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OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFG TIPEITAPATA " 05

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITIAPATA
MOHTEJIYKACT-AJINYM, 10 mr, TaGi€eTKH, TOKPBITHIE TUICHOYHOH 000JIOYKOHA.

2. KAYMECTBEHHBIA U KOJIMYECTBEHHbBIN COCTAB

JelicTByrolee BEEeCTBO: MOHTEIYKACT.

Kaxxnass Tabnerka, mOKpbhITas TUICHOYHOW 000109KOH, coaepkuT 10 Mr MoHTenykacta (B BHUIIE
MOHTEYKacTa HaTpHsl).

Bemiecta, Hann4re KOTOPHIX HYKHO YYUTHIBATh B COCTABE JICKAPCTBEHHOTO MPeTapara; JIakTo3a,
HaTpuii (cM. pa3nensl 4.3, 4.4).

ITonnbI MNEPCUCHb BCIIOMOT'ATCIIbHBIX BCHICCTB ITPUBCACH B Pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTKH, MOKPHITHIC INICHOYHOU 000JI0YKOM.
Kpyrible TBOSKOBBINYKIIbIE TAONETKH, MOKPHIThIE TUIEHOYHON 000JI04KOW Oenoro Wiu MOYTH

Oenoro usera. Ha n3znomMe tabiaeTky O€I0ro Wiy I1o4Ty OEJIoro I(BETa.

4. KIMHUYECKHUE JAHHBIE

4.1. IToxka3aHusi K NPUMEHEHHUIO

MOHTEJIVKACT-AJIMYM nokazaH K NIPUMEHEHHIO Yy B3pPOCIBIX U MOAPOCTKOB B BO3PACTE OT
15 et mo 18 ner .

e Jie4eHUs OpOHXMAJIBHOM acTMbI (B COCTaBe KOMIUIEKCHOW TEpanuu) ¢ MEePCUCTUPYIOIIEH
OpOoHXMaJbHOW acTMOM OT JIETKOW [0 YMEpPEHHOH CTeNeHu TSHKECTH, KOTopas
HEJ0CTAaTOYHO KOHTPOJHUPYETCSI MPUEMOM HMHTASIIIUOHHBIX TNIFOKOKOPTUKOCTEPOUJIOB, a
Takke Yy OOJBbHBIX, y KOTOPbIX MpPHUMEHEHHE aroHUCTOB OeTaz-apeHOPEIEeNTOPOB
KOPOTKOT'O  JIEHCTBHS «IO HEOOXOOUMOCTH» HE 00ecledyrBaeT JOCTaTOYHOTO
KJIIMHUYECKOTO KOHTPOJIsi OPOHXHAILHON acTMBI. Y TAIMEHTOB ¢ OpOHXHAILHON acTMOM,
KOTOpPBIM TOKa3aH MOHTEJYKAcT, NMpenapar Takke oO0Jerdyaer CHUMITOMBI CE30HHOTO
aJJIEPrU4eCKOro PUHUTA;

e pOoPUIAKTUKA OpPOHXHMATBHONW acTMbl, IPU KOTOPOH ITOMMHUPYIOIIMM KOMIIOHEHTOM
ABJIIETCSl OPOHXOCMA3M, UHIYLIMPOBAaHHBIN (PU3UYECKON HAarpy3KOH.

4.2. Pe:kum 103UPOBaHNS M CIIOCO0 MPUMEHEHHU s

Pexxum go3upoBaHus

1 TabreTka, MOKpPHITas TIEHOYHOW 00071049K0ii, 10 MT, B CyTKH.
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TepaneBTuyeckoe JAEWCTBME MOHTEIyKacTa Ha II0Ka3aTeld, OTpaXkalollUe TEeueHUe
OpOHXUATBHOM aCTMBbI, PA3BUBACTCS B TEUCHHUE MEPBOTO JIHA.

[Tanmenty cnemyer npopokarh npuHuMatb MOHTEJIYKACT-AJIMYM kak B nepuop
JOCTHKEHUSI KOHTPOJISL HaJl CUMIITOMaMU OPOHXHUAJIbHOM acTMbI, TaK U B NMEPHOJBI 000CTPEHUS
OpOHXUATBHOM ACTMBI.

MoHTenykacT MOXHO J00aBIATh K JICUCHUIO TAIMEHTa OpOHXOAWJATaTOpaMH U
MHTAJISIIUOHHBIMU TTIOKOKOPTUKOCTEpOUIaMHu (CM. pasen 4.5).

Oco0nlie I'pYHOIIbl TAalMEHTOB

./Yuua NOJ2HCUTI0C0 803pacma

I[J'IH ITOKWJIBIX MMAalIMCHTOB CIICLHHAJIBHOI'O n0ﬂ6opa J03bI HC Tpe6yeTC$I.

HGL!MEHmbl C NoYeuHou HedoCmamo4yHoCmbiO

JJ1s manueHToB ¢ MOYeYHON HEJOCTAaTOYHOCTHIO CIEIMAIBHOTO Moa0opa 1036l He TpeOyeTcsl.

HGI/{MEHmbl C NeyeHoYHoU HeOOCMAMmoO4YHOCbIO
I[J'ISI MaluMCEHTOB C JICTKUMHU WM CPCAHCTSAKCIIBIMU  HapyHICHUAMHA q)YHKIII/II/I IICYCHHU
CIEIMaJIbHOTO M0J00pa J03bl HE TpedyeTcs.

eTu
PexxuM n103upoBaHMs y HOJPOCTKOB B Bo3pacTe 15 jeT u crapiie He OTIMYaeTCs OT PexuMa
JI03UPOBAHMUS JUIS B3POCIIBIX.

Crioco0 nmpruMeHeHus

BHyTps, 1 pa3 B cyTkH, HE3aBUCUMO OT IpUeMa MUIIH.
4.3. IlpoTuBONOKa3aHUS

o FHHep‘IYBCTBI/ITeHI)HOCTB K MOHTCIYKACTy HaTpus HUJIU K J'IIO6OMy N3 BCIIOMOI'aTCJIbHBIX

BEIIIECTB, IEPEUNCIECHHBIX B pa3zene 6.1.

e Jlerckuit Bo3pacT 1o 15 ner.

o JleduuT maKTa3bl, HEIEPEHOCUMOCTH JIAKTO3BI U TITFOK030-TaJaKTO3HAsI MalTbaOCcopOIIHs.
4.4. OcoOble yka3aHusl M Mepbl NPeJ0CTOPOKHOCTH NPH NPUMEHEHUH
D¢ heKTUBHOCT, MOHTEIyKacTa I TMEePOPATIbHOTO TpHeMa B OTHOIICHHWH JICUEHUS OCTPBIX
NPUCTYIIOB OpPOHXMAIBHOW acTMBl HE YCTaHOBIJIEHA, MOJTOMY MOHTEIYKAacT B TalleTkax He
pEeKOMEH/IyeTCsl Ha3Ha4yaTh JIsl JISYSHUs] OCTPBIX IPUCTYIIOB OpOHXHMAIbHOM acTMbl. [lanmenTam
JIOJDKHBI OBITh IaHBl MHCTPYKIIMH BCETJja UMETh MpH cede mpenaparbl SKCTPEHHON MOMOIIN JUTS
Ky[UPOBaHUS MPUCTYNOB OPOHXHMAIBHON acTMBbl (MHTaJSIIIMOHHBIE 0eTa2-arOHUCTHI KOPOTKOIO
JeicTBUS).

He CJICAYCT IMMPCKpallaTh IMPUCM MOHTCIIYKACTa B NIEPUOJ O6OCTpCHI/I$I ACTMBbI U HCOGXO,I[I/IMOCTI/I
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0eTa2-aroHUCTOB KOPOTKOTO IEHUCTBUSA).

[TanueHTBl C MOATBEPXKACHHOW ajuleprued K aUeTUICAIMIWIOBOM KHUCIOTE M IPYrUM
HECTEPOUJAHBIM NPOTHBOBOCHANNTENBbHBIM npenaparam (HIIBII) He moskHBI NpUHHUMATh 3TH
mpernaparsl B IIEPUOJ  JIEYCHMS MOHTEIYKAacTOM, IIOCKOJIBKY MOHTEIYKacT, —yJIydInas
JIBIXaTeNbHYI0 (PYHKIHUIO Y OOJBHBIX aNIEPrHUEcKO OpOHXHATBbHON acTMOW, TeM HE MEHee, He
MOYKET MOJHOCTBIO MPEAOTBPATUTh BbI3BaHHYIO y HUX HITBIT OpOoHXOKOHCTPUKIHIO.

