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Memyﬂapozmoe HEMNMATCHTOBAHHOEC HAUMEHOBAHHE — najunepuaoH

JlexapcrBennas gpopma — TaGieTKH MPOJOHITMPOBAHHOTO AEHCTBUSA, NOKPHITHIE 06010UYKOIA.

CocraB

B 1 TaGneTke npoOHrMpOBaHHOrO AEHCTBHA 3 MI COEPKHUTCS:

Axmuenoe sewjecmeo:

[Tanunepuaon — 3 mr.

BcenomorarenbHble BelecTsa:

Makporon 200K — 81,43 mr, makporon 7000K — 73,70 mr, Hatpus xnopua — 30 mr, nosumon (K29-
32) — 10 mr, rustunnosa — 10,45 mr, creapunosas kuciora — 0,75 mr, Oyruaruapokcuroayos — 0,11
M, JKejie3a OKecHl KpacHbli — 1,0 mr, xene3a okeun sxentbii — 0,03 mr, makporon 3350 — 1,0 wmr,
uenmonossl auerar (398-10) — 44,55 wmr, kpacurtenb Oenblii (rMNpoMenno3a, TUTAHA JUOKCHL,

JIAKTO3bl MOHOTUAPAT, TPUALETHH) — 33 Mr, KapHayOckuii Bock — 0,03 mr.

B 1 taGsnieTke NpoOHrMPOBaHHOIO AEHCTBUA 6 MI CONEPKUTCS:
Axmusnoe eewecmeo:
[Tanunepuaon — 6 mr.

BcnomorarenbHbie BELICCTBA:
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Makporosn 200K — 78,45 mr, makporos 7000K — 73,70 mr, Hatpus xsiopua — 30 mr, nopuaon (K29-
32) — 10 mr, rustunnosa — 10,45 mr, creapunoBas kuciora — 0,75 mr, 6yrunruapokcuronyon — 0,11
MT, JKesie3a okeul KpacHbli — 1,01 mr, makporos 3350 — 1,00 mr, uentono3sl auerat (398-10) — 44,55
MT, KpacuTesib OexKeBbli (TMnpoMesosa, THTaHa AMOKCH L, MOJUITUIEHIINKOb 400, Xkene3a oKcus
KEJTBIN, )Kejie3a OKCH/] KpacHblii) — 18 mr, kapHayOckuit Bock — 0,03 mr.

B 1 Tabnerke npoJoHrMpoBaHHOrO JAEUCTBUS 9 M COAEPIKUTCS:

AxmuesHoe seuyecmeo:

[Tanunepuaon — 9 mr.

BcnomoratenbHble BelecTsa:

Makporosn 200K — 75,45 mr, makporon 7000K — 73,70 mr, natpus xaopua — 30 mr, nouaon (K29-
32) - 10 mr, rustunnosa — 10,45 mr, creapunosas kuciaora — 0,75 mr, Gyrunruapokeuronyosn — 0,11
Mr, ene3a okeu yephbiid — 0,01 mr, xenesza okeua kpacHsiit — 1,00 mr, makporon 3350 — 1,00 mr,
uesutosiosbl auerar (398-10) — 44,55 mr, kpacuTenb po30BbIi (FMNIPOMEII03a, TUTAHA JUOKCHL,

noaudTUIIeHrIMKOb 400, JKene3a OKCHa KpacHslit) — 15 Mr, kapHaybckuii Bock — 0,03 Mr.

B 1 TaGneTke nposoHrupoBaHHOrO AeHCTBHA 12 MI COAEPKUTCS:

Axmuenoe sewecmeo:

[Tanunepuaon — 12 mr.

BcnomorarensHble BelecTsa:

Makporon 200K — 72,43 mr, makporon 7000K — 73,70 mr, natpus xaopua — 30 mr, nouaon (K29-
32) — 10 mr, rustnnosa — 10,45 mr, creapunoBas kuciora — 0,75 mr, Gyruaruapokeuronyon — 0,11
M, JKeje3a okeua kpacHblit — 1,00 mr, xene3a okeua xentsiii — 0,03 mr, makporosn 3350 — 1,00 mr,
uesmonossl auerar (398-10) — 44,55 mr, Kpacuteldb TEMHO-KENTHI (IMMPOMENIO3a, THUTaHA
JAMOKCHU], MOMUITHIICHTIMKOL 400, Kene3a okeu kentbiit) — 12 mr, kapHayockuii Bock — 0,03 mr.
Haanuce Ha TabneTkax Bcex J03MPOBOK MNpPOM3BEJEHA YEPHUIAMH BOJIOPACTBOPUMBIMH YePHBIMHU
(cocTaB 4epHWI: TMIIPOMEINIO3a, JKeje3a OKCHMJ YepPHBIH, BOJA OYMIUEHHAs, W30MPONaHoI,

MPOMNUJIEHTJIUKOIIb).

Onucanue
benbie, cBeT0-0pankeBbIe (A0MycKaeTcs ciadblif KOPUYHEBATBIM OTTEHOK), PO30BbIE (A0MyCKaeTCs
CepoBaTbId OTTEHOK) WJIM TEMHO-XKeNTble (J0MycKaeTcs cepoBaTbhlii OTTEHOK) (COOTBETCTBEHHO

A03UpoBKe — 3, 6, 9 uamn 12 mr) TabneTku KancyaoBuaHo#i popmel. TabneTKH UMEIOT HaAMUChH
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«PAL 3», «PAL 6», «<PAL 9» unu «PAL 12» (cOOTBETCTBEHHO 103UpOBKE — 3, 6, 9 niu 12 mr).

Bb]ﬂyCKHble OTBEPCTHUA MOT'YT ObITb BUAMMBI WJIH HEBUIUMBI IIpU BU3YyaJIbHOM OCMOTpE.

®apmakoTepaneBTHYECKAs TPYINNA — AaHTUIICUXOTHYECKOE CPECTBO (HEHPOJIENTHK).

Koax ATX — NO5SAX13

PapmakosiornyecKkue cBoiicTaa

DapmakoouHamuxka

Mexanuszm oeiicmeus

[lanunepunon — 510 UEHTpanbHO JAEHCTBYIOWIMI aHTAroHUCT aodamuHOBBIX D2-penentopos,
001a1at01IMIA TAKIKE BBICOKMM aHTaroHM3MOM B OTHOLICHHH CEepOTOHHMHOBBIX 5-HT2-peuentopos.
Kpome Toro, nanunepuaoH sBiasercs aHtaroHucTom anbal- M anba2-aapeHepruueckux
peuentopoB W HIl-rucramunoBeix peuentopoB. [lanunepuaon He obGnazaer adduuuteTom K
XOJIMHEPrU4YeCKMM, MYCKapHHOBBIM, a Takxke Oeral- M Oera2-ajpeHepruyecKMM peLernTopaM.
dapmakosioruyeckas akTHBHOCTb (+) M (-)-9)HAHTHOMEPOB MAJMMEPUAOHA OJMHAKOBA B
Kauye€CTBEHHOM W KOJIMYECTBEHHOM OTHOILLEHHUSX.

Anmuncuxomuyeckoe Oeiicmeue 00ycnoBneHo 61o0kanoit Dr-godpamMuHepruyecKux peLenTopos
MEe30JIMMOMYECKOH M ME30KOPTHKAIbHOM cHUCTeMbl. BbI3biBaeT MeHblIEe MoJaBieHHe MOTOpPHOM
AKTUBHOCTH W B MEHbLICH CTENEHU MHIAYLUMPYET KaTalercuio, YeM KJIaCCHUECKHUEe aHTUICUXOTUKH
(HEHpOJIENTUKH).

COanaHcMpOBaHHBIH LEHTPANbHBI AHTATOHM3M K CEPOTOHHHY M A0(aMHHY MOXKET yMEHbIIATh
CKJIOHHOCTb K O9KCTPAaNMpamMH/IHbIM MOOOYHBIM AEHCTBUAM M  pacUIMPATh TEpPaneBTHYECKOE
BO3/ICHCTBHE MpernapaTa ¢ 0XBATOM HEraTUBHBIX U MPOAYKTUBHBIX CUMITTOMOB LIM30(PEHHH.
[TanvnepuaoH oka3biBaeT BAMAHHE HA CTPYKTYPY CHA: YMEHbIIAET JaTEHTHBII MePHO/1 10 3aChiNaHus,
YMEHBIIAET YKCJIO MPOOYKAEHHI MOCe 3achiaHus, yBeIUYMBAET OOLLYIO MPOJO0IKUTENBHOCT CH,
YBEJIMYMBACT BPeMsi CHA U MOBBILIAET HHJEKC KayecTBa cHa. OKa3bIBaeT MPOTHBOPBOTHOE JIEHCTBHE,

MOXKET BbI3bIBATb YBEJIMYCHUE KOHUEHTPALMH MPOJIAKTHHA B IJIa3ME KPOBH.

DapmakoKkunemuka

Ecin He oroBopeHo uHaue, apmakokuHeTHUeCKHe JaHHbIC, MPeJCTABICHHBIE B JaHHOM pasjeie
OCHOBAHbI HA JIAHHBIX, MOJIyYEHHBIX [UISl B3POC/bIX MAlUEHTOB.

DapMaKkOKMHETHYECKME XapaKTEPUCTUKH NATMNEPUI0HA M10CIe PUeMa BHYTPb NPONOPLUHOHATBHbI

MPUHATOM /103€ B PEKOMEH/lyeMOM TepaneBTHYECKOM auarna3oHe (3—12 Mr oMH pa3s B CyTKHM).
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Abcopbuus

[Tocne npuema oaHON 1036l Npenapata KOHUEHTpALMS MNaJUNEpUI0OHA B [1a3Me CTaOMIIbHO
BO3pacTaia, U MakcumasbHass KoHueHTpauusi (Cmax) Aocturanace cnycts 24 4. Y OGosbLUMHCTBA
MalMEeHTOB PAaBHOBECHBIE KOHLEHTPALMU NaJuMNepuaoHa JAOCTUraauch nocie 4-5 aHeil npuema
rnpenapara OJiMH pa3 B CyTKH.

