COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 09.02.2024 N= 2501
VHCTRYKIWANOCIEOOBATENEHOCTE 0001)

1O MEJUITUHCKOMY ITPUMEHEHMNIO JIEKAPCTBEHHOI'O ITPEITAPATA

Akramycr®

PerncrpanuoHHblii HOMep:

Toprosoe HauMeHOBaHHe: DKTATYCT"®

MexayHapoaHoe HeMATEeHTOBAHHOE WM IPYNIIUPOBOYHOE HAUMEHOBAHME:
MOHTETYKacT

JlekapcTBeHHas popma: TaOJICTKU KEBATEIbHEIE.

Cocras

Cocras Ha oAHY Ta0JeTKy 4 Mr:

Oelicmsylowee eujecmao. MOHTeNyKacT HaTpus 4,16 mr, B nepecyere Ha MoHTenykacT 4,00 mr;
s6cnomozamenvhble ewyecmea: apomarusarop 3emisiHudHbIA 3,20 mr, acmapram 0,80 wr,
nexcrpatbl 80,00 mr, marams creapar 2,40 mr, manaUTON 69,44 Mr, ipocons HD 90 [nemtrono3a
MHKpOKpuUcTanyeckas 98%, kpemuus auokcus kKoyutonaabiii 2%] 80,00 mr.

CocraB Ha OJIHY Ta6HeTKV 5 Mr.

Oelicmsyrowee geujecmgo: MOHTenykacT HaTpus 5,20 mr, B mepecyere Ha MoHTenykacT 5,00 mr;
ecnomozamenvHvle  eewjecmea:  apomartuzatop  3emusiHH4HbIE - 4,00  wMr, acmapram
1,00 mr, nekctpater 100,00 mr, maraus creapat 3,00 mr, manauTON 86,80 Mr, mpocons HD 90
[emrono3a MUKpOKpUcTaIUTHYecKast 98%, kpeMuust qruokcu I Koymonabiid 2%] 100,00 mr.
Onucanue

TabneTku Kpyrible ABOSKOBBINYKIIbIE, OEOro MM MOYTH OENoro IBeTa co creuu(uyecKum
3araxom 3eMIISTHUKH.

dapmakoTepaneBTHYeCKasi TPyNna. MPOTHBOBOCIAINTEIBHOE aHTHOPOHXOKOHCTPUKTOPHOE
CPEZCTBO - JIGHKOTPUEHOBBIX PELENTOPOB OJI0KATOP.

Koa ATX: RO3DCOS.

DapMaKoJIOrHYecKue CBOMCTBA

Dapmakoounamuxa

[ucrennun nevikotpuensl (LTCa, LTD4, LTE4) sBNAtOTCSA CUIIBHBIMU MEIMATOPAMHU BOCTIAIIEHUS
— 3IIK03aHOMIaMU, KOTOPBIE BBIIEISIIOTCSA Pa3HBIMU KJIETKAMH, B TOM YHCJIE€ TYYHBIMU KIETKaAMH
U 203uHO(MIaMH. DTH BaKHBIE NMPOACTMATUYECKHE MEIMATOPHI CBS3BIBAIOTCS C ITUCTEHHUI
JEWKOTPUEHOBBIME perienTopamu. Llucrennnn nerikotpueHoBbie perentopsl | Tama (CysLTy —
peLenTopsl) MPUCYTCTBYIOT B JIBIXaTEIbHBIX MYTSIX YelIOBeKa (B TOM YHCIE, B KIETKaX INIAJIKUX

MBI OpOHXOB, Makpodarax) U JIpyrux KJIeTKax MpOBOCHaleHUs (BKIIOYas 303MHOMMIBI U
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HEKOTOPHIE MMEJIOMIHBIE CTBOJIOBBIE KIETKH)). IlvcTgnAI| BIgiKQrpHeb HKOPPEPYIoOT ¢
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naTou3NoIOTHEH OPOHXHAILHONW acTMBl M ajiepruueckoro puHuTa. [Ipm actme nmedkoTpueH-
orocpeoBaHHbIe (P (HEKTHI BKIIOYAI0T OPOHXOCIAa3M, YBETUUYEHUE CEKPELIUU CITU3H, TOBBIIICHUE
MPOHHIIAEMOCTH COCYOB M YBEIMUYECHUE KOJTMUECTBA 303MHO(IIOB. [Ipn amiepruueckom puHuTe
1ocjae BO3JEHCTBMS ajlJlepreHa IMPOUCXOAUT BBICBOOOXKIEHHE LMCTEUHMI JIEHKOTPUEHOB U3
IPOBOCHAIIUTENIBHBIX KJIETOK CIM3UCTOM 000JIOUKM IOJOCTH HOCA BO BpEMs paHHEH M MO3AHEH
a3 amrepruueckoil peakuud, 4TO HPOSBIAETCS CUMITOMAMHU ajulepruueckoro punuta. llpm
MHTpaHa3aJIbHON Mpo0e C IUCTEMHII JEHKOTpHEeHaMH ObUIO TIPOIEMOHCTPUPOBAHO TOBBIILICHHUE
PE3UCTEHTHOCTH BO3JyXOHOCHBIX IyT€H U CUMITOMOB Ha3aJbHON OOCTPYKLIMH.

MoHTenykacT — BBICOKOAKTUBHOE IpU INpPUEME BHYTPb JIEKAPCTBEHHOE CPEACTBO, KOTOPOE
3HAUUTENBHO yJydyllaeT [0Ka3aTeld BOCHAJEHUs Ipu OpoHxuanbHOM actMme. CoriacHo
OMOXMMHYECKOMY U (hapMaKOJIOrMUECKOMY aHaU3y IMpenapaT ¢ BbICOKON M30MpaTEeIbHOCTHIO U
XUMHYECKHM CpojacTBOM cBs3biBaeTcst ¢ CysLTi — peuenrtopamu (BMeCTo  JIpyrux
(bapMaKoJIOTHYECKUX BaXKHBIX PELIEIITOPOB JIbIXaTeIbHbBIX IIyTEeH, TAKUX KaK MPOCTarjaHIuHOBBIE,
XOJIMHEPrU4ecKre Win [(-aJpeHepruueckue penentopsl). MOHTeNyKacT HHIHOUpyeT
¢u3noIOrHUecKoe ACWCTBUE NHUCTEHMHUIOBBIX JielikoTpueHoB LTCs, LTDs, LTEs myrem
cBsa3biBaHusa ¢ CysLT1 — peunentopamu, He OKa3blBas CTUMYJIUPYIOILErO NCHCTBUS Ha JaHHbIE
peLenTopshl.

MomnTtenykact uaruobupyer ¢ CysLT1 — perenTopsl 3MUTeNus AbIXaTeNbHbIX IMyTel, o0aaas TeM
CaMbIM OJIHOBPEMEHHO CIOCOOHOCTbIO HMHTMOMpOBaTH OpoOHXOcCMa3M, OO0YCIOBICHHBIN
BJbIXaHUEM LUCTEHHMWJ JielikoTpueHa LTDs y manueHToB ¢ OpoHXManmbHOW acTMoi. Jl03bl
MOHTEJIyKacTa, paBHOW 5 MrI, JOCTAaTOYHO JUIs KYNUpPOBaHHMs OpOHXOCMa3Ma, MHIYyLUPYEeMOIo
LTDs.

MoHTenykacT BbI3bIBAET OpPOHXOAMJIATAIIMIO B TE€YEHHUE JBYX YacOB IOCIIE MpHEMa BHYTPb U
MOJKET JIOMOJIHATh OPOHXOANUJIATAIINIO, BBI3BAHHYIO J2-aJpeHOMUMETHKAMHU.

