NMHCTPYKIIMA
[1O MEAMINHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOTI'O ITIPEITAPATA

MonTtenap®
PerucrpaunoHHbIi HOMeEP:
Toprosoe naumenosanue: Montenap®.
MexayHapoaHoe HENATEHTOBAHHOE WJIM TPYNINMPOBOYHOE HAVMMEHOBAHHUE:
MOHTETYKaCT.
JlekapcTBenHnasi gpopma: TaOJIETKU, TOKPHITHIE TUIEHOYHOM 000JIOUKOMA.
Cocras
CocraB Ha 1 TabneTky:
A0po maodnemku:
Oelicmsyrowee 6eujecmso: MoHTenykact Hatpus — 10,40 mr (cooTBeTCTBYeT
MoHTenykacty — 10,00 mr);
gcnomozamenvHvle  geujecmea:  JIAKTO3bl  MoHoruapar — 89,10  wr,
TUIPOKCUITPONIMIILIEIIIFOIO03, THUI EF — 4,00 MT, LEJUTI0JI03a
MUKpokpucTaunueckas — 89,00 mr, kpockapmemioza HaTtpus — 6,00 Mr, Maraus
creapar — 1,50 mr.
niaeHounasa ooonouka maodnemku: onanpaii Oexespin I — 5,00 wr
(mommuBuHUNOBKIN cniupt — 2,00 mr, Tutana quokeua (E 171) — 1,21 mr, makporou
4000 — 1,01 mr, tanek — 0,74 Mr, kpacuTtelnb xene3a okcu xentoiid (E 172) — 0,04
MT, KpacuTellb jkene3a okcu kpacHbiid (E 172) — 0,003 mr).
Onucanme
bexeBbie, Kpyribie, ABOSIKOBBIMYKJIbIC TaOJETKH, TOKPBITHIE TUICHOYHOU
000JI09KOH, TTIaKKEe C 00EUX CTOPOH.
dapMmakoTepaneBTHYECKAs TPynna

CpenctBa aiist iedeHuss OOCTPYKTHUBHBIX 3a00J€BaHU JbIXaTeNbHBIX IyTeH; Apyrue



CpelcTBa CHUCTEMHOTO JACHCTBUSL ISl JIEUEHUS OOCTPYKTHBHBIX 3a00JeBaHUN
JBIXaTeNbHBIX MyTel; OJIOKaTOPBI ICHKOTPUEHOBBIX PELEITOPOB.

Kox ATX: RO3DCO03.

DapMaKkoJI0rH4ecKre CBOMCTBA

Dapmakoounamura

Hucrennun nerikorpueHsl (LTCy, LTD4, LTE,) siBIAIOTCS CUIBHBIMU MEIUATOPAMHU
BOCIIAJICHUS] — DUKO3aHOUIaMH, KOTOPBIE BBIJEIAIOTCS PA3HBIMU KJIETKAMH, B TOM
YuCJi€ TYYHBIMUA KIJIETKaMU 203MHO(MIaMHU. DTH BaKHbIE MPOACTMATUYECKUE
MEJMATOPhI CBSI3BIBAIOT C IUCTEUHUN JieHkoTpueHoBbiMU perienTopamu (CysLT).
Hucrennun nerikorpueHoBele penentopsl 1 Tunma (CysLTi- penenTopsr)
IMPUCYTCTBYIOT B JIbIXaTEIbHBIX MYyTAX YEIOBEKa (B TOM UUCIE, B KIETKAX TJIAIKUX
MBI OpOHXOB, Makpodarax) M APYIHX KJIETKaX IPOBOCHAJEHUs (BKIOYas
703MHOGUIBI W HEKOTOPHIE MUEJIOUJHBIE CTBOJIOBbIE KJIETKHM). LluctenHun
nerikorpuensl (CysLTs) koppenupyroT ¢ maTodu3noorueid OpoHXuaaIbHONH aCTMBI
u ajepruyeckoro punuta. Ilpum actme nelkoTpuUeH-OnocpeoBaHHbIE (D(PEKTHI
BKJIFOYAIOT  OpOHXOCHAa3M, yBEJIMYEHHE  CEKPEIMH  CIU3U, TOBBIIICHUE
IPOHUIIAEMOCTH COCYJIOB M YyBEJIWYEHHE KOJuuecTBa 2303uHOGMIOB. Ilpun
AQJUIEPTUYECKOM  PUHHTE  IIOCIE  BO3JACUCTBUSA  aJUIEPreHa  MPOUCXOJUT
BbIcBOOOXKAeHNE CysLTs u3 mpoBOCHAIUTENHHBIX KJIETOK CIU3UCTON O0OJIOUKH
MOJIOCTH HOCA BO BpEMsl paHHEH M MO3AHEN (a3 amiepruuyeckoll peakuuu, 4YTo
MPOSBIISIETCS] CAMIITOMaMH ajieprudeckoro puHuTa. [Ipu nnTpanasaibHoii mpobe ¢
CysLTs 6b110 Mpo1eMOHCTPUPOBAHO MOBBIIIEHUE PE3UCTEHTHOCTH BO3/TyXOHOCHBIX
nyTel HOCa U CUMIITOMOB Ha3aJbHOW OOCTPYKIIMH.

MoHTeNnyKacT — BBICOKOAKTUBHOE MPU MPUEME BHYTPb JIEKAPCTBEHHOE CPENCTBO,
KOTOpOE€ 3HAYMUTENIbHO YJIy4YlIaeT IOKa3aTeldd BOCHAJEHUs MNpU OpOHXHAIbHOU
actMe. Ilo pgaHHBIM OMOXMMHUYECKOTO U  (PapMaKOJOTMUYECKOTo aHaiu3a

MOHTEIYKACT C BBICOKUM CPOJICTBOM U M30MPATEIbHOCTHIO CBs3bIBaeTcst ¢ CysLT)



— peuenTopaMu, He B3aUMOJCUCTBYS C JPYrUMU (apMaKOIOTHYECKH BaKHBIMU
peuentopaMu B JAbIXaTElIbHBIX MyTAX (TaKUX Kak MPOCTArJIaHJANHOBBIE,
XOJIMHEPTUYECKHEe  WIM  [-aJipeHepruyeckue  peuentopsl).  MoHTemyKacT
uHruoupyet duzuonorudeckoe aeiicteue LTCy, LTD4, LTE4 myTem cBsi3bIBaHUS C
CysLT;-peuentopamMu, HE OKa3biBasi CTUMYJIUPYIONIErO JACHCTBHS Ha JIaHHbBIC
PELENTOPHI.

Mountenykact unrudupyer CysLT;-peuentopbl B AbIXaTEIbHBIX MYTSIX, YTO
MOJITBEPKIACTCS CIOCOOHOCTHIO OJIOKMPOBATH Pa3BUTHE OPOHXOCHA3Ma B OTBET Ha
Babixanue LTD4 y manimeHToB ¢ OpoHXuaapHOM acTMOM. J[03b1 5 MI JOCTaTOUHO 11715t
KyIHUpOBaHus OpoHxocnazMa, MHAyuupoBaHHOTO LTD,.

MoHnTenyKacT BbI3bIBAET OPOHXOAMJIATAIIMIO B TEYEHUE 2-X YacOB MOCIE MpUeMa
BHYTPb W MOXET  JIONOJHATH  OpPOHXOJWIATallMi0,  BbI3BaHHYK  [3-
aJpEHOMUMETHKAMM.

[IpruMmeHeHne MOHTETYKacTa B J103aX, MpeBbIaromux 10 Mr B 1eHb, TPUHUMAEMBIX
OJIHOKPATHO, 3(PPEKTUBHOCTD Mpenapara He MOBBIIIAET.