[Tanunepuaon sBisercs akTUBHBIM MeTaboOAMTOM pucnepugoHa. OcoOeHHOCTH BBICBOOOXKIEHUS
JeficTBylomiero  BeulecTBa M3 npenapara Musera® oGecreuuBanu  MeHbluMe  KojdebaHus
MaKCUMMaJIbHBIX © MUHUMAJIbHBIX KOHLIEHTPALIMI NaJMNEPUI0HA, YEM T€, KOTOpble Ha0 M0 AaK0TCs MPU
MCTOJIB30BAHUM OOBIYHBIX JIEKapCTBEHHBIX (GopMm (MHAeKe ¢uykTyauuid koHueHTpauuii 38% mno
CpaBHEHUIO €O 125% st 0OOBIYHBIX JIeKapCTBEHHBIX (hopMm).

[Tocne npuema Tabnerok nanunepuaoHa MPOUCXOAUT B3aUMHOe TmpeBpaiieHue (+) U (-)
SHAHTHOMEPOB, M COOTHOIUEHWE [UIOWAJeH MOJ KPUBOM «KOHUEHTpauus-Bpems» (AUC)
AUC (+)/AUC (-) B paBHOBECHOM COCTOSIHUM cocTaBiseT mnpumepHo 1,6. AbcomoTHas
OMOIOCTYNMHOCTE MaaMNepUIOHa focie nepopaibHoro mnpuema cocrtasiseT 28% (23%-33% npu
J0BEpUTEILHOM HHTEpBase 90%).

[locne oaHokpaTtHOro mnpuema 15 Mr naaunepujoHa B Bujae TaOJIETKH TMPOJIOHIMPOBAHHOIO
BBICBOOOXK/IEHUSI BMECTE C KMPHOH BbICOKOKANOpUHHON muiied Cmax M1 AUC yBeaMUYMINCH, B
cpeaHeM Ha 42 u 46% COOTBETCTBEHHO OTHOCHTENIBHO ITHUX JKe MoKasaresell npu npueme tabieTku
Hatomak. B apyrom uccineaoBaHuM mnocie OJHOKPAaTHOro mpueMa 12 Mr najavnepuaoHa B BHJE
TabJIETKH NPOJIOHTMPOBAHHOTO BBICBODOJK/ICHUSI BMECTE C )KUPHO# BBICOKOKAMTOPUIHHOM MuLel Crax
1 AUC yBeauunInCh, B cpeHeM Ha 60 u 54% cOOTBETCTBEHHO OTHOCHUTEIBLHO 3THX K€ MoKaszare/iei
npu npueme TabaeTku Harowak. Takum oOpa3oM, HaJlMuYMe WM OTCYTCTBHME B KEJIYJAKE MUIIH BO
BpeMs MpUeMa najiurnepuioHa MoKeT U3MEHATh KOHLIEHTPALIMIO MaTUNepUIoHa B Mjla3Me KPOBH.

Pacrnipenenenue

[Tanunepuaon OBICTPO pacrpeaensieTcss B TKAHAX W JKMAKOCTAX opranusma. Kaxyuuiics o6bem
pacnpenenenus — 487 j1. CreneHb cBA3bIBaHUA ¢ OeskaMu niasMbl coctasisier 74%. [lanunepuion
CBA3BIBAETCS MPEUMYILECTBEHHO C alb(a)-KUCIIBIM MITHKOMPOTEUHOM M allbOYMHUHOM.

buorpancdhopMalus ¥ 3IMMHUHALKS

Yepes 1 Henemo nocne npuema oHOM cTaHAapTHOM TabaeTKu, coaepxkasiuei | Mr naaunepuaoHa,
59% no3bl BBIAENANOCH € MOYOH B HEM3MEHEHHOM BM/E; 9TO CBMJETENLCTBYET O TOM, YTO
Najurnepu0H He I0/BEpPraeTcsi HHTEHCHBHOMY MeTaboau3My B nedenu. Okosno 80% mnpenapara

Obl10 0OHapyeHo B mMoue U npumepHo 11% — B kane. M3BecTHbl yeTbipe nyTH meTaboau3Ma
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najunepuaoHa in vivo, HU OJJMH U3 KOTOPbIX He 0XBaTkIBaeT Oosiee 6,5% 103bl: 1€3a0KUIMPOBAHHUE,
TMIPOKCHUIIMPOBAHHE, AErMAPUpPOBaHME M pacuieruieHue OeHsu3okcasona. MccnepoBanus in vitro
nokasaiuu, 4ro usopepmentsl CYP2D6 u CYP3A4 uutoxpoma P450 moryT urparb onpejeneHHY0
poJib B MeTab0aM3Me NaaUNepHI0Ha, OJJHAKO J0KA3aTeIbCTB TOr0, YTO OHU MUIPAIOT 3HAUYMMYIO POJIb
B MeTabo/iM3Me najunepuaoHa in vivo, NojaydyuTb He yaanock. HecmoTps Ha To, 4To B oO0wIei
nonyJasuMu akTMBHOCTb M3odepmerta CYP2D6 cyuiecTBEeHHO BapbUpYyeT, MOMY/ISALUHOHHbIE
(apMaKOKMHETHYECKHE MCCIIE0BAaHUA HE BBIIBMJIM CYIIECTBEHHBIX pa3sIM4YMi  Kaxkyllerocs
KJIMPEHCA MajMIepu0Ha Yy MalMEeHTOB C aKTHBHbIM MeTaboiu3mMoM cybcTparoB u3odepmeHTa
CYP2D6 wu y nauueHtoB co cinabeim Mmerabonusmom cybcrpatoB u3odepmenta CYP2D6.
Hccnenosanus in vitro ¢ UCnosib30BaHHEM MUKPOCOMAIIBHBIX MPENapaToB reTepoOrMYHbIX CUCTEM
nokasanu, 4to usopepmentsl CYPIA2, CYP2A6, CYP2C9, CYP2C19 u CYP3AS He y4yacTBYyIOT B
MeTabosIn3mMe najaunepuaoHa.

KoneuHblit nepuo nosyBeiBeIeHUs MATUNEPHI0HA COCTABJISAET OKOJIO 23 u.

Mccenenosanus in vitro nokasanu, 4To najiMnepuaoH siBasercs cyocTpatoM P-ramkonporerHa v B
BbICOKHX KOHLEHTpauUMax ciabo ero vHrubupyer. JlaHHble in vivo OTCYTCTBYIOT, KJIMHHYECKas
3HAYMMOCTb HEM3BECTHA.

Oco0Oble rpyIiel

Ilayuenmul ¢ napywenusmu Qynkyuu nevenu

[Tanunepuaon He nojaBepraeTcs MHTEHCMBHOMY MeTab01M3My B MeueHH. Y MaluMeHToB ¢ JIErKUMU U
YMEPEHHbIMH HapyIIEHUAMHU QYHKIMM MEYEHU HET HeOOXOAMMOCTH CHIXKATh 103y MalUIEPUIOHA.
Mcenenosanue, B KOTOPOM yYacTBOBAIM MALMEHTBI C YMEPEHHBIM HapylieHHeM (yHKLHMH MedyeHu
(knacc «B» no knaccudukaumn Yaiina-Ileto), nokasano, 4yto y 3TMX NauMeHTOB KOHLIEHTPALMH
HECBSI3aHHOTO MAJIMIIEPU/IOHA B MJ1a3Me ObIIM CXO/IHbI C TAKOBBIMU Y 3/10pOBBIX J0eH. [IpumMenenue
npenapara Uueera® y naumeHToB ¢ TAKEIBIMU HApYIEHUAMU QYHKLIMH MEYESHH HE H3Y4anoch.
Ilayuenmer ¢ napywenuamu pynkyuu novex

Jlo3y nanunepupona HeOOXOAMMO CHMXKATh y MALMEHTOB C YMEPEHHBIM M TSKEJIbIM HapylIeHHEM
(yHKunu nouek. DKCKpeLHIO NaTUNepUaI0Ha U3yYalln y MALMEHTOB C Pa3HON CTENEHbIO HAPYILIEHHUS
Gynkuun nouek. BbUIO yCTaHOBIEHO, YTO SIMMHHALMA MAJIUIEPUIOHA CHMKANACH MO Mepe
YMEHbUICHHs KJMpeHca KpeaThHuHa. OOwMil KaupeHc nasunepuaoHa Obln CHMXKEH Ha 32% vy
MalMEeHTOB C JIETKUMH HapylIeHUsAMH QyHKUMU noyek (KiupeHe kpeaTuHUHA oT 50 10 <80 mui/MuH),
Ha 64% y NauMeHTOB C yMEPEHHBIMU HapyLIEHUAMU GyHKLIMHU MOYeK (KIMpeHC KpeatuHuHa ot 30 10

<50 mu/mMuH) ¥ Ha 71% y NAUMEHTOB C TAXKEABIMM HApYLICHUAMH (GYHKUMH NOYeK (KAMpEHC



.0

kpearuHuHa ot 10 no <30 mu/mun). CpeaHuii KOHEUYHbIH MEepUOJ MONYBbIBEIEHUs MaJUNepUI0Ha
cocraBui 24,40 1 51 4 y malMEHTOB € JIETKUMH, YMEPEHHBIMHU U TSOKEJILIMU HapyLIEHUAMH QYHKIMHU
MOYEK COOTBETCTBEHHO; Yy JIKOAEH ¢ HOpMaibHOM (GyHKUMEH noyek (KIMpeHc KpeaTHHuHa >80
MJI/MHMH) 3TOT MoKa3aTejb COCTaBiIsii 23 4.

Iloopocmku

CucremHOe BO3eHCTBHE MANMNEPH/IOHA HA MOAPOCTKOB OBbIIO CPABHMMO C TAKOBBIM y B3POCIIBIX.
KonuenTpauus naaunepuoHa B rnjia3mMe KpoBM Y MoAPOCTKOB ¢ Maccoi Tesia <51 kr Ha 23% Bbllue,
YeM y MOJAPOCTKOB € Maccoi Tena >51 Kr, 4To He KJAMHUYECKM 3Hauumo. BospacTt He BiusieT Ha
KOHLIEHTPALMIO MaJUNepUI0oHa B Iia3me.