[TpuMmeHeHne MOHTEyKacTa B 103aX, IPEBbIIAOIKX 10 MI B IeHb, IPUHUMAEMBIX OAHOKPATHO,
3 PEKTUBHOCTH Mpenapara He MOBBIIIALT.

Dapmakokunemuka

BcacsiBanue

MoHTenykacT ObICTPO M MPAKTUYECKU IMOJHOCTHIO BCAchIBAaeTCA IMocie mpuema BHYTpb. [lpu
npueMe HaTOIaK TaOJEeTOK JKEeBATEIbHBIX 4 MT U 5 Mr MakcuManbHasi KOHIEeHTparus (Cmax) B
I1a3Me KPOBH Y B3POCIHBIX JocTHraercs yepe3 2 yaca. CpenHsisi OMOJOCTYIHOCTh NIPU MpuemMe
BHYTpB cocTasisieT 73%.

Pacrpenenenue

MoHTenykacT cBsI3bIBaeTCs ¢ OeIKamMHu I1a3Mbl KpoBH Oosiee, ueM Ha 99%. O6beM pacnpeaeneHus
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HccnenoBanusi, MpOBEACHHBIE HAa KPICAX € PaIOAKTUBHO MEUEHBIM MOHTEIIYKAaCTOM, YKa3bIBAIOT
HA MHUHHMaJbHOC TPOHMKHOBEHHE dYepe3 remarodHiedanmnyeckuii Oaprep. Kpome Toro,
KOHIICHTpPALMsI MEYEHOTO0 MOHTEIyKacTa uepe3 24 yaca mocie BBEACHUs ObliIa MUHUMAIIHOW BO
BCEX APYTMX TKaHSIX.

Metabonuzm

MonTtenykacT akTUBHO Merabonusupyercs. llpu npuMeHeHMH TepaneBTHYECKHUX 103
KOHIIGHTpaLUsi METa0OJMTOB MOHTEJyKacTa B IUIa3Me KPOBH B PAaBHOBECHOM COCTOSHHH Y
B3pOCJIBIX U y I€Tel He onpenensercs.

HccnenoBanus in VIitr0 ¢ HCHONB30BaHHMEM MHKPOCOM IICYCHH YEJIOBEKa MOKa3alld, YTO
mutoxpombl P450, 3A4, 2C8 u 2C9 ydyactByoT B Merabomm3me MoHTenykacta. CoriacHo
JaTbHEHIINM pe3ysbTaTaM HUCCIICIOBaHMiA, MPOBEACHHBIM IN VItr0 B MHKpPOCOMax IICYCHHU
4eJ0BEKa, TepaneBTUYecKas KOHLEHTpalMs MOHTENIyKacTa B IJIa3Me€ KpOBM HE HHIUOMpYeT
nzodepmentsl utoxpoma P450 CYP: 3A4, 2C9, 1A2, 2A6, 2C19 u 2D6.

BriBenienue

[lepuon nosnyBBIBEIEHNS MOHTEIYKACTA y MOJIOJIBIX 3/IOPOBBIX B3pPOCIBIX COCTABISAET OT 2,7 10
5,5 4. KimupeHc MOHTeIyKacTa COCTaBIISIET y 3/I0POBBIX B3pOCIBIX B cpeHeM 45 MII/MUH.

[Tocne mepopanbHOro npreMa MoOHTelykacTa, 86% OT o0LIero KoJuuecTBa BBIBOJUTCS depe3
KUIIEYHUK B TeueHue 5 qHer u menee 0,2% - moykamu, 4To MOATBEPXKIAET TO, YTO MOHTEIYKACT
U €r0 METa0OJIUTHI BHIBOAATCS MTOUTH UCKIIOYUTEIBHO C KETUbIO.

®apMaKOKMHETHKA MOHTEIYKacTa COXpaHsIeT MPaKTUYECKH JIMHEHHBIM XapakTep MpH Mpueme
BHYTpb 103 cBbiie 50 Mmr. [Ipu nmpuemMe MOHTeIyKacTa B yTPEHHUE U BEUEPHHUE Yachl Pa3NIuuuid
bapmakokuHeTuku He Habmonaercs. Ilpu npueme 10 Mr MoHTenmykacTta B CyTKH HabOIOAaeTcs
ymepeHHas (0koio 14%) kymymsiusi akTHBHOTO BEILIECTBA B IIa3Me KPOBHU.

Ocoodennocmu gpapmakoKuHemuKu y pasiuyHslX 2Pynn nayueHmoe

Hon

dapMakOKMHETHKA MOHTEIYKACTa Y )KEHIIUH U MY>KYMH CXOJHA.

Bo3spacr

[Tpu ogHOKpaTHOM mnpueme BHYTph 10 M MOHTenyKacTa (apMaKOKMHETHYECKUH mpoduib u
OMOIOCTYIHOCTb CXOJIHBI Y OKMJIBIX U ITALIMEHTOB MOJIOJ0T0 Bo3pacTa. [lepuon nonyssiBeieHUs
MOHTEJIyKacTa U3 IJIa3Mbl KPOBH HECKOJIBKO OOJbIIE Yy MOXKWIBIX MalueHToB. Koppekius 10361
npernapara y MoXHWIbIX MAalUEeHTOB He TpeOyeTcs.

OtHHYecKas NPpUHATJICKHOCTD

He BbIIBIEHO pa3nuuuii B KIMHUYECKHM 3HAYMMBIX (hapMakoKMHeTHUecKuX 3¢ddekrax vy

ManuCHTOB PAa3JIMYHBIX pac.
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ITeyeHOYHAsI HEAOCTATOYHOCTh (MOCNEOCQBATENEHOCTE 000713

VY nanMeHToB € MEYEHOYHOM HEIOCTATOYHOCTBHIO JIETKOM WM CPEAHEH CTEeNEHU TSHKECTH U
KIMHUYCCKUMH  TIPOSBICHUSMH I[IHPPO3a TIEYCHH OTMEYCHO 3aMejUieHne MeTabonm3ma
MOHTENYKAcTa, COMPOBOXKIAIONICECS] YBEIUYCHHEM IUIOMAAN TOJ (hapMaKOKHHETHIESCKON
KpuBOH «koHIeHTpanus-peMs» (AUC) npubmmsutensHo Ha 41% 1mocine oIHOKpaTHOTO MprueMa
npenapara B 103¢ 10 Mr. BeiBeieHre MOHTENTyKacTa y THX MallieHTOB HECKOJIBKO YBEIIMUNBACTCS
[I0 CPaBHEHMIO CO 3J0POBBIMU CYOBEKTaMM (CpeiHee BpeMmsl IOJyBbIBeleHUs — 7,4 uyaca).
N3menenus 1036l MOHTENYKacTa Il MAIMEHTOB C MEYEHOYHOW HEJOCTATOYHOCTHIO JIETKOW U
CpEIHEH CTENeHH TSOKEeCTH He TpeOyeTcs. JlaHHbIX 0 XapakTepe hapMaKOKHHETHKA MOHTEITyKacTa
y MalMEHTOB C TSOHKEJION MEUYEHOYHOW HEIO0CTAaTOYHOCThIO (Oosiee 9 OamtoB mo mkane Yawmna-
I[Tet0) HeT.

