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~ MUHMCTEPCTBO 3JIPABOOXPAHEHU ST POCCUMCKOMN ®EJIEPAIINU
NHCTPYKIUA
1O MEJIUITMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOTI'O TTPEITAPATA

Ixramyer®

Perucrpanuonnblii Homep: JII1-002248

Toprosoe HaUMeHOBaHMe: DKTATYCT"

MekayHapoiHoe HellaTeHTOBAHHOE HJIN IPYNIIMPOBOYHOE HAMMEHOBAHHE:
MOHTEIYKacT

JlexapcTBenHasi popMa: TabIECTKH JKeBaTeIbHbIC.

CoOCTAB

CocTaB Ha OIHY TaOJIETKY 4 MT:

oelicmeyloujee ewyecmso: MOHTEyKacT HaTpus 4,16 Mr, B nepecdere Ha MmoHTenykacT 4,00 mr;
gcnomozamenbhble  gewjecmea.  apoMaTu3aTtop  3eMiIsHMYHBIM 3,20  wMr, acmaptam
0,80 mr, nexcrpartst 80,00 mr, maruust creapat 2,40 mr, manauTon 69,44 mr, npocoas HD 90
[enmono3a Mukpokpuctanueckas 98%, KpeMHUs TUOKCHI KoJUTouaHbId 2%)] 80,00 mr.

CocTaB Ha OIHY Ta0JIETKY 5 MT:

Oelicmeyroujee eujecmeo: MOHTETyKacT HaTpus 5,20 Mr, B riepecueTe Ha MOHTeNyKacT 5,00 Mr;
6CcnomozamenbHble  6ewjecmeq;  apomatuzatop  3eMiasHWUHBIA 4,00 Mr, acmapram
1,00 mr, gekcrpatsr 100,00 mr, maraus creapar 3,00 mr, manauTon 86,80 mr, nmpocons HD 90

[estrono3a MUKpoOKpUcTaiTHUecKas 98%, KpeMHUs THOKCHT KOJLUTOUIHBIN 2%] 100,00 Mmr.

OIMMCAHUE

Tabnerkn Kpyrible ABOSKOBBIMYKIbIE, OEIOro HIH MOYTH GEIOro HBETa CO Crenu(UUecKuM
3almaxoM 3€MJISHUKH.

(I)apMaKOTepaHEBT“‘ICCKaH rpymnmna: mnpOTHBOBOCIIAJIMTECIBHOC aHTI/I6pOHXOKOHCTpHKTOpHOC

CPEACTBO - JIEHKOTPUEHOBBIX PELENTOPOB OJI0KATOP.

Kox ATX: R03DCO03.

DAPMAKOJIOTHYECKHUE CBOMCTBA
Dapmakoounamuka
|

[uctennnn neiikorpuensl (LTC4, LTD4, LTE4) ABASIIOTCS CHIBHBIME MEIUATOPAMU BOCIIAJICHUSI
— 9MK03aHOMIaMH, KOTOPBIE BBIIENIAIOTCSA Pa3HBIMU KJIETKAMH, B TOM YHCIIE TYYHBIMU KHI:KBMH
¥ 203uHO(MIAMH. DTH BaXKHBIC NPOACTMATHYECKHE MEIMATOPHI CBA3BIBAKOTCS C IHMCTEMHMII
JICHKOTPUEHOBBIMU perienTopamu. [ucrennun neiikotpreHossie peuentops! I tuna (CysLT; —

pCHCHTOpBI) INMPUCYTCTBYIOT B ABIXATECIBHBIX ITYTAX YCIIOBEKA (B TOM YHUCJIC, B KJIICTKaX TJIaIKUX
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MBI OpOHXOB, Makpodarax) ¥ APYrux KIeTKaX INPOBOCTAIeHHs (BKJIIOYAss 303WHOGUIBI H
HEKOTOpbIE MHEJIIOUIHBIE CTBOJIOBBIC KIIETKH). L{MCTEMHHMI IJEHKOTPHEHBI KOPPEIUPYIOT C
naTo(u3NoI0THeN OpOHXHAIILHOM acTMBI M ajulepruyeckoro puHuTa. I[Ipu actMe JedKoTpHeH-
orocpeoBaHHble  3(D(EKTH  BKIIOYAOT OpOHXOCHa3M, YBEIMUYEHHE CEKPEUUH  CIIU3H,
NOBBIIIEHHE TPOHUIIAEMOCTH COCYIAOB M YBEIMYEHHE KojaudecTBa 303uHOGMIOB. Ilpu
aJlZICprMYeCKOM  pHUHUTE II0CJIE BO3ACHCTBHS ajjlepreHa IIPOHMCXOJUT BBICBOOOXKICHHE
UUCTEHHUT JIEHKOTPUEHOB M3 IIPOBOCIAIUTEIBHBIX KICTOK CIHU3UCTOW 00O0JIOUKH IOJIOCTH HOCa
BO BpeMs paHHEH W mo3aHel (a3 aurepruyeckoil peakiMH, YTO TPOSIBISETCS CHMIITOMaMH
ajuiepruueckoro puHuta. Ilpu mHTpaHazanpHOW mnpobe ¢ HMCTEHHUI JICHKOTPHEHAMH OBLIO
NPOJEMOHCTPUPOBAHO IIOBBIIIEHUE PE3UCTEHTHOCTH BO3JYXOHOCHBIX MyT€H M CHMITOMOB
Ha3aJIbHOH OOCTPYKLMH.

MoHTenykacT — BBICOKOAKTUBHOE IIPH IPUEME BHYTPb JEKaPCTBEHHOE CPEACTBO, KOTOPOE
3HAYWTEIBHO YJIydyllaeT II0Ka3aTeld BOCHAleHHUs INpu OpoHxuanbHOW actMe. CorjacHo
OnoXMMHUECKOMY U (hapMaKoJIOrHUeCKOMY aHAJIU3y MpernapaT ¢ BEICOKOH H30HPaTEIbHOCTHIO U
XMMHYECKUM  cpoacTBoM  cBsseiBaercs ¢ CysLT; — peuentopamu  (BMeCTO JpYyrux
(apMakoIOrMYecKMX  BaKHBIX  PELENTOPOB  JbIXaTeNbHBIX  MyTeH,  TaKUX  Kak
MpOCTarjiaHAMHOBLIE, XOJIMHEPrUYECKUe WIIM [-aJpeHeprudyeckue peuentops). MoHTenyKacT
MHIHOMpYeT (DU3MONIOTHUECKOe JeHCTBHE HUCTEHHWIOBBIX jeikoTpuenoB LTCs, LTDs, LTE4
nyreM cBaseiBanua ¢ CysLT) — pementopaMu, He OKa3bIBas CTHMYJIMPYIOLIErO JEHCTBHS Ha
JIaHHBIEC PELENTOPDI.

Momnrenykact unrubupyer ¢ CysLT| — perentopsl 31uTeHs AbIXaTeMbHBIX TyTeH, 001anas TeM
CaMbIM  OJHOBPEMEHHO  CMOCOOHOCTBIO  MHTMOMpPOBATH  OpOHXOCMa3M, 00YCIIOBICHHBIN
BIBIXaHUEM WUCTeHHHUI JieMkoTpreHa LTD4 y maunmeHToB ¢ OpoHXHabHOW acTMOM. J[036BI
MOHTEJIyKacTa, PaBHOW 5 MT, JOCTaTOYHO IS KYIMHPOBaHHWS OpOHXOCMa3Ma, WHIYIUPYEMOTO
LTDa.

