoro mokazarens yrpenneir MOCB 27,9 n/munyry mo cpaBHeHuio ¢ 17,8 n/mMuHyTy) M
CHIDKAll  4acTOTy MpPUMEHEHUs [(-aroHHUCTOB IO He0oOXOAUMOCTH (M3MEHEHHE OT HCXOIHOIO
nokasarensi: -11,7 % no cpaBaenuto ¢ +8,2 %).

B 12-mecsuHoM wuccnenoBaHMM CpaBHEHHMS 3(P(PEKTHMBHOCTH MOHTEIYKAacTa M HHTAISALMOHHOTO
(bayTUKazoHa NIt KOHTPOJISI aCTMBI y JIeTei B Bo3pacte oT 6 10 14 jieT ¢ mepcucTupyromei acTMon
JIETKOM CTeNeHM TSHKECTH MOHTENyKacT Obul He MeHee 3¢ (eKTUBHBIM, ueM (IyTHUKa30H,
OTHOCHUTEIIFHO YBEIMYECHHS, B TPOIIEHTHOM BBIPQKEHWH, KOJIMYECTBA HHEW Oe3 NpHUMEHEHUs
HEOTJIOXKHOTO Tpernapara Juls JeueHHsl acTMbl (IepBUYHAs KOHeuHas Touka). B cpeanem 3a 12-
MECSYHBIM TEepUOJl MPOLEHTHBIN IOKa3aTelb KOJWYecTBa JHEH 0e3 NpHMEHEHUs HEOTJIOKHOM
Tepanuu yBennuwica ¢ 61,6 no 84,0 B rpynme moHTtenykacta u ¢ 60,9 nmo 86,7 B rpymme
¢nytukasoHa. B rpynmax otnmume cpeaHekBaiparudeckoro (LS) yBennueHus, B NpPOLEHTHOM
BBIPQ)KEHUH, KOJIMYECTBA JHEW Oe3 NPUMEHEHHUS HEOTJIOKHOW Tepanmuu OBbLJIO CTaTUCTHYECKU
sHaunmbM (-2,8 ¢ 95 % U -4,7, -0,9), HO B mpenenax MpeaBapUTEIbHO YCTAHOBJICHHOW (He
MEHbIIIE) KITUHUYECKOH 3PPEKTUBHOCTH.

MoHnTenykactT ¥ (UIYTHKa30H TaKKe YyAydIladld KOHTPOJIb acCTMbl BTOPHUYHBIX TEPEMEHHBIX,
OLIEHUBABIINXCS HA MPOTSHKEHUU 12-MECSUHOTO MEepHOoIa JICUESHHUS.

O®BI1 ysemnmumiica ¢ 1,83 nmo 2,09 n B rpymme MoHTenykacta u ¢ 1,85 nmo 2,14 n B rpymnme
¢nyruka3zona. MexXrpynmnoBoe otTiauuue mokazatens LS orHocutensHo yBenuueHuss OPBI
cocrasuio -0,02 i ¢ 95 % AU -0,06; 0,02. Cpeanee yBenIndeHHE TTO CPABHEHHUIO ¢ UCXOIHBIM B %
nporHo3upoBanHoro O®B1 cocrasuiio 0,6 % B rpymnme Je4eHnss MOHTEIYKAacToM U 2,7 % B rpymnie
nedeHus ¢aytukazoHoM. Otriuune mnokaszatens LS oTHocHTenbHO M3MEHEHHUs MO CPAaBHEHUIO C
ucxoaHbIM % nporaozupoBanHoro O®B1 Oww10 cymecTBeHHBIM: -2,2 % ¢ 95 % JIU -3,6; -0,7.
[IporuieHTHBINM MOKa3aTeNlb KOJIMYecTBa JHEH ¢ MpuMeHeHHeM [-aroHucra cHusmiocs ¢ 38,0 o 15,4
B Ipymne MoHTenykacta u ¢ 38,5 mo 12,8 B rpymme ¢uyTukazoHa. MexrpynmnoBoe OTIHYUE
nokazarenst LS oTHocuTenbHO MpoIeHTa AHEW ¢ MPUMEHEHHeM [3-aroHucTa OblT0 3HAYUMBIM: 2,7 ¢
95 % 11 0,9; 4,5.

[TporeHTHBII MOKa3aTeNh KOJINYECTBA MAIIMEHTOB C MPHUCTYIIOM aCTMBI (TIPUCTYI aCTMBI OTpe/IesieH
KaK TepHoJ YXYIIICHUS TEUCHHUsS acTMbl, TPeOyIOIUil JIe4eHUsI NepopaJbHBIMU CTEPOUIAMH,
HE3aIJIaHUPOBAHHOTO TIOCEIICHMsI Bpaya, MyHKTa HEOTJIOKHON MOMOLIM WM TOCHUTAIM3ALNN)
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coctaBui 32,2 B rpyImime MOHTelykacta u 25,6 B rpymnne QpiryTuka3oHa; K03 (QUIIHEHT PacX 0k ICHUS
(95 % [WN) 3naunrtensHbIi: paBen 1,38 (1,04; 1,84).

B nepuon uccnenoBaHus cUCTEMHBIE (B OCHOBHOM, IEPOPAIbHBIE) KOPTUKOCTEPOUIBl IPUMEHSIIH
17,8 % maumentoB B rpymnmne mMontenykacta u 10,5 % B rpynme ¢uyrukazoHa. MexrpynmnoBoe
otnnuue nokasareis LS 610 3HaunMeM: 7,3 % ¢ 95 % JIW 2,9; 11,7.