[ToyeyHas HETOCTATOYHOCTD

[TockonbKy MOHTENYKAacT M €ro MeTa0OJUTHl HE BBIBOAATCA MOYKaMH, (hapMaKOKWHETHKA
MOHTENyKAacTa y MaIlMeHTOB C MOYEYHON HEAOCTATOYHOCTHIO HE OlleHMBasach. KoppekTupoBka
JI03BI TIperapara JJisi 3TOH TPyl MAIIHEHTOB HE TpeOyeTcs.
IMoka3anusi K NPUMeHEHHIO
e mpodUIAKTUKA U JIUTEIbHOE JIeUeHnEe OPOHXHABHOM aCTMBI, BKITIOYAst IPEIYNPEKICHUE
JTHEBHBIX M HOYHBIX CHMITTOMOB 3200JICBaHHS;
e JeueHUE OpPOHXHMANBHON acTMbl y TAIMEHTOB C TOBBIIIEHHONW YYBCTBUTEIBHOCTHIO K
AlEeTUIICATUIIMIIOBO KUCIIOTE;
e mpodumakTuka OpoHXOCcHa3zMa, BBI3BAaHHOTO (PU3MUECKON HArpy3Koif;
e  KYNUPOBaHUE JHEBHHIX M HOYHBIX CHMITOMOB CE30HHBIX QUICPTUYCCKHUX PHHUTOB H
MOCTOSTHHBIX JJICPTUYCCKUX PHHHUTOB.
IIporuBomnoxkasanus
®  TMOBBIIIEHHAS YYBCTBUTEIHHOCTh K TF0OOMY M3 KOMIIOHEHTOB Ipernapara;
e  JIETCKUU BO3pacT 10 2 neT (11 JO3UPOBKH 4 MT);
®  JIETCKUU BO3pacT 0 6 JieT (A1 TO3UPOBKU S5 MT);
e  (peHUITKETOHYpHUS.
IIpumeHeHne MpH O€PEMEHHOCTH M B MIEPUO/ TPYTHOT0 BCKAPMJIMBAHUS
[penapatr Dkranyct® cieayeT NpUMEHATh IIPH OEPEeMEHHOCTH M B IEPUOJ TPYIHOrO
BCKApMITMBAHMSI, TOJIKO €CII OKUaeMas MoJIb3a JUIsl MaTEePH MPEBBIIIACT MOTEHIIHATBHBIA PUCK
JUTS TITI0J1A WUTA peOeHKa.
CorymacHO HMMEIOIIMMCS OITyOJIMKOBAHHBIM JTAHHBIM TPOCIEKTUBHBIX M PETPOCIIEKTHBHBIX

KOTOPTHBIX HCCIIEOBaHUN MPUMEHEHUsSI MOHTEIyKacTa y >KCHIIUH BO BpeMsi OEpeMEHHOCTH, Y
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JIETEH KOTOPBIX OLCHUBAIMCH TSOKENBIE BPOXKICHHBIE MOPOKH [Pa3BHEIA, HEBHBIEHO) PHTKOB,
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CBSI3aHHBIX C TIPUEMOM Tpernapata. J[ocTymHbIE HCCIIeOBaHUS WUMEIOT METOIOJIOTHYECKUE
OTpaHUYEHUS], BKIIIOYAsi MaJblii 00beM BBIOOPKH, B HEKOTOPBIX CIy4asX PETPOCHEKTHBHBIN cOOp
JaHHBIX U HECOITOCTABUMBIC I'PYIIIbI CPAaBHCHUS.

HewsBecTHO, BBIACHSAETCS JIM MOHTEIYKACT C TPYAHBIM MOJIOKOM. [lOCKOJIBKY MHOTHE
JICKapCTBEHHBIC MTPETIapaThl BBIIEISIOTCS C TPYIHBIM MOJIOKOM, HEOOXOAUMO YUUTHIBATH ATO TIPU
Ha3HAYEHHUH TIpenapaTa DKTaTycT® B IepHO IPYIHOrO BCKAPMIHBAHUS.

Cnocod npuMeHeHus U 103bl

I[Ipenapat Dxranyct® IPUHUMAIOT BHYTPb 1 pas B CyTKHM HE3aBHCUMO OT npuema ruiy. Tabnerky
MOJYKHO TMPOTJIAThIBAaTh IIEJIMKOM HIJIM pPa3KeBaTh INepea mporiateiBaHueM. Jlns nedeHus
OpOHXMANBHOH acTMBl mpemapar DKTadycT® cilelayeT NPMHHMATh BedepoM. llpu jedeHuu
aJJIEpru4ecKUX PUHUTOB IpernapaT MOKHO IPUHUMATh B J1r000€ BpeMs cyTok. [Ipu coueranHoit
narosiorud (OpOHXHMajbHAas acTMa M aJUIEPTUYECKUU PHHUT) TpenapaTr CleAyeT NPUHUMATh
BEYCPOM.

B Bo3pacte ot 2-x 10 5 A€T: ofHa JKeBaTelbHas TableTKa B J103€ 4 MI' OJUH pa3 B CyTKHU MEpe.

cHoM. [Tonibopa 10361 17151 3TOM BO3paCTHOM IpyMIIbl HE TpeOyeTCsl.

B Bo3pacte oT 6 10 14 5et: ojHa keBaTenbHas TabneTka B 103€ 5 Mr ofuH pa3 B cyTku. [logbopa

JIO3BI JUIS 9TOM BO3PACTHOM TPYIIILI HE TpeOyeTcs.

Jletu ctapiie 15 et ¥ B3pOCIIbIe

Jlo3a 11t B3pocibix U neTeit crapiie 15 et cocraBnser 10 Mr MOHTETyKacTa B CyTKH.
TepaneBTuyeckoe JIeiCTBUE MOHTENyKacTa, Ha [OKa3aTeld, OTpaXawllue TeYeHHe
OpOHXMATBLHOW acTMbI, Pa3BUBAETCS B TEUEHHE MepBOro MHA. [lanmeHTty ciemyer mpoaoKaTh
NpUHMMATh TpenapaT DKTadycT® Kak B MepHoj JOCTHKEHHS KOHTPOIS CHMIITOMOB
OpOHXHaJIbHON aCTMBI, TaK U B IEpUOJT 000CTpeHUs 3a00IeBaHUS.

JI1sl OXKMIIBIX MAlMEHTOB, MAalMEHTOB C MOYEYHOW HEJOCTaTOYHOCTHIO, MAIIMEHTOB C JIETKUMU
WIH CPEAHETSDKEIBIMA HApYHICHUSMH (QYHKIMHM TEYEHU CHEHalbHOTO MOoa0opa J03bl HE
TpebyeTcs.

[Ipenapat DKTanycT® MOKHO J00ABIATH K JEUEHHIO OPOHXOUIATATOPAMU ¥ HHTATAIMOHHBIMH
rmrokokoptukocteponaamu (I'KC).

ITo6o4unoe neiicTBue

B nenom MonTenykacT xoportio nepeHocutcs. [lo6ounbie 3 dekThl 0OBIYHO OBIBAIOT JTETKUMHU H,
KaK TMpaBWiIo, HE TpeOyroT OTMEHBI mpemaparta. OOmias yactora moOOYHBIX A((PEKTOB mpu
JICYEHUH MOHTEIYKACTOM COIIOCTaBHMa C UX YaCTOTOM Mpu npueme mianeoo.

