COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 03.03.2026 N= 4101

OBILAST XAPAKTEPHCTHKA JTEKAPCTBEHIFOPOTIPEITAPATA U010

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O IIPEIIAPATA
MOHTEJIYKACT BEJI®APM, 5 mr, Ta0ieTKH KeBaTeIbHEIE.

2. KAUECTBEHHBIN 1 KOJITMYECTBEHHBIA COCTAB

JeiicTByrolee BEecTBO: MOHTEIYKACT.

Kaxnass TabneTka jkeBaTelIbHAs COIEPXKUT 5,2 MI MOHTENyKacta Hatpus (B Iepecuere Ha
MOHTeyKacT — 5,0 MT).

BcnomorarenbHble BEIIECTBA, HAIMYKME KOTOPBIX HAJI0 YYUTHIBATH B COCTABE JICKAPCTBEHHOTO
npemnapara: acrnapram (cm. paszaensl 4.3., 4.4.). Kaxxnast TabneTka skeBaTesibHas COACPXKUT 1,5 Mr
acrapTrama.

ITomubIi MEPCUCHb BCIIOMOT'aTCIIbHBIX BCHICCTB ITPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku xeBaTeIbHBIC.

Kpyrible 1BOSKOBBITYKIIbIE TAOJIETKH OEIOTO MM MOYTH OeNoro mBeTa ¢ 3amaxoM BUmHH. Ha
paznome TabaeTKu 6es1oro Uity noutu Oesoro 1eTa. JlomyckaroTcsi He3HAUNTENbHbBIE BKPATIJICHUS

KOPHUYHEBATO-OPAHKEBOI'0 1 CECPOTo LBCTA.

4. KIMHUYECKUE JAHHBIE

4.1. Iloka3aHusl K IPUMEHEHHUIO

[Tpemapar MOHTEJIYKACT BEJI®APM, ta0nerku >keBaTelbHbIE 5 MI, TOKa3aH s
IIPUMEHEHHUs y JeTeH B Bo3pacTe oT 6 1o 14 jer:

- JUIs JIedeHUuss OpOHXMAJbHOM acTMbl (Kak JONOJHMTENbHAs Tepamnus) y HalUeHTOB C
NEepCUCTUPYIOLIeH OpOHXHUATBHOM acCTMOM OT JIETKOM 10 YMEPEHHOH CTeNeH! TSHKECTH, KOTopast
HEZ0CTaTOYHO KOHTPOJIMPYETCS IPUEMOM MHTAISALNOHHBIX TIFOKOKOPTUKOCTEPOUIOB, a TAKXKE Y
OOJIbHBIX, Y KOTOPHIX MPUMEHEHHE aroHUCTOB OeTa 2-aJipeHOPEIeNTOPOB KOPOTKOTO EeHCTBUS
«I10 HEOOXOAMMOCTH» HE 00€CIEeUNBAET JOCTATOUYHOIO KIMHUYECKOTO KOHTPOJIsl OPOHXHAIBLHON
aCTMBI.

- MOXeT  ObIThb  Tepamueil  BbBIOOPa  BMECTO  HHU3KHMX /103  MHTAIAIMOHHBIX
[JIFOKOKOPTUKOCTEPOUIOB Y TMAIMEHTOB C MEPCUCTUPYIOUIeH OpOHXMANbHOM acTMOW JIeTKOM
CTETIEHU TSDKECTH, Yy KOTOPBIX 3a IOCJenHee BpeMs He ObUIO CEephe3HBIX MPHUCTYIOB
OpOHXMAIBHON acTMbl, TPEOYIOUIMX HPUMEHEHUs NEPOPAIBbHBIX ITIFOKOKOPTHUKOCTEPOMJIOB, a

TaKXeE y IMalMCHTOB, KOTOPBIC HE CIIOCOOHEI HCIIOJIB30BaTh WHT AT OHHBIC
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[ITIOKOKOPTUKOCTEPOUIBI.

— 111 TPO(UIAKTUKY OPOHXHATIBHOM aCTMBI, IIPU KOTOPOW JJOMUHHPYIOIUM KOMIIOHEHTOM
SBIIsIETCA OPOHXOCIIA3M, MHIYIIUPOBAHHBIN (hprU3MUecKoil Harpy3Koii.
4.2. Pexxum 103MpoOBaHNs U C1IOCO0 NPUMEHEeHUs!

PexxuM 1o3upoBaHus

1 pa3 B cyTkH.

st neuenust GpOHXMATBHOM acTMBI ITpenapar clieyeT MIPUHUMATh BEYEPOM.

[Ipu nedyeHun amIEpPruyecKUX PUHUTOB J03a MOXKET MPUHUMATHCS B JIF0OOE BpEeMsl CYTOK I10
JKenmaHuioo nanuenrta. [lanueHTsl, cTpajaromuye OpOHXHANbHOW acTMOM U aJUIeprHYeCKUMU
PUHHUTAMHU, JOJDKHBI IPUHUMATh OJHY TabJeTKy npenapara 1 pa3 B CyTKH BEUEpOM.

Jletu B Bo3pacrte oT 6 1o 14 jer

Jlo3a 1 nereit 614 siet cocTaBisieT OAHY TaOJIETKY KEBATEIbHYIO 5 MI' B CYTKH.
[ToxOopa m03bI A1 3TOM BO3PACTHOM IPYyNIIBI HE TPeOyeTCH.

O6H_II/IG PEKOMCHAAILIN

TepaneBTuyeckoe JeicTBUE Mpenapara Ha MOKa3aTeld, OTPAKAIONIHE TEYCHUE OpOHXHAIbHOU
aCTMBI, Pa3BUBACTCSA B TeUCHWE MepBoro aHA. [lanmeHTy cieayeT MpoaoiiKaTh NMPUHUMATH
mpernapar Kak B IEPUOJ TOCTHIKECHUS KOHTPOJSI CUMITOMOB OpPOHXHAILHOW acTMBI, TaK H B
nepuoabl 000CTpeHUsT OPOHXUATBHON aCTMBI.

Oco0bIe I'pynnbl DaMCHTOB

I[J'IS[ NManucHTOB IMOXHWJIOIO0 BO3pacTa, MAOUCHTOB C MOYCYHOM HEAOCTATOYHOCTBHIO, a TaKXKC
NanucHTOB C JICTKUMH WKW CPCAHCTSKCIIBIMA HAPYIICHUAMUA q)YHKHI/II/I IICYCHHU, a TaKXE B
3aBUCHUMOCTH OT I10J1a CIICIUAaJIbHOI'O nozl60pa J03bI HC Tpe6yeTc;I.

HazHaueHue npenapara OTHOBPEMEHHO C APYTHMHU BUAAMU JCUCHUS 6DOHXI/IaJILHOI>’I ACTMbI

HpenapaT MOXHO I[O6aBJ'I$[TB K JICUCHHUIO IMTallMCHTAa 6pOHXO}II/IJ'IaTaTOpaMI/I 1 UHTAJIIOUOHHBIMU
TIFOKOKOPTUKOCTEpouaaMu (CM. pazzaen 4.5.).

Crioco0 nprMeHEHHUs

BuyTpb, HeE3aBHCHMO OT mpueMa NHIIUA. Tal0leTKy MOXKHO TMPOTJIATHIBATh IETUKOM HIIN

pa3KeBBIBaTh TIepe]l MporjiarbiBaHueM. [Ipuem mpemapara JIeTbMH OCYIIECTBISIETCS TI0JT

HaOJIOJIEHUEM B3POCIIBIX.

4.3. IlpoTuBONOKA3aHNUS

— T'unmepuyBCTBUTENBHOCTh K MOHTEIYKACTY WJIM K JIOOOMY M3 BCIIOMOTATEIbHBIX BEIECTB,
MIEPEYUCIICHHBIX B pa3zene 6.1.

— Jerckuii Bo3pact 10 6 jer.

—  DcHUIKETOHYpUS.
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4.4. OcoOble yKa3aHUs U MepPbI NPeT0CTOPOKHOCTH n%‘%}rﬂﬁ%ﬁﬁ& EMEHOCTE 0010)

Oco0ble yKa3zauus

O¢ddexkTuBHOCTH Npemapara Ui MpHeMa BHYTPb B OTHOLICHHWH JICUEHHS] OCTPBHIX MPHCTYIOB
OpOHXMAJIBPHON aCTMbl HE YCTAHOBJIEHA, I03TOMY MOHTENIYKACT B TabJETKaX HE PEKOMEHYeTCs
Ha3HAy4aTh JJIS JICYEHUS OCTPBIX MPUCTYNOB OpOHXMANBbHOM acTMbl. IlanmeHTaM JOJKHBI OBITh
JIaHbI UHCTPYKIIMM BCETJa UMETh MpU ceOe mpemnaparbl SKCTPEHHOW TOMOIIH I KyIIUPOBAaHUS
IPUCTYIIOB OPOHXUAIBHOW aCTMbI (MHTISILIMOHHBIE J2-aTOHUCTBI KOPOTKOTO JCHCTBUA).

