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ot 09.02.2024 N= 2502

MHCTRYKIWANOCNEQDBATENEHOCTE 0001)

1O MEJUITUHCKOMY ITPUMEHEHMNIO JIEKAPCTBEHHOI'O ITPEITAPATA

Akramycr®

PerncrpanuoHHblii HOMep:

Toprosoe HauMeHoOBaHUe: DKTATyCT"

Me:kayHapogHOe HeMATEHTOBAHHOE HJIH IPYNIUPOBOYHOE HAMMEHOBAHUE

MOHTEITYKaCT

JlekapcTBenHas (popMa: TaOICTKH, TOKPHITHIE TUICHOYHOH 000JI0UKONA.

Cocras

CocraB Ha 0/IHy TaONETKY:

Oeticmsyowee seujecmso’. MoHTenmykact Hatpus 10,40 mr, B mepecuere Ha MoHTemyKacT 10,00 mr;
scnomozamenvhvle seujecmaa: Kanbis ruapodocedar 50,0 mr, kpockapmesiosza Hatpus 7,0 mr,
marHusi creapar 2,0 mr, manauron 78,0 Mr, Macio KacTopoBoe ruaporeHusupoanHoe 2,0 mr,
noBuoH K-30 10,0 mr, nemmtono3a Mukpokpuctaimmaeckas 50,6 mr;

cocmas nienoynou ob6onouxku: Onaapair Oenerii 6,000 mMr, B TOM umMCIe: THIIPOJIO3a
(ruapokcunponmiIeuroao3a) 2,025 Mr, runpoMerniosa (THAPOKCHIIPONUIMETHIIIIEIUTION03a)
2,025 mr, Tanek 1,200 mr, Tutana guokcung 0,750 mr.

Onucanue

TaOneTKu KpyTible TBOSKOBBIMYKIIBIC, MOKPBHITHIC TUICHOYHON 000JIOUKOW OelIoro WM MOYTH
6emnoro nBeta. Ha momepeyHoM paspese — OT OYTH OEIoro A0 CBETIO0-)KEITOTO IIBETA.
dapmakoTepaneBTHYeCKas rPynna

[IpoTuBOBOCTIATUTENIEHOE ~ AHTUOPOHXOKOHCTPUKTOPHOE  CPEICTBO -  JIGHKOTPUEHOBBIX

penenTopoB OJOKaTOP.
Kon ATX: RO3DCO03.

DapMaKoJIOrHYecKue CBOMCTBA

Dapmaxoounamuka

[Muctennun nevikorpuensl (LTCs, LTD4, LTE4) sBASITOTCS CHIIBHBIMU MEIMATOPAMU BOCTIAJICHUS
— 3HKO03aHOM/IaMHU, KOTOPBIE BBIAEISIOTCS Pa3HBIMU KJIETKaMH, B TOM YHCIIE€ TYYHBIMHU KJI€TKaMu
U 303uHO(UIaAMUA. DTH BaXKHbIE NMPOACTMATUYECKHE MEIUATOPhI CBS3BIBAIOTCSA C LMCTECHMHMI
JeUKOTpUeHOBBIMH penenitopamu. Llucrennun nelikorpueHossie penentopsl 1 tuna (CysLTy —
pelenTopbl) NPUCYTCTBYIOT B JbIXaTENbHBIX IMYTSAX YelOBEKa (B TOM YHCIIE, B KJIETKAX IJIaJKUX
MBI OpOHXOB, Makpodarax) W JIPyrux KJIETKax MPOBOCTAICHHs (BKJIIOYAsT 03WHOMUIBI U
HEKOTOpBbIE MUEJIOUIHBIE CTBOJIOBBIE KIETKH). LlMCTEMHMII JEHKOTPUEHBI KOPPEIMPYIOT C

natopu3nogorue OpOHXMAJIBHOW acTMbl M ajuiepruueckoro puHura. Ilpm  actme
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NOBBIIIEHUE TPOHUIAEMOCTH COCYJOB M YyBEJIMYEHUE KoJaudecTBa 303uHO(pmIoB. Ilpu
QJIEPrUYeCKOM PUHHUTE TOCIIE BO3ICHCTBHS aJljiepreHa MPOUCXOIUT BEICBOOOXKIEHUE ITUCTEHHIIT
JEUKOTPUEHOB U3 IPOBOCIAIUTENIBHBIX KJIETOK CIM3UCTON OOOJIOYKHM IOJIOCTH HOCA BO BpPEMS
paHHel u no3aHel (a3 aieprudeckoi peakiuy, 4YTo MposBIIseTCs CHMITOMaMH aJlIeprUYecKoro
punuta. [Ipy nHTpaHa3aIbHON IPOOE C LUCTEMHUI JIEHKOTpUEHAMH OBLJIO IIPOIEMOHCTPUPOBAHO
MOBBILIEHUE PE3UCTEHTHOCTH BO31YXOHOCHBIX ITyTEW U CUMIITOMOB Ha3aJIbHOM OOCTPYKLIMY.
MoHTenykacT - BBICOKOAKTHMBHOE IIpH INpPUEME BHYTPb JIEKAPCTBEHHOE CPEACTBO, KOTOPOE
3HAUUTENNBHO YJIydllaeT IIoKa3aTeau BOCHaJeHUs npu OpoHxuanbHOM actme. CoriacHo
OMOXMMHUYECKOMY U (PapMaKOJIOrMUECKOMY aHaJIM3y IpenapaT ¢ BHICOKOM M30MpaTeIbHOCTHIO U
XUMHYECKHUM  CpoacTBOM  cBsi3biBaercsi ¢ CysLTi-pementopamu  (BMecTo  JOpyrux
(apMaKoJOTHYECKMX BaXKHBIX PELIENTOPOB AbIXaTEIbHBIX ITyTEH, TAKUX KaK IPOCTArJIaHIMHOBBIE,
XOJMHEpPruyeckue wWin [-agpeHepruyeckue peuentopsl). MOHTEIyKacT MHIHOupyer
dbuznonornueckoe JeHCTBUE IHUCTEUHUIIOBBIX JeiikoTpueHoB LTCs, LTDs4, LTEs mytem
cesa3biBaHus ¢ CysLTi-penientopamu, HE OKas3blBas CTUMYJUPYIOLIErO ACUCTBUS Ha JAaHHbIE
peLenTopBhl.

MomnTtenykact uarubupyer ¢ CysLT1 —penentopsl SnUTeNHs AbIXaTeNbHBIX MyTeH, 001anas TeM
caMbIM  OJIHOBPEMEHHO CIIOCOOHOCTBIO HMHIHMOMpOBaTh OpOHXOCMAa3M, OOYCIIOBICHHBIN
BIbIXaHWeM IucTenHmw1 JeiikorpueHa LTD4 y manmenToB ¢ OponxuanbHOM actMoil. J[o3b
MOHTEJyKacTa, paBHOW 5 MI, AOCTaTOYHO JUIs KYNHUPOBaHMs OpOHXOCMa3Ma, MHAYLUPYEMOTO
LTDa.

MoHTenykacT BbI3bIBa€T OPOHXOAMIATALIMIO B TEUEHUE 2-X YaCOB MOCTIe IpUeMa BHYTPbh U MOXKET
JIOTIOJIHATH OPOHXOIMIIATAINIO, BEI3BAHHYIO [32-alpeHOMUMETHKAMHU.