MoHnTenykacT BbI3bIBACT OPOHXOIMIATALMIO B TCUCHHE [BYX YACOB I10CJIE MPUEMA BHYTPb H
MOKET JIOTIOHATh OPOHXOANIATALINIO, BEI3BAHHYIO [32-aipEHOMUMETHKAMHU.

[IpumeHeHne MOHTETyKacTa B 103aX, MPEBbIIAIONX 10 MI' B I€Hb, IPUHUMAEMBIX OJHOKPATHO,
3} dexTUBHOCTE Tpernapara He MOBBIIIAET.

DapmakokuHemuka I

BcackiBanue |

MonTenykact GbICTPO M TMPaKTHYECKH TIOJHOCTBIO BCACBIBACTCs MOCIE MPHEMA BHYTPh. Ilpu
NpHeMe HaTollaK TabJIETOK KeBaTeNbHBIX 4 MI' M 5 Mr MakcuMaibHas KoHueHTpauus (Cmax) B
1a3Me KPOBH Y B3POCIBIX JOoCTUraeTcs 4yepes 2 daca. CpeHsist OUOJOCTYIIHOCTE TIPH MIpUEME

BHYTpb cocTaBiusieT 73%.
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Pacnipenenenue

MoHTenykacT cBsA3bIBaeTCs C OelkamMu IUta3Mbel KpoBM Gonee, yem Ha 99%. OObem
pacrpezie/leHHss MOHTEITyKacTa COCTaBIsIeT B cpeHeM 8-11 JIUTPOB.

HccnenoBaHus, IIpOBEJACHHBIE Ha KpblcaX ¢ pPagdO0aKTHBHO MEUYEHBIM MOHTEIYKAaCTOM,
YKa3bIBalOT Ha MHUHHUMAaJIbHOE IPOHUKHOBEHME Yepe3 remaTodHIedannueckuit 6apbep. Kpome
TOTO, KOHIEHTpallMs MEYEHOro MOHTelyKacTa uepe3 24 daca IIocie BBEICHHS Oblia
MUHUMAaJIbHON BO BCEX IPYTHUX TKAHSAX.

Metabonusm

MoHnTenykact akTUBHO Mertabonmsupyercs. Ilpu NpuUMEHEHHH TepamneBTHYECKHX 103
KOHLIEHTpAlMst MeTabOIUTOB MOHTEIYKacTa B IUIa3Me€ KPOBH B PABHOBECHOM COCTOSHHM Y
B3pOCIBIX U Y €T He onpeesieTcs.

WccnenoBanusa in vitro ¢ WCIOJIB30BaHMEM MHKPOCOM TII€YEHHM YeJIOBeKa I10Ka3adu, 4YTo
uutoxpomel P450, 3A4, 2C8 u 2C9 yuactBytoT B Merabonu3me MoHTenykacta. CoriacHo
JAJIBHEHIIMM pe3ysibTaTaM HCCIeIOBaHUHN, MPOBEACHHBIM i1 Vilro B MHKPOCOMax IIeUeHH
YeJI0BEeKa, TEPAlleBTUYECKAs KOHLIEHTpalMs MOHTENIyKacTa B IJla3Me€ KPOBH HE MHTHOMpyeT
nzopepmentsl nurtoxpoma P450 CYP: 3A4, 2C9, 1A2, 2A6, 2C19 u 2D6.

BriBesienue

[Tepuoa mosryBbIBEICHUS MOHTEITYKAcTa y MOJOABIX 30POBBIX B3POCIBIX COCTABISAET OT 2,7 JI0
5,5 4. KiimpeHc MOHTeTyKacTa COCTaBIISIET Y 3A0POBBIX B3POCHBIX B CPEIHEM 45 MJII/MUH.

[Tocie mepopabHOTO TpUEMa MOHTeNyKacTa, 86% OT 00IIEero KoJIMYecTBa BBIBOAMTCS yepe3
KHUIIEYHHK B TedeHHe 5 aHel u Menee 0,2% - MoYkaMu, 4TO MOATBEPXKAAET TO, UTO MOHTEITYKACT
M €0 METabOIUTHI BBIBOAATCS MOYTH UCKITIOUUTEIBHO C KEITYBIO0.

dapMaKOKHHETHKAa MOHTEIYKACTa COXPAHSET NMPAaKTUYCCKH JIMHEHHBIA XapakTep MpH TpHeMe
BHYTPL /103 cBhIlie 50 Mr. ITpu nmpueme MoHTenykacTa B yTpeHHHE M BEUEPHHME YaChl Pa3THIni
(papmakokuHeTHKH He HabOmonaercs. [Tpu npueme 10 Mr MOHTENIyKacTa B CyTKH HaOIIOJaeTCs
yMepeHHas (0ko10 14%) KyMmyJsius akTHBHOTO BEIIECTBA B IJIa3Me KPOBH.

Ocobennocmu papmaKoOKUHEMUKU Y PA3TUYHBIX 2PYRI RAUUEHN06

Ilon

dapMakOKHHETHKA MOHTEIYKAcTa y KEHIIHH U MY)XYHH CXO/IHA.

Bospacr |

[Ipn OﬂHOKp%THOM npueme BHYTph 10 Mr MonTenykacra (hapMakOKMHETHYECKHH mpoduib u
6nonocryrmo£rb CXOAHBI Yy TOXHJIBIX M IAIMEHTOB MOJOJOT0 Bo3pacta. [lepuon
TIOJTYBBIBEJICHUS MOHTEJIYKacTa M3 IUIa3Mbl KPOBH HECKOJIBKO OOJIbINE Y MOXKHIBIX ITAlMEHTOB.
Koppekius 103el mpenapara y noxHibIX NalUeHTOB He TpeOyeTcs.

DTHHYECKAs MMPpUHAJJIC)KHOCTDH
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He BbwIsSIBICHO p%HHqHﬁ B KJIIMHHUYECCKH 3HAYUMBIX (papMaKOKI/IHCTH‘-ICCKHX 3(1)(bCKTaX y
TMalUCHTOB pa3JIMYHBIX pac.

IleyeHouHas HEAOCTATOYHOCTH

VY mNanMeHTOB C MEYECHOYHOW HEIOCTATOYHOCTHIO JIETKOM M CpEeIHEH CTEeleHH TIKECTH U
KIMHUYECKUMH TIPOSBICHHUSMU IIMPpO3a TICYEHH OTMEUEHO 3aMeUIeHHe MeTaboau3Ma
MOHTEJIYKacTa, COIPOBOXK/IAIONICECS YBEIMYCHUEM IUIOMIAANd IOoA (papMaKOKHHETHYECKOU
KpUBO# «koHIeHTparus-BpeMs» (AUC) npubnusutenasHo Ha 41% 1ociie oJHOKpaTHOTO MpHeMa
nperapara B jgo3e 10 Mr. BeiBeieHHe MOHTelyKacTa y OTHX IIallUEHTOB HECKOJIBKO
YBEJIMYUBACTCS 110 CPAaBHEHHIO CO 3/I0POBBIMH CYOBEKTaMHU (CpelHee BpeMs IOJIYBBIBEACHUS —
7,4 yaca). MI3MeHeHus 103bl MOHTEIyKacTa JUIsl MallMeHTOB C MeYEHOYHOM HEeJ0CTaTOYHOCTBHIO
JIETKOW W CpelHel cTenmeHHu TsHKecTH He TpeOyercs. JlaHHBIX O XapakTepe (papMakKOKMHETHKU
MOHTEJYKAacTa y MAalHeHTOB C TSHKEIOH MEeYeHOYHOH HeI0CTaToOuHOCThIo (Oosee 9 Gamios 1o
mikane Yaitna-I1et0) HeT.