Jlo3y  MHTaIIUOHHBIX  INIIOKOKOPTUKOCTEPOMZOB,  IPUMEHSAEMBIX  OJHOBPEMEHHO C
MOHTEJIYKaCTOM, MOYHO ITOCTEIIEHHO CHUXKATh 1101 HAO/II0IEeHUEM Bpaya, OJJHAKO Pe3KOil 3aMeHbl
WHTABIMUOHHBIX WM MEPOPAIBHBIX TIIFOKOKOPTUKOCTEPOUJOB MOHTEIYKACTOM IIPOBOJIUTH
Henb3s. Y MalUeHTOB, NMPUHUMABIIMX MOHTENYKAcT, ObUIM ONMCAHbl IICHXOHEBPOJOTUYECKUE
HapywmeHus (cM. pazznen 4.8). YuuTeiBas, YTO 3TH CHUMIITOMBI MOIJIM OBITh BBI3BaHbI JPYTHMHU
(dakTOopamMH, HEM3BECTHO, CBsI3aHbl JIU OHM C NPUEMOM MOHTelykacTta. Bpauy HeoOxoaumo
00CYUTh TaHHBIE HEXENAaTeJIbHBIE PEaKIUH C MAIMeHTAaMH W/WIA UX POAMTEISIMUA/OTIEKYHAMH.
[TanmenTam W/MiM UX POIUTENSIM/ONEKYHaM HEOOXOIUMO OOBSICHUTH, YTO B CIIydae MOSBICHUS

HO,I[O6HBIX CHUMIITOMOB H606XOI[I/IMO COO6I_HI/ITL 00 >TOM JicHalemMy Bpavy.

BHUMAHME: BO3MOXHbBI TSXEJIBIE HEUPOIICUXUYECKUE PACCTPOMCTBA
Nmerorcs cooOiieHus 0 pa3BUTUM TSDKENBIX Helporicuxuueckux paccrpoiicts (HIIP),
cBsa3aHHbIX ¢ npueMoM «MOHTEJIYKACT-AJIMYM». Buasl paccTpoiicTB, O KOTOPBIX
co00MIATIOCh, YPE3BBIYAWHO PA3JIMYAIOTCS U BKIIOYAIOT B ce0sl (HO HE OrpaHUYMBAIOTCS MMH)
CIIEyIOIINE HEXKeNaTeIbHble pPeaklMH: BO30YXKIACHHE, arpeCCUBHOE MOBEACHHE, JIEIIPECCUIO,
HapylLIeHUsI CHa, CyUIM1a]IbHbIE MBICIIU U ITOBEACHHE (BKIIIOYas MONBITKY cyuuaa). Mexanusm
pazButusi ganHbix HIIP, cBsa3anubix ¢ npumeHeHueM «MOHTEJIYKACT-AJIMYM», B
HacTosIee BpeMsi HeJOCTaTOYHO M3y4eH (CM. JONOJIHUTENbHYI0 HH(pOopMaruio B paszaene 5.1).
[Tockonbky umeercs puck passutuss HIIP, mone3a ot nmpumenenus «MOHTEJIIYKACT-
AJINYM» MOXKeT He NpeBbIIaTh PUCK, CBI3AHHBIA C €r0 MPUMEHEHUEM Y HEKOTOPBIX I'PYIII
MAIMeHTOB, OCOOEHHO B CllyyasX, KOTJa CHMOTOMBI aJJIEPrHUECKOTO0 PHHUTA SBISIOTCS
YMEPEHHbIMH WU 3a00J€BaHHE MOXXET aJeKBATHO KOHTPOJIMPOBATHCS HHBIMH METO/JaMHU
neuenusi. Cnenyer coxpanarh npumeHenne «MOHTEJIYKACT-AJIMYM» Ttonapko y Tex
MAalUMEeHTOB C aJUIeprUYecKUM pPHUHHUTOM, Yy KOTOpPbIX HE Halliojaercss OTBeTa Ha
aJIbTEpHATUBHBIE METO/IbI JIEUEHUS WIIX OHHM IIJIOXO MEPEHOCATCSI.

[Tpu naznauennu «kMOHTEJIYKACT-AJIMYM» cienyeT 00CYIUTh C MAIUEHTOM WJIH JIULIAMH,
OCYIIECTBIISIOLUIMMH YXOJ[ 38 HUM, 0XKH/Ia€MYIO M0JIb3y U BO3MOXKHBIE PUCKH OT MPUMEHEHUS
JTAHHOTO JIEKapCTBEHHOTO Mpernapara.

Cnemyer mnpenynpeauTh NanMeHTa W (WIM) JIHI, OCYIIECTBISIIOIIMX YyXOJ 3a HHUM, O
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HEOOXOMMOCTH HAOJII0IEHHUS 32 M3MEHEHHEM [XxapakTepa HOBCTEHAT W 1O BACHUEM KARKX -

mu6o HOBBIX Helporncuxudeckux cumnromoB (HIIC) B mepuon npuema « MOHTEJIYKACT-
AJINYMy. Eciu Habmromaercs W3MEHEHHE MOBEIEHUs MmamuenTta, IossiaeHrne HoBbix HIIC
nub0 y MalueHTa BO3HHUKAIOT CYMIUJAIbHBIE MBICIM U (WIHM) TOBEIEHUE, HEoO0XOIMMO
npekpatute npueM «MOHTEJIVKACT-AJIMYM» u He3aMeUINTEIbHO CBS3AaThCA C

MEIUIIMHCKUM paOOTHUKOM (CM. JIOMOJHUTENBbHYIO HH(OpMaInio B pa3zene 4.8).

B PEAKHUX CliydadX MalUCHTBI, IIOJTY4YaBIIHUE IIPOTHBOACTMATHYCCKUC IIp€riapaTthbl, BKIIIOYAA
AHTarOHMUCThI HCﬁKOTpHCHOBHX PEUCITOPOB, UCIBITHIBAJIM OAHY WUJIKM HCCKOJIBKO HEXKEIATCIIbHBIX
peaxunﬁ N3 HWKXCICPCUNCICHHDBIX! BOBI/IHO(I)I/IJII/IIO, ChIllb, YXYAIICHHUEC JICTOYHLIX CHUMIITOMOB,
KapaAUuOJIOTUYCCKUC OCJIOKHCHUA n/uau HeﬁpOHaTI/IIO, HHOI'lJda AUAarHOCTUPYEMYIO KaK CUHAPOM
IIamea — CTpOCCEI, CHCTEMHBII 303PIHO(1)PIJ'IBHBII>1 BACKYJIUT. OTHn CJIyuau MHOorga OBLIH CBSI3aHBI
CO CHMKCHUEM O03bI UIIH OTMEHOI1 TCpalu NCPOPAJIbHBIMHA T'NTFOKOKOPTUKOCTECPOUAAMMU. Xots
HpI/ILII/IHHO-CJIeIlCTBeHHOf/i CBsA3U 3THUX HECXKCIATCIbHBIX peaxunﬁ C Teparmeﬁ aHTarOHuCTaMu
HeﬁKOTpHCHOBBIX peucuTOpPOB HE OBLIO YCTAHOBJICHO, [TALIUCHTAM, IPUHUMAIOIIUM MOHTCIIYKACT,
H606XOI[I/IMO CO6JHO)I&TB OCTOPOKHOCTb;, Y TaKUX IIaUCHTOB HeO6XOI[I/IMO IMpOBOAUTD
COOTBCTCTBYIOIICC KIMHUYECKOC Ha6JIIOI[€HI/I€.

BcrnoMmorarensHble BellecTBa

MOHTEJYKACT-AJIMYM copepxut nakro3zy. IlaumeHtsl ¢ peako BcTpedaroumiencs
HACJIEICTBEHHON HENEPEHOCUMOCTBIO TaJIaKTO3bl, JJAKTA3HOW HEJOCTATOYHOCTHIO WIIH TIIFOKO30-
raJlakTO3HOM MasibabcopOuuei He noskHbI npuHUMath npenapat MOHTEJIYKACT-AJIMYM.
MOHTEJIYKACT-AJINYM conepxxut menee 1 Mmomb (23 Mr) HaTpusi Ha OJHY TaOJETKY, TO
€CTb 110 CYTH HE COJACPKUT HATPHUSI.

