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MUHUCTEPCTBO 3/[PABOOXPAHEHUS POCCUNCKOMN ®EJEPALINH
NHCTPYKIUA
1O MEJIMITMHCKOMY TTPUMEHEHUNIO JIEKAPCTBEHHOTI O TTPETTIAPATA

Jkranycr®

Perncrpaunonnslii Homep: JII1-002249

Toprosoe HauMeHOBaHHe: DKTATYCT"

MeskayHapoaHoe HelIaTeHTOBAHHOE UJIU IPYIIIMPOBOYHOE HAMMEHOBAHH e

MOHTEIYKACT

JlexapcTBenHast popma: TabIeTKH, MOKPHITHIE MIJICHOYHOW 000I0YKOiA.

CoCTAB

CocraB Ha 0JIHY TaONETKY:

oeticmsyloujee eewjecmeo: MoHTenykacT Hatpus 10,40 Mr, B mepecuere Ha MOHTEIYKACT
10,00 mr;

gcnomozamenvuvle gewjecmea. Kanblus ruapodocdar 50,0 Mr, kpockapmesio3a Hatpus 7,0 mr,
Marausi creapaT 2,0 mr, MaHHUTOa 78,0 MI, Macjio KacTOpOBOE€ TMAPOreHu3upoBaHHOEe 2,0 MT,
noBuoH K-30 10,0 Mr, uenrosoza MUKpoKpUcTaianyueckas 50,6 mr;

cocmag naenouynou odonouxku: Omnanpadt Oenpit 6,000 Mr, B TOM 4YHCIE: THIIPOI03a
(ruppokcunponuienitonosa) 2,025 mr, runpomeruio3a (THAPOKCHITPOITHIMETHIILEITION03a)
2,025 mr, Tansk 1,200 mr, Tutana guokcus 0,750 Mr.

OIIMCAHUE

TabneTkH KpyTiible JBOSIKOBBIMYKJIBIC, MOKPBITHIC TUIEHOUYHOH 000JI0YKO# Oeoro WK MOYTH
Genoro uBera. Ha mornepeyHoM paspese — OT TTOUTH OEIIOT0 JI0 CBETIIO-KEITOTO 1IBETA.
dapmakoTepaneBTHYecKasi Tpynna

[IpoTBOBOCHIATUTEIPHOE  AHTHUOPOHXOKOHCTPUKTOPHOE  CPEACTBO  —  JICHKOTPHCHOBBIX
peuenTopoB 010KaTop.

Kox ATX: RO3DCO03.

DAPMAKOJIOTMYECKUE CBOMCTBA

Dapmakoounamuxa

[ucrennun n‘ nkorpuensl (LTCs, LTDs, LTE4) siBAsitOTCSA CHABHBIMA MEIHATOPAMH BOCIAIEHUs
— 5UKO3aHOMJaMH, KOTOPhIE BBIJICISIOTCS Pa3HBIMU KJIETKAMH, B TOM YHCIIE TYYHBIMH KJIETKaMH
¥ 503uHOGMIaMU. DTH BaKHBIE IIPOACTMATHYECKHE MEIMATOPhl CBA3BIBAIOTCS C LIUCTEHHMI
JIEUKOTPUEHOBLIMU peuenTtopamu. Ilucrennn neiikorpuenossle perentopsl | tTuna (CysLT; —
PELENTOPHI) IPUCYTCTBYIOT B JBIXATEJILHBIX MYTSX YelIOBEKA (B TOM YHCIE, B KJIETKAX IIaJKUX
MBIl OpOHXOB, Makpodarax) M ApYyrux KJIeTKax MpOBOCHaleHUs (BKJIIOYas 303UHOPUIBLI U

HEKOTOpbIC MHEIIOU/IHBIE CTBOJIOBBIE KIJIETKM). LIMCTEMHWI JEHKOTPUEHBI KOPPEIUPYIOT ¢

1



JIT1-002249-211021

narodpusnonorued  OPOHXMAIBHOW acTMbl W a/UIeprHYecKoro pwHMTa. Ilpu  actme
JEUKOTpUEH-0nocpeioBaHHble () (EKTH BKIIIOYAIOT OpOHXOCTa3M, YBEITHYEHHE CEKpPEeIUH
CITU3H, TIOBBIIIEHUE TPOHMUIIAEMOCTH COCYIOB W yBEIWYEHHE KOJIWYeCcTBa 303uHO(GUIOB. [Ipn
aJUIEPTHYECKOM  PMHHMTE II0CIE€ BO3JACHCTBHUA aulepreHa IIPOMCXOIUT  BBICBOOOXKICHHE
LUUCTEHHMI JIEHKOTPUEHOB U3 IIPOBOCTIATHTEIBHBIX KJIETOK CIIM3UCTOH 00OIOYKH MOJOCTH HOCA
BO BpeMs paHHEH M mo3gHeH (a3 aulepruyeckoil peakidH, YTO IMPOSBIAETCA CHMITOMAaMU
aJUIepruYeckoro puHurta. IIpy MHTpaHaszanbHONH mMpobe ¢ IMUCTEHHWI JEHKOTPHEHAMH OBLIO
IIPOJIEMOHCTPUPOBAHO ITOBBINICHUE PE3UCTCHTHOCTH BO3JYXOHOCHBIX IYTeH W CHMIITOMOB
Ha3aJbHOH OOCTPYKITHH.

MoHnTenykact - BBICOKOAKTHBHOE IPH IIpUEME BHYTPb JIEKAPCTBEHHOE CPEICTBO, KOTOPOE
3HAYMTEJNBHO YIydllaeT IIOKa3aTelIu BoclajleHuss Tpu OpoHxuanbHOH actMme. CoriacHo
OHOXMMHYECKOMY M (apMaKOIOrHYeCKOMY aHAJIN3Y TpenapaT ¢ BBICOKOH H30MpaTeIbHOCTBIO U
XMMHYECKUM  cpoacTtBoM  cBsasbiBaercs ¢ CysLTi-peuentopamu  (BMecTo — Apyrux
(apMakoIOrMUecKUX  BaKHBIX  PEHENTOPOB  JABIXATeNbHBIX  IMyTE€H,  TaKUX  Kak
MPOCTArjJaHIMHOBBIE, XOJIHMHEPrHYECKHe WIM [B-apeHepruyeckue peuentopsl). MOHTEIyKacT
MHIHOMpYeT (DU3MOJIOTHUECKOe JIeHCTBHE MUCTEHHWIOBBIX JeikoTpreHoB LTCs, LTDs, LTE4
nyrem cBaspiBanus ¢ CysLTi-peuentopamu, He oka3biBas CTUMYIUPYIOUIETO JCHCTBHS Ha
JTaHHBIC PELETITOPHI.

Monrenykact uarnbupyer ¢ CysLT| —penentopsl snuTenus QpIXaTelbHBIX MyTeH, 001anas TeM
CaMbIM  OJJHOBPEMEHHO  CHOCOOHOCTBIO WHTHOWMpOBAaTH  OpOHXOCMa3M, O0OYCIIOBIEHHBIN
BJBIXaHWEM UHUCTeUHWN JielikoTpueHa LTD4 y maumentoB ¢ OpoHXHanmbHOW acTMOi. J{03BI
MOHTEJIyKacTa, paBHOM 5 MT, JOCTaTOYHO IS KYIIHPOBaHWUsA OpOHXOCNa3Ma, WHIYIHPYEMOTro
LTDa.

