COOTBETCTBYET 3KCTIEF

ot 05.12.2024 Ne

OBIIASI XAPAKTEPUCTHKA JEKAPCTBEHAOFO T PEAAP

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITPEITAPATA
JIVKACTOJI, 10 mr, TaGneTKu, MOKPHITHIC IIICHOYHONH 000I0UKOM.

2. KAUECTBEHHbIN U KOJIMYECTBEHHBIN COCTAB

JeiicTByro111e€e BEIIECTBO: MOHTEIYKACT.

Kaxnas Tabnerka, MOKpbITas IIICHOUYHOW 000JI04KOH, comepxut 10 Mr moHTenmykacra (B BUAE
MOHTEYKacTa HaTpHsl).

BcnoMorarenbHble BELIECTBA, HATMYNE KOTOPBIX HY)KHO YUUTBIBATh B COCTABE JIEKAPCTBEHHOI'O
mpenapara: JJaKTo3bl MOHOTHIpAT (CM. pasnensi 4.3., 4.4.).

[TonHbIi IepeyeHb BCIOMOTaTEIbHBIX BEIIECTB MPUBEEH B pazjerie 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, MOKPBITHIE TNICHOYHOH 000IOYKOM.

Kpyribie 1BOSKOBBIYKIIbIE TAOJIETKHU, IIOKPHITHIE TNICHOYHOW 000JI0YKOM OT CBETIIO-)KENTOrO 0
KEITO-Kopu4HeBoro nsera. Ha nonepeunom paspese s1po 6es1oro mim nouTu 6€10ro 1BeTa.

4. KIMHUYECKHUE JAHHBIE

4.1. IHoka3anusi K NpUMeHEHUI0

MoHTenyKacT TMoKazaH sl JICYCHHS OpOHXMAIbHOW acTMbl (B KOMIUJICKCHOH Tepamuu) y
NAlMEHTOB C MEPCUCTUPYIOLIeH OpOHXMAJIbHOW acTMOM OT JIerkKoW A0 YMEpPEeHHOW CTelneHu
TSKECTH, KOTOpasi  HENOCTaTOYHO  KOHTPOJIUPYETCS  HPUEMOM  HMHTAISIIMOHHBIX
[JIFOKOKOPTUKOCTEPOUIOB, a TaKkKe y OOJbHBIX, Y KOTOPBIX NPHUMEHEHHE aroHUCTOB Oera 2-
aJipEHOPELENTOPOB KOPOTKOTO JEHCTBUS «I110 HEOOXOJUMOCTH» HE 00€CIeUrBAeT T0CTATOYHOIO
KJIMHUYECKOTO KOHTpPOJII OpOHXMANbHOM acTMbl. Y MalMEHTOB € OpOHXHAIbHOM acTMOM,
KOTOPBIM TIOKa3aH MOHTENYKacT, Ipernapar Takke oO0Jerdyaer CHUMIOTOMBI CE30HHOTO
AJUIEPrU4eCKOr0 PUHUTA.

MonTenykacT noka3aH i NpoQHIaKTUKY OPOHXUAIBHON aCTMbI, TPU KOTOPOH JOMUHUPYIOIUM
KOMITOHEHTOM SBJIsieTCsl OpOHXOCIa3M, MHAYLUPOBAHHbIN (hr3nyecKoil Harpy3Koil.

4.2.  Pesxum 103MpOBaHuUs U cIOCO0 NPUMeHEHUA

Pexum no3upoBanus

Jlo3a nns B3pocibIx cocTaBiseT | TabneTKy, MOKPHITYIO INIEHOYHOM 0007104KoH, 10 MT, B CyTKH.
s neyenns 6ponxuanbHoit actmbl JIVKACTOJI cnenyer npuHUMAaTh BEYEPOM.

[Tpu neyeHUM aIeprUYECKUX PUHUTOB J103a MOXKET OBITh NMPUHATA B JII0OOE BpeMsi CYTOK IO
KeNaHuio nanuenTta. [lanueHTsl ¢ OGpOHXMAIBHONW aCTMOM M aljepruyeckKuM PUHUTOM JOJDKHBI
npuauMath 1 tTabnerky npenapara JIYKACTOJI 1 pa3 B cyTku, BE4epOM.

TepaneBTuyeckoe JAEWCTBME MOHTEIyKacTa Ha II0Ka3aTeld, OTpPaXKalollUe TEUEHUe
OpOHXHAJIBHOW aCTMbI, pa3BUBAETCS B TEYEHHUE NIEPBOTO JIHS.

[Taruenty cnenyet nponoskats npuHUMaTh JIYVKACTOJI kak B neproJ AOCTHKEHUSI KOHTPOJISA
HaJl CHMIITOMaMH OpOHXHMAJIbHOM aCTMBI, TaK U B IIEPUO/IbI 000CTpEeHHsI OPOHXHATILHOM aCTMBI.
MoHTenykacT MOXHO  J00aBISATh K JICYEHUIO TMAlMeHTa OpOHXOAWIaTaTOpaMu U
WHTAJSIITAOHHBIMU TJTFOKOKOPTUKOCTEpOHIaMHu (CM. pazzen 4.5.).

Oco0ble rpynnbl NalueHTOB

21.]'[5[ MOXXHWJIBIX MAallMCHTOB, IMAITUCHTOB C MOYEeYHOMI HEAOCTATOYHOCTBHIO, a TAKXKC IMAIIUMCHTOB C
JIETKUMHU WM CPEIHETSDKENBIMU HapyIIeHUSIMU (PYHKIUM NEUeHH, a TaKXKe B 3aBUCUMOCTH OT
1oJia CelHanbHOro noAdopa 1036l He TpedyeTcs.

CTHU
Pexxum po3upoBaHust [Uisl I€T€d B BO3pacTe OT 15 JeT u crapiie aHaJOTMYeH TaKOBOMY Y
B3POCIIBIX.
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Croco0 ImpuMeHeHus

Buytps, 1 pa3 B cyTku, HE3aBUCUMO OT IIpUEMa MUILH.

4.3. IIporuBonokazanusi

e [Unep4yBCTBUTEIBHOCTh K MOHTEIYKACTy HATpHsl WIM K JIOOOMY M3 BCIIOMOTaTEIbHBIX
BEILIECTB, IEPEUUCIICHHBIX B pazaeie 6.1.

» Jlerckuii Bo3pact 10 15 ner.

» Jlepuuur naxTazbl, HENEPEHOCUMOCTB JIAKTO3bI U TIIIOKO30-TaJaKTO3Has MallbaOCopOLUs.

4.4. OcoOble yka3aHusl 1 Mepbl PeIOCTOPOKHOCTH NPH NPUMEHEHUH
D¢ ekTUBHOCTE MOHTENyKAcTa Ul MEpOopalbHOrO NpUEMa B OTHOIIEHUH JICYEHUS OCTPBIX
NPUCTYIIOB OpPOHXMANBHOM acTMBl HE YCTAHOBJICHA, MOTOMY MOHTENyKacT B TabjeTkax He
pEKOMEHIyeTCs Ha3HayaTh [ JIEYEHUs OCTPBIX IPUCTYIIOB OpOHXHMAIbHON acTMbl. [lanmentam
JIOJDKHBI OBITh IaHBl MHCTPYKIIUH BCETJa UMETh NPH ceOe mpenaparbl SKCTPEHHON MOMOIIHU IS
KyIHPOBAHUS MPUCTYNOB OPOHXUAIBHONW acTMbl (MHTAJIALIMOHHBIE 0€Ta-2-arOHUCThI KOPOTKOTO
JIEHCTBHUS).

He crnenyer npekpaimarh npueM MOHTEIIyKacTa B eproj; 000CTPEHUsI aCTMbI U HEOOXO0AUMOCTH
IPUMEHEHHUS IPEernapaToB SKCTPEHHOMN MOMOIIY JUIsl KYIIMPOBAHUS IPUCTYNOB (MHTAISIIMOHHBIX
6era-2-arOHUCTOB KOPOTKOTO JACHCTBUSA).

[TanueHTBl C MOATBEPXKACHHOW auleprued K aueTWICAIMIWIOBOM KHCIOTE M IPYrUM
HECTEPOUIHBIM IPOTUBOBOCTIANUTENbHBIM Ipenapatam (HIIBII) He noykHBI NpUHUMATh 3TU
npernaparsl B IE€PUOJ  JIEYCHMS MOHTENIYKacTOM, IIOCKOJIBKY MOHTEIYKacT, yJIydlnas
JIBIXaTeNbHYI0 (DYHKIMIO y TAIIMEHTOB C AJJIEPIUYeCKOi OPOHXMAIBHOM acTMOM, TeM HE MEHee,
HE MOJKET MOJIHOCTBIO IPEOTBPATUTH BbI3BaHHYI0 Y HUX HIIBIT 6poHXOKOHCTpUKIMIO.