[TpuMeHeHre MOHTETyKacTa B J103aX, IpeBbIIaomux 10 Mr B 1eHb, IPUHUMAEMbIX OJHOKPATHO,

3¢ (EeKTUBHOCTH Mpernapara He MOBBIIIAET.

DapmakoKkunemuka

Bcacvisanue

MoHnTenmykacT OBICTPO W TMPAKTHYECKH MOJHOCTHIO BCACBHIBAETCS TIOCIE TNpHEMa BHYTPh. Y
B3pOCJIBIX MAIMEHTOB TP TpUEME HATONIaK MOHTENyKacTa B BHAE TaOJETOK, MOKPBITHIX
IUIEHOYHOU 000J10uK0il B 103upoBke 10 MT, cpeHee 3HaUeHHEe MAaKCUMaIbHOM KOHIIEHTpPAIMH B
wiazme kpoBU (Cmax) Hocturaetrcst yepe3 3 daca. CpenHee 3HaueHHE OMOAOCTYMHOCTH - 64%.
3HaueHusi OMOJOCTYMHOCTH MpH mepopaidbHOM npueMe U Cmax HE HapyLIAIOTCS MpH TIpHUeMe
TTUTITH.

Pacnpeoenenue

MoHTenykacT cBsI3bIBaeTCs OenKamMu Ii1a3Mbl KpoBH Oosiee ueM Ha 99%. O6bem pacnpeeneHus

MOHTEJIyKacTa B pABHOBECHOM COCTOSIHMHM COCTAaBJIIET B cpeaHeM 8-11 nmuTpos.
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HAa MHUHHMaJlbHOE TPOHMKHOBEHHME dYepe3 remaTtosHuedannueckuid Oapbep. Kpome Toro,
KOHIIEHTpAIlMsI MEYEHOTO0 MOHTEIyKacTa uepe3 24 yaca mocie BBeJIeHUs OblIa MUHUMAIBHON BO
BCEX JAPYTIUX TKaHSX.

Memaboauzm

Montenykact akTUBHO MeTabonusupyerca. [Ipu HcClonb30BaHUM TEparieBTUYECKUX 103
KOHIIEHTpAIMsl METa0OJUTOB MOHTEIYKAacTa B IUIa3ME€ KPOBH B PaBHOBECHOM COCTOSIHUU Y
B3POCJIBIX U JCTEH HE ONpeIesaeTCs.

Hccnenosanus N VItr0 ¢ HCMOJNIb30BaHUEM MHKPOCOM TICYCHH YEJIOBEKa IOKAa3ajid, 4YTO
nutoxpombel P450, 3A4, 2C8 u 2C9 ydactByrOT B MeTaboiausme MoHTenmykacta. CoriacHo
JMATbHEHIIUM pe3ysibTaTaM HCCIICA0BaHUM, MPOBEACHHBIM IN VItr0 B MHKpPOCOMax IICUCHH
YEJIOBEeKa, TEpareBTUYECKass KOHIEHTpAIUsi MOHTEIyKacTa B IUIa3Me KPOBU HE HHTUOUpPYET
nzodepmentsl utoxpoma P450 CYP: 3A4, 2C9, 1A2, 2A6, 2C19 u 2D6.

Buiseoenue

[lepuon mosyBbIBEIEHUS MOHTEIYKACTa Y MOJIOABIX 3JJOPOBBIX B3POCIBIX COCTABISET OT 2,7 110
5,5 4. KnmpeHc MOHTeTyKacTa COCTaBISET Y 3JOPOBBIX B3POCIBIX B CpeIHEM 45 MII/MUH.

[Tocne mepopanbHOrO MpUeMa MOHTENIyKacTa, 86% OT oOIIero KOJIW4YecTBa BBIBOAMUTCSA Yepes3
KUILIEYHUK B TeueHue 5 queit u menee 0,2% - moykaMu, 4TO MOATBEPKIAET TO, YTO MOHTEIIYKACT
U €r0 METa0OJIUTHI BEIBOAATCS MOUTH UCKITIOUUTEIHHO C KETUbIO.

dapMaKOKMHETHKAa MOHTEIYKACTa COXpaHAET MPAKTHUYECKU JUHEHHBIN XapakTep Mpu MpueMe
BHYTpPb 1103 cBbIle 50 mr. [Ipu npueme MOHTETyKacTa B YTPEHHUE U BEUEPHHUE YaChl pa3Inuui
dapmakokuHeTnku He HaOmromaercs. [Ipu mpueme 10 Mr MoHTenykacTta B CyTKH HaOItO/1aeTCs
ymepeHnHas (0kosio 14%) kymymsiusi akTHBHOTO BEIIECTBA B TIa3Me KPOBH.

Ocobennocmu papmakoKuHemuKy y pasiuyHvlx 2pynn nayuenmos

Ion

PapMaKOKMHETHKA MOHTEIIYKACTA Y MY>KYUH U Y )KEHIIUH CXOHA.

Bospacm

[Ipu oxHOKpaTHOM mpueMe BHYTph 10 Mr MoOHTenykacta, papMaKOKHHETHYECKUN Npoduib U
OMOJOCTYIMTHOCTh CXO/HBI Y TIOKMJIBIX U MMAallMEHTOB MOJIOZOrO BO3pacTa.

[Tepuon moOdyBBIBEICHHS MOHTEIYKAacTa M3 IJIa3Mbl KPOBU HECKOJIBKO OOJbIIE Y MOMKHIIBIX
nanuenToB. Koppekuus 10361 penapara y HOXHIBIX TallMEHTOB HE TpeOyeTcs.

Omuuyeckas npUHAONIEHCHOCMb

He BbIsiBIEHO pa3nmuuuii B KIMHUYECKH 3HAUYUMBIX (apMakoKMHeTHYecKux sddekrax y
MAlMEHTOB Pa3InYHbIX Pac.

Ileuenounas neoocmamourocmo

VY nanMeHToB € MEYEHOYHOM HEIOCTATOYHOCTBHIO JIETKOM WM CPEAHEH CTEMEHU TSHKECTH U
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MOHTEJIyKacTa, COIPOBOKAAIOLIEECS YBEJIMYEHUEM IUIOM@AAM MoJ (apMaKOKMHETHYECKON
KpuBOH «koHIeHTpanus-spems» (AUC) npubausurensHo Ha 41% mocie 0AHOKPaTHOTO MpreMa
npenaparta B o3¢ 10 Mr. BeiBeieHre MOHTENIyKacTa y 3TUX NAIIUEHTOB HECKOJIbKO YBEINUUBAETCS
[I0 CPaBHEHMIO CO 3JI0POBBIMHM CyObEeKTaMu (CpefHee BpeMsl IOJyBbIBeleHUs — 7,4 daca).
M3MeHeHHs 103bl MOHTENIyKacTa JUlsl MAlMEeHTOB ¢ MEYEHOYHOM HEeI0CTaTOYHOCTBIO JIETKOH U
CpeIHEel CTeNeHH TshKecTH He TpeOyeTcs. JlaHHbIX 0 xapakTepe (papMaKOKMHETHKH MOHTEITYKACTa
y TAlMEHTOB C THKEJION NMEeUeHOYHOM HEeJT0CTaTOYHOCThIO (Oosee 9 GamioB mo mkane Yaiina-
I1p10) HET.