Ioocunvie nayuenmer

He pekomenayercs M3MeHATh 103y MNalUMEepUIOHAa B 3aBUCMMOCTM OT BO3pacTa MalMeHTa.
Pesynbrarel hapMakoOKMHETHYECKOTO KCCIIEI0BAHMS, B KOTOPOM Yy4acTBOBA/M MOKHJIbIE MALIUEHTHI B
BO3pacTe 65 JeT M cTaplle, MOKa3ajiu, YTO KaKylIMHCs KIMPEHC MaliUMepUaoOHa B PABHOBECHOM
cocTosiHuu nocne npuema npenapara Musera® B 510ii rpynne 6bi1 Ha 20% HuKe, yeM y B3pOC/IbIX
nauueHToB B Bospacte 18-45 sier. Bmecte ¢ Tem, mnocie BHeCeHHMs MOMPABKM Ha BO3PACTHOE
CHMIKEHME KJIMpeHCa KpeaTMHWHA, MOMYISALMOHHBIA aHA/IM3 He BbISABUI BJIMSHHS BO3pacTa 60JbHbIX
wu3odpenueii Ha papMaKOKMHETHKY MaIMNEepH/I0HA.

Pacosas npunaoaesxcrnocmeo

M3vmenenuii 103 114 nauMeHTOB  pasiMYHON  PAacoBOil  MPUHAMLIEKHOCTH He TpedyeTcs.
[Tonynsuuonnelii - hapMakoKMHETHYECKNI aHAIM3 [0KA3al OTCYTCTBHE pAcOBBIX pPasTHuMii B
(hapmakokuHeTHKe nanunepuIoHa npu npumMeHennu npenapara Musera®. He oGHapyskeHo pasnnuuii
B (papMaKkOKMHETHKe B HCCIIEI0BAHUSX HA AMOHLAX M €BPONMOM/IAX.

Ilon

Pekomentyemble 10361 NanunepuaoHa OMHAKOBBI UTA MY)KYWH M keHlMH. Kaxymuiics kiupeHc
najMnepuoHa rnocje npueMa npenapara y )KeHIMH npumMepHo Ha 19% Huke, 4eM y MyKuuH. JTa
pasHHL@ 00yC/I0B/IEHA B OCHOBHOM Pa3IMuMAMH B 0€3)KMPOBOIl KOMIIOHEHTE MACChl TeJla U KJMPEHCe
KpeaTMHUHA MEXK/1y MYKUYHHAMH M JKEHILUMHAMMU, MOCKOJIBKY MOMYIALHUOHHBIE UCCIIE0BAHUS, 110CIIe
BHECEHHsl MONPaBKK Ha O€3)KMPOBYIO KOMITOHEHTY MacChl Te/la U KIIMPEHC KPEaTMHUHA, HE BbISBHIIM
KIIMHUYECKH 3HAYMMBIX pasjinuuii B (papMaKOKMHETHKE MalUMepuIoHa y MYKYHUH W IKEHIIHH,

I[MPpUHUMABLIKX [pernapar.
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Kypenue

He pexomenayercs M3MeHATH 103bl MaaunepuaoHa y KypuibluukoB. MccienoBauus in vitro ¢
MCII0JIb30BAHUEM TMEYEHOYHBIX (DEPMEHTOB ueloBeKa MOoKa3alu, YTO MaJWMNEpPUIOH He SBJISETCS
cyocrparom nsodepmenra CYP1A2, u nosTomy KypeHHe He J0/DKHO BIAMATH Ha (PapMaKOKHHETHKY
naaMnepuaoHa. B cooTBeTcTBUM € pe3ynbTaramMu MCCIENOBaHWM in  vitro, MONyJsUHOHHBIE
MCCIIEI0BaHKs HE BBISIBUIIM Pa3Ivumii B papMaKOKHHETHKE MaTUNepUua0Ha MEX/IY KYPUIIbIIHKAMU 1

HEKYpALWUMU JIKOJAbMU.

INoka3anusi K npUMeHEHHN 10

[ln3oppenus, B Tom uncie B haze 0b6ocTpeHus y B3poc/bIX nauueHTos. [podunakriuka o6ocTpenuii
LM30(pEeHUH Y B3pPOCIbIX.

Jleuenue wmzodpeHnn y noapocTkos B Bospacte ot 12 a0 17 ner.

Tepanus wm3oaddekTUBHBIX paccTpOCTB: B KayecTBE MOHOTEpAnMM MWIM B COCTaBe

KOMGMHI/IPOBaHHOﬁ TEparnuu ¢ aHTUACTIPECCAHTAMH W/uim HOPMOTUMHUKAMH y B3pOCJIbIX MALMEHTOB.

IIpoTuBONOKa3aHUS
[TpoTuBonokasan nauMeHTam ¢ runepuyBCTBUTEILHOCTBIO K MAJIUIEPHIOHY, PUCTIEPU/IOHY, A TAKIKe

K ﬂlO60My BCIMIOMOTATCJIbHOMY UHIPEAUCHTY Ipenapara.

C ocTOpOKHOCTBIO

Cyoopooicnbie cocmosnus 6 anammuese u 3a601€6aHUSL, CHUNCAIOUUE NOPO2 CYOOPOIUCHOU 20MOBHOCU
Kak u 1pyrue aHTUNCMXOTUKM, MATHIEPHIOH CIEAYET C OCTOPOKHOCTBIO MPUMEHATH Y MALMEHTOB,
MMEIOIIMX B aHaMHe3e CYJOpPOXKHbIC MPHIMAAKK WK JApyrue 3a00/eBaHMs, CHUXKAIOLIME MOPOr
CYJIOpPOKHON FOTOBHOCTH.

Juchazus u cyscenue npoceema siceny0ouHo-KumeuHo20 mpakma (603mMoMCHOCHb obecmpykyuu)

Ta6nerkn Unsera®

He 1ePOPMUPYIOTCS U MOYTH HE MEHSIOT CBOKO (POPMY B XKENYA0YHO-KUILIEYHOM
TpaKTe, W MO3TOMY MX HE ClelyeT Ha3HayaTh MAalLMEHTaM C CHJIBHBIM CYXXEHHEM MpOoCBeTa
KeJly JOUYHO-KHLIEYHOr0 TPaKTa (MaToJ0rMYecKUM MM ATPOreHHBIM), @ TAKXKe MalMeHTaM, KOTOpble
CTpajaloT aucdarueil WiM KOTOPbIM TPYIAHO rioTath TabneTku. MMmerotes peakue cooOLIeHUs O
CUMIITOMAX OOCTPYKUMHM IKETyJ0YHO-KMIIEUHOr0 TPaKTa, CBS3aHHBIX C [PHUEMOM BHYTPb
HeeOPMUPYEMBIX JIEKAPCTBEHHBIX (DOPM € KOHTPOJMPYEMBIM BBICBOOOK/IEHHEM aKTHBHO

Cy6CTaHqu/l. ﬂaﬂnnepme TOXE OTHOCHUTCA K TaKUM JIEKApCTBCHHBLIM d)OpMaM, U TIO3TOMY €ro
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MOJKHO Ha3Ha4aTh TOJILKO TEM IMALUEHTaM, KOTOPbIE MOTYT IJIOTaTh TA0JETKH LETUKOM.

Hooxcunvie nayuenmuol ¢ Oemenyuen

DdpdexkTvBHOCTL M 0€30MacHOCTh MAJIUMEPUIOHA HE OLEHMBAIM Y TMOKHUIBIX MALMEHTOB C
AemeHuuen. Mera-ananu3 17 naaue60-KOHTPOIUPYEMbIX MCCIEA0BAHUMI MMOKA3all, YTO Y MOKHIIBIX
MalMEeHTOB C JEMEHLMEH, MOJyYaBIIMX aTUITUYHbIE AHTUICUXOTHYECKHUE Mpernaparhl, Takue Kak
pUCNEPU/IOH, apUITUIPA30Jl, OJAH3aluH W KBETHAINUWH, Habnooaircs 6o0nee 6bICOKUL YPOGEHD
CMEPMHOCMU  NO  CPAGHEeHUI0 ¢ nayuenmamu, noayyaeuumu niayeb6o. Cpeau MNoJayyaBIIMX
PUCMEPUIOH MALMEHTOB CMEPTHOCTh cocTaBuia 4% no cpaBHeHuto ¢ 3,1% cpeau monydyaBliux
niaue6o. [nauebo-KoHTpoMpyemble UCCIeA0BaHuUs, B KOTOPBIX YYaCTBOBAIM MOXKHUIIbIE NALMEHTHI
C IeMEHLIMEH, MPOAEMOHCTPUPOBAJIHN MOBBILIEHHYIO YaCTOTY LepedpoBacKyISPHBIX HEkKeNaTeIbHbIX
3 heKTOB (MHCYIBTHI M TPAH3MTOPHBIC HIIEMUYECKME aTakk), B TOM YHMCIE CO CMepTelbHbIM
MCXOJIOM, y MALMEHTOB, MOJYYaBLUIMX HEKOTOPHIE ATHIMYHBIE AHTUIICUXOTHYECKHE Mpenaparhl,
BK/IFOYABLIME PHUCIICPU/IOH, apHUIUIIPa30/l W OJIaH3alKH, M0 CPaBHEHHUIO C MAaLMEHTaMH, KOTOpbIe
nojyyvanu njaauedo.

bBonesnv Iapkuncona u demenyus ¢ meavyamu Jleeu

Bpaun 10/0KHBI BHMMATENbHO B3BEIIMBATH BO3MOXKHbBIC PHCKM M [OTEHLMAIbHYIO MOIb3Y MpH
Ha3HAYCHWU AHTUIICUXOTHYECKUX MpPenaparoB, BKIOYas MajuNepuIoH, NauueHTam, CTpajaroiuM
Oonesnbto [lapkuHcOHa MM JeMeHLMel ¢ Tenbuamu JIeBu, MOCKONbKY Y TaKUX MALUMEHTOB MOJKET
ObITb yBEJIMYEH PUCK PA3BUTUS 3J0KAYECTBEHHOIO HEHpOIENTHYECKOTrO CHHAPOMA WM TOBbILIEHA
YYBCTBUTEJIBHOCTb K AHTUINCHXOTHYECKMM rnpenapataM. [IposiBieHust 95TOM  MOBBILIEHHOM
4YBCTBHUTE/ILHOCTH BKJIIOYAIOT, MOMHUMO JKCTpANMpaMUIHBIX CUMITOMOB, CIYTaHHOCTh CO3HAHMS,

[PHUTYIJIEHHOCTb peaKuuﬁ A NMOCTYPaJbHYIO M'MITIOTEH3UKO C YAaCThIMU MAaJACHUAMMU.