Jlemu 6 6o3pacme om 2 00 5 nem ¢ OponxXuanbHol ACMMOu

B KIMHUYECKUX HCCIIEA0BaHUAX MOHTCIIYKACTa NPUHAIIN yHaCTUC 573 ManMceHTa B BO3PACTEC OT 2
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no 5 ger. B 12-HenenbHOM  mane00-KOHTPOIMPYEMOM E RIVEHYECKDM [ ATCIEIOBAHNH

€MHCTBEHHBIM HeXenaTenbHbIM siBieHueM (HS), olieHeHHBIM Kak CBS3aHHOE C IPUEMOM
npenapara, HaOmogaBmuMcs y >1 % manueHToB, 4eM B TpyMIe MAlMeHTOB, MPUHUMABIINX
iane6o, Oputa xaxaa. Pasnuunsa nmo yacrore manHoro HS mexny nByms rpynmnamu JICYSHUS
OBLIM CTaTUCTUYECKH HE3HAYUMBIMHU.

B o6mieit cinokHocTH 426 MaliMeHTOB B BO3pACTe OT 2 710 S JIeT MOIyYaH JICUCHUE MOHTEITYKacTOM
B T€UCHHE KaK MUHUMYM 3 mecsueB, 230 — B TeyeHue 6 MecsieB win 0osee JUIMTENbHO, U 63
nanyueHTa — B TeueHue 12 mecsieB win Oosee JuymrenbHO. [Ipu Oonee ATUTEIHHOM JICYCHUN
npoduinp HS He usmenwics.

emu ¢ 6o3pacme om 2 00 14 nem c ce30nnbIM aniepzudecKkum pUHUIOM

B 2-nenenpHOM Mmane00-KOHTPOJIMPYEMOM KIMHHYECKOM HCCIEIOBAaHUMA C IMPUMEHEHHEM
MOHTEIIyKacTa Ui JICYCHUS CE30HHOTO AJUICPrHYecKoro pHHHTA mpuHsHM ydactue 280
MalKMEeHTOB B Bo3pacte oT 2 10 14 ner.

MoHTenykacT mpuHUMAJCS NalueHTaMu 1 pa3 B IeHb BEY4EPOM U B LIEJIOM XOPOIIO MEPEHOCUIICS,
npodmis 0€30IacHOCTH Mpenapara ObUT CX0KUM ¢ poduiiem 6e3omacHoCTH ianedo. B qannom
KJIMHUYECKOM HCCIIEIOBaHUH HE ObUTH 3aperucTpupoBanbl HS, KoTopbie ObI paclieHUBAIUCH KaK
CBSA3aHHBIE C TMPUEMOM Ipernapara, HaOmoAanuch O0bl y >1% mnalMeHToB, NPUHUMABIINX
MOHTEJYKACT, U Yallle, YeM B TPYIIe NalleHTOB, TPUHUMABIIUX I1a1e0o.

Jemu 6 ¢éo3pacme om 6 0o 14 nem c 6pouxuanvHoll acmmoi

[Ipoduns 6e3onmacHOCTH MpenapaTa y AeTei ObLT B 1IETIOM CXOXKUM € MPopuiieM 0e301MacHOCTH y
B3POCJIBIX U COTIOCTABUM C MpoduieM 0e30MacHOCTH Tu1aie0o.

B 8-HenenbHOM Miane60-KOHTPOIMPYEMOM KIMHHUUYECKOM HCCIEIOBaHMM €IMHCTBEHHbIM HI,
OLICHEHHBIM KaK CBSI3aHHOE C IPHEMOM IIpenapara, HaOdrogaBmuMcs y >1% mnanueHTos,
NPUHUMABIINX MOHTEIYKACT, M Yallle, YeM B TPYIIIE MAeHTOB, IPHHUMABIINX I1ane6o, Obuta
rojioBHasi Ooyb. Paznmuue mo 4acToTe MEXay ABYMs TpyNIaMH JedeHHs! ObLI0 CTAaTHCTUYECKU
HE3HAUYMMBIM.

B wuccnenoBaHusx MO OIeHKe Temra pocTa Npoduib 0e30MacHOCTH y MalMeHTOB JaHHOM
BO3PAaCTHOM TPYNIIBI  COOTBETCTBOBAJ  paHee OMHCAaHHOMY MpoQWI0  0e30MacHOCTH
MOHTEJTYKacCTa.

[Tpu Gonee nnutenbHOM Nedenuu (6omnee 6 mec.) mpoduins HA He n3menuncs.

B3pocnvie u 0oemu ¢ 6o3pacme 15 nem u cmapuie ¢ OponxXuaILHOU ACMMOU

B nByx 12-HenenpHBIX MIane00-KOHTPOINPYEMBIX KITMHUIECKUX UCCIICTOBAHMSX C aHAIOTHIHBIM
IM3aifHOM eIWHCTBEHHBIMH HSl, OIlEHEHHBIMH Kak CBSI3aHHBIE C TIPUEMOM TIperapara,
HaOmonaBmmecs: y >1% mnanueHToB, NMPUHUMABIIMX MOHTENYKAcT, W dYalle, 4eM B TpYIIe

ManucHTOB, IMPUHUMABIIUX nnaue60, ObUIM OOJIb B JKMBOTE M TOJIOBHas 00jb. Pazmuums mo



COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 09.02.2024 N= 2501

gacTore AaHHbIX HA Mexay nByms rpynnamu jigueHns O CTHTACTAYECRA hesaaupmBIvm] TIpu

OoJiee IUTETLHOM JieueHnH (B TeueHue 2 net) npoduns HA He n3menucs.

B3pocnvie u demu ¢ 6o3pacme 15 nem u cmapuie ¢ ce30HHbIM AN1EPSUYECKUM PUHUMOM
MoHTenykacT NpuHUMAJICS NManueHTaMu | pa3 B JCHb YTPOM HIIM BEYEPOM H B ILIEJIOM XOPOIIO
nepeHocuics, NMpoduiab OE30MacHOCTH Tpernapara ObUT CXOXKHM ¢ TpodriieM 06e30MmacHOCTH
wiane6o. B mane0o-KOHTpOMUPYEMBIX — KIMHUYECKUX  HCCIEIOBAHMUAX HE  ObUIM
3aperucTpupoBanbl HS, koTopple OBl paclieHWBAINCh KaK CBS3aHHBIC C MPUEMOM IIperapara,
HaOmonanuch Obl y >1% mManMeHTOB, MPUHUMABIIMX MOHTEIYKACT, M 4Yalle, YeM B TPYIIIe
NAIMEHTOB, MPUHUMABIINX IuTane6o. B 4-HenenbHOM M1a11e00-KOHTPOIUPYEMOM KIMHUYECKOM
UCCleIOBaHUM TPOo(UiIL 0€30MacHOCTH Mpernapara ObLUT CXOKHUM C TaKOBBIM B 2-HEAETbHBIX
uccienoBanmsx. Yacrota BO3HUKHOBEHHS COHJIMBOCTH TIPH TIpUEME Tpernapara BO BCEX
MCCIIeI0BaHMIX ObLIa TaKOM ke, KaK MPH MpreMe Ianedo.

B3pocnvie u 0emu 6 603pacme 15 nem u cmapuie ¢ Kpy2no200uuHvim aniepeudecKkum pUHUmMoOm
MonTenykact npuHUMaJcs naueHTamMu 1 pas B IeHb U B 11eJI0M Xopolio nepenocuics. [Ipoduib
0e30macHOCTH mpernapata ObUl CXOXHMM ¢ TpoduiieM 0e30MacHOCTH, HaOMIOMAaBIIUMCS TPHU
JICYCHUU TIAIIMCHTOB C CE30HHBIM AJUIEPTUICCKUM PUHUTOM U TIPU TpueMe mianedo. B manHbIx
KIIMHUYECKHX MCCIEAOBaHUAX HE OBbLIHN 3aperucTpupoBanbl HS, koTopbie Obl paclieHUBaINCh KaK
CBSA3aHHBIE C TMPUEMOM TMpernapara, HaOmoAanuch Obl y >1% mNalMeHTOB, NPUHUMABIIMX
MOHTENYKACT, U Yallle, YeM B TPYIIe NalleHTOB, IPUHUMABIINX I1a1e0o0.