4.5. B3amMmopeiicTBHe ¢ JPYrHMH JIEKAPCTBEHHBIMH NpenapaTamMM M JApyrue BHJbI
B3aMMO/EHCTBUA

MoHTenykacT MOXKHO Ha3HauaThb BMECT€ C APYTMMHU JIEKAPCTBEHHBIMU CPEICTBAMHU, KOTOpHIE
OOBIYHO MPUMEHSIOT I TPO(PMIAKTUKHA U JUTUTEIBHOTO JICYCHHS] OPOHXUATLHON aCTMBI W/WIN
JICYEHUS AJUIEPTUYEcKOro puHUTa. PexomeHayemasi TepanmeBTUUYECKas 032 MOHTENIyKacTa He
OKa3bIBaJIa KIMHUYECKU 3HAYMMOTO BIHMSHHUS Ha (DapMaKOKWHETUKY CIEAYIOIIUX IMPEenapaToB:
TeopUIINHA, peIHU30HA, IIPEIHNU30JI0HA, MepOpaTbHBIX KOHTpPAIICTITUBOB
(atuHIIBCTpaaRo/HOpITUCTEpOoH 35/1), Tepdenaauna, TMTOKCUHA U Bap(dapuHa.

3nayenne AUC MoHTenyKacTa CHIKaeTcs NpU OJHOBPEMEHHOM mpueme ¢eHobapourana
npumepHo Ha 40 %, HO TO He TpedyeT U3MEHEHUI pekrMa JO3UPOBAHUS MOHTEIYKACTa.

B uccnenoBanusx in Vitro yctaHoBjeHO, 9YTO MOHTeIyKacT HHrHOUpyeT uzodpepment CYP 2C8
cUCTeMBbI 1UTOXpoMa P450, o1HaKO MPH HUCCIEIOBAHUH JICKAPCTBEHHOTO B3aMMOEHCTBHUS IN VIVO

MOHTEJIyKacTa M pOCUTIUTa30Ha (MeTabonm3upyercs ¢ ydactuem uszodepmenra CYP 2C8

4
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cucteMbl nuToxpoma P450) Obuto mMokaszaHo, YTo MOHT'Q]I';H;Q?%Q @Iﬁll%ﬁlbblﬁ—ah -I;rgcrtlbébﬁem

CYP 2C8. Takum oOpa3om, He mpeamnojaraercs BiusHUS MoHTenykacta Ha CYP 2C8-
OTMOCPEIOBAaHHBI  MeTaboNM3M JIEKApCTBEHHBIX IpenapaToB (HampuMep: MakKIUTaKcena,
POCHUTIINTA30Ha, pENarJuHuAa).

WccnemoBanus in Vitro mokasaiu, 4TO0 MOHTEIYKACT sBiseTcs cyocrpaTom uzodepmentoB CYP
2C8, 2C9 u 3A4. [lanHble KIMHUYECKOIO HCCIIEOBAHUS JIEKAPCTBEHHOI'O B3aMMOJEHCTBUS B
OTHOILICHMM MOHTENyKacTa u rempubposmna (unruburopa kak CYP 2C8, tak u 2C9)
JEMOHCTPHUPYIOT, YTO reMPprOpo3uI moBsImaeT 3H(HEeKT CHCTEMHOT0 BO3/ICHCTBUSI MOHTETYKacTa
B 4,4 paza. CoBMeCTHBII MpUeM HUTpakoHa3oia, MomHoro uHruouropa CYP 3A4, BmecTe ¢
reMpuOpO3MIOM U MOHTEITYKACTOM HE MPUBOAWI K JOTOJIHUTEIBHOMY IMOBBIIICHUIO 3(dekra
CHCTEMHOTO BO3CHWCTBUSI MOHTeNyKacTa. Bimsaue rempudpos3mia Ha CHCTEMHOE BO3/CHCTBUE
MOHTENYKacTa HE MOXKET CUUTAThCS KIMHUYECKH 3HAYUMBIM Ha OCHOBAaHMHM JIAHHBIX IO
0€30MacHOCTH PU MPUMEHEHUH B 103aX, IPEBBIIIAIOIINX 0A00PEeHHYI0 103y 10 MTI JU1s B3pOCIBIX
MAIUeHToB (HampuMmep, Npu npuMeHeHnd B o3¢ 200 Mr/meHb JJis B3pPOCIBIX MAIMEHTOB B
TedeHue 22 HeIelb U B 03¢ 10 900 Mr/1eHb B TeUeHHE PUMEPHO OJTHOM HEeIeN He Ha0JI01a710Ch
KIIMHUYECKH 3HAYUMBIX OTpULIaTeIbHbIX 3 (ekToB). TakuM 00pa3om, Mpu COBMECTHOM IMIPHEME C
reMmpuOpO3UIOM KOPPEKTUPOBKH JI03bI MOHTelykacta He TpeOyercs. [lo pesymnbratam
uccienoBaHuii  iN VItro He mpeamosiaraeTcs KIMHUYECKH 3HAYUMBIX JIGKAPCTBEHHBIX
B3aUMOJICHCTBUI ¢ JApyruMH u3BecTHBIMH uHTHOMTOpamMu CYP 2C8 (mampumep, c
TpuMeTonpumMoM). Kpome TOro, COBMECTHBII IpHEM MOHTENyKacTa C OJHHUM TOJIBKO
UTPAKOHA30JI0M HE MPUBOIUII K CYIIECTBEHHOMY MOBBIIIEHUIO 3((heKTa CHCTEMHOT0 BO3CHCTBUS
MOHTEJYKacTa.

KOM6I/IHI/IDOBaHHOC JCYCHHUEC C 6DOHXO}II/IJ'IaTaTODaMI/I

MOHTCJ’IYKaCT SIBJISICTCS 00OCHOBAHHBIM AOMOJIHCHHUEM K MOHOTEpalnu 6p0HXOI[I/IJ'IaTaTOpaMI/I,
€CIIn MOCJICAHHUE HC o0ecneunBaroT AZICKBATHOTO KOHTPOJIA 6pOHXI/IaJIBHOI>’I actMbel. Ilo
AOCTHIKCHUNU TCPAINICBTUYCCKOT'O 3(1)(1)eKTa OT JICUCHUA MOHTCIIYKAaCTOM MOXHO Ha4daTb
MOCTCIICHHOC CHUXKXCHHUEC JTO3bI 6pOHXO)II/IJ'IaTaTOpOB.

KOM6I/IHI/IDOBaHHOC JCYCHHUE C UHTATTANMOHHBIMHU I'N'TIOKOKOPTHKOCTEPOHUaMHU

JleueHne MOHTEIYKAcTOM OOECTeYMBaeT JIOTOJHUTENBHBIM TepamneBTUYeCKuid  dPdeKT
ManydeHTaM, TMPUMEHSIONIMM WHTAISIIMOHHBIE TIIFOKOKOPTHKOCTepoubl. [lo  mocTmxeHuun
CTAOMIM3AIIMN COCTOSIHHSI MOYKHO HA4aTh MOCTENIEHHOE CHIKEHUE JI03bI TITFOKOKOPTUKOCTEPOU 1A
noJ HaONroIeHneM Bpauda. B HEKOTOPBIX CITydasiX JOMYCTHMA IMOJHAs OTMEHA MHTAISIIMOHHBIX
MIFOKOKOPTUKOCTEPOUIOB, OHAKO Pe3Kasi 3aMEHA MHTAJISILUOHHBIX TITIOKOKOPTUKOCTEPOUIOB HA
MOHTEYKAacT He PEKOMEHy€eTCS.

4.6. DepTHIBLHOCTD, 0€PEMEHHOCTD M JTAKTALUSA
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bepemeHHOCTD

MoHTenykacT cieayeT NPUMEHATh NP OEpEMEHHOCTH, TOJIBKO €CIM OXHUAAaeMas I0Jib3a JJIs
MaTepy MPEBBILIAET MOTEHUMAIBHBIM PUCK A IIojga uiau pedeHka. COrlacHO MMEIOLIMMCS
OINyOJMKOBAHHBIM JAHHBIM IPOCHEKTHUBHBIX U PETPOCHEKTHBHBIX KOIOPTHBIX HCCIEIO0BAHUMN
IPUMEHEHHs MOHTEIJIyKacTa y )KEeHIIUH BO BpeMsl 0EpEMEHHOCTH, Y JeTel KOTOPBIX OLCHUBAJIKCh
TSDKEJIbIE BPOJKICHHBIC IOPOKH pPa3BUTHUS, HE BBIBIECHO PHUCKOB, CBS3aHHBIX C IPHUEMOM
npemnapara.

JlocTynHble UCCIEOBaHUS MMEKT METOI0JIOTMYECKUE OIpAaHUYEHUs, BKIIIOYas Majblii 00beM
BbIOOPKHU, B HEKOTOPBIX CIIy4yasX PETPOCHEKTUBHBINA COOP JaHHBIX U HECONOCTaBUMBbIE TPYIIIIbI
CPaBHEHHSI.