[ToyeyHas HEJIOCTATOYHOCTh

HOCKOHLKy MOHTEIIYKACT HU €ro MeTa0OJIUTEl HE BBIBOJSTCS ITIOYKaMH, (i)apMaI(OKI/lHCTPIKa
MOHTEJIYKacTa y IMalfMeHTOB C MOYEYHOH HEJOCTATOYHOCTHIO HE OLIEHHUBAIACH. Koppexmposxa

JI03BI TIperapara JJisi 3TOH IPYTIINbI MalUeHTOB He TpedyeTrcs.

ITOKA3AHUS K IPUMEHEHUIO
e npodMIaKTHKA M JUIMTEIBHOE  JIeYeHHWe  OpOHXMAIBHOM  acTMbI,  BKJIIOYas
IpeaynpeKAeHUEe JHEBHBIX 1 HOUHBIX CHMITOMOB 3a00J1€BaHMs;
e JleyeHHE OpPOHXHAIBHOM aCTMBl y IAlIMEHTOB C ITOBBIINIEHHOH YYyBCTBHUTEIBHOCTBIO K
AlEeTHJICATUIIUIOBON KUCIIOTE;
e npodurakTHKka OPOHXOCINa3Ma, BEI3BAHHOTO GU3HYECKOM Harpy3Koii;

° KYIMHPOBAHUE JHEBHBIX WM HOYHBIX CHUMIITOMOB CC30HHBIX aJJICPrUYCCKUX PHUHUTOB U

IMOCTOAHHBIX AJTICPrUYCCKUX PUHUTOB.

ITPOTUBOITOKA3AHUS
®  [IOBBIIIEHHAs YYBCTBUTEILHOCTD K JIIOOOMY W3 KOMIIOHEHTOB Ipernapara;
e  JIETCKHUH BO3pacT A0 2 JeT (s JO3UPOBKHU 4 MT);

® | JIeTCKHUI Bo3pacT a0 6 JieT (s J03UPOBKU 5 MT);

e | (eHHIKETOHYpUS.

IIPUMEHEHUE ITPU BEPEMEHHOCTHY U B TEPUO/I T'PYIHOI'O BCKAPMJIMBAHMU ST
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I[Ipenapar Okramyct® cieayeT NPUMEHATh TIPU OEPEMEHHOCTH M B TEPUOA TPYIHOTO
BCKapMJIMBaHMS, TOJBKO €CIIM OXKHAaeMasl I0JIb3a JUIS MaTepy IPEBBIIIACT MOTEHIMATbHBINA
pHCK JUTS TUT0/1a WK peOeHKa.

CoriacHO MMEIOMIMMCS OIYyOJIMKOBAaHHBIM JaHHBIM MPOCIEKTHBHBIX M PETPOCTIEKTHBHBIX
KOTOPTHBIX MCCJIEIOBAaHUH NPUMEHEHHs] MOHTEIYKAcTa y JKEHILIUH BO BpeMs OEpeMEHHOCTH, y
JIeTe KOTOPBIX OLIEHHBAIHCH TSDKENbIE BPOXKICHHBIC MOPOKH Pa3BUTHSA, HE BBHIABICHO PHUCKOB,
CBSI3aHHBIX C TpUEMOM Ipenapara. J[OCTymHbBIE HCCIEIOBaHUS HMMEIOT METOAOJIOTHYECKUE
OTpaHUYCHUS, BKIIOYast MAJIbIH 00beM BBIOOPKH, B HEKOTOPBIX CIIydasX peTpOCIEKTUBHBIIN cOop
JTAaHHBIX ¥ HECOITOCTABUMBIE I'PYIIITBI CPABHEHUS.

HeusBecTHO, BBIIENAETCS JIM MOHTEIYKACT C TpyaHbIM MojokoM. Ilockonbky MHoOrue
JIEKapCTBEHHBIE IperapaThl BBIACISAIOTCA C IPYJHBIM MOJIOKOM, HEOOXOAMMO YYMTBIBAaTh 3TO

MpH Ha3HAYEHUH TIpenapata JKTanycT” B EPUO/ TPYAHOr0 BCKAPMIIMBAHH.

CroCcobs IPUMEHEHUS U JIO36I

[Ipenapar DkTanyct” NPUHUMAIOT BHYTph | pa3 B CYTKM HE3aBHCMMO OT MpHEMa IHIIH.
TabneTky MOXHO NpOrJaThIBaTh LEJIMKOM WM pa3keBaTh Iepe] IporiaTbiBanueM. Jlis
JNeueHnss OPOHXMATBHOM acTMBl TIperapaT DKTaaycT® cleayeT NpUHMMATh BedepoM. Ilpu
JICYCHWH QJJIEPTHYECKHX PUHHUTOB Iperapar MOXHO MpPUHUMATh B Jroboe BpeMs cyTok. Ilpu
COYETAaHHOM TaToJIOTHH (OpOHXHalbHAs acTMa W aNIPrHYECKUN PUHHUT) Tpernapar Cieayer

ITPUHUMATH BCYCPOM.

B Bo3pacre oT 2-X 710 S JeT: ojHa jKeBaTelbHas TabJieTka B J103¢ 4 MI' OJAMH pa3 B CYTKH Iepe.
cHoM. [TonGopa 1036 A1 3TOH BO3pacTHOM IpymIIsl HE TpeOyeTcs.

B Bo3pacte oT 6 g0 14 ner: ojHa jkeBaTelibHas TalyieTka B JI03€ S MI' OJQMH pa3 B CYTKH.

[Tog6opa 10361 IS ATOU BO3PACTHOU TPYIIILI He TpeOyeTcs.

Jletu crapuie 15 JIeT ¥ B3pocable

Jlo3a 11t B3pociblx U Aereid crapuue 15 net cocrasiser 10 MI MOHTEIyKacTa B CYTKH.
TepaneBtuyeckoe JeWCTBHE MOHTEIYKAacTa, Ha [IOKA3aTeldH, OTPAKAIOUUE TEUeHHE
OpOHXMATBHON acTMbI, pa3BUBACTCS B TE€UYEHHUE MepBOro AHs. [lanueHTy ciemyer mpomoikarh
NPMHUMATh Mpenapar JKTanycT® Kak B TEpPHOJ  JOCTHKEHHMS KOHTPONS CHMITOMOB
OpOHXHATBHOW aCTMBI, TaK U B IIEPHO]I 000CTPEHHS 3a00ICBaHUS.

JI1st TIOAKMIIBIX MAUMEHTOB, MALMEHTOB C MOYCYHOH HEI0CTATOYHOCTRIO, MTALMCHTOB C JICTKAMH
WM CPEHETSDKENILIMM  HapyIICHUSAMH  (QYHKIUH nefae}m CHeUHaJIbHOrO 1oabopa J03bl He
Tpebyercs.

[Ipenapat DkTanyct™ MOKHO J00aBIATh K JICUEHUIO GPOHXOAMIATATOPAMH M MHTAISMOHHBIMK

rirokokopTukocteponaamu (I'KC).
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ITOBOYHOE JIEVCTBUE

B uenoM MoHTemyKacT Xxopouro nepeHocures. [To6ounbie 3¢pGexTer 00BIYHO OBIBAIOT JETKUMH U,
Kak IpaBWJI0, He TpeOylT OTMEHBI mnpenapara. OOmas uyacToTa MOOGOYHBIX 3(GPEKTOB NpH
JICYUCHUH MOHTEITYKAaCTOM COMOCTaBUMA C UX YacTOTOH IpH NpHeMe 1ianedo.