Dapmakokunemuka

Abcopoyus

MoHnTenykacT ObICTPO U TMPAKTHUYECKU TMOJTHOCTHIO BCAChIBAETCS MOCIE IMpUeMa
BHYTph U3 kenynouno-kumeyHoro tpakta (OKKT). [Ipuem mumm He BiIuseT Ha
OMOJIOCTYITHOCTh M MaKCHUMaJIbHy!0 KOHLEHTpaluutl0 (Cmax) B IJIa3ME€ KpPOBH.
buonocrymHocTh mipu npuemMe BHYTphb coctaBisieT 64%. Ilocie nmpuema tadneTkw,
MTOKPBITON TIICHOYHOM 0000uKoi, 10 Mr, Bpems IOCTHXEHHS MaKCUMAaJIbHOM
KoHIEHTpAUH (Tcemax) — 3 4.

Pacnpeoenenue

MoHTenyKacT CBSI3bIBaETCs ¢ OeIKaMu T1a3Mbl KpoBHU Oosiee yeM Ha 99%. Cpennuii
00bEeMM pacrpeiesieHds MOHTENIyKacTa COCTaBliieT B cpeaHemM 8-11 auTpos.

HCCJ’IGI{OB&HHH C PaAMOAaKTMBHO MCYCHBIM MOHTCIYKACTOM, IIPOBCIACHHLIC Ha



KpbICax, YKa3bIBaIOT Ha MUHHUMAaJIbHOE MIPOHUKHOBEHUE yepes
reMatosHIepannyeckuii  Oappep. Kpome TOro, KOHIEHTpAllMd MEUEHOTO
MOHTeJIyKacTa 4epe3 24 yaca mociie BBEJIEHUS ObUIM MUHUMAJIBHBIMH BO BCEX
IPYTUX TKAHSX.

Buompancgopmayus

MoHnTenykacT akTUBHO MeTaloiu3upyercs B TiedeHd. [lpu wucmoiab3oBaHUU
TE€paneBTUYECKHUX JI03 Ipernapara KOHUEHTpalus MEeTaOO0JIMTOB MOHTEIyKAacTa B
IU1a3Me KPOBU B PAaBHOBECHOM COCTOSIHUHU Y B3pPOCJIBIX U JETEN HE ONPEACIIAETCS.
[Ipeanonaraercs, 4Tro B MpoOIECC MeTadoJM3Ma MOHTENyKacTa BOBJICYCHBI
m3odepmentol muToxpoma P450 CYP (3A4, 2C8 u 2C9), npu 3ToOM B
TEpaneBTUYECKUX KOHIIEHTPAIUSAX MOHTENYKACT HE HUHTHOUPYIOTH30(EPMEHTHI
CYP: 3A4,2C9, 1A2, 2A6, 2C19 u 2D6.

Inumunayust

[Tna3mennsii kiupeHc — 45 mi/muH. [locnie nepopanbHOTO MpHUEMa MOHTEIIYKACT
MPaKTUYECKU MOJIHOCTHIOBBIBOJIUTCS Yepe3 KUIIeUHUK (0koJio 86%) u menee 0,2%
— TOYKaMH, YTO TIOATBEPXKIAET, UYTO MOHTEIYKACT M €ro METOOOJUTHI
AKCKPETUPYIOTCS IOUTH UCKITIOUYUTEIBHO C KETUbIO.

[lepuon mosyBbiBeAeHUs MOHTenykacTa (Ti,) y MOJNOABIX 3A0POBBIX B3POCIHbBIX
coctaBisger oT 2,7 a0 5,5 yacoB. PapMaKOKMHETHMKA MOHTEIYyKAacTa COXPAaHSET
MMPAKTUYECKHA JIMHEWHBIM XapakTep MpU IpueMe BHYTpb 103 cBbime 50 mr. Ilpm
IpreMe MOHTEIYKCTa B yTPEHHHUE U BEYEPHUE YaChl pa3inuuil (apMaKOKUHETUKU
He HaOmrogaetcs. [Ipu nmpueme 10 mr MmoHTenmykacta 1 pa3 B cyTku HaOIIOMAETCS
ymepeHHast (0koJ0 14%) KymyJislus akTUBHOTO BEILIECTBA B IJIa3Me.

Ocoovie zpynnsl nayuenmoes

Llon

dapMaKOKHHETHKA MOHTEIYKACTa Y )KEHIIWH U MY>KUUH UMEET CXOAHBIN XapakTep.

Hauuenmbz NnoJHICUNI0c0 803pacma



[Ipu oxgHOKpaTHOM mpueMe BHYTpb 10 Mr mMoHTenykacta (papMakOKWHETUYECKUN
npodunab U OMOJOCTYHNHOCTh CXOAHBI Y MAIlMEHTOB MOXHIOTO M MOJIOJOTO
Bo3pacrta. T, MOHTENIyKacTa U3 IUIa3Mbl KPOBU HECKOJIBKO JUIMHHEE y MAllMEHTOB
NOXWIOro Bo3pacta. Koppekuun 10361 MOHTENyKAacTa y MAllMEHTOB IOXKUIIOTO
BO3pacTta He TpeOyeTcsl.
lleuenounas neoocmamoyHocmo
Y IanueHTOB C NEYEHOYHOM HEIOCTATOYHOCTBIO JIETKOM M CPENHEN CTENEHU
TSYKECTH U KIIMHUYECKUMHU TIPOSIBJICHUSAMH IUPPO3a MMEUYEHH OTMEUYECHO 3aMEJIJICHUE
MeTabonIM3Ma MOHTENIYKacTa, COIMPOBOXKIAIONIEECS YBEJIMYEHUEM IUIOLIAAN MOJ
(dhapMaKkOKHUHETHYECKOM KpHUBOM «koHIEHTpauus-BpeMs» (AUC) npuban3utenbHoO
Ha 41% mnoclie OAHOKPAaTHOTO MpueMa MOHTeNykacta B no3e 10 mr. BriBenenue
MOHTEJIYKAacTa y 3THUX NAlMEHTOB HECKOJBKO YBEIUYHMBAETCS MO CPAaBHEHHUIO CO
3I0POBBIMU CyOBbEKTamMu (CpeaHee BpeMs MmoyBbiBeAeHus — 7,4 yaca). Mi3meHenus
J03bI MOHTETyKAcTa JUIsl MIALIMEHTOB € IEYEHOYHOM HEJOCTATOYHOCTBIO JIETKON WIIN
CpElHE! CTENEeHU TKECTU He TpeOyercs. JlaHHbIX 0 XapakTepe (papMaKOKMHETHKU
MOHTEJIyKacTa y MallMeHTOB C THKETIOW MeYeHOUYHON HEeIOCTaTOUYHOCThIO (Oosee 9
6amoB 1o mkane Yaina-I1s10) Her.
lloueunas nedocmamounocms
[TockoJIbKy MOHTEIYKAacT M €ro MeTaOOJIUThl HE SKCKPETUPYIOTCS MOYKAMH,
(hapMaKOKMHETHKA MOHTEIIyKacTa y MallM€HTOB C MOYEYHON HEJOCTATOYHOCTHIO HE
olleHMBas1ach. Koppekuuu 10361 MOHTEIYKACTa ISl 3TOW TpyNIbl MAIUEHTOB HE
TpeOyeTcs.
IToxa3zaHus K NPUMEHEHHIO
e MoHTenyKacT MoKa3aH AJisl JIeYeHUs] OpOHXHUAIbHOU acTMbl (B KOMIUJIEKCHOM
TEparnuu) y MalMeHTOB ¢ MEPCUCTUPYIONEH OPOHXHAIBHONW aCTMOM OT JIETKOM

0 YMEPEHHOW CTENEHU TIHKECTH, KOTOpass HEAOCTATOYHO KOHTPOIUPYETCS



IPUEMOM HMHTAJSIIMOHHBIX TIIOKOKOPTUKOCTEPOUIOB, a Takke y OONbHBIX, Y
KOTOPBIX IPUMEHEHHE aroHUCTOB OeTa 2-aJpeHOPELENTOPOB KOPOTKOTO
JIEUCTBUA 110 HEOOXOAUMOCTU» HE 00ECIEUNBAET JOCTATOYHOTO KIMHUYECKOTO
KOHTPOJISI OpPOHXHUAJILHOW acTMbI. Y TMallMEHTOB ¢ OpOHXHAILHONW acTMOM,
KOTOPbIM TIOKa3aH MOHTEIIYKACT, Npernapar Takke O0JeryaeT CHUMITOMBI
CE30HHOT0 aJUIEPrUYeCKOro pUHUTA.

e MoHTenyKacT rnokasas Jijisi poUIakTUKH OPOHXUATIBLHOM aCTMBI, PU KOTOPO
JOMUHHUPYIOIIMM KOMIIOHEHTOM SIBJISIETCS OpOHXOCHAa3M, WHIYLHMPOBAHHBIN
(puznyecKoil Harpy3Kou.