Jlo3y  MHTaIIUMOHHBIX  IIIOKOKOPTUKOCTEPOMJIOB,  IPUMEHSEMBIX  OJHOBPEMEHHO C
MOHTEIJIYKaCTOM, MOYKHO ITOCTEIIEHHO CHUXKATh 1101 Ha0II0IeHUEeM Bpaya, OJJHAKO pe3KOil 3aMeHbl
UHTASIUOHHBIX WM TEPOPAIbHBIX TIIIIOKOKOPTUKOCTEPOUJIOB MOHTEIYKAaCTOM IPOBOAUTH
HeNb3sl. Y TMalUeHTOB, MPUHUMAIOIINX MOHTEIYKAcT, ObUIM ONHUCAaHbI IICUXOHEBPOJIOTHYECKHE
HapyuieHus (cM. paszzaen 4.8.). YuuTeiBasi, YTO 3TH CUMIITOMBI MOTJIM OBITh BBI3BAHBI JPYTUMHU
(akTOopamMH, HEM3BECTHO, CBsI3aHBl JIU OHM C NPHUEMOM MOHTelykacTta. Bpauy HeoOxoaumo
00Cy/IUTh JaHHBIE HEXKEJaTeNbHbIE pEeaklUy ¢ MallMeHTaMU W/WIM UX POAUTEISIMU/ONEKYHaMU.
[TanMenTam U/UaKM UX POTUTENAMHU/ONEKYHAM HEO0X0AUMO OOBSCHUTD, UTO B CIIy4yae MOSBICHUS
MO00HBIX CHMIITOMOB HEOOXOAMMO COOOIIUTH 00 STOM JIeUalieMy Bpady.

BHUMAHME: BO3MOXHBI TSIKEJIBIE HEUPOIICUXUUYECKHUE PACCTPOMCTBA
NmeroTcss cooOlieHus O pa3BUTUM TSDKEIBIX HeWponcuxuueckux paccrpoicts (HIIP),
cBs3aHHbIX ¢ npuemoM npenapata JIYKACTOJIL. Bunbl paccTpoiicTB, 0 KOTOPBIX COOOIIANOCH,
Ype3BbIUAIIHO PA3IMYalOTCs U BKJIIOYAIOT B ceOs (HO HE OrpaHMYUBAIOTCS MMH) CIEIyIOIIne
HEeXeJlaTeJIbHbIE peakluu: BO30YXJAEHUE, arpeCCUBHOE MOBEJCHHE, JETPECCHI0, HAPYLICHUS
CHa, CyHLUAATIbHBIE MBICIIH U MTOBeJIeHHE (BKIIIOYas MOMBITKU CYHUIIUAa). MeXaHu3M pa3BUTHS
nanubix HIIP, cBszannbix ¢ npumenenuem mnpenapata JIVKACTOJI, B Hactosimiee Bpems
HEJ0CTATOYHO M3Y4eH (CM. TOTIOTHUTENbHYI0 HHPOpMAIHIO B pazaene 4.8.).

[Tockonbky nmeercs puck pazsutuss HIIP, mone3a ot npumenenus npenaparta JIYKACTOJI
MOJKET HE IIPEBBILIATh PUCK, CBSI3aHHBIN C €r0 MIPUMEHEHUEM Y HEKOTOPBIX TPYIII NTallUEHTOB,
0COOEHHO B CITydasix, KOTJja CUMITOMBI aJJIEPTUYECKOr0 PUHUTA SBISIOTCS YMEPEHHBIMU WIIH
3a00JIeBaHUE MOJKET aJeKBAaTHO KOHTPOJUPOBATbCS WHBIMU MeToAaMu JyedeHus. Crienyer
coxpansaTh npumeHenue npemnapara JIYKACTOJI Tonbko y T€X MalMEHTOB C aJUIEPrUYSCKUM
PUHHUTOM, Y KOTOPBIX HE HaOJII0AaeTCsl OTBETa Ha ajlbTepHATUBHbBIE METOJIbI JICUEHUS WIN OHU
IIJIOXO TEPEHOCATCS.

[Tpu naznayenun mnpenapara JIYKACTOJI cnenyer oOCyauTh C MalMEHTOM WM JIMI[AMH,
OCYILECTBISIOIMUMH YXO 32 HUM, 0’)KHJAEMYIO MOJIb3Y U BO3MOXKHBIC PUCKU OT IPUMECHECHHUS
JAHHOI'O JIEKapCTBEHHOro mnpenapara. Cienyer NpeaynpeauTh NanueHTa u(Wiv) Jul,
OCYILECTBIISIOUIMX YXOJ] 3@ HUM, O HEOOXOAMMOCTH HAOIIO/IEHHs 3a U3MEHEHHEM XapakTepa
MOBEJCHHSI WM MOSIBICHHEM KaKUX-THO0 HOBBIX Helporncuxuueckux cumnromoB (HIIC) B




COOTBETCTBYET 3K( OMY OTUETY

nepuox npuema npemapata JIYKACTOJL | Ecou  HAGHIONASTCS MAMEHCHAC  [ORCHCHUS
naruenra, nosisiueare HoBbix HIIC, mubo y manmeHTa BO3HHMKAKOT CYHUIMIAIBHBIC MBICIH
u(wim) TmoBeAeHHe, HeoOxomumo mpekpatuTh npuem mnpenapara JIVKACTOJI wu
HE3aMEIUITMUTEIbHO CBSI3aTbCS C  MEAMIIMHCKAM paOOTHUKOM (CM. JIOMOJHHUTEIbHYIO
nHpopmanuio B pazzaene 4.8.).

B penkux ciydasx MalUeHThbl, MOJYYaBIIUE MPOTUBOACTMATHYECCKHE MpPENapaThl, BKIOYAs
AQHTArOHUCTHI JISHKOTPUEHOBBIX PELENTOPOB, UCTIBITHIBAIN OJJHO HJIM HECKOJIBKO HEXeaTeIbHbBIX
peaKIMii U3 HIKETIEPSUUCIICHHBIX: 303WHO(DUIINIO, CHINb, YXYIIICHUE JIETOYHBIX CHMIITOMOB,
KapIMOJIOTHYECKUE OCIOKHEHUS W/HIIM HEWPONATHIO, HHOT/IA JUArHOCTHPYEMYIO KaK CHHIPOM
Yapmxa-Ctpocca, CHCTEMHBIN 303WHOMUIIBHBIN BaCKYJIUT. DTH CIIy4an UHOT 1A ObLIN CBSI3aHBI CO
CHIDKEHHEM 03Bl WJIM OTMEHOW TEepanmuH IMepOpabHBIMH TIIOKOKOPTUKOCTEPOUIaMU. XOTS
NPUYUHHO-CJICICTBEHHON CBSI3M ATHX HEKEIATENBHBIX pPEaKIUil ¢ Tepanueidl aHTaroHWCTaMu
JCUKOTPUEHOBBIX PEIEITOPOB HE OBUIO YCTAaHOBIICHO, MAIIEHTaM, IPUHUMAIOLIM MOHTEIIYKACT,
HEOOXOJIMMO COOJIFOJJaTh OCTOPOXKHOCTh;, Y TaKUX TMAIMEHTOB HEOOXOJMMO IPOBOJUTH
COOTBETCTBYIOIIEE KIIMHNYECKOE HAOII0IeHNE.

[Noxuble NanyueHThI
Paznuunii B npoduisix apdextuBHOCTH M 6e30nacHoctu npenapara JIVKACTOJI, cBsizaHHBIX C
BO3pPacTOM IallMEHTOB, HE BBISBIICHO.

BcnomorarenbHble BemiecTBa

[TanuenTam ¢ penKko BCTpeYaroLIEcs HACICACTBEHHOM HENEPEHOCUMOCTBIO TaJIaKTO3bl,
NeGUIUTOM JIaKTa3bl JIOMAped WM TIIIOKO30-TAIAKTO3HOW MaibabcopOuueli He cruemyer
IIPUHUMATB TOT IIpernapar.