YactoTa BOZHHKHOBEHHS COHJIMBOCTH TIPU MPUEME TperapaTa Obljla TaKOH ke, KaK MpH pueMe
mianebo.

0000wennvlii ananusz pe3ynbmamos KiuHUYeCKUX uccie006anuil

beum  mpoBeneH  0000mieHHBIM  aHamu3 41  T1ane00-KOHTPOJIMPYEMOTO  KIMHHUYECKOTO
uccienoBanus (35 uWcclenoBaHMM C y4acTHEM TMaIlMeHTOB B Bo3pacte 15 net u crapie; 6
WCCJIEIOBAaHUIM C ydacTHeM TNaIlMeHTOB B Bo3pacTe oT 6 10 14 5eT) ¢ HCHojb30BaHUEM
YTBEPKJICHHBIX METOJOB OLEHKH cynnuaanbHocTu. Cpemu 9929 manueHTOB, NMPUHUMABIIMX
MoHTenykacT, U 7780 manueHTOB, MPUHMMABIIMX B JAaHHBIX HCCIEJOBAHMSIX I1ane0o0, ObLI
BBISIBJICH OJIMH IMAIMUEHT C CYUITUAATBHON HACTPOSHHOCTHIO B TPYIIITE MAIMEHTOB, IPUHUMABIITUX
MOHTeNyKacT. Hu B ofHOW W3 rpymnn JiedeHHs He ObUIO COBEPIICHO HU OJHOTO CaMOyOWHCTBA,
CYUIIUJANBHON TOMNBITKH WM JAPYTUX T[OATOTOBUTENBHBIX JCWCTBUM, YKa3bIBAaBIIMX Ha
CYHILIUJAIBHOE TIOBEJICHUE.

OtpenbHO OBLT IpoBeZeH 0000IIEeHHBIH aHamu3 46 11ane00-KOHTPOIUPYEMBIX KIMHUYECKUX
uccienoBannii (35 wWccnenoBaHW C ydacTHeM TAIMeHTOB B Bo3pacte 15 met u crapme; 11
WCCIICIOBAHUI C y4YacTHEeM IMalMeHTOB B BO3pacTe OT 3 MecsleB a0 14 5er) Ans OIEHKU

HeOnaronpusaTHeIX noBeneHueckux ¢ dexros (HIID). Cpenu 11673 nanueHToB, NPUHUMABIINX



COOTBETCTEBYET 2KCNEPTHOMY OTYETY
ot 09.02 2024 N= 2501
B OTUX MCCIIEJIOBAaHMAX MOHTEIyKacT, W 8827 manueniQBy ITPHANMABIEK HEIANE00, MpdneHT

MalMEeHTOB, UMEIMUX Kak muHUMyM oauH HIID, cocraBun 2,73% cpeaun mnNanueHTOB,
NPUHUMABIIUX MOHTENYKacT, U 2,27% cpend NpUHUMABIINX IUIanebo0; OTHOIICHHE IIAHCOB
coctaBuio 1,12 (95% nosepurenbusiii untepsai [0,93; 1,36]).

HexenarenbHble SIBICHUSI, O KOTOPBIX COOOIAIOCH B TIEPUO]T TOCTMAPKETUHIOBOTO IPUMEHEHUS
npenapara, nepeyrciIeHbl B TaOJIUIIE HI)KE B COOTBETCTBUH C CUCTEMHO-OPTaHHBIMH KJIacCaMU U
crenupUIeCKIMI HeXKeNaTeTbHBIMU SIBJICHUSIME. KaTeropuu 4acToThl OBUTA OIICHEHBI HA OCHOBE

COOTBCTCTBYHOIINX KIMHUYCCKUX I/ICCJ'IGI[OBaHI/If/'I.

CucreMHO-OpraHHbIN Kjacc

HexenaTeabHbIE
SAIBJICHUS

Karteropus
4acToThl’

Hugpexyuu u napazumaphole
3abone6anus

MH(EKINK BEPXHUX JIBIXATEIbHBIX MyTeit

O4YCHBb 4acCTO

Hapywenus co cmoponul
KPOBU U TUMPAMULecKot

IMMOBBIIEHUE CKIIOHHOCTH K KPOBOTCUYCHUAM

penKo

cucmemnl TpOM6OHI/ITOHeHI/IH OYCHBb PCIAKO
Hapywenus co cmoponul PEaKINH TUIIEPUYBCTBUTEIBHOCTH, B TOM YHCIIE HEeYyacTo
UMMYHHOU CUCTEMbl aHaduIakcus

503nHO(MITbHAS HHOUIBTPALHS TIEYESHH OUYeHb
Hapywenus ncuxuxu HapyIICHHS CHA, BKIIIOYasi HOYHBIE KOIIMapEI, HEeJyacTo

OeccoHHUIIA, COMHaMOYIJIN3M, TPEBOKHOCTH,

BO30YKJICHHE, B TOM YUCIIE arpeCCHBHOE

TIOBEJICHNE WJTH BPaKAEOHOCTD, ICTIPECCHS,

MICUXOMOTOpHAsI THIIEPAKTUBHOCTH (BKJIFOYAs

PasIpaKUTENHLHOCTD, OECTIOKOHCTBO, TpEMOP®)

HapylleHue BHUMaHHS, HAPYIIEHHE IaMSTH, THK penko

TaJUTFOI[MHALINAY, Ie30pUeHTAIMS, AUcheMus
(3aMKaHue), CYyHIIUATIbHBIC MBICITH U TTOBEJICHHUE
(CyuIuaibHOCTh), 00CECCUBHO-
KOMITYJIbCUBHBIC CUMIITOMBI

OYEHb PEIIKO

Hapywenus co cmoponbi TOJIOBOKPY’KEHHE,  COHJIMBOCTb,  IapecTe3us/ HEYacTo
Hep6HOE cucmembl THITECTE3HSI, CYI0pOTH

Hapywenus co cmoponbi yJalieHHoe cepAnedneHne penko
cepoya

Hapywenus co cmoponbi HOCOBOE KPOBOTEUEHHE HEYacTo

ObIXAMENbHOU CUCTEMDL,
0peano8 epyoHoll KiemKuy u
cpedocmeniist

cuagpoMm Yapmk-Ctpocca (CUC) (cMm. pasmen
«Oco0bIe yKa3aHus»)

OYCHb PEIKO

JIETOYHAs S03UHOUIHS

OYCHb PEIKO

Hapywenus co cmoponwi

nuapes’, Tomnora®, ppora*

qacCTo
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CucreMHO-OpPraHHbIi KJjacce HezﬁeﬂaTem}ﬂb}e:j ENOBATENRHCKarenopas |
A TACTOTHL
AHCETYOOUHO-KUUUEYHO2O CYXOCTb CIHM3HCTOW OOOJOYKH MOJIOCTH PTa, HEYacTo
mpaxkma JUCIICTICUA
Hapywenus co cmoponwl MOBBIIIICHAE AKTUBHOCTH CBIBOPOTOYHBIX 4acTo
neyeHu u dcenyesblisodsuux | TPaHcaMuHas (AJIT, ACT)
nymeti
rematut (B TOM 4YHCIIE XOJECTaTHYECKOE, OUYEHb PEIKO
TenaToUeIUIINIAPHOE U CMEIIAHHOE MOPAXKEHHUE
TICUYEHH)
Hapywenus co cmoponwi chinp* 9acTo