IIporuBonmoka3zanus

e ['WnepuyBCTBUTEIBHOCTh K MOHTEIYKACTy WM K JHOOOMY M3 KOMIIOHEHTOB
npenapara;

® PpEIKHE HACJEJICTBEHHBIE 3a00JIEBaHNs, TAKNE KaK HEIIEPEHOCUMOCTD JIAaKTO3BL,
ne(ULNT JaKTa3bl WM TITI0KO30-TajJakTo3Has MalibabcopOLus;

® JeTCKUU Bo3pact 10 15 neT (s JaHHOW JeKapCTBEHHOM (hOpMBbI).

IIpumeHenne npu 6GepeMEHHOCTH U B IIEPUOJ TPYIHOI0 BCKAPMJINBAHMS

IIpumenenue npenapara Montenap® npu GEpeMEHHOCTH W B IEPUOJ JIAKTALUK

BO3MOXHO TOJIBKO B TOM Cjyyae, €Clid MpearosiaraeMas IoJib3a Uil MaTepu

MPEBBIIIACT MOTEHIMANIbHBIA PUCK JId IJlona Wi pebenka. B xoxe

MOCTPETUCTPALIMIOHHOIO TPUMEHEHUS MOHTENyKacTa COOOMIATIOCh O Pa3BUTUHU

BPOXKACHHBIX JE€(PEKTOB KOHEYHOCTEH Yy HOBOPOXKIACHHBIX, MaTepud KOTOPBIX

OPUHUMAIM MOHTEITYKACT B MEpUOJ OEPEMEHHOCTH. BOJIBIIMHCTBO 3TUX JKEHILWH

TaK)Ke MPUHUMAJIH APYTHUE MpernapaThl JJisl IedeHHsI OpOHXUATbHON aCTMBbI B IEPUO]T

o6epemenHocT. [IpunHHO-CIIEICTBEHHAS CBSI3b MEXKAY NMPUEMOM MOHTEIyKacTa U

Pa3BUTHEM BPOXKIEHHBIX J€(EKTOB KOHEUHOCTEN HE YCTaHOBJICHA.

HCI/I3BeCTHO, BBIICIACTCA JIM MOHTCIYKACT C TI'PYAHBIM MOJIOKOM. HOCKOHBKy



MHOTHE JIEKapCTBEHHBbIC IMpenapaTbl BBIACIAIOTCS C TPYAHBIM  MOJIOKOM,
HEeOOXOMMO yYMTBIBATL 3TO IIPU Ha3HAUYEHHMHU mnpenapar Monrenap® KOpMSIIUM
IPYIBIO KEHITUHAM.

Cnocod npumMeHeHMsI M 103bI

BryTps, 1 pa3 B cyTKH, HE3aBUCUMO OT BPEMEHU TIpHeMa MHIIIH.

Jlis nedeHus GpouxuanvHol acmmul npenapar MonTenap® ciemyeT IPUHEMATEH
BEUCPOM.

B3pocnvie u 0emu 6 6ospacme 15 nem u cmapuie

Jlo3a juist B3pOCHBIX U JieTed crapiie 15 et cocrapnser 1 TaGieTKy, MOKPBITYIO
MJIEHOYHOUM 0005104K0#, 10 MTI' B CyTKH.

[TatiueHTBl C OpPOHXUANLHOU acmMOU U Al1epeUdecKUM PUHUMOM JTOJDKHBI
npuHMMaTh 1 TabneTky npenapata Monrtenap® 1 pas B CyTKH, BEYEPOM.

Obwue pexomenoayuu

TepaneBrrueckoe aeiicTre npenapara MoHTenap® Ha IIOKa3aTeN, OTPAKAIOIIIE
TeUCHUE OPOHXHMAIBHOW aCTMBI, pa3BUBACTCA B T€UCHHUE TMepBoro nHsA. [lammeHTty
CJI€y€eT IPOAOJIKATh IPUHUMATE Ipenapat MonTtenap® Kak B IEPUOJ JOCTUKEHHS
KOHTPOJISL HaJl CUMITOMaMH OpPOHXHUATBHOW aCTMBI, TaK M B MEPUOJ 000CTpEHUS
OpOHXHAITLHOW aCTMBL.

Hasnauenue npenapama Monmenap® oonospemenno ¢ opyaumu 6udamu iedenust
OPOHXUAILHOU ACMMbl

[Ipenmapar MonTenap® MokeT ObITh J00aBIE€H K JIEYEHHIO IAlUEHTa
OpoHXOUIATATOPAMU W UHTAIAIIMOHHBIMU TITFOKOKOPTUKOCTEPOUIaMHU (CM. pas3el
«BzanmoielicTBHE ¢ APYTUMU JICKAPCTBEHHBIMH CPEICTBAMI ).

Ocobvie epynnvi nayuenmos

JIJTsI TIOKUITBIX MTAIIMCHTOB, TTAIIMEHTOB C MOYECYHOUW HEJOCTATOYHOCTHIO, ITAIIMCHTOB
C JISTKUMH WJIH CPEIHETSDKEIBIMH HapyIICHUSIMU (YHKIUHA TICYCHH, a TaKKe B

3aBUCUMOCTH OT TI0JIa CIIEIIUATILHOTO TT0100pa 036l HE TpeOyeTcs.



ITo6ouHOE HelicTBHE

B uenom npemapar Montenap® xopomo mnepenocurcs. IloGounsie >(PeKTh
0OBIYHO OBIBAIOT JIETKUMU U, KaK MPaBUIIO, HE TPeOyIOT OTMEHBI npernapaTa. O0mas
yacToTa MoO0OUHEIX YGPEKTOB IPH JIeUeHUH mpenaparoM MoHTenap® comocTaBuMa
C MX YaCTOTOM IPH MpUeMe IIaneoo.

Jlemu ¢ eéo3pacme om 2 00 5 1em ¢ OpoHXUANLHOU ACMMOT

B knmHHYECKHX MCCIIENOBAaHUSIX MOHTENYKACTA MPUHSIN ydacTue 573 nauueHTa B
BO3pacte oT 2 10 5 neT. B 12-HenenbHoM m1ane60-KOHTPOIUPYEMOM KIIMHUYECKOM
UCCJICIOBAHUM €TMHCTBEHHBIM HexenarelbHbIM siBieHueM (HS), onieHeHHBIM Kak
CBSI3aHHOE C TMPUEMOM Tipernapara, HabOmogaBmuMcs y >1% mnanueHToB,
NPUHUMABIINX MOHTEIYKACT, U 4Yalle, YeM B TPYIIIE MalMEHTOB, MPUHUMABIINX
miane6o, Obuta xxaxaa. Pazmuuns nmo yactore ganHoro HS Mexay AByms rpymnmnamMu
JiedeHus ObUIM CTAaTUCTUYECKU HE3HAYMMBIMHU.