MoHTenykacT BbI3bIBaCT OpPOHXOAMIATALMIO B TEYEHHE 2-X YACOB IOCJIE TMpPHEMa BHYTPh M
MOXKET JIONOTHATH OPOHXOANIATALUIO, BBI3BAHHYIO [32-aipEHOMHUMETHKAMH.

[IpumeHeHre MOHTENyKacTa B 103aX, NpeBbIatomnX 10 Mr B IeHb, IPUHUMAEMBIX OJIHOKPATHO,
3¢ GeKTUBHOCTH Ipernapara He MOBBIIIAET.

DapmakoKuHemuka

Bcacwviganue

Montenykact ObICTPO M MPAKTUYECKH MMOJHOCTBIO BCACBIBAETCS I0CIE MPHEMa BHYTph. Y
B3pOCIbIX MAlMEHTOB MPH NPUEME HATOUIAK MOHTENYKAacTa B BHJAE TabJIETOK, MOKPBITHIX
TJICHOYHOM 000110uKO# B 103upoBKe 10 Mr, cpeiHee 3Ha4YCHHE MaKCUMAIIbHOM KOHIIEHTPALlUH B
mnasme KpoBH (Cmax) JocTHraercs yepes 3 4aca. CpeaHee 3HaueHHE OMOIOCTYIMHOCTH - 64%.
3HaueHus GMOAOCTYMHOCTH MPH MEpPOpanbHOM mpHeMe M Cmax HE HApYWIAIOTCA NPHM HpHEMe

TTHIIH.

Pacnpedenenue
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MoHTenykacT cBsizbIBaeTCA O€IKaMH I1a3Mbl KpoBU Goree yeM Ha 99%. O6beM pacnipeneneHus
MOHTEJIYKacTa B PAaBHOBECHOM COCTOSIHUHM COCTaBIISIET B cpeiHeM 8-11 TUTpoOB.

WccnenoBanus, NpOBEAEHHBIE Ha KpbICaX C pPaJMOaKTUBHO MEUEHBIM MOHTEIYKAacTOM,
YKa3bIBalOT Ha MUHHMajlbHOE IPOHUKHOBEHME depe3 remartodHuedamudeckuilt 6apnrep. Kpome
TOro, KOHIICHTPallUs MEYEHOro MOHTelykKacTa uepe3 24 4daca TIocie BBEJCHHUS Oblia
MHUHHUMaJIbHOH BO BCEX IPYTUX TKAHSX.

Memabonusm

MoHnTenykact akTUBHO MeTabonusupyercs. Ilpm HCIoOnb30BaHMM TEpaleBTUYECKUX 103
KOHIIEHTpalMs MeTaboJUTOB MOHTEIYKacTa B IUIa3Me KPOBH B PAaBHOBECHOM COCTOSHHUH Y
B3pPOCIIBIX U JIETEH He ONpeesercs.

WccnenoBanus in Vitro ¢ MCIOJIB30BaHUEM MHKPOCOM II€UEHHM 4YeJIOBEKa I10Ka3ajld, 4YTO
uutoxpomer P450, 3A4, 2C8 u 2C9 yuactByioT B Meraboim3me MoHTenykacta. CorjiacHo
JaTbHEHIIMM pe3ylbTaTaM MCCIeIOBAaHUH, MPOBEAEHHBIM In Vitro B MHKPOCOMax MEYeHH
YelloBeKa, TepareBTHYecKas KOHIEHTpalMs MOHTEIyKacTa B IUIa3Me KPOBM HE HMHIUOMpyer
nzodpepmentsl uToxpoma P450 CYP: 3A4, 2C9, 1A2, 2A6, 2C19 u 2D6.

Buvigeoenue

[Teprox MoNTyBBIBEACHHUS MOHTEIYKACTa Y MOJOIBIX 3JOPOBBIX B3POCIBIX COCTABISET OT 2,7 10
5,5 4. KinupeHc MoHTeTyKacTa COCTaBIISET Y 3J0POBBIX B3POCIBIX B CpeHEM 45 MII/MUH.

[Tocne mepopanbHOrO IpHeMa MOHTeNyKacTa, 86% OT OOIIEro KOJIMYECTBA BBIBOAMTCS Yepe3
KHMIIEYHUK B TeueHue S5 nHer u MeHee 0,2% - MovykaMu, 4TO MOATBEPXKIAAET TO, YTO MOHTEIYKACT
M ero MeTaboJIUThI BBIBOIATCS ITOYTH UCKITIOUHUTEIBHO C JKETYbIO0.

dapMaKOKMHETHKA MOHTEIYKAacTa COXpaHsAeT NMPAaKTHUECKH JTMHEHHBIH XapakTep MpH IpHeMe
BHYTPSH 2103 cBbiie 50 Mr. ITpu npueme MoHTenykacTa B yTpEeHHHUE U BEUEPHUE YaChl Pa3TUuni
(bapmakokuHeTHkH He Habmromaercs. [Ipu nmpueme 10 Mr MoHTenykacTa B CyTKH HaOJIromaeTcs
ymepeHHast (000 14%) KyMyJsiusi akTHBHOTO BEILIECTBA B TUIA3ME KPOBH.

Ocobennocmu d)apmaKOKuHemuKu Y PA3TUYHbBIX 2cpYNN nAayueHmos

Ilon

dapMaKOKMHETHKA MOHTEIYKACTA Y MY)KUMH U Y KEHIIUH CXOIHA.

Bospacm

ITpu oxHokpatHOM mnpueme BHYTpb 10 Mr MoHTenykacra, (hapMaKOKHHETHYECKHH MpOQHIbL U
OMOJOCTYIHOCTh CXOJHBI Y IMOKUIIBIX M MALIMEHTOB MOJIOZOTO BO3PACTA.

[Tepuox monyBeIBEEHNS MOHTENyKAacTa M3 IUIA3Mbl| KPOBH HECKOIBKO OOJIbIIE Y MOKHIIBIX
nauneHToB. Koppekuus 10361 npenapaTa y MoXKWIBIX MTAHEHTOB He TpeOyeTcs.

OmHuuveckas npurHaonescHocns

He BbIgBIEHO pasnuunil B KIMHUYECKH 3HAYMMBIX (ApMaKOKMHETHYECKMX d(dekTax vy

[MallMECHTOB Pa3JIMYHBIX pac.
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Ileuenounas nedocmamoyHocmeo

VYV mManMeHToB ¢ TMEYEHOYHOM HEIOCTATOYHOCTHIO JIETKOW W CpeaHEH CTENeHH TSHKEeCTH M
KJIIMHAYECKUMU  TIPOSBIICHUSIMH LMppO3a TIEYEHUW OTMEYEHO 3aMeieHHe MeTaboinu3Ma
MOHTEJIyKacTa, COIpPOBOXKIAIOIIEEeCs YBEIHMYEHHEM IUIOMaad TOoJa (apMaKOKHUHETHYECKOH
KpUBOH «koHIeHTparusa-BpeMs» (AUC) npubnusurtenbHo Ha 41% mociae oJHOKPaTHOTO MpHueMa
npenapata B go3e 10 wmr. BrIBeneHHe MOHTelykacTa y OTHX IMallU€HTOB HECKOJIBKO
YBEJIMYUBAETCS 110 CPAaBHEHHIO CO 3J0POBBIMH CyOBEKTaMH (CpeHee BpeMs TOJYBBIBEIACHHS —
7,4 yaca). MI3MeHeHHs 10361 MOHTENyKacTa JIJIsl MMallHEHTOB C MEYCHOYHOH HEIOCTaTOYHOCTHIO
JIETKOW M cpelHell cTerneHu TshkecTH He Tpedyercs. JlaHHBIX o XapakTepe (GpapMaKOKHHETHKH
MOHTEJIYKacTa y MalHUeHTOB C TSKEJIOH MeYeHOYHOW HeJ0CTaTOYHOCThIo (Oosee 9 GamioB 1o
wkane Yaina-I1e10) Her.