4.5. B3aumopeiicTBHe ¢ JPYIrMMHM JIeKAPCTBEHHbIMH NpenapaTaMM W JApyrue BHbI
B3aMMO/EHCTBUA

MoHTenyKacT MOKHO Ha3Ha4aTh BMECTE C JPYTUMH JIGKAPCTBEHHBIMU CpPEACTBAMH, KOTOPHIC
OOBIYHO MPUMEHSIOT JJIsl MPO(PUIAKTUKH U JUIUTEIBHOTO JIeUeHHUs] OpOHXUATbHONW acTMBI W/WITU
JICYSHHs aJUIEPTUYECKOTO pUHHTA. PekoMeHIyeMas TepaneBTHUYEcKas 1032 MOHTeNyKacTa He
OKa3blBaja KIMHUYECKH 3HAYUMOIO BIMAHUSA Ha (PApMAaKOKMHETHUKY CIEAYIOIIMX IMpernaparos:
Teo(MUINHA, NpeIHU30Ha, NPeIHU30JI0Ha, MEPOPATBHBIX KOHTPAIICTITUBOB
(3THHMICTpaauOI/HOpITHCTEPOH 35/1), TepdhenannHa, TUrokCMHA U BapdapuHa.

3nauenne AUC MoOHTelyKacTa CHIDKAeTCs MpU OJHOBpPEMEHHOM Impueme (enobapoburana
npumepHo Ha 40 %, HO 3TO He TpeOyeT U3MEHEHUH pPeKUMa TO3UPOBAHUS MOHTEITYKACTA.

B uccnenoBanusx in vifro yCTaHOBJIEHO, YTO MOHTENyKacT MHruoupyet uzopepmeHt CYP2C8
cucteMsl IuToxpomMa P450, onHako rmpu uccie10BaHUU JIEKAPCTBEHHOTO B3aUMOJCHCTBUS in Vivo
MOHTEJIyKacTa M pOCHUTIINTa30Ha (Meradomm3upyercsa ¢ ydactuem wuzopepmenta CYP2C8
cucteMsl 1uToxpoMa P450) ObUIO MOKa3aHO, YTO MOHTENYKACT HE MHTMOMpOBaNl M30(epMEeHT
CYP2C8. Takum o0Opa3zom, He mpeanosiaraercs BiIusHUA MoHTenykacta Ha CYP2CS-
ONOCPEIOBAaHHBI  MeTaboNM3M JIEKapCTBEHHBIX NpenapaToB (Hampumep, MakKIUTaKcena,
POCHUTIINTA30Ha, peNarjuHuaa).

UccnenoBanust in vitro TmoKa3ajid, YTO MOHTEIYKACT SBJSETCS CyOCTpaToM H30()EpMEHTOB
CYP2CS8, 2C9 u 3A4. [lanHble KIMHUYECKOTO UCCIEAOBAHUS JIEKAPCTBEHHOTO B3aUMOJICICTBHUSA B
OTHOLIEHMH MOHTelyKacta M reMmduOposmia (unrubutopa kak CYP2CS, tak u 2C9)
JEMOHCTPHUPYIOT, YTO TeM(PUOPO3UI MOBBIIIAET I3(H(HEKT CHCTEMHOTO BO3/IEHCTBUSI MOHTETyKacTa
B 4,4 paza. CoBMeCTHBIN TpHeM HTpakoHa3oyia, momHoro uHruoutopa CYP3A4, BMmecte ¢
reMpuOpO3UIOM U MOHTEITYKACTOM HE MPHUBOJAWI K JOMOTHUTEIHLHOMY IOBBIIMIEHUIO Y deKTa
CHCTEMHOTO BO3JICHCTBUS MOHTENTyKacTa. Briusane reMmpuOpo3niia Ha CHCTEMHOE BO3JCHCTBHE
MOHTEJIyKacTa HE MOXKET CUYMTAThCsi KIMHMYECKH 3HAYUMBIM Ha OCHOBAHMHM JIaHHBIX [0
0€30MacHOCTH ITPU MIPUMEHEHUH B 103aX, MPEBBILIAIOIINX 0A00pEeHHYI0 103y 10 MI 11 B3pOCIIBIX
NalMeHTOB (HampuMep, Npu npuMeHeHuH B no3e 200 Mr/meHp uis B3pOCHBIX MAlMEHTOB B
teueHue 22 "Hexenb U a0 900 Mr/meHp B TEYEHHE NMPUMEPHO OHOW HEJENH HE HaOII0AaIoCh
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KIIMHUYECKH 3HAYMMBIX OTPHUIATEIHHBIX 3P HEKTOB). Taﬁlgll}rbﬁaeﬁg

reM(puOpo3UIOM KOPPEKTUPOBKA J03bl MOHTelNyKacta He Tpebyerca. Ilo pesynbratam
UCCIICIOBAaHUM in  Vitro He NPEANonaraeTcs KIMHUYECKHM 3HAYMMBIX JIEKapCTBEHHBIX
B3aUMOJICHCTBUI C JApyruMH u3BecTHbIMH uHTHOMTOpamMu CYP2C8  (mampumep, ¢
TpuMeTonpumMoMm). Kpome TOro, COBMECTHBIII IpHEM MOHTENIyKacTa C OJHHUM TOJIBKO
UTPAKOHA30JI0M HE IPUBOJIUII K CYIIIECTBEHHOMY MOBBIIICHUIO 3()(heKTa CHCTEMHOTO BO3/ICHCTBUA
MOHTEJIyKacTa.

KomOunupoBanHoe jeueHune ¢ OpOHXOAMIaTaTOpaMH

[Ipenapar JIYKACTOJI  sBnsercs 0OOCHOBAaHHBIM  JIOTIOJTHEHHEM K  MOHOTEpaIuu
OpoHXoauWJIaTaTOpaMH, €CJIM  IOCIEAHHE He 00ecnedyuBarOT  aJeKBAaTHOTO  KOHTPOJISA
OponxuanbHOU acTMbl. [1o mocTkeHUHM TepaneBTHUYecKOro 3ddexTa OT JeueHus: mpenaparom
JIYKACTOJI MOXHO Ha4yaTh OCTETIEHHOE CHUKEHHUE J103bl OPOHXOMIIaTATOPOB.

KoMOnHMpOBaHHOE JIeYeHHE C HHTAISIMOHHBIMU TITIOKOKOPTHKOCTEPOUIaMH

Jleuenne npenaparom JIYKACTOJI obGecriednBaeT JOMOTHUTEIBHBIN TepaneBTudeckuii 3¢ dexr
NanyMeHTaM, HPUMEHSIOMUM WHTAIHOHHBIE TJIIOKOKOPTHKOCTepouasl. [lo  mocTmxeHuu
CTa6I/IJII/I3aIlI/II/I COCTOSHHA MOXKHO HAa4YaTh NOCTCTICHHOC CHMIKCHUC O3Bl INIIOKOKOPTUKOCTCpOraa
noj HaOJroIeHHeM Bpada. B HEKOTOPBIX Cilydasx JOIyCTHMA IOJHAs OTMEHA MHTASIIMOHHBIX
TIIFOKOKOPTUKOCTEPOUIOB, OHAKO Pe3Kasi 3aMEeHa MHTASIIMOHHBIX TIIIOKOKOPTHKOCTEPOHIOB Ha
MOHTEJYKacT He PEKOMEHIYeTCsl.

4.6. DepTHIBLHOCTH, 0EPEMEHHOCTD M JIAKTALHUSA

bepemeHHOCTD

MoHTenyKacT cienyeT NPUMEHSTh MpH OSEpPEMEHHOCTH, TOJBKO €CIIM OXKHJaemasl IoJib3a JUIs
MaTepH MpeBbIIAeT MOTEHUUAIBHBIA pUCK A IuioAa UM pedeHka. CorilacHO MMEHOIIUMCS
OIyOJMKOBAHHBIM JIAHHBIM TPOCHEKTHBHBIX U PETPOCHEKTHBHBIX KOTOPTHBIX HCCIEIOBAHUN
IPUMEHEHHS MOHTENIYKacTa y KEeHIIHH BO BpeMsl OEpeMEHHOCTH, Y JAeTel KOTOPBIX OL[EHUBAJIKCh
TSDKETIbIE BPOXK/ICHHBIE TOPOKM DPAa3BUTHS, HE BBISBICHO PHCKOB, CBSI3aHHBIX C IPHUEMOM
npemnapara.

JlocTynHble UCCIeI0OBaHUS WMEIOT METOJ0JIOTHYECKUE OrpaHMYEHUs], BKIIIOYas Majblii 00beM
BbIOOPKH, B HEKOTOPBIX CIIy4asX PETPOCIEKTHBHBIA COOp JaHHBIX M HECONOCTABUMBIE TPYIIIIbI
CpaBHEHU.

JlakTarms

MoHnTenykacT cieayer NPUMEHSTh B MEPHUOJ KOPMIIEHUS TPYJbI0, TOJIBKO €CIHM OXUJaemas
MoJIb3a JIJII MaTEPH TPEBBIIIACT MOTSHIIMAIBHBIM PUCK A TUiona win pedbenka. HeusBectHo,
BBIJICNISIETCSl JIW MOHTEIYKAacT C TPYJIHBIM MOJIOKOM. [lOCKONBKY MHOTHME JI€KapCTBEHHbIE
npenaparbl BBIICTSIOTCS C TPYIHBIM MOJOKOM, HEOOXOAMMO YYHTHIBATh TO MPHU HA3HAYECHUU
MOHTEJIyKacTa B IEPUOJ] TPYAHOTO BCKaPMIIMBAHUSI.