IIpumenenne npu GepeMeHHOCTH H B EPHO/ IPYAHOI0 BCKAPMJIMBAHHS

B Hacrosiuiee Bpems HeT JaHHBIX 0 Ge30MacHOCTH MaJIWNepHAOHa 118 GepeMEeHHBIX JKEHUIUH W
BHYTPUYTPOOHOTO pasBuTus mioja. Ilpenapar BO3MOKHO MPUMEHSTH y GepeMeHHBIX JKEHIIUH
TOJILKO B Cllyyae KpaiHei He0OX0AMMOCTH, KOT/la MOTEeHLMAIbHAS 110J1b3a /U1 MATepH MpPEBbIIAET
BO3MOJKHBIH PUCK U1 Moja. BiusiHue nanunepuaoHa Ha poJAOBYIO JAESTENbHOCTh KEHIUIMH He
M3BECTHO.

B perpocnekTrBHOM Hab110/1aTe/IbHOM KOTOPTHOM MCCJIeJ0BAHMH, POBEAEHHOM C HCMOIb30BAHUEM
0asbl jaHHBIX OOpauleHuii 3a meauuuuckoii momowsio CIUA, cpaBHMBa£CS PUCK BPOKIEHHBIX

aHOMAJMi y JIeTeil, KOTOpble PpOAMIUCH Y JKEHIUMH, [OJy4aBIIMX W HE MOJy4aBLIMX



C.19

AQHTHUIICMXOTHUYECKKE MpernapaTbl B MepBOM TpumecTpe OepeMeHHOCTH. B 3TOM uccieqoBaHuM He
MPOBOJAMIOCH OTJEIbHON OUEHKH MalurepuoHa, akTMBHOro metabonuta pucriepuaoHa. Puck
BPOJKAEHHBIX aHOMAJMK JUls PUCTIEPUIOHA TOC/IE KOPPEKLUMHU [0 BAMAIOLIMM [EPEMEHHBIM,
JOCTYNMHbIM B ©0a3e JAaHHbIX, Obl1 TMOBBILEH MO0 CPaBHEHUIO C OTCYTCTBUEM [PUMEHEHUS
AHTUINICUXOTUYECKUX MpenapaTtoB (OTHOCUTENbHbIN puck = 1,26, 95% JIK ot 1,02 no 1,56). He
BbISIBJIEH OMOJOrMYECKMH MEXaHU3M, OOBACHAIOWMI OTH MW3MEHEHMsA, a B JOKIMHHYECKUX
MCcCleIoBaHUAX TepaTtoreHHbIX 3¢ dekroB He HabGmoanock. Ha ocHOBaHMM pe3y/nbTaTOB OJHOIO
HaOMOAaTeIbHOTO  MCC/IEIOBAaHUA HE yCTAaHOBJEHAa MPUYMHHO-CJIEACTBEHHAs CBA3b MEXKIY
BHYTPUYTPOOHBIM BO3/I€HCTBUEM PUCTIEPUIOHA U BPOKAEHHBIMU AHOMATUAMH.

Ilpu BBeneHuu 1abOpaTOpPHBIM  JKMBOTHBIM  OOJBIIMX 103 MaJMMNEpPUIOHA OTMEYaIOCh
HE3HAYUTE/IbHOE YBEJIMYEHHUE BHYTPUYTPOOHOH CMEPTHOCTH; MPH 3TOM BBOAMUMBIE OOJIBIINE 03Bl
ObUIM TOKCHYHBI W 1S MAaTepUHCKUX ocobei. Y aeTéHbilield He OTMEYanoch HeXelaTeslbHbIX
spdexToB npu 3HayeHUsX Kcrno3uumnu, B 20-34 pasza npeBbILIAOLIMX MAKCUMAIbHO BO3MOXKHBIE Y
yesioBeKa.

B ciayvae ecnu jkeHIUMHA MPUHMMAla aHTUIICUXOTUYECKHUE Npenaparbl (BKIOYas MaaunepuaoH) B
TPETbEM TpHUMECTpe OEpeMEHHOCTH, y HOBOPOXKIEHHbIX CYLIECTBYeT PHUCK BO3HMKHOBEHHS
SKCTpanMpamMHUIHbIX PacCTPOMCTB M/MIIM CUHAPOMA «OTMEHbI» Pa3/IMYHON CTENEeHU TAKECTH. DTHU
CUMIITOMBI MOTYT BK/IIOYaTb aXKWTALMIO, TUIEPTOHUIO, TUIMNOTOHUI, TPEMOpP, COHJIMBOCTD,
pecnupaTtopHble HapylWeHWs M HapylieHue BckapmiuBaHusa. CreaoBaTenbHO, HE0OX0AMMO
OCYLIECTBATH 0c000€e HA0II0IeHHE 32 HOBOPOXK/IEHHBIMU. Eciin HeoOX0auMo npepbiBaHUe JieueHHs
BO Bpems OepeMEHHOCTH, TO He0OX0IMMO CHUIKATH 103y MOCTENEHHO.

Ilepuoo epyonoco eckapmausanus

[TanunepuaoH B KIMHUYECKHM 3HAYUMBIX /033X MPOHUKAET B IPYJAHOE MOJOKO, B CBA3M C 3TUM

rnpenapar He CJICAYET Ha3Ha4YaThb B MNEPHUO/L JIAKTALLUH.

Cnoco6 npumeHeHust H 103bl

[lIpenapar npeaHasHayeH 11s npuema BHYTpb. TabneTku cieayer nporiaThiBaTh LEIUKOM, 3arnBas
KMKOCTBIO, X HEJIb3s Pa3)KEeBbIBATh, JAEIUTh HA YaCTH WJIM U3MEbYATh.

Husoghperus

Bspocnvie (cmapwe 18 nem)

Pekomeniyemas 103a y B3pOCIIbIX COCTABISET 6 MI O/IMH pa3 B CYTKM, yTPOM, HE3aBUCHMO OT MpHema

nuin. [locTteneHHoe MNOBBbILIEHWE HA4YalbHOM J03bl HE Tpe6yeTc51. v HEKOTOPLIX MAallUEHTOB



TepaneBTUYeCKUi 3(pdeKT BbI3bIBAIOT Oojiee HHU3KME WM 0ojiee BBICOKME J03bl B Mpejeiax
pekomeHayeMoro auanasoHa 3-12 Mr oaumH pa3 B cyTtku. HaGmopaercs obwas TeHaeHUMs K
ycuaeHuto sgdekra npu npumMeHeHuH OOJBIIKX 103 npenapata. B ciyyae ecnu yBenuyeHue 1035l
He0OX0MMO, PEKOMEH/1YeTCs MOBBILIATH /103y Ha 3 MI' B CYTKU ¢ HHTEpBaiamMu 6oJiee 5 CyToK.
IHoopocmku (12-17 nem)

Pekomenyemas 103a y noapocTKOB COCTaBsieT 3 MI OJMH pa3 B CYTKH, YTPOM, HE3aBUCHMO OT
npuema nuuy. [locrenennoe nopbllieHHe HavyaIbHOM /103bl HEe TpeOyeTcs. Y HEeKOTOPBIX MalUeHTOB
TepaneBTHYeCKHUii 3 QeKT BbI3bIBAIOT O0JIee BEICOKHE /103bl B MPe/ieiaX PpeKOMEH/IyeMOro AMana3oHa
6—12 Mr o/1MH pa3 B CyTKH. YBeIHUEHHE 103bl BO3MOXKHO TOJIBKO MOC/IE KIMHUYECKON MEePEOLEeHKH,
C BO3pacTaHMeM J103bl Ha 3 MI' B CYTKH € MHTepBajiaMu Goliee 5 CyTOK.

Hluzoaghexmusnvie paccmpoiicmea

Bspocnvie (cmapwe 18 nem)

Pekomenayemas 103a y B3pocibIX cocTaBiseT 6 MI OJAMH pa3 B CyTKHM, yrpoMm. IlocTenenHoe
MOBBILIEHHE HAYaIbHOM 103bl He TpeOyeTcs. Y HEKOTOPBIX MALMEHTOB TepaneBTUYecKuil ekt
BbI3bIBAIOT O0Jiee HU3KME MM Gosiee BBICOKHME /103bl B MpejieiaX peKOMEHIyeMoro auanasona 6—12
MT OJIMH pa3 B CYTKH. Y BEJIMYEHHE J103bl, €CJIM OHO HEOOXO0ANMO, JI0JIKHO MPOBOAUTHCS TOJIBKO M0CIIE
OLEHKH KIMHMYECKOr0 cOCTOssHUsA OosnbHOro. B ciyuae, ecnu yBenuueHue 103bl HEOOXOAMMO,
PEKOMEH/1yeTCsl MOBBILIATh 103y Ha 3 MI' B CYTKHM ¢ MHTepBasamu Gosnee 4 cytok. [Toanepxusaroias
Tepanus y nauMeHToB ¢ u30adGeKTHBHBIMU PacCTPOICTBAMK HE M3y4aslach.

Ilayuenmer ¢ napywenusamu pynkyuu nevenu

Y nauueHTtoB co cnaboil MM cpejHeil cTeneHblo HapyuleHWH QyHKUMM TeueHu He TpeOyercs
cHukeHus 103bl. [Tpumenenue MuBera® y naumeHToB ¢ TsKeIbIMM HapyleHUsIMU GYHKLHH MeYeHn
HE U3y4asoch.

Ilayuenmeor ¢ napywenusmu ynkyuu novex

JList nauMeHToB ¢ IErkuM HapyleHHeM GyHKLNK oYeK (KJIMpeHe KpeaTuHhHA > 50, Ho <80 Mi1/MUH)
peKoMeH/lyemas HauajibHas [03a COCTaBJsSeT 3 MI OJMH pa3 B CYTKH. DTa /1032 MOKET ObITh
yBeJIM4eHa 10 6 MI O/IMH pa3 B CYyTKH MOC/IE OLEHKH COCTOSHHS MALMEHTa U C YY4ETOM NEPEHOCMMOCTH
npenapara. Jl1s nauMeHToB ¢ yMEpeHHbIM MM TSKEIBIM HapyleHueM QYHKUMM 1ovek (KAMpeHC
kpearrHuHa =10, HO <50 MJI/MHH) pekOoMeH/lyeMas [03a npenapara coCTaBjiseT 3 Mr Yepes JAeHb U
MOXET ObIThb MOBBIIEHA 10 3 MI' B CYTKM MOC/J€ MOBTOPHOIO KJMHHYECKOTO 00C/Ie0BAHUS.
[Tpumenenue npenapara Musera® y naumeHTos ¢ KJIMPEHCOM KpeaTMHHHA <10 MJI/MUH He u3yyanoch,

B CBA3M C 4EM, HE PEKOMEHAYETCA Ha3zHa4yaTh Mpenapar 3TUM MalydeHTaMm.