B o0mieit cinoxuocT 426 nmareHToB B BO3pacTe OT 2 /10 5 JIET MOJYYUIIH JICUCHUE
MOHTEIYKAaCTOM B TE€UYEHHE KaK MUHUMYM 3 MecsieB, 230 — B TeueHne 6 MecsLeB
win Oosiee IIMTENIbHO, U 63 mammeHTa — B TedueHue 12 MecdieB uin Oolee
mmtenbHo. [Ipu Gonee pymurensHOM jedenun npoduins HA He usmenumics.

Jlemu ¢ 6o3pacme om 2 00 14 n1em c ce30HHbIM an1epZudecKuUmM PUHUMOM

B 2-nmenenpHOM 11a11e00-KOHTPOJIMPYEMOM  KJIMHUYECKOM HCCIIEIOBAHUU C
MPUMEHEHUEM MOHTENIyKacTa JJIsl JICYEHUSI CE30HHOTO aJUIepru4ecKoro pUHHUTA
npuHsan ydyactue 280 manueHToB B Bo3pacte oT 2 Ao 14 ner. MoHTemykact
MIPUHUMAJICS TTallUeHTaMu | pa3 B IeHb BEYEPOM U B IIEJIOM XOPOIIO MEPEHOCHIICS,
npodusib 0€30MacHOCTH Tpenapara ObUT CXOXKUM € MpoduiieM O0e30MacHOCTH
miare6o. B JTaHHOM KIIMHUYECKOM HUCCIICIOBAHUH HE ObUTH 3aperucTpupoBansl HA,
KOTOpbIE OBl PACIEHUBAJIMCH KaK CBS3aHHBIEC C MPUEMOM Ipenapara, HabJ01aauch
Obl y >1% mnanueHToB, MPUHUMABIIMX MOHTEIYKACT, M 4Yalle, 4YeM B TPYIIIe

MMalrCHTOB, IIPUHUMAaBIIUX Hnaue60.



Jlemu ¢ 6o3pacme om 6 00 14 n1em ¢ OponxuanvbHOU acmmou

[Ipoduns Oe3omacHOCTH mpemapara y AeTei ObLI B IEIOM CXOX C MpoduiieM
0€30MacHOCTH Y B3pOCIIBIX M COMOCTaBUM C TIpoduiieM 6€30MacHOCTH miiaedo.

B 8-memenbHOM  11a11e00-KOHTPOJIUPYEMOM  KIMHUYECKOM  MCCIIEIOBAaHUU
eAMHCTBEHHbIM HSl, OLIEeHEHHBIM Kak CBSI3aHHOE€ C NPHEMOM Iperapara,
HaOmoaaBmMUMcs y >1% ManueHToB, NPUHUMABIIMX MOHTENIYKACT, U Yallle, YeM B
rpymne MalueHToB, IPUHUMABIIUX TIanedo, Oblia TonoBHas 0oib. Pazmuuue mo
4acTOTE MEXKIY ABYMsI IpyIIIaMH JIEYeHHsI ObLJIO CTATUCTUUECKU HE3HAYNUMBIM.

B uccnenoBaHusx mo oneHke TeMma pocta npoguiab 0€30MacHOCTH Yy MAlMEHTOB
JAHHOM BO3pPACTHOM TpPYyIIbI COOTBETCTBOBAJ pPAHEE OMHCAHHOMY MPOQUIIO
0€30MacHOCTH MOHTETYKacTa.

[Tpu Gosee nnurensHOM JieueHuu (6oiiee 6 mecsiteB) nmpodunb HA He uzmenuncs.
B3pocnvie u oemu 6 6o3pacme 15 nem u cmapuwie ¢ OpoHXUAIBHOU ACMMOU

B nByx 12-HeaenpHBIX M1a11€00-KOHTPOIMPYEMBIX KIMHUYECKUX UCCIIET0BAHUSAX C
aHAJIOTUYHBIM JU3aWHOM €IMHCTBEHHBIMU HJl, OlleHEeHHBIMH KaK CBSI3aHHBIC C
npueMoM TipemnapaTta, HaOmofaBmmecs y >1% TanueHToB, MNPUHUMABIINX
MOHTEJIYKACT, U Yalle, 4YeM B TPYIIIe MalUeHTOB, MIPUHUMABIIUX IJ1a1ie00, OblIN
007U B )KMBOTE U T'OJIOBHAs 00Jb. Paznuumne no yactore Mexay ABYyMs IpynnamMu
JedeHus ObUIO CTaTUCTUYECKUE He3HAUUMBIMU. [Ipu Gosnee 1yiuTenbHOM JIedeHHH (B
TedeHue 2 jeT) npopuib HA He uzmenuics.

B3pocnvie u 0oemu ¢ eo3pacme 15 nem u cmapuie ¢ ce30HHbBIM A11€PZUYECKUM
PUHUmMOM

MoHnTenykacT nNpuHUMAiCs NanuMeHTaMu | pa3 B JI€Hb YTPOM WJIM BEYEPOM U B
IIEJIOM XOPOIIIO MEePEeHOCUIICs, MPoduiib 6€30MaCHOCTH MpermapaTa ObLT CXOKUM C
npoduiieM Oe3onacHocTH Ianedo. B mnanedo-KOHTPOIUPYEeMbIX KIMHHUYECKHX
UCCJIeIOBAHUSIX HE ObLTN 3apeructpupoBanbl HS, KoTopbie Obl paclieHUBAIUCH KaK

CBA3aHHBIE C TMPUEMOM TMpemnapara, HaOmoganuch Obl y >1% malueHToB,



NPUHUMABIIUX MOHTEIYKACT, U Yalle, YeM B TpYIIe MalueHTOB, MPUHUMABIINX
miane6o. B 4-HenenpHOM Mm1are00-KOHTPOIUPYEMOM KIIMHUYECKOM HUCCIICTIOBAHUH
npoduiib 6€30MaCHOCTH MOHTEIyKacTa ObLI CXOXUM C TaKOBBIM B 2-HEENbHBIX
uccienoBanusx. Yactora BOSHUKHOBEHMSI COHJIMBOCTU TIPU IIpUEME MOHTEIyKacTa
BO BCEX MCCJICIOBAHUAX ObLJIa TAKOM K€, KaK IPH MprueMe Iiareoo.

B3pocnvie u oemu 6 e6o3pacme 15 nem u cmapuie ¢ Kpy2no2o0uuHvIM
aniepeudecKumM pUHUmMoM

MoHnTenykacT NpUHMMAJICS TalueHTaMd 1 pa3 B JIeHb M B II€JIOM XOPOIIO
nepedocuics. [Ipodunbp Ge3omacHOCTH mpenapata ObLI CXOXHM C MOpoduieMm
0e30MacHOCTH, HAOJNIOAABIIMMCS TIPU JICYCHUU TMAIUEHTOB C CE30HHBIM
AJUIEPTUYECKUM PUHUTOM M TpH TpueMme Iuianedo. B MaHHBIX KIMHUYECKUX
MCCJICIOBAHMX HE ObLIN 3aperucTpupoBanbl HS, KoTopeie ObI paciieHUBAIMCh KaK
CBSI3aHHBIE C TIPUEMOM IIpernapara, HaOmogamuch Obl y >1% mnanueHTos,
NPUHUMABIIUX MOHTEIYKACT, U Yalle, YeM B TPYIIE MalueHTOB, MPUHUMABIINX
miarne6o. YactoTa BOZHUKHOBEHHUSI COHJIMBOCTH TPU MIPHEME MOHTEIyKacTa ObLia
TaKOM ke, KaK MPpHU IpuemMe miaredo.