Jlakranus

MoHnTenykacT cieayer NpUMEHSATh B NEpUOJl KOPMIIEHHs IpyJblO, TOJBKO €CIH OKUAaeMas
10JIb3a Ul MaTepU MpEBBIIIAET MOTEHUMAIBHBIA PUCK Ul IUIoJa Wiu pedbeHnka. HeussectHo,
BBIIETISICTCSl JIU MOHTEIYKAcT C TIpyJHbIM MOJIOKOM. IloCkobKy MHOrME JI€KapCTBEHHbIE
Ipenaparsl BBIACISIOTCS ¢ TPYJIHBIM MOJIOKOM, HEOOXOJMMO YUYUTBIBATH 3TO MPU HA3HAUYECHUU
MOHTEJIYKacTa B IEpUOJ] TPYAHOI0 BCKapMIIMBAHUS.

4.7. BausiHMe HA CIHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CpeACcTBAMU U padoTaTh C
MeXaHU3MaMH

MOHTEJIYKACT-AJINYM oka3bIBaeT HECYIIECTBEHHOE BJIMSHHE HAa CIIOCOOHOCTH YIPABJIATH
TPAHCHOPTHBIMM CpEACTBaMH U padoTaTh ¢ MeXaHu3MaMmH. TeM He MeHee WHAMBHIYyalbHbIE
peaKkIMy Ha IpenapaT MOryT ObITh pa3iuuHbIMU. HekoTopsle moOouHble 3¢ (deKThl (Takue Kak
TOJIOBOKPY>KEHHE U COHJIMBOCTB), KOTOpPbIE, KaK COOOIIAIOCh, OYEHb PEAKO BO3HUKAIU MpU
NPUMEHEHUN MOHTEIYKacTa, MOTYT BIIUATh Ha CIIOCOOHOCTh HEKOTOPBIX MAI[MEHTOB yNPAaBIATh
TPAHCHOPTHBIMM CPEJICTBAMHU U pabOTaTh C MEXAaHU3MaMHU.

4.8. Hexkes1aTelbHbIEe peaKIUH

PesroMme HexxenaTeabHbBIX PEAKIINT

B memom MoHTemykacT xopomio TepeHocuTcs. HexkemarenbHple peakiud OOBIYHO OBIBAIOT
JIETKUMHU M, KaK INpaBHJIo, HE TpeOyrOoT OTMEHHI mpemnapara. OOmias 4actora HeXelaTeIbHbIX
peaKuii Ipu JIEYeHUH MOHTEIYKacTOM COIOCTaBUMA C UX YacTOTOH MpH npHremMe manedo.
Jlemu 6 6o3pacme om 2 00 5 nem ¢ OPOHXUATLHOU ACMMOU

B KIMHMYECKUX MCCIIEIOBaHUAX MOHTENYKAcTa IPUHUIA ydacThe 573 marueHTa B BO3pacTe oT 2
no 5 uner. B 12-HemenbHOM  1UIANE00-KOHTPOIUPYEMOM  KIMHUYECKOM HCCIIEIO0BAaHUU
€MHCTBEHHON HEKENAaTEeIbHOW peakiueil, OLEHEHHON KaK CBSI3aHHOE C IPUEMOM IIpernapara,
HaOmonaBuieiicss y > 1 % nanueHToB, MPUHUMABIIMX MOHTEIYKAacT, W yallle, YeM B IpyIIe

MalMeHTOB, MPUHUMABIINX I1J1a11e00, ObLTa sKak1a. Pa3nuanst mo 9acToTe JaHHOM HEXenaTeTbHON
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B o6meii cnnoskHocTH 426 MalieHTOB B BO3PACTE OT 2 A0 5 JIET [0JIy4aJIy JI€UEHUE MOHTEIYKAaCTOM
B T€UEHHME KaK MUHUMYyM 3 Mmecdues, 230 — B TeueHue 6 MecsleB Win 0ojee JAIUTENbHO U 63
nanueHTa — B TedeHue 12 mecsueB unu Oosee anmutenbHo. [Ipu Oonee NIMTENBHOM JI€UEHUU
npoduih HeKeNaTeIbHbIX PeaklUi HEe U3MEHUIICS.

Hemu 6 6o3pacme om 2 0o 14 n1em ¢ ce30HHbIM annepeudecKum puHUmom

B 2-nmepenpHOM mane00-KOHTPOIUPYEMOM KIMHHUYECKOM HCCIEAOBAaHUM C TNPUMEHEHHEM
MOHTENyKacTa JJisi JICYEHHUsS CE30HHOI0 aJUIepruuecKoro puHUTa NpuHsIM ydactue 280
MAlKEHTOB B Bo3pacte OT 2 10 14 sner. MoHTenyKacT NpUHUMAJICS ManueHTamu 1 pa3 B J€Hb
BEYEPOM M B IEJIOM XOPOIIO MEPEHOCHIICS, Mpoduib 0e30macHOCTH TIpenapaTa ObLT CXOXK C
npoduiem Oe3onacHocTH 1ianedo. B gaHHOM KIMHUYECKOM HCCIEOBAaHUM HE ObUIM
3apETUCTPUPOBAHBI HEXKENATEIbHbIE PEaKI[MH, KOTOpble Obl PacICHUBAIUCH KAaK CBA3aHHBIE C
npHeMoM Mpenapara, Habmoganuch 06l y > 1 % mnanueHToB, MPUHUMABIINX MOHTEIYKACT, U
yaiie, 4eM B TPYIIIe MalueHTOB, IPUHUMABIINX IUIAe0o.

Jlemu 6 so3pacme om 6 00 14 1em ¢ OPOHXUATLHOU ACMMOTL

[Tpoduns Ge3zomacHOCTH mpemnapara y AeTeld ObLT B LIEJIOM CXOX € Mpoduiaem 6e30MacHOCTH Y
B3POCIJIBIX U COIIOCTABHUM ¢ MpoduiieM 6e30MmacHOCTH 1anedo.

B 8-nHemenpHOM miiane0o-KOHTPOJIMPYEMOM KIMHMYECKOM HCCIIECIOBAHUM €IUHCTBEHHOMU
HE)KelaTeJIbHOM peakinel, OIIeHEHHO!M KaK CBSI3aHHOE C IIPUEMOM Ipenapara, HabJto1aBIIeics y
> 1 9% mnanueHTOB, NMPUHMMABIIMX MOHTEIYKAcT, W 4Yalle, 4YeM B TpYIIe MalleHTOB,
MPUHUMABIIUX TIae60, Oblia ToJ0BHAs 0onb. Paznuune mo yacTtore Mexay ABYMS TpyHnmnamMu
JedeHHst ObLIIO CTATUCTUYECKH HE3HAYUMBIM.

B wuccnenoBanusx mo OlLiEHKE Temma pocTa MNpoduib O€30MacHOCTH Yy MAlMEHTOB JaHHOU
BO3PACTHOM TIpyNNbl COOTBETCTBOBAJ paHEe OMNHMCAaHHOMY Hpodumio  0e30MacHOCTH
MOHTEYKacTa.

[Ipu OGonee mmurenbHOM JedeHun (Oonee 6 Mec.) MpoduIb HEXKENTATeNbHBIX pPEAKIUd He
M3MEHUJICS.

B3pocnvie u 0emu 6 gozpacme 15 nem u cmapuie ¢ 6pOHXUANLHOU ACMMOTL

B naByx 12-HenenpHBIX M1a11€00-KOHTPOIUPYEMBIX KITMHHYECKUX UCCIIEIOBAaHUSIX C aHAIOTUIHBIM
JIM3afHOM €JIMHCTBEHHBIMH HEKEIATeIbHBIMA PEAKIUAMHU, OIICHCHHBIMH KaK CBS3aHHBIC C
MIPHEMOM TIpernapata, HaOMoJaBIUMUCT y > 1 % TMarueHToB, MPUHUMABIINX MOHTEIYKACT, U
Yaiie, 4eM B TPYIIe Nal[MeHTOB, MPUHUMABIIHX M1ae00, ObLUTH 00Jb B )KUBOTE U TOJIOBHAS 0OJIb.
Paznuuust mo yacToTe JaHHBIX HEeXKENATENbHBIX PEAKIIUi MEXTy IBYMS TPYIIIIaMU JICUYSHHS ObLITH
CTATUCTUYECKUA HEe3HaunMbIMU. [Ipu Oosnee nmuTenbHOM JiedeHUUW (B Te€YeHHUE 2 JieT) mpoduiib

HEXCIIaTCIIbHBIX peaKHI/Iﬁ HE U3MCHMUIJICA.
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B3pocnvie u 0emu 6 6ospacme 15 nem u cmapwig ¢ ce30n%g&:&}§é;%’égmw%;%ﬁ'ﬂ 00s)