He cnenyer mpekpamare mpueMm mnpenapara B Iepuoj] 000CTpeHHMs OpOHXMAIbHOH acTMbl U
HEO0XO0MMOCTH IPUMEHEHHUS NPenapaToB SKCTPEHHON MOMOILMU Uil KYNUPOBaHMS MPHUCTYIOB
(MHTaNSIIUOHHBIX 2-arOHHUCTOB KOPOTKOTO JICHCTBHUSA).

[TanpeHTBl C MOATBEPKACHHOW auIepruedl K aueTWICAIMLIWIOBOM KHUCIOTE W JIPYruM
HECTEPOUHBIM NpOTHBOBOCHANUTENbHBIM npenapatam (HIIBII) He noymkHBI mpUHUMATh 3TH
npernaparsl B IIEPUOJ  JIEYCHHS MOHTEIYKACTOM, IIOCKOJIBKY MOHTEIIYKAcT, YJIyduias
JBIXaTeNbHYIO (PYHKINIO Y OOJBHBIX alJIEPrHYecKoi OpPOHXHMAIBHON acTMOH, TEM HE MEHee, He
MOYET MOJTHOCTBIO MPEAOTBPATUTH BhI3BaHHYIO y HUX HIIBIT OpOHXOKOHCTPUKIIHIO.

Jlo3y  MHTaIIUOHHBIX  INIIOKOKOPTUKOCTEPOMZIOB,  IPUMEHSAEMBIX  OJHOBPEMEHHO C
MOHTEJIYKaCTOM, MOXHO ITOCTEIIEHHO CHUXKATh 1101 HA0II0IeHUEeM Bpaya, OJHAKO Pe3KOil 3aMeHbl
WHTABIUOHHBIX HJIM TEPOPAIBHBIX TIIOKOKOPTUKOCTEPOHUIOB MOHTEIYKACTOM IIPOBOJIUTH
Henb3s. Y MAlUEeHTOB, NMPUHUMABIIMX MOHTENYKAacT, ObUIM ONMHUCAHbl IICUXOHEBPOJIOTHYECKUE
HapymeHus (cM. pasaen 4.8.). YuuTeiBas, 4TO 3TH CUMITOMBI MOIJIM OBITh BBI3BaHbI JAPYTMMHU
(dakTOopamMy, HEM3BECTHO, CBs3aHbl JIU OHM C NPHUEMOM MOHTelykacTta. Bpauy HeoOxoaumo
o0cynuTh  JaHHble  HexenartenbHble peakuun  (HP) ¢ manmentamm  w/mmm ux
ponutensimu/onekyHamu. [lanimenTam u/unm ux poaAUTEIsIM/ONIEKyHaM HEOOXOJUMO OOBSCHUTD,
4TO B CiIydae MOSBJICHUS MOJOOHBIX CUMIITOMOB HEOOXOJMMO COOOIIUTH 00 3TOM JieHallemy
Bpauy.

B penxmx cnydasx NaNWEHTHI, MOJydYaBIIHE INPOTUBOACTMATUYECKHE IIpenapaTsl, BKIKOYAs
AQHTarOHMWCTHl JIEWKOTPUEHOBBIX PELENTOPOB, HCIBITBIBAIM OJHO WM Heckoiapko HP wu3
HIDKETIEPEUMCICHHBIX:  203WHO(MIMIO,  CBIllb,  YXYALICHHE  JIETOYHBIX  CHMIITOMOB,
KapIMOJIOTHYECKUE OCIOKHEHUS M/MIIM HeWpONaTHio, WHOT/Ia AUArHOCTHUPYEMYIO KaK CHHIPOM
Yapmxa-CTpocc, CHCTEMHBIN 203MHOPUIBHBIA BACKYIUT. DTH CIIy9ar WHOTJIA ObUTH CBSI3aHBI CO
CHIDKEHUEM JI03bl WM OTMEHOM Tepamuu NepOopalbHBIMHU TIIFOKOKOPTHKOCTEPOUIAMU. XOTS
IIPUYMHHO-CIEACTBEHHON cBsi3u 3Tux HP ¢ Tepamumell aHTaroHucramu JIEHKOTPHUEHOBBIX
peLenTopoB He ObUIO YCTAaHOBJICHO, MALMEHTaM, MPUHUMAIOIIUM MOHTEIYKAcT, HEOOXOIUMO
coOJII0/IaTh OCTOPOXKHOCTh, y TaKUX MalMEHTOB HEOOXOIUMMO IPOBOJIUTH COOTBETCTBYIOILEE

KJIIMHUYECKOEe HaOJIIOIEHHUE.
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BcnoMorarenbpHEIC BEIIECTBA

COOTBETCTBYET ZKCNEPTHOMY OTUETY

[Tpennapar MOHTEJIYKACT BEJI®APM coaepxuT acmapraM — HCTOYHHUK (heHUIIaTaHWHA.
[TatenTsl ¢ (peHmNKeToHypHuel MOJKHBI OBITh MPOMH(OPMUPOBAHBI, YTO KaXkIas TableTKa
JKeBaTeJIbHAs 5 MI' COIEP KUT acrapTaM B KOJU4ecTBe, SKBUBalieHTHOM 0,842 Mr eHunananuna,
u npenapat MOHTEJIYKACT BEJI®APM He pekoMeHJ0BaH K MPUMEHEHHUIO MallMEHTaM C
(eHUITKETOHYPHEH.

HDI/IMGHCHI/IC YV HOXUJIBIX TIAITMCHTOB

Paznuunit B mpodunsax sddextuBHOCTH U 0€30MaCHOCTH IMPEmapaToB C COAEpKaHUEM
MOHTEJYKacTa, CBA3aHHBIX C BO3PACTOM MAalleHTa, HE BBISBIICHO.

€T

BHUMAHHE: BO3MOXXHbBI TSKEJBIE HEUPOIICUXWUYECKHUE
PACCTPOMCTBA

Nmerotcs cooOmieHuss O pPa3BUTUM TsDKENBIX Heiporncuxuuyeckux paccrpoiicts (HIIP),
cBsa3aHHbIX ¢ npuemoM mpenapata MOHTEJIYKACT BEJI®APM. Buasl paccTpoiicTs, o
KOTOPBIX COOOMIANIOCh, YpPE3BBIYAHHO pa3IMyYalOTCs W BKIIOYAOT B cebs (HO He
OTPaHMYMBAIOTCS MMH) CIEAYIOIIME HEeXeJaTelbHbIe PEeaKLUUu: BO30YKJIEHHE, arpeCCHUBHOE
HOBEJICHUE, JENPECCUI0, HAPYIICHUS CHA, CyWUUAAJIbHBIE MBICIM U IOBEAEHHUE (BKIIIOYAs
NOMBITKY cynnua). Mexanusm pazsutus nanHbix HIIP, cBsg3aHHBIX ¢ mpUMeHEeHueM npenapara
MOHTEJIYKACT BEJI®APM, B Hacrosiiee BpeMs HEIOCTAaTOYHO U3y4YeH (CM.
JIOTIOJTHUTENbHYI0 HH(pOpMaIuio B pazaene 4.8).

ITockonpky wuMmeercss puck paszsurud HIIP, nome3a or mnpumeHeHus mpenapara
MOHTEJIYKACT BEJI®APM MoXeT He NpeBbIIIaTh PUCK, CBA3aHHBIN C €r0 IPUMEHEHUEM Y
HEKOTOPBIX PYII NAI[UEHTOB, 0OCOOEHHO B CIIy4asX, KOTJa CHMITOMBI aJUIEPTUYECKOT0 PUHUTA
SBJISIIOTCSI YMEPEHHBIMM WM 3a00JIEBaHUSI MOKET aJeKBaTHO KOHTPOJMPOBATHCS HHBIMHU
metogamu JseueHus. Crnenyer coxpanate mnpumeHenue npenapara MOHTEJIVKACT
BEJI®APM TonbKO y TEX MAMEHTOB C aJUIEPrUUEeCKUM PUHHUTOM, Y KOTOPBIX HE HaOIogaercs
OTBETa Ha aJIbTEPHATUBHBIE METO/bI JICUEHUS HJIM OHU IIJI0XO MEPEHOCATCS.

[Tpu naznauenun npenapata MOHTEJIYKACT BEJI®APM crenyer o0CYaUTh ¢ MalUEHTOM
WIM JIMLIaMHU, OCYHIECTBIISIFOIIMMHU YXOJl 32 HUM, 0’)KHJAEMYIO II0JIb3Y U BO3MOKHBIE PUCKH OT
MPUMEHEHHUS TaHHOTO JIEKapCTBEHHOT o npenapara. Cienyer npeaynpeanThb naiuyueHTa 1 (Uim)
JUI, OCYLIECTBIISIIOIIMX YyXOJ 3a HHUM, O HEOOXOAMUMOCTH HaOIIOJEHHUS 3a W3MEHEHUEM
XapakTepa MOBEJCHHS WM MOSBJICHHEM KaKHUX-THMOO HOBBIX HEMPOICHXWYECKUX CHMIITOMOB
(HIIC) B mepuoxn mpuema mnpenapata MOHTEJIYKACT BEJI®APM. Ecnu nabmromaetcs
U3MEHEHHE TOBeleHUs maiueHra, nossiaeHue HoBbIx HIIC, nubo y manmeHTa BO3HHMKAOT

CyHLIMJANbHbIE MBICTHM M (WJIM) TOBEIEHHUE HEOOXOOMMO MPEKpaTHTh MpUEM IMpernapaTa

4
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MOHTEJIYKACT BEJIGAPM 1 HesaMeiiebho chasart o c Moiimiicknm pato ikon

(cM. ToTIONTHUTENIbHYIO HH(pOpMaIHIO B pasjeie 4.8).