Jlemu ¢ 6o3pacme om 2 00 5 nem ¢ OpoHXUANbHOU ACMMOU

B KJIMHHYECKHX HCCIIe0BaHUAX MOHTEIyKacTa IPUHSIA ydyacTHe 573 manueHTa B BO3pacTe OT 2
mo 5 gmer. B 12-HemenpHOM  IIane00-KOHTPOIUPYEMOM  KIMHMYECKOM  HCCIEIOBaHHH
CIMHCTBEHHBIM HeXelaTeldbHbIM sBieHHeM (HSI), oneHeHHBIM Kak CBS3aHHOE C IIPHEMOM
npenapata, HabmogaBmuMcs y > 1 % IalMeHToB, 4eM B TPYyINIE MAlMEHTOB, IIPUHHUMABIIMX
iane6o, Oblia xaxaa. Pasnmuuus no wacrore nanHoro HS mexay AByMs rpynmnamu JiedeHHs
OBLIM CTATUCTHYECKH He3HAUUMbBIMHU.

B oOuweit crnoxHoctn 426 nauMeHTOB B Bo3pacTe OT 2 A0 S5 JeT MNOJydaidd JIe4eHue
MOHTEIYKaCTOM B T€YeHHE KaKk MUHUMYM 3 MmecsueB, 230 — B TeueHHe 6 MecsieB win dosee
JIUTENbHO, U 63 mauMeHTa — B TeuyeHHe 12 MecsmeB wid Oosee qurtensHo. [Ipu Goree
JUTUTEJIBHOM JiedeHWH npoduias HS He u3menucs.

Jemu 6 6o3pacme om 2 00 14 nem ¢ ce30HHbIM aliepzuyecKuM pUHUHLOM

B 2-nenenbHOM mnnane0o-KOHTPOIUPYEMOM KIWHWUUYECKOM HCCIIEAOBAaHUM C TPUMEHEHHEM
MOHTEIyKacTa Jsi JIEdeHUS CE30HHOr0 aJNIepruYeckoro pWHHUTA TpUHSIH ydyactre 280
MalMeHTOB B BO3pacTe oT 2 10 14 mer.

MoHnTenykacT NpUHMMaics MalueHTamMu | pa3 B JEHb BEYEPOM M B IEIOM XOPOIIO
nepeHocuIIcs, Mpopuiib 0e301MacHOCTH TIperapata ObUT CXOXHM C MpoduiieM 6e30macHOCTH
miane6o. B 1aHHOM KIMHUYECKOM MCCIIEIOBAaHUH He OBbUTH 3aperucTpupoBanbl H, koTopbie Ob1
pacUEHUBAIUCh KaK CBSI3aHHBIC C NMPUEMOM IpernapaTa, HaOmogamuch Obl y >1% MalueHTos,
MTPUHMMABIIMX MOHTEIYKACT, U Yalle, YeM B TPYIINe MAaUeHTOB, MPHHUMAaBIINX TUTAe6o.
Jlemu ¢ 6o3pacme om 6 0o 14 nem ¢ OpoHxXUATLHOU ACMMOU

IIpoduns Ge3omacHocTy npenapara y aeTeil ObUI B LIEJIOM CXOXKUM C MPodHIeM 6e30MacHOCTH Y
B3POCJIBIX M COTIOCTaBUM ¢ IpoduiieM 0e30MacHOCTH TUIanedo.

B 8-nenenpHoM mane60-KOHTPOIUPYEMOM KIMHHYECKOM HCCIIEAOBAHUHM €IUWHCTBEHHBIM HS,
OLIEHCHHBIM KaK CBs3aHHOE C IPUEMOM I[penapaTa, HaOmogaBmUMcs y >1% MalUeHTOB,
NPUHUMABIIMX MOHTEJIYKACT, U Yallle, YeM B IpyIIIe MalueHTOB, IPUHUMABIINX I11a1e6o, Oblaa
royioBHas 0onb. Pasnnune 1o wactore MeXIy ABYMs FPYIIAMH J€Y4EHUs ObLIO CTaTHCTHUYECKU
HE3HAYMMBIM.

B uccrenoBanuax mo omeHke Temmna pocTta Mpoduib Oe30MacHOCTH Yy MAlMEHTOB JaHHOM
BO3PAaCTHOM  TPYNIIBI  COOTBETCTBOBAJ paHee ONMCAHHOMY NpOoQuiIi0  (e30MacHOCTH

MOHTEITyKacTa.
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ITpu Gonee nmuTensHOM JedeHuHn (6onee 6 mec.) mpoduins HS He u3menunncs.

B3pocnvie u 0emu 6 6o3pacme 15 nem u cmapuie ¢ OpoHXUANLHOU ACMMOU

B  aByx 12-HemenpHBIX  IIANE0O-KOHTPOIMPYEMBIX  KIMHUYECKMX  MCCIIEIOBAaHUAX C
aHAJIOTUYHBIM JIH3aHHOM E€IWHCTBEHHBIMH HJI, OIICHEHHBIMH KaK CBsI3aHHBIE C IIPHEMOM
npernapara, HaOirogaBmuecs y >1% mauneHToB, NIPUHUMABIIUX MOHTEIIYKAcT, M dYalle, YeM B
rpyIIie MaieHToB, MPHHUMABIINX IUTane6o, ObUTH GONIb B )KUBOTE U rojloBHas 60ib. Paznnuns
10 YacToTe AaHHBIX HS Mexay IByMs rpyrraMu JIedeHHs! ObUIM CTaTHCTUYECKH HE3HAYUMBIMH.
ITpu Gonee pmuTeNEHOM JIeYeHHH (B TedeHue 2 yieT) npodmis H He n3meHunes.

B3pocnvie u demu 6 éo3pacme 15 nem u cmapuie ¢ ce30HHbIM ANNEP2ULECKUM DUHUMOM
MoHTeIyKacT IPUHUMAJICS MalMeHTaMu | pa3 B I€Hb YTPOM HJIM BEYEpPOM U B LIEJIOM XOPOIIO
nepeHocHiIcs, nmpoduiab Oe30macHOCTH mperapara OblI CXOXKHUM ¢ IpoduiaeM 06e30MacHOCTH
mwiane6o. B mianebo-KOHTPONIMPYEMbIX — KIMHUYECKMX  HMCCICIOBAHHUAX  He  ObLIH
3apeructpupoBanbl HS, koTtopeie Obl paclieHMBAIMCh KaK CBs3aHHbIE C IIPUEMOM IIpernapara,
HaOmoganmmck Obl y >1% mnanueHToB, NMPUHUMABIINX MOHTENYKAcT, W 4alle, YeM B IpymIe
MAIEeHTOB, IPUHUMABIINX I1ane6o. B 4-HenensHOM m1anebo-KOHTPOIMPYEMOM KIMHUYECKOM
uccleioBaHuu npoduie 6e30macHOCTH Tperapara ObUl CXOXKHM € TaKOBBIM B 2-HEJENBHBIX
uccieoBaHuax. Yactora BO3HMKHOBEHMsS COHIMBOCTH TIpU TIpUEME TIperapaTa BO BCEX
MCCIIEIOBAHMX ObllIa TAKOM Ke, KakK MpH rnpueme ramnedo.