0000uwennblii ananus pe3yibmamoe K1uHUYeCKUX Uccie008anuil

brut npoBenen 00001eHHbIN aHanu3 41 m1aie60-KOHTPOIUPYEMOT0 KITMHUYECKOTO
uccinenoBanus (35 uccienoBaHuil — ¢ y4yacTUEM MAlMEHTOB B Bo3pacte 15 ner u
crapiie; 6 UCClIeI0BaHUN — C y4yacTHEM MallMeHTOB B Bo3pacTe oT 6 10 14 ner) ¢
NPUMEHEHUEM YTBEPKIAEHHBIX METOJIOB OLEHKH cyunuaanbHocTH. Cpeau 9929
MalMeHTOB, MPUHUMABIINX MOHTENyKacT, u 7780 mManueHTOoB, MPUHUMABIINX B
JAHHBIX UCCIIEAOBAHUAX TuTare0o0, OBLT BBISBICH OAWH TMAIUEHT C CYUIUIATBHON
HAaCTPOCHHOCTHIO B TPYIIIE MAIIMEHTOB, MPUHUMABIITUX MOHTeNIyKacT. Hu B ogHOMU
U3 TPYMI JICYCHHUS HE ObUIO COBEPIIICHO HHM OJTHOTO CAaMOYOHMICTBA, CyUITUAATBHON
MOMBITKKM WAW JPYTUX TOATOTOBHTEIBHBIX JEWCTBUH, YKa3bIBaBIIMX Ha

CynnaaJibHOC IMOBCJACHUC.
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OtnenbHO ObUT MpoOBeAEH 0000IIEHHBIM aHanu3 46 MmiIane60-KOHTPOIUPYEMBIX
KJIIMHAYECKUX HccaeaoBaHuil (35 uccienoBaHWid — C y4aCcTHEM ITALMEHTOB B
Bo3pacte 15 net u crapure; 11 uccnenoBanuii — ¢ y4acTUEM MALIMEHTOB B BO3pPAcCTe
oT 3 mecs1eB A0 14 jeT) Uit OleHKH HeOIaronpusTHRIX oBeAeHUYeCKUX 3D (PeKToB
(HII2). Cpemn 11673 nanueHTOB, NPUHUMABIIMX B H3THUX HCCICIOBAHUIX
MOHTeJNIyKacT, U 8827 malueHToB, MPUHUMABIIUX IJIae00, MPOIEHT MalMEHTOB,
uMeIMnX Kak MuHUMyM oauH HIID, cocraBun 2,73% cpean npUHUMAaBIIMX
MOHTEeNyKacT, u 2,27% - cpeau NpUHUMAaBIIMX IUIAale00, OTHOIICHHWE LIAHCOB
coctaBmwio 1,12 (95% nosepurenbusiil untepsai [0,93;1,36]).

[To manubiM BcemupHoi opranuzauuu 3apaBooxpanenus (BO3) HexenaTenbHbie
ABJICHUS KJIaCCU(UIUPOBAHBI B COOTBETCTBUU C UX YaCTOTOM PA3BUTHS CIIELYIOIINM
obpazom: oyeHb yacto (>1/10), wacto (>1/100, Ho <1/10), Heuacto (=1/1000, HO
<1/100), peaxo (=1/10000, wo <I1/1000), ouenp peaxo (<1/10000), ugactota
HEU3BECTHA (Ha OCHOBAHUHU UMEIOIIMXCS JAHHBIX OLIEHUTh HEBO3MOXKHO).
HexenatenbHble peakuu, 0 KOTOPBIX COOOIIAIOCH B IEPUOJI TOCTMAPKETUHIOBOTO
OPUMEHEHUS TIpenapara, MEpEeYUCIeHbl HHMKE B COOTBETCTBUM C CHCTEMHO-
OpraHHBIMH KJacCaMU U CHEUU(PUUECKUMU HEXKENaTeIbHBIMU  PEaKLIUSIMHU.
Kareropuu 4acToThl ObLIM OLIEHEHBI HA OCHOBE COOTBETCTBYIOIIUX KIMHUYECKUX
UCCIICJOBAHUM.

Hngpexyuu u unsasuu:

OY€Hb YaCcTO: MHPEKLUH BEPXHUX AbIXaTEIbHBIX ITyTEH! .
Hapywenus co cmoponst Kposu u 1umgpamuueckoli cucmembi:
PEIKO: MOBBIIICHHAS CKIIOHHOCTh K KPOBOTCUCHUSIM,

OYCHb PEJIKO: TPOMOOIIUTOIICHHS.

Hapywenus co cmoponbt uMmyHHOU cucmembl:
HEYACTO: PEaKIMK TUIIEPUYBCTBUTEILHOCTH, BKIIIOUasl aHA(UIAKCHIO,

OYCHb PEAKO: F03MHOPMIbHAS MHOUIBTPAIIHS TICUCHHU.
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Icuxuueckue HapyweHus:

HEYACTO: QXHUTAIWs, BKJIIOYAs AarpecCUBHOC TIOBEACHUE WU BPAXKICOHOCTD,

TPEBOXXHOCTh,  JCTPECCHsS,  TATOJOTHYECKHE  CHOBHUJCHHUSA, OCCCOHHUIIA,

TICUXOMOTOpPHAs TUTIEPAKTHBHOCTD (BKITIOUAs Pa3IpaKUTEIBHOCTh, OECITOKOMCTBO U
2

TPEMOpP~), COMHAMOYJTU3M,

PEKO: HapyllIeHNEe BHUMAHUS, HApyIICHUE TTaMsTH, THK,

OYCHb PCAKO: IaJUIFOIUHAIINKU, AC30PHUCHTALINA, I[I/IC(l)eMI/IH, CynuuaaJIbHbIC MBICJIN

U TIOBEJICHHE (CYUIIUAAIBHOCTD), 00CECCUBHO-KOMITYJIbCUBHBIE CUMIITOMBI.
Hapywenus co cmoponwst nepsHoti cucmembi:
HEYaCTO: FOJIOBOKPYKEHHE, COHIMBOCTb, TAPECTE3UsI/TUIIECTE3US,

OYCHBb PCAKO: CyAOpPOru.

Hapywenus co cmoponwl cepoya:

PEKO: yYallleHHOE cepIieOneHue.

Hapywenus co cmopoHbl ObixamenvbHoU cucmemsl, OpeaHo8 2pyoHol KIemKu U
cpeodocmeHusL:

HEYacTO: HOCOBBIE KPOBOTEUCHMUS,

OuYeHb peaKo: cuHapoM Yapmka-Ctpocc, ierouynas 303uHOGUITHS.

Hapywienus co cmopomul s#ceny00dHO-KUUEYHO20 MPAKMA:
4acTo: Auapes’, TOIHOTA®, pBOTa’,
HEeuacTo: JHCIICIICHS,

HaCcTOTa HCU3BCCTHA! ITAHKPCATHUT.

Hapywenus co cmoponbl neuenu u JHceauesbl800auux nymei:
4acTo: YBEJIMYEHUWE AKTUBHOCTH  ajaHuHaMuHOTpaHcdepassl (AJIT) wu
acnaptaramuHoTpancdepasbl (ACT) B kpoBH,

O4YCHb pPEIKO. TICIIaTUT (BKH}O‘IaH XOJIECTATUYCCKUC, TICIIAaTOLCIUIIOIAPHBIC M

CMEIIaHHbIE MMOPAKEHUSI TIEUEHN ).

HapymeHuﬂ CO CMOPOHbL KOJICU U NOOKOJMCHBIX MKAHEI:
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YacTO: BBICHITAHUS®,
HEYACTO: CKJIOHHOCTH K (POPMHUPOBAHUIO TE€MATOM, 3y/]l, KPAIMBHUIIA,
PEKO: aHTMOHEBPOTUYECKUI OTEK,

OYCHBb PCAKO: Y3JIOBATaA 3pUTCMA, MHOFO(bOpMHaH puUuTcMa.

Hapywenus co cmoponvt mbiuieuHo, KOCMHOU U COeOUHUMENbHOU MKAHU.!
HEYacTO: apTpaJITHsi, MUAITHS, BKIIIOYAsi MBIIIICYHBIE CYIOPOTH.

Hapywenus co cmoponst nouex u Mouesbigo0sujux nymei:

HEYaCTO: SHYPE3 y JIETEM.

