COOTBETCTBYET ZKCNEPTHOMY OTUETY
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OBLIASI XAPAKTEPHCTHKA JIEKAPCTBEIHOPSTIPENAPATA™ U00%)

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

Mowuuep, 4 mr, TabJIETKH KeBaTEIbHBIC
Momnnep, 5 mr, TabJIETKH JKeBaTEIIbHBIC

2. KAUECTBEHHBIN U KOJIMYECTBEHHBINA COCTAB

JeiicTByrolee BEIEeCTBO: MOHTEIYKACT

Mounnep, 4 Mr, TaGJIEeTKH KEBAaTEIbHbBIE

OpnHa TabneTka jkeBaTellbHAsL COJICPKHUT 4,2 MI' MOHTEJIyKacTa HaTpus (IKBUBAJICHTHO 4 MT
MOHTEITYKacTa).

Mowuuiep, 5 Mr, TaOJIETKU jKkeBaTEIbHBIC

Onna TabseTKka >keBaTellbHasl COACPKUT 5,2 MI' MOHTEIyKacTa HaTpusl (SKBUBAJEHTHO 5 MT
MOHTEIYKacTa).

BcmomorarenbHbie BelecTBa, HATMYNE KOTOPBIX HAJ0 YUYUTHIBATh B COCTABE JICKAPCTBEHHOTO
npenapara: acrmapTaMm.
[TonHbIM IepeyeHb BCIOMOTaTeIbHbBIX BEIIECTB MPUBENIEH B pazaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabieTku xeBaTEIbLHBIE

Mounep, 4 Mr, TaOJIETKU YKEBATCIbHEIC

Kpyrible, miockue TabieTku po30BOro BeTa, ¢ packou.
Mounep, 5 Mr, TaOJIETKU JKEBATCIbHEIC

Kpyrible, miockue TabieTku po30BOro BeTa, ¢ packou.

4. KIMHUYECKHUE JAHHBIE
4.1. [loka3aHusi K NPUMEHEHUIO.

. JlnutenbHOEe  JledeHWEe WM IporlakTHKa  OpOHXHAJIbHOW acTMbl (B T.4.
IpeIyNpexIeHne THEBHBIX W HOYHBIX CHUMIITOMOB 3a00jeBaHMs) Yy JeTei, HauuHas ¢ 2-X
JETHEro BO3pacTa; JieueHWEe OpOHXMAIBHOW AacTMbl Yy TMAlUEHTOB C IIOBBIIICHHOMN
YYBCTBUTEJIHHOCTBHIO K AUETWICAIUIMIOBOW KHUCJIOTE; MNpOoPUIaKTHUKAa OpoHXOCHa3Ma,
BBI3BAHHOTO (PM3UUECKOM HATrPy3KOH.

o Ob6snerueHue AHEBHBIX U HOYHBIX CUMIOTOMOB a/NIEPrUYECKOr0 PUHHUTA (CE30HHOTO U
KpYTIJIOTOJUYHOI0) Y I€TEH C 2-X JIETHETO BO3pacTa.

4.2. Pe:kuM 103MPOBAHUA U CIOCO0 MPUMEHEHMSI.

PexxnM 103upoBaHus

OnuH pa3 B cyTkd, 3a | yac no wid yepe3 2 4daca mociie nmpuema nuiu. s jedeHus
OpOHXHMAIBHOM aCTMBI MpemnapaT ClIeyeT IpUHUMaTh BeuepoM. [Ipu ieueHnn amieprudecKkux
PUHUTOB J103a MOXET MPUHUMATHCS B JII000E BpeMs CYTOK TI0 KeJlaHUo narueHTa. [lanueHTs
¢ OpOHXHAJIBHOW aCTMOW M aJUNIEPIrHUYECKUMH PUHHUTAMH JIOJDKHBI MPUHUMATHh | TaOJeTKy
1 pa3 B CyTKH BeuepoM.

TepaneBTyeckoe NEWCTBUE MperapaTa Ha IOKa3aTeldd TEUEHUS OpOHXUATBHOW acTMBI
pa3BuBaercsd B TeueHHE CyTOK. [lanmeHTy ciaeayer npomoskars NIpUHUMATh IIpernapar Kak B
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obocTtpenus 3aboneBanus. [Ipenmapar npoTuBomoka3an aeTsaM 10 2 et (cM. pazzaen 4.3).

Hemu 6 6o3pacme om 2 0o 5 nem ¢ OPOHXUANLHOU ACMMOU U/UNU ANNEPSULECKUM PUHUMOM.
1 >xeBarenbHass Tabnetka 4 wmr. [lombopa MO3MPOBKU MJisi ATOW BO3PACTHOM TPYMIBI HE
Tpebyercs.

Jlemu 6 so3pacme om 6 00 14 1em ¢ OPOHXUANBHOU ACMMOU U/UNU ATLIEPSULECKUM PUHUMOM.
1 xxeBaTenbHas Tabnerka 5 mr. Ilombopa MO3UPOBKM MJisE ATOM BO3PACTHOW TPYIIBI HE
TpedyeTcs.

Hemam cmapwe 15 nem u 63pocivimM PEKOMEHIyeTCsl NpUHUMATh MoHiep, TabieTKw,
MOKPBITHIC TIJICHOYHOM 000J109KOH, 10 M.

Oco0ble rpynnbl NalueHTOB

[TanmenTaM MOXKUIIOrO BO3pacTa, MALMEHTaM C ITIOYEYHOW HEIOCTATOYHOCTBIO U ITALIUEHTaM C
HapyleHUsIMHA (QYHKIIMM TIE€YEHHU JIETKOH M CpellHeH TSKECTH, a TakKe B 3aBUCHMOCTU OT
1oJ1a CIELHUAIBHOTO MoA00pa 1036l He Tpedyercs. JlaHHbIe 0 MPUMEHEHUN MOHTENyKacTa y
NaIMEHTOB C TSDKENOH (popMoii meueHOYHON HeTOCTaTOYHOCTH OTCYTCTBYIOT.

Hasznauenne npenapara MoHaep OJHOBPEMEHHO C JIPYTUMH BHJIAMH JICUYCHUS OPOHXHATBEHOM
ACTMBbI

MoHnTenykact MOXeT ObITh JJ00aBJICH K JICYCHUIO TMalMeHTa OpOHXOJWIaTaTopamu,
Hampumep, [r-aIpeHOMHMETHKAMH, W HHTAIIMUOHHBIMH  TJIIOKOKOPTUKOCTEPOUIAMH
(cm. paznen 4.5).

Cnooco0 nnpuMeHeHus
Jlns mpuema BHYTph. TaOlleTKy MOXKHO MpOTJIAaThIBATh IICTUKOM WM pa3KeBaTh MEpes
HpOI‘HaTBIBaHI/IeM.

4.3. [IpoTuBoONOKa3aHUS.

[ToBbIIeHHAst YyBCTBUTEIBHOCTD K JIIOOOMY M3 KOMIOHEHTOB IIpenapara.
DEHUIKETOHYPHUSL.

Jletckuii Bo3pacT 10 2 et (A1 A03UPOBKU 4 MT).

Jletckuii Bo3pact 10 6 JeT (1151 JO3UPOBKHU S5 MT).

4.4. OcoOble ykazaHHusl M Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHHUH.

D¢ heKTUBHOCTL TpernapaTa B OTHOIIEHWH JICUEHUS OCTPBIX TMPHUCTYIOB OpPOHXHATBHON
acTMBl HE YCTAHOBIIEHA, IIO3TOMY IIpemapaT HE PEKOMEHIYETCS IMPUMEHATH IPHU OCTPBIX
NPUCTYNaX OPOHXUATLHON aCTMBI.

[laneHTsl JOKHBI BCerJa UMETh Npu ceOe mpemaparbl SKCTPEHHOM MMOMOIIM st
KYIUPOBAaHUSl TPUCTYNOB OpOHXHANBbHOM acTMbl (MHTAISALUOHHBIE OeTa2-arOHUCTHI
KOpOTKoro neiictBus). He cnemnyer mpekpamiath mpueM MOHTEIyKacTa B Meproj; 000CTpeHus
acTMbl U HEOOXOJUMOCTH IMPUMEHEHHUS IMpernapaToB SKCTPEHHONW MOMOLIHN JJIsl KyITHUpPOBaHUS
IPUCTYIIOB.