B3pocnvie u oemu ¢ eo3pacme 15 nem u cmapuwie ¢ Kpyeno2oOUYHBIM aNJ1€PZUYECKUM
PUHUMOM

MoHTenykacT NTpUHMMaJICA TAllMeHTaMH | pa3 B JE€Hb M B LEJIOM XOpOILIO MEepEeHOCHIICH.
ITpoduns GezonmacHoCcTH MperiapaTa ObUT CXOXHUM ¢ TpoduiieM 0e30MacHOCTH, Ha0JIFO1aBITUMCST
IIPH JIEYEHUH TIAllMEHTOB C CE30HHBIM aJUIEPrHUECKUM PHHHUTOM U TpH IpHeme Manedo. B
JAaHHBIX KJIMHUYECKUX MCCIEHOBAHUAX He OblIM 3apeructpupoBaHbl HSI, koropbie Obr
pacUCHUBAINCH KaK CBs3aHHBIC C IPUEMOM Iperapara, Habmoxanuch Obl y >1% MauueHTos,
NPUHUMABIIMX MOHTEIYKACT, U Yallle, YEM B TPYIIIE NAMCHTOB, TPUHUMABIIUX [11a11e00.
YacToTa BO3HMKHOBEHMs COHJIMBOCTH MPH IpHEMe IpenapaTta Obula TaKOH e, KaK MpU mpreMe
riane6o.

O606uiennblil ananus pe3yibmamos KIuHUYeCKUX Uccied06anuil

bei1  mpoBeneH  0000IIEHHBIH aHau3 41 11ane6o0-KOHTPOIUPYEMOTO  KIMHHYECKOT
uccnenoBanus (35 uccnenoBaHui q ydacTHeM IIallMeHTOB B Bo3pacTe 15 JeT u crapiie;
WCCIICIOBAHUIH C Yy4acTHEM NALKCHTOB B Bo3pacte OoT 6 1m0 14 7ner) ¢ wucrnoib30BaHHE
YTBEPKJIECHHBIX METOJ0B OLEHKM cynuuaanbHocTu. Cpean 9929 manueHToB, NMPUHUMABIINX
MOHTenyKacT, 1 7780 manueHTOB, NPUHHMABLINX B JIAaHHBIX HCCIIEIOBAHUAX IIanebo, ObLl

BBISABJICH OJMWH ITAIIMEHT C CyHHI/IlIaHLHOﬁ HACTPOCHHOCTBLIO B I'PYIIIIC MMAaIUECHTOB, IPUHUMABIINX
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MoOHTenykacT. Hu B 0HOM W3 rpymm jiedeHHus He ObIIO COBEpIIEHO HM OJHOTO caMOyOHiiCTBa,
CYWUMAATLHON TIOMBITKM WIM JIPYTMX TOATOTOBUTEIBHBIX JACWCTBUM, YKa3bIBABIIMX Ha
CyMIIMJATLHOE TTIOBEJICHHE.

OtaensHO OBUT NpoBeAeH 00OOIIEHHBIN aHamu3 46 MIane00-KOHTPOIUPYEMBIX KIIHHHYECKHX
uccineaoBaHui (35 uccienoBaHU ¢ ydacTHEM IMalMEHTOB B Bo3pacTe 15 yeT u crapmre; 11
UCCIIEIOBaHUI C y4acTHEM IIallUeHTOB B BO3pacTe OT 3 MecsleB J0 14 JeT) Mg OLEHKH
HebmaronpuATHBIX moBeneHueckux b dexros (HIID). Cpean 11673 nanueHTOB, NIPUHUMABIIHX
B OTHX MCCJIEJIOBaHUAX MOHTENyKacT, U 8827 maluueHTOB, MPUHHUMABIIMX IUIAe00, MPOIEHT
MAIlMEHTOB, MMEIOMMX Kak MHHMMyM oxuH HIID, cocraBun 2,73% cpenu malueHTOB,
NIPUHUMABIIMX MOHTENyKacT, U 2,27% cpeau NpUHUMABIIKMX IUI1ale00; OTHOIIEHHE IIaHCOB
cocraBuio 1,12 (95% nosepurensHsiii naTepBan [0,93; 1,36]).

HexenarenpHble sBJIEHHS, 0 KOTOPBIX COOOIIANOCH B EPHOJ MOCTMAPKETHHIOBOTO PUMEHEHHUS
npernapara, epeunciieHbl B TabIUIle HUKE B COOTBETCTBUH C CHCTEMHO-OPTaHHBIMHU KJIACCAMH U
CrIeHU(PUIECKUMH HEXEIAaTeNIbHBIMI SIBICHUSAMU. Kareropum 4acToThl OBLIM OLEHEHHl Ha

OCHOBEC COOTBETCTBYHOIIHNX KIIMHHYCCKHUX HCCIIEJOBAHUM .

CucremHo-
OpraHHbIN Kjlacc

Hexenarenpubie
SABIICHUS

Kareropu s
YacTOTHI'

WNndexuu n
napasuTapHbie
3a00J1eBaHUs

MH(EKIMHE BEPXHUX JIBIXATeIbHBIX MyTei’

OYCHb 4aCTO

Hapymienus co cTopoHsI
KpPOBH U TUM(BaTHICCKOMH

TTOBBIIIEHHE CKJIOHHOCTHU K KPOBOTCUYCHUSIM

peaxo

CHCTEMBI TpOM6OIlHTOI'IeHI/I}I O4Y€Hb PEAKO
Hapymemm CO CTOPOHBI PCaKkIu TUIICPUYYBCTBUTCIIBHOCTH, B TOM HEYacTo
HMMYHHOﬁ CUCTEMBI HHuCIIC aHa(bH.HaKCHX

303I/IHO(IJHJTLHa}I I/IHCbI/IJIBTpaLIHH IICYCHHU OYCHb
HapymeHmi IICUXUKHU HapyUIC€HU CHA, BKJIXOYasi HOUYHbIE HEYacTo

KOIIMapbIl, 6eCCOHHMIIA, COMHAMOYITH3M,
TPEBOXKHOCTh, BO3OYKJICHHE, B TOM YHCIIE
arpeccMBHOE TIOBEIEHHE HIIN
BPaKeOHOCTD, JETIPECCHS, TICHXOMOTOPHAS
TUIEPaKTHBHOCTD (BKITFOYast
pasapakUTENLHOCTD, GECTIOKOMCTRO,
Tpemop?)

HapymeHHue BHUMaHWs, HAPYIIECHUE TaMATH,
THK

pe;(T<o
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CHucrteMHo-
OpraHHBIN KJ1acc

HexenarensHbie
ABJICHUS

Kareropu s
9acTOTHI'

TaJLTIOLWHAIUH, Ie30pUeHTals, JuchemMust
(3aMKaHue), CyHIHIaTbHBIC MBICTH
MoBeJIeHHE (CYUIUAaTBHOCTD), 00CECCHBHO-
KOMITYJIbCHBHBIE CUMITTOMBI

O4Y€HBb pEAKO

JIBIXATEJIbHOW CUCTEMBI,

Hapy1eHus co CTOpOHBI TOJIOBOKPY)KEHHE, COHITHBOCTB, MapecTe3us/ HEYacTo
HEPBHOW CHCTEMBI TUIIECTE3Us, CYIOPOTH

Hapy1ieHust co cTOpOHbBI yualleHHoe cepanedrenne peaxo
cepaua

HapyuieHus co cTOpoHBI HOCOBOE KPOBOTEUECHHE HEYacTo

OpraHoOB IPYAHOM KIETKH U

cunapom Yapx-Crpocca (CHC) (eM. pazaen
«Oco0ble yKka3aHHs»)

OYEeHb PEIKO

TICUYECHU U
JKEITYEBBIBOISIIUX ITyTEH

CpeIOCTEHUA JIero4yHas 303MHOGUIHS OYEHb PEJKO
Hapymienus co CTOpoHBI nuapes®, Tommora®, ppora? 4acTo
S i CYXOCTb CIIM3HCTON 000I0YKH ITOJIOCTH PTa, HEYacTo
SRRl JUCTIETICUS