Hooxcunvie nayuenmoi

JIisi NOKMJIBIX MALMEHTOB ¢ HOPMaibHOM (yHKUMel novek (KiupeHc KpeaTMHUHA >80 MI/MHH)
PEKOMEH/IYHOTCS T€ K€ JI03bl MpenapaTa, 4To U AJs B3POCIbIX MALKMEHTOB ¢ HOPMaIbHON (yHKIMENH
noyek. Bmecre ¢ TeM, y noxkuIbIX naMeHToB GyHKLUS MOYEK MOXKET ObITh CHUKEHA, U B 3TOM Cllyyae
7103y Tpernapara ciielyer noja0uparh B COOTBETCTBUU € (yHKLMEH MOYEK Y KOHKPETHOrO MaiueHTa
(cMm. paszgen «[laumenTsl ¢ HapymeHUaMU GyHKUMM nodek»). Creayer coboaaTh 0CTOPOKHOCTE
Mpy NMPUMEHEHHUHU Mpernapara y noxHblX MalUeHTOB ¢ JeMEHLMeH B CBA3M C MOBBILIEHHBIM PUCKOM
BO3HMKHOBEHHMs MHCY/IbTa. DddekTBHOCTL M Ge3onacHocTh mnpenapara Musera® y nauueHtoB
crapuie 65 siet npu wn30adPeKTUBHBIX PACCTPONCTBAX HE M3yYanach.

Hemu u noopocmru

SddekrrBHOCTS M GezonacHoCTh NekapeTBeHHOro npenapara Musera® 1is neuenus mmsodpenuu y
Aeteii mnaawe 12 net He usyyanack. DPHEKTUBHOCTb M 5€30MaCHOCTD JIEKAPCTBEHHOTO NMpenapara
MuBera® ais nevenns wu3oaddekTHBHBIX paccTpoiicTB y MALMEHTOB Maaie 18 feT He M3yyanach.
Ocobuie epynnvl nayuenmoe

He pekomenayercs u3MeHaTh 103y najunepuaoHa B 3aBUCMMOCTH OT 1071a, BO3pacTa U OT TOrO,
KYPHUT MaLUEHT WJIH HET.

Ilepesod nayuenmoe na nevenue Opy2umu aHmunCUxomuyeckuMu RPenapamam

B Hacrosiuiee BpemMs HET cuCTeMaTHYECKH COOPAHHBIX JIAHHBIX O MEPeBOje NMALUEHTOB C JeYeHHUs
NaJMNEPUIOHOM HA JIGYCHHE JPYTHMH aHTUIICMXOTHYECKUMHU rpenaparamu. DapMakoaMHaMuKa 1
(hapMaKOKMHETHKA y PasHbIX AHTHNICHXOTHYECKUX MPENapaToB He OJMHAKOBA, M TOITOMY BpayuM
JIOJDKHBI - BHUMATE/IbHO  CJICIMTh 3@ COCTOSHMEM TMALMEHTOB MPH [EPEeBOJE HMX C OJHOTO

AHTUIICUXOTUYECKOIO Ipenapara Ha llpyFOﬁ.

Ilo6ouHoe neiicTBue

Hwke ykasauel HexenarenbHbie 3Gdextsl, HabmoaBmecs y nauMeHToB. YacToTy HexenaTe IbHbIX
s dekToB KnaccupuumpoBanu cieayrowuM 06pasom: ouens yacmoie (>10%), vacmoie (>1 % u <10
%), newacmoie (>0,1 % wn <1 %), peoxue (>0,01 % u <0,1 %), oyeus peokue (<0,01 %) u ¢
Heuzeecmuou yacmomoui( HEeBO3MOIKHO OLIEHUTh UMEIOLIIMECS JaHHbIE).

Hupexyuu: vacmole — MHGEKUMM BEPXHUX /bIXATENbHBIX MyTel, Ha30(APUHIUT; Hewacmovie —
MH(EKLMK MOYEBBIBOALIMX MyTeid, aKapoAepMaTUT, GPOHXHUT, BOCNANEHHE MOJKOKHON KHPOBOI]
KJIETYATKH, UMCTHT, HHPEKUMM yXa, TPHUMI, OHMXOMHKO3, MHEBMOHHMS, MHPEKLMH JbIXaTeqbHbIX

MyTeH, CHHYCHUT, TOH3UJUIMT.



Hapywenus co cmoponvi  uMMyHHOU _CUCMEMbL. Heuacmvle — aHaQ)MﬂaKTl/l'-leCKaﬂ pe€aKkuus,

TMNepYyBCTBUTE/IBHOCTD.

Hapymeuwz CO_CMOPOHbBL _KPOBEMBOPHOU U Jzuwd)amuwecxoﬁ cucmemsl. Heyacmsle — aAHEMUA,

CHW)KEHME TeMaToKpuTa, HEWTPONeHUs, CHUKEHHWE KOJIMYeCTBAa JIEHKOUMTOB; peokue —
TPOMOOLIUTONEHUS; OUeHb pedKue — arpaHyoLUTO3.

Hapyutenuﬂ CO CMOpPOHbL 9H()0KDZIHH01:I cucmembl: Hedacmole — runepripoIaKTUHHEMUS; OYeHb pe()h‘ue

— HeaJIeKBaTHasA CEKPEUMUA aHTHAWYPETHUYECKOI0 ropMOHa.

Hapywenus _co _cmoponvt_obmena eeujecme U _numdanui. Hedacmsle — YBCIWYCHUE AKTHBHOCTH

kpeatuH(ochoKkuHa3bl, AHOPEKCHUS, TUTIEPIIIMKEMHUS; peoKkue — caXxapHblil AnabeT, rUMnoriInKeMus,
BO/IHAasi UHTOKCUKALMUS; OYeHb peoKue — IMadeTHUECKUi KeToalua103.

Hapywenus_ncuxuku: wacmvie — GCCCOHHMua (B TOM 4YHUCJIE HavYa/ibHasA U CpEIaHAA 66CCOHHMLla),

MaHUA; Hedacmovle — «KOUIMapHbIC» CHOBUJACHWA, HApYLICHUSA CHa, ACNPECCUsl; OYeHb pedkue-
KaTaTOHHWA, COMHaM6yJ'lH3M; C Heuz8ecmHou 4acmomoii- paCCTPOﬁCTBO IMUIIEBOro MNMOBEACHHUSA BO
BpEMs HOYHOI'O CHa.

Hapywenus co CIMOPOHbL HePEHOU CUCIMEMbL: OYEeHb Yacmble — FOJI0BHAas 60J'lb; yacmeole - aKaTU3U4,

JAMCTOHUSA, NU3APTPHUs, MOBBILIEHHE MBIIIEYHOrO0 TOHYCA, MAPKUHCOHMU3M, CelaTHBHbIH 3¢ dexT,
COHJIMBOCTB, TPEMOP, CIIIOHOTEYEHHE; Heuacmbie — 11epedpOoBACKY IAPHbIE HAPYIIEHUS, TOCTYpalbHOE
rOJIOBOKPY/KEHHE, JAMCKUHE3Us, CYI0pOrd, 0OMOPOK, HapylleHWe BHUMaHMs, FMMECTE3Us, MoTeps
CO3HaHMS, MapecTe3usi, NMCUXOMOTOPHAS TUIIEPAKTUBHOCTb, MO3/AHSAS JAUCKUHE3US, TMIIOKMHE3Ms,
OMUCTOTOHYC.

M3BeCTHO, uTO AHTUNCMXOTHUYECKME TMperaparbl, BK/IOYas MAJUIEPUIOH, MOTYT BBI3bIBATH
3710Ka4eCTBeHHbINH HelponenTuyeckuit cuuapom (3HC), kotopslii XapakTepusyeTcs runeprepMuei,
MbILIEYHOM PUIMIHOCTBIO, HECTAOMJIBHOCTBIO (YHKLUMM BEreTaTUBHOM HEPBHOH CHCTEMBI,
YTHETEHMEM CO3HaHWs, TMOBLILIEHUEM AaKTMUBHOCTH KpeaTUH(ocHOKHUHA3BI, MHUOTIOOUHYpHEH,
pab1I0MUOIU30M, OCTPOI MOYEYHOM HETOCTATOYHOCTHIO.

Hapywenusa co cmoponst opeanos spenus: nevacmoie — KOHbIOHKTUBHUT, CyXOCTb a3, potododus,

CIIE30TE€YEHHE; ¢ HEU36ECMHOU YaACMOmOu: CUHAPOM ApA010i pagyKKu (MHTpaonepalMOHHBIN).

Hapywenue co CMOPOHbL _OopeaHd cayxa u J1a6upuumubze HapyuwteHus: Heyacmoie — 00JIb B yuax,

BEPTUI'O, 3BOH B ylIaXx.

Hapywenusa co cmopouwl_cepoeuno-cocyoucmou cucmemvi: neuacmoie — OpajiuKapans, olLyleHHe
cepaueOMeHus, aTpMOBEHTPUKY IpHas Olokajaa, HapylleH!e MPOBOAUMOCTH, u3MeHeHnus Ha DK,

YBCJIIMYEHUE HMHTEpBaAa QT, WLIEMHUSA, «IIPUTUBBD» KPOBH, MOBBILLIEHHUE apTEpUAIbLHOTO JaBJICHUS,



CHUJKEHME apTepHUaIbHOrO AaBNECHUS; peokue — GUOpUIIALMS NPEACepaAnit; overs pedkue — TpomM0O03
ri1y00KHUX BeH, IMO0IMs JIErOYHOM apTepHH.

Hapywenus co _cmoponvl_2#ceny00yHO-KUUEeYHO20 mpakma: yacmsle — TOUWHOTA, AWapesd, 3arop,

AUCKOM(POPT B BEpXHEM OT/eNe KMUBOTA, AMCIICTNICHsA, MMOBBILICHHBIH amnmneTuT; uHevacmeie —
MOHWKEHHBIH aNmneTUuT, BocnaneHue ryobl, aucdarus, HeaepKaHUue Kajia, HelpoOXOJAUMOCTh TOHKOH
KUILKHA, METEOPHU3M, IaCTPOIHTEPUT, OTEK A3blKa, 3yOHas OO0Nb, JUCreB3US; OYeHb peoKue —

[MAHKPEATHUT, KULLI€YHass HENMPOXOJUMOCTb.