3HaYMTENIbHOE CHIYKEHUE TTOKa3aTeliss OpOHXOCIa3Ma, CBsi3aHHOTO ¢ (pu3ndeckoit Harpyskou (BOH),
HaOmonanock Ha 12-i Hemene ucciueoBaHus y B3pOCHbix (MakcuMmanbHoe cHkeHnne ODB1 22,33
% nns MoOHTenykacTa 1o cpaBHeHHIO ¢ 32,40 % nns mane6o; BpeMmsi 10 BOCCTAHOBJICHHUS B
npenenax 5 % ot ucxonnoro O®BI1 44,22 munyTtsl o cpaBHenuto ¢ 60,64 MuHyThI). ITOT 3 DHeKT
OBLT ITOCIIeIOBAaTEILHBIM Ha MPOTSDKEHUU 12-HeaenbHOro nepuoaa ucciaeaopanus. Camkenne bOH
TaKXke ObLIO MPOJIEMOHCTPUPOBAHO B KOPOTKOM HCCJIEOBAHUHU C YYAaCTHEM JeTei (MakCHMaIbHOE
camxenue OOB1 18,27 % no cpaBHenuto ¢ 26,11 %; Bpems 10 BoccTaHOBJIEHUS B Ipeaenax 5 % ot
ucxoanoro O®B1 17,76 MmunyT no cpaBHeHuto ¢ 27,98 munyt). ekt B 000uX HCCIeTOBAHHUIX
ObLT MPOJIEMOHCTPUPOBAH K KOHIy MHTEpBaja 103upoBanus rnpenapata (1 pas B CyTkn).

VY ManveHToB C YyBCTBUTEIBHOCTHIO K ACHUPHUHY, MOJYYaBIIUX OJHOBPEMEHHO HMHTAJSIIMOHHBIC
W/UIM TiepopalibHble KOPTUKOCTEPOUIbI, JIEYEHHEe MOHTEIYKAacTOM, MO CPaBHEHHMIO C IjIaiedo,
MPUBOJMJIO K 3HAUUTEIBHOMY YJIYUIIEHUIO KOHTPOJIS aCTMbl (MI3MEHEHHUE OT HCXOJHOTO MOKa3aTess
O®BI1 8,55 % mo cpaBHenuio ¢ -1,74 % u nM3MEHEHHWE OT HMCXOAHOTO B CHIKCHHH OOIIETro
npuMeHeHus B-aronucta -27,78 % 1o cpaBHeHwuo ¢ 2,09 %).

Dapmakokunemuxa

Bcacvisanue

MomnTenykact ObicTpo abcopOupyeTcst mocie MepopalbHOTO MNpuMeHeHHus. Jlias TabneTok,
MOKPBITHIX TUICHOYHOM 000j0ukoif, mo 10 mr, cpennsis makcumainbHas KOHIEHTpaus (Cmax) B
mwiasMe KpoBu jocturaercst deped 3 uaca (Tmax) Iocie mpUMEHEHus IpernapaTta B3pOCIbIMU
HaTolaKk. bHOJOCTYMHOCTE TIpH MepopaIbHOM MPUMEHEHHH B cpeiHeM cocTaBiseT 64 %. [Ipuem
OOBIYHOM MUIIY HE BIUSI HA OMOJOCTYITHOCTh IIPU NMEPOPATLHOM MTpUMEHEHUHU U Ha Cmax.

Jlnis TabieTok xeBaTeNbHbIX, MO0 5 MI, Cmax JOCTUTANIACH Yepe3 2 Yaca IMoclie MpHeMa HaTOoIlaK y
B3pocabix. CpenHsis OWOAOCTYMHOCTh TPHU TEPOPATILHOM TPUMEHEHUHM cocTaBisia 73 % u
CHIDKazach 10 63 % npu npueme co CTaHAapTHOM MUILEH.

besonacHocth U 3¢ (HEKTUBHOCTH OBUTM TOATBEPXKJIEHBI B KIMHUYECKHX HCCIECIOBAHUSIX TIPH
MPUMEHEHUH Ta0JEeTOK, MOKPBITHIX 000104Kkoil, 10 Mr, keBaTenbHBIX TaOIETOK 4 Mr U 5 MT
HE3aBHCHUMO OT IIpUEMa MUIIH.

Pacnpeoenenue

MomnTenykact 6onee yem Ha 99 % cBs3piBaeTcs ¢ Oenkamu 11a3Mel KpoBu. OO0BEM pacripeeieHus
MOHTENyKacTa B PaBHOBECHOM COCTOSTHUU COCTaBisieT B cpeaHeM 8—11 nutpos. MccrnenoBanus Ha
KpbICax C MPUMEHEHHEM DPAJUOAKTUBHO MEUEHOIO0 MOHTENIyKAacTa yKa3bIBalOT HAa MHUHHUMAaJbHOE
pacripesielieHue TpU TPOHUKHOBEHMM dYepe3 TremMaTosHuedanuueckuii Oapbep. Kpome Toro,
KOHIEHTPAllMU PaJMOaKTUBHO MEYEHOro BellecTBa depe3 24 dyaca mocie mnpueMa J03bl ObUIn
MUHUMATBHBIMU BO BCEX JPYTUX TKAHSIX.

Memabonusm

MoHTenykacT akTUBHO MeTabonu3upyercs. B nccienoBaHusX npu MpUMEHEHUH TePareBTHUECKUX
7103, KOHUEHTpallMu MEeTa0OJUTOB MOHTENyKacTa B IUIa3Me€ KpOBH ObUIM HIKE IIpejena
OoOHapyKEeHHsI IPU PABHOBECHOM COCTOSIHUU Y B3POCIHBIX U JETEH.

In vitro uccnenoBanus Ha MEKPOCOMax TEUYCHH YeIOBEKa YKa3bIBAIOT Ha TO, YTO HUTOXPOMbI P450
3A4, 2A6, 2C8 u 2CY9 mpuHHMMAlOT ydacTHe B MeTabosm3Mme MoHTenykacta. Ilo pesynbratam
JIOTIONTHUTEIIbHBIX ~MCCIICAOBAaHUN MHKPOCOM TMEUeHH 4YeJoBeKa IN  VItr0 TepaneBTHYECKHUE
KOHIIGHTPALIMU MOHTEIYKacTa B IUIa3Me KPOBU HE MHTUOMpYIOT 1uToxpomsl P450 3A4, 2C9, 1A2,
2A6, 2C19 wmu 2D6. Pomp MeTa0OJMTOB B TepameBTHYECKOM 3(P¢deKTe MOHTeTyKacTa —
MUHUMAJbHAS.
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Buiseoenue