Obwue HapyuieHUus u peakyuu 8 Mecme 68e0eHUs.

4acTO: acTeHus (C1ab0CTh)/yCTaNI0CTh, OTEKH, TINPEKCHS,

! lannas HexenarenbHas peakiys, KOTopas OblIa OTHECEHA K KaTETOPUM «OYE€Hb
4acTo» Yy MAaIlMEHTOB, MOJYYaBIIMX MOHTEIYKACT, Takke Oblla OTHECeHa K
KaTeropuu «O4Y€Hb YacTO» y MAalMEHTOB, MOJYYaBIIUX IJIale00 B KIMHUYECKHUX
UCCIIEJOBAHUSIX.

2 Kareropus 4acToThl: PEIKO.

3 JlaHHas HeXKeNaTeabHas PeaKius, KOTopas Oblla OTHECEHA K KATETOPHHU «9acTO» Y
MAIMEHTOB, TOJYYaBIIUX MOHTEIYKACT, TakKe OblJla OTHECEHa K KaTeropuu
«4acTo» y MaIMeHTOB, MOTYYaBIINX MJ1ale00 B KIMHUYECKUX UCCIETOBAHUSIX.
Ilepeno3upoBka

JIaHHBIX O CUMIITOMAaX MEPEAO3UPOBKU MPU MPUEME MOHTEIyKacTa MalueHTaMH C
OpoHXHAIBHON aCTMOM B J103€, TipeBbImatomniei 200 Mr B CyTKU B TeUeHUE 22 HEEIb
u B 103¢ 900 M B CyTKHM B T€U€HHE | Hellenu, He BBISBIICHO.

Nmerotcst coobmieHuss 00 OCTpoit NEepeo3upoOBKE MOHTENyKacTa y JeTed U
B3pocibix (mpuem He MmeHee 1000 mr mpenapara B cyTku). KinumHuueckue u
Ja0opaTopHble AaHHBIE TPU ITOM CBUJETEIBCTBYIOT O COOTBETCTBUM MPOQUIIS
0e30MacHOCTH MOHTENyKacTa y jAeredl mpoduiito Oe30MacHOCTH y B3POCHBIX U

IIOKUJIBIX ITalTMCHTOB. Hawnbosiee yacTeIMU CMMITOMaMH OBLIH YYBCTBO JKaXX/Ibl,
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COHJIUBOCTb, PBOTA, MUJpPHA3, TUIEPKUHE3bI, TMCUXOMOTOPHOE BO30YXKIEHUE,
roJIOBHAs1 00JIb U 00JIb B )KUBOTE.

Jleuenue: mpoBeIeHNE CUMIITOMATUYECKOMN Teparuu.

JIaHHBIX O BO3MOXHOCTH BBIBEJACHHS MOHTEIIyKAacTa ITyTE€M IE€PUTOHEATIBHOIO
UaIn3a WIK TeMOINAIN3a HET.

B3aumoneiicTBHe ¢ IpyrumMu JeKapcTBEHHbIMU CPeICTBAMH

MoHTenyKacT MOKHO Ha3Ha4yaTh BMECTE C IPYTHUMHU JIEKAPCTBEHHBIMU CPEICTBAMM,
TPAJAUIIMOHHO TPUMEHSEMbIMU 11 MPOGUIAKTUKH W JIUTEIBHOTO JICUYEHUS
OpOHXHAJIBHOW aCTMbI, TaKUMHU Kak OpOHXOAMJIATATOPbl W HWHTASIIMOHHbBIC
[IIFOKOKOPTUKOCTEPOUIbl. PekomenayeMas TepaneBTHUUecKas J03a MOHTEIyKacTa
HE OKa3bIBajla KIMHUYECKH 3HAaUUMOro 3¢ dexra Ha (hapMaKOKHMHETUKY CIETYFOIINX
npenaparoB:  TeoQWIMHA,  NPEIHU30HA,  MPEAHU30JIOHA,  MEPOpaIbHBIX
KOHTPAILIENTUBOB  (3TUHUIACTPaANOJ/HOpAITUHCTEpOoH  35/1),  Tepdenanuna,
JUTOKCHHA U Bap(apuHa.

3HayeHue mMokaszaTeNsl IUIONIaAu TMOJi KpUBOM «koHIEHTpauus-BpeMs» (AUC)
yMEHBIIIAETC Yy  JHI, OJHOBPEMEHHO  Mojdyyaromux  ¢eHobapouTan
(mpubnmsutensHo Ha 40%), OgHAKO KOPPEKIHMH pEeXUMa JO03WPOBAHUS
MOHTEJIyKacTa TAKUM NalMeHTaM He TpeOyeTcs.

B wuccnemoBaHusx inm  vitro yCTaHOBIIEHO, YTO MOHTEIYKACT SIBIISIETCA
NnoTeHIMaNbHBIM HHTHOUTOpOoM n3opepmenta CYP 2C8 cucremsl nuroxpoma P450,
OJIHAKO JIaHHbIE KJIWHUYECKUX UCCJICNOBAHUM B3aUMOJCHCTBUS «IIpernapar-
npenapar», BKIIOYAIOIIUX MOHTEIYKACT M POCUTIUTA30H (METaO0OIU3UPYETCS C
yuactueM nzodepmenta CYP 2C8 cucremsl nuroxpoma P450) 6110 mokazaHo, 4To
MOHTEeNyKacT He wuHruompoBan wuszodpepment CYP 2C8. CnenmoarensHo,
MOHTEJIYKACT HE OKa3bIBA€T 3aMETHOTO BIHMSHHUS Ha META0OJU3M JIE€KaPCTBEHHBIX
npenapaToB, META0OJU3UPYIOITUXCS TUM (PEepPMEHTOM (HAmpUMep, MaKIUTaKCell,

POCUTJINTa30H U PENArIMHUL).
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UccnenoBanus in vitro mokasaiu, 4TO MOHTENTyKacT siBisiercsi cyocrpatom CYP
2C8, 2C9 u 3A4. JlaHHbIE KIMHHUYECKOIO HCCIEJOBAHUSA JIEKAPCTBEHHOIO
B3aMMOJICUCTBHS B OTHOIICHUH MOHTEIyKacTa U rempuopo3mia (MHruouropa Kak
CYP 2C8, tak u 2C9) neMoOHCTpUPYIOT, YTO TeMpuOpo3usl moBbIaeT 3hPexT
CUCTEMHOTO BoO3/AeicTBUS MoHTenykacta B 4,4 pa3a. CoBMECTHBIM IpueM
UHTpaKoHa3osa, cuiibHoro muruouropa CYP 3A4, Bmecte ¢ rempubpo3nwyioMm u
MOHTENTYKaCTOM HE TMPUBOAWI K JOIMOJHUTEIHHOMY TOBBIIICHHIO 3¢ deKTa
CUCTEMHOI'O BO3JICHCTBUSI MOHTeNyKacTa. BiusHue rempuOpo3nia Ha CUCTEMHOE
BO3JICHCTBHE MOHTEIYKacTa HE MOYKET CUMTAThCSl KIMHWUYECKHM 3HAYMMBIM Ha
OCHOBAHMH JIaHHBIX MO 0€30MacHOCTU MPU NPUMEHEHHUH B J103aX, MPEBBIILIAIOIINX
0JI00pEHHYIO J103Y.