4.7. BuausiHMe HA CNOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CpeCTBaMHU W padoTath ¢
MeXaHHU3MaMH

He oxwunaercs, 4ro mnpuemM MOHTenykacta OyAeT BIMATh Ha CIIOCOOHOCTb YHPAaBIIAThH
TPAHCIIOPTHBIMU CpEICTBaMU M PadOTaTh C MexaHW3MamH. TeM He MeHee WHIUBUIYyaJbHbIE
peaKkIMy Ha Ipenapar MOryT ObITh pa3znuuHbIMH. HekoTopsle moOouHble 3G (heKThl (Takue Kak
TOJIOBOKPY>KEHHE U COHJIMBOCTB), KOTOpPbIE, KaK COOOIIANOCh, OYEHb PEAKO BO3HUKAIU MpU
IPUMEHEHUH MOHTENyKacTa, MOTYT BIHATh HA CIIOCOOHOCTh HEKOTOPBIX MAllMEHTOB YIPABISATh
TPAHCTIOPTHBIMU CPEACTBAMH U pabOTaTh C MEXaHU3MaMH.

4.8. HexenarenbHble peakuuu

Pestome npoduist 6e3o0nacHOCTH

B nenom monTenmykact xoporio nepernocutcs. [lodounbie 3 hekThl 00BIYHO OBIBAIOT JIETKUMHU H,
KaK MpaBWIIO, He TPEeOYIOT OTMEHHI mpemnapara. OO0mas 4acToTa HEKENaTeNbHBIX PEaKIUN MpH
JICYEHUH MOHTETYKACTOM COIMOCTaBHMa C UX YaCTOTOM MpH MpreMe Tuianeoo.
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Jlemu 6 so3pacme om 2 00 5 nem ¢ OpoHXUATLHQU acmmc'ﬁlal:l:::'-lE"]":: BATEINBHOCTS 0003)

3KCTMEPTHOMY OTYETY

B xnuHuYecKuX uCCIe10BaHUsIX MOHTEIYKACTa MPUHSUIIM yyacTue 573 manueHTa B Bo3pacte oT 2
nmo 5 mer. B 12-HenmenbHOM  1U1ane00-KOHTPOIMPYEMOM — KIMHHYECKOM  HCCIEAOBAHUU
€IMHCTBEHHOW HEXEJATEIbHON pEakIMel, ONEHEHHOM KaK CBSI3aHHOE C MPUEMOM IIperapara,
HaOmonaBmmMest y > 1 % mnanueHToB, MPUHUMABIIMX MOHTEIYKAcT, W 4Yalle, 4YeM B TpyIIe
MAIMEHTOB, MPUHUMABIINX TUTa1e00, OblIa Xaxaa. Pa3mudust Mo yacToTe JaHHOW HeXellaTeIbHON
peaKuu MKy IBYyMs TpYIIaMu JieyeHUs ObUTH CTATUCTUYECKU HE3HAUUMbIMHU.

B o6meii cnnoskHocTH 426 MaliEHTOB B BO3PACTe OT 2 A0 5 JIET MOJIy4aJIy JIEUEHUE MOHTEIYKAaCTOM
B TEUCHHUE Kak MUHUMYM 3 MmecsieB, 230 — B TeueHue 6 MecsieB Wid 0oyiee JIIUTEIbLHO U 63
nanueHTa — B TeueHue 12 mecsneB wim Oonee jumrtenbHO. [Ipu Oonee MTENbHOM JIEYEHUN
npouiIh He)KeNaTeIbHBIX PeaklUi HEe U3MEHUIICS.

Hemu 6 6o3pacme om 2 0o 14 n1em ¢ ce30HHbIM annepeudecKum puHUmom

B 2-HenenbHOM 11a11€00-KOHTPOJIMPYEMOM KIMHUYECKOM HCCIEOBAHUM C HPUMEHEHHUEM
MOHTEJyKacTa JUisi JICYCHUS CE30HHOTO aJUICPrUYeCKOro pHUHHTA MpUHSIM ydactue 280
MalUeHTOB B Bo3pacte oT 2 a0 14 nmer. MoHTenykacT npuHUMAIICS ManMeHTamMu 1 pa3 B JeHb
BEYEPOM M B IEJIOM XOPOIIO MEPEHOCHIICS, Mpoduib 0e30macHOCTH mIpenapaTta ObLT CXOXK C
npodunem Oe3omacHOCTH IuTane0o. B JaHHOM KIMHHYECKOM HCCIEIOBAaHUM HE ObLIU
3apCruCTpUpPOBaAHbl HCKEIATCIIbHBIC PCAKIIMU, KOTOPLIC OBl pacluCHUBAJIUCh KaK CBA3AaHHBLIC C
npHeMoM Mpenapara, Habmoganuch 06l y > 1 % mnanueHToB, MPUHUMABIINX MOHTEIYKACT, U
Jame, Y€M B I'pynIi€ rnanucHTOB, IPUHUMABIINX rmaue60.

Jlemu 6 so3pacme om 6 00 14 1em ¢ OPOHXUATLHOU ACMMOTL

[Ipoduns GezonacHOCTH Tpemapara y JAeTell ObUT B IIEJIOM CXO0X C IpoduiieM 0€30MacHOCTH Y
B3pOCJIBIX U COMOCTaBUM C TIpoduiieM 0€30MacHOCTH TIae0o.

B 8-memenpHOM IIane00-KOHTPOIMPYEMOM KIMHHYECKOM HCCIICIOBAHHHM CIUHCTBEHHON
HEXXeNaTeNIbHOM peakIlfei, OIeHEHHON KaK CBS3aHHOM C MPUEMOM Ipernapara, HaOIroaBIIyoCs
y > 1 % mnanueHToB, NMPUHUMABIIMX MOHTEIYKACT, W dYalle, 4YeM B TpYyIIe MalUeHTOB,
MPUHUMABIIUX TIane6o, Obuta rojgoBHast 0onb. Pasnuyne mo yactore Mexay ABYMs TpyIaMu
JIeYeHUsI OBIIIO CTATHCTUYCCKU HE3HAYHMBIM.

B wuccrnenoBaHusx mo OIeHKE Temma pocTa Npoduiab Oe30MacHOCTH y MAalMEeHTOB JaHHOMN
BO3PACTHOM TpPYyNIBI COOTBETCTBOBAJ paHEE OMHCAaHHOMY Tpodmio  0e30macHOCTH
MOHTEYKacTa.

[Ipu OGonee mmurenbHOM JedeHun (Oonee 6 Mec.) MpoduIb HEXKENTATCIbHBIX pPEAKIUHd He
WU3MEHUJICS.

B3pocnvie u 0emu 6 6ospacme 15 nem u cmapuie ¢ OpOHXUATILHOU ACMMOU

B nByx 12-HenenpHBIX M1a11e00-KOHTPOIHPYEMBIX KIMHHUECKUX UCCIIETOBAHUIX C aHATIOTUIHBIM
JIU3aiHOM €IMHCTBEHHBIMH HEXKENAaTeIbHbIMU PEaKIUsSMHU, OLICHEHHBIMM KaK CBSI3aHHBIE C
MpUEeMOM Tpernapara, HabmogaBmuMucs y > 1 % mnanueHToB, NPUHUMABIINX MOHTEIYKACT, U
yailie, 4eM B IpyIIie NalueHTOB, MPUHUMABLINX IU1ale60, OblTH 00JIb B )KUBOTE U FOJIOBHAS 0OJIb.
Paznuuus mo yacToTe JaHHBIX HEeXKENATENbHBIX PEAKIIUi MEXTy IBYMS TPYIIIIaMU JICYEHUS ObLITN
CTATUCTUYECKH HE3HAUYUMBbIMU. [Ipu Oosee mimuTeaprHOM JiedeHUH (B Te€YeHHUE 2 JieT) mpoduiib
HEeXeJaTelbHbIX PEeaKIui HE U3MEHUIICS.