4.5. B3aummopgeiictTBMe ¢ JPYIrHMM JIEKAPCTBEHHBIMHM MpenaparaMd W Jpyrue BH/bI
B3anMMoO/IelicTBUS

MoHTenyKacT MOXKHO Ha3Ha4aTh BMECTE C JPYTMMH JIGKAPCTBEHHBIMU CpPEACTBAMH, KOTOPHIC
OOBIYHO MPUMEHSIOT AJIs NPOPUIAKTHKY U JUIUTEIHHOTO JeUeHUs OPOHXUAIBHON acTMbI U/UITU
JIeUYEHUsl aJUIepruueckoro puHuTa. PekoMeHgyemas TepameBTHYEcKas J03a MOHTENyKacTa He
OKa3bIBaja KIMHUYECKH 3HAYUMOTO BIMAHUSA Ha (PaPMAKOKMHETHKY CIEAYIOIIUX IPEraparoB:
TeounHa, IpeIHU30Ha, NPEIHU30JI0Ha, NepOpaTbHBIX KOHTPAIICTITUBOB
(3aTHHIIICTpaARO/HOpITUCTEpOoH 35/1), Tepdenaauna, TMroKkCUHa U BapdapuHa.

3nauenne AUC MoHTelykacTa CHIIKAeTCsi MpPU OJHOBPEMEHHOM mpueme (eHobapOuTana
npumepHo Ha 40 %, HO 3TO HE TpedyeT U3MEHEHUH peXrMa JJO3UPOBAaHUS MOHTEIYKACTA.

B uccnenoBanusix in Vitro ycraHoBJIE€HO, 4TO MOHTENyKacT HHrHOupyeT u3opepment CYP2C8
crcTeMsbl IuToxpoma P450, oiHaKO MpH KCCIIEA0BAHUH JICKAPCTBEHHOTO B3aUMOACHCTBHS IN VIVO
MOHTENyKacTa W pOCUIIuTa3oHa (Metabonusupyercss ¢ ydactueM wuzodpepmenta CYP2C8
cuctembl nuToxpoma P450) ObuTO MOKa3aHO, YTO MOHTEIIYKACT HE WHTHOWPOBAN M30(PEPMEHT
CYP2C8. Takum oOpa3oM, He Tmpeanojiaraercs BiIusHUS MoHTenmykacta Ha CYP2CS-
OTIOCPEIOBAaHHBI  METaboNM3M JICKApCTBEHHBIX TIpenapaToB (HampuMep, MaKIHTaKcena,
POCUTIIMTA30Ha, PENArIuHIIA).

UccnenoBanus in VIitro mokasanu, 4TO MOHTEIYKACT SIBISETCS CyOCTpaToM H30(epMEHTOB
CYP2C8, 2C9 u 3A4. JlaHHbIE KIMHUYECKOTO UCCIIETOBAHMS JICKAPCTBEHHOTO B3aUMOJICHCTBUS B
OTHOIIEHWH MOHTEeNyKacTa u reMmpubposmna (marmOutopa kak CYP2CS, tak u 2C9)
J€MOHCTPHUPYIOT, 4TO reM(puOpo3ni nosbImaeT 3(h(HeKT CHCTEMHOT0 BO3/1€HCTBHSI MOHTEIIYKAcTa
B 4,4 pa3a. CoBMecTHBI IpueM HTpakoHazosia, MomHoro uHruouropa CYP3A4, Bmecte ¢
reM(puOpO3MIIOM U MOHTETYKaCTOM HE MPUBOAWI K JOTOJHHUTEIBHOMY IOBBIIICHUIO 3(derTa
CHCTEMHOTO BO3CHCTBUSI MOHTeNlyKacTa. BimsHue rempuOpo3miia Ha CHCTEMHOE BO3/ICHCTBHE
MOHTEJIyKacTa He MOXET CUYMTAThCsl KIMHMYECKH 3HAYMMbIM HA OCHOBAaHUM JAHHBIX I10
0€30I1aCHOCTH MPU IPUMEHEHHH B J03aX, MPEBBIIIAIOIINX 0J00peHHYI0 103y 10 MT 115 B3pOCIbIX
MaIMeHTOB (HampuMep, TMpu npuMeHeHnH B go3e 200 Mr/meHp Uis B3pOCIBIX TAlUEHTOB B
teueHue 22 Henenb u A0 900 Mr/AeHs B TeYEHHE NMPUMEPHO OJHOU HEIENH, He HaOII0aIOCh
KJIMHUYECKH 3HAYMMBIX OTpUIaTeIbHbIX 2P dekToB). Takum 00pa3om, pu COBMECTHOM IIpHEME C
reMpuOpo3nIOM KOPPEKTUPOBKAa J03bI MOHTENyKacTa He TpeOyercsa. Ilo pesynpratam
uccienoBaHuii  iN Vitro He mpesmosiaracTcs KJIMHUYECKH 3HAYMMBIX  JIEKAPCTBEHHBIX

B3aUMOJICCTBUH C IPYrUMHU U3BECTHBIMH MHTHOMTOpamMu u3zodepmenta CYP2C8 (mampumep, ¢
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UTPAKOHA30JI0M HE MPUBOIUII K CYIIIECTBEHHOMY MOBBIIICHUIO 3 (heKTa CHCTEMHOTO BO3ACHCTBUS
MOHTEJIYKACTA.

KOMGI/IHI/IDOBaHHOC JICUYCHHUC C 6DOHXOI[I/IJ'IaTaTODaMI/I

MoHnTenykact siBiseTcsi 000CHOBAaHHBIM JIONIOJHEHUEM K MOHOTEpanuu OpOHXOAMIATaTOpaMH,
€CIIM TIOCJIeTHHE HE OOECIEeYMBAIOT aJeKBATHOTO KOHTPOJS OpoHXManbHOH actmbl. Ilpu
JOCTIDKEHUHM  TepareBTHUeCKoro s¢¢exra OT JeYeHHs MOHTEIYKAacTOM MOXKHO HayaTb
IIOCTENIEHHOE CHIDKEHHUE 103l OPOHXOMIIATATOPOB.

KOM6I/IHI/IDOBaHHOG JICYCHHUEC C MHTAJIAIIMOHHBIMHU T'N'TIOKOKOPTHKOCTECpOHUAaMHU

JleyeHne MOHTENYKACTOM OOECIIE€YMBAET JIOTIOJHUTENBHBIA  TepameBTUYeckuid  3ddexr
IaMEHTaM, IPUMEHSIOIMMM WHIAALMOHHBIE TIIOKOKOPTHKOCTEpouasl. Ilpum nmoctmkenun
CTa0WJIM3aLMU  COCTOSHUSL IAlMEHTa MOXKHO HAyaThb IIOCTENIEHHOE CHIJKEHHE  J103bl
[IFOKOKOPTUKOCTEPOUAA 01 HabIoAeHneM Bpaya. B HEKOTOpBIX ciydyasx JOMycTUMa MOJIHas
OTMEHA WHTAJSIUOHHBIX INIFOKOKOPTUKOCTEPOUJIOB, OJHAKO DPE3Kas 3aMeHa WHITAJSIIUOHHBIX
TIFOKOKOPTUKOCTEPOUIOB HA MOHTEITYKACT HE PEKOMEHIYETCHl.

4.6. DepTHIBLHOCTH, 0EPEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

[Ipenapar cnenyer NpUMEHSATh IpU OEPEMEHHOCTH U B IEPUO/I TPYTHOTO BCKAPMIIMBAHMUS, TOJIBKO
€CJIM OKHJaeMasl 1oJib3a JUIsl MaTepH MPEBBIIIACT MOTEHIMATbHBIM PUCK [T IJ10/1a WM peOeHKa.
CorinacHo MMEONIUMCS ONYyOJIMKOBAaHHBIM JJAHHBIM TPOCIEKTUBHBIX U PETPOCHEKTHBHBIX
KOTOPTHBIX MCCJIEOBAHUN MPUMEHEHHs MOHTEIyKacTa Yy *EHIIUH BO BpeMsl O€peMEHHOCTH, Y
JIeTel KOTOPBIX OLIEHUBAIINCH TSKEIIBIE BPOKJICHHBIEC IIOPOKU Pa3BUTHS, HE BBIIBICHO PUCKOB,
CBSA3aHHBIX C IpUEMOM Ipemnaparta. JlOCTynHBIE HCCIENOBAaHUS HMMEIOT METOJ0JIOTHYECKUE
OTpaHUYEHUs], BKIOYasi MaJblii 00beM BBIOOPKH, B HEKOTOPBIX CIy4asX PeTPOCHEKTUBHBIN cOOp
JIAHHBIX U HECOIIOCTABUMBIE IPYIIIBI CPABHEHHUS.