Iloueunas nedocmamournocmsp

ITockonbKYy MOHTENIYKACT M €ro MeTaboJMTHl HE BBIBOJAATCS TOYKaMHU, (hapMaKOKHHETHKA
MOHTEJIyKacTa y MAalUMEHTOB C IMOYEUHOH HE0CTATOYHOCTHIO He OlleHMBaJlach. KoppekTHpoBKa

J103BI IIpenapara JJIs TOH IpyIIbl HAllUeHTOB He TpedyeTcs.

[IOKA3AHMS K IPUMEHEHUIO

e JlmTenpHoe neueHHe U MPOoQHIAKTHKA OPOHXHAIBHOW acTMbI (BKIIIOUAs TpeaylpexacHHe
JHEBHBIX U HOYHBIX CUMIITOMOB 3a00J1€BaHNs) Y B3POCIBIX U AeTeil crapuie 15 ner.

e JleueHne OpOHXHMAIBHOM AaCTMbl Y TIAIMCHTOB C IIOBBINICHHOW YYBCTBUTEIBHOCTBIO K
Al ETUICAIMIIMIIOBOM KUCIIOTE.

e [Ipodunakruka GpoHxocrnazMa, BEI3BAHHOTO (pHU3MYECKON HATPY3KOM.

e KynupoBaHue [JHEBHBIX M HOYHBIX CHMIITOMOB IOCTOSHHBIX QIJICPIHYECKHX PHHUTOB H

CE30HHBIX AJJIEPrMYECKHUX PUHUTOB Y B3pOCIbBIX U JeTel crapuie 15 ner.

ITPOTUBOITOKA3AHUS
e [loBwlmieHHas YYBCTBUTCJIBHOCTH K J'IIO6OMy U3 KOMIIOHCHTOB npenapara.

e Jlercknii Bo3pacrt a0 15 ner.

ITPUMEHEHME TP BEPEMEHHOCTH U B IEPUOJ T'PYHOT' O BCKAPMJIMUBAHUS

Mpenapar Dkramyct™ cleayeT NPUMEHATh TpH OEPEeMEHHOCTH M B ICPHOA TPYAHOTO
BCKapMJIMBAHMSA, TOJBKO €CIHM OKMIAaeMas I10J1b3a Il MAaTepd IPEBBINIACT ITOTCHIMAIbHBIMA
PHUCK AJIs IU10Ja WK peOeHKa.

CornacHO MMEIOIMMCS OMYOIMKOBAHHBIM ' IAHHBIM TPOCIEKTUBHBIX W PETPOCHEKTHBHBIX
KOTOPTHBIX HMCCJICAOBAHWI NPUMEHEHHS MOHTEIYKACTa Y JKEHILUUH BO BpeMsi OEPEMEHHOCTH, y
JICTeH KOTOPBIX OLEHMBAIMCh TsDKEIbIC BPOKICHHBIC MOPOKH PA3BUTHS, HE BBIABIEHO PHCKOB,

CBA3dHHBIX C IIPUEMOM TIIp€riapara. HOCTYHHI:IC HCCIICAOBAHUA HUMCKT METOJOJIOTHYECKUEC
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OrpaHUYEHUS, BKITFOYass MaJbli 00beM BBIOOPKH, B HEKOTOPBIX CIIydasX pEeTPOCTEKTUBHBIN cOop
JITAaHHBIX ¥ HECOTTOCTaBUMBIE T'PYTIITBI CPAaBHEHUS.

HewnsBecTHO, BBIAEISETCS JIM MOHTEIYKacT C TpyAHBIM MojokoM. Ilockonbky MHorue
JIEKapCTBEHHBIC TpEIapaThl BBIACISAIOTCS ¢ TPYAHBIM MOJIOKOM, HEOOXOAMMO YUYUTHIBATh 3TO

I[IpY Ha3HA4YCHHUHU IIpeCIiapaTa 3KTaHYCT® B IIEpHUOA I'PYAHOTI'O BCKapMJIMBaHUA.

CIioCOb TPUMEHEHUS U 10351

IMpenapar DkranycT® NPMHUMAIOT BHYTPh, HE Pa3KeBbIBasg, C AOCTATOYHBIM KOJIHYECTBOM
JKUJIKOCTH, HE3aBUCUMO OT IIpHEMa MULIH.

Jletsim crapme 15 neT W B3pOCHBIM PEKOMEHJyeTcs NpUHUMATh | TabieTKy, MOKPBITYIO
00ostoukoi 10 MI B CyTKH.

Jlns neyeHus: OPOHXMATBLHOM aCTMBI MOHTEIYKACT CIeAyeT NMpUHUMAThL BeuepoM. llpu neuenun
aIJIEpPrUi4ecKX PUHUTOB Npernapar MOKHO IPUHUMATH B J1t000e BpeMs cyTok. [Ipu couetannoit
nartosioruu (OpoHXHManbHas acTMa M AJJIEPrMYECKHil PUHUT) Ipernapar cieayeT NpUHUMAaTh
BEUYEPOM.

TepanesTuueckoe JeifcTBMe mNpemapaTa DKTalycT® Ha MOKa3aTelH, OTPAXAIoUIME TeueHHe
OpOHXHAJIBHON acTMbI, pa3BUBaeTCs B TeueHHUe IepBoro AHs. [lanueHTy cieayer mpojaoinKaTh
MpHeM Tpenaparta DKTalrycT” Kak B MEpHOJ JOCTHKEHUS KOHTPOIIS CUMIITOMOB GPOHXHATbHOM
acTMBI, TaK U B IEpHoa 000cTpeHus 3a0os1eBaHms.

JU1 manueHToB MOKUIIOT0 BO3pacTa, MAalMEHTOB C MOYEUHOH HEeI0CTaTOYHOCTHIO, MAlHEHTOB C
JIETKUMH WJTM CPEIHETSKEIBIMU HApYHIICHUAMU (QYHKIIMH TTEYESHH, CIIEHHAIBHOTO MoA00pa T03bI
He TpebyeTcs.

[Ipenapar DkTanycT® MOXKHO J06aBIATH K JICUCHHIO GPOHXOIMIATATOPAMH M MHTAJISIIHOHHEIMH
rimokokopTukocrepougamu (I'KC).

[penapar DkTanycT™ BBITyCKaeTCs Tak ke B (OpMe )KeBaTEIbHBIX TaGNEeTOK 4 MT JUIS JICYeHMUs
JIeTel B BO3pacTe OT 2 A0 5 JeT U B (opMe JKeBaTEIbHBIX TAO0JIETOK 5 MI JUIs JIeYeHUs JeTel B

BO3pacte ot 6 10 14 ner.

ITOBOYHOE JENCTBUE

B uenom MonTenykact xopouo neperocurcs. [lo6ounsie 3¢ hexTsl 00BIYHO OBIBAIOT JIETKUMHU U,
KaK MpaBuio, He TpeOyrT oTMeHBl npenapara. OOmas yactora MoGoYHBIX 3(PPEKTOB TpH
JIEYEHUH MOHTEIIYKACTOM CONIOCTaBUMa C MX YacTOTOM MPH MpHeMe Tu1aredo.