[TaneHTl ¢ TOATBEPKACHHOM ailJieprued K alneTWICATUIUIOBOM KHUCIOTE U JAPYTUM
HECTEPOUIHBIM MPOTUBOBOCHANUTENbHBIM TIpenaparam (HIIBII) He qomkHBI IpUHUMATE 3TH
npenaparsl B MEPUOJ JICYEHUS MOHTEIYKACTOM, IIOCKOJIBKY MOHTENYKAcCT, YJIydllas
JIBIXAaTENbHYIO (PYHKIUIO y OONBHBIX aljiepruyeckoil OpOHXHMAIBHON acTMOW, TEM HE MEHee,
HE MOXXET MOJHOCTHIO IPEIOTBPAaTUTh BhI3BaHHYIO Y HUX HITBIT 6poHXOKOHCTPUKITHIO.

I[O3y HHTaJIOAOHHBIX  TJIFOKOKOPTHKOCTCPOUIOB, MNPUMCHACMBIX  OJHOBPCMCHHO C
MOHTCIYKAaCTOM, MOXHO IIOCTCIICHHO CHHWXXATb I10J Ha6J'II-OI[CHI/ICM Bpada, OJHAKO peE3Kasd
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pekomeHayeTcs. Y  MalMEHTOB, NPUHUMABIIUX  MOHTEIYKAcT, ObUIM  ONUCAHBI
MICUXOHEBPOJOTUYECKHE HapylleHus (cM. pazzaen 4.8). YuuTeiBas, 4TO 3TU CUMITOMBI MOTJIU
OBbITh BBI3BaHBI JPYTMMH (AaKTOpaMH, HEU3BECTHO, CBSI3aHBI JHM OHHU C MPUEMOM
MOHTeNyKacTa. Bpauy HeoOxomumo oOcynuTh JaHHBIE HexenarenbHble siieHus (HA) c
MalMeHTaMH U/WJIU UX POAUTENIMH/OTeKyHaMu. [laliuenTaM u/uimm ux poauTesIsiM/OTeKyHaM
HEO0OXOIUMO OOBSCHUTH, YTO B CIy4ac MOSBJICHHUS MOJOOHBIX CHUMITOMOB HEOOXOAUMO
COO0ITUTH 00 ATOM JIeUaliemMy Bpady.

B penkux ciydasx manueHThl, MOJy4YaBIIME MPOTUBOACTMATUYECKUE IpernapaThl, BKIOYas
0JIOKaTOpBI JICMKOTPUEHOBBIX PEIENTOPOB, HCHBITHIBAIN OJHO WJIM HECKOJIBKO CIEIYIOIINX
HS: »o3uHOduIMIO, CBIB, YXYANIEHHWE JIETOYHBIX CHMIITOMOB, KapAHOJIOTHYECKHE
OCJIOKHEHUS W/ WM HEUPOTIaTHIO, MHOT/Ia TUarHOCTUPYeMYIo Kak cuHapoM Yapmka-CTpocca,
CUCTEMHBIN S03MHO(MIBHBIA BACKYJIUT. DTHU CIydyal WHOTJA OBUIM CBSI3aHBI CO CHIDKEHUEM
JI03bl WM OTMEHOW Tepaluu NEepOpalbHbIMU TIIIOKOKOpPTHUKOCTEpouaamu. [IpudanHHO-
CIEICTBEHHAsl CBs3b pasBUTUs dTUX H ¢ Tepammenl aHTaroHMCTamMu JIEMKOTPUEHOBBIX
penenTtopoB He ObLTa JOKa3aHa, TEM HE MEHee, HEOOXOIUMO COOJIOIaTh OCTOPOKHOCTh U
MPOBOJNTH COOTBETCTBYIOIIEE KIMHUYECKOE HAOIIOJCHNE MPU CHIKEHUU JIO03bI CHCTEMHBIX
IFOKOKOPTUKOCTEPOUIOB Y MAIIUEHTOB, MPUHUMAOLIUX MOHTEIYKACT.

Paznuunit B mpodunsax 3¢ddexkTuBHOCTH M 0€30HMaCHOCTH MOHTEIYKAcTa, CBS3aHHBIX C
BO3pPAcTOM IAallMEHTOB, HE BBISBICHO.

B cocrtaB mpemnapara BXOAMT acmapTaM, KOTOPBIA SIBISETCS WUCTOYHUKOM (EeHWIATaHWHA.
[Ipenapar Monnep, 4 mr, TabneTku >KeBaTeNbHBIC, coAepkuT 0,6 MT acmaprama B OJHOM
tabnerke. [Ipenapat Monnep, 5 mr, TablneTKu keBaTelbHbIe, coaepkuT 0,74 Mr acriaprama B
onHoil Tabnerke. [locne mpuema BHYTph acapTaM THIPOJIU3YETCS B KENyI0YHO-KUIICUHOM
Tpakte. OOMH W3 OCHOBHBIX TPOAYKTOB €ro THIaponu3a — QeHwiananud. [Ipemapar
MIPOTHUBOIIOKA3aH MallMeHTaM ¢ (PeHUIIKETOHYpHEH (cM. pasnen 4.3).

4.5. B3anMogelcTBUSl ¢ JPYrMMH JIEKAPDCTBEHHbIMM IMpenapaTtaMu W JApPyrue BH/bI
B3auMO/1eliCTBHAL.

MoHTeTyKacT MOKHO TIPUMEHSTh COBMECTHO C JIPYTHMH JICKAPCTBECHHBIMH TpenapaTaMu JUist
npoQUIAKTUKA M JUIUTEIHHOTO JICYCHHUS OpOHXHAIBLHOW acCTMbl W/WIIM aJUIEPTHYECKOTO
puHHTa. PekoMeHmyeMas TepameBTHUYECKasl 032 MOHTEIYKAacTa HE OKa3bIBaeT KIMHHYECKU
3HAUYMMOTO BJIUSHUS Ha ()apMAKOKWHETHKY TaKUX MpPEraparoB, Kak TeOPUILTUH, MPEIHU30H,
MIPEAHU30JIOH, TEPOpaTbHBIE KOHTPALENTHUBB (ITHHWI-ICTPAANON / HOpATHUCTEpoH 35/1),
TepdeHa uH, TMTOKCUH U Bap(apuH.

[Inomans monm  (papMakOKMHETHYECKOW  KpPUBOM  «KkoHIEHTparusa-Bpems»  (AUC)
MOHTEJIyKacTa Ipu OJHOBPEMEHHOM Tpueme ¢ (eHoOapOUTanoM CHUKAETCS MPUMEPHO Ha
40 %, uro He TpeOyeT U3MEHEHHI pekrMa JO3UPOBAHUSI MOHTEIYKACTA.

WccnenoBanust in vitro moka3and, 4TO MOHTEIyKacT WHruoOupyer mszodpepmeHt CYP 2C8
cuctembl utoxpoma P450. OgHako mpu HCCIENOBaHUU JIEKAPCTBEHHOTO B3aMMOCHCTBUS
in vivo MOHTEIyKacTa M pPOCHINIMTa30Ha (MeTabOIM3MpyeTcs C ydacTueM Hu30(epMeHTa
CYP 2C8 cucremsr nuroxpoma P450) He moaTBEpAMIIOCH WHTHOMPOBAHUE MOHTETYKACTOM
uzopepmenta CYP 2C8. Takum o0pa3zom, He mpenrnoyaracTcs BIMSHUE MOHTEIyKacTa Ha
CYP 2C8-omocpenoBanHblii  METaOOIM3M JICKAPCTBEHHBIX TIPEMapaTroB, B TOM YHCIE
MaKJIUTAKCENa, POCUTIIUTA30Ha, penarjuHuia v Jip.