Hapvmemm CO CMOPOHbL NeHeHU U JI{‘e.flll€6b1600}luﬂlx nymei: 04eHs pedkue - JKEJITyXa.

Hapywenua _co _cmoponbt_Ovixamenbnoil_cucmemvi: Hewacmvle — 00jb B TJIOTOYHO-TOPTAHHOM

06ﬂaCTH, 3aJI0KEHHOCTb HOCa, Kallejlb, O/IbILIKA, TMIICPBEHTUJIALMA JIETKUX, CBUCTSALLEE JbIXaHUE,
peakue — CHH/IPOM ariHO3 BO CHE.

Hapywenus co CMOPOHbL_CKENCMHO-MbIULEYHOU U _COCOUHUMENbHOU IMKAHU: YACMble — MUalirus,

CKEJIETHO-MbILIEYHas 00J1b, Heuacmole — MbILLIEYHBIE CI1a3Mbl, 00Jb B CIIUHE, apTpajrus, CKOBAaHHOCTb
B CyCTaBe, OlNyXaHHE CyCTaBa, MbIlLlICYHast cj1abocTh, 00JIb B LIEE.

Hapywenus co CMOPOHBL KOHCU U NOOKONCHBIX MKAHEU: HeYaCmole — ChblIlb, 3Y/l, aKHE, CYXOCTb KOXH,

9K3ema, spuTema, cebopeiHblil 1epMaTuT, obeclBeuMBaHue KOXKM; peoxue — otek KBuHke, anonewuus.

Hapywenus co cmoponst nouex u mouegbleodawux nymeii: nHeuacmsie — IM3ypHs, NOJIAKHYPHS,

HEJEPIKAaHUE MOYH, 3aJICPIKKA MOYEBLI/ICTICHUS,

HaDVWEHu}I CO_CMOPOHbL NONIOBHIX OP2AHO8 U MOJOYHOU HCENE3bl. HeYacmuvle — CHUKEHUE J'IH6H,ZIO,

aHopra3Mmus, BbBIACIICEHUA W3 COCKOB, 3pEKTHJIbHasA lIMCd)yHKllPlfl, FTMHEKOMACTHUA, HU3MCHCHHUSA
MEHCTPYaJIbHOI'O LIMKJIA, Ill’lCKOM(bOpT BTIpYyaAH, CEKCyalibHas Ill/lC(b}/HKLll/lﬂ, BarvHaJIbHbIC BbIJICJICHUA,
HApPYLWEHUE IAKYJIALUH, Harpy6aHue MOJIOYHBIX XKEJIE3; OYeHb peOKue — [pHaIur3M.

Brusinue na meyenue 6epemeHHOc*mu, nocnepooossvle u nepuHamdalilbHble COCMOAHUA: OUYCHb pe()lcue =

CHH/IPOM «OTMEHbI» Y HOBOPOIKJICHHBIX.

[/Ipyeue: uacmoie — yBeIMUEHNE MACChI TeJa; Heuacmble — CHUKEHHUE MAcChl Tea, 03H00, OTeK UL,
HapyleHHe MOXO0JKH, OT€KH (B TOM YHMCIIE IeHEepalM30BaHHBbIE OTEKH, NMepupepUUECKUE OTEKH,
MSATKHE OTEKH), yBEIMYEHHUE TEMIIEPATYPBI TEa, JTUX0pa/Ka, Kakaa, JMCKOM(OPT B 001aCTH rpyau;
O4YeHb pedKue — TUMOTEPMHUS.

Jlabopamopnvie _mecmul: newacmvle — yBeIUYEHHE AKTHBHOCTH ramMMa-riyTamuiTpaHcepassl,

YBECJIIMYCHHUEC AaKTUBHOCTH ¢epMeHTOB NEYCHH, YBEIUYECHUE aKTUBHOCTH TpaHCAMHWHA3, YBEJIUYECHUE
KOHIEHTpALHH XOJIECTEPHUHA B KPOBH, YBCIIMYCHUE KOHLIEHTPAUUH TPHUTITMLUEPUIOB B KPOBH.

Uudopmanns o 10303aBUCHMBIX 11000UYHBIX () pekTax npuseaeHa B Tadiuue 1.



Ta6amua 1. [loGounsie 3¢ddekTrl, 3apeructpupoBaHHble y 22% B3pOCIBIX MALMEHTOB C

wu3odpenueii, nonyuaromux npenapar Mupera® B KIMHMYECKHX MCCIIE0BAHUSAX.
Cucrema opranos/ 3mr 6 mr 9 mr 12 mr
[To6ouHbIe 1 pa3 1 pa3 1 pa3 1 pa3 Ilnaue6o
phdekThl B IeHb B 1eHb B J€Hb B IeHb

% %o % %0 Yo
Co cTopoHbI HEPBHOI CHCTEMBbI
roioBHas 60/1b 11 12 14 14 12
r0JIOBOKPYKEHHE 6 5 R 5 4
DKCTpanupaMu/IHbIe 5 2 7 7 2
paccTpoicTBa
COHJIUBOCTH 5 3 7 S 3
AKaTU3 U 4 3 8 10 4
TpeMop 3 3 4 3 3
rUIEPTOHUS 2 1 4 3 1
JIMCTOHMS 1 | 4 4 1
celaTUBHBIN Y dexT 1 5 3 6 4
MapKUHCOHU3M 0 <1 2 | 0
Co cTOpPOHBI OPraHoOB 3peHust
OKyJIOrUpHbIE KPU3bI 0 0 2 0 0
Co cTOpOHBbI cepaeYHO-COCY IUCTOI CHCTEMBbI
CUHYCOBasi TaXMKapaus 9 4 4 7 4
TaxuKapaus 2 7 7 7 3
0/10Ka1a HOKEK MyyKa 3 1 3 <l 2
['nca
ATPUOBEHTPUKY ISAPHAS 2 0 2 1 1
610kana I crenenu
CUHYCOBas apUTMHs 2 1 1 <1 0
opTocTaTuyeckas 2 1 2 4 1
rUMOTEH3US
Keny10uHO-KHIIEYHbIE HAPYLIEHHST




pBOTa 2 £ 4 5 5
CYXOCTb BO PTY 2 3 1 3 1
0016 B BEpXHEM OT/IEeI1e 1 3 2 2 1
PKMBOTA

runepcaiuBalms 0 <1 1 4 <1

O6mme HapyweHus

acTeHHus 2 <1 2 2 1

yTOMJIEHUE 2 1 2 2 1

TaGauua 2. [loGouneie >ddetri, 3aperucrpupoBanubie 'y >2% mnoapoctko (12-17 ner) ¢

wusodpenueit, nonyyaowux npenapar Mupera® B KIMHUYECKUX MCCIIE10BAHUSIX.
ucrema  opraHoB /1,5 mr 3wmr 6 mr 12 mr
[ToGounbie 3 dekTs 1 pa3 1 pa3 1 pa3 1 pa3 Ilnaue6o
B /IeHb B /IeHb B JIeHb B IeHb
%o % %o %o %

’Hapymemm €O CTOPOHBI CEePAEYHO-COCYAUCTOH CHCTEMBbI

TaxuKapaus 0 6 9 6 0
IHapyeHHsi co CTOPOHbBI OPraHoB 3peHus!

HEYETKOCTb 3pUTeabHOoro 0 0 0 3 0
BOCIIPUATHS

Keny104HO-KHIIEYHBbIE HAPYIEHHSI

CYXOCTb BO PTY 0 0 0 3 2
runepcajiuBauus 2 6 2 0 0
0TEK S3bIKa 0 0 0 3 0
pBOTa 0 6 11 3 10
O0mue HapyweHust

AcTEeHUS 0 0 2 3 0
YCTaJIOCTh 4 0 2 3 0
!l’ln(pekunu

Ha30(apuUHTUT 4 0 4 0 2




JIaGopaTopHble TeCThbl
yBeJMUYEeHUEe Macchl Tena 7 6 2 g 0

[HapyiueHHsi co CTOPOHBI HEPBHOH CHCTEMBbI

AKaTU3UA 4 6 11 17 0
rOJIOBOKPY/KEHHE 2 6 2 3 0
DKCTpanupaMu/Hbie 4 19 18 23 0
paccTpoiicTBa
rosioBHas 0016 9 6 4 14 4
neraprus 0 0 0 3 0
COHJIMBOCTb 9 3 20 26 4
napaiauy si3blka 0 0 0 3 0
[HapyumeHusi NICHXHKH
TpeBora 0 0 2 9 B!
[HapyieHHsi co CTOPOHBI MOJIOBBIX OPraHOB U MOJIOYHO¥ JKeJie3bl
ameHopes 0 6 0 0 0
rajaKTopes 0 0 4 0 0
OTEK MOJIOYHBIX JKeJe3 0 0 0 3 0

hHapylueHml CO CTOPOHBI AbIXaTeJIbHOH CHCTEMbI

HOCOBO€ KpoBoTeueHue 0 0 2 0 0

* DKcTpanuMpaMu/HbIE PacCTPOHCTBA BKJIIOYAIOT: OKYJIOTMPHBIA KPH3, MbILIEYHAS PUTHAHOCTS,
CKEJIETHO-MbIILIEYHAs PUIMIHOCTh, CKOBAHHOCTb B 3aTbLIKE, KPUBOLLUES, TPU3M, OpaJuKUHE3Ms,
3y0uaroe KOJIeCO IKECTKOCTH, JMCKMHE3Msl, JMCTOHMS, OAKCTparmvpaMHUIHbIE pacCcTpOHCTBa,
TUMEPTOHMSA, TMITIOKMHE3Hs, HEMPOU3BOJIbHBIE MbILLEYHbIE COKpAILEHUS, MapKUHCOHU3M, TPEMOp M
OecnokoicTBo. COHIMBOCTD BKJIIOYAET B ce0si COHIMBOCTL CEAATUBHBIN dP(EKT U rMNEPCOMHUIO.
becconnunua Bkmoyaer B cedst 6ecCOHHUILLY M HayabHYyI0 OecconHuily. Taxukapaus BKIoYaeT B ceds
TaXUKap1IO, CHHYCOBYK TaxMKapJWK, M YBEJIMYEHHME 4YaCTOThl CEpAEYHbIX COKpaILEHH.
['MneproHus BK/IOYAET MMEPTOHUIO U MOBBILICHHE KPOBSHOTO JaBiaeHus. [ MHEKOMacTHs BKIIOYaeT
B ce0sl TMHEKOMACTHIO U HaO0yXaHue rpy/au.