Iloueunas neoocmamounocmo

[TockoNbKYy MOHTENYKACT M €ro MeTabOJMTBI HE BBIBOAATCA IOYKaMH, (apMaKOKMHETHKA
MOHTEJyKacTa y MallMeHTOB ¢ NMOYEYHON HEJAOCTAaTOYHOCThIO HE olleHHBaslack. Koppektuposka

J03bI IIpCIiapaTta JJIsd 3TOH IpYIIIbI TaIUECHTOB HE Tpe6yCTCH.

IToxka3zaHusi K MPUMEHEHU IO

e JlnuTenbHOE JICYCHUE W MPOQHIAKTHKA OPOHXHAIBHON acTMbl (BKJIIOYAS HPEAYNPEIKICHHES
JTHEBHBIX U HOYHBIX CUMIITOMOB 3a00JIeBaHMs) y B3pOCIBIX U JeTel crapuie 15 ser.

e Jleuenue OpOHXHMAJTBHOH AacTMBl y TALMEHTOB C TIOBBIIMICHHOH YYBCTBHTEIBHOCTBIO K
aleTUJICATIUIMIIOBOM KHCIIOTE.

e [Ipo¢punaktuka 6poHXxOCHa3zMa, BHI3BAHHOIO (PU3HUECKON HArpy3Koi.

e KynupoBaHue IHEBHBIX U HOYHBIX CHMIITOMOB IOCTOSIHHBIX QJJIEPTUYECKHX PHUHUTOB U

CC30HHLIX aJTICPTUICCKUX PUHUTOB Y B3POCJIbIX U JeTen cTapume 15 ner.

HpOTI/IBOHOKa3aHHﬂ
o JloBeImeHHas YYBCTBUTCIIBHOCTE K J'IIO6OMy M3 KOMITIOHCHTOB IIpcrapara.

e Jlerckuii Bo3pact o 15 ner.

IIpumenenne npu 0epeMEHHOCTH M B IEPHO/ TPYIHOI0 BCKAPMJINBAHUS

[penapatr Dkranyct® cieayeT NPUMEHATh IIPH OEPEMEHHOCTH M B IEPUOJ TPYIHOrO
BCKapMJIMBaHUS, TOJIBKO €CIIM OXKUJAeMasl 10JIb3a I MaTepH MPEBBIIIACT NOTEHIUAIBHBIA PUCK
JUIS TUT0/1a WK peOeHKa.

CorinacHo HMMEONIMMCS ONMYOJIMKOBAaHHBIM JAHHBIM TPOCHEKTHUBHBIX M PETPOCIIEKTUBHBIX
KOTOPTHBIX HCCIIEOBaHUN MPUMEHEHUsS] MOHTEIYyKacTa y >KeHIIUH BO BpeMsi OEpeMEHHOCTH, Y
JIeTe KOTOPBIX OLEHUBAIMCH TSDKEIIBIE BPOKJICHHBIE ITIOPOKU Pa3BUTHS, HE BBISBIEHO PUCKOB,
CBA3aHHBIX C IIpUEMOM Ipemnapara. [lOCTyNHBIE HCCIENOBaHUS HMMEIOT METOIOJIOTHYECKUE
OTpaHUYEHUSs], BKIIIOYasi MaJblii 00beM BBIOOPKH, B HEKOTOPBIX CIydasX PeTPOCHEKTHBHBIN cOOp
JTAHHBIX U HECONTOCTAaBUMBIE IPYIIIBI CPABHEHHSI.

HCI/ISBCCTHO, BBIACIIICTCA  JIMW MOHTCIYKAaCT C TPYAHBIM MOJIOKOM. HOCKOHBKy MHOTI'HUC
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Ha3HAYEHMH IpenapaTta DKTanycT® B HepHOJ IPYIHOTO BCKAPMIIMBAHMSL.

Cnocod npuMeHeHHs U 103bl

[Ipenapar Dkranyct® NPUHUMAIOT BHYTPb, HE PAa3KeBbIBasf, C JOCTATOUHBIM KOIHMYECTBOM
KUJKOCTU, HE3aBUCUMO OT MpUeMa MUIIH.

Hetsim crapmie 15 et U B3pOCIABIM PEKOMEHIyeTCs MNpUHUMATh | TalJeTKy, MOKPBITYIO
00osoukoif 10 Mr B cyTKH.

Jist neyenust OpOHXHMAIbHON acCTMBI MOHTEIYKACT CIEAyeT IpUHUMATh BeuepoM. [Ipu neueHun
aJIEpruYecKuX PUHUTOB IpernapaT MOXKHO MPUHUMATH B Jt000e BpeMs cyTok. [Ipu coueranHoi
natojoruu (OpoHXHaNbHAasE acTMa M aJJICPrUYECKHil PUHUT) MpemapaTr cieqyeT NPUHUMATh
BEYEPOM.

TepameBTudeckoe jeiicTBME HpemapaTa DKTaTycT® Ha IOKA3aTelM, OTPAKAIONINE TedeHHe
OpOHXMAJIBLHOW acTMbI, pPa3BUBAETCS B T€UEHHE MepBOro nHsA. [lanueHTy cienyer mpoAoKaTh
npueM npenapara JKTanycT® Kak B HEepHOJ JOCTHKEHMS KOHTPOIS CUMITOMOB OPOHXHAILHOM
acCTMBI, TaK U B IIEpUOJ 000CTpeHUs 3a00I€BaHUS.

Jl1s manueHToB MOKUIIOr0 BO3pAcTa, MALUEHTOB C OYEYHON HEOCTaTOUYHOCTbIO, ITallUEHTOB C
JIETKUMH WA CPEIHETSHKENIBIMU HAPYIICHUAMU (PYHKIIMH TIE€UEHH, CIIEIUAIBHOTO M0A00pa 1036l
He TpedyeTcsl.

[Ipenapat DKTanycT® MOKHO J00ABIATH K JE€UEHHIO OPOHXOIUNATATOPAMH ¥ MHIANISAIMOHHBIMH
rimokokoptukocrepousamu (I'KC).

[Ipenapar Dkranyct® BEITyCKaeTcs Tak ke B (JOpMeE JKeBaTEIbHBIX TaONEeTOK 4 MT JUIsl JIeUeH s
netel B Bozpacte OT 2 110 5 jeT U B ¢popMe KeBaTelbHbIX Ta0IETOK 5 MI JUIsl JeUeHUs AeTel B

BO3pacte ot 6 10 14 ner.

ITob6ouHoe nelicTBue

B nennom MonTenykacT xopoio neperHocutcs. [lo6ounsie 3¢ hekThl 00BIYHO OBIBAIOT JIETKUMHU H,
KaKk IpaBUJIo, HE TpeOylT OTMeHbl mHpenapaTta. OOm@as dvactora MOOOYHBIX 3((EKTOB NpU
JIEYCHUHM MOHTEIIYKaCTOM COMOCTaBMMa C UX YaCTOTOM MpH MpHeMe Iuianedo.