MoHTenyKacT mpUHUMAJICS MaueHTamMu | pa3 B IeHb, YTPOM WJIM BEYEPOM, U B IIEJIOM XOPOIIO
nepeHocuIcs, mpoduiis 6€30macHOCTH Ipenapara ObLUT CX0XK ¢ poduiieM 6e30macHOCTH TUTaeoo.
B mnamne6o-KOHTPOIMPYEeMBbIX KIMHHYECKHX HWCCICAOBAHUIX HE OBUIM 3aperuCTPUPOBAHBI
HEXKEJaTeIbHbIC PEaKIIMU, KOTOPhie Obl PAaCICHUBAIKMCH KaK CBS3aHHBIC C MPUEMOM IIpernapara,
HaOmonanuch Obl y > 1 % NanMeHToB, MPUHUMABIINX MOHTENIYKACT, W Yalle, YeM B TpYIIe
MAIMEHTOB, MPUHUMABIINX TuTane6o. B 4-HeaensHOM M1ane00-KOHTPOIUPYEMOM KIMHUYECKOM
UCCIIeIOBaHUH TPOQWIF 0E30MacHOCTH TMpernapara ObUT CXOXK C TaKOBBIM B 2-HEACTbHBIX
uCcclieIoBaHMsIX. YacToTa BO3HHMKHOBEHHsSI COHJIMBOCTH MPH TpPUEME Ipernapara BO BcCeX
WCCJICIOBAHMSIX OblIa TAKOH e, KaK MpHU IprueMe Tuianeoo.

Bspocnvie u 0emu 6 sospacme 15 nem u cmapuie ¢ Kpy2no200UdHbIM ailepeUiecKum pUHUmMom
MoHTenyKkacT NpuHUMAJICS MMallMeHTaMu | pa3 B IeHb U B IIEJIOM XOpoLIo neperocuics. [Ipoduin
0e30IacHOCTH Ipernapara ObLUT CX0XK ¢ poduiieM 0€30IacCHOCTH, HAOIIOIABIIUMCS TIPH JICYCHUU
MAIUEHTOB C CE30HHBIM AUICPTUYCCKUM PHHHATOM W TpPU TpueMe Iurtane6o. B maHHBIX
KIIMHUYECKUX UCCIICIOBAHMSIX HE OBUIH 3apETHCTPUPOBAHBI HEXKEIIATSIIBHBIC PEaKIUU, KOTOPBIC
OBl paclleHUBAIMCH KaK CBSI3aHHBIC C TPHEMOM Iperapara, HabIoaamuch Obl y > 1 % namnueHTos,
NPUHUMABIIUX MOHTEIYKACT, M dYalle, YeM B TPYIIe NalHMeHTOB, MPUHUMABIIUX IUIAIe0o.
YactoTa BOZHUKHOBEHHUS COHJIMBOCTH IPHU MPUEME TpernapaTa Obljia TaKOH e, KaK MPH MpHeMe
naneoo.

O606wennbIll aHaUu3 pe3yibmamos KIUHULECKUX UCCIe008aHULL

beum  mpoBeneH  0000mieHHBIM  aHanmu3 41  1ane00-KOHTPOIUPYEMOTO  KIMHHUYECKOTO
uccienoBanus (35 uWccienoBaHM C y4acTHEM NAaIlMEHTOB B Bo3pacte 15 mer u crapume; 6
WCCJIEIOBAaHUIM C ydYacTHeM TaIlMeHTOB B Bo3pacTe OT 6 a0 14 7er) ¢ Huchojib30BaHUEM
YTBEPKACHHBIX METOJIOB OIEHKH CyHlIuganbHOCTH. Cpeau TalUeHTOB, MNPUHUMABIINX
MOHTENYKACT, W TMAalMeHTOB, MPUHUMABIIUX MPU TMPOBEACHUN KIMHHUYECKUX HCCIIeIOBAHUN
rtane0o, ObUT BBISIBIICH OJIMH TMAIMECHT ¢ CYHUITUAATLHON HACTPOCHHOCTHIO B TPYIIINE MAIIMECHTOB,
MPUHUMABIINX MOHTEIyKacT. HU B OJHOW M3 TPYIIT JiedeHHs] He OBUIO COBEPIICHO HU OIHOTO
caMOyOWiiCTBa, CYyWIMIAIbHOW TOMBITKM WM JAPYTUX TOATOTOBUTENBHBIX JIEHCTBUH,
YKa3bIBaBIINX HA CYUIIUJABHOE IOBEJCHHE.

OtnenpHO OBLT MpoBeneH 0000meHHbIN aHamu3 46 1Iane00-KOHTPOIUPYEMBIX KIMHHYECKUX
uccienoBanuii (35 wWccnemoBaHui C ydacTHeM TAIlMeHTOB B Bo3pacte 15 met m crapme; 11
WCCIICIOBAaHUI C y4acTHeM TMalMeHTOB B BO3pacTe OT 3 MecsleB 10 14 neT) ans OLEeHKH
HeOmaronpusaTHbIX noBeneHdeckux 3¢ dexron (HIID). Cpenu manueHTOB, IPUHUMABIINX B ATHX
WCCIICIOBAHMSIX MOHTEIIYKACT, W TMAaIMEHTOB, TMPUHUMABIINX IUIANE00, MPOIEHT MaICHTOB,

uMmeronmx kak MuHuMyM oauH HIIO, coctasui 2,73 % cpeau npuHUMAaBIIMX MOHTETyKacT U 2,27
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unrepsai [0,93; 1,36]).
HexenarenbHble peakiuu, 0 KOTOPHIX COOOINANOCh B IEPHUO MOCTMAPKETUHTOBOTO IPUMEHEHUS
MOHTEJIYKacTa, IePSUNCIICHBI B TA0JIHMIIC HI)KE B COOTBETCTBHH C CHCTEMHO-OPTaHHBIMH KJIacCaMu
U CHEHU(PUICCKUMH HEXENaTeIbHBIMUA peakiusaMu. Kareropuu 4acToThl OBUIM OIICHEHBI Ha
OCHOBE COOTBETCTBYIOIIHUX KIMHUYECKUX HCCIEIOBAHUN.
'Kateropust uacToTsl: ompeneneHa IS KaKIOH HEXKETAaTeTbHON PEeaKiMH B 3aBUCHMOCTH OT
YacTOTHI, yKa3aHHOH B 0a3e JaHHBIX KIMHHYECKUX UCCICIOBaHMIA: oueHb Yacto (> 1/10);
gacro (> 1/100, no < 1/10);
Heuacto (> 1/1000, no < 1/100);
penko (> 1/10000, Ho < 1/1000);
o4deHb peko (< 1/10000);
94aCcTOTa HEM3BECTHA (HA OCHOBAHMM MMEIOIIMXCS JAHHBIX OLIEHUTh HEBO3MOIKHO).
2JlaHHas HEXeNaTeNbHas PeakIys, KOTOpas Oblla OTHECEHA K KATETOPHH «OYEHb 4acTo» Y
MAIUEHTOB, MOTYYaBIIMX MOHTEIYKACT, TaKXKe OblJla OTHECEHAa K KaTETOPUU «OYCHb YacTo» Y
MAIMEHTOB, TOJIYYaBIINX TUIANE00 B KIMHUYECKUX UCCIICTOBAHHSIX.
3KaTeropust 4acTOTBI «PEIKO.
*Jlannas HexXenaTenbHAs PeaKiys, KOTOpas ObIIa OTHECEHA K KATETOPHH «JacTOy» y MAlMeHTOB,
MOJTyYaBITUX MOHTEIYKACT, TaKke OblJla OTHEeCEHAa K KATErOPUH «4acTo» y TAaIUeHTOB,

MoJIy4yaBIINX nﬂaue60 B KIMHHYCCKHUX UCCIICAOBAHUAX.

CI/ICTCMHO'OpFaHHHﬁ KJ1acc

HexenarensHbie peakunun

KaTeropI/m ‘IaCTOTLIl

Wudexkunu 1 nHBa3UU

I/IH(I)CKI_[I/II/I BCPXHHUX AbIXATCIBbHBIX

OYCHBb 4aCTO

Hapymenus co ctopoHbl
KpPOBH 1 TUMaTHIECKON

CHUCTCMBI

myTeii?