[lanunepuson  ABiseTcs aKTUBHBIM  METAabOJMTOM  PHUCIEPUIOHA, OJHAKO MO  MpOodHII0
BBICBOOOJK/ICHUS M (hapMaKOKMHETHYECKMM XapakTepucTukam npenapar Musera® 3HaumTenbHo

OTJIMYACTCA OT JICKAPCTBEHHBIX (bOpM pucnepuaonHa aAjs rnpuemMa BHYTPb € HEMEAJICHHBIM



BbICBOOOKAeHMEM. [ToOouHbIe 3 dekThl, 0 KOTOPbIX CO00MIANOCH NPU MPUMEHEHUH PUCTIEPU/IOHA,
MOTyT Ha0J1101aThCs NPU MPUMEHEHUU NaTUNepu/I0Ha.

THooicunvie nayuenmer

B K1MHUuYECKHX MCCe10BaHUAX, MPOBEAECHHBIX € YYaCTHEM MOXKMIIBIX MALMEHTOB ¢ N30(ppeHHUei,
npoduie 6e3onacHocTH npenapara ObUT TaKoi ke, Kak U U1t 6oJiee MoJI0AbIX MalueHToB. [Ipenapar
MuBera® He Obin M3yueH y GOMBHBIX NMAUMEHTOB C JeMeHLMeil. B HMccie0BaHMAX C APYrHMH
AHTUIICUXOTHYECKMMHU  mipenapatamu  OblIM  OTMEUYEHbl  YBEJIMUEHME pUCKA CMEPTH ©
1epeOpOBaCKYIAPHBIX HapylWeHUH. Y TMMOXKWIBIX MALMEHTOB C JEMEHLMEH T[OBBIIEH PHCK
BO3HMUKHOBEHHUS MHCYJIbTA.

Jlpyrue 3advKCHpOBaHHBIE CAYYaU

Irempanupamuonsiii cumnmom

B npoBeeHHBIX KIMHUYECKHMX HCCIEI0BAHUAX He ObLI0 pa3inuuii Npu npueme niauebo, 103MpoOBKH
3 Mr u 1031poBKH 6 Mr. JI0303aBHCHMBIE IKCTPANMPaMHAHbIC CUMITTOMbI ObLIH 32 UKCHPOBaHBI NIPH
npueMe BbICOKMX 103 npenapara Musera® (9 mr m 12 mr). [pu KIMHMYECKMX MCCIEI0BAHHIX
wK130apHEKTUBHBIX PACCTPOICTB, Clyyau JKCTPAMMPAMUIHOTO CHHAPOMA ObUIM BBIABIEHBI MpH

Gonee BrICOKMX J103ax npenapata Musera®

, YEM IpH MpremMe 1iauedo y BceX rpyni nauueHToB 6e3
SIBHOW B3aMMOCBSA3HM C 103MPOBKaMHU. DKCTpANMpamMu/IHble PacCTPOMCTBA BK/IIOYAIN 00bEAMHEHHBII
AHAJIN3 U CIICIYIOLME CUMIITOMBI: IMCKUHE3Usl, IUCTOHMS, TUIIEPKUHE3US, TAPKUHCOHU3M U TPEMOD.
Veenuuenue maccoer mena

B K/1MHHYeCKUX CCe10BaHUAX Y NALMEHTOB C K30(peHHeil, CPaBHUBAIOCH COOTHOILIEHHE CTyyaeB
MOBBILIEHUST Macchl Tena Oosee yeM Ha 7% OT MOCTOSHHOM Mmacchl Tena. [lpuGausuTenbHO
O/IMHAaKOBOE COOTHOLIEHHE ObLIO BBISBICHO NpH npueme npenapara Musera® 3 mMr u 6 mr B
CpaBHEHHH ¢ mnuiauedo v 6osiee BbICOKas BEPOATHOCTD YBEJIMYEHHUs MAacChl Tesa Oblia BbIsSBICHA U
npenapara Uusera® 9 mr u 12 Mr B cpaBHeHnH ¢ miaie6o.

B KAMHMYECKMX MCCNEN0BaHMAX y MAlMEHTOB ¢ H30ap(EKTUBHBIMU paccTpoiicTBamy, y Gonee
BBICOKOTO MpPOLEHTAa MAlMeHTOB, MNpuHMMaBwnx mnpenapar Mupera® (5%), 6bU10 OTMeueHO
MOBbILICHHE MAcChl Teaa Gonee 7% B CpaBHEHUH C MALMEHTaMM, IPUHMUMABLIMMHU riaue6o (1%). B
3TOM HMCC/IeI0BaHMK 27 MaUMEHTOB pa3ie/InIM Ha 2 IPYTINbl, yBelUYeHHe Macchl Teia 6osee 7% npu
npueme HU3KMX 103 npenapara Musera® (3 mr m 6 Mr), cocraBisno 3%, Ui NaUMEHTOB,
NPUHUMABLIMX BBICOKHE 103kl npenapara Musera® (9 mru 12 mr) - 7%, u 1% B rpynrie rie naumeHTs

NnpUHUManu rauedo.



Jlabopamopnvie nokazamenu

B KJIMHMYECKMX MCCIENOBAaHUAX Y MALUMEHTOB C MIH30(ppeHHel yBeIMUYEHHUE KOHLEHTPaLUH
NpoNaKTHHA B ChIBOPOTKE, ObIIO OTMeyeHo npu npueme npenapata Mupera® y 67% nauueHToB.
[ToGouHble peakuuu, KOTOpbIE MOTYT IMpearnojaraTh yBeJIMYE€HUE YPOBHS MpOJaKTHHA (Hanpumep,
ameHopes, rajakroppes, TMHHeKoMacTus) OblIM oTMedeHbl 6oiee yem B 2 % ciyyaeB. MakcumaibHOe
3HAUEHHWE YBEJIMYEHMs KOHLEHTPALUMM MpOJAKTUHA B CHIBOPOTKE ObUIM 3ameyeHbl Ha 15-i aeHb
JIeYeHUs, U OCTABAIMCh BbilIe OOBIYHOIO YPOBHS 10 OKOHYAHUS JIEYEHHUSI.

Knaccoevie a¢hghexmoi

[Ipn npueme aHTUNCUXOTUUYECKUX MPENapaToB, MOTYT BCTPEUAThCs CleAyIOLHe MOOOYHbIE IBICHUS:
yBennyenue unreppana QT, xenyaoukoBas aputmus (GuOpuIsLMS npeacepaAnid, Keaya0uKoBas
TaXMKap/us), HEOKMJaHHAs M HeoObACHUMAs CMepTh, OCTAHOBKA cepJua M IKeayJAouyKoBas
TaXMKapus Mo TUIY «upyd3T». IIpu npueme aHTUNCUXOTHUYECKMX TMpenapaToB ObUIM BbISBIEHDI
ClIy4yau BEHO3HOH TpoM0O03MO0IMH, BKIIIOYAs Clly4an SMO0J MM JIETKUX U Clly4au TpoMOo3a riyboKux

BCH.

IlepenosupoBka

B uesnom, 00beKTHBHBIE U CYOBEKTHBHBIE CUMITTOMBI MEPeI03MPOBKHU MaTUIEPHI0HA MPEACTABIAIOT
co00ii ycunenusle papmakosoruyeckue 3p¢eKTbl ATOro JeKapcTBEHHOTO CPE/ICTBA, T. €. COHIMBOCTh
M CelalMio, TaxWKapaAMil0 W apTepualbHyl0 TUNOTEH3UI0, yMIuHeHue wuHTepBana QT w
SKCTpanupamMHuIHbIE CUMITOMBI. JIByHanpaBieHHas Taxukapaus U QUOPHUIIALMS IKETYI0UYKOB
Habo1anack Npu Mepeo3MpoBKe MepopalbHBIM ManunepuoHoM. [Ipu ocTpoil nepeno3upoBke
HEOOXOIMMO YYUThIBATh BO3MOKHOCTb TOKCHYECKOTO JAEHCTBHS HECKOJIBKMX Mpenaparos.

[Ipu ouenke TepaneBTHYeCKMX MOTpeOHOCTEH maueHTa W AYPEKTUBHOCTH KyMUPOBAHUS
nepe/lo3MpOBKM  HEOOXOAMMO TMMOMHMTE O Tom, uTo Musera® spnsercs mnpemapatom ¢
MPOJOHTMPOBAHHBIM BBICBOOOKAEHHEM JeicTBytolero BeulecTBa. Crneuuduueckoro aHTHaoTa
najunepugoHa He cyuecTsyer. HeoOXoanmMo ocylecTBAATh OOLIENPUHATBIE MM0//IEPKUBAIOLIME
mepel. Crenyer obecneynTh M MOIEPKUBATH XOPOIIYIO MPOXOAMMOCTD JIBIXATe/NbHbIX MyTel, a
TaKIKe aIEKBATHYIO0 OKCHI€HALMIO U BEHTHIIsILMIO. HeoOXxo 1Mo cpasy ske opraHu30BaTh MOHUTOPHHT
cepeuHo-cocyaMcTon  aearenbHocTH  (DKI-MOHUTOPUHT ¢ LENbIO  BbISABICHUS BO3MOXKHBIX
apUTMHI). ApTEpHAIbHYIO TMIOTEH3MIO M KOJUIANTOUAHBIE COCTOSIHUS KyMUPYIOT BHYTPHBEHHBIM
BBEJICHHEM  [J1a3M0O3aMEIIAOUIMX  PacTBOPOB  W/MJAM  CUMMATOMHUMETHYECKUX CpeaAcTB. B

OMPEACJCHHBIX CUTYaLUAX IMOKa3aHO BBEJACHUE AKTUBUPOBAHHOI'O YIJid H cl1abUTeNIbHBIX CpE€ACTB.



[Ipy BO3HMKHOBEHMM TSKENbIX OKCTPANMPAMUAHBIX CHMITOMOB HEOOXOAMMO BBOAWTH M-
xonuHoOokaropsl.  HaOnmoaenue 3a  COCTOSsHMEM  MALMEHTAa W MOHMTOPMHI  OCHOBHBIX
¢duzunonornyecknx (GyHKUM HEOOXOAMMO MPOA0IKATH A0 MOJHOIO YCTPAHEHUS MOCIEACTBUM

nepe103MpPOBKH.