B3spocnvie u 0emu 6 6o3pacme 15 nem u cmapuie ¢ Ce30HHbIM ANNEPSULECKUM PUHUMOM
MoHTenyKacT MpUHUMAJICS MalueHTaMu | pa3 B IeHb YTPOM MJIM BEYEpOM U B ILI€JIOM XOPOIIO
nepeHoCHIICs, Mpod Uik 0€30MTaCHOCTH Mpemnapara ObLI CX0XK ¢ MpoduaeM 6€30MacHOCTH 1aedo.
B mnnane0o-KOHTpOIUPYEMbIX KIMHUYECKUX MCCIIEOBAHUSAX HE OBLIM 3aperuCcTPUPOBAHBI
HE)KeJNaTebHbIC PEaKINU, KOTOpble OBbl PaCICHHBAINCH KaK CBS3aHHBIC C MIPUEMOM IIperapara,
HaOmronanuch 061 y > 1 % manueHToB, NPUHUMABIIUX MOHTENYKACT, M Yalle, YeM B TpyIIne
NalMEeHTOB, MPHHUMABIINX IUTane0o0. B 4-HenenpHOM m1arie00-KOHTPOIMPYEMOM KIIMHHYECKOM
UCCIeIOBaHUM TPOo¢mIb OE30MacHOCTH Ipernapara ObUT CXOXK C TAaKOBBIM B 2-HEAETbHBIX
ucciaenoBaHuax. YacToTa BO3ZHHKHOBCHHS COHJIMBOCTH IIpH IIpHEME Ipernapara BO BCeX
UCCIIEIOBaHMSIX ObliIa TAKOH K€, KaK MpH MpHeMe Tuianedo.
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MoHTenyKkacT IpHHUMAJICS MalueHTamMu | pa3 B ICHb U B 1IeJIOM Xopoto nepenocuics. [Ipoduns
0€30MacHOCTH Mpenapara ObUT CX0K ¢ TpoduIeM 0e30IacHOCTH, HAOJIIOIaBITUMCS TIPH JICUCHUN
MAIUEHTOB C CE30HHBIM AUIEPTHYCCKUM PHHHUTOM H TpU TpueMe Iuiane6o. B maHHBIX
KIIMHUYECKUX UCCIICIOBAHMIX HE OBUIM 3aperHCTPUPOBAHBI HEXEJATCIbHBIC pEeaKluu, KOTOPhIC
OBl pacCIEeHUBAIKMCH KaK CBSI3aHHBIC C PUEMOM TIpernapara, Habmoqammch 061 y > 1 % manueHTos,
NPUHUMABIIMX MOHTEJIYKAcT, M dYallle, YeM B TpYIIe MalMEeHTOB, MPUHUMABIIUX ILIANEOO.
YacTtoTa BOZHUKHOBEHHUS COHJIMBOCTH IPU MPUEME TIperapara Oblia TaKOH ke, Kak MpH IpueMe
iane0o.

Ob60OwenHblll anaius pe3yrbmamos KIUHUYeCKux ucciedo8aHull

beut  mpoBenen  0000mieHHBIM  aHanu3 41  11ane60-KOHTPOJIUPYEMOTrO  KIMHHUYECKOTO
uccienoBanus (35 uccienoBaHW ¢ ydyacTHeM NAIMEHTOB B Bo3pacte 15 jer u crapuie; 6
UCCJIEIOBAaHUM C y4yacTHeM IallMeHTOB B Bo3pacte OT 6 10 14 jer) ¢ uchojib30BaHUEM
YTBEP)KJICHHBIX METOJIOB OLEHKH CyHIHIaIbHOCTH. Cpenu ManueHToB, NPUHUMABIIUX
MOHTENYKACT, U MAalMEeHTOB, MPUHUMABIIUX IPU MPOBEACHUU KIMHUYECKUX HCCIECIOBAHUN
m1ane6o, ObUT BBIABIIEH OJMH MAllMEHT C CyMUIUAATBbHON HACTPOEHHOCTHIO B IPYIIE MallMeHTOB,
NPUHUMABIIMX MOHTenykacT. Hu B ogHOM u3 caMoyOuiicTBa, CYHMIUAANBHOM MOMBITKU
YKa3bIBaBIIMX HA CyULIUJAIBHOE ITIOBEJCHHE.

OtaensHO OBUT TpoOBeleH 0000IIEeHHBIH aHamu3 46 11a1e00-KOHTPOIUPYEMBIX KIMHUYECKUX
uccienoBanuii (35 uccinenoBaHUN C yyacTHMEM MAallMEHTOB B Bo3pacte 15 sier u crapuue; 11
WCCJIEIOBAHUM C ydYacTHeM MalUeHTOB B Bo3pacTe OT 3 MecsleB g0 14 5eT) ans OLEeHKH
HeOmaronpusTHEIX moseneHueckux 3¢dexror (HIID). Cpenn manueHToB, MPUHAMABIINX B 3THX
HCCJIEIOBAHUSIX MOHTEIYKAacT, W MAlMEHTOB, NMPUHUMABIIMX I1ae00, MPOIEHT MallMeHTOB,
uMmeronmx kak MuHuMyM oaud HIIO, coctasui 2,73 % cpeau npuHUMAaBIIMX MOHTEYKAcT U 2,27
% - cpenu MPUHUMABIIKX TUTale00; OTHOIIEHUE IIaHCOB cocTaBuio 1,12 (95 % nmoepurenbHBIN
untepsai [0,93; 1,36]).

HesxenarenbHble peakluu, 0 KOTOPBIX COOOINANIOCh B IEPUO/1 HOCTMAPKETUHIOBOI'O IPUMEHEHUS
MOHTEJYKaCTa, IEPeUrCIIeHbI B TA0IMIIE HUKE B COOTBETCTBUU C CHCTEMHO-OPTaHHBIMU KJlacCaMu
U creuu(pUUecKuMU HeXelaTeNbHbIMU peakuusMu. Kareropum 4acToTel ObUIM OIIEHEHBI Ha
OCHOBE COOTBETCTBYIOIHUX KIMHUUECKUX UCCIIET0BAaHUM.

Tabanunoe DPE3IOME HEXKENATEIbHBIX PEAKIINI

CHcTeMHO-OpraHHbIN KJ1ace HexenarenbHble peakuuu KaTteropus 4acTotsl’
WHdekun 1 MHBa3HH MHDEKIMY BEPXHUX JIbIXaTeNbHBIX MyTeH” 04eHb YacTo
Hapymenns co cTopoHbI [TOBBIIICHUE CKJIOHHOCTH K penKo
KPOBU U TUM(PATHUIECKOIN KPOBOTEYECHUSIM
CHUCTEMBI TPOMOOLIUTONEHHUSI OYEHb PEIKO
Hapymienus co cTOpoHBI peaKuy THIIEPUYyBCTBUTEIBHOCTH, B TOM |[HEYACTO
MMMYHHON CHCTEMBbI qrcie aHaQHIAKCUs

pO3MHOGMIbHAS MHQUIBTPALKS IEUEHH  |0YSHb PEJIKO
[Icnxudyeckne HapylIeHNUsT  |[HApyLIEHUs CHA, BKJIFOYasi HOYHBIE HEYaCTO

KOILIMapbl, 0ECCOHHMILY, COMHaMOYJIH3M,
TPEBOKHOCTh, BO30YKIECHUE, B TOM UHCIIE
arpecCUBHOE TIOBEICHUE WITH
BpaXXJ€OHOCTD, JeTpeccus,
[ICHXOMOTOPHAs THIIEPAKTUBHOCTH
(BKJIFOUAs pa3apakKUTEIbHOCTD,
GecroKoicTBO, TpeMop®)

HapylIeHHe BHUMaHUS, HApyIIeHHE peaxo
MaMsITH, TUK
raJUTIOLIMHAIINY, 1€30pUEHTaLUS, OYEHb PEIKO

nmuchemus (3auKaHue), CyUITUITbHBIC




COOTBETCTBYET 2KC

ot 05.12.
MBIC/TH ¥ TIOBEICHHE (CYHITMTATHOCIE),

O6CCCCI/IBHO-KOMHYJ'IBCI/IBHBIG CHUMIITOMBI

Hapyiienust co cTOpoHBI rOJIOBOKPY>KEHHE, COHIIMBOCTb, HE4acTo
HEPBHOU CHUCTEMBbI apecTe3usl/TunecTe3us, Cya0poru

Hapymienus co cTOpoHBI ydallleHHOE CepALeOreHne penko
cepaua

Hapyiienust co cTOpoHBI HOCOBOE KPOBOTCUCHHE HE4acTo
IbIXaTEJIbHON CUCTEMBI, cunapom Yapmxka - Ctpocca (CUC) OUYEHb PEIKO
OpraHOB IPyJHOM KIETKH U |(cM. paszzen 4.4.)