MTOBBIIIEHUE CKIIOHHOCTH K penKo
KPOBOTEUEHUAM

TPOMOOLIUTOIICHUS OYEHb PEAKO

Hapymenus co cTopoHsl

HMMYHHOﬁ CUCTCMBI

pPCaKkiuu runepuyBCTBUTCIILHOCTU, B TOM

qHuCJIC aHa(pI/IJ'IaKCI/IH

HCYaCTO

703UHO(UIBEHAS UHPHIbTPALHS IEYeHU

OYEHb PEJIKO

[Icnxnyeckne HapylIeHUs

HapyumI€HUsA CHA, BKIIrOYas HOYHBIC
KOIIIMaphl, 6eCCOHHI/II_Iy, COMHaM6y.TII/I3M,
TPEBOXKHOCTD, BO36Y)K,Z[CHI/IC, B TOM

YHUCJIE arp€CCUBHOC MMOBCACHUEC UJIU

HEYacTo
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HCI/IXOMOTOpHaH FI/IHepaKTI/IBHOCTb
(BKJTIOUAS Pa3ApaXKUTEIBHOCT,
y 3
6ECIIOKOICTBO, TpeMOop®)
HapylIeHHe BHUMAHWsI, HAPYILICHHUE penKo

namMAaTH, TUK

raJUTIOIUHAIINH, J€30pUEHTAIIHS,
nuchemus (3aukaHue), CyUIuIaIbHbIC
MBICJIA U TTOBEJIeHUE (CYUIIMIATbHOCTB),

06CGCCI/IBHO'KOMHYJH)CI/IBHBIG CHUMIITOMBI

O4YCHBb PECAKO

Hapymienust co cTopoHsl rOJIOBOKPY>KE€HHUE, COHIMBOCTD, HEYacTo
HEPBHOUN CUCTEMBI MapeCTe3usl/TUIIeCTE3Us, CYJOPOTH

Hapymenus co ctopoHbl yualieHHOe cepAneOneHne penko
cepaua

Hapymienust co cTopoHsl HOCOBOE KPOBOTEUCHUE HEYacTo

I[BIXaTeJII)HOfI CHUCTEMBI,

OpPraHOB I'PYAHOU KIIETKU U

cunapom Yapaxa — Ctpocca (CUHC)

(cm. paznen 4.4)

OYEHb PEIKO

CpeAOCTEeHUs JeroyHast 503MHOMINA OUYEHb PEIKO
Hapymenus co cTopoHsl nuapes®, Tommnora®, pora’ 4acTo

eIy JOYHO-KUIIEYHOT O CYXOCTb CIM3UCTON 000JIOUKH MOJIOCTH | HEYACTO
TpaKTa pTa, aucnencus

Hapymenust co cTopoHsl MOBBILIEHHE aKTUBHOCTU CHIBOPOTOYHBIX | 4aCTO

IIEYCHHU U KECITUYECBBIBOAAIIINX

nyTen

tpancamunas (AJIT, ACT)

rcrnaTuT (B TOM YHCJIC XOJICCTATHUYCCKOC,
renaTouCJUIfoJIIpHOC U CMCIIAHHOC

MOpaXEHHE MEYECHH )

OYEHB PE/IKO

Hapymenust co ctopoHbl

KOXKH U IOJKOKHEIX TKaHEeH

4

CBIIb 49acTo
CKJIOHHOCTb K (JOPMHUPOBAHUIO 'eMaToM, |HEYaCTO
KpaluBHULA, 3Y]1

QHTMOHEBPOTUYECKHUM OTEK penKo

y3Jji0Baras >pureMma, MHOTO(I)OpMHaSI

spuTeEMa

OYCHb PEIIKO

Hapymenust co ctTopoHbl

MBIIICYHOM, KOCTHOM B

apTpajarus, Muajirus, BKIro4das

MBIIIEYHBIE CYIOPOTH

HEYacTo

10
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HoOCAEO0E EHOCTE 000

(HoCAEQOBATENEROHT ARy

COEIMHUTEILHON TKaH!

Hapymenus co cTopoHsl 3HYpe3 y AeTeil HEYacTo
HOYEK ¥ MOUYEBBIBOASALINX

nyTen

OO0ure HapyeHus: U nupexcus’ 4acTo

pCaknuu B MECTC BBCACHUA |aCTCHUS / IOBBILLIEHHAS YTOMIISIEMOCTBD, qacTo

9yYBCTBO 061].161"0 HEOOMOI'aHHUs1, OTCKHU

COOGH.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHo coo01maTh 0 mo103peBaeMbIX HEXeIaTeIbHBIX PEAKIUIX TOCIIE PErHCTPALluy Mperapara ¢
HEeNbI0 O0ECleueHUs HEMpPEePHIBHOITO MOHUTOPUHTA COOTHOIIEHUS «IOJIb3a — PHUCK»
JIEKapCTBEHHOTO TMpernapara. MeIuIuHCKUM pabOTHHUKAM PEKOMEHIYETCS COOOMIaTh O JIOOBIX
[I0JI03PEBAEMBIX HEXEJIaTeIbHbIX PEaKIUAX Ha JIGKAPCTBEHHBIN Iperapar yepe3 HallMOHaJIbHbIE
CUCTEMBl COOOILIEHUS O HEXKENAaTeIbHBIX pEaKUUsIX TIoCyAapcTB-ujeHOB EBpasuiickoro
SKOHOMHYECKOTO COI03a.

Poccuiickas ®@enepanus

®DenepanbHas ciry:x0a 1o Haa30py B cepe 3ApaBOOXpaHCHHUS

Anpec: 109012, r. Mocksa, CraBsiHCKasl IIIoIiaab, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnekrponHas moura: pharm@roszdravnadzor.gov.ru wiau npr@roszdravnadzor.gov.ru

Caiit B MH(POPMAIIMOHHO-TEIEKOMMYHHUKAITHOHHOMN CeTH «nTepreT:
www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CuMOTOMOB NEepeJ03UPOBKH HE HAOIIOIAIOCh B X0/€ KIIMHUYECKUX UCCIIeI0BaHUN JITUTEIHLHOTO
(22 Henenu) Je4eHUs B3POCIBIX OOJBHBIX OpPOHXMAIBHOM acTMOM C CyTOYHBIMH J03aMHU
MoHTemykacTa 10 200 Mr 1160 B X0/1€ KOPOTKHX (0KOJIO | HeAenn) KIMHUYECKUX UCCIIeIOBAaHUN
C CyTOYHBIMH J103aMH 110 900 mr.

Hmenu mecto ciyyan ocTpoil mepeno3upoBku (npuem He menee 1000 mr mpemnapara B CyTKH)
MOHTEJYKacTa B IOCTPErMCTPALlMOHHBIN NEPUOA M BO BpeMs KIMHUYECKUX HMCCIEAOBAHUN Y
B3pocibiXx u Jereil. KnuHuueckne u 1abopaTopHble JaHHBIE CBUAETEILCTBOBAIA O
COTMOCTaBUMOCTU Tpo¢uiaeil 0e30MacHOCTH MOHTENyKacTa y JeTed, B3pOCHBbIX MU MOKUIIBIX
MAIMEHTOB.

CuMOTOMBI

Haubonee yacTeiMu cuMITOMaMH ObUIM YYBCTBO JKaK[bl, COHJIMBOCTb, PBOTA, ICUXOMOTOPHOE
BO30Y>KJIeHHe, T0JIoBHAst 00Jib U 060Jb B KUBOTE. JlaHHBIE CHMIITOMBI COTJIACYIOTCS € MpoduiieM

0€30I1aCHOCTH MOHTEIIYKacTa.

11
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(NOCNEQCBATENEHOCTE 0006)

JleueHune

Jledenue B cimydae OCTpOM MEpEAO3MPOBKU cUMIITOMaruueckoe. JlaHHbix 00 3ddexTuBHOCTH
NEPUTOHEAILHOTO JUaM3a WIM TeMOJualii3a MOHTelykacta Her. Her cnenududaHON

I/IH(l)OpMaHI/II/I 0 JICUCHHHU IIEPCAO3UPOBKHN MOHTEIIYKACTA.

5. DPAPMAKOJIOT'MYECKHUE CBOMCTBA

5.1. ®apmakoaMHAMHYeCKHe CBOlicTBA

dapmaxorepaneBTiuueckas rpynmna: CpeacrBa uid JedeHMs OOCTPYKTHBHBIX 3a0o0jieBaHMH
JIBIXAaTENbHBIX MyTeH; Ipyrue CpeicTBa CUCTEMHOIO NEeMCTBUS Ul JIeYeHUS OOCTPYKTHBHBIX
3a00JIeBaHUMN JbIXATEJIbHBIX MyTEN; OJIOKaTOPHI JIEHKOTPUEHOBBIX PELENTOPOB.

Kox ATX: RO3DCO03.