Jemu ¢ 6o3pacme om 2 00 5 1em ¢ OpoHxXuUANLHOU AcCMMOT

B KIMHMYECKUX MCCIIEIOBAaHUAX MOHTENYKAcTa IPUHSUIA ydacTHe 573 manueHTa B BO3pacTe oT 2
no 5 ner. B 12-HenenpHOM  1UIAne00-KOHTPOJIUPYEMOM  KIMHHUYECKOM  HCCIIEAOBAHHH
€IMHCTBEHHBIM HeXenaTeabHbIM siBieHueM (HS1), olleHeHHBIM Kak CBS3aHHOE C MPUEMOM
npemnapara, HaOmogaBmmMcs y >1 % manueHToB, 4eM B TPYIIE MAIllMEHTOB, MPHHUMABIIHX
ianebo, Obuta xaxaa. Paznuuus no yacrore ganHoro HS Mexnay AByms rpynmamu JiedeHHs
ObUIM CTATUCTUYECKU HE3HAUMMBIMHU.

B o6meit cnoxkHOCTH 426 MAIMEeHTOB B BO3PACTe OT 2 JI0 5 JIET MOJTyyaliy JIeYeHHEe MOHTEITYKacTOM
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nanueHTa — B TedeHue 12 mecsueB uian Ooniee niutensHo. [Ipu Gonee NIUTENTFHOM JEUEHUU
npodwis HS He nzmenucs.

Jlemu 6 6o3pacme om 2 00 14 nem ¢ ce30HHbIM aniepeuyecKum puUHUmMOM

B 2-HenenbHOM 1U1ane00-KOHTPOIMPYEMOM KIMHHUYECKOM HCCIEAOBAHUU C MPUMEHEHUEM
MOHTENyKacTa Jjsi JICYCHHUS CE30HHOTO aJUIEPrMYecKOro pHHHUTA NpUHAIN ydacthue 280
MalKUeHTOB B Bo3pacte oT 2 110 14 ner.

MoHTenykacT MpUHUMAIICS NallieHTaMu | pa3 B ICHb BEYEPOM H B I[EJIOM XOPOIIO MEPEHOCHIICS,
npod b 6€301MaCHOCTH MperapaTa ObUT CX0XKHUM ¢ TTpodruieM 6e30macHOCTH miane6o. B nannom
KIIMHUYECKOM HCCIIeIOBaHUU He ObUIN 3apeructpupoBanbl HS, koTopbie ObI paciieHUBAINUCH KaK
CBSI3aHHBIE C TPHUEMOM IIpemnapara, HaOmoganuch Obl y >1% mnanueHToB, NMPUHUMABIIUX
MOHTEIYKACT, ¥ Yallle, YeM B TPYIITE MAIMCHTOB, IPUHAMABIINX TU1ae00.

Jemu ¢ 6o3pacme om 6 00 14 nem c OpoHxuanbHol acmmou

[Tpoduns Ge3omacHoCTH Mpenapara y aeTei ObUT B IIEIOM CXO0XKUM ¢ Mpoduaem 6e301acHOCTH Y
B3POCIIBIX U COITOCTaBUM ¢ TTpoduiieM 0e301acHOCTH Tu1anedo.

B 8-memenpHOM TUTaIe00-KOHTPOIUPYEMOM KIMHUYECKOM HCCIICIOBAHUHM SIUHCTBEHHBIM HSI,
OIICHEHHBIM KakK CBS3aHHOE C MpPHEMOM IIpemnapaTa, HaOmoaaBmuMca y >1% mnanueHTos,
MPUHUMABILIMX MOHTEIYKACT, U Yallle, 4YeM B TpyMIe NalleHTOB, IPUHUMABIIUX Iu1ane6o, Oblia
ronoBHas 6osb. Paznuuue mo yactoTe MeXIy ABYMs IpyHIamH JIeYeHHUS ObUIO CTAaTHCTUYECKU
HE3HAYNMBIM.

B uccnenoBaHusix MO OLIEHKE Temma pocTta MpoQuib OE30MaCHOCTH Y MAIlUEHTOB JIaHHOW
BO3DacCTHOM TpYINIBl  COOTBETCTBOBAJI paHee OMNHUCAHHOMY MNpOQMI0  0e30MacHOCTH
MOHTETyKacTa.

[Tpu 6onee nmurensHOM JieueHuu (6omee 6 mec.) mpoduis HA He n3menuscsi.

B3pocnvie u oemu 6 6o3pacme 15 nem u cmapute ¢ OpoHXUANLHOU ACMMOU

B nByx 12-HenenpHBIX T1a11€00-KOHTPOIHPYEMbBIX KITMHHUECKUX UCCIIETOBAHUIX C aHAIOTUYHBIM
IU3alHOM €IMHCTBEHHbIMM HJI, OIIEHEeHHBIMH Kak CBSI3aHHbIE C TPUEMOM IIperapaTta,
HaOmomaBmuecss y >1% NaueHToB, NMPUHUMABIINX MOHTEIYKACT, W dYalle, 4eM B TpyIIe
MaleHTOB, MPUHUMABIINX Tutaiebo, Obutn OOJL B KWUBOTE W TOJOBHAas Ooib. Paszmuums mo
yacToTe JaHHbIX HS Mexay nIByMs rpymnamMu Je4eHust ObUTH CTATUCTUYECKU He3HAYUMBbIMU. [Ipu
Oosee NIUTETHFHOM JieueHUH (B TeueHue 2 yet) npodrib HS He usmenucs.

B3pocnvie u 0emu ¢ eo3pacme 15 nem u cmapuie ¢ ce30HHbIM ANNEPIUYECKUM PUHUMOM
MoHTenyKacT MPHHUMAJICS TalMeHTaMu | pa3 B JIEHb YyTPOM WJIM BEUEPOM U B IIEJIOM XOPOIIIO
nepeHocwics, npoduns 6e30macHOCTH MpernapaTa ObUI CXOXKUM C mpoduieM 0e30MacHOCTH
mwiane6o. B mane0o-KOHTPONUPYEMBIX — KIMHMYECKUX  HMCCIEJOBAaHUSAX  HE  OBLIM

3apeructpupoBanbl HSl, koTtopbie Obl pacieHMBANINCh KaK CBS3aHHBIE C MPUEMOM Ipernapara,
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Habmonamuck Obl y >1% nNanueHnToB, NPUHMMABIIMX (MOHTEIRYKACE, A FJapie 1 aeM, B rpymme

COOTBETCTBYET 2KCNEPTHOMY OTYETY

MAIMEHTOB, MPUHUMABIINX TuTane6o. B 4-HeaenbHOM M1a11e00-KOHTPOIUPYEMOM KIMHUYECKOM
UCCIIeIOBaHNH TPO(UIL OE30MacHOCTH MpemapaTa ObUT CXOKHUM C TaKOBBIM B 2-HEAETBHBIX
ucciaeoBaHusaX. Yacrora BO3HUKHOBEHMSI COHJIMBOCTH IIPU IpUEME Ipernapara BO BCEX
UCCJIEIOBaHMIX OblIa TaKOM ke, Kak Mpu IpueMe 1ianeoo.