[1na3MeHHBINA KIMPEHC MOHTEIYKACTa Yy 3[0POBBIX B3POCIBIX COCTAaBISET, B CpeaHeM, 45 MII/MUH.
[Tocme mepopanbHOrO TPUMEHEHHS]  PAJMOAKTUBHO  MEuYeHOro MoHTenykacta 86 %
PaIMOAKTUBHOCTH BBIBOJIUTCA B TeueHue S5 aHer ¢ kanmoM M <0,2 % — ¢ mouoil. YuuThiBas
OMOJIOCTYITHOCTh MOHTEIYKAcTa TOCIe TEepOopaTbHOrO MPUMEHEHHS, 3TO YKa3blBaeT Ha TO, YTO
MOHTENYKaCT M €ro MeTa0OJUThl BBIBOAATCSA, MPAKTHYECKH IOJTHOCTBIO, C Kemubio.B psze
WCCJICTOBAaHWM, TICPHO/I ITOTYBBIBEICHUSI MOHTEIIYKacTa Koyebaucs ot 2,7 10 5,5 4acoB y 3I0pOBBIX
MoJIo/IbIX Jofeil. dapMaKkOKMHETHKAa MOHTEIYKAacTa MOYTH JIMHEeWHA JUIsl IepopaibHbIX /103 710 S50
Mr. Hukako#t pa3HuIlsl B apMakKOKHHETHKE HE OBUIO OTMEYEHO MEX]y IPHEMOM IpernapaTa yrpoM
wiu BeuepoM. [lpu onHOKpaTHOM mpueme 103upoBKU 10 M MOHTENIyKacTa B CyTKH, HAOJI01aeTCs
HEeOOJIbIIIOE HAKOTUICHHE UCXOIHOTO npemnapata B miasme (~14%).

Ocobennocmu y pasniudnsix epynn nayueHmos

Het HeoOxoaumMocTy B KOPPEKIIMHU JO3BI Y JIHUI] TOKUJIOTO BO3pacTa WM MAIIMEHTOB C HAPYIICHHEM
(GYHKIMK TEYeHH OT JIETKOW 10 YMEpEeHHOW CTemneHu TshkecTu. MccnemoBanus ¢ ydacTuem
MAlMEHTOB C HApYIICHUSAMU (PYHKIHMHM TOYEK HE MPOBOIMIHCH. [IOCKONBKY MOHTEIYKAcT M €ro
METaOOMTHI BEIBOJIATCS C JKETYbI0, HE TIPEIOaraeTcs, 4ro 0yaeT HeoOX0 MO KOPPEKIUS O3B
MOHTENyKacTa y MalUeHTOB C HapyIIEHUSMU (QYHKIMHM Mo4eK. HeT naHHBIX OTHOCHUTEIHHO
(hapMaKOKMHETHKU MOHTEIYKacTa y MalMeHTOB C TsHKeNol (opMoil HapyuieHUus: QYHKIIUU MeUeHU
(>9 o mkane Yaing — [1s10).

[Tpu nmpumMeHeHHH BBICOKHX 103 MOHTenykacTa (B 20 u 60 pa3 mpeBbIIAIOIINUX PEKOMEHIOBAHHYIO
703y JUIS B3POCIIBIX) HAOIIOAAIOCh CHIDKEHUE KOHIICHTPAIMU Teo(UUIMHA B TIa3Me KPOBH. DTOT
a¢dexT He HabMIOMAICTd MPU NPUMEHEHUHU IpernapaTa B peKoMeHoBaHHOH mo3e 10 mr 1 pas B
CYTKH.

[Ipodune KOHIIEHTpaKM MOHTENyKAacTa B TUIa3Me MOocie MpuemMa TabJIeTOK, MOKPHITHIX 000I0UKON
10 mr, cxoxuil y nopoctkoB [ 15 set u Mmonoaeix mroaeit. Jlosuposka 10 Mr pekoMeH10BaHa IS
npueMa nanuenramu [ 15 ner.

dapMaKOKMHETUYECKUE UCCIIEIOBAHMS TTOKA3bIBAIOT, YTO MPOMUIN KOHIIEHTPAIMU MOHTENyKacTa B
MJ1a3Me KPOBU MOCTIE MPUMEHEHHS KEBATEIbHBIX Ta0JIETOK 4 MT y TIeIUATPUUECKUX TAallUeHTOB 2 —
5 NeT M XKeBaTeNbHbIX TaONETOK 5 MT y MeInaTPUUECKUX MarueHToB 6 — 14 jet cxoxu ¢ npoduiem
KOHIIEHTPAllMd MOHTENIyKacTa B IJIa3Me KpOBU i TaOJETOK, MOKPBITHIX 000704Kkoil, 10 mr y
B3pPOCJIBIX MAlMEeHTOB. Takum 00pa3om, jkeBaTeIbHbIe TAONIETKH 5 MT TOJKHBI OBITh MCIIOIH30BAHbBI
y neAuaTpUuecKuX MmarueHToB 6 — 14 jer u , keBaTelbHBbIE TAOJETKU 4 MT y MEIUATPUUCCKUX
MaIUEHTOB 2 — 5 JIET.

INOKA3AHUA AJ1A IPUMEHEHUSA

CUHI'VJISIP mokazan yisi Je4eHHs acTMbl (Kak JOMOJIHHUTENbHAs TEepamus) y TalUeHTOB C
MEPCUCTUPYIOLIEN aCTMOM OT JIEFKOW 1O YMEPEHHOW CTENEHU TSKECTH, KOTOpas HEAOCTATOYHO
KOHTPOJIUPYETCS MPUEMOM HMHTATSAIMOHHBIX KOPTUKOCTEPOUIOB, & TAKXKE Y KOTOPBIX MTPUMEHEHUE
[-arOHUCTOB KOPOTKOTO JEWUCTBUS «IIO0 HEOOXOAMMOCTH» HE O00€CIeUnBaeT JOCTaTOUYHOTO
KJIMHUYECKOTO KOHTPOJISI ACTMBI.