10 Mr aJ1g B3pOCIIbIX MALIMEHTOB (HAaIpUMep, NpH MpuMeHeHnt B 103e 200 mr/neHp
JUISL B3POCJIBIX MAIlMEHTOB B TeueHue 22 Hexenb U 10 900 Mr/meH» B TedeHUeE
IPUMEPHO OJHON HEJIeNH He HaOJI0Jal0Ch KIMHUYECKH 3HAYUMBIX OTPULIATEIbHBIX
s dekToB). Takum 00pa3om, Mpu COBMECTHOM MpHeMe BMeCTe ¢ reM(puopo3niom
KOPPEKTHUPOBKA J103bl MOHTENYKacTa He TpeOyercs. [1lo pe3ynabTaram uccienoBanuii
in Vvitro HE TPENNoJIaraeTcsi KIMHMYECKHM 3HAYUMMBIX  JIEKaPCTBEHHBIX
B3aMMOJIEUCTBUI ¢ ApyruMH u3BecTHbIMU HHruoutopamu CYP 2C8 (manpumep, ¢
TPUMETONPUMOM ). Kpome TOro, COBMECTHBIN IPUEM MOHTEIYKACTA C OJTHUM TOJIBKO
MHTPaKOHA30JIOM HE MPUBOAWI K CYLIECTBEHHOMY TMOBBINIEHHIO 3(]dekTa
CUCTEMHOTO BO3JICHCTBHSI MOHTEIYKaCTa.

Kombunuposannoe neuenue c opouxoounamamopamii.

IIpenapar Monrenap® sBisieTcs 0OOCHOBAHHBIM JOIMOJHEHMEM K MOHOTEpPAIUH
OpOHXOAUTIATATOPAMHU, €CIIU MOCIEAHNE He 00ECIeUNBAIOT aJIeKBATHOTO KOHTPOJIS
OponxuanbHOM acTMmbl. [lo gocTwkeHun TepaneBTUYECKOTO 3ddekra (0ObIYHO
ocjie MEPBOM [03bI) OT JIeueHus IpenaparoM MoHTtenap® MOXHO HadaThb

IIOCTCIICHHOC CHUXKXCHHNEC O03bI 6p0HXOI[I/IJ'IaTaTOpOB.
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Kombunuposannoe neuenue ¢ uHeANAYUOHHBIMU 2THOKOKOPMUKOCEPOUOAMU.

Jleuenne penapaTom MomnTtenap® obecrieunBaeT JIOTTOJTHATEIIbHBIN
TepaneBTUYeCKU  dPdekT mamueHTaMm, MNPUMEHSIONMM  HWHTaJISIMOHHbIC
[IIIOKOKOPTUKOCTEPOUIbl. [l0 TOCTMXKEHUHM CTAaOMIIM3AIMU COCTOSIHUSL MOKHO
HAYaTh MOCTENEHHOE CHUKEHHE J103bI TJIFOKOKOPTHUKOCTEPOU 1A 0T HAOIIOACHUEM
Bpaua. B HEKOTOpBIX cCiyyasX JOMyCTUMa I[OJHAs OTMEHA HHTAJSLIHUOHHBIX
TIIFOKOKOPTUKOCTEPOUIOB, OJIHAKO pe3Kast 3aMeHa WHTAJISIIIUOHHBIX

T'TIOKOKOPTHKOCTCPOU OB HA IIPCIIapar MOHTGJIap® HC PCKOMCHAYCTCA.

OcoOble ykazanus
BHUMAHUE: BO3MOXHBI TSDKEJIBIE  HEWPOIICUXUYECKUE
PACCTPOMCTBA

HMeroTcst cooOIIEeHUsT O Pa3BUTHH TSKENBIX HEHPOICUXUYECKUX PACCTPOIMCTB
(HIIP), cBsA3aHHBIX ¢ mpueMoM mpemnapata Montenap®. Buasl paccTpoiicTs, 0
KOTOPBIX COOOIIAIOCh, YPE3BbIYANHO Pa3IMYaIOTCS U BKIIIOYAIOT B ce0st (HO HE
OTPaHUYMBAIOTCS WMH) CJEAYIOIINE HEXeaTelbHbIE PEaKIuu: BO30YyKICHUE,
arpecCUBHOE MOBEJICHUE, JIETIPECCUI0, HAPYILICHUS CHA, CYUIIUIAJIbHBIE MBICIIH U
noBejicHUe (BKJIIOYAs MOMBITKK cyununaa). Mexanusm pasputus nanubix HIIP,
CBA3aHHBIX C IPUMEHEHMEM mpemapara MonTtenap®, B HacTosIee BpeMs
HEJIOCTATOYHO U3YYEH.

ITockonbky mmeercss puck paszsutus HIIP, mons3a or mpumMeHeHus npenapara
MonTenap® MOXET He NPEBBINATh PUCK, CBA3aHHBIA C €r0 IPUMEHEHHEM, Y
HEKOTOPBIX TPYII TAIMEHTOB, OCOOCHHO B Ciyyasx, KOTJa CHUMIITOMBI
aJUIEPTUYECKOr0 PUHHUTA SIBJISIOTCS YMEPEHHBIMH WJIM 3a00JIEBaHUE MOXKET
aJIEKBAaTHO KOHTPOJUPOBATHCA UHBIMU METOAaMHU JieueHusd. CieyeTr COXpaHsTh
nprMeHeHue npenapara Montenap® TOIBKO y TeX IALUEHTOB ¢ alIePrHYECKUM

PHUHUTOM, Y KOTOPBLIX HC Ha6n}o;[aeTc;1 OTBC€Ta Ha aJbTCPHATHBHBLIC MCTOIbLI
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JICUCHHUSI, WJIM OHM TIOXO NEPEHOCATCS.

[Ipu HazHauenuu npenapara Montenap® cieayer 0OCYAUTh C MALMEHTOM MU
JUIaMH, OCYLIECTBIISIIOIIMMH YXOJ 32 HUM, 0KUIAEMYIO MOJIb3y U BO3MOKHBIC
PUCKM OT TPUMEHEHHUs JaHHOTO JIeKapCTBEHHOro mpenapara. Clienyer
NpeAyNnpeIuTh MalueHTa W (WiM) JUl, OCYIIECTBISIONIMX YXOJ 3a HHUM, O
HEOOXOIMMOCTH HaOJIIOICHHUST 32 M3MEHEHHUEM XapakTepa IMOBEACHUS WIU
MOSIBJICHUEM KaKUX-TM00 HOBBIX Helporncuxudyeckux cumntomo (HIIC) B
nepuon mpueMa npemnapara Montenap®. Ecim  nHaGmomaercs HM3MEHEHHE
noBeicHUsT naiuenTa, nosieiaeHue HoBbix HIIC, nubo y mamueHTa BO3HHUKAIOT
CyMIIUJATbHbIE MBICIM W (WJIM) MOBEACHUE, HEOOXOIUMO MPEKPATUTh MPUEM
npenapara MoHTenap® W HE3aMEIIMTENBHO CBA3ATHCA C  MEIMIMHCKMM

PabOTHUKOM.

D¢ PexTUBHOCTh MOHTETYKACTa AJIs IpUEMa BHYTPb B OTHOLICHUH JIEUEHUS OCTPhIX
IPHCTYTIOB OPOHXMAIBLHOM aCTMBI HE YCTaHOBIEHA, TO3TOMY Ipenapat MonTenap®
B TabJeTKaX HE PEKOMEHIYeTCs Ha3HayaTh JUIsl JICYEHUS OCTPBIX IPHUCTYIIOB
OpoHxHaIbHON acTMbI. [lanineHTaM AOKHBI OBITH AaHbl MHCTPYKIIMHM BCET1a UMETh
npu cebe mpenaparbl SKCTPEHHOM MMOMOIIM ISl KyHNUPOBAHHUS MPUCTYIOB
OpOHXMaNBHON aCTMbI (MHTAJSILIMOHHBIE O€Ta,-arOHUCTBI KOPOTKOTO JIEHCTBUSA).
He cnenyer npekpamarh npuem mpemnapara Mountenap® B mepuos 060CTpeHus
acTMbl U HEOOXOJMMOCTH NPHUMEHEHUs MpenapaToB AKCTPEHHON MOMOIIM AJs
Ky[IUpPOBaHUS  MPUCTYNOB  (MHTaJSUOHHBIX  OE€Ta-arOHHCTOB  KOPOTKOIO
NEUCTBUS).