Jlemu ¢ 6o3pacme om 2 00 5 1iem ¢ GpoHXUANbHOI aCMMOU

B KIMHUYECKMX MCCTIEI0BAHUAX MOHTETyKacTa MPUHSIIA ydacThe 573 manuenTa B BO3pacTe oT 2
no 5 ner. B 12-HenenbHOM  IITane60-KOHTPOIHPYEMOM  KIMHHYECKOM  HMCCIEIOBAHUU
CIMHCTBCHHBIM HEKeNaTeIbHBIM saBlaeHreM (HS), omeHeHHBIM Kak CBSI3aHHOE C TPHEMOM

npernapara, HabimoxaBmmUMes y > 1 % MalMeHToB, 4eM B TPYIIE MalMeHTOB, MPUHUMABLINX
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riane6o, Obla xaxaa. Paznmuuus no uvactote aaHHoro H mexay aByms rpynmamu jiedeHUs
OBLTH CTATUCTHYECKH HE3HAUMMBIMHU.

B o6mieit croxHoctH 426 TalMEeHTOB B BO3pacTe OT 2 IO 5 JIeT TOJydalld JIEYCHHE
MOHTEJIYKaCTOM B Te€YeHHEe Kak MHHUMYM 3 mecsueB, 230 — B TedeHHe 6 MecAleB MM Ooree
JUIMTENIbHO, W 63 manueHTa — B TedeHWe 12 MecsueB win Oonee mmurensHo. Ilpu Gonee
JUTHTEIIFHOM JIedeHuH npodwmits HS He n3menumcs.

Jlemu ¢ 6o3pacme om 2 00 14 nem ¢ ce30HHbIM an1€peUHLECKUM DUHUMOM

B 2-HenmenbHOM 11a1ie60-KOHTPOJIMPYEMOM  KIIMHMYECKOM HCCICAOBAHMHM C IIPUMEHEHHEM
MOHTEIYKacTa JUIs JIEYEHHs CE30HHOTO aJUICPrHYecKOro pPHHHUTA NpHHIM ydactHe 280
MalMeHToB B Bo3pacTe oT 2 10 14 ner.

MoHTenyKacT NpUHHAMAJCS TNanueHTaMd | pa3 B JGHb BEYEPOM M B 1I€JIOM XOPOIIO
MepeHoCcHIICs, MpoduiIb OEe30MacHOCTH Mpernapara ObUT CXOXKUM ¢ IpoduneM 0e30IacHOCTH
iane6o. B JaHHOM KJIMHUYECKOM HMCCiIeI0BaHuU He ObUIH 3apeructpupoBanbl HA, koTopbie 661
pacueHHBAIUCh KaK CBsI3aHHBIE C NPUEMOM Mpenapara, Habmoganuck Obl y >1% nanueHTos,
NMPUHUMABIINX MOHTEIYKACT, M Yallle, YeM B TPYIIIe MalueHTOB, IPUHUMABIIMX Iu1anebo.
Jlemu 6 6o3pacme om 6 0o 14 nem ¢ 6pouxuaILHO ACMMOT

ITpodune Ge3onacHOCTH TpenapaTa y AeTei ObllT B LIEJIOM CXOXKHUM ¢ TTpoduiieM 6e30MacHOCTH Y
B3POCIIBIX U COTTOCTaBUM C TIpoduiieM 0e30MmacHOCTH TuTaneoo.

B 8-nemenbHOM 1m1ane6o-KOHTPOIUPYEMOM KIMHUYECKOM HMCCIIEIOBAHWHM eAWHCTBEHHBIM HSI,
OLICHEHHBIM KaK CBS3aHHOE C TPUEMOM TMpernapara, HaOmomaBmuMcs y >1% MalueHToB,
MPUHUMABIINX MOHTEIIYKACT, M Yalle, YeM B TPYITIe MallieHTOB, MPUHUMABIINX TUTanebo, Obura
rojoBHas Oonb. Paznuuue 1o yactore MeXAy ABYMS TPYIIIAMU JIEYCHUs] ObUIO CTAaTHCTHYECKH
HE3HAYMMBIM.

B wuccinenoBaHMsX 1O OLGHKE TeMIa pocra NMpohwiib OE30MacHOCTH y MAlHEHTOB JaHHOW
BO3PACTHOM  TIpYINIBI  COOTBETCTBOBAJ  paHEe ONUCAaHHOMY mNpopuiro  0e30macHOCTH
MOHTEJIyKacTa.

[Tpu G6onee naurensHoM neueHuu (6osee 6 mec.) npoduns HS He uzmeHuscs.

Bspocnvie u oemu 6 éozpacme 15 nem u cmapuie ¢ GpoHXUANbHOU ACMMOU

B aByx 12-HemenpHBIX IUIANE00-KOHTPOJIUPYEMBIX  KIMHHUYECKHUX  HCCIEAOBAHHMAX €
AHAJIOTMYHBIM JIM3aHHOM ¢IMHCTBEHHbIMM HJI, OLlEHEeHHBIMM Kak CBSI3aHHBIE C |IPHEMOM
npenapara, HaOmroaBinecs y >1% naiuueHToB, NPUHUMABIIMX MOHTEJIYKACT, W yalle, 4eM B
rpyrie NaluueHToB, TPUHUMAaBIIKX M1aedo, ObUIH OOIb B KUBOTE U rOJIOBHAS 00Jib. Pasnnyus
1o yacrore gaHHbIX HS Mexay nByms rpynmnamu jgedeHust ObUTH CTATHCTHYECKH HE3HAYMMBIMHU,
ITpu Gonee nnurensHOM JedeHny (B Tedenue 2 set) npopuias HS He usmenncs.

Bspocnvie u demu 6 gozpacme 15 nem u cmapuie ¢ ce30HHbIM aLNEPZULECKUM PUHUMOM

MonTenykacT npuHMMaICs TManMeHTaMu | pa3 B JeHb YyTPOM WJIM BEYEPOM M B LEJIOM XOPOILIO
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niepeHocHIIcs, Tpoduiib Ge30MacHOCTH TIpenapaTta OblI CXOKUM € MpoduiieM 0e30macHoOCTH
mrane6o. B mianeGo-KOHTPONMPYEMBIX — KIMHHYECKHX  HMCCICAOBAaHMAX  HE  ObUIM
3aperrcTprpoBansl HS, koTopsle OBl pacleHMBAIMCh KaK CBS3aHHbIE C NPHEMOM Mperapara,
Habmoganuch Obl y >1% MalMeHTOB, MPUHUMABIIUX MOHTEIYKAcT, M Yallle, YeM B TpyIIe
MalMEeHTOB, IPUHUMABIIKX 1ane6o. B 4-HexenbHOM MIane60-KOHTPOIMPYEMOM KIIMHUYECKOM
uccie0BaHUK TpoGHIb GE30MacCHOCTH Iperapara ObUT CXOKHM C TaKOBBIM B 2-HEJENbHBIX
uccaeoBaHugX. YacTora BO3HHUKHOBEHHS COHJIMBOCTH IIpH IIpHEME IIperapara BO BceX
UCCIIeIoBaHUAX ObLTa TaKOH JKe, KaK MpH MpueMe 1ianedo.

