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Cocpeectp”™™ Bukunegna™t
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dapMaKosiormieckme CBoMCTBa:
tDapmaKo,quHaMMKa

AHTaroHUCT NeNKOTPUEHOBbLIX peLenTopoB. MOHTeNyKacT ceNeKTUBHO NHrnbupyeT CysLT1-peLenTopbl LUCTENHWUIIOBBIX
nenkoTpueHos (LTC4, LTD4, LTE4) anuTenusa AbiXxaTeNbHbIX MyTEN, a TakXe npefoTepallaeT y 60/bHbIX 6pOHXManbLHON
acTMon 6poHxocna3sMm, 06yC/IOB/IEHHbIN BAbIXaHNEM LIUCTENHWUIOBOr0 flenkoTpueHa LTD,. o3kl 5 Mr ocTaTo4yHO Ans
KynupoBaHua 6poHxocnasma, UHAyUMpoBaHHOro LTD,. NMpuMeHeHe MOHTeNyKacTa B A03aX, NpesBbiwatowmx 10 mr 1 pas/cyT,
He noBsbiwaeT 3h(HEeKTUBHOCTb NpenapaTa.

MoHTenykacT Bbl3blBaeT 6p0on,u|/|naTau|/|ro B TeYyeHue 2 4 rnocJsie npuemMa BHyTPb U MOXET AOMNOJIHATb 6pOHXO£I.VIJ'IaTaLI,VI}O,
BbI3BaHHYIO 6eTa,-aipeHOMUMETUKAMMU.

PapMaKOKHHETHUKa

Mocne npuemMa BHyTPb MOHTENYKacCT BbICTPO 1 MPaKTMYECKN MOJIHOCTbIO BCcacbiBaeTcs U3 XKKT. Y B3poC/biX Npu npveMe B
pose 5-10 Mr C,5x B NJ1@3Me KpOBU JoCTUraeTcs Yepes 2-3 4. bnogocTtynHoCTbL npu npnemMe BHyTpb cocTaBnsaeT 64-73%.

CBsi3blBaHNe MOHTeslykacTa ¢ 6enkamm nnasmbl coctasnseTt 6onee 99%. V4 B cpegHem coctasnseT 8-11 5.

Mpw oaHOKpaTHOM Npueme B fo3e 10 mMr 1 pas/cyT HabnopaeTcs ymepeHHas (0koso 14%) Kymynauns akTUBHOIO BellecTBa
B NnJjiasme.

MoHTenyKacT akTUBHO MeTa60)'II/I3I/IpyeTC$| B nevyeHun. Npu NnpuMeHeHnn B TepaneBTUYeCKNX J03aX KOHLEeHTpauns
meTabonnToB MOHTeNyKacCTa B nJjiasme B paBHOBECHOM COCTOAHUN Y B3POCJIbIX U neTen He onpenenaeTcs.

MpepnonaraeTcs, 4TO B NpoLecce MmeTabonnsma MoHTeNyKacTa y4acTBytoT nsodepmeHTol CYP3A4 n CYP2C9, npu 3Tom B
TepaneBTNYECKNX KOHLIEHTPaLNAX MOHTENlyKacT He uHrnbupyet nsogepmeHTol CYP3A4, 2C9, 1A2, 2A6, 2C19 n 2D6.

T1/2 MOHTENIYKaCcTa Y MOIOAbIX 340POBbIX B3POCJIbIX COCTaBAAET oT 2.7 A0 5.5 4. KnimpeHC MOHTeNlyKacTa COCTaBIAeT y
3[10pOBbIX B3POCJIbIX B CpeiHeM 45 Msi/MuH. Mocne nepopanbHOro nprueMa MoHTenykacta 86% BbIBOAMTCS C KaJloM B Te4eHune
5 pHeln n meHee 0.2% - C MOYOW, YTO NOATBEPXKAAET TO, YTO MOHTE/YKACT U ero MeTabonTbl BbIBOASATCS MOYTU
VCKJTIIOYUTESIBHO C XKEeNYbHO.

dapMaKoKMHETMKA MOHTETYKACcTa COXPaHsAeT NPakTUYeCKN JIMHENHbIA XapakTep npu npruemMe BHyTpb B fo3ax 6osnee 50 Mr.
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Moka3zaHuA K NPUMEHeHMIo:

MpodrnakTka n ganTenbHoe nevyeHne BpoHXMasbHOW acTMbl, BKOYasA: npeaynpexxaeHne AHEBHbIX U HOYHbIX CMMMTOMOB
3aboneBaHus; nevyeHne BPOHXMANIbHOM aCTMbl Y MaLMEHTOB C MOBbILLEHHON YyBCTBUTENBHOCTbIO K aUeTWUICanuLnIoBO
KUcnoTe; NpepynpexaeHne 6poHxocna3sma, BbiI3BaHHOr0 OU3NYECKO Har py3Koi.