HccnenoBanus in vitro moKa3aiad, YTO MOHTENYKAacT sABISETCA CyOCTpaTOM H30(EpMEHTOB
CYP2C8, 2C9 wu 3A4. JlaHHble KIMHUYECKOIO MCCIEAOBAHUS JIEKAPCTBEHHOTO
B3aMMOJICHCTBUS B OTHOIIICHMH MOHTeNyKacTa u reMpudpo3una (naruouropa kak CYP 2C8,
Tak U 2C9) 1eMOHCTPUPYIOT, UTO reM(puOpo3niI MOBbIIIAET FIPPEKT CUCTEMHOTO BO3ACHCTBUS
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MOHTENyKacTa HE MOKET CUMTAThCS KIMHUYECKU 3HAYMMbIM Ha OCHOBAHMM JIaHHBIX I10
0€30MacHOCTH MPU MPUMEHEHUH MOHTENyKAacTa B J103aX, MPEBBIMAIONINX OJ00PEHHYIO 103y
10 Mr ass B3pOCHBIX MAIMEHTOB (Hampumep, NMpu npumeHeHuu B no3e 200 Mr/meHsb uist
B3pPOCIIBIX MAIIMEHTOB B TeueHue 22 Heaenb u 10 900 Mr/neHp B TeUeHHE MPUMEPHO OIHOMN
HEJIeM HEe HaOII0a0Ch KIMHUYECKH 3HAYMMBIX OTpUIIaTeIbHBIX dddexTor). [TorTomy mpu
COBMECTHOM IpHeMe BMecTe C TeM(pUOpO3MIOM KOppEeKIus J103bl MOHTEIyKacTa He
Tpebyercsa. COBMECTHBI MpHEM WTpakoHa3ojia, MorfHoro naruoutopa CYP 3A4, Bmecte ¢
reM(puOpO3MUIOM U MOHTEITYKACTOM HE MPUBOMII K JOMOJHUTEIHLHOMY MOBBIIIEHUIO YPdeKTa
CHCTEMHOTO BO3JICUCTBUS MOHTenyKacta. Ilo pesynbraram wHcCclenoBaHUWA in Vitro He
MpenoyiaraeTcs KIMHUYECKH 3HAYUMBIX JIEKAPCTBEHHBIX B3aMMOJCHCTBUI C JApYyrUMU
n3BecTHbIMU nHrHOUTOpamMu CYP 2C8 (mampumep, ¢ TpumeTornpuMom). COBMECTHBIA TTPUEM
MOHTENyKacTa C OJHUM TOJNBKO WTPAKOHA30JIOM HE TNPUBOIMI K CYIIECTBEHHOMY
MOBBIIICHUIO 3Q(eKTa CUCTEMHOTO BO3ICHCTBHS MOHTEIIYKACTa.

Kombunuposannoe  nevenue ¢ OpoHxoounamamopamu: — MOHTEIYKACT  SIBJISETCS
00OCHOBAHHBIM [IOTIOJIHEHHEM K MOHOTEPANMU OpPOHXOAMIATATOPAMH, €CJI TMOCIEeIHUE HE
oOecrieunBarOoT 3()(HEKTUBHOTO KOHTPOJIE OpoHXHManbHOM acTMbl. Ilpu  gocTikeHHH
TepaneBTUYecKoro 3¢ dexra (0OBIYHO TOCIE TEPBOM J03BI) OT JICYCHUS MOHTEIYKAaCTOM
MOYKHO HauaTh IMOCTENIEHHOE CHUKEHUE J103bI OPOHXOIMIIATATOPOB.

Kombunuposannoe nevenue ¢ uHeanAYUOHHLIMU 2THOKOKOPMUKOCMEPOUOAMU: TICUCHNE
MOHTEIIYKAaCTOM OOECIIEeYMBAET JIOTOJHUTENBHBIA TepaneBTHUYECKUi 3P QPEeKT MNaIreHTam,
NPUMEHSIONINM HHTASIIMOHHBIE TIIIOKOKOPTHKOCTEpouasl. [1o mocTmkeHnn crabuim3anyun
MOXXHO  HayaTb IIOCTENIEHHO W  MOJ  HAONIOJGHHEM Bpadya  CHUXKATh  JI03BI
TIIIOKOKOPTUKOCTEpOna. B HEKOTOPBIX Ciydasx JOMyCTHMA IOJHAs OTMEHA WHTAISIMOHHBIX
[TIIOKOKOPTUKOCTEPOUIOB, OJTHAKO pe3Kasi 3aMeHa MHTAISLMOHHBIX TIIIOKOKOPTHKOCTEPOHIOB
Ha MOHTEIYKAaCT HE PEKOMEH TyeTCH.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTDH U JIAKTALMS.

bepemeHHOCTD
[Ipenapar Monnep cieayeT NPUMEHATH NpU OEPEeMEHHOCTH © B TEPHOJ TPYIHOTO

BCKapMJIMBaHUs, TOJIBKO €CIIM OKHMJlaeMas M0JIb3a JUIsl MaTEPH MPEBBIIIAECT NOTCHIMAIBHBIN
puck s miuoga wim pebOeHka. CoriacHo MMEOMUMCS OIMyOJIMKOBAaHHBIM —JaHHBIM
IIPOCIIEKTUBHBIX U PETPOCHEKTUBHBIX KOTOPTHBIX UCCIEAOBAHUMN MPUMEHEHHUSI MOHTEIyKacTa
y KEHIIUH BO BpeMsi OEpEMEHHOCTH, Yy JIeTe KOTOPHIX OLIEHUBAINCH TSKEIbIE BPOKICHHbIC
MIOPOKM pa3BUTHUS, HE BBISABICHO PHUCKOB, CBS3aHHBIX C MpHeMOM Ipenapara. JlocTynmHbie
UCCIIEIOBaHHUS MMEIOT METOJI0JIOTMUECKUE OTpaHNYEHUs, BKIII0OUasi Malblii 00beM BHIOOpPKH, B
HEKOTOPBIX CIy4asiX pPEeTPOCHEKTUBBIHBIA cOOp [aHHBIX W HECONOCTAaBUMBIE TIPYIIIIbI
CPaBHEHHSI.

KopMieHnne rpyabpio

HewnssecTHO, BbIIEHSAETCA 1M MOHTEIYKACT € TIPYAHBIM MOJIOKOM. llockosnbky MHOrme
JIEKapCTBEHHBIC TIPEMapaThl BRIICISIOTCS ¢ TPYAHBIM MOJIOKOM, HEOOXOIUMO YUUTHIBATH 3TO
IIPY Ha3HAa4YeHUU Ipenapara MoHsep B Iepuoj rpyJHOr0 BCKapMIIMBaHUS.

4.7. BiusiHne HA CIIOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CPeACTBAMHU U PadoTaTh C
MeXaHU3MaMHM.

He oxunpaercs, yto npuem npenapara Mownep OyaeT BIUATh Ha CIIOCOOHOCTb YNpPaBIIATh
TPAHCIIOPTHBIMHU CpPEACTBAMM U IPYTMMHM MEXaHU3MaMu. TeM He MeHee, UHIMBUIyalbHbIC
peakiy Ha npenapaT MOryT ObITh pa3nuuHbIMU. HekoTopele HexenatenbHble peakuuu (HP)
(Takue Kak TOJIOBOKPYKCHHE M COHJIMBOCTH), KOTOpBIE, KaK COOOIIAaNoCh, OYEHb PEIKO

4
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MAIMEHTOB YIPaBJIATh TPAHCHOPTHBIMU CPEICTBAMHU M pabOTaTh C MEXaHU3MaMHU.

4.8. HexxennaTesibHbIE PeaAKIIHU.

B niennom mpenapar xopoio nepeHocutcsi. HP 00bdHO OBIBAIOT JISTKMMU H, KaK MPABUIIO, HE
TpeOyroT oTMeHBI npemnapara. Obmas yactora HP npu nedennu mpemnapaTtoM COMOCTaBHMa C
UX YaCTOTOM MpH npueme mianedo.

Jetu B Bo3pacTe OT 2 70 5 JeT ¢ OpOHXHATBLHON acTMOM

B kIMHHMYECKHUX HCCIIEIOBAHUAX MOHTENyKAacTa MPUHSUIM ydacTue 573 manueHTa B BO3pacTe
or 2 no 5 ner. B 12-HenenbHOM miianie00-KOHTPOIUPYEMOM KIMHUYECKOM HCCIIEIOBaHUU
eAUMHCTBeHHbIM HSIl, OlleHEeHHBIM KakK CBsI3aHHOE C NMPUEMOM Ipernapara, HabJoJaBIIMMCS Y
>1 % mnanMeHTOB, NPUHUMABIIMX MOHTEIYKACT, W 4Yalle, 4Ye€M B TpYIIe MalUEeHTOB,
NPUHUMABIIUX TuTanebo, Oblia kaxaa. Pazmuuus mo vacrore nanHoro HS mexnay nByms
rpynnamMu JIYeHUs ObLTU CTATUCTUYECKH HE3HAUUMBIMH.

