MHCprKLI.VIﬂ no MeAULUHCKOMY NPpUMeHeHuo
NeKapCcTBeHHOro cpeacTtea

ToproBoe Ha3BaHue: JlecoH.

MexayHapoaHoe HenaTeHTOBaHHOE Ha3BaHue: JleBoLeTMpU3nH + MoHTenykacT.

TekapcTBeHHas hopma: TabneTku, NOKpPbIThbIE NNEHOYHOM 060NOYKONA.

CocTaB: kaxaas TabneTka, NoKpbITasi NIeHO4YHOV 060NOYKO, COAEPXKUT:

IleBoLeTMPU3MHA rMApPOXNIOPUA 5wMr;

MoHTenykacT HaTpusi 9KB. MOHTENyKacTy 10 ™mr.

Kpacutens: gnokeua tutaHa BP

®dapmakoTepaneBTUYecKas rpynna: JIeifiKoTpyeHOBbIX peLenTopoB 6Grokatop B KOMOWMHAUMWM C @HTUIMCTaMUHHBIM
npenapaTtom.

Kon ATX: RO3DC53.

®dapmakonornyeckoe gecTeue:

®apmakoOuHamuKa:

Jlegouemupu3uH - 3HAHTUOMEP LETUPU3NHA, KOHKYPEHTHbIA aHTaroHUCT ructamvHa, Gnokupyer H, -ructamuHoBbie
peLenTopbl, CPOACTBO K KOTOPbIM B 2 pasa Bbile, YeM y LeTupusvnHa. OkasbiBaeT BIMSIHUE HA MMCTaMUHO3aBUCHIMYIO
CTaguio annepruvyecknx peakumii, yMeHblUaeT MUrpaumio 3031HOMUIIOB, COCYAUCTYIO MPOHULL@EMOCTb, OrpaHuyvBaeT
BbICBOOOXEHVE MemMaTopoB BocnaneHus. MNpegynpexaaer pa3Bute 1 obnerdyaeT TeYeHne annepruiyeckux peakumi,
oKa3sblBAaET aHTUIKCCyAaTMBHOE, MPOTUBO3yAHOE AEeUCTBUE, MPaKTUYEeCKU HEe OKasbiBAeT aHTUXONMUHEePruveckoro wu
aHTUCEpPOTOHMHOBOrO fencTeua. B TepaneBTWveckux [o3ax cefaTvBHOE [AENCTBME O4YeHb Crnabo  BbipaxeHo.
[encTBme HaumHaeTcs Yepe3 12 MMH mocne npuema ofHokpaTHoW Ao3bl Y 50 % nauuneHToB, Yepe3 1 4 -y 95 % un
npoaomkaeTcs B Te4eHne 24 4acos.

MoHmenykacm - UHIMBMPYET LMCTENHUN NENKOTPUEHOBLIX PELIENTOPOB ANUTENNUSA AblXaTerbHbIX NyTei, obnagas Tem
camblM OfHOBPEMEHHO CMoCOBHOCTbIO WMHMMGUpOoBaTb GpoHxocnasm, O6YCMNOBNEHHbIN BAbIXAHUEM LMCTEUHUN-
nenkoTpueHa LTD4 y nauneHToB ¢ GpoHxuanbHoin actMon. [lo3bl 5 Mr 4OCTaTOMHO ANS KynupoBaHus GpoHxocnasma,
nHayumpoBaHHoro LTD4. Vcnonb3oBaHue MOHTenykacTa B Ao3ax, npesbilaiowmx 10 Mr B AeHb, MPUHUMAEMbIX
O[HOKPaTHO, 3chheKTMBHOCTL Npenapara He NOoBbILLAET.

MoHTenykacT Bbi3biBaeT GpoHxogunataumio B TeyeHue 2-X 4acoB Mocfe npuvema BHYTPb; U MOXET [AOMOMHATb
6poHxoaunarTaumio, Bbi3aBaHHyo 32 -agpeHoMUMETKaMK.