[TanueHTBl C MOATBEPXKICHHOM ajyIepruerd K aueTWICATULIWIOBOM KHUCJIOTE H
JIPYTUM HECTEPOMIHBIM NPOTUBOBOCHANMTENbHBIM mpenapatam (HIIBII) He
JIOJDKHBI TIPUHUMATH 3TH NIPENapaThl B IEPHOJ JeUeHus mpenapatoM Montenap®,

IIOCKOJIBKY npenapaT MonTtenap®, yaydinas IpIXxaTelbHyo (yHKIUIO Y GOIBHBIX ¢
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ajiepruueckoil OpOHXMAJIBLHOM acTMOM, TeM HE MEHEee, HE MOXXET MOJHOCTHIO
npenoTBpaTuTh Bei3BaHHYI0 Y HUX HIIBII 6poHXOKOHCTpUKIIHIO.

J103y MHTaALMOHHBIX TITIOKOKOPTUKOCTEPOUIO0B, IPUHUMAEMBIX OJJHOBPEMEHHO C
npenapaTroM MonTenap®, MOKHO MOCTENEHHO CHUKATH 110J] HAOIIOIEHUEM Bpaya,
OJIHAKO pe3Kon 3aMEHBI VHT ATALIMOHHBIX WIH MepopaIbHbIX
TJIIOKOKOPTUKOCTEPOUIOB TIpenapaToM MoHTtenap® IpoBOAUTE HEb3s.

B peakux ciaydasx MalMeHTHl, MOTYYaBIIUME MPOTUBOACTMATUYECKUE MPENapaThl,
BKJIFOYAsl AHTAarOHHUCTBHI JIEHKOTPUEHOBBIX PELENTOPOB, HCIBITHIBAIM OJHO WIIU
HECKOJIBKO HEXKEJIaTeNIbHBIX SIBICHUH W3 HWKENEPEUUCIECHHBIX: 303MHO(UINS,
ChIllb, YXYJUIEHUE JIETOUYHBIX CUMIITOMOB, KapAHUOJOTHYECKHE OCIOKHEHUS W/WIIN
HEHpomnarus, WHOTJAa JMAarHOCTUpPyeMbIX Kak cuHapoM  Yapmka-Crpoce
(cucTemMHBI 303MHO(DUTHBIA BACKYJIHUT). DTH CIIy4aud WMHOTA ObUIM CBSI3aHBI CO
CHMW)KEHUEM JI03bl WJIM OTMEHOHM Tepanuu NepopalbHbIMH KOPTUKOCTEPOUIAMHU.
XOTSl IPUYMHHO-CIIEICTBEHHON CBSI3U 3TUX HE)KENATEIbHBIX SBJICHUN C TEparnueu
AHTAarOHUCTaMU JIEUKOTPUEHOBBIX pELUENTOPOB HE OBLIO YCTAaHOBJIEHO, Y
MAIMEHTOB, NPMHMMAIOMUX Tpernapat Montenap®, Heo0XoauMo COOIH0aTh
OCTOPO’XKHOCTh: y TaKUX MAlMEHTOB HEOOXOAMMO IMPOBOJUTH COOTBETCTBYIOIEE
KJIIMHWYECKOE HAOI0ICHHE.

I[Ipenapat Montenap® comeputr nakro3y. JlaHHBIN JI€KaPCTBEHHBIA IpenapaT He
CleayeT MPUHUMATH TMAIMEHTaM C PEIKO BCTPEYAIOLICHCS HACIEICTBEHHOU
HENEPEHOCHUMOCTBIO TAJIAKTO3bl, JAKTa3HOW HEIOCTATOYHOCTBIO WIIM TJIFOKO30-
raJakTO3HOM MaTbaOCOpOITUEH.

IIpenapar MonTenap® comepkuT HaTpuil. JlaHHBIM Hpenapar cOmepKUT MeHee 1
MMOJIb (23 Mr) HaTpus B OJTHOW TaOJIETKE, OKPHITON TJIICHOYHOW 000JIOYKOH, TO
€CTh, 10 CyTH, HE COACPKUT HATPHUSI.

prneueuuey nooJcuiblX nayuenmoe
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Pasnuunii B npoduisax >dexktuBHOCTH U Ge30macHocTy npenapara Monrenap®,
CBSI3aHHBIX C BO3PACTOM MAIMEHTOB, HE BBISBIICHO.

Cneyuanshole mepul npPeodoCmoposHCHOCIU npu YHUUMOMHCEHUU
HeUucnoIb308aHHO20 1eKAPCMEEHHO20 npenapama

Het HeoOX0MMOCTH B cTieMaIbHBIX MEPax MPeJ0CTOPOKHOCTH IPU YHUUTOXKCHUN
HEHCIIOIb30BaHHOrO npenapara Monrenap®.

Biausinue Ha CcHOCOOHOCTL YHNPaABJASATHL TPAHCHOPTHBIMH CpeICTBaAMM,
MeXaHM3MaMu

JIaHHBIX, CBHUJIETEIHCTBYIOIIUX O TOM, YTO IPHUEM MOHTEIyKacTa BIUSET Ha
CIIOCOOHOCTh YIPABIATH ABTOMOOHWIJIEM WM ABIKYIIMMHCS MEXaHM3MaMH, He
BbIsIBJIIEHO. OJIHAKO COOOIIANI0Ch O COHJIMBOCTH U FOJIOBOKPYKEHUSX, IOATOMY IIPU
MOSIBJICHWH STUX MPHU3HAKOB IMAallMEHTaM HE PEKOMEHAYeTCS KakK yIpaBlicHHUE
TPAHCTIOPTHBIMHU CPEJICTBAMH, TaK W 3aHATHE APYTHMH BUIAMHU JEATEIHLHOCTH,
TpeOYIOMMMH KOHIIEHTPAIIMM BHUMAHHUS M OBICTPOTHI ICUXOMOTOPHBIX PEAKITUH.
dopMa BbIIIyCKA

TabneTku, MOKPHITHIE TUICHOYHOM 0005104K0i, 10 MT.

IlepBruyHag ynakoBKa:

I[lo 7 wm 10 Tabnerok TNOMEMAIOT B OJMCTEp U3 AJIIOMUHUS U
OITA/antomunnit/I11BX.

BTopuyHas ymakoBKa:

ITo 2 wmm 4 Gnucrepa mo 7 TabGJIETOK MOMEIIAIOT B KAPTOHHYIO MAyKy BMECTE C
MHCTPYKLMEN IO MEIULMHCKOMY TPUMEHEHUIO.

ITo 1 umm 3 Gaucrepa no 10 TabneTok MOMEIIAIOT B KAPTOHHYIO MAaYKy BMECTE C
MHCTPYKLMEN IO MEIULUHCKOMY TPUMEHEHUIO.

YciaoBusi XxpaHeHUs

XpaHUTh B OPUTHHAIBHON yITaKoBKe (OJMCTep B MAUKe) MPU TEMIIEPATYPE HE BhIIIIE

30 °C.
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XpaHUTh B HEJOCTYITHOM JIJIsl IETE MecCTe.

Cpox roaHocTu

2 roja.

He ucnons3oBath mpemnapar mocjie MCTEYEHHUs CPOKa TOJAHOCTH, YKAa3aHHOTO Ha
YIIaKOBKE.

YciaoBus 0TIIyCKA

OTmycKaroT 1o penenry.

IIpousBoauresb

Hepacamenv PY: Canno3s n.1., Beposmikoa 57, 1000 Jlro6nsiHa, CiioBeHus.
IIpouzeeoeno. Jlex C.A., yn. llonmunue 16, 95-010 Ctpsikos, [lonbiia.
Opzanusayus, NPUHUMAIOWAA NPEMEH3UU nompeodumenei:

AO «Canpno3», 125315, r. Mocksa, JIeHuHrpaackuii npocnekT, a. 70;

tenedoH: (495) 660-75-09; daxc: (495) 660-75-10.
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