Jlakranms

HewnsBecTHO, BBIAEIAETCS U ITpenapat ¢ rpyIHbIM MOJIOKOM. [I0CKOIbKY MHOTHE JIEKAPCTBEHHBIE
npenapaThl BBIACISIOTCS C TPYAHBIM MOJOKOM, HEOOXOJIUMO YYHUTBIBATH 3TO NPU Ha3HAYCHUU
Ipenapara B [IEpUOJ IPYIHOIO BCKapMIIMBAHUSA.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHHIMH CpeJCTBAMH M padorarh ¢
MeXaHM3MaMH

He oxwunaercs, 4ro mnpuemM MOHTelykacta OyAeT BIMATH Ha CIIOCOOHOCTH YIpPaBIAThH
TPAHCHIOPTHBIMH CpEACTBAaMH M padoTaTh ¢ MeXaHu3MaMmH. TeM He MeHee WHIMBUAyalbHbIC
peaKkUMy Ha mpenapaTr MOryT ObITh pa3auuHbIMU. HekoTopble HekellaTelbHble PeakluU (Takue

KaK TOJIOBOKPY>KEHHE M COHJIUBOCTH), KOTOPBIE, KaK COOOIAN0Ch, OYeHb PEIKO BO3HUKAIHN MPHU
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TPAHCHOPTHBIMH CPEJICTBAMHU M pabOTaTh C MEXaHU3MAaMHU.
4.8. HexenarejbHbIEe peaKnuu

Pesrome mpoduiist 6e3onacHoOCTH

B nenom monTenykact xopouio nepeHocutcs. HP 00br4HO OBIBAIOT JIETKUMH U, KaK MPaBUIIO, HE
TpeOyroT oT™MeHBI npenapara. O6mas yactora HP mpu nedyeHnr MOHTEITYKacTOM COTIOCTaBUMA C
MX YacCTOTOM IpH Npueme mianedo.

Jlemu 6 so3pacme om 2 00 5 niem ¢ OPOHXUATBHOU ACMMOU

B knmuHUYeCcKMX UCClIeJOBaHUSIX MOHTENYKAacTa MPUHSIN ydacThe 573 manueHTa B BO3pacTe OT
210 5 ner. B 12-HemenbHOM IUTANE00-KOHTPOJMPYEMOM KIMHHYECKOM HCCIICIOBAHUU
eauHcTBeHHOM HP, onieHeHHOM Kak cBsi3aHHasl ¢ MpUEMOM IipenapaTa, HabmonaBmasicsa y >1 %
MAIMEHTOB, MPUHUMABIINX MOHTEIYKACT, M Yallle, YeM B TpYIIe MAlUEHTOB, MPUHUMABIIUX
riane6o, Obuta sxaxaa. Paznuuuns no yactore nanHoit HP mexay nByms rpynnamu jgedeHus ObLin
CTaTUYECKH HE3HAYNMBIMHU.

B 00meii cnoskHOCTH 426 MAaIMEeHTOB B BO3PACTE OT 2 /10 S5 JIET MOJIydan JISYeHUE MOHTEITyKacTOM
B TE€YCHHE KaKk MUHUMYM 3 mecaueB, 230 — B TedeHue 6 MmecsieB win Ooyee JIUTEIbHO, U
63 manuenta — B TedeHune 12 mecaueB wiu 6osee AnutenbHo. [Ipu Gonee MIUTETLHOM JICYCHUH
npoduns HP He n3menuncs.

Hemu 6 6ospacme om 2 0o 14 nem ¢ ce30HHbIM ANNEPUYECKUM PUHUMOM

B 2-HenenbHOM M1ane00-KOHTPOIMPYEMOM KIMHMYECKOM HCCIEIOBAHUU C HPUMEHEHHEM
MOHTEJIyKacTa JJsi JIEYeHUS CE30HHOI'0 aJUIeprUYecKoro pUHUTA TPUHSIIM  ydacTue
280 manmeHTOB B Bo3pacTe oT 2 110 14 et. MOHTeIyKacT MpUHUMAJICS NallMeHTamMu | pa3 B IeHb
BEUEPOM M B I[E€JIOM XOPOIIO MEPEHOCUIICS, Mpodriib 6e30MacHOCTH mpenapara ObUT CXOXKUM C
npodpmieM Oe3omacHOCTH Miane6o. B 1aHHOM KIMHMYECKOM MCCIEOBaHUM He ObUIn
3apeructpupoBansl HP, koTopsie Obl pacleHMBAINCh KakK CBSI3aHHBbIE C MPUEMOM Ipernapata,
HaOmonamuch Obl y >1 % TalMeHToB, MPHHUMABIINX MOHTEIYKACT, W 4Yalle, 9YeM B TPYIIIe
MaIMEeHTOB, TIPUHUMABIIUX TUTae00.

Hemu 6 6o3pacme om 6 0o 14 nem ¢ 6poHXUATLHOU ACMMOU

[Tpoduie Ge30macHOCTH Mpenapara y JeTeid ObUT B 11€JI0M CXO0KUM C MpoduiieM 6e30mMacHOCTH Y
B3POCJIBIX U COTIOCTABUM C MpoduiieM 0e30macHOCTH T1aedo.

B 8-nemenpHOM mUTanie60-KOHTPOJIUPYEMOM KIMHUYECKOM HCCIeNOBaHWM enuHcTBeHHOM HP,
OLICHEHHOM KakK CBs3aHHas C INpPUEMOM Ipemnapara, HaOmonasmiedcs y >1 % mnaunueHTos,
MPUHUMABIINX MOHTEIYKACT, U YaIlle, YeM B TPYIIE MAlHEeHTOB, IPUHUMABIIUX I1ane0o, Obuia
rojioBHast 6osb. Pa3nuuus mo yactore Mexay ABYMs IpyIIaMH JIEYEHUS ObLIO CTaTUCTHYECKU

HC3HAa4YHNMBbIM.
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BO3PACTHOM TpPYyNIbI  COOTBETCTBOBAJ  paHEEe ONHCAaHHOMY HpodmiIo  0e30MacHOCTH
MOHTEJyKacTa.

[Tpu 6onee nmurensHOM JieueHuu (O6omee 6 mec.) mpodwis HP He n3menucs.

B3pocnvie u 0emu 6 6ospacme 15 nem u cmapuie ¢ OpOHXUATLHOU ACMMOU

B n1Byx 12-HenenpHBIX M1a11€00-KOHTPOIUPYEMbBIX KITMHHYECKUX UCCIICIOBAHUSX C aHAIOTUIHBIM
JIA3aiHOM €IMHCTBEHHbIMM HP, OLlEHEeHHBIMM Kak CBSI3aHHbIE C IIPUEMOM Ipenapara,
HaOmonaBmecss y >1 % mnanueHToB, MPUHUMABIIUX MOHTEIYKAcT, U Yalle, YeM B TIpyIIe
MAIMEHTOB, NMPUHUMABIIUX Ianedo, ObUIM 00Jb B JKUBOTE M rojioBHas Oonb. Pazmuuus mo
gactoTe qaHHbIX HP Mexmy nByms rpynmnamu JedeHus ObUTH CTATHCTUICCKU He3HAYMMBIMH. [1pn
OoJiee ATUTETHHOM JieueHuH (B TeueHue 2 net) npoduias HP He n3menumcs.

B3pocnvie u 0emu 6 6ospacme 15 nem u cmapuie ¢ ce30HHbIM ANNEPSULECKUM PUHUTNOM
MoHTenykacT mpHHUMAJCS MalueHTaMu | pa3 B IeHb YyTPOM WJIM BEUEPOM U B IEJIOM XOPOIIO
nepeHocwiIcs, npoduias 0e30MacHOCTH Mpernapata ObUI CXOXKUM C mpoduieM O0e30ImacHOCTH
mwrane6o. B mnane0o-KOHTPONMPYEMBIX — KIMHHUYECKHX  WCCICAOBAHHUAX  HE  ObUIH
3apeructpupoBanbl HP, koTopbie Obl paclieHHBaNUCh KaK CBSI3aHHBIE C MPUEMOM Ipernapara,
Habmonanuch Obl y >1 % manueHToB, MPUHUMABIIUX MOHTEIYKACT, U Yalle, YeM B TpYIIe
MalMeHTOB, MPUHUMABIIHUX T1a11e00. B 4-HenenbHOM 1U1a11€00-KOHTPOIUPYEMOM KIMHUYECKOM
ucciae0BaHuM Mpoduiab 0€30MacHOCTH Tpernapara ObLI CXO0XKHM C TaKOBBIM B 2-HENEIbHBIX
ucciaenoBaHusAX. YacroTa BO3HUKHOBEHHMS COHJIMBOCTH IIpU IpUEME IIpernapara BO BCEX
MCCIIEIOBAaHMSIX OblIa TaKOM ke, Kak Mpu ImprueMe 1ianeoo.