KOJHCU U NOOKOJCHBIX MKAHEU
CKIIOHHOCTh K  ()OPMHUPOBAHUIO  TE€MaToM, HEYacTo

KpanuBHUIIA, 3y

AHTHOHEBPOTHYECKUN OTEK peako
y3JI0Batas 3puTeMa, MHOro(popMHas 3puTemMa OUYEHb PEIKO
Hapywenus co cmoponul apTpayirusi, MUANTUS, BKIIOYas MBIIIEUHbIE HEYacTo
CKelemMHO-MbIUEYHOU U cynoporu
COeOUHUMENbHOU MKAHU
Hapywenus co cmoponul 3HYype3 y Aerei HEYacTo
noYeK U MO4eBbl800AUUX
nymeti
Obwue paccmpoiicmea u nupekcus® 4acTo
Hapywenus 6 mecme 88e0eHUs
acTeHus / TIOBBIICHHAS YTOMIISIEMOCTb, YYBCTBO JacTo

OGH.I@FO HCAOMOIaHusA, OTCKH

1 . o .
Kareropus yacToTsl: onpejeseHa Ui KaXI0H HeXeNnaTeIbHOW Peakiui B 3aBUCUMOCTH OT YaCTOThI, YKa3aHHOH B

0ase IaHHBIX KIMHHYECKMX MCCIEIOBaHUM: oueHb YacTo (>1/10), gacto (ot >1/100 mo <1/10), Heyacro (ot >1/1000

1o <1/100), peako (ot >1/10000 go <1/1000), ouens pemnko (<1/10000).

2 JlaHHOE HexeNaTeNbHOe ABJIEHHE, KOTOPOE ObIIO OTHECEHO K KATETOPHH «OYeHb YACTO» Y NALUEHTOB, II0IyYaBIIUX

MOHTEJIYKAacT, TaKXKe ObLIO OTHECEHO K KAaTEerOpHH «OUY€Hb YacTO» Yy MAlMeHTOB, MOJIy4aBHIMX I1anebo B

KJIMHUYECKHUX UCCIICJOBAHUSAX.

3 kaTeropus 4acTOTHI: PEKO

4 JlaHHO€ HeXkeNaTeJbHOE SIBJICHHE, KOTOPOE OBLIO OTHECEHO K KATETOPHUM «UaCTO» y MAIUEHTOB, TOJNYYaBLIUX

MOHTCIYKACT, TAKKE OBLIO OTHECEHO K KaTeropun «4acTo» y IMAalHUCHTOB, MOJYy4YaBIINX rmaue60 B KIIMHUYCCKHUX

HCCJIICAOBAHUAX.

Ilepeno3upoBka

JIaHHBIX O CUMIITOMAX MEePEAO3UPOBKHU MPHU MPHUEME MOHTEITYKACTa MAlIUEHTaMU ¢ OpOHXUATHHOU
acTMoi B 11o3e, mpesbimaromeid 200 Mr/cyTku, B TeueHue 22 Henenb U B 1o3e 900 mr/cyTku B
TeueHue | Heenu He BBISBICHO.

Nmenu mecTo cirydan ocTpoii epeao3upoBku (mpuem He Meree 1000 Mr MOHTENTyKacTa B CYyTKH)
B IMOCTPETUCTPALIMOHHBIN EPUOJ U BO BpeMs KIMHUYECKUX UCCIIEIOBAHUM Y B3POCIBIX U JIETEH.
Knunandeckue u nabopaTtopHble JaHHBIC TPU ATOM CBUAETEILCTBYIOT O COOTBETCTBHH MPOQHIIs

0€30MacHOCTH MOHTENyKacTa y Jaered mpoduiro Oe30MacHOCTH Yy B3POCHBIX U TOKUIBIX



ot 09.02.2024 N= 2501

nanuenToB. Hambonee dYacTeIMM HexenaTesbHBIMH | [FBICHYBIMMA F OBIFA L HYBCTBO [ JKaK b,

COOTBETCTBYET 2KCNEPTHOMY OTYETY

COHJIUBOCTb, PBOTA, IICUXOMOTOPHOE BO30YyXJEHHE, TOJIOBHAs 00Jib, MUpHUA3, TUIIEPKUHE3BI U
00Jb B )KMBOTE.

Jleyenne cuMnTOMaTU4ECKOE.

JlaHHBIX O BO3MOXKHOCTH BBIBEJCHMS MOHTEIYyKacTa MyTEeM MEPUTOHEAIbHOrO uaiu3a WU
reMouanu3a Her.

B3aumojeiicTBHE ¢ APYrUMH JIeKAPCTBEHHBIMH CPeACTBAMH

MoHTenyKacT MOKHO Ha3Ha4aTh BMECTE C IPYTUMU JICKApCTBEHHBIMH CPEICTBAMH, TPAIUIIIOHHO
NPUMEHSEMbIMU U1 NPOPUIAKTUKU U JUIUTEIBHOrO JIeYeHHs] OpOHXHUANBbHONW acTMbl W/WIH
aJiepruyeckoro puHuTa. Pekomenyemasi TepaneBTHUECKas 1032 MOHTEIIYKacTa He OKa3blBalia
KIIMHUYECKH 3HaYMMOro 3ddekra Ha (hapMaKOKUHETHKY CISAYIOMUX MPernapaToB: TeoUILINHA,
NPEIHU30HA, MPEIHU30JIOHA, TEPOPATLHBIX KOHTPALEHTHBOB (3THHWIICTPAANOI/HOPITUHAPOH
35/1), repdenanrna, TUroOKCMHA U BapdapuHa.

AUC ymeHbIIIaeTcst y JIMI, OAHOBPEMEHHO Mojydaromux (Genobapoutan (mpumepHo Ha 40%),
OJTHAKO KOPPEKINH PEeKUMa JO3UPOBAHUS MOHTEITyKacTa TAKMM IMAI[IeHTaM He TpeOyeTcs.

B uccnemnoBanusix in VIitro yctaHoBIEHO, YTO MOHTeNyKacT HHruoupyet nzopepment CYP 2C8
crcTeMbl IuToxpoma P450, oiHaKo MpH KUCCIIEA0BaHUH JICKAPCTBEHHOTO B3aUMOCHCTBHS IN VIVO
MOHTEJIYKacTa M pOCHrIUTa30Ha (MeTabonusupyercs ¢ ydactueM wuzodpepmenta CYP 2C8
CHCTEMBI IIUTOXPOMA) HE TOTYYEHO TOATBEPXKACHHsI HHInOupoBanus MouTenykactom CYP 2C8
OTIOCPEIOBAaHHOTO0 METAa00IM3Ma Psijia JIEKapCTBEHHBIX NPEnapaToB, B TOM YHCIE, TAKIUTaKCeNa,
pPOCUTIIMTA30Ha, penarjiuHuia.