CUHI'VJISIP Takke MokeT OBITh Tepamueld BBIOOpAa BMECTO HHU3KUX J03 WHTAISIIUOHHBIX
KOPTHKOCTEPOUOB Y MAIIMEHTOB C IEPCUCTUPYIOIIECH aCTMOM JIETKON CTENEHHU TSIXKECTH, Y KOTOPBIX
3a TIOCTeHEee BpeMs HE OBLIO CEpbEe3HBIX MPHUCTYNOB acCTMbl, TPEOYIONUX MPUMEHEHUS
MepopaIbHbIX KOPTHUKOCTEPOUIOB, a TaKKe y OOJBHBIX, KOTOpPbIE HE CIIOCOOHBI HMCIOJIB30BATh
WHTAIISIMOHHBIE KOPTUKOCTEPOHIBI (CM. paznen «Crnocod MpUMEHEHHUS U I03UPOBKAY).
CUHI'VJISIP Takke mnokazaH A NPOQHIAKTUKH acTMbl, NP KOTOPOH JOMHUHHPYIOIIUM
KOMITOHEHTOM SIBJISIETCSI OPOHXOCIAa3M, UHAYIIUPOBAHHBIN (DU3MUECKON HArpy3KOM.
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CIIOCOB ITPUMEHEHMUSA 1 1IO3UPOBKA

Ho3a ansa nereit B Bozpacte oT 6 no 14 ner cocrasisier 1 keBarenpHyro Tadierky 5 mr 1 pa3 B
cytku, BeuepoM. CUHI'VJIAP cnenyer npunumath 3a 1 yac 10 mpueMa NUINKA WIM 4epe3 2 yaca
nocye eapl. Her HeoOX0qMMOCTH B KOPPEKIMH JI03bI B TON BO3PACTHOM rpymIIe.

Obwue pexomenoayuu. Tepaneptuueckoe BozzaeiicTBue mnpernapara CUHIYJISIP na nokazatenu
KOHTPOJISi OpOHXMAIBHOM acTMBI pa3BuBaeTcs B TeueHue 1 nus. [lanuenTtam cieayeTr cooOmuTh, YTO
uM HeoOxoaumo mnpuHuMath mnpenapar CHUHIVIIAP, naxe ecnm ymanoch MOCTHYh KOHTPOJIS
acTMbl, a TAK)KE B IEPUOABI YXYIICHNUS TEUEHUSI ACTMBI.

Her HeoO0XoAMMOCTH B KOPPEKIUH 103bl JUIS MAalMEHTOB C HapylleHHeM (YHKIUU MOYEeK WIH C
HapymeHUsIMA (YHKIIMM TI€YEHH OT JIETKOM [0 YMEpEHHOH CTemneHW TspkecTH. Her maHHBIX
OTHOCHUTEJIbHO TAIlMeHTOB C TspKenod (opmoit Hapymenus ¢GyHKIUM nedeHd. Jlo3upoBka ams
MaJIbUMKOB U J€BOYEK OJIMHAKOBASI.

CUHT'VJIAIP kax mepanus 6b160pa émecmo HU3KUX 003 UHSAISAYUOHHBIX KOPMUKOCIEPOUOO8 NPU
nepcucmupylowei acmme Jjeckou cmenenu msaxcecmy. MOHTEIyKacT HE PEKOMEHJOBaH Kak
MOHOTEpanusi i MAalMEeHTOB C NEPCUCTHPYIOLIEH acTMOM YMEPEHHOM CTENEHU TSKECTH.
[IpumeHeHne MOHTENyKacTa Kak albTEpPHATUBHOM Tepanuyu HU3KOJO030BbIM HHTAIALIMOHHBIM
KOPTUKOCTEPOHUJIaM Yy JI€T€d C NEPCUCTUPYIOIIEH acTMOM JIETKOW CTENEHU TSHKECTU CIIEIYeT
paccMaTpuBaTh TOJIBKO JUISI MAIMEHTOB, Y KOTOPBIX 3a MOCJIETHEe BpeMs HE OBbLJIO Cephe3HBIX
MPUCTYIOB aCTMbI, TPEOYIOUINX MPUMEHEHUS MEePOPAIbHBIX KOPTHKOCTEPOUIOB, M KOTOpPHIE HE
CIIOCOOHBI MCTOJIB30BAaTh HWHTAIALNMOHHBIE KOpTHKOCTepouasl (cm. pazgen «llokasanms k
npuMeHeHuo»). Ilepcuctupyromas acTMa JErkod CTENeHH TSHKECTH OMpefelieHa  Kak
BO3HMKHOBEHHE CHUMIITOMOB acTMbl 4aile, 4yeM | pa3 B Helenro, HO pexe, yeM 1 pa3 B JIEHb,
BO3HMKHOBEHHME HOYHBIX CUMIITOMOB Halle, 4YeM 2 pa3za B MECsl, HO pexe, yeM | pa3 B HeJelnto,
HOpMaJibHas (DYHKIIMS JISTKUX B MEPHOJAX MEXIY dMU304aMu. ECiii K KOHTPOJIBHOMY IOCEIICHHIO
HE yJaJIOCh JIOCTUYb JOCTATOYHOTO KOHTPOJIS aCTMbI (0OBIYHO Ha MPOTSKEHUM 1 Mecsia), cieayer
paccMoTpeTh HEOOXOAMMOCTh B JOTOJIHUTEILHOW WM APYrol MpOTHUBOBOCIAIUTENBHON Tepanuu,
OCHOBBIBASICh Ha IIOCJIEOBATEIBHON CUCTEME JIEUEHUs acTMbl. ClenyeT NepuoJIudecku OLEHUBATh
COCTOSIHME MAllMEHTOB OTHOCUTEIBHO KOHTPOJISI aCTMBI.

Jleuenue npenapamom CHHI'VIIAP 6 3asucumocmu om Opyeux mMemooos jeyeHus acmmbl

Eciu npenmapar CUHI'VJIAP npuMeHsIOT Kak JONMOJIHUTEIBHYIO TEPANUI0 IpH JICUEHUU
MHTAILUOHHBIMU KOopTuKOocTepouaamu, npenaparom CHUHI'YJISIP He cnenyer pesko 3aMeHATh
WHTAJSIITAOHHBIE KOPTUKOCTEPOUIBI (CM. pazien «Mepbl MpeI0CTOPOKHOCTH).

TaGnerku keBarenbHbIe B JO3UPOBKE 110 5 MI' IpeAHAa3HAYEHbI JUIsl IPUMEHEHH Y JIeTel B Bo3pacTe
ot 6 1o 14 ner.

Jns nereit B Bo3pacTe 15 ;er M crapiie, a Takke JUIsl B3POCIBIX BBIYCKArOTCS TaONETKH B
no3upoBke 10 mr.