B3pocnvie u 0emu 6 6ospacme 15 nem u cmapuie ¢ Kpyeno200udHbimM ailepuieckum puHumom
MoHnTenykacT MIpuHUMAJICS MaliieHTaMu 1 pa3 B ICHb U B 1IEJIOM X0poliio nepeHocusics. [Tpodub
0e30MacHOCTH TMpemapaTa ObIT CXOXUM C TpoduiaeM O0e30MacHOCTH, HAOIIONABIIUMCS TMPHU
JICYEHUH TAIMEHTOB C CE30HHBIM aJNIEPTUYECKUM PUHUTOM U TpU IpueMe miuanedo. B nanHbIx
KJIIMHUYECKUX UCCIEAOBaHUAX He ObuH 3aperucTpupoBansl HP, koTopsie Ol paciieHHBaINCh Kak
CBSI3aHHBIE C TMPUEMOM TIpemnapara, HaOmogamch Obl y >1 % marueHToB, MPUHUMABIIHX
MOHTENyKacT, ¥ 4alle, 4YeM B TpyNle MalueHToB, NpUHMMaBIIMX Iutanebo. Yacrora
BO3HUKHOBEHHSI COHJIUBOCTHU TIPH MpUEME Mpenaparta ObuIa Takoi ke, Kak MpH npueme rmiareoo.
Obobwennblli ananus pe3yromamos KIUHUYeCKUX uccied08aHull

bein  mpoBenen o00oOmeHHBIM aHanu3 41  MIane00-KOHTPOIMPYEMOTO  KIMHHUYECKOTO
uccienoBanust (35 wWcclenOBaHWI ¢ ydacTHEM TAIMEHTOB B Bo3pacTte 15 jer u crapiie;
6 ucciemoBaHMl C ydacTHeM IMAalMEeHTOB B Bo3pacTe OT 6 10 14 ner) ¢ HCmoiIb30BaHUEM
YTBEPKJICHHBIX METOJOB OLIEHKM cyuiuaanbHocTh. Cpenun 9929 manueHToB, MPUHUMABIINX

MOHTeNyKacT, u 7780 MalMeHTOB, NMPUHUMABIINX B JIaHHBIX MCCIICIOBAHUAX ILIane0o, ObLI
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MoHTenykacT. Hu B 0JJHOHM U3 Tpymnn JiedeHus: He ObLJIO COBEPIIEHO HU OJHOTO caMOyOHiicTBa,
CYHIIUJATBHON TONBITKM WJIH JAPYTUX MOJATOTOBUTENBHBIX JCWCTBUM, YKa3bIBaBIIUX Ha
CYULIUJAIBHOE TIOBEJICHUE.

OtpenbHO OBLT MpoBeaeH 0000IIEHHBIH aHanu3 46 M1ane00-KOHTPOIUPYEMBIX KIMHUYECKUX
uccienoBanuil (35 wuccienoBaHUN € ydacTHEM MAllMEHTOB B Bo3pacte 15 ner u crapiie;
11 uccnenoBanuii ¢ ydyacTUeM MALMEHTOB B BO3pacTe OT 3 MecsieB 10 14 jeT) ais OLEHKU
HeOmaronpusaTHEIX noBeaeHueckux 3 dexroB (HIID). Cpenu 11673 nmanueHTOB, MPUHUMABIIHX
B OTUX HCCIIEJOBAHUAX MOHTENIYKAcT, U 8827 MalueHTOB, NPUHUMABIIUX IUIANEe00, MPOLEHT
NAlUEHTOB, UMeUX Kak MuHuMyMm oguH HIIO, cocraBun 2,73 % cpenu npuHUMAaBLIMX
MoOHTeNyKacT u 2,27 % cpeau NpUHUMABIIUX IUIa1e00; OTHOIIEHHWE IIAHCOB cocTaBmio 1,12
(95 % nosepurenbhblii uaTepBai [0,93; 1,36]).

TabanuHoe pE3IOME HEKENaTEIbLHBIX PeaKIUH

HexenarennHabie pcaKkuunu, 0 KOTOPbIX coo6man001) B ICpUOa MOCTMAPKETUHI'OBOT'O IPUMCHCHUA
npemnapara, nCpCIUCICHbI B T3,6JH/IIIG HHUIKC B COOTBECTCTBHUH C CUCTCMHO-OPraHHbIMU KJIaCCaMu U
CHCHI/IQ)I/I‘ICCKI/IMI/I HP. KaTCFOpI/II/I YacTOThl OBLIH OLICHCHBI HAa OCHOBC COOTBCTCTBYHOIIUX

KIIMHHUYCCKHUX HCCHCﬂOBaHHﬁ.

CHCcTeMHO-OpTraHHBIN KI1ace HexenatenbHbIe peaKIuu KaTeropust 4acToThI-

WNudexunu v naBazuu Nudexnun BepxHux AbixareiabHbIX | O4eHb 4acTo
myTeii

Hapymenust co cropons! kpoBu | [ToBwieHue CKJIOHHOCTH K | Penko

1 TUM(ATHIECKON CHCTEMBI KPOBOTCUCHHSIM
TpomboruTonenus OueHb penko

Hapymenust co  croponsl | Peakuuu runepuayBcTBUTENbHOCTH, | HedacTo

UMMYHHOH CHCTEMBI B TOM YHUCJIe aHADUITAKCHUS
DosuHodpunbHas ~ uHMIbTpaus | O4eHb penko
MeYEeHU

[Icuxuueckue HapyIICHUS Hapymenust cHa, Bkitodas Hounble | Hedacrto
KOIIIMapBhlI, OeccoHHUIIA,
COMHaMOYIU3M, TPEBOXKHOCTb,

BO30OyXKJeHHEe, B TOM 4HCIE
arpecCUBHOE  TOBEJCHHUE WU
BpaXxIeOHOCTb, Jerpeccus,
NICUXOMOTOPHAsA TUINEPAKTUBHOCTh
(BKIIOYas  pa3pa’KUTENbHOCTD,
6ecroKoiicTBO, TpeMop®)

Hapymenne BHMMaHus, | Penko
HapyleHHe NaMsITH, THK
lammonnnanmm, ae3opueHTanus, | O4eHb peaKo

nuchemMus (3aukanue),
CYHIIHIATbHBIC MBICIIH 51
MIOBE/ICHNE (cyMIMIanbHOCTB),

06CCCCI/IBHO-KOMHYHBCI/IBHHC




.
L

AL

CHUMIITOMBI

Hapymenuss co  croponsl | ['010BOKpykeHHe,  COHJIMBOCTH, | Heuacto
HEPBHOM CHUCTEMBI MapacTe3usi/TUIIECTE3Hs, CYJOPOTH
Hapymenus co CTOpPOHBI | Y4alleHHOe cepaieOueHune Penxo
cepaua
Hapymenuss co  croponsl | HocoBoe kpoBoTeueHue Heuacto
JIbIXaTEJIbHOMN cucremsl, | Cungpom Yapmxk-Crpocca (CUC) | Ouens peako
OpPraHoB TpYOHOW KJIETKH U | (cM. pazaen «OcoOble yKa3aHus»)
CPEAOCTCHUSA Jlerounast r03uHOHITHS Ouensb penko
Kenynouno-kuieuHsre Jluapes, Tommora®, psora’ Yacto
HapyUIECHUS Cyxocth cim3uctoit  obomouku | Hewacto
MOJIOCTHU PTa, TUCIICTICUS
Hapymenuss co  croponsl | [loBbiienue akTUBHOCTH | YacTo
MEYEHU U SKETYECBBIBOJAIIMUX | CHBIBOPOTOUYHBIX TpaHCaMUHa3
nyTen (AJIT, ACT)
lenatut (B TOM yucie | O4eHb peako
XOJIECTaTUYECKOE,

rernaToUeUIIOIsIPHOE U CMEIIAHHOE
MOpaXCHHE MEYCHH )

Hapymrenust co cTopons! koxu | Chinp” Yacto

M TIOJIKOKHBIX TKaHEH CkioHHOCT, K  ¢opmupoBanuto | Hewacto
reMaToM, KparuBHULA, 3y
AHTMOHEBPOTHYECKHUI OTEK Penxo

VY3noBaras spurema, | O4eHb peako
MHOroopMHas 3puTemMa

Hapymenust co  cTopoHsl | ApTpanrus, Muanrus, Bkiarodas | Hedacro

MBIIIEYHON,  CKEJIETHOM M | MBIIIEYHBIE CYIOPOTH

COEIMHUTENIBHOM TKaHH

Hapymienust co ctopoHsl novek | DHype3 y aere Heuacto

Y MOYEBBIBOSILIINX MTyTEH

O6ume Hapymenus n peakuun | [npekcus® Yacro

B MECTE BBE/ICHHUS ActeHus / nossllIeHHast | YacTto

YTOMJISIEMOCTh, UYYBCTBO OOIIETO
HEIOMOT'aHHUsl, OTEKU

! Kateropus 4acToTsl: ompejeneHa s Kakuoi HeXemaTedbHOH PeaKkiuy B 3aBHCUMOCTH OT
YacTOThI, yKa3aHHOH B 0a3e TaHHBIX KIIMHUUYECKUX UCCIIeI0BaHMi: oueHb yacTo (>1/10), yacto
(ot >1/100 no <1/10), vewacrto (ot >1/1000 go <1/100), peako (ot >1/10000 no <1/1000), oueHb
penaxo (<1/10000).