HUccnenoBanus in VIitro mokasanu, 4To MOHTEIyKAcCT sBiseTcs: cyocrtpaTtom m3odpepmertos CYP
2C8, 2C9 u 3A4. JlanHble KIMHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOTO B3aMMOJICUCTBUS B
OTHOLIEHMH MOHTelyKacta U rem@uOposmia (unrubutopa kak CYP 2C8, tak u 2C9)
JEMOHCTPUPYIOT, YTO TeMPrOpo3m1 noBsIIaeT 3p(HEKT CUCTEMHOTO BO3ACHCTBUS MOHTEIYKacTa
B 4,4 pa3a. CoBMeCTHBII NTPHEM UTPaKOHA30J1a, CHIIbHOTO MHrHOuTOpa n3opepmenta CYP 3A4,
BMecTe ¢ reMpuOpO3UIOM U MOHTEIYKACTOM HE NMPUBOIWI K JONOIHUTEIBHOMY MOBBIIIEHUIO
a(dexra CUCTEMHOTrO BO3JIEUCTBHS MOHTENyKacTa. Bnusame remduOpo3una Ha CHCTEMHOE
BO3/ICHICTBHE MOHTEIIYKACTAa HE MOYKET CYMTATHCS KITMHIHYECKU 3HAYMMBIM HAa OCHOBAaHHMH JaHHBIX
no 0e30MacHOCTH MpU NMPUMEHEHUH B J03aX, MPEBBIIIAIONMX O0A00peHHYy0 103y 10 Mmr mus
B3pOCIIbIX NAIMeHTOB (HampuMmep, 200 Mr/aeHb A7 B3pOCTBIX MAIIMEHTOB B T€UeHUE 22 HENENb U
110 900 Mr/meHb A1 B3pOCIIBIX MAlIMEHTOB B TeueHue 22 Henenb u 10 900 Mr/aeHs 171s marueHToB,
MPUHUMAIOIIMX IpernapaTr B T€YEHHE MPUMEPHO OJHOW HeNenH, He HaOIo[alloch KIMHUYECKU
3HaYMMbIX OTpULATENbHBIX 3¢¢ekToB). Takum o00pa3oM, NpPU COBMECTHOM IpueMe C

T CM(I)I/I6pO3I/I.HOM KOPPCKTUPOBKAa 03Bl MOHTCIYKACTa HC Tpe6yeTc;1. Ilo pe3yiibTaTaM
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HccaefoBaHUK  IN Vitr0 He mpeanonaraencs —KIMHWYECKH []3HAYAMBIX H (IEKap CTRGHHBIX

B3aUMOJICCTBUH ¢ JApyruMH U3BeCTHRIMH wuHTHOUTOpamu CYP 2C8 (mampumep, ¢
TpumeronpumoM). Kpome TOro, COBMECTHBIM IpueM MOHTEIYKAacTa C OJHUM TOJBKO
UTPAKOHA30JI0M HE IPUBOIUII K CYIIIECTBEHHOMY MOBBIIICHUIO 3 (heKTa CHCTEMHOTO BO3ACHCTBUS
MOHTEJyKacTa.

JleueHue 6DOHXOI[I/IJ'IaTaTODaMI/I

MoHTenykacT MOXHO JOO0aBUTh K JICUCHHUIO MAI[UEHTOB, y KOTOPHIX OpOHXHANbHAs acTMa He
KOHTPOJIMPYETCS  NPUMEHEHHWEM  OJHMX  OpoHxoawnatatopoB. llpm  mocTwkeHun
TepaneBTUYecKoro 3¢@dexra (0OBIYHO TOCHe MEepBOM J103bl1) HAa (OHE TEpalHH IpernapaToM
Dkranyct®, 103y GPOHXOAUIATATOPOB MOKHO HOCTENEHHO CHUKATh.

Muaransimonusie 'KC

Jleuenne npemapatom DkTamyct® obecreunBaeT JONOMHUTEIbHBINA TepaneBTHUECKUH dPdeKT
nalnuMeHTam, noiydaroumm Jiedenue uHramsuuonasiMu ['KC. [lpu poctuxkenun crabuimuzanuu
COCTOsIHUSA nanueHTa Bo3MoxkHO cHukeHue 10361 I'KC. Jlozy 'KC Hy»XHO CHMKATh IIOCTENEHHO,
0] HaOJIIOJICHHEM Bpada. Y HEKOTOPBIX MAIMEeHTOB mpueM HHramsanuoHHbeIXx ['KC mMoxer ObITh
MOJIHOCThIO OTMEHEH. He pexomeHnyeTcst pe3kas 3ameHa Tepanuu HHraasiuoHHeiMu ['KC
Ha3HaYeHHEM IpenapaTa DKTamyct”.

Oco0ble yka3anus

D¢ dekTBHOCTE MOHTETYKACTA ISl IPUEMa BHYTPb B OTHOIIEHUH JIEYEHHS] OCTPBIX MPHCTYIOB
OpOHXHaJIBHON aCTMbI HE YCTaHOBJIEHA, TO3TOMY MOHTEIYKACT HE PEKOMEHIyeTCs Ha3HAvyaTh JJIs
JICYEHUsI OCTPBIX MPUCTYNOB OPOHXUANBHON acTMbI. [1aliMeHThl JOKHBI BCerjia UMEeTh Ipu cebe
npenaparbl 3KCTPEHHOM TMOMOLIM Ui KYNUPOBaHMS NPUCTYNOB OpOHXMAIbHOM acTMbI
(MHTansAMOHHBIE [2-arOHUCTBI KOpPOTKOro JeiictBus). He crnemyer mnpekpamaTrh mnpuem
MOHTEJyKacTa B IMEpPHOJ 00OCTpeHHs OpOHXMAIbHON acTMbl M HEOOXOJUMOCTU NPUMEHEHHS
MIpPenapaToB SKCTPEHHON NOMOIIHM JIsl KyTUPOBAaHUSI IPUCTYIIOB.

[TarueHTsl € MOATBEPXKIECHHOM auleprued K auneTWICATMUWIOBOM KHCIOTE U JIPYrUM
HECTEPOUIHBIM MPOTHBOBOCHANNTENbHBIM mNpenaparam (HIIBII) He moKHBI MpUHUMATh 3TH
mpernaparsl B NEpPHUOJ JIEYEHUS MOHTENYKacTOM, IIOCKOJIbKY MOHTENYKacT, yIiydllas
JBIXaTEeNIbHYI0 (PYHKIIHIO Y MAlMEHTOB C aJUIEPruYecKoil OpOoHXHaIbHOM acTMOM, TeM He MEHee,
HE MOJKET MOJIHOCTBIO MPEIOTBPATUTh BhI3BaHHYI0 Y HUX HIIBIT 6poHXOKOHCTPHKIIHIO.

Jl03y NpUMEHSEMBIX OJHOBPEMEHHO C IIpenapaToM JKTanycT® uHransmuoHHbX I'KC MoKHO
MOCTENIEHHO CHWXXaTh NoJ HaOmrogeHueMm Bpauda. OnpHako peskoil 3ameHbl ['KC mpenapartom
DkTanyct® HpOBOAUTH HENb3S.