CPCIOCTCHHUA JerouHast 303MHOUINS O4YCHb PEAKO
KenynouHo-KkueyHsie nuapes®, Tomnora®, pgora’ 4acTo
HapyLICHUS CYXOCTb CIM3HCTON OOOJIOUKH IOJIOCTH  [HEYacTO

pTa, IUCICIICUA

Hapymiennsi co cTopoHbI [MOBBIIICHIE AKTUBHOCTH CHIBOPOTOUYHBIX [JACTO
MevYeHu U xemueBbiBoAsIUX [Tpancamunas (AJIT, ACT)
myTei renaTuT (B TOM YHUCIIE XOJIECTATUUECKOE, [0UEHb PEIKO

rernaToLeUTIIOISIPHOE U CMEIIaHHOE
[OpaXCHHE MEYEHH )

Hapy1ieHust co CTOpoHbI chinp* 4acTo
KOKM Y ITOJKOXHBIX TKAHEW |CKIOHHOCTH K (POPMHUPOBAHHUIO TEMATOM, |[HEYACTO
KpanuBHULA, 3y

AHIMOHEBPOTUYECKHUM OTEK €IKO
y3JI0BaTast 3puTeMa, MHOro(hopMHast OYEHb PEIKO
PpUTEMA

Hapymenns co cTopoHbI apTparysl, MUAJITUS, BKIIFOYAs HEYaCTO

MBIILIEYHOM, CKEJIETHON 1 MBILLIEYHBIE CYI0POTH
COCIUHUTEILHON TKAaHU

Hapymienust co CTOpOHBI DHYpe3 y neTeit HEYaCTO
MOYEK M MOUYEBBIBOISIIINX

nyTei

OO0mre HapyIIeHUs U nupekcus’ 4acTo

PCaKIIMK B MECTC BBCJACHUA |aCTCHUA / TIOBBIIIICHHAS YTOMIISIEMOCTD, qacCTo
YYBCTBO 06H1€F0 HCAOMOI'aHHUA, OTCKU

'Kareropusi 4acToThl: ompeaeneHa Ul KaxkIod HexeaaTelbHOW peaKkluM B 3aBUCHMOCTH OT
YaCTOTHI, YKA3aHHOU B 0a3e JIaHHBIX KIMHUYECKUX HCCIIeI0OBaHUN: oueHb yacTo (>1/10), gacTo
(>1/100, nO <1/10), HEuacTo (>1/1000, HO <1/100), peaxo (>1/10000, rHo <1/1000), oueHb peaKo
(<1/10000), yacToTa HEM3BeCTHA (Ha OCHOBAHUHU UMEIOIIMXCS JAHHBIX OIIEHUTh HEBO3MOXKHO).

2I[aHHaSI HCXKECJIATCJIIbHAA pEaKlus, KOTOPOC OBLIO OTHECEHO K KaTCropunu «O4YCHb 4YaCTo» Yy
ManucHTOB, MOJYYaBIINX MOHTCIYKACT, TAKXKC OBLIO OTHECEHO K KaTeropunu «O4Y€Hb 4aCTo» y
ManucHTOB, MOJYYaBIIUX HJ'IaI_IC6O B KIMHHYCCKHUX UCCICIOBAHUAX.

3KaTeropus 4acToThl: PEJIKO.

4I[aHHaSI HEXKEJIATCIIbHAA pCaKud, KOTOPOC OBLIO OTHECEHO K KaTCropuu «4acTto» y MnanucHTOB,
MMOoJIydyaBIINX MOHTCIIYKACT, TaK¥XE OBLII0O OTHECEHO K KaTCropuu «4acTto» Yy IMalucHTOB,
MoJIy4yaBIINX l'IJ'IaI_IC6O B KIMHHYCCKHX UCCIICOOBAHUAX.

CooO1u1eHus 0 10103PEBAEMbIX HEXKeJIaTeIbHbIX PEaKIUIX

BaxxHo coo01maTh 0 1Mo103peBaeMbIX HEXEIaTeIbHBIX PEaKIUAX TOCIIe PEruCTPaLluy Mperapara ¢
LENbI0  O0ECleYeHnsT HENPEpPhIBHOTO MOHUTOPMHIA COOTHOIIEHUS «IIOJb3a — PUCK»
JICKapCTBEHHOTO Mpenapara. MeIuuHCKUM pa0OTHUKAM PEKOMEHAYeTCs COOOIIaTh O JOOBIX
IOJI03PEBAEMbIX HEXKENATENbHbIX PEaKLUsAX JIEKAPCTBEHHOrO Ipernapara yepe3 HallMOHAJIbHbIE
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HKOHOMHUYECKOI'0 COI03a.

Poccuiickas @enepanus

DenepanibHas Ciryx0a 1Mo Ha30PY B chepe 31paBOOXpaHEHUSI.

Anpec: 109012, r. MockBa, CnaBsiHcKas miomazis, a. 4, ctp. 1.

Tenedon: +7 (800) 550-99-03

DnekTpoHHas rmovra: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMALTMOHHO-TEIEKOMMYHHUKAITHOHHON ceTu «nTepuem:
https://www.roszdravnadzor.gov.ru

4.9. Ilepexo3upoBka

CHUMINITOMOB NEepPEeI03UPOBKU HE HAOIIOAATIOCh B X0/1€ KIIMHUYECKUX MCCIIEI0BAaHUHN JITUTEIILHOTO
(22 Henenmu) Je4YEHHUs B3POCIBIX OOJBHBIX OpPOHXMAIBHOM acTMOW C CYTOYHBIMH J03aMHU
MoHTemykacTa 10 200 Mr 1160 B X0/1€ KOPOTKHX (0KOJIO | HeAeNn) KIMHUYECKUX HCCIIeIOBAHUI
C CyTOYHBIMH J103aMH 110 900 mr.

Hmenu mecto ciydan ocTpoi nepenozupoBku (mpueM He menee 1000 mr mpemnapara B CyTKH)
MOHTEJIYKaCTOM B MOCTPETHUCTPAIIMOHHBIA MEPUOJ U BO BPEMs KIMHUYECKUX HCCIEAOBAHUHN y
B3pocibiX u Jjereil. KnuHuueckue u 1abopaTopHbIE JaHHBIE CBUACTEILCTBOBAIUA O
COIMOCTAaBUMOCTH TpOo(UiIeH O0e30ImaCHOCTH MOHTEIyKacTa Yy ACTEH, B3POCIBIX M ITOXKHIIBIX
MAIUEHTOB.

CHMIITOMBI

Haubonee yacTpiMu CUMITOMAMH OBLTH 4YBCTBO YKaXKIbl, COHIIUBOCTb, PBOTA, ICHXOMOTOPHOE
BO30YKJCHHE, TOJIOBHAsI 00JIb ¥ 00JIh B )KUBOTE. JIaHHBIE CUMIITOMEBI COTJIACYIOTCS ¢ TIpOoduIemM
0€30MacHOCTH MOHTEIIYKAacTa.

Jleuenne

Jleyenue B cimydae OCTpOM MepeAo3MpOBKU cUMITOMaruuyeckoe. JlaHHbIXx 00 sddexTuBHOCTU
NEPUTOHEAIbHOTO JUaiu3a WIM TeMoJualn3a MOHTedykacta Her. Her cnemuduuHoin
uH(pOpPMAIIUHU O JICUEHUH TePeJO3UPOBKH MOHTEITYKACTOM.

5. DPAPMAKOJIOTHYECKHUE CBOVCTBA

5.1. ®apmakoaMHaAMHYeCKHe CBOCTBA

®dapMakoTepaneBTUYECKas TpYIIa: CpeAcTBa Ui JIEYEeHUS OOCTPYKTHBHBIX 3a00JieBaHUMN
JIBIXaTeIbHBIX TYyTEH; Ipyrue CpeicTBa CHUCTEMHOTO JEWUCTBHS ISl JICYCHHUS OOCTPYKTHBHBIX