B cnyuae npomycka odepeaHOro nmpuema npenapara ManMeHT JOJDKEH MPUHATH CIEAYIOIYIO A03Y
npemnapaTa B 00bI4HOe Bpemsl. [lalineHT He 1o/ KeH MPpUHUMATh J1BE A03bl OIS,

MMOBOYHOE JENCTBHUE

MoHnTenykacT NpUMEHSIICS B CIIEYIOIIUX KIMHUYECKUX UCCIIEIOBAHUSIX:

* TaOJIETKH, MMOKPBITHIC TUICHOYHOUM 0007049K0i, 110 10 Mr, — mpubnusurensHo y 4 000 manueHToB B
BO3pacte 15 net u crapiue;

* Ta0JICTKH JKEBATEJIBbHBIE 110 5 MT — ipuOm3uTeNbHo y 1 750 meteit B Bo3pacre ot 6 10 14 jer.

B xone KIMHUYECKHX HCCIEAOBAHUN O CIEAYIONMIUX MOOOYHBIX PEAKIHsIX COOOMIANOCh 4acTo (OT
>1/100 mo <1/10) y manueHToB, MOJy4YaBUIMX JIEYEHHE MOHTEIYKAacTOM, a Takke C OoJjblien
9acTOTOM, YeM Y MAlUEeHTOB, MOJTYYaBIINX JIEYCHHE T1I1are0o0.
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Kiacc cucrem opranos B3pocibie manueHTsl, Hern,

15 ner u crapie ot 6 no 14 ner,
(1Ba 12-HenenbHBIX (onHO 8-HenmeabHOE
uccaenaoBanus; n=795) uccnegosanue, N=201;

Ba 56-HeeNbHBIX
uccienoBanus, N=615)

Hapymienust co CTOpOHbBI HEpBHOU roJIoBHast 60JIb roJioBHast 0OJIb
CHCTEMBbI
Hapymenust co cTOpoHbI KeTyIo4YHO- |  a0aoMuHaibHas 00Jb

KHUIICYHOI'O TPaKTa

B xnuHnyeckux HCCIICAOBAHUAX HpPU JJIWUTCIBbHOM JICUCHUHW Ha HNPOTAKCHHUU 2 JIeT ¢ ydyaCcTuem
HEOOJIBIIOr0 KOJMYECTBA B3POCIBIX MALMEHTOB U HA MPOTSDKEHUU 12 MecslleB C yuacTHEM JETel B
Bo3pacte oT 6 0 14 et npod b 6€30MacHOCTH HE MEHSIICS.

ITocTMapKeTUHTOBLIN ONBIT IPUMEHEHHUS [IpernapaTa

O craenyronmx NOOOYHBIX PEAKIUAX COOOIATIOCH B XO/€ TOCTMAPKETHHIOBOTO MPUMEHEHUS;
peaKiuu YyKa3aHbl COTJIACHO KjlaccaM CHCTEM OpPraHOB U CIeHUalbHBIM TEPMHUHAM MOOOYHBIX
peakuuii. YacToTa onpeaesieHa 1o COOTBETCTBYIOIIUM KIMHUYECKUM HCCIICTIOBAHUSM.

Hnghexyuu u uneazuu: o4eHb 4acTo — MH(MEKIIMHU BEPXHUX OTACIIOB PECIIUPATOPHOTO TPAKTA.
Hapywenus co cmoponsl kposu u aumgamuueckol cucmemul. PeAKO — MOBBIILIEHNE CKIOHHOCTU K
KPOBOTEUYEHHIO, TPOMOOIIUTOIICHUSI.

Hapywenus co cmoponvt ummyHHOU cucmemvl: HEYACTO — PEAKIMH T'MIIEPUYBCTBUTEIBHOCTH,
BKJIIOUasi aHA(UIIAKCHIO; OYEHb PEIKO — Y03MHO(UIbHAS HHPUILTPALIUS TEYCHHU.

Hapywenus co cmoponsl ncuxuxu: HE4acTO — MaTOJIOTMYECKUE CHBI, BKJIIOYAs HOUHbIE KOLIMAphl,
OeccoHHMIIAa, COMHAMOYJM3M, BO30YKICHHOE COCTOSHUE, aXHUTallMs, BKJIIOYas arpecCUBHOE
MOBEJICHUE WM BPaXKAEOHOCTb, JIENIpecCcHs, ICUXOMOTOpPHas TUIIEPAKTUBHOCTH (BKIIIOYast
pa3IpaKUTENBHOCTD, OCCIOKONCTBO M TPEMOp ); PEAKO - YXYAIICHHE MaMSTH, O0OCECCHBHO-
KOMITYJIbCUBHBIC CHUMIITOMBI, HAPYIICHHUC BHHUMAHMHA, OYCHbL PCAKO — TraJuIrolMHaInunu, I[I/IC(l)GMI/IfI
(3auKaHue), 1e30pUEHTAIUS, CYUIIUAATbHBIE MBICIH U MIOBEJICHUE (CYHIINIaTbHOCTD), THK.
Hapywenus co cmoponvl mnepenoii cucmemvl: HEYACTO — TOJOBOKPYKEHUE, COHJIUBOCTH,
MapecTe3nH/TUNecTe3us, CyJOPOTH.

Hapywenus co cmoponwl cepoya: penko — cepaueOueHue.

Hapywenus co cmoponvl pecnupamopHou cucmemsl, 0peaHo8 2pyoOHOl KIemKU U CPeOOCHeHUsL:
HEYacTO — HOCOBOE KPOBOTEUYEHME; OUeHb peako — cupapom Yepmxa — Crpocca, jerodsas
503MHOPHIIHUS.

Hapywenus co cmopomuwi oscenyoouno-kuuieuno2o mpaxkma: 4acto — Jauapes, TOIIHOTa, PBOTA;
HEYaCTO — CyXOCTh BO PTY, JUCTICTICHS.