Hapymienus co cTopoHsI TIOBBIIIEHHE aKTHBHOCTH CBIBOPOTOYHBIX 4acTo

tpancamunas (AJIT, ACT)

IEeNaTuT (B TOM YHCIIE XOJIECTaTHUECKOE,
renaToLe UII0IApHOE U CMELIaHHOe
IOpaXEHHE MeYEeHH )

O4Y€Hb PEAKO

Hapyiienns co ctopoHsl
KOXH U ITOJKOKHBIX
TKaHeHl

Cbll'II:4

4acTo
CKJIOHHOCTB K (hOPMHUPOBAHUIO FreMaTOM, HEYacTo
KpalluBHUIA, 3yl
AHTHOHEBPOTHYECKUHN OTEK penko

y3Ji0BaTas 3puTeMa, MHOropopMHas spuremMa

OYEHb PEIKO

BBEACHUS '

Hapy1ieHus co CTOpoHbI apTpaJIrus, MUAJITHS, BKJIOYAsl MBIIICYHbIC HEYacTo
CKEJICTHO-MBIIICYHOH U CYAOpOTH

COEIMHUTENILHOM TKaHU

Hapyuienus co croponbl 3HYype3 y Jereil HEYacTo
MOYeK U

MOYEBBIBOJIAIIMUX ITyTeH

OO6mmue paccTpoicTBa U nupekcus’ 4acTo
B A acTeHMs / MOBBIIICHHAS YTOMIIIEMOCTb, 4acTo

YYBCTBO 06LLICFO HCJJOMOTI'aHUs, OTEKH

|
|

|

' Kareropus 4acToThl: ONpejeieHa JUIs KaKIOH HeKelaTeIbHOi pEaKUHUU B 3aBUCUMOCTH OT
4acTOThI, YKa3aHHOHW B 0a3e NaHHBIX KIMHWUYECKHX MCCIIEIOBAaHMI: oueHb yacTo (>1/10), yacto
(ot =21/100 no <1/10), Hewacto (ot >1/1000 xo <1/100), peako (ot >1/10000 1o <1/1000), oueHsb

peaxo (<1/10000).

‘ HaHHOC HCKCJIATCIIBHOE ABJICHUE, KOTOPOE OBITO OTHECEHO K KaTCropuu «O4YCHb 4acTo» y
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MalCHTOB, TOJYy4YaBIIWX MOHTEIIYKACT, TaKXeE OBLTIO OTHECEHO K KaTeropumu «O4Y€Hb 4acTo» y
MAaOUEHTOB, MMOJy4YaBIINX nnaueﬁo B KIIMHUYECKUX HUCCIICIOBAHUAX.

3 KaTeropus 4aCTOThI: pEAKO

$ HaHHOC HEXEJIaTCIIBHOC ABJICHUE, KOTOPOE OBIIIO OTHECEHO K KaTEeropuu «4acTto» y nmalfu€HTOB,

IMoJIydaBIIMX MOHTECIIYKACT, TaKXKe OBLJIO OTHECEHO K KaTeropuu «4acTto» Yy IallHuC€HTOB,
MOJTy4aBIINUX nnaue60 B KIIMHUYECKHUX HUCCIICJOBAHHUAX.

IIEPEJIO3UPOBKA

JaHHBIX O CHMIOTOMAax IIEPEAO3UPOBKH IPH IPUEME MOHTEIyKacTa MalMeHTaMH C
OpOHXMATBHOM acTMOM B J03e, npesslmaromeii 200 Mr/cyTku, B Te4eHHe 22 HEACNb U B J103¢€
900 mr/cyTku B TeueHHe | HeleaH He BBIABJICHO.

Nmenun mecto ciayyaum octpoil mepeno3upoBku (mpuem He MeHee 1000 Mr MoHTeTyKacTa B
CYTKH) B TOCTPETrUCTPALIMOHHBINA MEPHOJ U BO BpeMs KIMHHUYECKUX UCCIIEIOBAHUH Y B3POCIBIX U
nerei. Kimunueckne n nabopaTopHble JaHHBIE MPU 3TOM CBHAETEILCTBYIOT O COOTBETCTBHUU
npopuiss 0€3011aCHOCTH MOHTeNyKacTa y JeTed npoduito Oe30MacHOCTH Yy B3POCIBIX M
MOXKWUIBIX TauueHToB. Hambonee 4YacTbIMH HeXKelaTelNbHBIMU SIBICHUSMH OBLIM YYBCTBO
JKaXJbl, COHJIMBOCTh, pBOTa, IICUXOMOTOpPHOE BO30YyXKJEHHE, TOJIOBHAsA OO0Jb, MHIpHA3,
TUIEpKHUHE3bl U O0JIh B )KUBOTE.

JleueHne cUMIITOMATHYECKOE.

JlaHHBIX O BO3MOXHOCTH BBIBEAEHHS MOHTEIYKacTa MyTeM MEPHTOHEATbHOTO JMalii3a MU

réMo/iuajin3a HET.

B3AMMOJENCTBME C JIPYTUMU JIEKAPCTBEHHBIMU CPEJICTBAMU

MonrenykacT MOXHO Ha3Ha4yaTh BMECTe C JPYTHMMH JIEKapCTBEHHBIMH  CPEICTBAMH,

TPAJUIIMOHHO IPUMEHAEMBIMU JUIA NPOQMIAKTHKHA U JUIMTEIBHOTO JICYEHUS OpPOHXHAIBLHOM

aCTMbl W/MIJIM aJlJIEPTUYECKOT0 PUHHTA. PekOMeHIyeMas TepareBTHYecKas J103a MOHTEIYKacTa

HE OKa3blBaJla KIIMHUYECKH 3HaYMMOro 3 dekra Ha (apMaKOKHHETHKY CICAYIONIMX [PENapaTos:

TeohUIIHHA, IIPEeIHU30Ha, IPEIHU30JI0HA, nepopaIbHbIX KOHTPALENTHBOB

(3TMHMIBCTPaAnON/HOPAITHHAPOH 35/1), TepdeHananHa, TMrokcUHa U BapdapuHa.

AUC yMmeHplIaeTcs y ML, OJHOBPEMEHHO Iodydaroumx (eHodapouran (nmpumepHo Ha 40%),

O/THAaKO KOPPEKILIMH peXUMa JO3MPOBAHMs MOHTETyKacTa TAKUM IalleHTaM He TpeOyeTcs.

B uccnenosanusx in vitro ycTaHOBJIE€HO, UTO MOHTEIyKacT MHTHOUpyeT uzopepment CYP 2C8

cucTeMbl UTOXpoMa P450, oanako mpu MccienoBaHuH HCKapCTBe‘HHOI‘O B3aUMOJICHCTBHUS in
|

VIVO MOHTEIIYKacTa U pOCHMIIIMTa30Ha (MeTabonmsupyercs ¢ ydactuem uzodepmenta CYP 2C8

CUCTEMBI LllTOXpOMa) HE IOJIy4YEHO MOATBEPKICHUS PIHI‘I/IGI/IpOBaHPI:’ MoHTesrykactoM CYP 2C8

OTOCPEI0BaHHOTO MeTab0IM3Ma psijia IEKapCTBEHHBIX TIPENapaToB, B TOM YHcIle, aKIUTaKcea,

pocCHUTIJIMTa30Ha, perariiuHuaa.