B3pocnvie u 0oemu 6 6o3pacme 15 n1em u cmapuie ¢ Kpy2ino200udHvIM AnnepeudecKum puHumom
MoHTenykacT IpHHUMAJICS MalueHTaMu | pa3 B ICHb U B 11eJI0M Xopoiio nepenocuics. [Ipoduns
0e30MacHOCTH TpermapaTa ObLI CXOXKUM ¢ TpoduiaeM O0e30macHOCTH, HAOIFONABIIUMCS IPU
JICYEHUU TAIMEHTOB C CE30HHBIM aJNIEPTUYECKUM PUHUTOM U MpU NpueMme mianedo. B nanHbix
KIIMHUYECKHUX MCCIIEOBAHMSIX He ObLIN 3apeructpupoBanbl HA, koTopbie Obl paclieHuBaINCh KakK
CBSI3aHHBIE C TPUEMOM IIpemnapara, HaOmomanuch Obl y >1% mnanueHToB, NMPUHUMABIIUX
MOHTEJIYKAcT, W 4Yalle, 4YeM B TpYINe MalUeHTOB, NpUHUMAaBIIKX Muianedo. Yacrora
BO3HUKHOBEHHS COHJIUBOCTH IPH MpUEME Mpenaparta Oblia TaKoH ke, Kak Mpu nprueMe 1ianeoo.
O000wennblit ananus pe3y1bmamos KiuHUYeCKuUX uccie006aHull

boin  mpoBenen o00o0meHHbld  aHamu3 41  mIane0o0-KOHTPOIMPYEMOTO  KIMHUYECKOTO
uccienaoBanus (35 uWccienoBaHMM C yd4acTHMEM TMaIllMeHTOB B Bo3pacte 15 mer u crapie; 6
UCCIIEIOBAHUM C YydYacTHEeM IMalMeHTOB B Bo3pacte OoT 6 10 14 5eT) ¢ HCIonb30BaHHEM
YTBEP>KJICHHBIX METOJOB OLEHKHM cynuuaaibHocTH. Cpean 9929 nauueHToB, NMPUHUMABIIHUX
MoHTenykacT, U 7780 manueHTOB, MPUHUMABIIMX B JAaHHBIX HCCIEJOBAHMSX IUIane0o0, ObLI
BBISIBJICH OJIMH TAIIMEHT C CYMIIUIAIBHOW HACTPOCHHOCTHIO B TPYIIE MAIIMEHTOB, MPUHUMABIIIHX
MOHTeNyKacT. Hu B oHOW U3 Tpynn JiedeHusi He OBLJIO COBEPIIEHO HU OJIHOTO CaMOyOMIICTBa,
CYULIUJANbHON TONBITKM WA JAPYTUX TOJATOTOBUTENBHBIX JEWCTBUH, YKa3bIBaBIIMX Ha
CYyMIIMAAIBHOE TOBEJCHUE.

OtaenbHO OBLT IpoBeZeH 0000ILIEHHBIH aHamu3 46 1U1a1e00-KOHTPOIUPYEMBIX KIMHUYECKUX
uccienoBanuii (35 uccineqoBaHUN C ydacTMEM MalMEeHTOB B Bo3pacte 15 ser u crapiue; 11
HCCIICIOBAaHUM C y4acTHeM TMaIlMeHTOB B BO3pacTe OT 3 MecsueB g0 14 neT) ans OLEeHKH
HeOnaronpusaTHeIX noeneHueckux ¢ dexros (HIID). Cpenu 11673 narueHToB, NPUHUMABIINX
B OTHX HCCIICIOBAHUSX MOHTEITYKAcT, U 8827 marueHTOB, MPUHUMABIINX ILJIane00, MPOIEHT
MalMeHTOB, HMMEIMUX Kak MuHUMyM oauH HIID, cocraBun 2,73% cpenu mnanueHTOB,
MPUHUMABIINX MOHTENyKacT, u 2,27% cpeau NpUHUMAaBIIUX Iae00; OTHOIICHHE IAHCOB
cocraBuio 1,12 (95% nosepurensuslit uaTepan [0,93; 1,36]).

HexenarenbHple SIBICHUS, O KOTOPBIX COOOIIATIOCH B TIEPHO]T TOCTMAPKETUHTOBOTO TPUMEHEHUS
npenapara, mepeyrciIeHbl B TaOIUIIe HI)KE B COOTBETCTBHH C CUCTEMHO-OPTaHHBIMH KJIacCaMU U
crenupuIecKIMHI HeXKeNaTeTbHBIMU SIBJICHHUSIMH. KaTeropuu 4acToThl ObLITH OLIEHEHBI HA OCHOBE

COOTBCTCTBYOIINX KIIMHUYCCKUX HCCJIeIOBaHUM.
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CucTeMHO-OpraHHbII
KJIace

He:xemna’

reJIbHbIE¢[SIBICHHA B ATES

bHKaTeropis

YacTOThI:

Nudexmum u
napa3uTapHbIe

MHDEKIMH BEPXHUX JIbIXATENbHBIX TTyTeii?

O4YCHb 4aCTO

Hapymenust co ctopoHsl
KpPOBH U TUM(PaTUIECKOI
CUCTEMBI

IMOBBIIICHUEC CKIIOHHOCTH K KPOBOTCUCHUAM

penKo

TpOM6OHI/ITOH€HI/I5{

OYCHBb PEAKO

Hapymienust co cTopoHsl
MMMYHHOH CHUCTEMBI

PEaKIUK THIIEPIYBCTBUTEIBHOCTH, B TOM
qriciie aHaduiakcus

HCYaCTO

703UHO(UIBHAS UHPUIBTPALHS [IEYCHU

O4YCHb

Hapymenus ncuxuku

HAPYIICHUS CHA, BKJIFOYast HOYHBIE
KOILIMapbl, 0ECCOHHUIIA, COMHAMOYITH3M,
TPEBOKHOCTb, BO30YKICHHE, B TOM YHCIIE
arpecCMBHOC MOBEICHUE WITH BPaXK1eOHOCTB,
JIETIPECCHSI, TICHXOMOTOpPHASI
THIIEPAKTUBHOCTD (BKITIOYAs
Pa3IpaKUTENLHOCTh, OECTIOKOMCTBRO,
Tpemop?)

HEYaCTO

HapyIICHNUEC BHUMAHUS, HAPYIICHUC ITaMSITH,

penKo

TJUTFOIUHAIINH, IE30PUCHTAIHS, TUCheMust
(3aMKaHue), CyuIUIaIbHBIC MBICTH U
noBe/ieHre (CyUIUAaNbHOCTD), 00CECCUBHO-
KOMITYJIbCUBHBIC CUMITTOMBI

OUYEHb PEJIKO

Hapymenust co cTopoHsl rOJIOBOKPY>KEHHE, COHIIMBOCTD, TapecTe3ust/ HEYacTo
HEPBHOW CUCTEMBI TUIIECTE3HS], CyIOpPOTH

Hapymenust co cTopoHsl yualieHHoe cep/iednenme penko
cepaua

Hapymenust co cTopoHsl HOCOBOE KPOBOTEUEHHUE HEYacTo

JIbIXaTeIIbHOU CHUCTCMBEI,
OpraHoB I‘py,[[HOfI KJICTKHU U
CpCaOCTCHUSA

cunapom Yapmx-Crpocca (CHC) (cMm. pazaen
«Oco0ble yKa3zaHHs»)

OUYEHb PEJIKO

JierouyHas BOBI/IHO(I)I/IJ'II/ISI

OYEHB PEIKO

Hapymenust co cTopoHsl nuapes®, Tomsora®, psora’ 4acTo
xK YHO-KHUIIIEYHOT =
CIyHOHHO CIHOTO CYXOCTb CIM3UCTOIN 000JI0UKH MOJIOCTH pTa, HEYacTo
TpakTa
JTUCTIETICHS
Hapymienust co cTopoHsl MOBBILIEHHE aKTUBHOCTU CHIBOPOTOYHBIX 4acTo