Hapywenus co cmoponsl eenamobunuapHotl cucmemsl: 4acTO — OBBIIIIEHHE YPOBHEN TpaHCAMUHA3

(AJIT, ACT) B CBIBOpPOTKE KpOBH; OYEHb pEAKO — TenaTuT (BKIIOYas XOJECTaTUYECKH,
renaToleTIOSPHBIN, a TAaKKe CMEIIaHHOE MOPaKEHHE MTEYSHH ).
Hapywenusa co cmopoHbl KOJMCU U NOOKOJCHOU KIemuyamku: 4YacTo — Cblllb;, HEYacTo —

KpPOBOIIOATEKH, KpanuBHUIIA, 3yJ; PEIKO — AHTMOHEBPOTHYECKHHM OTEK; OYEHb PEIKO — Y3JI0Bas
spuTeMa, MyIbTU(OPMHAs dpUTEMA.

Hapywenus co cmoponbl cKkenremno-mblueyHolu CUcmemvl U COeOUHUMENbHOU MKAHU: HEeYacTo —
apTpajrusi, MUAITHUs, BKIIIOYast MBIIIIEUHBIE CIIa3MBbl.

Hapywenus co cmoponbl Mouesbieoosweli cucmemsl: S3Hype3 y JeTel.

Hapywenua obwezo cocmosanus u ceésa3amHvle co cnocoboM npuMeHeHus npenapamad: 4acTo —

IMUPEKCHUA, HEYACTO — aCTeHI/IH/YTOMJ'ISIeMOCTB, HEIOMOI'aHUE, OTCK.
- peaxo
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[Ipy mOSBICHMM TEPEUMCIICHHBIX MOOOYHBIX pEaKIMi, a TaKXKe pPeakluu, HE YKa3aHHOW B
MHCTPYKILIUHU, HEOOXOMMO 00paTUThCA K Bpauy.

IMPOTUBOIIOKA3AHUA
I'unepuyBCTBUTENBHOCTh K JCHCTBYIOLIEMY BELIECTBY WJIM K JIOOOMY M3 BCIHOMOTIaTeJbHBIX
BEILECTB.

MNEPEJO3UPOBKA

Her cneumanphoil uH@OpManuu O JEUYEHUM NEPEAO3HUPOBKH MOHTEIYKACTOM. B IIMTEenbHBIX
MCCIICIOBAaHMUSIX OTHOCHTEJIBHO aCTMbl MOHTEIYKACT Ha3Hadaid B qo3ax A0 200 Mr/cyT B3pocibIM
MalUeHTaM Ha MPOTSHKCHUH 22 HEJeNb, & B KOPOTKUX HUCCIEAOBaHUAX — B 103ax A0 900 mr/cyT Ha
MPOTSHKEHUHM OKOJIO | HeNenw, 9To HE COMPOBOXKIAIOCH KIMHUYECKH BBIPAKCHHBIMU MOOOYHBIMU
peaKusIMu.

beutn  cooOmeHust 00 OCTpoOil THEpeao3UpOBKE MOHTENyKacTa B XOAE IOCTMAapKETHHTOBOTO
MPUMEHEHHUS] M KIMHUYECKHX uccienoBaHuii. OHM BKIIOYAIOT COOOMICHHS O MPUMEHEHUH
B3pociabIMH U AeTbMH 10361 1 000 mr (mpubnmsutensHo 61 Mr/kr y peGeHka B Bospacte 42
MecsiieB). HabmionaBuimecss kKiuHUYecKHe W Ja0OpaTOpHbIE M3MEHEHHsS ObUIM COMOCTaBHMBI C
npoduiiem 6€30MacHOCTH y B3POCIIBIX U JeTei. B OONMBIIMHCTBE CITydacB Mepe03upOBKY TOOOYHBIX
peakuuii He Bo3HUKano. Hanbomnee yacTo BO3HUKABIINE MOOOYHBIE PEAKIIUU OBUIH COMOCTABUMBI C
npoduieM 0e30MacHOCTH MOHTEIYKACTa M BKIIFOYAIIM a0OMUHAIBHYIO 00Jb, COHIIMBOCTD, KXY,
TOJIOBHYIO 00JIb, PBOTY U IICHXOMOTOPHYIO TUIIEPAKTUBHOCTb.

HeusBecTHO, BBIBOJUTCS JIM MOHTEIYKAacCT W3 OpraHu3Ma IpU IPOBEACHUM IEPUTOHEATBHOIO
JMalv3a Uik reMoInanusa.

MEPBI IPEJOCTOPOXHOCTH

HaIII/IGHTI)I AOJDKHBI 3HATb, 4YTO MOHTCIYKACT JIA MCPOPAJIBbHOTO HNPUMCEHCHHA HHKOIrJa HE
UCIOJIB3YIOT JUISl JIEUEHUSI OCTPBIX MPUCTYIIOB aCTMBbI, a TAKXKE YTO OHHU JOJDKHBI BCEr/la UMETh IIpU
ceO0e COOTBETCTBYIOIIMM Mpenapar A»KCTpeHHOH mnomomu. I[Ipu ocTpom mnpucrymne cienyer
UCMOJIb30BaTh UHTAISALMOHHBIE 3-arOHUCTBI KOPOTKOTo AeiicTBUA. TlaineHTs! TOKHBI KaK MOXHO
ObICTpee MPOKOHCYJIBTUPOBATHCSA C JOKTOPOM, €CIM OHM HYXKAAIOTCA B OOJIBIIEM KOJIMYECTBE [3-
aroHMcTa KOPOTKOTO JIEHCTBHUSA, UeM OOBIYHO.

MOHTGHYKaCT HEC JOJDKCH PE3KO 3aMCHATH MHIAJIIIUOHHBIC UKW IICPOPATIbHBIC KOPTUKOCTCPOUABI.
Hert naHHBIX, HOATBEPKIAIOIINX, YTO 1032 HEPOPATBHBIX KOPTUKOCTEPOUIOB MOXKET OBITh CHUXKEHA
IIpY OAHOBPEMEHHOM IPUMEHEHUH MOHTEIYKACTA.