Wccnenosanus in vitro nokasainm, 4To MOHTEITYKAcT sBIsieTcs cybctpaTom uzopepmentor CYP

10
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2C8, 2C9 u 3A4. ]JlanHble KIMHHUYECKOTO MCCIIEIOBAHHUS JIEKAPCTBEHHOIO B3aWMOJEHCTBUS B
OTHOIICHWW MOHTeNykKacta M remdudposuna (unarudbmropa kak CYP 2C8, tak u 2C9)
JEMOHCTPUPYIOT, 4YTO TreMpuOpo3un moBbImaeT 3(PGHEeKT CHUCTEeMHOTO  BO3ACHCTBHSA
MoHTelykacta B 4,4 pa3za. COBMECTHBI IIpHMeM MTpaKOHa30Ja, CHJIBHOTO HHIHOMTOpa
m3opepmenta CYP 3A4, Bmecre ¢ reM¢puOpO3MIOM M MOHTEIYKACTOM HE IPHBOIMI K
JIOTIOJTHUTEILHOMY TOBBIIIEHHIO 3(dekTa CHCTEeMHOro BO3JICHCTBHsS MOHTEIyKacTa. BiusHue
reM¢pubpo3usIa Ha CUCTEMHOE BO3CHCTBHE MOHTEIyKacTa HE MOXET CYHTATHCS KIWHHYECKH
3HAYMMBIM Ha OCHOBAaHUH JJaHHBIX MO0 OE3011aCHOCTH MPHU NMPUMEHEHUH B J103aX, MPEBBIIIAIOIINX
o100peHHyI0 103y 10 Mr Ul B3pOCHBIX ManueHToB (Hampumep, 200 MI/IeHb IS B3POCIBIX
NalMeHToB B TeueHue 22 Hexenb W A0 900 Mr/meHb [uis B3pOCHBIX MALMEHTOB B TedeHHe 22
Hexenb U a0 900 Mr/aeHs Ui MalMEHTOB, NMPUHUMAIONIMX IIperapaT B TEYEHHE MPUMEPHO
OJIHOW HeIeNM, He Hal0I10ajnoch KIWHUYECKH 3HAYMMBIX OTpHUATENbHBIX 3¢ dekToB). Takum
00pa3zoM, IpH COBMECTHOM IIpueMe ¢ reM(puOpO3HIOM KOPPEKTHPOBKA I03bI MOHTEIYKACTa He
tpedyercs. [lo pesynpTataM Mccne0BaHUM in vitro He MPEAoaraeTcs KIMHHYECKH 3HAYUMBIX
JIEKapCTBEHHBIX B3aUMOJIEHCTBHIA ¢ IpYrUMHU U3BeCTHBIMU MHrHOUTOpamu CYP 2C8 (nampumep,
¢ TpuMmeronpumomM). Kpome TOro, COBMECTHBII TpHEM MOHTEIyKacTa C OJHHM TOJBKO
UTPAaKOHA30JIOM HE TPUBONWI K CYHIECTBEHHOMY TIOBBIIIECHUIO 3ddekTa CHUCTEMHOTO
BO3JICHCTBUSI MOHTETyKacTa.

Jleyenune OpoHXOAMIATATOPAMHU

MoHnTenykacT MOXKHO H00aBUTH K JICUCHHUIO TAIIMEHTOB, Y KOTOPBIX OpOHXHMalbHas acTMa He
KOHTPOJIMPYETCS ~ TIPUMEHEHMEM  OJHUX  OponxoaunartatopoB.  [Ipu  JOCTHXKEHUH
TepaneBTHYECKOro dddekra (0OBYHO MMoOCHTE TEpBOH 103bI) Ha (HOHE Teparuu MpernapaToM
Dkranyct”, 103y GPOHXOIUIATATOPOB MOKHO TIOCTETIEHHO CHHYKATS.

Muransmmmonnsie 'KC

Jleuenne mpemnapartom DKTanyct®

oOecrieunBaeT JOMOIHUTENBHBIH TepaneBTHYeCKUil 3G dekT
NaKueHTaM, Mmojay4yaroumm jgedeHne UHrassiuuonusiMu [KC. Tlpu gocTukeHun crabuiiMzannu
cocTosiHus manueHTa Bo3MoxHO cHkenue 10361 ['KC. To3y 'KC HyXHO CHUKATh [TOCTENEHHO,
noJ HabIoAeHHeM Bpada. Y HEKOTOPHIX MAallMEeHTOB NpueM MHransuuoHHbIX 'KC MoXkeT ObITh

MOJIHOCTBIO OTMeHeH. He PEKOMCHAYETCA pE3Kas 3aME€Ha TEparkuu HWHIaJISLMOHHBIMUA T'KC

Ha3HAYEHHEM Ipenapara DKTanycr".

OCOBBIE YKA3AHUS
3(1)(1)CKTI/IBHOCTL MOHTCJIyKaCTa JUJIA npueMa BHy’I‘pL B OTHOILIEHUU JIEUECHUSA OCTpLIX HpI/ICTyl'IOB
6p0HXMaJH>HOI7I aACTMBI HE yCTaHOBﬂeHa, ﬂ03TOMy MOHTeJ’IyKaCT HC peKOMeHZIyCTCﬂ Ha3Ha4daTh

JUISE JICHCHUS OCTPBIX TTPUCTYTIOB 6p0HXHaJTBHOﬁ acT™bl. [lamenTsl JOJDKHBI BCEraa UMETH TIPH

11
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cebe mpenaparthl 3KCTPEHHON MOMOIIM IS KYITHPOBAHHWs TPUCTYNOB OpPOHXMAIbHON acTMBbI
(MHTanAUHOHHBIE [(2-aTOHMCTBI KOPOTKOro aeiicTBHs). He creayer mpekpamars npueM
MOHTEIIyKacTa B TMEepHOI 000CTpeHHs OpOHXMATLHOW acTMbl M HEOOXOAWMOCTH TPHUMEHEHUS
IpenapaToB 3KCTPEHHON ITOMOIIH /IS KYITUPOBAHHS ITPUCTYIIOB.

[TanMeHTBl € TOATBEPKACHHOW a/uleprueil K aleTWICATHIMIOBOM KHCIOTE M JIPYTHUM
HECTEPOMIHBIM IIPOTUBOBOCHANIUTENbHBIM IpenapataM (HIIBIT) He MOIDKHBI NMpUHHUMATh 3TH
npenapaTtel B [IEPUOJX  JICYCHHS MOHTEIYKACTOM, IIOCKOJIBKY MOHTEIYKacT, yiIydinas
JBIXaTEIbHYI0 (DYHKIUIO Y MAIIMEHTOB C aJUIEPTHYECKON OPOHXHAIBLHOU acTMOIi, TeM HE MEHee,
HE MOXET ITOJIHOCTBIO NPeAOTBPATUTh BbI3BaHHYIO Y HUX HIIBIT 6poHXOKOHCTPHUKIIHIO.