2 JlanHOE HeXenaTenbHOE SBIEHHE, KOTOPOe OBII0 OTHECEHO K KATETOPHH «O4YeHb 4acTo» y
MAIMEeHTOB, MOJIyYaBIIUX MOHTEIIYKACT, TaKKe ObLIO OTHECEHO K KaTErOpuu «O4eHb 4acTo» y
ManMEHTOB, MOJTYy4YaBIIUX Hnaue60 B KIIMHUYECKUX HNCCIICOBAHUAX.

8 Kareropus 4acTOTHI: PeKo.

* JlanHOe HeXemaTenbHAas pEaKIMs, KOTOpas ObUIa OTHECEHA K KATErOPHH «JacTo» y
NAIMEeHTOB, TOJYYaBUIMX MOHTEIYKACT, TakKXe ObUIO OTHECEHO K KAaTeropuu «4acto» y
MAaIMCEHTOB, MOJTYYaBIIUX Hnaue60 B KIIMHUYECKUX HNCCIICOBAHUAX.

COO6HI€HI/IG 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKITNAX

BaxxHo coo011aTh 0 1003peBaeMbIX HEXKeNaTeIbHBIX PEAKIUAX OCIIE PErUCTPalMY IIpernapara ¢

OCIIBIO obecneucHus HCTIPCPBLIBHOI'O MOHHUTOPHUHIAa COOTHOLICHUSA  «II0JIb3a — PHCK»

JICKapCTBEHHOTO Tpernapara. MeIuuHCKIM pa0OTHUKAM PEKOMEHAYeTCs COOOIIaTh O JIHOOBIX

10
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CUCTEMBI COOOINEHUS O HEXKEIATeNbHBIX PEAKIUsIX TOCYAapCcTB — UJICHOB EBpasmiickoro
HKOHOMUYECKOT'O COI03a

Poccuiickas ®@eoepayus

109012, r. Mocksa, CrnaBsiHCKas mIowmajp, 1. 4, crp. 1

®denepanibHas ciryx0a 1Mo Ha30py B chepe 3apaBooxpanenus (Poc3apaBuanzop)

Tenedon: +7 (800) 550-99-03

Anpec 35eKTpoHHO# nouTkl: pharm(@roszdravnadzor.gov.ru

Anpec untepHeT-caiita: https://roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CuMITOMBI

CHUMINITOMOB MEPEI03UPOBKU HE HAOIIOAANIOCH B X0/I€ KIIMHUYECKUX MCCIIEI0BAHUMN JITUTEIILHOTO
(22 wepmenu) jeudeHUs B3POCIBIX MMAlMEHTOB OpPOHXMUAIBHOW aCTMON C CYTOUHBIMH J03aMH
MoHTenykacta 70 200 mr, 160 B X0J¢ KOPOTKUX (0KOJI0 | Henenn) KIMHHYECKUX UCCIIeIOBAaHUN
C CyTOYHBIMH J103aMH 110 900 mr.

Hmenu mecto cimydan ocTpoit nepeno3upoBku (mpueM He menee 1000 mr mpemaparta B CyTKH)
MOHTEITYKAaCTOM B MOCTPETMCTPAIIMOHHBIN MEPUOA U BO BpeMs KIMHHUYECKHUX HCCIEeIOBAaHUUN Y
B3pOCIbIX ® Jjered. KiwmHmueckne w 7maboOpaToOpHBIE JAaHHBIE CBUICTEIHCTBOBAIA O
COIOCTAaBUMOCTH TIpo(miieii OS30MacHOCTH MOHTEIIYKacTa y JeTed, B3POCIBIX M IMOKHIIBIX
nanueHToB. Haubonee 4YacThIMU HEXENaTedbHBIMU PEAKIUSIMU OBUIM YYBCTBO KaXKIBI,
COHJIUBOCTH, PBOTA, ICUXOMOTOPHOE BO30YyXACHHE, roJoBHAst 00yb U 0onb B kuBOTe. /laHHBIE
HEeKeJaTeJIbHBIC PEaKIIUU COTIIACYIOTCS C MPOQHIeM Oe30ITaCHOCTH MOHTEITYKACTa.

Jleuenune

Jledenue B ciiydae ocTpOii epe103UPOBKH CUMIITOMATHYECKOE.

I[aHHBIX 00 B(I)(I)CKTI/IBHOCTI/I NEpUTOHCATIBHOT'O JUaJIM3a UJIM reMoJualinda MOHTCIIYKAaCcTa HET.

5. DPAPMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCKHe CBOIiCTBA

dapmakoTepaneBTHUECKasi TpyIIa: CpeacTBa Ui JIeUeHUs OOCTPYKTHUBHBIX 3a0o0jieBaHHMNA
JBIXaTeNIbHBIX MYTEH; Opyrue cpeicTBa CUCTEMHOIO AEUCTBUA MJS JICUEHUS OOCTPYKTHUBHBIX
3a00JIeBaHUH JbIXaTEIbHBIX ITyTeH; OJ0KaTOPHI JIEUKOTPHUEHOBBIX PELIETITOPOB.

Kox ATX: RO3DCO03

Mexanusm aeiictBus U dhapMakoauHaMudeckuii 3hhexT

Hucrennnn-neikotpuersl (LTCs, LTDs, LTEs) sABIAOTCA CHIBHBIMH — MEIUATOPAMHU

BOCH&HCHHH—SﬁKOSaHOﬁHaMH, KOTOPBIC BBIACIAIOTCA pPa3sHbIMHU KJICTKaMHd, B TOM YHUCIIC
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CBA3BIBAIOTCA C LMCTEUHUJI-IEHKOTPUEHOBBIMU pelentopaMu. LlucTenHun-neiikoTpueHoBbie
peuenTopsl 1 Tuna (CysLTi-penentopsl) MPUCYTCTBYIOT B ABIXaTEIBHBIX MYTSAX YEIOBEKA (B TOM
yucie, B KIETKaX MIAJKUX MBI OpPOHXOB, Makpodarax) U APYrux KJIE€TKax MPOBOCHAJICHUS
(BKJItOYast H03MHO(GUIBI W HEKOTOpble MHEJIOUAHBIE CTBOJIOBBbIE KJeTkH). Llucrennmi-
JCUKOTPUEHBI KOPPEIUPYIOT € MaTO(U3HONIOTHEH OpOHXHMAIbHON acTMbl M aJUIEPTUYECKOTO
punuta. Ilpu OpoHXMAIBHOW acTMe JEeWKOTpUEH-OmocpenoBaHHbIe 3((EKT BKIOYAIOT
OpoHxocna3M, YBEJIMYEHHE CEKPELUUH CIU3M, [OBBIIEHHE MNPOHMLAEMOCTH COCYAOB U
yBEJIMYEHUE KolMyecTBa 303uHO(UIIOB. [Ipn amnepruyeckoM pUHUTE IOCIE BO3AEHCTBUSA
ajyiepreHa IMPOUCXOJIUT BHICBOOOXKJIEHUE LUCTEMHWI-IEMKOTPUEHOB U3 IMPOBOCHAIUTEIbHBIX
KJIETOK CJIM3HCTOW OOOJOYKH TOJOCTH HOCA BO BpeMsl paHHEH M MO31HEH (a3 amiepraueckon
PEaKIMHU, YTO MPOSBISIETCS CUMIITOMAMHU aJUIEPru4ecKoro punuta. [Ipu uHTpanasanpHoOl mpobe
C LHCTEeHMHUI-TEUMKOTpUEHAMHM ObUIO IMPOJEMOHCTPUPOBAHO IOBBIIIEHUE PE3UCTEHTHOCTU
BO3/yXOHOCTHBIX HOCOBBIX MYTE€Hl U CUMIITOMOB Ha3aJIbHOW OOCTPYKIIMH.

MoHTenykacT — BBICOKOAKTMBHOE IpU INPUEME BHYTPb JIEKAPCTBEHHOE CPEICTBO, KOTOPOE
3HAUUTENIBHO YIIydlllaeT IIOKa3aTelu BOCHaleHus npu OpoHxuanpHoW actMe. Ilo naHHBIM
OMOXMMHUYECKOTO U (PapMAKOIOrMYECKOr0 aHajau3a MOHTENYKacT C BBICOKUM CPOACTBOM U
n30upaTenbHOCThIO CBsi3biBaeTcsi ¢ CysLTi-pementopamu, HE B3aUMOJEHCTBYS C JIPYTHMHU
(apMaKkoJOTMYECKH Ba)XKHBIMU  pELENITOpaMU B JAbIXaTE€IbHBIX MyTAX (TaKUX  Kak
IpOCTarJlaHAMHOBBIE, XOJMHEPrUYecKue Win [-agpeHepruyeckue peuentopsl). MoHTelyKacT
UHTUOMpYeT (PU3UOJIOTHUYECcKoe AelcTBUE MMCTEMHUIOBBIX JedkoTpueHoB LTCs, LTDs u LTE4
nyreM cBs3biBaHus ¢ CysSLTi-penenTopamu, He OKas3biBas CTUMYJIHPYIONIETO ICWCTBUS Ha
JTaHHBIE PELIETITOPHI.