KyI'II/IpOBaHI/Ie AHEBHbLIX N HOYHbLIX CUMMNTOMOB CE€30HHbIX aJlIeprn4eCKnxX puuHATOB.

OTHOCMTCH K bone3HaM:

o Annepruyeckuin puHNT
e Anneprus
e bpoHxuTt

e BbpoHxocnasm
e PuHnUT

NMpoTuBOoNnoKa3aHusA:

[eTckunii BO3pacT A0 2 f1eT, NoBbleHHast YyBCTBUTENbHOCTb K MOHTEJTyKacTy.

Cnocob nMPUMEeHeHUA U A03bl:

[lo3y yCTaHaBNMBalOT MHANBUAYAJIbHO, B 3aBUCMMOCTM OT BO3pacTa, MOKa3aHUM N NPUMEHSEMON JIeKapCTBEHHON (hOPMbI.
MpuHMMaoT BHYTPb B fo3e 4-10 mr 1 pa3s/cyT.

TepaneBTUYeCckoe AeNCTBME MOHTEeNlyKacTa Ha NoKa3aTesn, oTpa)kaoume TeyeHne 6poHXmnanbLHOM acTMbl, pa3BMBaeTCs B
TeyeHue nepeoro AHs. CnenyeTt NpoaosiKaTb NPMEM MOHTeJlyKacTa Kak B Nepuol A0CTUXKEHNS KOHTPOS CUMNTOMOB
OpOHXManbLHOM acTMbI, Tak U B nepuod obocTpeHns 3abonesaHuns.

MOHTENYKCT MOXHO 006aBNSATh K JlIe4eHUo BpoHXoaniaTaTopamMmm 1 UHransumoHHbiMu FKC.

Mobo4yHoe pencreue:
Co CTOPOHbI CBeprIBafOLLleIZ CNCTEeMbl KpoBU/: NoBblLLEeHNE CKJIOHHOCTU K KPOBOTEHYEHUAM.

Co CTOPOHbI UMMYHHOU CUCTEMbI: PeakLNM rmnep4yBCTBUTENIBHOCTY, B T.4. aHaunakcums; o4eHb peako (<1/10 000) -
303MHOMUNbHAsA NHPUABTPALNA NeYeHN.

CO CTOPOHbBI MCUXMKM: aXKUTauus (B T.4. arpeccnBHOe NoBedeHne nian Bpaxx4ebHOCTb), TPEBOXXHOCTb, AerNpeccus,
[e30pueHTaLmsa, naTosormyeckme CHoBMAEHMS, rajlounHaumnm, 6eccoHHnua, pasapaknTtensHocTb, 6ecnokocTBo,
CoMHaMbynu3m, cynumaasbHble MbICV 1 MoBefeHne (CynunaanbHoCTh), TPEMOop.

Co CTOPOHbI HEPBHOWV CUCTEMbI: TOSIOBOKPY>XKEHWE, COHINBOCTbL, NapecTe3ns/rmnectesuns; o4eHb peako (< 1/10 000) -
cynoporu.

Co CTOPOHbI CepAeYHO-COCY ANCTON CUCTEMbI: TaXNKapauns.

CO CTOPOHbI AblXaTe/IbHOUW CUCTEMbI: HOCOBbIE KPOBOTEYEHUS, MHDEKLNMN BEPXHUX AblXaTebHbIX NyTEN.

Co CTOPOHbI NULLEBapUTEIbHON CUCTEMBI: Anapes, ANCMeNncns, TOWHOTa, pBOTa, MaHKpeaTuT, yBendeHne akTusHocTn ANT
n ACT B KpoBU; 04eHb peako (<1/10 000) - renaTuT (BK/IOYasa xonectaTuyeckme, renaTouesIioAApHbIE U CMELUaHHbIe

nopa>xeHumsa neyeHn).

CO CTOPOHbI KOXU U MOAKOXHbIX TKaHEW!: CKIIOHHOCTb K (DOPMMPOBAHUIO FrEMaTOM, y3/l0BaTasi 3pMTeMa, MHOro(hopMHas
apuTeMa, 3yf, ChbiMb.

Annepruyeckue peakuumy: aHr MOHEBPOTUYECKUI OTEK, KpannBHMLA.
CO CTOPOHbI KOCTHO-MbILLIEYHOM CUCTEMbI: apTPaNrus, MAaarus, BKOYas MbllLevyHble CyLOPOru.