B3pocavie u oemu ¢ 6o3pacme 15 nem u cmapwie ¢ Kpyzno200uuHwlM Q1ep2uyecKum
puHumoOM

MoHTenyKacT MPUHUMAJICS MalMeHTaMu | pa3 B J€Hb M B LEJIOM XOpOIIO IMEPEHOCHIICS.
[Tpoduie Ge3onacHoOCTH mperapara ObUT CX0XKUM ¢ TIpoduiieM 6e30MacHOCTH, HAOII0AaBIIHMCS
NpU JIeYEHUH TIAI[MEHTOB C CE30HHBIM A/UICPTHYECKMM PHHUTOM M NIpH npHeme Iaunedo. B
JIaHHBIX KIMHUYECKMX HCCIIEIOBaHUSX He ObUlM 3aperucTpupoBaHbl HSl, xoTopelie Okl
paclieHMBATHCH KaK CBSI3aHHBIE C TMPHEMOM IperapaTa, Habmoanuck Obl y >1% nanueHTos,
NPUHUMABIIMX MOHTEJIYKACT, U Yallle, YeM B TPYIIIe MalMeHTOB, IPHHAMABIINX M1ane6o.
YacToTa BO3HMKHOBEHHS COHJIMBOCTH TIPH TpUeMe TpenapaTa Obula TaKo# Xke, KaK IpU IIpuemMe
rutane6o.

O000ueHHbIl aHaNU3 Pe3yIbMaAmo8 KIUHUYECKUX UCCNe006aHUN

beur  mpoBemeH  o0oOmieHHBIH aHamu3 41 manebo-KOHTPOIMPYEMOTro  KIMHMYECKOTO
uccrenoBanust (35 WcciaeloOBaHMH € yJacTMEM TalMEHTOB B Bo3pacte 15 ner u crapue; 6
WCCIICZIOBAHUI C y4YaCTHEM IAllMeHTOB B Bo3pacTte OoT 6 10 14 JjieT) ¢ HMCHOIb30BaHHEM
YTBEPKJICHHBIX METOJOB OLEHKH CynumuaanbHOcTH. Cpean 9929 manueHToB, NMpUHWUMAaBLINX
MOHTeNyKacT, U 7780 MauMeHTOB, MPUHHMABIIMX B JaHHBIX HCCIICIOBAHUAX I1anedo, ObLT
BBIABJICH OJIMH MAIlMECHT C CYHIMAAIBHON HACTPOCHHOCTBIO B IPYIIE MAllMEHTOB, MPUHUMABIINX
MoHTenykacT. Hu B oHOH u3 rpymnm sedeHus He ObUIO COBEPUICHO HM OQHOTO CaMOyOMICTBa,
CyHUMOAJIBHON TIONBITKM MJIM JPYIMX [OArOTOBUTEIbHBIX JICHCTBUH, YKa3bIBAaBIIMX Ha
CYyHUHJAJILHOE TIOBEICHHUE.

OtxenbHo ObUT mMpoBeeH 0000IeHHBIH aHanu3 46 TIALE00-KOHTPOIUPYEMBIX KIMHUYECKHX
uccnenoBanuil (35| uccnenosanuil ¢ ydacTHeM NalMeHTOB B Bo3pacTe 15 jer u crapmre; 11
UCCJIE/IOBAHUM C ydacTMEM MalMEeHTOB B BoO3pacTe OT 3 MecsiueB 10 14 |1er) uis OLEHKH
HeOnaronpuaTHbIX moBeaeHdyeckux 3¢ dexron (HIID). Cpean 11673 mauneHTOB, MPUHAMABIIHX
B OTHX MCCJIEJ0BAaHUAX MOHTeNyKacT, M 8827 mauuMeHTOB, MPUHUMABIINX IUIae00, MPOLEHT
NAlUEeHTOB, HMMeromuX kak MuHUMyM oauH HIID, cocraBun 2,73% cpeau nauueHTos,
NPUHUMABIIUX MOHTENyKacT, U 2,27% cpeau NpUHUMaBHIMX TU1ale00; OTHOIIEHHE IIaHCOB

cocraBuio 1,12 (95% nosepurensHsiii unatepsain [0,93; 1,36]).
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HexenaTensHbIC SBIECHUS, O KOTOPBIX €00011aJI0Ch B IepUOI MTOCTMAPKETUHIOBOTO NMPUMEHCHUA

npernapara, epeIruCICHBI B TaOJINIE HHKE B COOTBETCTBUM C CUCTEMHO-OpPTaHHBIMHU KJIaCCaMHU U

Cl'IeIIH(bH‘-IECKHMI/I HEXEJIAaTCIbHBIMU SIBJICHUSMU. KaTeFOpHI/I YacTOThl OBUIM OLIEHEHBl Ha

OCHOBE COOTBETCTBYIOIIUX KIIMHHYCCKHUX HCCJIEI0BaHUI.

CHCTEMHO-
OpraHHbIN KJ1acc

HexenatenbpHbIe
SIBIICHUSA

Kareropu 4
4acTOTHI'

WNupexunn u
napa3uTapHbIe
3a00J1€BaHUS

I/IH(bCKIIHH BCPXHUX OBIXATCIIBHBIX rlyreﬁz

OYCHb 49aCTO

Hapymienus co cTopoHbI
KPOBH U TUM(DAaTHYECKOM
CHCTEMBI

TIOBBIIIECHUE CKJIOHHOCTHA K KPOBOTCUCHUIM

penKo

TPOMOOLIUTOIIEHUS

OYEeHb PEJIKO

Hapyuenus co cTopoHEI
UMMYHHOU CUCTEMBI

pEaKLny TUIEPYYBCTBUTENBHOCTH, B TOM
yuciie aHauiIakcus

HE4YaCTO

903uHOGMUIBHAS MHPUIBTPALMS [1€YEHH

OYCHb

Hapyuienus ICUXuku

HapylIeHUs CHa, BKJIFOYas HOYHBIE
KOIIIMapbl, 6€CCOHHMIIA, COMHAMOYIIH3M,
TPEBOXXHOCTB, BO30YXKIEHUE, B TOM YHUCIIE
arpecCHUBHOE ITOBEACHUE UITH
BpaKJIeOHOCTB, IENPECCUs, IICHXOMOTOPHAs
THTIEPaKTUBHOCTD (BKITIOUAs
pa3IpaKUTEIbHOCTh, OECIIOKONCTBO,

Tpemop’)

HCYaCTO

HapymeHne BHUMaHUsA, HAPpYIICHHUE TTaMsTH,
THUK

penKo

TAJLTIOIWHAIINH, JIC30pUEHTAIUS, TucheMust
(3aMKaHue), CynMAaIbHbIE MBICIH U
MoBeJIeHHE (CYHIIUIATLHOCTD), 00CECCHUBHO-
KOMIYJIBCUBHBIC CHMITTOMBI

O4YEHb PEJIKO

JIbIXaTeITLHOW CHCTEMBI,
OpraHoOB IPYAHON KIETKH U

CpeloCTeHus

Hapy1ieHus co CTOpOHBI rOJIOBOKPYKEHHE, COHIIMBOCTD, TTApecTe3nst/ HEYacTo
HEPBHOW CHCTEMBI THITECTE3HSI, CYJA0POTH

Hapyuienus co cTopoHbl y4anieHHoe cepiedneHne penko
cepaua

Hapyuienus co cTopoHbI HOCOBOE KPOBOTEUCHHE HEYacTo

cunapoM Yappx-Crpocca (CHC) (em. paznen
«Oco0ble ykazaHHs»)