IICYEHU U
KEIIYEBBIBOIAIITUX HYTefI

tpancamunas (AJIT, ACT)

renarut (B TOM YHCIIE X0JIECTaTHUECKOE,
renaToUeIUIIoIIPHOE U CMELIaHHOE
MOpPaKEHHE NTEYEHH )

OYCHb PEIKO

Hapymenust co ctoponsl
KO>XH U IIOJKOKHEIX
TKaHel
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ChIIb 4acTo
CKJIOHHOCTH K ()OPMHUPOBAHHIO TEMATOM, HEYacTo
KpaIruBHUIIA, 3.1

AHTMOHEBPOTUYECKUHN OTEK penKo

EPTHOMY OTYETY
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CucTeMHO-OpraHHbII He:xenatenbubié[sBaeHHA (5L TE EHKaTenopa
KJace 4acTOThI
y3J10Bartas spureMa, MHOropopMHas spuTemMa OYEHb PEIKO
Hapyienust co ctopoHbl apTpairus, MAQITH, BKIIOYas MBIIIEYHEIE HEYaCTO
CKEJIETHO-MBIIICYHON U CyZIOporH

COGHHHHT@HBHOﬁ TKaHHU

Hapymienust co cTopoHsl SHYpe3 y AeTei HEYacTo
MOYEK ¥ MOUYEBBIBOISALINX

myTen

OO61ue paccTpoiicTBa U nupexcus” 4acTo

HapyllEHUsl B MECTE
acTeHus / OBBIIICHHAS! YTOMIISIEMOCTb, 4acTo

BBCACHUA
9yYBCTBO O6H.ICFO HEAOMOI'aHHA, OTCKU

! Kareropusi wacToThl: ompeseeHa I KaXkHOi HEKeNIaTelbHOH PEeakIid B 3aBHCHMOCTH OT
YacTOTHI, YKa3aHHOW B 0a3e JAHHBIX KIIMHUYECKUX HCCIICNOBaHUI: o4eHb yacTo (>1/10), gacro
(ot >1/100 no <1/10), megacto (ot >1/1000 mo <1/100), peaxo (ot >1/10000 mo <1/1000), oueHBL
peaxo (<1/10000).

2 JlaHHOE HeXelaTeNbHOE SBIEHHE, KOTOPOE OBUIO OTHECEHO K KATErOpHH «OYeHb 4acTo» y
NAIMEHTOB, MOJIyYaBIIUX MOHTEIYKACT, TAaKXKe ObLIO OTHECEHO K KAaTEropuu «OYEHb 4acTo» y

NManueHTOB, NOJTYYaBIINX rmaue6o B KIIMHUYCCKHNX MCCICOAOBAaHUAX.

3 KaTeropusd 4aCToThbl: PEAKO.

4 ,Z[aHHOG HCKEJIATCIIbHOC ABJICHHUE, KOTOPOC OBLIO OTHECEHO K KaTeropmuu «4acTto» y nauvucHTOB,
MMOoJIydJaBIIMX MOHTCIYKACT, TaKXC OBLIO OTHECEHO K KaTCropum «4acTto» y HanucHTOB,
IMOJIy4JaBIINX HJIaIIe60 B KIMHUYCCKHX UCCIICAOBAHUAX.

Ilepeno3supoBka

JIaHHBIX O cUMITOMax MepeI03UPOBKHU MPH ITPUEME MOHTEIYKAcTa MallMeHTaMH ¢ OpOHXHAIbHOM
acTMoil B 103e, npespimaroneii 200 Mr B CyTKu B TeueHue 22 Helenab U B 103e 900 Mr B CyTKHU B
teueHue | Hemenu, He BbIIBICHO. MMeroTcs cooOmieHus 00 OCTpoil Mepero3upoBKe
MoHTenykactoM (pueM He Mmeree 1000 mr mpemapata B cyTkH). KimmHudeckue u mabopaTopHbie
JTAaHHbIE MPH STOM CBHUJIETENILCTBYIOT O COOTBETCTBUU Mpoduis 0€30MacHOCTH MOHTeNyKacTa y
nereil mpoduio 0e30MacHOCTH Y B3pOCHBIX M TMOXWUIBIX MNarueHToB. Hambosiee uacTbiMu
HE)KEJIAaTENbHBIMUA SIBIICHUSIMH OBUIM YyBCTBO JK&XKIBI, COHJIHMBOCTH, PBOTA, IICHXOMOTOPHOE
BO30YXJIE€HHE, TOJIOBHAs 00JIb, MUJIPHA3, THTIEPKUHE3BI U 0OJIb B )KUBOTE.

Jleuenue: Jleuenue cummnromaruyeckoe. J[aHHBIX O BO3MOXKHOCTH BBIBEJICHHUS MOHTEIYKacTa

MyTEM IICPUTOHCATIBHOT'O JUAJIn3a UJIM reMoanajin3a HET.

B3aumoneiicTBue ¢ IpyruMu JieKapCTBEHHbIMH CPeICTBAMU

MoHnTenykacT MOKHO Ha3Ha4aTh BMECTE C IPYTUMHU JICKAPCTBEHHBIMH CPEICTBAMU, TPAJAUIITIOHHO
MPUMEHSIEMBIMU I TPOPIIAKTUKY U JUIUTEIBHOTO JIeUeHUs OpPOHXHMAIBHON acTMbl H/WIN
aJJIepruueckoro puHuTa. PekoMeHnayemasi TepaneBTUYECKasl J03a MOHTEIyKAacTa HE OKa3bIBajia
KJIIMHUYECKH 3HAYMMOTOo 3 dekTa Ha PapMaKOKWHETHUKY CIETYIONIUX MPenapaToB: TeoPuinHa,

MpEeHNU30HA, MPEIHU30JI0HA, MEPOPATbHBIX KOHTPALIEITUBOB (3THHHIACTPAINOI/HOPITHHIPOH
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35/1), repdenanuna, TUTOKCHHA U BapdapuHa. (MOCNEOOBATENRHOCTL 00017
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AUC ymMmeHbIIaeTcst y JIMI, OJHOBPEMEHHO Moydaronmx (enobapouran (mpumepno Ha 40%),
OJTHAKO KOPPEKIHS peKrUMa TO3UPOBAHUS MOHTEITYKACTa TAKUM IallUEHTaM He TpeOyeTcsl.

B uccnenoBanusx in Vitro ycraHoBJieHO, 4T0 MOHTeNyKacT MHrHOupyer usopepment CYP2CS8
cucTeMsl IuToxpoMa P450, oHaKO IPpH UCCIICIOBAaHUH JIEKAPCTBEHHOTO B3aUMOIECHCTBHS IN VIVO
MOHTEJTYKAacTa U pOCUTIINTa30Ha (MeTabomusupyercs ¢ yuactueM uzopepment CYP2C8 cuctemsr
LIUTOXPOMA) HE IIOJIyYEHO MOJATBEPKICHUS WHTUOMPOBAHUS MOHTEIYKacTOM
CYP2C8-omocpe1oBaHHOTO MeTa0oNM3Ma psiia JIGKAPCTBEHHBIX IPENapaTroB, B TOM YHCIIE,
MaKJIUTaKCeNa, POCUTIIUTa30Ha, PeMarinHuIa.