Co CTOpOHbI OpraHu3Ma B LieJIoM: acTeHUs (CJ'Ia6OCTb)/yCTaJ'IOCTI:, OTeKWN, NNpeKcus.

NMpuMmeHeHue Npu 6epeMeHHOCTU U KOPMJIEHUM TPy A blo:
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ALeKBaTHbIX U CTPOro KOHTPOJIMPYEMbIX KIIMHUYECKUX NCCefoBaHUn 6e30nacHOCTM NPUMEHEHUS MOHTeslyKacTa npu
6epeMeHHOCTY 1 B Nepuo NakTaumm (rpy4HOro BCKapMJ/IMBaHWs) He MPoBOANIIOCh. Hen3BecTHO, BbiAeNnseTcs in
MOHTENYKACT C rpyAHbIM MOJIOKOM.

MoHTenykacT cneflyeT NpUMeHsTb Npu 6epeMeHHOCT U B Nepuof rpyIHOrO BCKAapPMJIMBAHMSA TOJIbKO B TeX CiyYasaX, Koraa
oXXugaemas nosib3a AJis MaTepu NpeBbillaeT MNOTEHUMabHbIN PUCK A5 nioga i pebeHka.

Bsanmopencreue c APYrMmMn nekKapCrBeéHHbIMU CcpencCcrBamMmm:

Mpv ogHOBpPEMEHHOM NpuMeHeHun ¢ peHobapbutanom AUC MOHTenykacTa yMeHbLlanack NpuMepHo Ha 40% (koppekuuns
pe>xMMa MoHTeslykacTa He TpebyeTcs).

B nccnepoBaHuax in vitro yCTaHOBIEHO, YTO MOHTENYKAcT MHrnbupyeT nsodepmeHT CYP2C8, oaHaKo npu nccnenoBaHmm
JleKapCTBEHHOr0 B3aMMOAENCTBMS in Vivo MOHTeslyKacTa U pocurintasoHa (MeTabonmsmpyeTcs C y4acTnem nsodepmeHTa
CYP2C8 ) He nosy4YeHO NOATBEPXKAEHNA NHITMBMPOBaHMS MOHTeNykacTom nsogepmeHTa CYP2C8. MNo3TOMy B KJIMHMYECKON
npakTMKe He npegnojaraeTcsa BAMsHMe MoHTenykacTa Ha CYP2C8-onocpenoBaHHbI MeTabonn3m psaaa nekapCTBEeHHbIX
rnpenapaTos, B T.4. Nak/JnTakcesna, pocuranTasoHa, penaramHmaa.

MoHTenykacT ABAseTcs 060CHOBAaHHbLIM AOMOJIHEHNEM K MOHOTEpanun GpoHxoannaTaTopammn, eciv nociaegHne He
obecrneymBaloT afleKBaTHOr0 KOHTPOJISt BPOHXMANbHOM acTMbl. [10 AOCTMXXKEHMN TepaneBTUYeCcKoro addeKTa OT JieyeHus
MOHTEIYKAaCTOM MOXXHO HayaTb MNOCTENeHHoe CHUXeHNe 403bl BpOHX0ANNATaTOPOB.

MpumMeHeHne MOHTenykacTa obecnevymBaeT OOMONIHUTENbHbIA TepaneBTNYeCKNn 3P eKT y NauneHToB, NoJyYatoLwmnx
MHransumnoHHble NKC. Mo gocTmxeHUn ctabnnmsaumm COCTOSIHUS, MOXXHO HavaTb NMocTerneHHoe cHMXeHne no3sbl FKC noa
HabnogeHneM Bpada. B HEKOTOpPBLIX C/lyYasx AoNyCcTMMa NoJIHas OTMeHa MHranaunoHHbix TKC, oogHako peskas 3aMeHa
MHIansuUNOHHbIX KOPTUKOCTEPOMAOB HAa MOHTEJTYKaCcT He peKOMeHAyeTCs.

Ocobble yka3aHua U Mepbl NPefoCTOPOXKHOCTH:

ShPheKTUBHOCTb MOHTENYKACTa AJiA NpMeMa BHYTPb B OTHOLLEHWW JIeYeHUst OCTPbIX NMPUCTYNOB BpOHXMabHOW acTMbl He
yCTaHoBfIeHa. M03TOMYy MOHTEeNyKacCT A5 NpYeMa BHYTPb HE PEKOMEHAYETCS MPUMEHATL A5 JIe4eHUs OCTPbIX MPUCTYMOB
B6pOHXMaNbLHOM acTMbl. MauneHTam [oSKHbI BbITh AaHbl UHCTPYKLUN BCErAa UMeTh npu cebe npenapaTtbl 3KCTPEHHOM
NMoMOLLM ANS KYMMPOBAHWS NPUCTYNOB BPOHXMabHOM acTMbl (MHraNsLMOHHbIE 6eTa,-aroHUCTbl KOPOTKOro AeCTBUS).