DapmakoKuHemuka:

Jlesoyemupu3uH - nocne npuema BHYTPb npenapat OGbICTPO U NOMHOCTLIO abcopbupyeTca u3 Xenyao4HO-KULLIEYHOO
TpakTa. lNpuem nuwm He BRUSieT Ha MOMHOTY abcopbuumn, XOTA CKOPOCTb ee YMeHbluaeTcs. Y B3pocnbix nocne
O[IHOKpaTHOro NpuemMa npenapara B TepaneBTuyeckol A4o3e (5 Mr) MakcumarbHas KoHueHTpaums (Cmax) B nnasme Kposu
pocturaetcs Yepes 0,9 4 v coctaBnseT 270 Hr/mMi, nocne NOBTOPHOTO npuema B 4o3e 5 Mr B cyTku- 308 Hr/mn. MocTosHHbIN
YPOBEHb KOHLIEHTPaLWK LOCTUTraeTcsi Yepes 2 CYTOK.

JNesoueTnpusnH Ha 90 % cesisbiBaeTca ¢ Genkamu nnasmbl kpoBu. O6bem pacnpenenexus (Vd) coctaensiet 0,4 n/kr.
BuopoctynHocTtk gocturaet 100 %. Metabonuam. B HeGonbLumx konnyecTsax (< 14 %) metabonuaupyeTtcs B opraHuame
nytem N- n O-geankunupoBaHusi (B OTIMYME OT APYrUX aHTaroHUCTOB Hr rMcTamyHOBBLIX peLienTopoB, KOTOpble
MeTabonuManpyoTcsi B NeYeHU C MOMOLLbIO CUCTEMbI LIUTOXPOMOB) C obpa3oBaHuem apMaKkonormieck HeakTMBHOMO
meTabonuTa. M3-3a HW3KOro ypoBHS MeTabonuama W OTcyTcTBUS MeTabonuyeckoro noTeHuuana B3auMopencTsue
neBoLeTUpM3nHa C ApyruMu nekapcTBeHHbIMY Npenapatamv NPpeACTaBnsieTcsl ManoBepOsiTHbIM.

Y B3pocnbix nepuog nonysbiBeaernns (T1/2) coctasnsert (7,9 £ 1,9) 4; y maneHbkux Aetein T 1/2 ykopoueH. Y B3pochbix
obwwuin knupeHc coctasnseT 0,63 mn/muH/kr. Okono 85,4 % npuHSTOW [03bl NpenapaTta BbIBOAUTCH MOYKaMu B
HeusMeHeHHOM Bue nyTem kny6o4KoBoi hunbTpaLmm 1 kaHanbLEBOV cekpeLmm; okono 12,9 % - Yepes KULLEYHNK.

Y naumeHTOoB € NOYEYHON HEJOCTAaTOYHOCTbIO (KnpeHc kpeaTuHuHa (KK) < 40 Mn/MuH) KnvpeHc npenapata yMmeHbLuaeTcs,
a (T1/2) yanuHsietcs (Tak, y 60nbHbIX, HAXOAALMXCS Ha reMoaunanunse, obLwmin knupeHc cHmkaeTcs Ha 80 %), YTo TpebyeT
COOTBETCTBYIOLLErO N3MEHEHUs pexunma Ao3nposaHus. Mernee 10 % nesoueTMpUsnHa yaoanseTca B XoA4e CTaHaapTHOMW 4-
YacoBoOW NpoLeaypbl remognanuaa.

Monmenykacm 6bICTPO M MPaKTUHECKN NOMHOCTLIO BCAChIBAETCA NOCHe NpueMa BHyTpb. [Npuem 06bI4HO NULLIM He BNUsSeT
Ha 6MOAOCTYNHOCTb U MakCcUMarnbHyto KOHLEHTpaLuio B nna3me (Cmax) Tabnetok NokpbITbix 060M0YKO U KeBaTemnbHbIX
Tabnetok. Y B3poCnbIX Npy nNpueme Hartolak TabneTok nokpbIThix oGonoykon 10 Mr Cmax gocTturaetcs yepes 3 yaca.
BropgocTynHocTb Npu npueme BHYTPb cocTaBnseT 64%.