Hccnenosanus N VItro mokasajiy, 4TO MOHTEIYKAacT sBISETCS cyOcTparoM H30(hepMEHTOB
CYP2C8, 2C9 u 3A4. JlanHble KIIMHUYECKOTO UCCIIEAOBAHUS JIEKAPCTBEHHOI'O B3aUMOIEHCTBUS
B OTHOUICHWM MOHTEIyKacta W remdudposuna (marubutopa kak CYP2CS, tak u 2C9)
JEMOHCTPHUPYIOT, YTO TeMPuOpo3m noBsiaet 3pHEeKT CUCTEMHOTO BO3ICHCTBUS MOHTEIIYKAcTa
B 4,4 paza. CoBMeCTHBIN IpUeM UTpPaKOHA30Ja, CHIIbHOrO HHruoutopa nzopepmenta CYP3A4,
BMecTe ¢ reM(puOpPO3HIOM U MOHTEIYKACTOM HE NMPUBOIWI K JONOJHUTEIHHOMY MOBBIIICHUIO
a¢dekTa CUCTEMHOTrO BO3ACHCTBHS MOHTENyKacTa. BrusHue rem¢puOpo3uia Ha CHCTEMHOE
BO3/ICIICTBIE MOHTEIYKACTa HE MOXKET CUMTATHCS KIMHUYECKH 3HAUMMbIM Ha OCHOBAaHUH JAHHBIX
no 0e30MacHOCTH TpU MPUMEHEHHH B J103aX, MPEBBIMAIONIMX 0J00peHHY0 103y 10 Mr mis
B3pOCIIbIX MAIMEHTOB (HampuMmep, 200 Mr/aeHb A7 B3pOCTBIX MAIlMEHTOB B T€UeHUE 22 HENeNnb U
110 900 Mr/eHb 71 B3pOCIIbIX MAallUeHTOB B TeueHue 22 Henenb u 10 900 Mr/aeHs 171s maieHToB,
NPUHUMAIOIIMX IpernapaTr B T€YEHHE MPUMEPHO OJHOW HeNeNH, He HAOII0JaIoCh KIMHUYECKU
3HAUUMBIX OTpHUIATENBHBIX d(dekToB). Takum oOpa3oMm, TpPH COBMECTHOM TMIpHEME C
reMmpuOpO3UIOM KOPPEKTUPOBKA JO3bl MOHTeNykacta He Tpebyerca. I[lo pesymbratam
uccienoBaHmii  iN VItr0 He mpeamosaraeTcs KIMHHYECKH 3HAYMMBIX  JIEKAPCTBEHHBIX
B3aMMOJEHCTBUI ¢ JApyruMu  u3BecTHbIMM  uHruouropamu CYP2C8 (manpumep, ¢
TpuMmetonpumoM). Kpome TOro, COBMECTHBII mNpueM MOHTEIyKacTa ¢ OJHHUM TOJBKO
UTPAKOHA30JI0M He MIPUBOJINI K CYIIECTBEHHOMY MOBBIIIEHUIO d(h(peKTa CHCTEMHOTO BO3ICHCTBUS
MOHTEJyKacTa.

Jleuenue 6p0Hx0()wzamam0pamu: MOHTCITYKAaCT MOXHO )IO63BJ'I$ITB K JICUCHUIO MauCHTOB, Y

KOTOPBIX OpOHXHaJbHAsi aCTMa HE KOHTPOJIMPYETCS MPUMEHEHHEM OJHUX OpOHXOAMIATaTOPOB.
[Tpu noctmxennu tepaneBTHYECKOro 3¢dexra (00bIYHO mociie nepBoit 103b1) Ha (OHE Teparnuu
npenapatoM DKTanycT® 103y OPOHXOIUIATATOPOB MOKHO HOCTENEHHO CHUKATh.

Uneanayuonnvie  I'KC:  JleyeHwe  MOHTEIYKAacTOM  OOECreYrMBaeT  JIOMOJHUTEIbHBIN

TepaneBTHUecKuid dPeKT marueHTaM, noiaydarommM jedeHue uHransiuonHeiMu ['KC. Ilpu
JOCTHIKEHUH CTaOMIIM3AIMK COCTOSHUS MaIeHTa Bo3MoxkHO cHuxkeHue no3el ['KC. o3y 'KC

HY)XHO CHHXKATb IIOCTCIICHHO, II0J Ha6J'IIOI[eHI/ICM Bpaya. vy HCKOTOPBIX MalMECHTOB IIPHEM
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uHranAanuonHelx 'KC moxer ObITh mosHOCTBIO OTMEeHEH.)Hemeroyenayemes pepkasijsaMena
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tepanuu uHrananuonHsME IKC Ha3HayeHHeM mpenapaTa DKTamycT®.

Oco0ble ykazanus

D¢ dekTuBHOCTE MOHTETYKACTA ISl IPHEMa BHYTPb B OTHOIICHUH JICYCHHUS OCTPBIX MPHUCTYIOB
OpOHXMANBHOH acTMbl HE YCTaHOBJICHA, II03TOMY IIpenapaT DKTamycT® B TableTKax He
PEKOMEH/I0BAaHO Ha3HA4aTh JJIs JICYEHUS OCTPBIX MPUCTYIOB OpOHXMaNbHOW acTMbl. [lanueHTsl
JIOJDKHBI BCETZIa UMETh MU cebe mpernapaThl SKCTPEHHONW OMOIIM /ISl KyTIMPOBAaHUS MPUCTYIIOB
OpOHXMaNbHOW acTMbl (MHTAIALMOHHBIE [2-arOHHCTHI KOPOTKOro jeicTBusi). He cuemyer
IOpekpamiaTh I[pUEM MOHTENIyKacTa B Iepuox o0O0OCTpeHUs OpOHXMAJbHOH acTMbl U
HE00XO0AMMOCTH NPUMEHEHUS NIPEeNapaToB 3KCTPEHHOM MOMOIIHN AJIs Ky[TUPOBaHUsI IPUCTYIIOB.
[TanueHTBl C MOATBEPKACHHOW ajuleprued K aueTWICAIMIWIOBOM KHCIOTE M JIPYrUM
HECTEPOMIHBIM IPOTUBOBOCTIANUTENbHbIM npenapatam (HIIBII) He noimkHBI NpUHUMATh 3TH
TpenapaThl B IIEPUOI JICUEHHs IPenapaTtoM DKTatycT®, MOCKOIbKY OH, YIy4Ilas JAbIXaTeIbHYIO
(GYHKLHUIO y MAallMEHTOB € aJuIepruuecKoil OpOHXMalIbHOM acTMOW, TEM HE MEHee, HE MOMKEeT
MIOJIHOCTBIO NMPEAOTBPATUTh BbI3BaHHYIO y HUX HIIBII OpoHXOKOHCTpUKIUIO.

Jlo3y mpuMeHAeMBIX OJHOBPEMEHHO C NpemapartoM JKTanycT® MHramsrnuoHabix I'KC MoxHO
IOCTENIEHHO CHIKaTh NoJ HabmrojeHueM Bpada. Opnako peskoil 3amensl I'KC mpenaparom
DkTanyct® IPOBOJUTH HENb3S.