O4Y€Hb PEAKO

JIeroyHas 303I/IHO¢)I/IHI/IH

OYEHb PEIKO

Hapymeﬂﬁdﬂ CO CTOPOHBI

;mapex“, TOI_UHOTa4, pBO'IT:l4

NEe4YeHUu U

4acTo
KEITYIOYHO-KHIIEYHOT O ”

CYXOCTb CIM3UCTOI 000JI0UKH IIOJIOCTH pTa, HEYacTo
TpakTa

JUCTIETICUS
Hapymenus co cropoHbl IIOBBIIIEHHE AKTUBHOCTH CHIBOPOTOYHBIX 4acTo

tpancamunas (AJIT, ACT)
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CucreMHO- HexenatenbHbie Kareropu s
OpraHHBIN KJ1acc SIBJIICHUSI 4acTOTHI'
JKEUEBBIBOAIIMX MyTeH | TenaTuT (B TOM YHCIIE XO0JIECTaTHYECKOE, OYEHb PeaKo

TeNaToLEIITIOISIPHOE ¥ CMEIIaHHOe
MOpaKeHHe MEeYCHH )

Hapyuenus co cTopoHsl chImp* 4acTo
KERHETE HORRORBIX CKJIOHHOCTbH K (hOPMHUPOBAHUIO FEMATOM, HEYacTo
TKaHeY KparuBHULA, 3Y]1
AHTHOHEBPOTUYECKUHI OTEK peaxo
y3Ji0BaTas spuTemMa, MHOropopMHas 3pureMa OYEHb PEIKO
Hapyuienus co cTopoHsl apTpaJrysl, MHAITHs, BKIIOYas MBIIIEUHbIE HEYacTo
CKEJIETHO-MBIIIEYHON U CyZ10pOoTH
COEIMHUTENIBHOM TKaHU
Hapymienust co cTOpoHbI 9HYpe3 y JeTel HEYacTo
IOY€eK U
MOUEBBIBOJSALINX ITyTeH
O6mmue paccTpoicTBa U nupexcus’ 4acTo
HapylIeHUs B MECTE
Py acTEHUs / MOBBILICHHAS YTOMIISIEMOCTb, 9acTo

BBCJACHUIA
YYBCTBO oburero HECJIOMOT'aHUus, OTCKH

! Kareropusi 4acTOThI: OmpejeNeHa Ul KaxkI0i HekKeTaTelbHOH Peakiuy B 3aBUCHMOCTH OT
YacTOTHI, YKa3aHHOW B 0a3e JaHHBIX KIMHUYECKUX MCCIIeIOBaHUM: oueHb yacTo (=>1/10), yacro
(ot >1/100 o <1/10), newacro (ot >1/1000 g0 <1/100), peako (ot >1/10000 mo <1/1000), oueHsb
peaxo (<1/10000).

? JlanHOe HeXelaTeTbHOE SABJIEHHE, KOTOPOE ObLIO OTHECEHO K KAaTErOPHH «OUYeHb YacTo» Y
MMallHEHTOB, IOJIy4aBIIMX MOHTEIYKAacCT, TakKe OBLII0O OTHECEHO K KaTerOpPHH «OYEHBb YacTo» Y
MAalKEHTOB, MOJYYaBIIUX IUIAle00 B KIMHUYECKUX UCCIIEIOBAaHUSIX.

3 KaTeropus 4acTOTHI: PEIKO

4 JlTaHHOE HEeXellaTelIbHOE ABJICHHE, KOTOPOE OBUIO OTHECEHO K KATETOPHH «4aCTO» Y MAllMEHTOB,
MOJYYaBIIUX MOHTEIIYKACT, TakKe ObIJI0 OTHECEHO K KaTEeropuu «4acTto» Yy IalUeHTOB,
MOJTy4YaBIIUX T1a1e00 B KIIMHUYECKUX MCCIICI0BAaHUSX.

ITEPEO3UPOBKA
JlaHHBIX O CHUMITOMAax IIEPEAO3MPOBKM TIpPH MPHEME MOHTEIyKacTa MalMeHTaMH C
OpoHXHMaIBHOM acTMOH B 103e, npesbimatonieid 200 Mr B CyTKH B TeueHUE 22 HEJIENb U B J103€
900 mr B cyrku B TeueHue | Hemenu, He BbIABIEHO. VMerorcs cooOuieHus 06 oCTpoii
NEPEeN03UPOBKE MOHTeTyKacToM (mpueM He meHee 1000 mr fipenapata B cyTkH). Kinuauyeckue u
1a00paTOpPHbIE JIaHHBIE NPU 3TOM CBHJETEILCTBYIOT O COQTBETCTBHH NPOQHIL GE€30MacHOCTH
OHTEJIyKacTa y AeTel npoduito 6e30MmacHOCTH Y B3POCIBIX M MOKHIIBIX NanrenToB. HanGonee
YaCThIMM  HEXKEJIATEIbHBIMH  ABJIEHHAMM  OBIJIM  YYBCTBO JKaX/bl, COHJHBOCTb, pBOTA,
IICUXOMOTOPHOE BO30yKeHHE, I0J0BHAsA O0JIb, MHAPHA3, TUIIEPKUHESBI U GOJIb B )KUBOTE.
Jleuenue: Jleuenue cumnrTomarnyeckoe. J[aHHBIX O BO3MOXKHOCTH BBIBEIEHHsS MOHTEIYKacTa

IIYTEM IEPUTOHECAJILHOI'O AWaJIu3a UJIU TeMoJuajin3a HET.
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B3AUMOJENCTBUE C IPYTUMU JEKAPCTBEHHBIMU CPEJICTBAMU

MoHTenykacT MOXHO Ha3Ha4yaTh BMECTe C JPYITMMM JIEKapCTBEHHBIMH  CpEJICTBAMH,
TPaIULIMOHHO TPUMEHSEMBIMU Ul TPOGUIAKTUKA U JUIMTENIBHOTO JIEYEHUS OpOHXHaIbHOM
aCTMBI W/MIIK aJUIEPIHYEeCKOro pUHHUTA. PekoMeHIyeMas TepareBTHUYECKas 032 MOHTEIYKacTa
He OKa3bIBaJla KIIMHUYECKH 3Ha4UMOro 3¢ dekTa Ha papMaKOKHHETHKY CIEAYIOIUX IIPErapaToB:
TeopUIITHHA, MIpeIHU30Ha, IpEIHHU30JI0HA, NepOpaJIbHBIX KOHTpPALICIITHBOB
(3THHHIACTPATHOI/HOPAITHH/IPOH 35/1), Tepdenaanna, AMroKCHHA U BapdapHHa.

AUC yMeHbIIIaeTcs y JIHIL, OJHOBPEMEHHO Ioiydarommx ¢Gpenodapburan (mpumepHo Ha 40%),
OJTHAKO KOPPEKIIHA pekUMa JT03UPOBaHHs MOHTEIYKacTa TaKUM IallueHTaM He TpeOyeTcs.