Camxenue 103l cucteMHbIx ' KC y nanueHToB, nomy4aromux IpoTHBOACTMAaTHYECKUE CPEJICTBA,

BKJIrO4as 6J10KaTOpLI HeﬁKOTpHCHOBLIX PEUCIITOPOB, COMPOBOXKIAAIOCH B PCAKHUX ClIydadx
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TIOSIBJICHUEM D03WHO(DMINY, CBIIM, YXYJIICHHEM JErqHHBIX|CHNIIEOMOB]] KapAHORONAAGOKNX

COOTBETCTBYET 2KCNEPTHOMY OTYETY

OCJIOKHEHUW W/WJIM HEHpOIaTUH, WHOT/A JUArHOCTUPYEMBbIX Kak cuHapoMm Yepmxa-Ctpocca —
CHUCTEMHBIH S03MHOMWIBHBIA BacKyiaWT. I[IpHUMHHO-CIENCTBEHHAs CBSA3b pPAa3BUTHA JTUX
HE)KEJIATeNbHBIX SBICHUH C Tepanmueld aHTaroHHUCTaMH JIEMKOTPUEHOBBIX PEIENTOPOB HE ObLIa
J0Ka3zaHa, TeM HE MeHee, HeOoOXOAMMO CcOON0IaTh OCTOPOXKHOCTH U IPOBOAMTH
COOTBETCTBYIOILlEE KIMHUYECKOEe HaOI0JeHne Npu CHKeHUM A03bl cucteMHbix ['KC 'y
NAlUEHTOB, IPUHUMAIOIIUX MOHTEIYKACT.

B cocTaB npenapaTa BXOAMT acrapTaM, KOTOPBIH SBISIETCS HCTOYHUKOM (DeHMIIaTaHuHA, TIOATOMY
npernapar He PEKOMEHJIOBaH K NMPUMEHEHHUIO MalueHTaM ¢ (QeHuIkeToHypueil. [lanmeHtsl c
(beHunKeToHypuei 0KHBI OBITH MPOMH(OPMUPOBAHBI, YTO KaXKJas >KeBaTelbHas TalieTka
COJIEPXKUT acmaptaM B KoiudectBe: Tad. 4 mr - 0,8 mr, Tab. 5 mMr - 1 Mr acmaprama, 4to
cootBercTByeT 0,45 1 0,56 Mr eHIIIaTaAHMHA COOTBETCTBEHHO.

VY nanueHToB, NPUHUMAIOIINX MOHTENYKACT, ObLTA OMUCAHbBI ICUXOHEBPOJIOTHUYECKIE HAPYILICHUS
(M. pasnmen «IlobGouyHoe aeiicTBHE»). YUUTHIBAs, YTO STHU CHUMIITOMBI MOTJU OBITh BBbI3BaHBI
OpyruMu  (GaKTOpaMy, HEW3BECTHO, CBSA3aHbI JIM OHHU C TPHUEMOM MOHTeNyKacta. Bpauy
HEOOXOIUMO OOCYIUTh JaHHOEC HEXKENATeIIbHOE SBJICHUE C MAlHCHTAMH W/HIU HX
ponutensmu/onekyHamu. [larmenTam u/umm Ux poauTeNIsiM/ONeKyHaM HEOOXO0JUMO OOBSICHUTD,
YTO B Cllydyae MOSIBICHUS MOJOOHBIX CHUMITOMOB HEOOXOJUMO COOOIIUTH 00 ATOM Jieyaliemy
Bpauy.

Biansinne Ha c1ocOOHOCTH YIIPABJIATH TPAHCIIOPTHBIMHU CPEeACTBAMM, MEXaHU3MaMU
JlaHHBIX, CBHUJETENbCTBYIOIMIMX O TOM, YTO IMPHUEM MOHTENyKacTa BIUSET Ha CHOCOOHOCTh
YOPABJISATh TPAHCHOPTHBIMU CPEACTBAMU WIIM JBHKYIIMMHUCS MEXaHHW3MaMU HE BBIABIICHO.
Opnako TpH MPUMEHEHWH Nperapara MOTYT BO3HHUKHYTh Takue MoOo4HbIe A (HEeKThI, Kak
TOJIOBOKPY)KEHHE U COHJIUBOCTh. BBHIy 3TOro, ciemyer coOnroAaTb OCTOPOKHOCTb HpU
yIOpaBICHUN  aBTOTPAHCIIOPTOM W BBHIIOJHEHUM  JAEWCTBUH, TpeOyIOIUX  OBICTPOTHI
MICUXOMOTOPHBIX PEAKIUH.

dopMa BbINIYCKa

TabeTku xeBaTENbHBIE 4 MT U 5 MT.

ITo 7, 10 unu 14 TabnaeTok B KOHTYPHYIO STYEUKOBYIO YITAKOBKY U3 TUIEHKH MOJUBUHUIXJIOPHIHOMN
i rieHku [IBX/TIBJIX 1 Gonbru amoMHUHUEBOM Me4aTHON JTaKUPOBAHHOM.

[To 1,2, 3, 4 KOHTYPHBIX SYEHKOBBIX YIAKOBKHU MO 7 TAOJIETOK WIIH 1O 2, 3 KOHTYPHBIX SUYCHKOBBIX
ynakoBKku 110 10 TabneTok, win no 1, 2 KOHTYPHBIX STUEHKOBBIX YIIaKOBKH 110 14 TabieTok BMecTe
C MHCTPYKIIMEH 10 MPUMEHEHHUIO MOMEIIAIOT B TAaUKy U3 KapTOHA JUIsl MOTPEOUTEIbCKON Taphl.
YciaoBus XxpaHeHUs

ITpu Temneparype He Boime 25 °C BO BTOpUYHOHN YIIaKOBKE (I1aYKe KAPTOHHOM).
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

ot 09.02 2024 N= 2501
XpaHUTh B HEAOCTYITHOM JIJIs IETE MECTE. (MOCNEOQBATENEHOCTE 0001

Cpox rogHoctu

2 rona.

He npuMeHSTh 10 HCTEYCHUH CPOKA TOTHOCTH.

YcaoBusi oTnycka

OTnycKaroT MO PeLernTy.

Baanenen perucTpanmoHHOro yaocroBepeHusi/OpraHu3anusi, NPUHUMAKIOIIAS TPeTeH3UH
norpeodurTesie

3A0 «Kanondapma npojakiiny», Poccus

141100, MockoBckas 0011., r.0. [ll€nkoso, r. I[&akoBo, yi. 3apeunas, a. 105.

Ten.: +7 (495) 797-99-54,

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

DnektpoHHbIii axpec: safety@canonpharma.ru

THonyuums 0ononnumenvHvle 0anHHble O npenapame, HANPAGUMsb NPEemeH3Ul0 Ha e20 Kaiecmao,
be30nacHocmy, coOOWUMb O HEHCeNAmeNbHbIX 1eKAPCMBEHHBIX PEAKYUAX MONHCHO NO meaepoHy:
8 (800) 700-59-99 (becriaTHas nuHusA 24 vaca) WK Ha caiiTe www.canonpharma.ru B paszeie
«[Tonutuka B 061acTu KauecTBay - «be30nacHOCThb MpemnapaToBy.

IIpousBoauTeab

3A0 «Kanondapma npogakimn», Poccus.

IIpouzso00cmeo 20moegoti 1ekapcmeenHol hopmol:

MockoBckas 0611, r.0. lllgnkoso, r. ll{énkoBo, yn. 3apeunas, ctp. 1056, k. 16

Ilepsuunas ynaxoexa:

MockoBckas o01., T.0. ll[énkoBo, r. lLl€nkoBo, yn. 3apeunas, ctp. 1056, k. 16

Bmopuunas (nompebumenvckas) ynakoska.

MockoBckas 0611., r.0. llIgnkoso, r. ll[éakoBo, yn. 3apeunas, ctp. 1056, k. 16

Buvinyckarowuii konmpons kauecmea:

MockoBckas o6, r.0. ll{énkoBo, r. lLl€nkoBo, yiu. 3apeunas, ctp. 1055, k. 11.

Ten.: +7 (495) 797-99-54,

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

Www.canonpharma.ru
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