Camxkenue 103l cucteMHbIx ' KC y nanueHToB, nosty4aromux IpoTHBOACTMAaTHYECKUE CPEICTBA,
BKJItOUasi OJIOKATOPBl JIEMKOTPHUEHOBBIX PELENTOPOB, CONPOBOXKIAIOCH B PEIKUX CIydasx
MOSIBJICHUEM DJ03WHO(QWINHU, CHIMH, YXYAIIEHHEM JIETOYHBIX CHUMITOMOB, KapAMOJIOTHYECKHX
OCJIOKHEHUN W/WiIM HeWpomaTHH, MHOTJa AMAarHOCTHpYeMbIX Kak cuHiapoM Yapmxa-Ctpocca
(cucteMHbI 303MHOMUIBHBIN BackynuT). [IpHUMHHO-CIENCTBEHHAs CBS3b PA3BUTUS ITHUX
HE)KeNlaTeJIbHbIX SIBJICHUN C Tepanueld aHTaroHUCTaMHu JIEHKOTPHUEHOBBIX PELENTOpOB HE Oblia
JI0Ka3aHa, Te€M HE MeEHee, HE0OXOJAMMO COOJII0JIaTh OCTOPOKHOCTbH U IPOBOAMTH
COOTBETCTBYIOIIEE KIMHUYECKOE HAOMI0/leHue MpH CHWXEeHMH 103b1 cucteMHbix ['KC 'y
NAlUEHTOB, IPUHUMAIOIIUX MOHTEIYKACT.

VY nanueHToB, NPUHUMAIOIINX MOHTENYKACT, ObLITN OMMCAHBI ICUXOHEBPOJIOTHYECKIE HAPYILIEHUS
(cm. pasnen «IlobouyHoe neiicTBHE»). YUHUTHIBAas, YTO ITH CHUMITOMBI MOTJH OBITh BBI3BAHBI
OpyruMHu  (QakTopaMu, HEM3BECTHO, CBA3aHbl JU OHU C IPUEMOM MOHTelykacta. Bpauy
HEOO0X0MMO OOCYIUTh JJaHHOE HEXeJlaTelbHOE SBJIEHHE C MalueHTaMd W/WIH HX
ponutensMu/onekyHamu. [lanmeHTaM W/WIM WX POIUTEISIMU/OTIEKYHAMH  HEOOXOJUMO
OO0BSACHUTH, UTO B Cllyyae IMOSBICHHUS MOJOOHBIX CUMIITOMOB HEOOXOIUMO COOOIIUTH 00 3TOM

JedaniemMy Bpady.

Bansinne Ha cIOCOOHOCTH YIIPABJIATH TPAHCIIOPTHBIMHU CPEeACTBAMM, MEXaHU3MaMHU
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JIaHHBIX, CBHAETENBCTBYIONIMX O TOM, YTO IIPUEM MOHTETYRACTAE BIAICE HHa  THOCOOHOCTD

YIPaBIATh TPAHCHOPTHBIMH CPEACTBAMU WM JBIKYIIMMHUCS MEXaHH3MaMH, HE BBIIBIICHO.
OpHako MpH NPUMEHEHWH Tpernapara MOTYT BO3HUKHYTH Takue MoOouHble 3((eKTb, Kak
TOJIOBOKPY’)KEHHE U COHJHMBOCTb. BBHUAY 3TOro, cieayer coOIroAaTb OCTOPOXKHOCTb IIPH

yIpaBiIeHUHN aBTOTPAHCIIOPTOM U paboTe, TpeOyromIeil ObICTPOTHI ICUXOMOTOPHBIX PEAKITHIA.

®opma BBIILYCKA

TabneTKu, MOKPHITHIE IIEHOYHOU 0001049K0i, 10 MT.

ITo 7, 10 umu 14 TabeToK B KOHTYPHYIO STYCHKOBYIO YIAKOBKY M3 IJICHKHU MOJTUBUHIIXIIOPHIHON
nu tieHku [IBX/TIB/IX u poasru amoMuHUEBON IEYaTHON JJAKUPOBAHHOM.

ITo 1, 2, 3, 4 KOHTYPHBIX SUECHKOBBIX YIIAKOBKH MO 7 TaOJIETOK WM 110 2, 3 KOHTYPHBIX SUEHKOBBIX
yrmakoBk# 110 10 TabneTok, uiu 1o 1, 2 KOHTYpPHBIX SYEUKOBBIX YITAKOBKH 1O 14 TabIeTOK BMECTe

C MHCTPYKIIMEH 10 MPUMEHEHHIO MOMEUIAIOT B AUKy U3 KapTOHA ISl IOTPEOUTENHCKON Taphl.

YciaoBus xpanenust
[Tpu Temnieparype He Bbiie 25 °C BO BTOpUYHOHN YITaKOBKe (MTaYKe KAPTOHHO).

XpaHUTb B HEOCTYITHOM JUIsl IETEH MECTe.

Cpoxk rognocTu
2 roza.

He IIPUMCHATD 110 UCTCUCHHUHN CPOKa I'OAHOCTH.

YcaoBus ornycka

OTnyckaroT Mo peLenty.

Baanesienn perucTpanoHHOro yaocroBepeHusi/Opranusaunus, NPUHUMAKONIAS TPeTEeH3UH

norpeoduTesIeH

3A0 «Kanondapma npogakmn», Poccus

141100, MockoBckas 06u1., T.0. [I]énkoBo, r. IllénkoBo, yi. 3apeunas, a. 105.
Ten.: +7 (495) 797-99-54,

daxc: +7 (495)797-96-63.

OnektpoHHbIH anpec: safety@canonpharma.ru

Tonyuums OdononnumenvHovle OanHble 0 npenapame, HANPAGUMb NPEMeH3UI0 HA e20 KAYecmeso,
be30nacHocmy, coOOWUMb O HEHCeNAMeNbHbIX JIeKAPCMBEHHBIX PeAKYUAX MOIHCHO NO meaepoHy:
8 (800) 700-59-99 (becrnaTHas nuHUs 24 vaca) WM Ha caiiTe www.canonpharma.ru B paszeine
«[TonuTHka B 061acTH KauecTBay - «be30macHOCTh IpenapaToBy.

IIpousBoaurenn

3A0 «Kanondapma npogakmny», Poccus.
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COOTBETCTEYET ZKCNEPTHOMY OTYETY
ot 09.02 2024 N2 2502
IIpou3BoaACTBO rOoTOBOII JIEKAPCTBEHHOH (POPMBI: (MOCNEOOBATENRHOCTL 00017

MocxkoBckas 00:., r.0. Lllénkoso, r. Ill&nkoBo, yn. 3apeunas, ctp. 1056, k. 16
IlepBuuHasi ymakoBka:

MockoBckas 00:1., T.0. [llénkoBo, r. [ll€nkoBo, yin. 3apeunas, ctp. 1056, k. 16
BropuuHnasi (moTpeduTeILCKAS) YIIAKOBKA

MockoBckas 00:1., r.0. Illlénkoso, 1. Ill€nkoBo, yn. 3apeunas, ctp. 1055, k. 16
Boinyckawumii KOHTPOJIb KayecTBa:

MockoBckas 00:1., T.0. [llénkoso, r. [ll€nkoBo, yi. 3apeunas, ctp. 1055, k. 11.
Ten.: +7 (495) 797-99-54,

daxc: +7 (495)797-96-63.

www.canonpharma.ru
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