3a00JIeBaHUI JBIXATENBHBIX MyTEH; OIIOKATOPHI JEHKOTPUEHOBBIX PEIIEITOPOB.
Kox ATX: R03DCO03

Mexanusm jiefictBus u GpapmakoauHamMuyeckre 3G GeKThl

Muctennun-nevikorpuensl (LTCs, LTD4, LTE4) sBAsAtOTCS CHIBHBIMM — MEAMATOPAMHU
BOCIAJICHUS — DUKO3aHOUIAMHU, KOTOPBIE BBIACIIAIOTCS Pa3HbIMU KIIETKAMU, B TOM YUCJIE TYYHBIMU
KJIETKaMd M 303MHOQMIAMU. OTH Ba)KHbIE MPOACTMAaTHUYECKHE MEIUATOphl CBA3BIBAIOTCS C
LUCTENHUII-JIENKOTPUEHOBBIMU pelenTopaMu. LIuCTenHUI-IENKOTPUEHOBBIE penenTopsl | Thma
(CysLTi-peuenTtopsl) NpUCyTCTBYIOT B JbIXaTENIbHBIX MYTAX YeJIOBEKa (B TOM YHCIE, B KIETKaX
[NIQJAKUX MBI OpOHXOB, Makpodarax) M Jpyrux KIeTkax IpoBOCHaleHus (BKIIOYas
S03MHO(MIIBI M HEKOTOpPble MHENOHUIHbIE CTBOJIOBBIE KJIETKH). lLlMcTenHuI-NedKOTpreHb
KOPPENUPYIOT ¢ TaTo(pU3n0I0rHeld OpOHXHAIbHOM acTMBI U ajuiepruueckoro punuta. [Ipu actme
JeMKOTpUEH-0Mocpe0BaHHbIE () (PEKTHI BKIIOYAIOT OPOHXOCIA3M, YBETUUEHNUE CEKPELIUU CIIU3H,
MOBBIIIEHUE TPOHUIIAEMOCTH COCYJIOB M YBEIMYEHUE KoiIudecTBa 303uHOGMUiIOB. Ilpm
aJJIEprU4ecKOM PUHUTE MOCJe BO3ACHCTBUS aJulepreHa IPOUCXOAUT BEICBOOOKICHUE LIMCTEMHII
JEUKOTPUEHOB M3 MPOBOCHIAIUTENBHBIX KJIETOK CIU3UCTOM 00O0JIOUKM TOJIOCTH HOCA BO BpeMs
paHHel u no3aHel (a3 anaepruyeckoil peakiuy, YTo NPOosBIAETCS CUMIITOMAaMH allJIEPrHYeCKOro
punuta. [lpu nHTpaHazanbHOM Mpole ¢ HIUCTEeUHWIT- ICHKOTPHEHAaMH OBLIO TPOAEMOHCTPUPOBAHO
MOBBIIICHUE PE3UCTEHTHOCTH BO3JAYXOHOCHBIX HOCOBBIX IIyT€H M CHUMIITOMOB HAa3aJbHON
OOCTPYKIIHH.
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3HAYUTEIBHO YIYyYIaeT IOKa3aTeNyd BOCHAJeHHUA INpH OpoHXuanbHOM actme. [lo maHHBIM
OMOXMMHYECKOrO0 M (DapMaKoJIOrMYECKOr0 aHajin3a MOHTEIYKAcT C BBICOKHM CPOJCTBOM U
n30uparenbHOCThIO cBsi3biBaeTcsi ¢ CysLTi-penentopamu, He B3aUMOJEHCTBYSI C JAPYTUMU
(bapMaKkoIOTMYECK  Ba)XKHBIMU ~ pELENITOpaMU B JAbIXaTeIbHBIX MYyTAX (TakKUX  Kak
NPOCTarJIaHJANHOBBIC, XOJMHEPTUYECKHE WM [-aApeHepruyeckre peuenTopbl). MoOHTeIyKacT
UHTUOMpYeT (HU3UOJIOTHYECKOe JIeHCcTBHE IUCTEUHUIOBBIX JeikoTpueHoB LTCy, LTD4 u LTE4
nyreMm cBs3biBaHus ¢ CysLTi-penentopamu, He oOKa3blBasi CTUMYJIMPYIOLLIErO JAEUCTBHUSA Ha
JTAHHBIE PELENTOPBI.

Mounrenykact unrubupyer CysLT-penenTopsl B JbIXaTe€NbHBIX MYTAX, YTO IMOATBEPMKAAETCS
CIIOCOOHOCTBIO OJIOKMPOBATh Pa3BUTHE OpoHXOCHa3Ma B OTBeT Ha Babixanue L TD4y mamueHToB
¢ OponxuanmpHOW acTMoOil. J[o3bI 5 Mr [0CTaTo4HO Ui KyHHpPOBaHUS OpoHXOcHasMma,
MHAyUupoBaHHOTO LTDy.

MOHTGJIYKaCT BBI3BIBACT 6p0onsz1aTauH}0 B TEUCHUE 2-X YACOB II0CIIC npueMa BHYTPb U MOXKET
JOITOJIHATD 6p0HXOI[I/IJ'IaTaI_[I/IIO, BbI3BAHHYHO Bz—aﬂpeHOMI/IMCTI/IKaMI/I.

ITpuMmeHeHrne MOHTEIYKacTa B 103aX, IPeBbIIAOIUX 10 MI B IeHb, IPUHUMAEMBIX OJHOKPATHO,
3 PEKTUBHOCTB Mperapara He MOBBIIIALT.

5.2. ®apmakoKHHeTHYECKHE CBOIiCTBA

AOGcopouus

MoHnTenykacT ObICTPO M MPAKTHYECKH IOJHOCTHIO BCACBIBAETCS IOCHE NpHEMa BHYTPb. Y
B3pOCJBIX TpPH MpPHEME HATOLIaK TaOJIETOK, MOKPHITBIX 000J04Koi, 10 Mr, MakcumaibHas
KoHIEeHTpauus (Cmax) focturaercs uyepes 3 yaca (Tmax). CpeaHsiss OMo10CTyIHOCT U IIpUeMe
BHYTpb cocTaBiisieT 64 %. [Ipuem numuy He BiauseT Ha Cmax B IJ1a3Me KPOBU U OMOIOCTYITHOCTD
npenapara.

Pacnpenencuue

MoHnTenykacT cBsi3bIBaeTcs C OenkamMu IUta3Mbl KpoBH Oosee uyeM Ha 99%. OObem
pacrpenieNieHusi MOHTENyKacTa B COCTOSHUM PAaBHOBECHOW KOHIIGHTPAIMM COCTaBISIET B
cpeaHem 8 — 11 auTpos.

2 WccnenoBaHHUA C PAJUOAKTHBHO MEUEHHBIM MOHTEIYKAacTOM, MpPOBEICHHBIE Ha KpbICaX,
YKa3bIBalOT Ha MHUHHMMAaJIbHOE ITPOHUKHOBEHHUE uepe3 remarosHuedannyeckuit 6aprep. Kpome
TOTO, KOHIIGHTpPAIlMM MEUYEHOro Ipemapara dyepe3 24 wyaca T1oOciie BBEJCHHS ObLTH
MUHHMAaJIbHBIMH BO BCEX JIPYTHX TKaHSX.

buotpanchopmanusg

MoHTenykacT akTMBHO Merabonusupyercsa. [Ipu uccinenoBaHMM TepaneBTHYECKUX 03 Y
B3pOCIJIBIX U JIeTell KOHIEHTpalusi MeTabOJIMTOB MOHTENyKacTa B IJJa3M€ B PaBHOBECHOM
COCTOSIHUM B IJIA3ME HE ONPENEIAETCS.

WccnenoBanus in vitro ¢ UCHOJIb30BaHUEM MHUKPOCOM II€UEHU YeJOBEKa IMOKa3ajih, YTO B
MeTaboIM3Me MOHTEIYKACTa y4acTBYIOT n3odepMeHThl nutoxpoma P450: 3A4, 2C8 u 2C9.
CornacHo pe3yJbTaTaM HUCClIe0BAHUN, IPOBEICHHBIM in Vifro B MUKpOCOMaXx IIEUYE€HHU YeI0BeKa,
MOHTEJIYKAacT B TepaneBTUYECKON KOHIIEHTPALIMH B IJ1a3Me KPOBU HE MHTUOMPYET N30(epMEHTHI
nutoxpoma P450: 3A4, 2C9, 1A2, 2A6, 2C19 u 2D6.

OIMMUHALUA
[[na3MeHHBIH KIUPEHC MOHTEIyKacTa y 3J0POBBIX B3POCIBIX COCTABISIET B CpPEIHEM

45 mn/mun. Ilocme mpueMa BHYTPH pPaJMOAaKTHBHO MEYEHHOTO MOHTenykacta 86 % ero
KOJTMYECTBA BBIBOJUTCS Uepe3 KUIIEYHUK B TedeHue S5 mHert u meHee 0,2 % — moykamu, 4TO
MOJITBEPKJIAET, YTO MOHTEIYKACT U €r0 META0OIHUTHI SKCKPETUPYIOTCS TMOUYTH UCKIIOYUTEIHHO
C JKEITYbIO.

[lepuon moayBBIBEICHHUS MOHTEIYKACTa Y MOJIOJIBIX 3JJOPOBBIX B3POCIIBIX COCTABISAET OT 2,7 10
5,5 dyaca. ®apMaKOKMHETHKA MOHTEJIYKacTa COXpaHsAeT MPaKTUYECKH JIMHEHHBIA XapaKkTep NMpu
npuemMe BHYTpPb 7103 cBbiiie 50 mr. [Ipu nmpueme MoHTeNlyKacTa B yTPEHHUE M BEUEPHUE YaChI
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HaOmogaeTcst ymepeHnHas (0koio 14 %) Kymymsiius akTUBHOTO BEILIECTBA B IJIa3MeE.