Mpn npreme HaTtowak TabneTok xesaTenbHbiX 5 Mr Cmax y B3pocrbix AocTuraeTcs Yepes 2 yaca. buogoctynHocTb
coctaBnset 73%.

MoHTenykacT cBsidbiBaeTcsi ¢ 6enkamu nnasmbl kKpoBu Gonee, Yyem Ha 99%. O6bem pacnpefeneHuss MoHTenykacta
cocTasnsieT B cpegHemM 8-11 nutpos.

MoHTenykacT akTMBHO MeTaGonuampyetcs B nedyeHu. [pu MCMONb30BaHWKM TepaneBTUYEcKUX [03 KOHLEeHTpauus
MeTabonMToB MOHTeNnykacta B Mfa3Me B PaBHOBECHOM COCTOSIHUM Yy B3pOCMbIX W [eTeil He onpeaensiercs.
Mpegnonaraetcs, 4To B NpoLecc MeTabonunama MOHTENyKacTa BOBMeYeHbl M3oepmeHThl uutoxpoma P450 CYP (3A4 un
2C9), Npy 9TOM B TepaneBTUYECKUX KOHLEHTpaLMsAX MOHTeykacTa He MHrMbupytoT nsoepmeHTsl LuToxpoma P450 CYP:
3A4,2C9, 1A2,2A6,2C191 2D6.

KrnmpeHc MoHTenykacTta cOCTaBnsieT y 300pPOBbIX B3pOCrbIX B cpegHem 45 mn/mMuH. Mocne nepopanbHOro npuema
MOHTenykacTa, 86% ero konn4ecTsa BbIBOANTCS C Karom B TedeHne 5 aHen n meHee 0,2% — € MOYOIA, 4TO NOATBEPXAAET TO,
4YTO MOHTENYKACT 1 €ro MeTabonuTbl IKCKPETUPYIOTCA UCKIMIOUUTENBHO CXKEMYbIO.

Mepviog nonyBbIBEAEHWS MOHTENykacTa Yy MOMOABIX 3[40POBbIX B3POCMbIX cocTaBnseT oT 2,7 go 5,5 vacos.
dapmMaKkoKMHEeTUKa MOHTeryKacTa CoXpaHsieT NpakTUYEeCKU NMHEHbIN XxapakTep Npy npueme BHyTpb 403 cBbite 50 mr. Mpn
npvemMe MOHTeNyKacTa B yTPeHHUE U BeYepHUE Yachl pasnuuunii hapmakokMHeTVKM He Habniogaetcs. MNpu npueme 1 pas B
cyTkn 10 Mr Habntogaetcs ymepeHHas (okono 14%) kymynaums akTUBHOIO BeLLeCTBa B Mnasme.

Moka3aHus K NPUMEHEHMIO:

* flevyeHne CUMMNTOMOB KPYIIOrOAWYHOTO U CE30HHOTO annepru4yeckoro puHuTa (BKMOYasi MepCUCTUPYIOLLWIA
annepruyeckuin pUHUT) N annepruyeckoro KOHbIOHKTUBKTA, YNXaHWS, PUHOPEW, CIE30TEYEHNS, TMNIEPEMUN KOHBIOHKTUBBI;

¢ npodmnakTka u aAnuTeribHoe neyeHne 6poHxManbHoOM acTmbl.

MpoTuBonokasaHus:

NOBbILLEHHAs YyBCTBUTENBbHOCTb K COCTaBY Npenapara;

TshKenas novyeyHast HeJOCTaTOMHOCTb C KNMPEHCOM KpeaTuHuHa MeHee 10 Mn/MuH;

HenepeHOCMMOCTb ranakTosbl, AepuunT nakTasbl Jlanna, cuHapom manbabcopbumm rnioko3bl U ranakTosbl;

[eTCKMii Bo3pacT A0 2 NeT;

6epeMeHHOCTb M Nepuos NakTaumuu.