B o6meit cmoxHOCTH 426 TalMEHTOB B BO3pacTe OT 2 10 S5 JIeT MOJyYalld JIeUCHUE
MOHTEIYKacTOM B TE€UEHUE KaK MUHUMYM 3 MecsAues, 230 ManueHToB — B TEUEHUE 6 MECSLIEB
nian Oosee IIUTENbHO, U 63 marueHTa — B TeueHue 12 mecsieB uiau 6omnee nmutenbHO. [Ipu
Oosee AUTENHHOM JieueHuH npoduins HA He u3menunics.

ety B Bo3pacte oT 2 10 14 JeT ¢ Ce30HHBIM AJIIEPTUYECKUM PUHUTOM

B 2-HenenpHOM MIane00-KOHTPOIMPYEMOM KIMHHYECKOM HCCIENOBAHUU C MPUMEHEHHEM
MOHTEJIyKacTa JJisl JICUEHUS CE30HHOI0 aJJIEPrUYecKOro pUHUTAa NpUHSUIM ydacthe 280
NAIMEHTOB B Bo3pacTe OT 2 10 14 ner. MoHTenyKacT NpuHUMAJICS NanueHTamu 1 pa3 B 1eHb
BEUEPOM M B IICJIOM XOPOIIO TEPEHOCUJICS, MPOPMIb OE30MacCHOCTH MOHTEIyKacTa ObLI
CXOXHUM C TpoduieM O0e30MacHOCTH Iuianedo. B maHHOM KIIMHUYECKOM HCCIEIOBAaHUU HE
ObuIH 3apeructpupoBanbl HS, koTopbeie Obl paclieHMBATUCh KaK CBSI3aHHBIE C MPUEMOM
npemnapara, Habmoganucek 061 y >1 % manueHToB, IPUHIMABIINX MOHTEIYKACT, U Yallle, 4eM
B IpYIIE MalMeHTOB, MPUHUMABIINX T1aneoo.

Jetu B Bo3pacTe oT 6 10 14 et ¢ OpoHXUAIBHON acTMOM

[Ipoduns Oe30macHOCTH MOHTENyKacTa y JeTed ObLI B IEJIOM CXOXKHM C THpoduiem
0€30IaCHOCTH Y B3POCIBIX M COITOCTABUM C MpoduiieM 6e30MacHOCTH Tu1aedo.

B 8-HenenbHOM 11ane00-KOHTPOIUPYEMOM KIMHUYECKOM HCCIIEOBAHUM €IUHCTBEHHBIM
HJ1, onieHeHHBIM KaK CBsI3aHHOE C MIPUEMOM Tpernapara, Habmoaapmumcs y >1 % nanueHToB,
NPUHUMABIINX MOHTEIYKACT, M Yallle, YeM B TpYMIe MalueHTOB, MPUHUMABIIUX IUIaledo,
Oblta ToyiOBHAash Oonb. Pasnmuume mo wacToTe MexAy ABYyMsI TPYIMIaMH JIe4eHHs] ObLIO
CTaTUCTUYECKU HE3HAUHMBbIM.

B wuccnenoBaHusX MO OLIEGHKE TeMIa pocta mpoduib 0e30MacHOCTH y MAIlMeHTOB JTaHHOM
BO3PacCTHOM TpYNIbl COOTBETCTBOBAJ paHee OMHCAaHHOMY Hpo¢uiao 0e30macHOCTH
MOHTEyKacTa.

[Tpu 6onee nmurensHOM JieueHUH (O6omee 6 MecsieB) npoduns HA He n3menucs.

B3pocinble u 1eTy B Bo3pacte 15 et u crapiie ¢ OpoHXUanbHONW acTMON

B nByx 12-HenenbHbIX — Mare00-KOHTPOIUPYEMBIX — KIMHHUYECKHX  HCCIEJOBAHMUSIX  C
AQHAJIOTMYHBIM JTU3aiHOM €IWHCTBEHHbIMH HSl, OIleHEHHBIMH KakK CBSI3aHHBIE C MPHEMOM
npemnapara, Habmonapmuecs y >1 % nauueHToB, IPUHUMABIINX MOHTEIYKACT, U Yallle, YeM B
rpynrne NalueHTOB, MPUHUMABIINX Iulanebo, ObUM 00Jb B KHBOTE M TOJOBHAs OOIb.
Paznuuns nmo vacrore nanueix HS mexny AByMms rpynmaMu JiedeHHs] ObUTH CTaTUCTUYECKU
He3HaunMbIMU. [lpu Gonee anurenpbHOM JsedeHWH (B TedeHue 2 ser) mpodwinp HS He
W3MEHUJICS.
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MoHTenykacT TpUHUMAICS TManueHTaMu | pa3 B J€Hb YTPOM HJIM BEYEPOM M B IIETIOM
XOpOUIO TEpPeHOCHIICs, Npodmib Oe30MacHOCTH Tpernapara ObUI CXOXUM € TpoduiemM
6ezomacHocTH IUTane6o. B mane6o-KOHTPOIMPYeMbIX KIMHHYECKHX HCCICAOBAHUAX HE
Obutn 3apeructpupoBanHsl HSI, koTopbie OBl pacleHMBAINCh KaK CBSI3aHHBIE C MPUEMOM
npenapara, Habmonanuck 01 y >1 % manueHToB, IPUHUMABIINX MOHTENYKAcT, U Yallle, 4eM
B TpylIe MalMeHTOB, NPUHUMABIIUX Iutanebo. B 4-HenenbHOM 11a11e60-KOHTPOIUPYEMOM
KJIMHUYECKOM HCCIIEOBaHUU MPO(GUIIb 0€30IMacCHOCTH MOHTEIYKAacTa ObIIT CX0XKHUM C TAKOBBIM
B 2-HENENbHBIX HCCIEAOBaHMIX. YacToTa BO3HUKHOBEHHUS COHJIMBOCTH TIpU TpHEMeE
MOHTEJTYKacTa BO BCEX MCCIICIOBAHUAX ObLIa TAKOW )K€, KaK MPH MpHeMe Ianedo.

B3pocubie u 1eTu B Bo3pacte 15 JieT u crapiiie ¢ KPYrIOTOANYHBIM aJUIEPrHYeCKUM PUHUTOM
MoHTenmykacT NMpUHUMANCS MalueHTaMu | pa3 B JCHb M B IIEJIOM XOPOIIO IMEPEHOCHIICS.
[Mpoduns OGezomacHOCTH Tpemapara ObUT  CXOXUM ¢ mpoduiaem  0e30MacHOCTH,
HaOJIIOaBIIMMCS TIPY JICYCHUH TAICHTOB C CE30HHBIM aJUICPIrHUYECKUM PHHHUTOM M TPH
npueme 1iane6o. B JaHHBIX KITMHUYECKUX HCCIEI0BAaHUSAX HE ObLTH 3aperucTpupoBanbl HS,
KOTOpBIE OBl PACLIEHUBAIIUCH KaK CBSI3aHHBIE C TIPUEMOM Ipenapara, Habmoganuch 061 y >1 %
MAIMEHTOB, IPUHUMABIINX MOHTEIYKACT, M Yallle, YeM B TPYIIIE MAIUeHTOB, MPUHUMABIINX
tane6o. YacTtora BOSHUKHOBEHHSI COHJIMBOCTH IIPH MTpHEMe MOHTENyKacTa Oblila TaKoi ke,
KaK [pH mpueme mianeoo.

O000LIEHHBIA aHAJIN3 PE3VIbTATOB KIMHUYESCKUX MCCACTOBAHNMI

b1 mpoBenen 0000mieHHBI aHanmu3 41 muane0o-KOHTPOIUPYEMOTO KIMHHUYECKOTO
uccienoBanus (35 wWcclenoBaHWN C ydyacTHEM IMAlMeHTOB B Bo3pacte 15 jeT u crapiie;
6 vccneoBaHUM C ydyacTHEM MaIlMeHTOB B Bo3pacte oT 6 1o 14 71eT) ¢ ucrnoiab30BaHUEM
YTBEPKICHHBIX METOJOB OIEHKU CyMuHAaIbHOCTH. Cpenu 9929 manueHToB, MPUHUMABIINX
MOHTenyKacT, 1 7780 maueHToB, MPUHUMABIINX B JAaHHBIX HCCIECIOBAHUIX TUIanebo, ObLT
BBISIBJICH OJMH TAIIMEHT C CYWIHUJIAJLHONH HACTPOCHHOCTHIO B TPYINE TMAIlUEHTOB,
NPUHUMABIINX MOHTETyKacT. Hu B 0/IHOM U3 rpynm jieueHus: He OBUIO COBEPIIICHO HU OJHOTO
caMOyOWICTBa, CYWMIMUIATBHON TIOMBITKK WM JPYTrUX TOJATOTOBHUTEIBHBIX JICHCTBUH,
YKa3bIBaBUIUX HA CYULUIAJIbHOE MOBEICHHE.