Coobmanoch 0 ciayyasx HEHpONcUXMaTpUYeCKUX HapyUIeHHH Yy NalMeHTOB, NPUHUMAOLINX
MOHTCITYKACT. HOCKOJ’IBKy Pa3JIMYHBIC @aKTopm MOTJIM MPUBCCTH K I3THUM CliydassM, HCU3BCCTHO
CBSI3aHBl JIM OHU C NPUEMOM MOHTEIyKacTa. Bpaum nomKHBI 00CYKAaTh MOJOOHBIE MOOOYHBIE
MMpOABJICHUA CO CBOMMH NMallMCHTaAMU /A OIICKYHaMH. HaHI/IeHTLI A/WIA UX OIICKYHBI JOJI?)KHBI
ObITHh MPOMH(YOPMUPOBAHBI O TOM, YTO OHM JOJDKHBI COOOIIATh CBOMM BpayaM O MOJ0OHBIX
HapyILICHUAX.

B penkux cinyyasx y NAlUEHTOB, MOJYYAIOIIMX JICYEHHE AHTHACTMAaTUYECKMMM IIpernapaTaMi,
BKJIFO4YasA MOHTEIIYKACT, MOXKCET BO3HHUKATh CHCTCMHAasd BOSI/IHO(bI/IJ'II/ISI, HHOIrJa € KIIMHHUYCECKHUMU
IIPOSIBJIEHUSIMU BacCKyJINTa, XapakTepHoro st cuHapoma Yepmxa — Ctpocca (cocTosiHHE, IIPH
KOTOPOM YacTO IPOBOJUTCS JIEUEHUE CUCTEMHBIMU KOPTUKOCTEPOUAAMH). DTH CIydal 4acTo, HE HE
BcerJa OBLIN CBSI3aHBI CO CHIDKCHHEM 03Bl WM OTMEHOUW MEPOPATIBHOTO KOPTUKOCTEPOUIa. XOTS
IIPUYMHHAS CBSI3b C IPUMEHEHHUEM AHTArOHHUCTOB JIEHKOTPUEHOBBIX PELIENITOPOB HE YCTAHOBIICHA,
Bpaud JOOJDKHBI ITIOMHHUTb O BO3MOXHOCTH BO3HHKHOBCHHUA Yy ITAOWCHTOB BOSI/IHOCI)I/IJ'II/II/I,
BaCKYJISIPHOM CBINHM, YXYALICHHUS JIETOYHBIX CHUMIITOMOB, KapAHOJIOTMYECKUX OCIOKHEHUH W/HIN
Heifponatun. ITanneHToB, y KOTOPBIX BOSHUKIIN 3TH CUMIITOMBI, CJIEAYEeT IIOBTOPHO 00CIE10BaTh U
NepeCMOTPLCTh UX CXCMY JICUCHUA.
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vy MalfMCHTOB C aCHHpHH-‘{YBCTBHTCHLHOﬁ acTMOM JICUeHHE MOHTCIIYKACTOM HC OTMCHSCT
H606XOI[I/IMOCTI/I n30erathb IIPUMCHCHHA aCIlIMpruHa nin APpYIrux HCCTCPOUIHBIX
IMPOTHUBOBOCIHAJIMTCIBHBIX CPCICTB.

B cocraB npenapata CUHI'YJISIP Bxomut acmapram — HMCTOYHMK (eHmIananuHa. [lanumeHTs! ¢
(beHnIKeTOHypuel MOJDKHBI 3HaTh, YTO KaxKaas >KeBaTelibHas TalleTka MO 5 MI COJEPKUT
(deHmnanaHuH B KonndecTse, dkBuBasieHTHOM 0,842 mMr penunananvna B 1 qo3e.

JlekapcTBeHHOE CpencTBO coiepkUT MeHee 1 MMoib (23 mr) Hatpus B 1 mose (T.e. MpakKTHYECKU
«HE COJIEPIKUT» HATPHUS).

NPUMEHEHUE B [NINEPUOJ BEPEMEHHOCTHU W KOPMJIEHUA TIPYIAbBIO
bepemennocms. VMeromuecss naHHbIE U3 OMMYOJMKOBAHHBIX MPOCHEKTHUBHBIX U PETPOCIIEKTUBHBIX
KOTOPTHBIX ~HWCCJICIOBAHWM C HCIOJB30BAaHMEM MOHTEIYKacTa Yy OEpeMEHHBIX IKEHIIWH,
OLICHUBAIOIIUX OCHOBHBIE BPOXKICHHBbIC Ne(hEeKThl y JETei, HE BBISIBIIIA PUCKA, CBI3aHHOTO C
MPUEMOM MOHTENyKacTa. JlOCTynmHbIE HCCIEIOBaHUA HMEIT METOHOJIOTMYECKHE OTPAaHHYCHUS,
BKJIIOUYasi HEOOJBIION pa3Mep BHIOOPKH, B HEKOTOPBIX CIIydasx PETPOCIEKTUBHBINA COOP JaHHBIX U
MIPOTUBOPEUYUBBIE TPYIIIbI CPABHEHHUS.

CUHI'VJISIP MoXHO mNpuMEHSTh B MEpHoJ OEpeMEeHHOCTH TOJIBKO B cly4yae KpaiHeil
HEOOXOIUMOCTH.

Kopmnenue epyovio. B uccnepoBaHusix Ha KpbIcaX MPOJEMOHCTPUPOBAHO, UYTO MOHTEITYKACT
MIPOHUKAET B MOJIOKO.

Hewn3zBecTHO, TPOHUKAET JIM MOHTEIYKACT B TPYIHOE MOJIOKO Y )KEHIIUH.

CHUHI'VJISIP MOXHO NPUMEHATHh B NMEPUOJ KOPMIIEHHS TPYAbIO TOJIBKO B TE€X CIy4asX, €CJIH €ro
MIPUMECHCHHE SIBIISICTCS] 0€3YCIIOBHO HEOOXOMMBIM.

BJIUAHUE HA CIIOCOBHOCTDB YIIPABJIAATHD ABTOTPAHCIIOPTOM U JIPYTUMHU
MEXAHHU3MAMU

He oxupaercd, 4ro MOHTENIykKacT OYJeT BIHATh Ha CIOCOOHOCTh MalMEHTa YHPaBIATh
aBTOTPAHCIIOPTOM MJIM MexaHu3Mamu. OHAKO B PEAKUX CIIydasX COOOLIANOCh O COHJIMBOCTU HIU
TOJIOBOKPYKEHUHU.