Cnoco6 NpuMeHeHUA U A03bl:

BHyTpb 1 pas B CyTk1 HE3aBMCMMO OT NpUeMa nuLLK.

B3spocnibie udemu cmapwe 15 nem:

[o3sa ans B3pocrbix v AeTeii ctaplue 15 net coctaensieT 1 TabneTky B CyTKU.

[ns neveHus 6poHxuanbHolU acmmbl JIeCoH cnedyeT npuHuMaTh BevepoM. [Npu neveHuu annepauveckux 3abonesaHull
032 MOXET NPYHUMaTLCA B No60e BpeMsi CYTOK MO XXeNaHuio naLumeHTa.

Lemu e so3pacme om 6 do 14 nem:

[osupoBka Ans aetent 6-14 net coctaensieT 2 TabneTtku B cyTku. Moabopa AO3MPOBKY ANs 3TOW BO3PACTHOW rpynmbl He
Tpebyetcs.

Obuwue pekomeHOayuu:

TepaneBTuyeckoe AenicTBMe npenapara JIeCoH Ha nokasaTtenu, oTpaxatoLlye TedeHne 6poHXManbHON acTMbl pa3BUBaeTCst
B Te4YeHWe nepBoro AHs. MauneHTy cnegyet npoaomkaTb NpUHUMaTh JIeCOH Kak B nepuof AOCTUXEHWSI KOHTPOMS 3a
cuMnTomamu 6poHxXvanbHOM acTMbl, Tak U B neprogbl 060CTpeHnst GpoHXManbHON acTMbI.

[ns noXunbix NauveHToB, NAUWEHTOB C NMErKUMU WU CPEAHETSIKENbIMU HapyLUEHUSIMU (DYHKLUMU MEYEHU, @ Takke B
3aBMCMMOCTW OT Nona cneumansbHoro nogbopa Ao3bl He TpebyeTcs.

lMayueHmam c¢ nodyeyHoli HedocmamoyHocmbto: Koppekumsi Ao3bl Ans NauueHToB C YMEPEeHHON MOoYeYHOMn
HeJOoCTaTOMHOCTbIO (KNIMPEHC KpeaTuHUHa >79Mn/MuH) He TpebyeTcs. [ina nauneHToB C yMEPEHHON U TSHKEeNow NoYeYHoN
HeoCTaTO4HOCTbIO (KNMPEHC KpeaTuHHa <79 mn/ MvH -> 10 Mn/MUH), Npenapart crefyeT UCnonb3oBaTh C OCTOPOXHOCTLIO
M Of, CTPOrUM MEANULIMHCKUM HabniogeHueMm.

Mo6GouHbIe gencTeuNA:

Bo3moxHble No6oyHble adheKTbl NPUBEAEHBI HUXE MO CUCTEMAaM OpraHn3Ma U YacToTe BO3HUKHOBeHUs: yacTto (>1/10),
HeyacTo (2 1/100, <1/10), peako (= 1/1000, <1/100), o4eHb peako (= 1/10000, < 1/1000). BoamoxHbl gucnencusi, 6onv B
XKMBOTE, CbiMb, FOMOBOKPY>XEeHUe, ronosHasi 6oMb, ycTanocTb, nUxopagka, Kallefb, 3anoXeHHOCTb HOca, peakLuu
rMNepYyBCTBUTENbHOCTY, BKMIOYAA aHaUNaKTUYECKNiA LLIOK, NeYeHOYHas 303MHOMUNbHAS HPUNBETPaLWS, HapyLIeHns
CHa B TOM 4YMCrne HOYHbIEe KOLIMapsbl, ranmnoumHaumm, 6eccoHHnLa, pasapaxuTenbHOCTb, TPEBOXHOCTb, 6eCnokoncTBo,
arpeccvBHOe noBeAeHue, Tpemop, Aenpeccus, B OYeHb peakux Cryyasix cyuumaarnbHble MbICW, TONOBOKPYXeHue
COHNMBOCTb, NapecTeaus / runecteaus, cepauebrueHne, NoHOC, CyXoCTb BO PTY, AWUCMENCUsl, TOLIHOTA, PBOTA, NOBbILLEHUe
YPOBHS CbIBOPOTOYHbIX TpaHcamuHas (AT, ACT), xonectaTuyeckuin renatut, KpanveHuLa, 3y, Cbinb, apuTema, 6onu B
cycTaBax, MManrus, BKIoYas MblLLEYHbIE CyA0pOrk, cnabocTb, yCTanocTb, HeAOMOraHne, OTeKU.