OtnenpHO OBUT MpOBeIeH 0000MEHHBIN aHAN3 46 TIAIEe00-KOHTPOIMPYEMBIX KIMHUYECKUX
uccienoBanuii (35 WccruenoBaHUN ¢ ydacTHEM IMallMEHTOB B Bo3pacte 15 ner um crapiie;
11 uccnenoBanmii ¢ yyacTUeM MAIlMEHTOB B BO3pacTe OT 3 MecsieB 10 14 neT) s OleHKH
HeOnmaronpusaTHbIX — noBeaeHdyeckux HddexroB (HIID). Cpemum 11673  namueHTos,
MPUHUMABIIUX B ATHUX HCCIEIOBAHUSAX MOHTEIyKAacT, W 8827 MalMeHTOB, MPUHUMABIINUX
r1ane0o, MPOIEHT MAlMEHTOB, MMEIOIUX Kak MUHUMYM oauH HIID, cocraBun 2,73 % cpenu
MPUHUMABIIUX MOHTENyKAcT, ¥ 2,27 % cpeau NpUHUMAaBIIUX IJIaNe00, OTHOIIEHUE IIaHCOB
cocraBuiio 1,12 (95 % noseputenbubiit uatepsan [0,93; 1, 36]).

HSl, o KOTOphIX €OOOIMIANTOCh B MEPHUOJ TOCTPErHCTPAMOHHOTO MPHUMEHEHHS Mpernapara,
MEPCUUCIICHLL B Ta6JII/ILI€ HMXKXC B COOTBCTCTBHU C CHUCTCMHO-OPraHHBIMH KJIaCCaMHU U
crnenn(pUYeCKUMH HEXENaTebHBIMUA SIBICHUAMHU. Kateropum 4acTtoThl ObUIM OIICHEHBI Ha
OCHOBC COOTBCTCTBYIOINX KIIMHUYCCKUX HCCHGHOBaHHﬁ.

CucTeMHO-OpTraHHbIN KJ1acce HexenarenbHbie Kareropus
ABJICHUS HaCTOThI !

Wudexkunonusie ¥ | MHGEKIHH BePXHUX [BIXaTeIbHbIX yTeH" OUYEHb YacTo

napa3uTapHbie

3a0oJieBaHuUs

HapymieHust co CTOpPOHBI | HOBBIIICHHAsI CKIIOHHOCTh K KPOBOTEUCHUSM | PEAKO
KPOBU U JHM(paTHUecKOit

CHCTEMBI TpOM6OHI/ITOHCHI/I${ OYCHBb PEAKO
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CucTeMHO-OpraHHBIN Kl1ace Heskenarenphpre === TEET e reropus
ABJICHUS HaCTOThI !

HapyIieHus co CTOPOHBI | peaKIMy MHIEPYYBCTBUTEILHOCTH, B TOM HEYacTo

MMMYHHOH CUCTEMBI

qrcie aHaQUIAKCUs

703WHO(MUIbHAS HHPWIHTPALIUS TICYCHU

OYCHBb PEJIKO

Hapymenus
IICUXUKHU

HapyHICHUA CHA, BKJIIIOYas HOYHBIC KOIIIMApPhI,
OEeCCOHHHMIIA, COMHAMOYIJIN3M, TPEBOKHOCTb,
BO30YKJCHHE, B TOM YHCJIC arPECCUBHOE
MOBEJICHHUE WIIA BPAXKAEOHOCTB, JETIPECCHs,
MCUXOMOTOPHAA TMIICPAKTUBHOCTD (BKJIIO‘IEUI
pa3IPaKUTENBHOCTD, GECIIOKOICTBO, TPEMOP®)

HCYacToO

HapyllICHUE BHUMaHUs, HapyLICHUE NIaMSATH,
THUK

penko

TJUTIOIUHAIIN, IE30pUEHTAIHS, TUcheMust
(3aukaHue), CyUIUIATBHBIC MBICITH U
MOBe/ICHNE (CYUIIUIAIBHOCTD ),
00€CCHBHO-KOMMYJILCHBHBIE CHMITOMBI

OYCHb PEIIKO

HapymeHwust co CTOpOHBI | TOJIOBOKPY)KEHHUE, COHITUBOCTD, HEYacTo
HEPBHOW CHUCTEMBI MapeCcTe3Msl/TUTIECTE3HsI, CYAOPOTH

Hapymenust co CTOpPOHBI | ydalleHHOE cepAleOneHIe penko
cepAana

Hapymenust co CTOpOHBI | HOCOBOE KPOBOTEUCHHE HEYacTo

I[BIX&TGJIBHOI\/'I CHUCTCMBI,
OpPraHoOB I'PYAHON KJIETKH
U CPEOCTEHUs

cunapom Yapmxka-Ctpocca (cM. pazaen
Oco0Ople ykazaHusi), JIerouyHas 303MHODUINS

OYCHb PEIIKO

jmapes, TOMHOTA , PBOTA"

Hapymenust co cTopoHbl 4acTo
KETYTOYHO-KHUIIIEYHOT O CYXOCTb CIM3UCTOI 000JI0UKH MOJIOCTH PTa, HEYacTo
TpakTa JUCTITICUSI

HapymeHmI CO CTOPOHBI | MMOBBIIICHHUC AKTUBHOCTHU CBIBOPOTOYHBIX qacCcTo

IICYCHU U
KCIIYCBBIBOOAIINX HYTGI‘/JI

tpancamunas (AJIT, ACT)

renaTuT (BKJIIOYas X0JIECTaTUYECKHE,
rernaToleUTIONSPHbIE U CMEIIaHHbIE
MOPAKEHUSI ICUECHHN )

OYEHB PEIKO

7
CBIIIb

Hapymenust co cTopoHsl 4acTo
KOXXH M IOAKOXHBIX | CKIIOHHOCTh K (DOPMUPOBAHHIO TEMATOM, HEYacTo
TKaHEH KpaluBHULA, 3y]1
AHTHMOHEBPOTHUYECKHI OTEK peaxo
y3J10BaTas dpuTeMa, MHOroOpMHas SpuTeMa | OUYEHBb PEIKO
Hapymienust co CTOPOHBI | apTpairusi, MUAITHs, BKIIOYasi MbIIIIEUHbIE HEYacTo
CKEJIETHO-MBILLIEYHON U | Cy0pOoru
COCIMHUTEILHON TKAaHU
Hapymiennst co cTopoHsl | HYpe3 y aerei HEYacTo
MOYEK U MOYEBBIBOJASAIINX
yTei
O6mire paccTpoiicTBa U | HPEKCHS 4acTo
HapylmieHus B MeCTe | acTeHus (c1abocTh) / TOBBIICHHAS HEYacTo

BBEIECHUS

YTOMIIIEMOCTD, YYBCTBO OOILEr0o
HEJJOMOTaHHsl, OTEKU

! Kateropus 4acToThI: OIpeeeHa [Tl KaX/I0i HeXeIaTeIbHON PEeaKIHi B 3aBUCHMOCTH OT
YacTOTHl, YKa3aHHOW B 0a3e JaHHBIX KIMHUYECKHX HCCIeAOBaHWM: odeHb yacTo (>1/10),
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<1/1000), ouens penko (<1/10000).

? JlaHHOE HEKENATENIBHOE SBICHHE, KOTOPOS GBLIO OTHECEHO K KATETOPUH «OUYCHb YacTo» y
MAIMEHTOB, MOJIy4YaBIINX MOHTEIYKACT, TaKKe ObLIO OTHECEHO K KaTerOpHH «OYeHb 4acTo» Y
ManucHTOB, NOJTYyYaBIIUX HHaHGGO B KIMHUYCCKUX UCCIICA0OBAHUAX.

3 Kareropus gacToTsl: peako.

* JlaHHOE HEXCIATEIbHOE SBICHHE, KOTOPOE OBUIO OTHECEHO K KATErOPHH «4acTo» Y
MAIMEHTOB, TMOJYYaBIIUX MOHTEIYKACT, Takke ObLJI0O OTHECEHO K KaTerOpUU «4acTo» Y
ManucHTOB, NOJTYy4YaBIIUX HHaHGGO B KIMHUYCCKUX UCCIICA0OBAHUAX.

CooOmieHue 0 Mog03peBaeMbIX HeKeJIATeIbHBIX PeaKIuAX

BaxHo coo0marh 0 mOI03pEeBaeMbIX HEXKENATEIbHBIX PEAKIMSIX IMOCIe PEerucTpanuu
JEKapCTBEHHOTO Tpernapara ¢ I[eNbl0 O00ECIeUeHUs HEMPEPHIBHOTO MOHUTOPHHTA
COOTHOILIEHUS «II0JIb3a — PHUCK» JIEKapCTBEHHOro mpemnapaTta. MeauuuHCKUM paboTHUKaM
peKoMeHayeTCcsl  coolmarh O JIFOOBIX  IMOJ03PEBAEMBIX  HEKEIATENbHBIX  PEaKIUsIX
JICKapCTBEHHOI'0 MperapaTa yepe3 HallOHAJIbHYI0 CHCTEMY COOOIICHMSI O HeXeTaTelbHbIX
peakusaxX rocy1apcTB-4wICHOB EBpa3suiicKkoro 5JKOHOMUYECKOIO COI03a.