MexaHu3M ASHCTBUS

[ucrennwmn-neiikorpucHsl (LTCs, LTD4, LTE4) sBustoTcst CHIBHBIME MEAMATOPAMH BOCIIAICHHS
— DIKO3aHOMIaMH, KOTOPBIC BBICISIFOTCS PAa3HBIMU KIIETKAMH, B TOM YHCJI€ TYYHBIMU KJIETKAMH
U D03MHOGWIAMHU. DTH BaXKHBIE MPOACTMATHUYECKHE MEIUATOPHI CBS3BIBAIOTCS C IIUCTEHHUII-
JIEWKOTPUEHOBBIMU perientopaMu. Lluctennun-neiikorpueHoBsie perentopbl 1 tuma (CysLTi-
pELenTopbl) MPUCYTCTBYIOT B JABIXaTEIbHBIX MYTAX YeIOBEKa (B TOM YHCIE B KIETKaX IIaJIKUX
MBI OpOHXOB, Makpodarax) W Ipyrux KIeTKax MPOBOCHAJCHUs (BKIOYas 303MHO(MIBI U
HEKOTOpPhIE€ MHEJIOUIHBIE CTBOJIOBBIE KIETKH). L{MCTEMHMI-NTEHKOTPUEHBI KOPPEIHPYIOT C
natopu3nogorue OpOHXHAIbHOW acTMBI U ajiepruyeckoro punuta. [Ipu actme JeldkoTpueH-
orocpeioBaHHbIe 3((EKThI BKIIOYA0T OPOHXOCHAa3M, YBETMUEHUE CEKPELIUU CITU3H, TOBBIIICHNE
MIPOHHIIAEMOCTH COCY/IOB M YBEITMUEHUE KOJTMUYECTBA 203uHO(IIIOB. [Ipn ayutepruueckomM puHHATE
MOCJI€ BO3JICHCTBUSI aJUIepreHa TMPOUCXOAUT BHICBOOOXKICHHE IUCTEHHWI-ICHKOTPUEHOB W3
IPOBOCHAINUTENBHBIX KJIETOK CIM3UCTOM 000JIOUKH MOJOCTH HOCA BO BPeMs paHHEH M MO3aHeH
a3 amepruueckoil peakluu, 4TO HPOSBISETCS CUMITOMAMU ajuleprudyeckoro punHura. Ilpum
MHTpaHA3IbHON MPO0E C IUCTEHHIII-IIEHKOTPHEHaMH OBLIO MTPOAEMOHCTPUPOBAHO TOBHIIICHHUE
PE3UCTEHTHOCTH BO3YXOHOCHBIX HOCOBBIX ITyT€H W TMPOTPECCHPOBAHUE CHMIITOMOB Ha3aJIbHOU
oOcTpykiuu. Monrtenykact uHruoupyer CysLT-penentopbl B JbIXaTeNbHBIX MYyTAX, YTO
HOJTBEPXKIAETCS CIIOCOOHOCTBhIO OJIOKMPOBAaTh pa3BUTHE OpOHXOCHa3Ma B OTBET Ha BIbIXaHUE
LTDs y manuentoB ¢ OpoHXHanbHOW acTMoil. Jlo3bl 5 Mr A0CTaTOYHO IS KYNHUPOBAHUS
Oponxocna3ma, HHAYIHpoBaHHOTO LTDa.

MoHTenyKacT BbI3bIBACT OPOHXOAMIIATALMIO B TEYCHHE 2 YacOB MOCJe MpueMa BHYTPb U MOXKET
JIOTIONTHATH OPOHXOIMIIATAINIO, BEI3BAHHYIO [32-aIpeHOMUMETHKAMHU.

[TpumMeHeHne MOHTEITyKacTa B 103aX, MpeBbIIaromuX 10 Mr B IeHb, MIPUHAMAEMBIX OJTHOKPATHO,

3¢ (HEeKTUBHOCTH Mpernapara He MOBbIIIAET.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 05.02.2026 N= 1391

(NOCNEQCBATENEHOCTE 0006)

dapmakognaamuyeckue 3P HeKTeI

MoHTenyKacT — BBICOKOAKTHBHOE IPH NpUEME BHYTPh JIEKAPCTBEHHOE CPEICTBO, KOTOPOE
3HAYUTEIBHO YIYyYIlaeT IOKa3aTeld BOCHaJeHHUs INpu OpoHxuanbHOM actme. [lo maHHBIM
OMOXMMHUYECKOTO M (hapMaKOJIOTHYECKOTO aHaiu3a, MOHTEIYKAaCT C BBICOKHMM CPOJCTBOM U
n30upaTenbHOCThIO CBsi3biBaeTcsi ¢ CysLTi-pernentopamu, HE B3aUMOJICHCTBYS C JPYTHMHU
(GapMaKoIOTUYECKH BaXXKHBIMH  pPELETITOpAMU B JBIXaTEIbHBIX MyTAX (TaKUMH  Kak
IPOCTarJiaHANHOBBIC, XOJMHEPTUYECKHE WIM [-aApeHepruyeckre peuenTopsl). MoOHTeIyKacT
UHTUOMpYET (HU3UOJIOTHYECKOE JIeUCTBHE ITUCTEUHUIOBBIX JeikoTprueHoB LTCs, LTDs u LTE4
nyteM cBs3biBaHus ¢ CySLTi-penentopamu, He OKas3biBash CTUMYJIMPYIONIETO ICHCTBUS Ha
JTAaHHBIE PELENTOPHI.

5.2. dapmaKkoKHNHETHYeCKHUeEe CBOHCTBA

AGcopbuus

Montenykact OBICTPO U NPAKTHUYECKU MOJHOCTHIO BCACBhIBACTCS IOCJIE IpHeMa BHYTPhb. Y
B3pOCJBIX TPU TNPHEME HATOIAK TaOJIETOK, MOKPBITHIX 000J0uKoi, 10 Mr, MakcumaibHas
koHUeHTpauus (Cmax) gocturaercs yepes 3 yaca (Tmax). CpenHss OMOAOCTYIIHOCTh IPU IIpUEME
BHYTpb cocTtaBiseT 64 %. [Ipuem numu He BausieT Ha Cmax B MJIa3Me KPOBH U OMOJIOCTYITHOCTD
npernapara.

Pacnpenenenne

MoHTenykacT cBsA3bIBaeTCs ¢ OenKamu I1a3Mbl KpoBu Oosiee yeM Ha 99 %. O0beM pacnpeneneHus
MOHTEJIYKacTa B COCTOSIHUM PaBHOBECHOW KOHIIEHTPAILIMU COCTaBIIsIeT B cpeHeM 8—11 uTpos.

2 WCCIENOBAaHUS C PAJUOAKTUBHO MEUYEHHBIM MOHTEIYKacTOM, IPOBEICHHbIE Ha KpbICAX,
yKa3blBalOT HAa MUHUMAaJIbHOE MPOHUKHOBEHHE uepe3 remaTosHuedannueckuil 6apbep. Kpome
TOTO, KOHIIEHTPAI[MH MEUEHOT0 TIpernapara 4epe3 24 daca mociie BBeJICHHs ObUTH MUHUMaJIbHBIMU
BO BCEX JPYTUX TKaHSX.

BI/IOTDaHC(bODMaHI/IH

MonTtenykacT akTUBHO MeTabonusupyercs. Ilpu wuccrnegoBaHuu TepanmeBTHUYECKHX J103 Y
B3pPOCJIBIX U )IeTeI\/II KOHIOCHTpAaIu,d MeTabO0INTOB MOHTEJIYKaCTa B paBHOBECHOM COCTOSHHH B
IIJ1a3M€ HE OIPEIEIIAETCS.

HccnenoBanus in Vitr0 ¢ MCMONB30BaHMEM MHKPOCOM II€YEHHM YEIOBEKa ITOKa3alid, YTO B
MeTabonM3Me MOHTeNyKacTa ydacTBYIOT u3oepMeHThl mutoxpoma P450: 3A4, 2C8 u 2C9.
CoracHO pe3ysibTaTaM HCCIIEI0BaHUM, MPOBEACHHBIX IN VILr0 B MUKPOCOMAax MEYSHH YeI0BeKa,
MOHTEJIYKAcT B TEPANEBTUUECKON KOHIIEHTPALIUU B TUIa3Me KPOBU HE MHTHOUPYET U30(epMEHTHI

utoxpoma P450: 3A4, 2C9, 1A2, 2A6, 2C19 u 2D6.