B uccnenoBaHusx in vitro yCTaHOBJEHO, YTO MOHTelyKacT WHruoupyer uzopepment CYP2C8
cucreMbl uutoxpoma P450, onHako mpw MCCIEIOBAHMM JEKAPCTBEHHOTO B3aUMOJICHCTBUSA in
ViVo MOHTEIIyKacTa W pOCHUIIMTa3oHa (MeTtabonuzupyercst ¢ ydactuem uzopepment CYP2CS8
CHCTEMbl  LIATOXPOMA) HE IMOJY4YeHO [OATBEPXKACHUS HMHIHOMPOBAHMS MOHTEIYKACTOM
CYP2C8-omocpenoBaHHOr0 MeTaboiaM3Ma psijia JIEKapCTBEHHBIX IIPENapaTroB, B TOM YHUCIIE,
MaKJIUTaKCeNla, POCUTIINTA30Ha, perarjinHuaa.

HccnenoBanus in vitro mokaszajli, 4TO MOHTEIYKAcT SBIsETCsS CyOCTpaToM H30(epMEHTOB
CYP2CS, 2C9 u 3A4. JlanHble KIMHUYECKOTO UCCIIEI0BAHUS JIEKAPCTBEHHOTO B3aMMOICHCTBHUS
B OTHOIUEHWM MOHTelyKacTa M remdudposmna (uHrudouropa kak CYP2C8, tak u 2C9)
JEMOHCTPUPYIOT, 4TO TreM¢puOpo3un  moBbimaer  3)QekT CHUCTEMHOTO  BO3ACHCTBHSA
MoOHTenykacta B 4,4 paza. COBMECTHBIM TIpHeM WTpPaKOHa30Ja, CHIBHOTO WHTHOWTOpA
nzodpepmenta CYP3A4, Bmecte ¢ reM(pUOpPO3UIOM W MOHTEIYKACTOM HE TPHBOIWI K
JIOTIOJTHUTETbHOMY TIOBBIIIEHUIO 3(deKTa CHCTEMHOTO BO3JEHCTBHS MOHTENyKacTa. BiusHue
rempuOpo3nsia Ha CHCTEMHOE BO3JCHCTBHE MOHTEIYKACTa HE MOXET CUMTATHCS KIMHWYECKH
3HAYMMBIM Ha OCHOBAaHWM JIAHHBIX 10 OE30MaCHOCTH MPH MPUMEHEHHWH B J103aX, MPEBBIIIAFOIINX
0100peHHy0 103y 10 Mr s B3pocnslX naumeHToB (Hampumep, 200 MI/aeHb i B3pOCIBIX
NalMeHToB B TeueHue 22 Hexenb U 10 900 Mr/meHb s B3pOCHBIX MALUEHTOB B TCUCHHE 22
Hegeabp M a0 900 Mr/aeHb Ui MAaLMEHTOB, NMPUHUMAIOIIMX Ipernapar B TEYEHHE MPUMEPHO
OJHOM HEJENM, He HaONII0JaloCh KIMHUYECKH 3HAYMUMBIX OTpUuaTelbHBIX 3ddekroB). Takum
00pa3oM, NpH COBMECTHOM IpHeMe ¢ TreMpHUOPO3HUIOM KOPPEKTHPOBKA J03bI MOHTEIYKACTa HE
tpedyercs. ITo pe3ynbraTam McclieoBaHuil in Vitrg He NMpeanoaaraeTcs KIMHUYECKH 3HAUMMBbIX
JIEKapCTBEHHBIX B3aUMOJIEHCTBUM ¢ IpyrMMHU H3Be¢THBIMU HHruOuTopamu CYP2CS8 (Hanpumep,
¢ TtpumeronpumoM). Kpome TOro, COBMECTHBIH MpHEM MOHTEIYKACTa C OJHHMM TOJIBKO
UTPAKOHA30JIOM HE TNPHUBOJAMI K CYLIECTBEHHOMY TOBBIIICHHIO 3¢ (deKTa CHCTEMHOTrOo
BO3JCHCTBHUS MOHTEIYKACTA.

Jleuenue bponxodunamamopamu: MOHTEIYKACT MOXKHO HOOABJIATH K JICUCHHUIO MALMEHTOB, Y

KOTOPBIX 6pOHXI/laJIBHaSI aCTMa HE KOHTPOJIUPYETCA NPUMEHECHHUEM OJHHUX 6pOHXO)1PIJIaTaTOpOB.

10
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[Tpu AOCTHXKEHUH TeparneBTHUECKOro 3 dexra (00BIYHO MocIe NepBOH 103bI) Ha GOHE Teparuu
npenapaTom DKTarycT® 103y GPOHXOAMIATATOPOB MOXKHO MOCTENEHHO CHUXKATS.

Hnzansyuonnvie  I'’KC:  JledeHHe  MOHTENyKacToM  oOecreyuBaeT  JOTMOJHUTEIbHBINA

TeparneBTHYeCKUi 3¢ dekT maumeHTaMm, noxydaromum jdedeHne uHramanuoHHeiMu ['KC. Ilpu
JIOCTH)KCHUH CTaOMJIN3allMi COCTOSHMS MalleHTa Bo3MoxHO cHIkeHue 10361 ['KC. lo3y I'KC
HY)KHO CHIKATh ITOCTEIICHHO, 10J HaONIoJeHHEeM Bpaya. Y HEKOTOPBIX NAaIlMEHTOB IIPHEM
uHTraIAMoHHBIX ['KC MoxeT OBITH MONMHOCTHIO OTMEHEH. He pexomeHayeTcs peskas 3aMeHa

Teparuu nHransMonHsiMu I'KC Ha3HaueHueM npenapara DKTanycT®.

OCOBBIE YKA3AHUSI

D¢ dekTUBHOCTH MOHTEITYKACTA JUIsl IPHeMa BHYTPb B OTHOILIEHUH JIEYEHHUs] OCTPBIX IIPUCTYIOB
OpPOHXHMAJBHOH acTMbl HE YCTAaHOBJEHA, IM03TOMY Ipernapar JKTarycT” B TableTKax He
PEKOMEH/I0BaHO Ha3HauyaTh JJIsl JICYCHHUS OCTPBLIX IMPUCTYNOB OpOHXHaIbHOM acTMbl. IlanueHTs
JIOJDKHBI BCEr/la UMETh IpH cede npenapaTthbl SKCTPEHHON MOMOILIH I KYITHPOBAHUS IIPUCTYIIOB
OpOHXHAIBHONW acTMbl (MHTAISLIMOHHBIE [32-arOHUCTBI KOpPOTKOro JedcTBus). He crnenyer
Ipekpalmarh MpPHEM MOHTEIyKacTa B IepuoJ 00OCTpeHHs OpOHXHAIbHOW acTMBl U
HE0OXOIMMOCTH MIPUMEHEHHUS IIPENapaToB HKCTPEHHON MOMOIIH Ul KYITMPOBAHUS TIPUCTYTIOB.
[TanvenTsl ¢ TOATBEPKAECHHOW auleprueil K aleTHWICATMLIMWIOBOH KHCIOTE W JIPYTUM
HECTEPOUIHBIM TTPOTUBOBOCTIANIMTENBHBIM TpenapataM (HIIBII) He nomkHBI nMpuHUMATh 3TH
TpernapaTsl B EPHOJI JIEYEHHUS TPENapaToM DKTaTyCT", MOCKOIbKY OH, yJIydllas JbIXaTeTbHYIO
(GYHKUMIO y MalMEeHTOB C a/uIepruyeckoil OpOHXHMATBHOW acTMOM, TeM HE MEHee, He MOXET
IIOJIHOCTBIO NIPENOTBPAaTUTH BeI3BaHHYI0 Y HUX HIIBIT OpoHX OKOHCTPHKITHIO.