MNepeno3supoBka:

JlesouyemupusuH

CUMNMOMbI: COHIIMBOCTb, Y ieTel - 6eCrokoncTBO, pasapaxuTenbHOCTb

JleyeHue: NpoMblBaHWE Xenyaka, NPMEM aKTUBUPOBAHHOIO Yrsi, CUMNTOMAaTUYeCcKasi Tepanusi.

Cneumndunyeckoro aHTMaoTa HeT, reMoAnanu3a HeadeKkTNBEH.

MoHnmenykacm

CuMnmMoMbi: 4yBCTBO axAbl, COHMMBOCTb, MUAPKa3, TMNepKnHesbl 1 6orb B XXMBOTE.

JleyeHue: cumnTomMaTuyeckoe.

[aHHbIX 0 BO3MOXHOCTU BbIBEAEHUSI MOHTESyKacTa nyTeM NepuToHeanbHOro Ananvaa unu reMoananuaa Her.
B3anmopencTeue c Apyrumm nekapcTBeHHbLIMU CPeACTBaMu:

JlesoyemupusuH

TeodunnuH (400 Mr B CyTKM) CHWKAET OBLLUMIA KNMUPEHC NEBOLETMPU3NHA Ha 16%, NpK 3TOM KMHETUKA TeodunMHa He
n3meHsieTcs.

CoBmMecTHOe MNpUMEHeHMe C MaKkponuaaMu WU KeTOKOHa30/IOM He Bbi3blBario AOCTOBEPHbIX M3MeHeHuin Ha OKT.
MoxeT ycunusatb ieiCTBUE CPEACTB, YrHETAOLMX LLEHTParbHY HEPBHYHO CUCTEMY M 3TaHoNa.

MoHnmenykacm

PekomeHayemas knvHuYeckas [o3a MOHTerNykacTa He okasblBarna KIIMHUYeCky 3Haunmoro addekta Ha hapMakoKUHETUKY
criegylowmx npenapatoB: TeodWIuHa, NpeaHn3oHa, NPEAHU30MI0Ha, MepopanbHbIX MPOTWBO3aYaTOYHbIX CPeacTB
(aTuHUNacTpagmon/HopaTuHapoH 35/1), TepdpeHaanHa, AMrokcuHa v BapgapuHa.

AUC ymeHblUaeTcs y nuL, ogHOBPEMeHHO nonyvatoLmnx eHobapbutan (npumepHo Ha 40%), o4HaKo KOppeKLmns pexunma
[031pOBaHNS MOHTENyKacTa TakuM naumeHTam He Tpebyetcs.

MHransunoHHble rnokoKopTMKocTeponabl: JledeHne MoHTenykacToM obecneymBaeT AOMOMHUTENbHbIV TepaneBTUYeckuin
abpekT nauueHTam, nonyyawwmUM nevyeHne WHransuMOHHLIMU  [IoKoKopTUKocTepouaamu. [Mpu  JOCTUXKEHUN
cTabunusaumm CocTosHMSA NaLmeHTa BO3MOXHO CHUXKEHWE [03bl MIOKOKOPTUKOCTepoMaoB. [Jo3y MoKOKOPTUKOCTEPOMIO0B
HYXHO CHWXaTb MOCTENeHHo, noA HabniogeHnem Bpaya. Y HeKOTOpbIX MaUWEHTOB MpUeM  WHransiyMoHHbIX
rNI0KOKOPTUKOCTEPONAOB MOXET ObiTb MOMHOCTbIO OTMEHeH. He pekomeHayeTcs peskas 3ameHa Tepanuun
VHransunoHHbIMM FIIOKOKOPTMKOCTEPOMAAMMN HAa3HAYEHNEM MOHTENyKacTa.