DIMMHHAINS

[Tna3sMeHHBIN KIMPEHC MOHTEIYKACTa Yy 3/I0POBBIX B3POCIBIX COCTABISIET B cpeiHEM 45 MII/MUH.
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

BBIBOJMTCS Uepe3 KUIIEUYHUK B TeueHue 5 aueit u menee 0,2 % — moykamu, 4To MOJTBEPKAACT,
YTO MOHTEIYKACT U €r0 METa0OIUThI SKCKPETUPYIOTCS MTOYTH UCKITIOYUTEIBHO C )KEIIbIO.
[Tepuon moyBBIBEICHUSI MOHTEIYKACTA Y MOJIOJBIX 3/I0POBBIX B3POCIBIX COCTABISAET OT 2,7 10
5,5 yaca. ®apMaKOKHHETHKA MOHTEIYKAcTa COXpaHsAET MPAKTUUSCKH JIMHCHHBIA XapakTep MpHu
npreMe BHYTph 103 cBbime 50 mr. [Ipu nmpueMe MOHTENIyKacTa B YTPEHHUE M BEUCPHUE Yachl
pasnnumii papmakokuHeTnk He Habmomaercs. [Ipu nmpueme 10 mr MmoHTemyKacTa 1 pa3 B CyTKu
HaOmogaeTcs ymepeHHas (0koio 14 %) KyMyJsius akTHBHOTO BEIIIECTBA B IJIa3MeE.

Oco0nlie I'PYHOIIbI TAMEHTOB

Jluya noocunozo eospacma

[Ipu omHOKpaTHOM mpueme BHYTph 10 Mr mMoHTenmykacta (apMaKOKHHETHYECKHHA MPOpMiIb U
OMOAOCTYITHOCTb CXO/IHBI Y IMOXKUJIBIX U IMALIMEHTOB MOJIOJI0T0 Bo3pacta. [lepuon nosyBsiBeieHNs
MOHTEJIYKacTa U3 Mja3Mbl HECKOJIBKO JUIMHHEE Y NOXKWIBIX Jrojieil. Koppekuun 103bl penapara
y TIOKUJIBIX JIIOJIeH He TpeOyeTcs.

Ileuenounas nedocmamouynocms

VY nauuMeHTOB ¢ NEYEHOYHOH HEJOCTaTOYHOCTBIO JIETKOM M CpeqHel CTEeNeHU TSDKEeCTH U
KJIMHUYECKMMM MpPOSBICHUSAMH LHMppO3a II€YEHM OTMEYEHO 3aMeuleHue MeTabosin3Ma
MOHTEIIYKacTa, COIMPOBOXKIAIOIIEECS YBEIMYCHHEM IUIOMAAN 1o  (hapMaKOKWHETHYECKOU
KpHBOii «koHIeHTparus — BpeMs» (AUC) nmpubnusutensHo Ha 41 % mocie 0JHOKPaTHOTO preMa
npenaparta B j03e 10 Mr. BeiBeieHre MOHTETYKAcTa y 3TUX MAIUEHTOB HECKOJIBKO YBEIMUMBAETCS
[0 CPaBHEHMIO CO 3JI0POBBIMH CyObEeKTaMu (CpeaHee Bpemsl NOdyBbIBeleHUs — 7,4 daca).
W3MeHeHus 103bl MOHTENIyKacTa JUIsl MalMeHTOB C NMEYEHOYHOM HEOCTaTOYHOCTBIO JIETKOH U
CpelHel CTeneHH TshKeCTH He TpedyeTcs. JlaHHbIX 0 XxapakTepe (hapMaKOKMHETHKH MOHTEITyKacTa
y HaIMEeHTOB C TSHKEJION NMEeYeHOUYHOW HEe0CTaTOYHOCThIO (Oosee 9 GamoB no mkane Yaitnga —
[Tst0) HET.

Iloueunas neoocmamounocmo

[TockonbKy MOHTENYKAcT M €ro MeTa0OJIUThl HE SKCKPETUPYIOTCS ¢ MOYOH, (hapMaKOKUHETHKA
MOHTEJYKAacTa y MalMeHTOB C MOYEYHOM HEJOCTaTOYHOCThIO HE OlleHUBanach. KoppekTnpoBku
JI03bI TIpenapara JJisi 3TOHM IpyMIibl MAIUEeHTOB He TpedyeTcs.

Ilon

dapMaKOKMHETHKA MOHTENYKacTa y )KEHIIUH 1 MYKUHH CXOIHasl.

Paca

He BbIiBIEHO pa3nuuuii B KIMHUYECKM 3HAYMMBIX (papMakoKMHETHUecKuX 3¢ddexrax vy

ManucHTOB pa3JIMYHBIX pac.
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COOTBETCTBYET SKCMEPTHOMY OTYETY
ot 05.02 2026 N 1991
6. DPAPMAIIEBTUYECKHUE CBOMCTBA (MOCTIEQOBATENEHOCTS 0006)

6.1. [lepeyeHb BCIOMOTraTeJbHBIX BellleCTB

JIAKTO3bI MOHOTHJIpAT,

[IEJUTI0JI03a MUKpOKpHUCTaiLinyeckas — 102,

KpOCKapMeJui03a HaTpus,

TUIPOII032a (TUIPOKCUIIPOTTHIIIICILTION03a),

MarHus CTeapar;

rOTOBAsi CMECh ISl INIEHOYHOM 000104YKy Oenasi:

TUIPOMEIIo3a (THAPOKCUITPONMIMETHIILEIUIIN03a),

JIAKTO3bI MOHOTHJIPAT,

TUTaHA JINOKCHUI,

MaKpOTOJL.

6.2. HecoBmecTUMOCTH

He npumennmo.

6.3. Cpok roaHocTu (CpOK XpaHeHHs)

2 roja.

6.4. OcoOble MepbI MPEI0CTOPOKHOCTH PH XPAHEHU U

XpaHUTh B 3aIUIIEHHOM OT CBETa MECTE MpHU TeMIiepaType He Boite 25 °C.

6.5. XapakTep u cofep:kaHue yNaKOBKHU

[To 10 TabneTok B KOHTYPHYIO SYEHKOBYIO YMAKOBKY W3 IUIEHKH MOJUBUHUIXJIOPUAHON /
nonuBuHuIHAeHxI0puHON ([IBX/TIB/IX) mnu ¢honbru moNMBUHUIXIOPUIAHON / aIFOMHUHHEBON
¢donbru / opuentuposanHoro noaamua (IIBX/AJI/OITA) u ¢onbru antoMUHUEBOM.

[To 3 KOHTYpHBIE STYUCHKOBBIC YITAKOBKHA BMECTE C JIMCTKOM-BKJIJIBIINIEM TTOMEIIAIOT B ITAYKY W3
KapTOHa.

6.6. QOcoOble Mepbl MNPEIOCTOPOKHOCTH NPH  YTHJIM3ANUM  HCHOJH30BAHHOIO
JIEKAPCTBEHHOT0 mMpenmapaTra WJIH OTXO0A0B, TMOJYYEHHbIX TIOCJde NPHMEHEHUs!
JIEKAPCTBEHHOT0 Mpenapara, u Apyrue MaHuMyJIsIMU ¢ PenapaTom

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEP)KATEJIb PETUCTPAIHIMOHHOI'O YIOCTOBEPEHMUSA
Poccuiickas ®@enepanns

AO «AJINYM»

142279, MockoBckas 001., T. CepryxoB, . O6oneHck, Tep. KBapran A, 1. 2
Ten.: +7 (495) 646-28-68

E-mail: info@binnopharmgroup.ru
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 05.02.2026 N= 1391

7.1. llpencraBuTeib AepKaTessi perucTpalMOHHOIO \';ELI)%%-LFEM&TEHEHG CTb 000g)

[Iperen3uu noTpedbuTeneil HAPaBIATH 110 aJIPECy:

AO «AJIMYM», Poccus

142279, MockoBckas 0011., r.0. Cepmyxos, 1. O6oneHck, Tep. Kapran A, 1. 2
Ten.: +7 (495) 646-28-68

E-mail: info@binnopharmgroup.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOT'O YJJOCTOBEPEHMUSI
JITI-Ne(000739)-(PT-RU)

9. KATEI'OPHUS OTIIYCKA JIEKAPCTBEHHOI'O TIPEITAPATA

.HeKapCTBCHHHﬁ npenapar OTHOCUTCA K KaTCrOpuH OTITyCKa I10 PCLCIITY.

O6mas xapakrepuctuka jekapcrsenHoro npenapata MOHTEJIYKACT-AJIMYM nocrymnHa B
€MHOM PEeCTpPe 3apETUCTPUPOBAHHBIX JIEKAPCTBECHHBIX CPeICTB EBpa3uiickoro 3KOHOMHUYECKOTO

cor3a U Ha o(UIMATbHOM calTe YHNOJTHOMOYEHHOIO opraHa (PKCHEpTHOW OpraHu3alui):

https://Ik.regmed.ru/Register/EAEU_SmPC.
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