Poccuiickas ®@eoepayus:

109012, r. MockBa, CnaBstHCKas miiomaib, 1.4, ctp. 1.

®denepanbHas cinyx0a 1mo Haa30py B chepe 3napaBooxpanenus (Poc3npaBuamzop).

Tenedonsr: +7 (495) 698-45-38, +7 (499) 578-02-30

Email: pharm@roszdravnadzor.gov.ru

www.roszdravnadzor.gov.ru

Pecnyonuxa Kazaxcman:

010000, r. Hyp-Cynran, yn. A. Imanosa, 13.

PI'TI na [1XB «HanuoHanbHbI HEHTP SKCHEPTU3BI JEKAPCTBEHHBIX CPEACTB U METUIIMHCKHUX
u3nenuity Komurera MeIUWIMHCKOTO W (apMaleBTUYECKOTO KOHTpoJiss MuUHHCTEpCTBa
3npaBooxpanenus Pecyonuku KazaxcraH.

Tenedonsr: +7 (7172) 78-99-11, +7 (7172) 78-98-57

Email: farm@dari.kz

www.ndda.kz

Pecnybnuxa benapyco:

220045, Pecny6nuka benapycs, r. MuHck, np-t J{3ep>xunckoro, 83, kopmyc 15.

VII «llenTp SKCHEpTH3 W HMCHIBITAHUNA B 3paBOOXpaHEHUU», PecnyOiaukaHCKas KIMHHUKO-
dapmakooruueckas Jadoparopusi.

Tenedon: +375-17-242-00-29

Email: repl@rceth.by

www.rceth.by

4.9. llepeno3upoBka.

B xo1e KmuHUYECKUX UCCIeA0BaHUH JIIUTEIBHOTO (B TeueHHE 22 HEIelb) JICUCHHS B3POCITBIX
NalMeHTOB ¢ OpOHXMANbHOM acTMoOil mpemaparom B go3ax o0 200 Mr B CyTKH W TOCIe
KpaTKOCPOYHOTO (B Te4YeHHE | Heaenu) JiedeHusl ManueHToB B n03ax 10 900 Mr B CyTKH
CUMITOMEI IIEPEIO3UPOBKU HE HAOIIOAATUCE.

HmeroTca naHHbBIE O Cilydasx OCTPOH NEpefo3UPOBKM MOHTENIYKacToM (IIpUEM HE MEHee
1000 Mmr mpenapara B CYTKHM) B IOCTPETMCTPAllMOHHBIA MEPUOJ U B KIMHHUYECKHX
UCCIIIOBAaHMSIX Y B3POCIIBIX U A€TeH.

Knunnueckue n nmabopaTopHble JaHHBIE CBUICTENBCTBOBAIU O COMOCTABUMOCTH HpOoduiieit
0€30I1aCHOCTH IIpenapara y AeTei, B3pOCiblX U MOKHIIBIX MalMEHTOB.
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Hanbomnee wacTele CHMOTOMBI — YyBCTBO JKaXIbl, COHJIMBOCTb, PBOTA, IICHXOMOTOPHOE
BO30Y)XJeHHEe, rojoBHas 00ib M Oomb B xkwuBoTe. [lanneie HP cormacyrorcs ¢ npodunem
0€30MacCHOCTH MOHTEITYKacTa.

Jleuenue
Jleyenue B ciaydae ocTpoil mepeao3upoBKHU cuMIitomaTudeckoe. Jlanubix 06 addexTuBHOCTH
MNEPUTOHCATIBHOI'O JUaJIM3a WJIN TreMOoJuain3a MOHTCIIYKAaCTa HCT.

5. DPAPMAKOJIOTHMYECKUE CBOMCTBA
5.1. ®apmakoauHaMHYecKHe CBOICTBA.

dapmakoTepaneBTudeckas rpymma: CpeacrtBa s JiedeHUST OOCTPYKTHUBHBIX 3a00JeBaHUMN
JIBIXaTeNbHBIX MyTeH; APyrue CpelicTBa CUCTEMHOTO NEHCTBUS M JICUEHUS] 0OCTPYKTUBHBIX
3a00J1eBaHUH JBIXaTEIBHBIX MyTEH; OJIOKATOPHI ICHKOTPHUEHOBBIX PEIICIITOPOB.

Kon ATX: RO3DCO3.

Hucrennun neiikotpuensl (LTC4, LTD4, LTE4) sABIAIOTCS CHIBHBIMH MeAMATOpPaMU
BOCHAJIEHUSI — SWKO3aHOMAAMH, KOTOPBIE BBIJCISIOTCS Pa3HbIMH KIETKaMHU, B TOM YHUCIE
TYYHBIMH KJIETKaMH U 2303uHO(UIaMHU. OTH BaXXKHBIE NPOACTMATHYECKHE MEIHATOPHI
CBA3BIBAIOTCS C LUCTEHHUII JIEHKOTPUEHOBBIMH pelienTopaMu. LlucTenHun JIeNKOTPUEHOBbIE
peuentops! 1 tuna (CysLT;-peuentopsl) IpUCyTCTBYIOT B JbIXATENbHBIX IYTSAX 4YelOBEKa (B
TOM 4YHKcle B KIETKaX TIJaJKUX MBI OpOHXOB, Makpodarax) M JApyrux KieTkax
poBOCHIAIEHUS (BKJIIOYAsi S03MHOPMIBI M HEKOTOPBIE MHENOUHBIE CTBOJIOBBIE KIIETKH).
[{ucTenHnsT JEUKOTPUEHBI KOPPETUPYIOT ¢ MaTO(U3UOJOTHEH OpOHXHAIBLHOM acTMBl M
ajiepruyeckoro puHMTa. Ilpum actme neiikoTpueH-onocpenoBaHHble 3(PQEKTH BKIOYAIOT
OpoHXOCrHa3M, yBEJIWYEHHE CEKPEeUHMH CIU3H, IOBBIIIEHUE MPOHUIIAEMOCTH COCYIOB U
yBEJIMYEHUE KOJIMUYeCTBa 303MHOGMIOB. Ilpu amiepruyeckoM pUHHTE TOCIE BO3IEHCTBHS
ajyiepreHa MpoOMCXOAUT BICBOOOXKICHHE LUCTEUHUIT JICHKOTPUEHOB U3 MPOBOCHATUTEIbHBIX
KJIETOK CIIM3HCTON 00O0JIOUKH MOJIOCTH HOCA BO BpEMsI paHHeH U Mmo3aHeH (a3 anaepruyeckon
peaKIuyu, 4TO MPOSIBISIETCS CUMIITOMaMHU ajuleprudyeckoro punuta. llpu mHTpaHasanbHOU
npobe ¢ LUCTEMHWI JIEWKOTpUEeHaMH ObLJIO  MPOAEMOHCTPHPOBAHO  ITOBBIIICHHE
PE3UCTEHTHOCTH BO3yXOHOCHBIX HOCOBBIX ITYTE€H M CUMIITOMOB Ha3aJbHOM OOCTPYKIIMH.
MoHTenykacT — BBICOKOAKTUBHOE NP IIPUEME BHYTPb JIEKAPCTBEHHOE CPENCTBO, KOTOPOE
3HAYUTENIbHO YIIy4dllaeT IOKa3aTead BOCHaleHus npu OponxuanmbHOW actme. Ilo maHHBIM
OMOXMMHUYECKOTO M (DapMaKOIOTHYECKOTO aHaJM3a MOHTEIYKACT C BBHICOKMM CPOJICTBOM U
n3buparenbHOCThIO CBsi3bIBaeTcs ¢ CysLT)-penentopamu, HEe B3aUMOJEHCTBYS C APYTHMH
(dapMaKoIOTHYECKH BaXKHBIMH  PEIENTOPAaMHU B JBIXaTeNbHBIX MYTAX (TaKUX Kak
[POCTarjaHAMHOBbIE, XOJIMHEPTUYECKUE WIH B-apeHepruyecKkue perentopsl). MoHTenyKacT
UHTUOMpYeT (U3MOJOTHUECKOE NecTBUE IUCTEMHMIOBBIX JeiikorpuenoB LTC4, LTD4 u
LTE4 nyrem cBa3biBanus ¢ CysLTi- peunentopamu, HE OKa3blBasi CTUMYJIUPYIOIIETO AEHCTBUS
HAa JIaHHBIE PELENTOPHI.