B3ANMOJIEMCTBHUE C IPYTUMHU JEKAPCTBEHHBIMU CPEJICTBAMHA
MoHTenyKacT MOKHO MPUMEHATh ¢ JPYTUMH IpenapaTaMu, KOTOpble OOBIYHO HCIOJB3YIOTCS IS
npoGWIAKTUKNA U JUTUTEIBHOTO JICYCHUSI acTMBbI. B HcclenoBaHUAX B3aUMOICHCTBUIN C IPYTHMHU
npenapataMi pPEeKOMEHJIOBaHHAs KIMHUYECKas [03a MOHTeNyKacTa He OKasblBaJla KIMHUYECKU
CYIIECTBEHHOTO BIUSHHS Ha (hapMaKOKMHETHKY TaKHUX JEKapCTBEHHBIX CPENCTB, KaK TEOMWILIHH,
NPEHU30H, MPETHU30JI0H, MEepOopaTbHble KOHTPALECTITUBB (3THHUIICTPAIUOI/HOPITUHAPOH 35/1),
TeppeHauH, AMTOKCUH U Bap(hapHH.

[Tnomans moj KpuBOW KoHHEHTpanuu B IuiazMe KpoBu (AUC) MoOHTeIyKacTa CHHKAJIACh
npuomm3uTenbHo Ha 40 % y ManMeHTOB, KOTOPBIE OJHOBPEMEHHO NpHUMEHsIN (eHodapOuTal.
[Tockonbky MoOHTenykacT Metabonusupyercs nocpeactsom CYP 3A4, 2C8 u 2C9 crnenyer ¢
OCTOPO’KHOCTBHIO Ha3HauaTh MOHTENYKAcT, OCOOCHHO IETsIM, OJHOBpeMeHHO ¢ uHaykropamu CYP
3A4, 2C8 u 2C9 takumu Kak GeHUTOHH, PeHoOapOuTan u pupamMInuIrH.

HWccnenosanus in VIitro mokasaiu, 4TO MOHTEIYKACT sSBIsieTCsl MOIIHbIM nHruoutopom CYP 2CS.
OnHako JaHHbIE KIMHUYECKMX MCCIEOBAaHMN B3aMMOJAEHCTBHI C IpernaparaMH, B KOTOPBIX
M3ydaloch MPUMEHEHHWE MOHTENyKacTa M POCHUTIIMTa30Ha (MapKepHBIH CcyOCTpaT, MpencTaBUTENb
IpernapaTos, MeTa0O0IU3UPYIOIIUXCSI MIPEUMYIIECTBEHHO MOCPEJICTBOM CYP 2C8),
NPOJIEMOHCTPUPOBAIIM, YTO MOHTenykact He wuHruoupyer CYP 2C8 in vivo. Ilostomy He
OXKHUJIAeTCs, YTO MOHTEIYKAacT OyleT 3HAUUTENbHO BIUATH Ha METa0OJIM3M Ipenaparos,
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METa0OTU3UPYIOIIUXCS TIOCPEACTBOM 3TOr0 (pepMeHTa (HampuMmep, NaKIUTAKCeN, POCUTIUTA30H U
penarJinHu).

WccnenoBanust in VIitro mokasaiu, 4to MOHTEIyKacT sBisieTcst cyoctpatom CYP 2C8, 2C9 u 3A4.
JlaHHbIEe KIMHUYECKUX MCCIEAOBAHUN B3aMMOJCHCTBHI C mpenapaTtaMu, B KOTOPBIX H3y4alloCh
MPUMEHEHHE MOHTeNyKacTa u rempuodposmna (uarudourop CYP 2C8 u 2C9) nponeMoHCTpUpPOBAIH,
4T0 TeM(PUOPO3MIT YCUITUBAET CUCTEMHYIO SKCIIO3UIUIO MOHTeNyKacTa B 4,4 pasa. [Ipu coBMecTHOM
npUMeHeHHH TeM(puOpo3mwia U Apyrux noreHuuanbHbiXx HHrHOMTOpoB CYP 2C8, He Tpebdyercs
KOPPEKILHsI 103bl MOHTEIyKacTa, HO CJIeyeT MPUHUMATh BO BHUMAaHHE BO3MOXKHOCTh BO3paCTaHUs
MOOOYHBIX PEAKIIHIA.

Wcxons w3 pgaHHBIX N VItro, He mpennosiaraeTcss BO3HUKHOBEHHE KIMHHYCCKH BaXKHBIX
B3auMoOJIeicTBH ¢ MeHee MoulHbIME uHTHOMTOpamMu CYP 2C8 (mampumep, Tpumeronpum). lpu
OJIHOBPEMEHHOM ITPUMEHEHNH MOHTETYKAcTa ¢ UTPAaKOHAa30J10M (MoutHbIM HHrHOuTOpOoM CYP 3A4)
HE Ha0JII0JaeTCsl 3HAUUMOTO YCUJICHUSI CUCTEMHOM SKCIIO3ULIMU MOHTEYKACTa.

YIHAKOBKA
[To 14 sxeBaTenbHBIX TAOJIETOK IO 5 MT' B OJIHCTEDE.
1 nnu 2 6iucTepa B KAPTOHHOM YIIAaKOBKE BMECTE C MHCTPYKIUEH 110 IPUMEHEHHUIO.

YCJIOBUSA XPAHEHUSA

XpaHUTh B OpUTHHAIILHOM yMakoBKe Mpu TemiiepaType He Bbiie 30 °C B 3alIUIIEHHOM OT BIIard U
CBETa MecTe.

XpaHHUTh B HEJOCTYITHOM JJIs IETEH MecTe.

CPOKT'OJHOCTHA
2 roja.
He ncnonb3oBaTh 10 UCTEYEHNUH CPOKA TOJTHOCTH.

YCJIOBUSA OTITYCKA U3 AIITEK
[To peuenry.

NHPOPMALMSA O MTPOU3ZBOAUTEJIE
Mepk [apn u loym b.B., Hunepnanas! (aapec: Baapaepser 39, 2031 bH Xaapnem, Hunepnausi /
Waarderweg 39, 2031 BN Haarlem, The Netherlands).

NHOOPMALUA O BJJAAEJBHE PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

[lepunr-ITnay Centpan Uct AT, Beittrpacce 20 CH-6000, JTrouepn 6, IlIBetinapus
Schering-Plough Central East AG, Weystrasse 20 CH-6000, Lucerne 6, Switzerland
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