J103y NMpUMEHSAEMBIX OJHOBPEMEHHO C TpenapaToM DkTamyct® mHrazsuuoHHsx I'KC MoxkHO
IIOCTENEHHO CHMKATh 1oj HaOmojaeHueM Bpada. OgHako peskod 3amensl ['KC mpemapatom
DkTanyct” MPOBOAMTH HEb3s

CHmxenne 103bl cucreMHbIX ['KC 'y mnaumeHToB, MONIY4arOIIUX HPOTHBOACTMATHUYECKUE
cpeacTBa, BKIIOuas OJOKATOpPbl JIEHKOTPUEHOBBIX PELENTOPOB, COMPOBOXKIAIOCH B PEIKUX
cllyyasiX — INOSBJICHMEM  303MHO(MIMH,  CBIM, YXYIUIEHHEM  JIETOYHBIX  CHMIITOMOB,
KapI1OJOrMYECKUX OCJIOKHEHUN W/MIIM HelponaTtuy, MHOTJAa AMAarHOCTHPYEMBIX KaK CHHIPOM
Yepmxa-Ctpocca — CUCTEMHBIH 303MHO(PUIIBHBIN BacKyauT. [IpHUHHHO-CIIECTBEHHAs CBS3b
pPa3sBUTUS 3TUX HEXKEJATeIbHBIX SBJIEHHH C Tepalued aHTaroHUCTaMH JIEHKOTPHEHOBBIX
peLenTopoB He Oblla J0Ka3zaHa, TeM He MeHee, HeoOXOIUMO cOOII0IaTh OCTOPOXHOCTH U
MIPOBOJIUTE COOTBETCTBYIOIIEE KIMHUYECKOE HAOIIOACHHE TPHU CHIMIKEHWH O3Bl CHCTEMHBIX
I'KC y maumeHTOoB, MPUHUMAIOIINUX MOHTEITYKACT.

B cocraB mpemapaTa BXOIUT acrapTaM, KOTOPBIH SBISIETCS WCTOYHHKOM (eHHIIaIaHWHA,
MO3TOMY TIpernapaT He PEKOMEHJOBAH K TNPUMECHEHHMIO MalMeHTaM ¢ (QeHHIKETOHYpHEH
[TanmenTsl ¢ GEeHUITKETOHYPHEH JOKHBI OBITH TPOWH()OPMHUPOBAHEI, YTO KaXKas KeBaTelbHas
TalJIeTKa COIEPKUT acrapTaM B KonudecTse: Tab. 4mr - 0,8 mr, Tad. 5 mr - 1 Mr acnaprama, 4to
coorsercTByeT 0,45 n 0,56 Mr (heHnIaIaHUHA COOTBETCTBCHHO.

VY nauMeHToB, NPUHUMAIOIIMX MOHTEIYKAcT, ObUIM OIMMCAHBI [CHXOHEBPOIOTHYECKUE
HapymeHus (cm. paszzen «l[loGounoe neiicTBue»). YUUTBIBAs, YTO 3TH CUMIITOMBI MOIJIM OBIThH
BbI3BaHbl APYTUMHU (haKTOPaMU, HEM3BECTHO, CBS3aHBI I OHH C TIPHEMOM MOHTeJIyKacTa. Bpauy
HEOOX0IUMO OOCYIMTH JaHHOE HEKeNaTenbHOe  SBJIEHHE C  MalMeHTaMu W/umm  ux
poaurensMmu/oneKkyHaMu. [lanueHTaM u/uam ux pO#HTeHHNUOHCKyHaM HEoOX0IMMO OOBSCHHTS,
YTO B CITydae MOSBJICHHS MOZOGHBIX CHMITOMOB HEOOXOAMMO COOOUIMTH 00 TOM Jedaliemy

Bpayy.

BJIMSTHUE HA CITIOCOBHOCTB YITPABJISITh TPAHCITOPTHBIMH CPEACTBAMU, MEXAHU3MAMHU
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JlaHHBIX, CBUAETENBCTBYIOIIMX O TOM, YTO MPUEM MOHTEIyKacTa BJHMSET Ha CIIOCOOHOCTH
YNpaBJIATE TPAHCIOPTHBIMH CPEICTBAMHM MM IBHXKYIIUMHUCH MEXaHU3MaMH HE BBHISBIICHO.
OxHako TpyM TPUMEHEHMHM TIpernapaTa MOTYT BO3HHUKHYTH Takue IM0OOYHbIE 3()(EKTHI, Kak
TOJIOBOKPYXXEHHE M COHJIMBOCTb. BBHAY 3Toro, ciexyer coOlroJaTh OCTOPOXXHOCTh IIPH
YIpaBJIEHUH  aBTOTPAHCIIOPTOM M BBINOJIHEHHH  JIEHCTBHH, TpeOyrOmHX  OBICTPOTHI

IICUXOMOTOPHBIX peaxum“&.

DOPMA BBIITYCKA

Tabnerku sxeBaTesbHbIC 4 MI' M 5 M.

ITo 7, 10 wnmm 14 Tabierok B KOHTYPHYIO SYCHKOBYIO YIaKOBKY W3 IUIEHKH
nonuBUHMIXIopuaHOH min  mieHkd [IBX/IIBJIX wu  ¢oneru  anioMHHUEBOW NeYaTHOH
JTaKUPOBAHHOM.

ITo 1, 2, 3, 4 KOHTYPHBIX SYEHKOBBLIX YIAKOBKH IO 7 TabIeTOK WM 1O 2, 3 KOHTYpPHBIX
S4eHKOBBIX ymakoBkH 1o 10 TabmeTok, win 1o 1, 2 KOHTYpHBIX SUEHKOBBIX YIAaKOBKH o 14
TabJeTOK BMECTE€ C MHCTPYKLUHUEH MO NPUMEHEHHI0 MOMEUIAl0T B TMayKy M3 KapToOHA ISt

OTPEOUTENBCKON Taphl.

YCIIoBUS XPAHEHUS
ITpu Temnepatype He Bbimie 25 °C BO BTOPUUHOM yIakoBKe (TTauke KapTOHHOM).

XpaHI/ITB B HCJAOCTYIIHOM J1JTA JICTEH MecCTe.

CPOK I'OJTHOCTH
2 roza.

He INPUMCHSATD IO UCTCHYECHHUH CPpOKa rOJHOCTH.

Y CIIOBHUS OTITYCKA

OTIyCcKaroT Mo peLernTy.

Buiiajgenen permcrpanuMoHHOro yjaocrosepenusi/OpraHu3zanusi, IpUHHUMAIOIIAS TPETEeH3UH
norpeduTenei

3A0 «Kanondapma npoaakuray, Poceus

141100, Mockosckas o6macTs, IllenkoBcknit paiios, r. lllenkoBo, yi. 3apeunas, 1. 105.

Tein.: (495) 797-99-54, paxc: (495) 797-96-63.

DNeKTpoHHBIT anpec: safety@canonpharma.ru

HOJZylleb 00/10]1HumeJ1bele OaHHBIE O N enapame, Hanpasums nNpemeH3Uul0 Ha e20 Ka1ecmaeo,
besonacHocmb, coOOUWUMb O HENHCENAMENbHBIX IEKAPCMBEHHBIX PEAKYUAX MONCHO NO MeNePOHY:
8 (800) 700-59-99 (6ecnnaTHast JIMHUA 24 Yaca) WK Ha caiite www.canonpharma.ru B paszeine

«ITonuTHka B 06nacTu KayecTBa» - «be30MacHOCTH MPEMapaToBy.
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JITT-002248-300921

IIpousBoauTen

3A0 «Kanondapma npogaxmrny», Pocens.

Mockosckas o6, r.o. II[gnkoBo, r. Illénkoso, yi. 3apeunas, 1. 105;
MockoBckas o6, r.0. l{énkoBo, r. lllénkoso, yi1. 3apeunas, ctp. 1055, k.11;
Ten.: (495) 797-99-54, pakc: (495) 797-96-63.

www.canonpharma.ru

JlvpekTop aemapTaMeHTa 110 perysisiTOpHBIM
BOIIPOCAM, KIIMHHYECKUM HCCIICIOBAHUSAM
1 pa3paborkaM HOBBIX JIC

3A0 «KanoHdapma rpoaakurs»
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