Montenykact uaruoupyer CysLT-penentopsl B ABIXaTENbHBIX MYTIX, YTO MOJITBEPKAACTCS
CHOCOOHOCTRIO OJIOKMpOBaTh pa3BUTHE OpoHXocma3ma B OTBeT Ha Babixanue LTD, y
MaldeHToB ¢ OpoHXWambHOM acTtMoil. Jlo3pl 5 Mr JOCTaTOYHO IS KYIMUPOBAHHS
Oponxocna3ma, UHIYIUpoBaHHOTO LTDy,

MoHTenykacT BbI3bIBAET OPOHXOAMJIATALIMIO B T€UEHHE 2-X YacOB MOCIE MpUeMa BHYTPb U
MOYET JIOMOJHATH OPOHXOIMIIATAIINIO, BEI3BAHHYIO [32-aIpeHOMUMETHKAMH.
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BcacsiBanue

MoHTenykact OBICTPO M NMPAKTHYECKU TOJTHOCTBIO BCACBIBAETCS IOCIE IpHUeMa BHYTpPb. Y
B3pOCIBIX MakcuMmanbHasi KoHUeHTpanus (Cupax) TIpU  TOpHEME HATOMAK TalJETOK
JKEBATEIbHBIX 5 MI' JocTHraercs uepe3 2 daca. CpenHsss OMOJOCTYMHOCTh TpPU TIpHUEMeE
BHYTpPb cocTaBisieT 73 %. [IpueM numm He OKa3bIBaeT KIMHUYECKN 3HAYMMOTO BIIMSHUS MIPU
JUTUTEIbHOM MPUMEHEHUH. Y neTelt B Bo3pacte OoT 2 A0 5 neT Cpax JOCTUraeTcs uepes3 2 yaca
MOCJIC MMpHEMaA HATOIIAK KCBATCIIbHBIX TaGHGTOK 4 wmr.

Pacnpenencuue

MoHTenyKkacT MpakTUYECKH MOJHOCThIO (Oonee ueM Ha 99 %) cBs3piBaeTcs ¢ OenkaMu
mwiasMel  KpoBu. OO0beM pacmpeieneHUss MOHTENyKacTa B COCTOSIHUM PaBHOBECHOM
KOHIIEHTpAallUu CcocTaBiasieT B cpeaHeMm &-11 nutpos. MccnenoBanust ¢ pagMOaKTHBHO
MEYEHbIM MOHTEIIYKacTOM, IIPOBEJCHHBbIE Ha KpbICaX, YKa3bIBAlOT Ha MHUHUMAaIbHOE
NPOHUKHOBEHHE uepe3 TreMaTosHuedannueckuii Oaprep. Kpome Toro, KoHIEHTpanuu
MEUYEHOT0 MOHTeNyKacTa depe3 24 yaca mociie BBEJEHHUS ObUIM MUHUMAJIBHBIMH BO BCEX
JIPYTUX TKaHSX.

MeTaboausm

MoOHTenyKacT aKTUBHO MeTabosiu3upyercs. [Ipu mcciaemoBaHUM TEParneBTHUSCKHUX JI03 Y
B3POCIIBIX M JI€Te KOHIICHTpAIUs METa0OJIMTOB MOHTEIYKAacTa B IJIa3M€ B PaBHOBECHOM
COCTOSTHUU HE ONPEEISICTCA.

WccnenoBanus in vitro ¢ UCIOJNB30BAaHUEM MHKPOCOM II€UYEHU YEJIOBEKa IOKa3alH, YTO B
npoiiecc MeTaboaIu3Ma MOHTEIyKacTa BOBJICUYCHBI n30depMeHThI ruToxpoma P450: 3A4, 2C8
u 2C9. CornacHo pe3ysbTaTaM HUCCIIEI0BaHUM, IPOBEACHHBIM i Vifro B MUKPOCOMax IEYEHU
YeJloBeKa, MOHTENYKACT B TEPANEBTUYECKUX KOHIIEHTPALUAX B IIa3Me KPOBU HE HHTHOUPYET
nzodepmentsl utoxpoma P450: 3A4, 2C9, 1A2, 2A6, 2C19 u 2D6.

BriBeenne
[Ina3MeHHBI KIMPEHC MOHTEIYKACTa Y 3I0POBBIX B3pPOCIBIX COCTaBIAET B CpPEIHEM

45 mu/mun. Ilocne mpuema BHYTpPh PaJUMOAKTUBHO MEUEHOro MOHTenmykacta 86 % ero
KOJINYECTBA BBIBOJIUTCS Yepe3 KUIICYHUK B TeueHue 5 nHei u menee 0,2 % — modykamu, 4To
MOATBEPIKIAET BBIBEJICHNE MOHTEITYKACTa U €r0 METAOOIUTOB MyTEeM SKCKPEIUHU B JKETYb.

[lepuoa monyBbIBEICHHUSI MOHTEIIYKACTa Y MOJIOABIX 3I0POBBIX B3POCHBIX COCTaBIAET OT 2,7
n0o 5,5 4acoB. @apMaKOKMHETHKA MOHTEIYKAacTa COXpAHSET MPAKTUYECKH JIMHEUHBIN
XapakTep Ipu npueMe BHYTpb 103 cBbiiie 50 mr. [Ipu npueme MoHTeNlyKacTa B yTpEHHUE U
BEUEPHUE Yachl pa3nuuuii (papMakokWHETHKH He HaOmomaercsa. I[lpu mpueme 10 mr
MoOHTenykacta | pa3 B CyTku HaOmromaercss ymeperHas (okono 14 %) KyMynsnus akTUBHOTO
BEIIECTBA B IJIa3Me.

OcobeHHOoCTH (PapMAKOKUHETHKHU V PA3JIUYHBIX TPVYIII HAIUEHTOB

Llon
DapMaKOKMHETUKA MOHTEIYKACTA Y KEHILIUH U MYKUYUH CXOJIHAS.

Iayuenmul nodsrcuno2o 6o3pacma

[Ipu ogHOKpaTHOM NpHeMe BHYTph 10 Mr MoHTeNyKacTa (hapMaKOKMHETHYECKHI MPOpMIb 1
OMOMOCTYIHOCTh CXOAHBI y MAIlMEHTOB MOXKWIOr0O U MoloAoro Bospacra. Ilepuon
IIOJIYBBIBEIEHUSI MOHTENYKAacTa M3 IUIa3Mbl KPOBU HECKOJIBKO JJIMHHEE Y MOKUIIBIX
nanuenToB. Koppekiuu 10361 penapara y HalueHTOB MOXKUIOT0 Bo3pacta He TpeOyeTcs..
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

VY nmamueHToB ¢ MEYEHOYHOM HEAOCTAaTOYHOCTBIO JIETKOW M CPEHEM CTENEHH TSKECTH U
KIIMHUYECKUMH TPOSIBIICHUSMHU [MPpO3a TICYCHH OTMEUEHO 3aMeJICHHEe MeTaboanu3Ma
MOHTETYKAacTa, COIMPOBOXKAAIONIEECs YBEIMYEHHUEM IUIOMAAN Moja (apMaKOKHHETHYECKON
KpuBOH «koHueHTpaus-Bpems» (AUC) npubnusurensHo Ha 41 % mocie OAHOKPAaTHOTO
npuema npenapata B no3e 10 mr. Ilepuon BbIBeA€HUS MOHTENIYKAcTa y ATHUX MAIMEHTOB
HE3HAYUTEIFHO YBEIMYMBACTCS IO CPAaBHEHUIO CO 30POBBIMU JTOOPOBOJIbIIAMU (CpeaHEe
BpeMsi TOJyBbIBeneHUs — 7,4 dvaca). Koppekius 1036l MOHTENyKacTa y TaIlMeHTOB C
NIEYEHOYHON HEI0CTaTOYHOCTBHIO JIETKOW U CpEAHEN CTEeNEeHHU TSHKEeCTH He TpeOyeTcs. JlaHHbIX
0 xapakTtepe (apMaKOKMHETHKHM MOHTEIyKAacTa y TMAalHUEeHTOB C TDKEIOW MMEeYeHOYHOU
HEJI0CTaTOYHOCTHIO (O6omee 9 6amtoB mo mkane Yaitna-I1e10) HET.

lloueunas neoocmamounocms

[lockonbKy  MOHTETYKacT W €ro  MeTaboJMTBl HE  IKCKPETHPYIOTCS  IMOYKaMH,
(dapMakOKMHETHKAa MOHTEJIyKacTa Yy TNAalMeHTOB C TOYEYHON HEIO0CTaTOYHOCThIO HE
onieHuBasiack. Koppekius 10351 npemnapara B 3TOU IpyIIe MalueHToB He TpeOyeTcs.

Paca
KnvHndeckun 3HAUMMBIX pa3nuuuii  (papMaKOKHMHETHYECKUX MapaMeTpPOB Yy TAIMEHTOB
Pa3JIMYHBIX PACOBO-3THUYECKHUX IPYIII HE BHISIBICHO.