J103y NMpHUMEHSEMBIX OIHOBPEMEHHO ¢ MperapaToM DKTaaycT® MHraasnuoHHBIX I'KC MOkKHO
MOCTENEHHO CHMXKATh 0] HabmoaeHHeM Bpada. OpHako peskoil 3amensl ['KC mpemaparom
DkTanrycT® MPOBOIUTH HEb3A.

Cuwxenne 103b1 cucremMHbix ['KC y mnanMeHTOB, MOJYYarOIMX IPOTHBOACTMATHYECKHE
CpPEICTBa, BKIOYas OJIOKAaTOPhl JICHKOTPUEHOBBIX PELENTOPOB, COMPOBOXKAAIOCH B PEIKHX
cllydasX — IOABICHMEM  203MHO(MIMM,  CBINMH, YXYIAUIEHHEM  JITOYHBIX  CHMIITOMOB,
KapMOJIOTHYECKUX OCI0KHEHUH M/MIIM HeHponaTHu, MHOTA JUAarHOCTHPYEMBIX KaK CHHIPOM
Yapmxa-Ctpocca (CHMCTEMHBIH 303MHOMUIBHBIN BacKyauT). [IpHMYMHHO-CIIEACTBEHHAs CBS3b
Pa3BUTHS 3THUX HEKEJIATENbHBIX SBICHUMI C Tepanuedl aHTarOHUCTAMH JICHKOTPHEHOBBIX
pelenTopoB He OblTa JIOKa3aHa, TeM HE¢ MeHee, HEOOXOAMMO COOIMIOAATH OCTOPOKHOCTH M
MPOBOJAMTL COOTBETCTBYIONIEE KIMHUYECKOE HAONIOJEHHE TNPH CHUHKEHHM JI03bI CHCTEMHBIX
I'KC y maumeHToB, MPUHAMAIOILIMX MOHTEIIYKACT.

YV NauMeHTOB, NPUHUMAIONIMX MOHTENYKACT, ObIIM OMMCAHBl TICHXOHEBPOJOTHYECKUE
Hapymenus (cM. pasaen «lloOouyHoe neiicTBUe»). YUUTHIBAs, YTO 3TH CHUMIITOMBI MOTJIM OBITH

BBI3BAHBI APYTUMH (baKTopan], HCU3BCCTHO, CBA3AHBI JIKW OHU C IPUEMOM MOHTEJIYKacTa. Bpaqy

11
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HeoOX0IMMO 06cy11m'}, JaHHOC€ HECXKCIATCJIIbHOEC ABJICHHUE C TAaUCHTAMHU H/MITH WX
pOJIHTCJIﬂMH/OHGKy‘HaMH. ITaunentaM w/umm  ux pO}II/ITCHHMI/I/OHCKyHaMH HEO0X0INMO
06"I>SXCHHTI>, 4TO B cCJiydac TTIOSABJICHUA IMOJIOOHBIX CHUMIITOMOB HEOOXOJIUMO COOOIIUTE 00 3TOM

JeqyauieMy Bpauy.

BJIMSITHUE HA CITOCOBHOCTH YIIPABJISATH TPAHCIIOPTHBIMHA CPEJICTBAMUA, MEXAHU3MAMH
JIaHHBIX, CBHAETEIBCTBYIOIIMX O TOM, YTO IPHEM MOHTEIyKacTa BIHMSET Ha CIOCOOHOCTB
YNpaBiATh TPAHCIOPTHBIMU CPEACTBAMHM WJIM JABIKYIIMMHCS MEXaHH3MaMH, HE BBISBICHO.
OnHako mpH NPUMEHEHUHM IIpernapara MOTYT BO3HUKHYTh Takue NOOOYHbIC 3PQEKTHI, Kak
TOJIOBOKPYXKEHHE M COHJIMBOCTb. BBHIY 23Toro, ciexyer coOlr0/aTh OCTOPOXKHOCTH MpU

YIIPaBJIEHHH aBTOTPAHCIIOPTOM M paboTe, TpeOyromel ObICTPOTHI ICHXOMOTOPHBIX PEAKIINii.

POPMA BBIITYCKA

TabneTku, MOKPHIThIC TUIEHOYHOH 000109K0M, 10 M.

I[To 7, 10 wnmm 14 Tabnerok B KOHTYPHYIO SYEHKOBYIO VYIIAKOBKY W3 TUIEHKH
nonuBuHWIXIOopuaHOH win  tuieHku [IBX/TIBJAX w  donbru  agroMHUHHEBOW TeUaTHOU
JTAKUPOBAHHOM.

[To 1, 2, 3, 4 KOHTYpHBIX SUEHKOBBIX YIAKOBKH 1O 7 TabIeTOK WM 1O 2, 3 KOHTYPHBIX
AYCHKOBBIX yrmakoBkH 1o 10 TabieTok, wim 1o 1, 2 KOHTYpPHBIX SYCHKOBBIX YITAKOBKH 10 14
TabJIETOK BMECTE C MHCTPYKIMEH IO NPUMCHCHHIO IIOMELIAOT B IAa4yKy M3 KapTOHa JUis

MOTPEOUTEIHCKON Taphl.

Y CJIOBUsI XPAHEHUSI
ITpu temmnepartype He Bbie 25 °C BO BTOPHYHOI yriakoBKe (ITa4Ke KAPTOHHOIA).

XpaHUTBh B HEJOCTYITHOM JUIS JIETEH MECTE.

CPOK TOJJHOCTH
2 roja.

He IIPUMEHATE 110 UCTEYEHHUHU CPOKA T'OJHOCTH.

YCI0BUS OTITYCKA

OTmycKaroT 1o peuenty.

Buajenen perucrpaunonnoro yaocrosepenus/Opranusaunsi, NIPUHUMAIOIIAS TPETeH3HN
norpeduTeei

3A0 «Kanondapma npoaakirny, [Poccus

141100, Mockosckas obnacts, IlenkoBckuii paiton, r. [l{enkoso, yi. 3apeunas, x. 105.

Ten.: (495) 797-99-54, bakc: (495) 797-96-63.

DnekTpoHHsIit anpec: safety@canonpharma.ru



JIT1-002249-211021

ITonyyums dononnumenvHvle Oannble O npenapame, HANPAUMmMb NPEMeH3UI0 HA e20 Kaiecmso,
6e30nacnocme, coOOOWUMb O HENCELAMENbHBIX IEKAPCMBEHHBIX PEAKYUSX MONCHO NO menedony:.
8 (800) 700-59-99 (GecrumatHas muHMS 24 yaca) WIK Ha caiiTe www.canonpharma.ru B pasjerne
«[TonuTHKa B 00J1acTH KauecTBay - «be30macHOCTh IpernapaToBy.

[IpousBoauTeIH

3A0 «KanoHbpapma npoaakiiny, Poccus.

MockoBckas 061, r.o. llénkoso, r. [l{énkoso, yi. 3apeuHas, 1. 105;

MockoBckas 061., r.0. llénkoso, r. [l{énkoso, yi. 3apednas, ctp. 105b, k.11;

Ten.: (495) 797-99-54, dakc: (495) 797-96-63.

www.canonpharma.ru

JlupekTop aenapTaMeHTa 1o peryisiTOpHbIM
BOTIPOCaM, KIMHUYECKUM HCCIIEJ0OBAaHHUIM
U pazpaboTkam HOBBIX JIC

3A0 «KanoHdapma npoaakiIH»
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