Jpyrue 0CO0EbIe T'PYIIIIBI

Ilon
DapMaKOKHHETHKA MOHTEIYKACTa Y MYXKYHH U Y KEHIIIMH CXOHAsI.

Jluya noowcunozo eospacma

[Tpu omHOKpaTHOM IpHeMe BHYTpb 10 Mr MoHTendykacTa apMakOKUHETHYECKHH NMpoduib U
OMOJOCTYIHOCTh CXOAHBI Yy TMOXWIBIX M [AalMEHTOB MOJOI0ro Bo3pacra. llepuon
IIOJIyBbIBEIEHHUS] MOHTEJIYKAcTa U3 I1a3Mbl HECKOJIBKO AJIMHHEE Y MOKMIBIX Jroael. Koppekiuu
JI03bI IIpenapara y MOXKWIbIX JIFoAel He TpeOyeTcs..

Paca
He BbIIBIEHO pa3nmuuuii B KIMHUYECKH 3HAYMMBIX (hapMaKOKHMHETHYECKUX dddekrax y
MALUEHTOB PA3JIMYHBIX pac.

Ileuenounas nedocmamounocms

VY NanueHToB ¢ INEYEHOYHOW HEIOCTATOYHOCTBIO JIETKOW M CPEJHEH CTENEHM TSHKECTU H
KJIMHUYECKHMMH TPOSIBIICHUSMU LUPpO3a II€YEHH OTMEUYEHO 3aMeJUIeHHEe MeTadoau3Ma
MOHTEJIYKacTa, CONPOBOXKAAOLIEECs YBEIMUEHHEM IUIOMAAM MoJ (apMaKOKMHETHYECKOM
KpuBOil «koHUeHTpauuss — BpeMs» (AUC) npubnusutenbHo Ha 41% nocine OgHOKpaTHOTO
npueMa mpenaparta B nose 10 mr. BreiBeneHue MOHTENyKacTa y 3THX NAlMEHTOB HECKOJIBKO
YBEJIMYUBAETCS 110 CPABHEHUIO CO 3JIOPOBBIMHU JIFOJIBMU (CpellHEE BpeMs MOyBbIBeAeHU — 7,4
yaca). M3MeHeHHs 103b1 MOHTENyKacTa il HAallMEHTOB C IMEYEHOUYHOW HEeI0CTaTOYHOCTHIO
JIETKOM M CpeIHel cTeneHH TsSHKecTH He TpeOyercs. JlaHHBIX 0 XapakTepe (papMaKOKHHETUKH
MOHTEJIYKacTa y MalUeHTOB C TSKEJIOW MEeYeHOYHONW HeJI0CTaTOYHOCThIO (0ojee 9 OamioB 1o
mkane Yanna-I1s10) HeT.

Iloueunas neoocmamounocmo

[TockonbKy MOHTETYKACT U €ro MeTa0OJIUTHI HE HKCKPETUPYIOTCS ¢ MOYOH, (hapMaKOKHHETHKA
MOHTEJYKAacTa y NalMEeHTOB C MOY€YHOW HEJJOCTaTOUHOCThIO HE OlleHHBajachk. KoppekTupoBku
J103bI TIpenapara JJist 3TOM IpyMIibl MAIUeHTOB He TpedyeTcs.

6. DPAPMAIIEBTUYECKHUE CBOMCTBA
6.1. Ilepeyenn BcnoMorarejbHbIX BellleCTB
Cocras szpa

JIAKTO3bl MOHOTHIPAT;

MaHHUTOJ;

KpOCKapMeJui03a HaTpus;

TUIPOJIO3a;

LEJUTI0NI03a MUKpOKpucTasuinueckas (tun 102);
MarHusi creapar.

CoctaB 000J109KH

roToBO€ MOKphITHE kenToro neeta (Wincoat WT-4014 sxentsrif):
TUIIPOMEIII03a;

makporoa 3350;

TUTaHA TUOKCU]T;

TaJbK;

AJTIOMHUHMEBBIN JIAK HA OCHOBE KPACUTENsI XMHOJIMHOBOTO YKEJITOTO.

6.2. HecoBMeCTHMOCTDH
He npumennmo.

6.3. Cpok rogHoctu (CpoK XpaHeHHU)
2 roxa.

10
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6.4. Oco0Obie MepbI MPEAOCTOPOKHOCTH TP xpaHel'M:l-a-:::'-l =[0BA S v

XpaHUTh B 3alIUIIIEHHOM OT CBETa MECTE MpH Temreparype He Boiwie 25 °C.

6.5. Xapakrep M coaeprkaHue NEPBUYHON YIIAKOBKH

[To 7 nnu 10 Tabnerok B 6uuctep u3 mieHku [I1BX u amomunmneBoii Gponbru.

ITo 1, 2 wim 4 GaucTepa BMECTE ¢ MHCTPYKIIUEH MO MEIUIIMHCKOMY NMPUMEHCHHUIO B TAYKy U3
KapTOHA JJIs IOTPEOUTEILCKOM Taphl TUIIA XPOMOBBINA UIIM XPOM-3p3all.

ITo 7 nmm 10 Tabnerok B cTpunbl u3 anmroMuHueBor ¢oinbru. [lo 1, 2 umm 4 ctpuna Bmecte ¢
MHCTPYKIKEH M0 MEIUIIMHCKOMY NPUMEHEHUIO B TIAYKy M3 KapTOHA Ul MOTPEOUTENTLCKOM Taphl
THIIA XPOMOBBIN WJIM XPOM-3P3all.

ITo 7, 10, 14, 20, 28 unu 40 TaGNeTOK B IUIACTUKOBBIE OAHKU W3 TOJIMATHUIICHTEpedTaNara,
YKYIIOPEHHBIE€ IUIACTUKOBBIMU KpPBIIIKAMHU M3 TOJUATUICHA BBICOKOM IUIOTHOCTH M HHU3KOIO
JABJICHUSA, C KOHTPOJEM TIEPBOTO BCKPHITUS WJIM IUJIACTUKOBBIMU  KPBIIIKAMH U3
MOJIMATUIICHA/TIOJIMIIPOIIMIICHA € «3alIMTON OT aerei». Ha GaHKy HakJIeMBalOT STUKETKY U3
OyMaru nucyeil Wi TUKETOYHOH.

1 GaHKy BMECTE€ C MHCTPYKLUHEH MO MEIUIIMHCKOMY MPUMEHEHHIO B MAauKy M3 KapTOHA s
HNOTPEOUTENBCKOM Taphl TUIIA XPOMOBBIN UM XPOM-3p3all.

6.6. Oco0Oble Mepbl NPEJOCTOPOKHOCTH MNPH YHUYTOKEHHHM HCHOJIb30BAHHOIO
JIEKAPCTBEHHOI'0 Mpenapara Uil 0TX0/0B, MOJYYEHHBIX MOc/e MPUMEeHeHusl penapara u
Apyrue MAHUMYJISIHUY ¢ TPenapaTom

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUSA
Poccuiickas ®@enepanus
00O «9nBancny Papmay

308010, benroponckas 00:1., MyHUIIUIIATbHBIN paiioH benroponckuii, r.i. nocenok CeBepHBIH,
nrt. CeBepHblii, yi. bepesonas, 31. 5.

Ten.: +7 (4722) 20 23 19
Anpec anekTpoHHON nouThl: factory(@atcl.ru

7.1. IlpeacraBuTenb JepiKaTe/isd PEriCTPALMOHHOIO Y10CTOBEPEHH S
[Iperen3un norpeduTesell HaPaBIATh 110 AAPECY:

Poccuiickas ®enepanus
00O «9nBancny Papmay

308010, benroponckas 00:1., MyHUIIUIIATbHBIN paiioH benroponckuii, r.. nocenok CeBepHBIH,
nrt. CeBepHbIii, yi. bepe3onas, 31. 5.

Ten.: +7 (4722) 20 23 19
Anpec anekTpoHHON nouThl: factory(@atcl.ru

8. HOMEP PETHCTPAIIMOHHOI'O YAOCTOBEPEHUSA

9. JATA NEPBUYHOWM PEIMCTPAIIMMA (IIOATBEPXJIEHWUS PEIMCTPAILIUMN,
HEPEPETUCTPALINN)
Jlata nmepBoii perucTpanuu:

10. JATA NEPECMOTPA TEKCTA

OOmast  xapakrepuctuka JiekapctBeHHoro mpemapara JIYKACTOJI  ngoctymHa  Ha
MH(POPMALIMOHHOM TopTaie EBpasuilckoro 5KOHOMHYECKOTO COK3a B HH(POPMALUOHHO-
KOMMYHUKaIMoHHOH cetn «THTepHeT» http://eec.eacunion.org/.
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