MonTtenykact unruobupyer CysLT-penentopsl B AbIXaTENbHBIX MYTAX, YTO MOATBEP)KIAETCS
CHOCOOHOCTBIO OJIOKMPOBATh pa3BUTHE OpOHXOCMa3Ma B OTBET Ha BAbixaHue LTD4 y manneHToB
¢ OponxuampHOW acTtMoil. Jlo3pl 5 Mr [0OCTaToO4HO [UIsi KyNHpOBaHUS OpoHXOcHasMma,
uHAynupoBaHHoro LTDg.

MoHTenyKacT BbI3bIBAET OPOHXOIUIIATAIIMIO B TEUEHUE 2-X YaCOB MOCIIE TPHEMa BHYTPb U MOXKET
JIOTIONTHATH OPOHXOIMJIATAINIO, BEI3BAHHYIO 32 — apeHOMUMETHKAMHU.

5.2. ®DapmakoKMHeTHYECKHE CBOMCTBA

AGcopbuus

MoHTenykacT OBICTPO M MPAKTUYECKU IMOJHOCTHIO BCAachIBaeTcs Iocie npuema BHYTpb. Ilpu
IprUeMe HaTOIIaK TalJIEeTOK JKEeBAaTENbHBIX 5 MI MakcuMaibHast KoHIEHTpauus (Cmax) B I1a3me
KPOBH y B3pOCIHBIX JOCTHraercs uepes 2 yaca. CpeqHsisi OMOMOCTYIIHOCTh NIPH NPUEME BHYTPhb

coctaBiisieT 73 %. [Iprem nuim He OKa3bIBACT KIMHUYECKH 3HAUUMOTO BIUSHUS TIPU JIUTEIIbHOM
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IMPUMCHCHHUH.

Pacnopenenenne

MoHTenyKacT CBSI3bIBa€TCs ¢ OeTIKaMH T1a3Mbl KpoBH Oosiee ueM Ha 99 %. O0bem pacnpeaencHus
MOHTEJIYKacTa B COCTOSIHUM PaBHOBECHOW KOHIICHTPALMH COCTABISIET B cpenHeM 8—11 JuTpos.
HccnenoBanus, mpoBeICHHBIE HA KPbICAX C PaIH0aKTHBHO MEYEHBIM MOHTEIYKACTOM, YKa3bIBAIOT
Ha MUHUMaJbHOE IIPOHMKHOBEHHE depe3 remarosHuedamnyeckuii Oaprep. Kpome Toro,
KOHIIEHTPAIlMU MEUEHOTO0 MOHTENyKacTa yepe3 24 daca 1mocie BBeIeHUs ObUTM MUHUMAIbHBIMU
BO BCEX JIPYTUX TKaHAX.

BI/IOTDaHC(bODMaHI/IH

MoHTenykacT akTHBHO MeTabonu3upyercs. [lpu wHcciaenoBaHMM TEpaneBTHUECKUX 103 Y
B3pOCJBIX M JeTel KOHIIEHTpPAILMs METa0OJIMTOB MOHTEIyKacTa B PABHOBECHOM COCTOSHUHM B
IU1a3Me KPOBU HE ONpeessieTcs.

UccnenoBanus in Vitr0 ¢ HMCHONB30BaHMEM MHKPOCOM II€YEHHM 4YeJIOBeKa IOKa3ald, YTO B
MeTa0OoIM3Me MOHTEIYKAcTa y4acTBYIOT u3odepMeHTH nutoxpoma P450: 3A4, 2C8 u 2C9.
CoriacHO pe3yibTaTaM HCCIIEIOBaHUI, TPOBEICHHBIM IN VIFr0 B MUKpOCOMaXx Me4YeHH YesIOBEKa,
TepaneBTHUYECKasi KOHIEHTpalMs MOHTeNlyKacTa B Ija3Me KpOBH HE MHIHOMpYeT U30(epMEHTHI
nuroxpoma P450: 3A4, 2C9, 1A2, 2A6, 2C19 u 2D6.

OJIUMUHAINS

[Tra3MeHHBIN KIMPEHC MOHTEIIYKACTa y 3/I0POBBIX B3POCIBIX COCTABIISIET B CpeHEM 45 MJI/MHH.
[Toce npuema BHYTpb paliOAaKTHBHO MEUEHOT'0 MOHTeNyKacTa 86 % ero KoJu4ecTBa BEIBOAUTCS
¢ KasioM B TeueHue 5 qHe u menee 0,2 % — ¢ MOYOH, YTO MOJTBEPHKAAET TO, UTO MOHTEIYKACT U
€ro MeTabOoJINTHI IKCKPETUPYIOTCS MTOYTH HUCKITIOYUTEIBHO C KETIbIO.

[Tepuox nonyseiBenenus (T'2) MOHTETyKacTa y MOJIOJBIX 3J0POBBIX B3POCIIBIX COCTABISET OT 2,7
10 5,5 yacoB. PapMaKOKMHETHKA MOHTEIYKACTa COXpaHsSeT MPAKTUYECKU JTUHEUHBIH XapakTep
IpY IpuemMe BHYTpb 103 cBblie 50 mr. [Ipu npueme MoHTeNnyKacTa B yTpeHHUE U BEUEPHUE Yachl
pa3nnuuil papmakokuHeTHKU He HaOmonaercs. Ilpu npueme 10 Mr mMoHTenykacTta OAMH pa3 B
CYTKH HaOmoaercss yMepeHHast (0xoiio 14 %) KymyJisiiiisi akTHBHOTO BELIECTBA B IJ1a3Me KPOBHU.
OcobeHHocTH (hapMaKOKWHETUKH Y PA3IMYHbIX TPYII MallHEHTOB

Llon

®apMaKOKMHETHKA MOHTENYKAcTa Y )KeHIIUH U MY>KUYUH CXO/HAs.

Toowcunvie nayuenmoi

[Ipu onHOKpaTHOM mpueme BHYTph 10 Mr MoHTenmykacTa (papMaKOKMHETUYECKHH Mpopmiib U
OMOMOCTYIHOCTh CXOJHBI y TOXMJIBIX TMAallMEHTOB W MAIMEHTOB MOJOAOro Bo3pacta. 1Y
MOHTEJIyKacTa U3 IJIa3Mbl KDOBH HECKOJIBKO JJIMHHEE Y MOKUIIBIX ManueHToB. Koppekuun 10361

npernapara y MoXHWIbIX MAalUEeHTOB He TpeOyeTcs.
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Paca

He BbIIBIEHO pa3nuuuii B KIMHUYECKH 3HAYMMBIX (DapMakokuHeTHYecKuX d¢ddekrax y
MAIMEHTOB Pa3IMYHBIX Pac.

Tlayuenmsi ¢ neuenoyHol HEOOCMAMOYHOCIBIO

Y DanueHToB € MEYEHOYHOW HEAOCTAaTOYHOCTHIO JIETKOW U CpelHed CTeNeHH TSDKECTH U
KIMHUYECKUMH  TPOSIBICHUSAMH [HUPPO3a TMEYCHH OTMEYCHO 3aMejJieHHe MeTabonm3ma
MOHTEIIYKacTa, COIMPOBOXKIAIOIIEECS] YBEIMYCHHEM IUIOIAAM T1OJa  (hapMaKOKHHETHYECKOM
KpuBOil «koHIeHTpanusa-Bpems» (AUC) npubnuzutensno Ha 41 % nocie oJHOKPAaTHOTO IprueMa
npemnaparta B o3¢ 10 mr. BeiBeieHre MOHTEIYKacTa y 3TUX MAallMEHTOB HECKOJIBKO YBEIUYUBACTCS
M0 CPaBHEHUIO CO 3/I0POBBIMU CyObekTaMu (cpennee Bpems TY. — 7,4 yaca). MI3MeHeHus 103bI
MOHTEJIyKacTa I MAIlMEHTOB C MEYEHOYHOW HEIOCTAaTOYHOCTBHIO JIETKOM M CPEHEW CTENEHU
TsDKECTH He Tpedyetcs. [laHHBIX 0 xapakTepe (papMaKOKHMHETUKH MOHTEIyKacTa y MalueHTOB C
TSDKEJION MeUYeHOYHOM HeJ0CTaTOUHOCThIO (0osee 9 Gamnos nmo mkane Yaina-I1s10) Her.
Tayuenmsi ¢ noueunoii HeOOCMamMoOyHOCMbIO