He cnepyeT npekpallaTb NpueM MOHTeJslyKacTa B nepunof o60CTpeHns acTMbl U HE0OX0AMMOCTY NPUMEHEHMNSA s
KynuMpoBaHMsa NPUCTYMNOB NpenapaToB 3KCTPEHHOM MOMOLLN (MHFaNnsALUNOHHbIX 6eTa,-arOHUCTOB KOPOTKOro AeNCTBUS).

MauuneHTbl C NOATBEPXXAEHHOW annepruein K aueTuicanmunioBon kucaote u gpyrum HMNBC He [AOJKHbI MPUHMMATb 3TH
npenapaTbl B MEPUOA NIe4EeHNA MOHTElyKaCTOM, MOCKOJIbKY MOHTENYKAaCT, Yay4dllasn AblXxaTebHY0 (yHKLMUIO Y NaLNeHTOB C
annepruyeckon GpoHxmManbHoOM acCTMOM, TEM HE MEHEE, HE MOXXET MOJIHOCTbIO MPEeAOTBPaTUTb Bbi3BaHHY y HUX HMBC
BPOHXOKOHCTPUKLMIO.

[03y MHranaumoHHbIX FKC, NpyMeHsieMblX OAHOBPEMEHHO C MOHTEJTYKacTOM, MOXHO MOCTENeHHO CHUXaTb nojg,
HabnaeHVeM Bpaya, 0IHAaKO Pe3KOW 3aMeHbl MHIaSILUOHHbLIX Uan nepopasbHbix TKC MOHTENyKacTOM NPOBOAUTL HEJb3s.

Y NaumveHToB, NPUHUMABLUNX MOHTENYKACT, 6bIJIN ONMCaHbl NMCUXOHEBPOJIOrMYECKMEe HapyLLeHWs. YYUTbIBAs, YTO 3TU
CMMMNTOMbI MO 6bITh BbI3BaHbl APYrMMM (haKTOPaMU, HEM3BECTHO, CBS3aHbl JI OHW C MPUEMOM MOHTeslyKacTa. Bpauy
HeobxoaumMo o6CcyanTb AaHHble No60oYHblE 3h(EKTBI C MALMEHTAMU U/UAN X POAUTENsMU/oNeKyHaMu. NMauneHTam n/unm nx
onekyHam Heob6xo4MMOo 06bACHUTL, 4TO B CJ/lyHae NosiBJIeHNS NoA0OHbIX CUMMNTOMOB HE06X0AMMO COObLWUTL 06 3TOM
nevaulemy Bpauy.

YMeHbLueHne fo3bl cncteMHbix TKC y naumMeHToB, NoJyYalowmnx NpoTnBoacTMaTM4eckmue CpeacTBa, BKJYasa 610KaTopsl
JIENKOTPUEHOBbIX PeLenTopoB, CONPOBOXAAN0Ch B PeAKNX C/lyHasx NosBieHNeM 04HON NN HECKOJIbKNX CleayoLmnx
peakuunin: 303MHOMUINS, CbiNK, yXyALUEeHNEe Nero4yHblX CUMATOMOB, KapANOAOrn4yeckKne 0CI0KHEHNS U/MAn HeBponaTus,
VHOrAa amarHocTmpyemas Kak cmHapom Yapaxa-CTpocc, CUCTEMHbIN 303UHOMUIbHbBIA BaCKYAUT. XOTSH NPUYNHHO-
CNefCTBEHHOM CBA3N 3TUX NOOOYHbIX peakunii C Tepanuern aHTaroHMCTaMn IeNKOTPUEHOBbLIX PeLenTopoB He Hblio
YCT@HOBJIEHO, MPU CHWKEHNN [03bl CUCTeMHbIX [KC y naumneHToB, Noay4atowmx MoHTeNyKacT, Heobxoanmo cobnonaTts
OCTOPOXXHOCTb 1 MPOBOAUTL CO OTBETCTBYIOLLEE KIMHNYecKoe HabnaeHme.

VWcnonb3oBaHune B neanatpumn
He cnepyeT NpyMeHATb MOHTENYKACT y AeTen Mmnagwe 2 neT.

Y neTeli cTaplle 2 n1eT MOHTeNYKacT c/ieflyeT NpMMeHsTb B COOTBETCTBYIOLLIEN IeKapCTBEHHON (opMe.

UcTouHuk: http://drugs.thead.ru/Monkasta
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