5.3. lanHble TOKJIUHUYECKOH 0€30MaCHOCTH.

B uccrnenoBaHusX TOKCUYHOCTH, MPOBEACHHBIX HA >KMBOTHBIX, OTMEUEHBl HE3HAUUTEIIbHbBIC
OTKJIOHCHHSI OMOXMMHYECKUX TOoKa3aTenei chiBopoTkn mo ALT, rmrokose, dochopy u
TPUIIIALIEpUAM, HOCHUBILUME BpPEMEHHBIM Xxapakrep. [Ipu3HaKku TOKCHYHOrO AECUCTBUS Ha
JKUBOTHBIX: TIOBBIILIEHHOE CIIIOHOTEYEHHE, KEITYJ0UYHO-KUIIEYHbIE CHMIITOMBI, MATKHI CTYJ U
WOHHBIN JucOamaHc. OTH TPU3HAKU TMPOSIBISUIUCH TMPU TMPUMEHEHWH 103, B 17 pa3
IIPEBBIIIAOIINX CUCTEMHbBIE KOHIEHTPAMU, OTMEUEHHbIE B KJIMHUYECKOM JHANa3oHe 103. Y
00e3bsiH BO3HUKAIM MOOOYHBIE SIBICHUS IMpu mpueme 103 oT 150 mr/kr/cytku (B 232 pasa
NPEBBIIIAIOIINX KJIMHUYECKHEe J03bl). VccnenoBaHus Ha JKMBOTHBIX IIOKa3ald, 4YTO
MOHTEJIYKacT He€ BIHWsI Ha (EpTWIBHOCTh WM PENPOAYKTUBHYIO CIOCOOHOCTh MpHU
CHUCTEMHOM BO3/ICHCTBUHU, MPEBBIIIAIONIEM KIMHUYECKOE CUCTEMHOE BO3/eiicTBHE Oojiee yeM
B 24 pa3a. B uccnenoBanusx (epTUIBHOCTH CaMOK KPBIC OTMEUYEHO HEOOJIBIIOE CHIKEHHE
MaccChl Tesla MeTEHBINEeH mpu npuMeHeHnu 10361 200 Mr/kr/cyTku (B 69 pa3 mpeBbIIaromniei
703y TpU KIMHUYECKOM NpUMEHEHHH). B uccinenoBaHMAX Ha KpoJjHKax Oojiee BBICOKAs
4acTOTa BO3HUKHOBEHUS CIy4YaeB HEMOJIHOTO OKOCTEHEHHUS IO CPABHEHUIO C KOHTPOJIBHOU
TPYNION >KUBOTHBIX HAOIIOJANach MPH CHCTEMHOM NPHUMEHEHUHU 03, KOTOphie B 24 pasa
NPEBbIIIAIN KIMHUYECKUE NT03bl. Y KpbIC HE ObUI0 oTMedeHo aHoManuid. [lokazaHo, uTO
MOHTEYKAacT MPOHUKAET 4Yepe3 MIIaleHTapHbI Oapbep U BbIAEISETCS C IPYAHBIM MOJIOKOM
JKUBOTHBIX.

He nabmtonanoch JeTalbHBIX CIy4aeB IMOCIE MOJYYEHUS MBIILIAMU M KpbICAMH OTAEIbHBIX
1103 TepopabHON opMbl MOHTeNyKacTa HaTpus g0 5000 mr/kr (15000 MI/M” JUISL MBIIICH 1
30000 Mr/m> JUTSL KPBIC), MPEACTABISIOMNUX COO0M MaKCHMAJIbHBIE MCIBITYEMBIE J03bl. JTa
n03a 9KBHBaJleHTHa Jo03€, B 25000 pa3 mpeBblIaOIIell CYTOUHYIO J03y [ B3POCIOro
YyeJroBeKa (M3 pacdera Macchl Tena B3pociioro yenoseka S0 Kr).

VYCTaHOBIIEHO, YTO MOHTEIYKAacT HE OKa3bIBaeT (POTOTOKCHYECKOTO JCHCTBHS HAa MBIIICH JUIS
ciektpoB UVA, UVB wnm BUAMMOTO CHeKTpa w3iydeHus B jgo3ax no 500 Mr/kr/cyTku
(mpubm3uTensHO B 200 pa3 MpeBHIIAIONINX CHCTEMHbBIE KITMHHYECKHNE KOHIICHTPAIIHHN).

B wuccnepgoBaHusx in vitro W in vivo, IPOBEICHHBIX HAa TPBI3yHAX, MOHTEIYKACT HE TOKa3al
MYTareHHOTO ¥ OHKOT'€HHOTO JIeHCTBUSI.
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6. PAPMAIIEBTUYECKHUE CBOMCTBA (MOCTIEQOBATENEHOCTS 0005)

6.1. IlepeyeHb BCIOMOTraTeIbHBIX BElIECTB.

MaHHUTOII,
KpOCKapMeJli03a HaTpus,

LEJUTI0JI03a MUKpOKpUCTauIdeckast Tum 102,

TUIPOJI03a HU3KO3aMeIlleHHas,

MarHusi creapar,

acmapram,

apoMaTH3aTOp BUIIHEBBIA (apOMAaTU3UPYIOUIME BEIECTBA, MAJIbTOJIEKCTPUH, CMOJIa aKalluu
E414, nponunenrnukons E1520),

KpacuTenb xene3a okcu kpacHsii (E 172).

6.2. HecoBMeCTHMOCTb.
He npumenumo.
6.3. Cpok rogHocru.

3 roxa.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH MPH XPAHEHUH.

[Ipu remneparype He Bbie 25 °C, B 3alIUIIEHHOM OT CBETa MECTE.

6.5. XapakTep u coaep:kaHue NePBUYHONH YIIAKOBKH.

[To 14 TaGmerok xeBarenbHbIX B Onuctep u3 olIA/An/IIBX//An ¢onbru. Onun wiam 1aBa
OnucTepa BMECTe ¢ MHCTPYKIMEH 110 MPUMEHEHHUIO TIOMEIIAIOT B KAPTOHHYIO MaYKYy.

6.6. QOcoOble Mepbl TNPEJOCTOPOKHOCTH TPH YHUYTOKEHHMH HCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara UM 0TX00B, MOJYyYeHHbIX NOcJe NPUMEHEHHs Mpenapara
U Ipyrue MAHUNYJISLHMH ¢ TPpenapaToM.

Het oco6b1x TpeGoBaHuii.

7. AEPKATEJIb PETUCTPAIHUMOHHOI'O YIOCTOBEPEHUSA

PecnyOonmka XopBaTust
BEJIVIIO, nekapctBa u kocmetuka 1.1., 48000, r. Konpusnauna, yn. Januna, 5.

7.1. llpencraBuTeib AepKaTessi periCTPAIMOHHOI0 YA0CTOBEPEHUS.

[Iperen3uu notpeduTeneil HaNPaBIATH 1O aJIPECy:

Poccuiickas ®@eoepayus u Pecnyonuxa benapyco

[IpencraBurensctBo kommanmu BEJIYIIO, nekapctBa u KocMmerwka 1.1., Pecrmybnuka
Xopsarusi B Poccuun

Mocksa, 119330, JlomoHnocoBckuii npocr., 1.38, kB.71-72.

Tenedon: +7(495)933-72-13, daxc: +7(495)933-72-15

DnektpoHHas mouta: belupo@belupo.su

Pecnyonuxa Kazaxcman

[IpencraBurensctBo kommanwu BEJIYIIO, nekapctBa u KocMmerwka 1.1., Pecrmybnuka
Xopsatus B Pecnny6nmke Kazaxcran

r. Anmarsl, yi. Tumupszesa 42, kopryc 15/1b, opuc 328.

Tenedon: +7(727)245-88-42, +7(771)701-41-14

OnextponHas noyra: belupo@belupo.kz
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8. HOMEP PETMCTPAIIMOHHOTO YJOCTOBEPE MY EATEITEHDLTS 0005

9. IATA IEPBUYHOM PETUCTPAIIMA (IIOATBEPXKJIEHUA PETUCTPALIUU,
IHNEPEPETUCTPALIMN)

10. IATA IEPECMOTPA TEKCTA

OOmiast ~ xapakTepuCTHKa  JIGKAPCTBEHHOro  mpemapata  MOHJIEp  JOCTyllHAa  Ha
uH(pOpMAIIMOHHOM TopTaie EBpa3suiickKOro 3KOHOMHYECKOrO COK3a B HH()OPMAIMOHHO-
KOMMYHHKAITMOHHOH cetn «MHTepHeT» http://eec.eacunion.org
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