[TockoJIbKY MOHTETYKACT M €r0 METa0OJIMTHI HE SKCKPETUPYIOTCS ¢ MOYOH, (hapMaKOKWHETHKA
MOHTENyKacTa y MaIleHTOB C MOYEYHON HEJOCTATOYHOCTHIO HE OlleHHBallack. KoppekTupoBka

J03bI IIpCIiapaTta JIJIsd 3TOH IpYIIIbI TaIUCHTOB HE Tpe6yCTCH.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTe/IbHBIX BElIECTB
ManHuTON (MAaHHUT)

[enmrono3a Mukpokpuctamnueckas (tun 101)
['unposno3a (ruAPOKCUIPONIIILIEIITION03A)
Marnus creapar

Acnapram

Kpockapmenno3za Hatpust

Apomaruzarop «Bumiss»

6.2. HecoBmecTuMOCTD

He npumennmo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs )

3 roxa.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHECHUHU

B 3amumienHom ot cBeta Mecte mpu temneparype He Boiie 25 °C.
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6.5. Xapakrep u coaepkaHue NePBUYHON YIIAKOBKH

ITpu npousBoactie jgekapcreeHHoro npemnapara Ha Q00 «Bendapmy», Poccus

5,7, 10, 14, 15 TabneToK B KOHTYPHYIO STYCHKOBYIO YIIaKOBKY M3 TUIEHKU NOJMBUHUIXIOPUTHON
WIM TUJICHKA  [OJMBUHUIXJIOPHIHON/IOTUBUHIIIUEHXIOPUIHON/TTOIMBUHUIXJIOPUAHON U
(b oJIbTH aTIOMHUHUEBOM IMEYaTHOM JIAKUPOBAHHOM.

5,7, 10, 14, 15, 20, 21, 25, 28, 30, 35, 40, 42, 45, 49, 50, 56, 60, 63, 70, 75, 80, 84, 90, 98, 100,
105, 112, 120, 126, 135, 140, 150 tabnerok B OaHKYy MOJUMEPHYIO U3 IMOJUAIMPOINUIICHA WU
MOJIMATUIICHA, YKYIIOPEHHYIO HATSATMBA€MON HJIM HABUHYMBAEMOMN KPBIIIKOW MOJUMEPHOM s
JICKaPCTBEHHBIX CPEACTB U3 MOJIUIIPOIUIICHA WU OJUATUIIEHA C KOHTPOJIEM MEPBOTO BCKPHITHUS
wiH 0e3 KOHTPOJIS, C YIUIOTHSIOIINM 3JIEMEHTOM WJiIH 0e3 Hero.

JIOTIOTHUTEIFHO JIOMYCKAETCs HMCIIOb30BaTh BAaTy MEAUIIMHCKYIO THUTPOCKOIMYECKYI0 WU
aMOpTHU3aTOpP.

Ha 6aHKy HaKJIeHBarOT 3TUKETKY CaMOKJIESIIYIOCS.

Kaxnyto 6anky, 1, 2, 3,4, 5,6, 7, 8,9, 10 KOHTYpHBIX SIMEHKOBBIX YIIAKOBOK C HHCTPYKITUEH IO
MEIUIIMHCKOMY TPUMEHEHHUIO MIOMEIIAIOT B MAYKy U3 KapTOHA.

IIpu mpou3BOACTBE JeKapCTBEHHOTO IIpenapara Ha 000 ((Be.]'[d)aDM-M», Poccus

5,7, 10, 14, 15 TabneTok B KOHTYPHYIO STYEHKOBYIO YIAKOBKY U3 IJICHKU MOJMBUHUIXJIOPUIHON
W ¢donbru AITFOMUHHEBOU MHOT'OCJIOMHOM OPHUEHTHUPOBAHHON
MOJIMaMUJHON/aTFOMUHUEBOW/TIOMUBUHIIXJIOPDUTHOM W (OJBIM  QIIOMMHMEBOW IMEeYaTHOU
JIAKUPOBAHHOM.

5, 7,10, 14, 15, 20, 21, 25, 28, 30, 35, 40, 42, 45, 49, 50, 56, 60, 63, 70, 75, 80, 84, 90, 98, 100,
105, 112, 120, 126, 135, 140, 150 taGieTok B 0OaHKYy MMOJIMMEPHYIO W3 TOJUIIPONUICHA WIIH
MOJINATUJICHA, YKYITOPEHHYIO HATATMBAEMOM WJIM HAaBUHYMBAEMOW KPBIIIKOM MOJMMEPHOM MJIs
JIEKaPCTBEHHBIX CPEACTB U3 MOJUIIPONNICHA WU NOJUATUIIEHA C KOHTPOJIEM IIEPBOTO BCKPBITUS
win 6€3 KOHTPOJIS, ¢ YIUIOTHSIOIINM 3JIEMEHTOM MIIK O€3 Hero.

JloToNMHUTENBHO JOMYCKAeTCsl HCIIOJIb30BaTh BaTy MEIUIIMHCKYIO TUTPOCKONHMYECKYIO WIIN
aMOpTHU3aTOP.

Ha OanKy HakJIeMBalOT ITUKETKY CAaMOKJIESIIYIOCH.

Kaxnayto Oanky, 1,2, 3,4,5,6,7, 8,9, 10 KOHTYpHBIX sIUEHKOBBIX YIAaKOBOK C HHCTPYKIIUEH IO
MEAMIIMHCKOMY MPUMEHEHUIO TOMEIIAIOT B aUKy U3 KapTOHA.

He Bce pa3Meps! ynmakoBOK MOT'YT ObITh IOCTYITHBI JUIsl peasIn3aliyiH.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH MNPH  YHMYTOXKEHUH  HMCIOJb30BAHHOIO
JICKAPCTBEHHOI0 Npenapara WM  OTXOA0B, TMOJYYEHHBIX IOcjde TNPHMEHEeHHus!
JIEKapCTBEHHOI'0 Npenapara, 1 Apyrue MaHUIYyJIs U ¢ PenapaTom

Bech ocraBmmiics iekapCTBEHHBIN Mpenapar U OTXOJIbI ClIEyeT YHUUYTOXHUTh B YCTAHOBJICHHOM

15



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 03.03.2026 N= 4101
(NOCNEQCBATENEHOCTE 0010)

MOPSIZIKE.

7. AEP KATEJIb PETUCTPAIHMOHHOI'O YIOCTOBEPEHUSA

Poccuiickas @enepanus

OO011ecTBO ¢ OrpaHMYEHHON OTBETCTBEHHOCTRIO «Bendapm» (OO0 «Bendapmy»), Poccus
115184, r. Mockaa, iep. O3epkoBckuii, 1. 12, atax 1, momem. |, kom. 9.

7.1. IlpeacTaBUTEIb J€PKATE/ISI PETHCTPALMOHHOTO Y10CTOBEPEHUsI

[Iperen3zun HOTDC6HTCHCﬁ HaIIpaBJIATH I10 aAPECY.

Ilo eonpocam bezonacnocmu u 3¢pgpekmuenocmu npenapama K 0epicamenio pecucmpayuoHHo20
YOOCmOoBepeHUsL:

Poccniickas @enepanys

OO61ecTBO ¢ OrpaHMYEHHOM O0TBEeTCTBEHHOCTHIO «Bendapm» (OO0 «Bendapm»)

640008, Kypranckas o61., r. Kypran, npocnekt Konctutyuuu, a. 11

Ten.: +7 (3522) 48-60-00, 55-51-80

e-mail: fsk@velpharm.ru

Ilo eonpocam kavecmea 2omogoii NPOOYKYUU K nPoU3800UmMento 1eKkapCmeeHHo20 npenapama:
Poccuiickas ®@enepanus

OO6111ecTBO € OrpaHMYEHHON 0TBETCTBEHHOCTHIO «Bendapm» (OO0 «Bendapm»)

640008, Kypranckast 06:1., r. Kypran, npocriekt Koncturyuun, 1. 11

Ten.: +7 (3522) 48-60-00, 55-51-80

E-mail: fsk@velpharm.ru

170011

Poccniickas @enepanns

OO111ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO «Benpapm-M» (OO0 «Benpapm-M»)

124460, r. MockBa, BH.Tep.I. MyHHLIMNAIbHBIA OKpYr CWIMHO, TI. 3€J€HOrpaj, IMPOCIEKT
I'enepana Anekceena, 1. 50

Ten.: +7 495 780-00-70

E-mail: quality@velpharm-m.ru
8. HOMEP PETUCTPAIHMOHHOI'O YAOCTOBEPEHUA
9. IATA NEPBUYHOM PETUCTPAIIMA (IMOATBEPXKJIEHUSA PETUCTPALIUUA,

INEPEPETUCTPALINN)

JlaTa nmepBoii peructpanuu:
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10. JATA IIEPECMOTPA TEKCTA

Oo6mas xapakrepuctrka JiekapctseHHoro npenapata MOHTEJIYKACT BEJI®APM pocrymnHa
Ha HMH(OpMaALMOHHOM TopTasie EBpa3zuiickoro 3KOHOMHUYECKOro cor03a B HH(MOPMAalMOHHO-

KOMMYHHKAIIMOHHOM cetu «HTepHET https://eec.eaeunion.org/.
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