Ocobble yka3aHus:

MauveHTam He pekomMeHAyeTCs UCMonb3oBaHNe AaHHOrO KOMOMHMPOBaHHOIO Npenapara, CoAepXKaLlero MoHTenyKacT 1
NEeBOLETUPU3NH, ANS NIeYeHUs OCTPbIX NPUCTYMNOB acTMbl U AepxaTb Npu cebe Bceraa HaroToBe Noaxoasiuue npenapatbl
HEeOTNOXHON Tepanuu Ans Takux criyyaes. [Npu NpucTyne nauueHTam cnepyet HemearneHHo obpaTtuTbest kK Bpady. He
peKoMeHaYyeTCs Pe3KO MeHATb MOHTENYKACT Ha MHransILIMOHHbIN MW OparnbHbIA KOPTUKOCTEPOUA,

IleveHvie npenapaTom He OTMEHSIET HEOBXOANMOCTb A5 NALMEHTOB C acNMPUHOBON acTMON m3beraTb Mpuem acnupvHa v
[ApYrux HECTePOMAHbLIX MPOTUBOBOCMANMUTENbHBIX CPEACTB.

Kom6uHMpoBaHHbIN npenapart JIecoH CoaepXXUT NakTody, B Ka4ecTBE HEaKTUBHOTO KOMMOHEHTA, NMO3TOMY NauueHTam ¢
pedkMMM  HacneacTBEHHbIMW MpobrieMamMu ¢ HernepeHOCMMOCTbIO ranakTosbl, ¢ AeduumToMm naktassl Jlanna unu
CUHAPOMOM MarnbabcopbLum rnioko3bl U ranakTosbl, He pekoMeHayeTCA NPUHUMATL AaHHOe CpeaCTBO.

TpebyeTcs cobnogeHne 0CTOPOXHOCTU MPU OAHOBPEMEHHOM YNOTPeGNeHnn ¢ ankoronem.

BriusiHue Ha cnocobHOCMb K 80XOEHUI0 a8mompaHcriopma u ynpasieHuro MexaHu3mamu:

Mpyn 06bEKTUBHOW OLieHKe JOCTOBEPHO HE OTMEYEHO BIMSIHUS MpenapaTta Ha CnoCoBHOCTL K BOXAEHWIO aBTOTpaHCnopTa u
ynpaeneHuo MexaHuamamu npu npueme B pekomeHayemol fose. Tem He MeHee, B nepuon npuema npenapara
LenecoobpasHo BO34EPXKMBATLCH OT 3aHATUIA MOTEHUMAanbHO OMacHbIMKW BuAAMU [EATENbHOCTM, TpebyrLmMmn
NOBbILLEHHOW KOHLEHTPALMN BHUMAHUS 1 GbICTPOTbI MCUXOMOTOPHbBIX peaKLui.

®opma Bbinycka:

10 TabneTok, NOKpbITbIe MneHo4YHoM obonoukoi B Kaxaom Gnuctepe any/any. 2 6nuctepa BMecCTe C MHCTPYKUMEN Mo
NPYMEHEHUIO B KAPTOHHOM yraKoBKe.

YcnoBus xpaHeHUs:

XpaHWUTb B CyxOM, 3allyLLEHHOM OT CBETa MecTe, Npu Temneparype He Bbilue 25°C 1 B MecTax, HefoCTYMNHbIX ANA AeTen.
CpoOKrogHoCTH:

YkasaHo Ha ynakoske. He ncrnonb3oBaTh N0 UCTEYEHWUM CPOKA FOAHOCTU.

YcnoBus oTnycka:

Mo peuenTy Bpava.
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