B3aumopaeiicTBue ¢ APYIrHMH JIEKAPCTBEHHBIMH CPEACTBAMH

® ¢

Cnenyer coOnoaaTh OCTOPOXKHOCTH MPU OJHOBPEMEHHOM Ha3HayeHuu npenapata KMusera
npenapatami, yutnHsowmmu uutepsan QT.

Bnuanue nanunepuoona na opyaue npenapamoi

[TanunepuaoH, ckopee Bcero, He Y4acTBYET B KJIMHWUYECKM 3HAUYUMBIX (apMaKOKHHETHYECKUX
B3aMMOJICHCTBUAX C TMpernapataMM, KOTOpble MeTaboIu3UpyloTCs H30(epMEHTAaMH CUCTEMBI
uuroxpoma P450. MccnenoBanus in vitro ¢ MCnoab30BaHUEM MUKPOCOM TMEYEHH YEJIOBEKA MOKa3alu,
YTO MMaJMIEPH/IOH HE BbI3BIBAET CYLIIECTBEHHOIO YrHETEHUS OMOIpeBpalleHus NpenapaToB, KOTOpbIE
metabonusupytotes usopepmerramu uuroxpoma P450, siaouas CYP1A2, CYP2A6, CYP2C8/9/10,
CYP2D6, CYP2EIL, CYP3A4 u CYP3AS. Mcxoas u3 3Toro, HeT OCHOBaHMM Mpearnosarath, 4To
najunepuaoH Oyaer MHruOuMpoBaThb B KJAMHUYECKH 3HAYMMOM CTEMEeHW KIMPEHC [pernaparos,
KOTOpbIE METADOIM3UPYIOTCSA YKa3aHHBIMU (pepMeHTaMu. B ucciieioBaHUsAX in vitro najqunepuaoH He
MHAyLMpoBa akTUBHOCTB W3odepmentoB CYP1A2, CYP2C19 unn CYP3A4.

B BBICOKMX KOHLEHTpAaUMAX MNaJMNEpPUIOH sBAsfeTCs clabbiM HHTUOMTOPOM P-rimkonporeuHa.
JlaHHbl€ in vivo OTCYTCTBYIOT, KIMHMYECKas 3HAYMMOCTh HEU3BECTHA.

YuureiBas TOT GakT, YTO NaaunepuaoH AeucTByeT npeumyiiectenHo Ha [[HC, ero Heo6xoaumo ¢
OCTOPOKHOCTBIO MCII0JIb30BAaTh B KOMOMHALMAX C IPYTUMHU TMpenapaTaMu LEeHTPaabHOro AeHCTBUS U
¢ ankorosieM. [lanunepuaon moxer HeHTpaau3oBaTh ASHCTBHUE JIEBOJAOMNBI W APYTHX aroOHUCTOB
nodpamuua. BeneactBue cnocoOHOCTH NaiMNepUaoHa BbI3bIBATH OPTOCTATHYECKYIO TMIIOTEH3HIO
MOJKET BO3HMKATh aJJAMTUBHBIN 3P deKT npu vcnosib30BaHUK Mpenapata 0JHOBPEMEHHO C JAPYTUMHU
npenapaTami, BbI3bIBAOLIMMHU OPTOCTATUYECKYIO TMITOTEH3HUIO.

DapMaKOKHHETHUYECKOE B3aUMO/ICHCTBHE NMATUIIEPUIOHA U JINTHS MAJIO BEPOSITHO.

OaxoBpemeHHoe HasHauenue npenapata Musera® B 103uposke 12 mr 1 pa3 B ieHb M TaGIeTOK HATPUS
JIMBAJINPOEKCaA MPOJIOHrMpoBaHHOr0 JAeicTBUs (B 1o3uposke 500-2000 mr 1 pa3 B a€Hb) HE BIMSET
Ha (papMaKOKMHETHKY Bajibnpoara. B KIMHUYECKMX MCCIE0BAHUSAX Y MALMEHTOB, MPUHUMAIOIIMX

MNOCTOAHHYHKO 103y BaliblipoaTa, KOHLUCHTpALMWA BaliblipoaTa B IJIa3ME€ KpPOBU HE OTJIMYajiaCb OT



€. 20

TAKOBOM JUIs MALMEHTOB, MIPUHUMABLIMX BMECTE C BaJIbIIPOATOM Mpernapar Wneera® B 1o3upoBke 3—
15 mr.

Cnocobrnocmsb Opy2ux npenapamog 61usims Ha NATUNEPUOOH.

[TanunepuaoH He sasercs cyocrparom usodepmertoB CYPIA2, CYP2A6, CYP2C9, CYP2C19 un
CYP3AS5. D10 CBMAETENLCTBYET O HU3KOM BEPOSATHOCTH €ro B3aUMOJEHCTBUS ¢ HHTMOMTOpAaMU UK
MH/IYKTOpaMHU YyKa3zaHHbIX (epmeHToB. McenenoBanus in vitro BbIABWIM MHHUMAJIbHOE y4acTHe
uzodpepmernro CYP2D6 u CYP3A4 B wmeraGonusme MajunepuaoHa, BMECTe C TeM, HeT
JIOKA3aTe/IbCTB TOT0, YTO ATH U30(ePMEHTHI UTPAIOT 3HAYUMYIO POJIb B META00/IM3ME NaTUNEPHIOHA
in vitro vy in vivo. ViccneoBanus in vitro 1nokasaiu, 4To NajunepuaoH ssiasercs cyocrparom P-
TJIMKONPOTEUHA.

[MTanunepuaon  orpaHudeHHo  Metabonusupyercs u3opepmentom CYP2D6  (cm.  pasgen
«DapMakokuHeTHKa»). B wuccrenoBaHuM Ha  B3pocibIX  J00pOBOJBLAX — B3aUMOJEHCTBHS
najunepuaoHa ¢ MapoOKCEeTHHOM, MOTeHUMalbHbIM HHruOUTOpoM u3odepmenta CYP2D6, He
Ha01101a710Ch KIIMHUYECKU 3HAYMMOT0 H3MEHEeHUs (papMaKOKMHETUKH NaluMnepuI0Ha.

CoBmecTHOoe npumeHeHue nanunepuaona ¢ 200 mr kapbamasenuHa ABa pa3a B CYTKHM BbI3bIBAJIO
ymenbuieHue Cmax u AUC nanunepuaoHa npumepHo Ha 37%. JlaHHO€ yMEHbLIEHHE BbI3BAHO
yBEJIMUEHUEM KiMpeHca mnanunepuaoHa Ha 35% B pe3yabTare MHAYKUMM KapOamasernuHoOM
noyeyHoro P-raukonporenna. HeGonblioe ymeHblIEHHE KOJIMYECTBA Mpernapara, SKCKpeTUpyeMoro
B HEM3MEHEHHOM BH/I€, [03BOJIAET NPEANOA0KUTh, YTO IPU COBMECTHOM MPUMEHEHUH KapOamas3enuH
uMMeeT HezHauuTesnbHoe BausHue Ha CYP meraGonusm uam 6uopoctynHocTs nanunepuaona. [lpu
Ha3HaueHUM kapOamaszenuHa J03a NajunepuoHa A0KHA ObITh MEPEOleHEHA W yBEIWYEHa NpH
Heobxoaumoctu. U, HaoGopoT, npu oTmeHe KapOamasernuHa 1032 MajJuNepua0oHa J0JKHA OBbITh
NnepeoLeHeHa U YMEHbLIEHA NPU HEOOXO0AUMOCTH.

[Tanunepuaon, sBasowMiics KaTHOHOM Mpu (u3nonoruyeckux 3HaveHusx pH, skckperupyercs
MPEUMMYIIECTBEHHO B HEW3MEHHOM BM/IE [OYKaMH; [PU ITOM OKOJIO T[OJOBUHBI IKCKpELUHMH
MPUXOJUTCS Ha 10110 PUIIBTPALIMKM M OKOJIO MOJOBUHBI — HA 10110 aKTUBHOM cekpeluu. [Ipumenenue
najJunepua0Ha 0 IHOBPEMEHHO C TPUMETONPUMOM, KOTOPbIH, KAK U3BECTHO, MHTHOMPYET aKTUBHBIi
MOYeYHbIH TPAHCTOPT KATHOHHBIX MPENnapaToB, He BIUAIO0 Ha (PapMaKOKHMHETHKY MaJunepuoHa.
[pu osHOBpeMeHHOM Ha3HadeHuu npenapata Musera® B 103uposke 12 Mr 1 pa3 B aeHb 1 Tab1€TOK
HaTpusl JMBalNpoeKca MpoJOHrupoBaHHoro aeicteus (2 tabnerku no 500 mr | pa3 B JeHb)

Habmoaanoce yeenuueHue Cmax u AUC nanunepuaona Ha 50%. Craeayer paccMOTpeThb
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BO3MOXKHOCTb YMEHBIIEHUS J03bl mpenapata Musera® mpu O0JHOBPEMEHHOM HA3HAYEHMM C
BAJILIIPOATOM Ha OCHOBAHUMU KJIMHUYECKOH OLIEHKH MalMEeHTa.

Oonoepemennoe npumeHeHue nalnunepuooHd u pucnepudoHa He ObUIO MPeIMETOM HayYHBIX
uccneaoBanuii. IlanunepuaoH sBAsSEeTCS aKTMBHBIM METaObOJIMTOM PHMCIIEPUIOHA, W MOITOMY TpH
O/IHOBPEMEHHOM HMCIOJIb30BaHUU MATUMEPUIOHA U PUCTIEPUIOHA BO3MOIKHO MOBBILIEHHE YPOBHEH
najaunepua0Ha B KpOBH.

Oonospemennoe  NpuMeHeHue — NAIuUnepuooHd ¢ neuxocmumyasmopamu  (Harnpumep,
MeTUA(PEHUIATOM) MOXKET [PUBECTH K TMOABJICHUK OKCTPANMpaMHUIHBIX CHMIITOMOB TpH

KOPPEKTHUPOBKE 03bI OZIHOTO MJIM 0O0MX Mpenaparos.

OcoOble ykaszanusi

3nokavecmeennvill HetpoIeNMUYECKUL CUHOPOM

W3BecTHO, 4YTO aHTMNCUXOTMYECKME TMpenaparbl, BKJIKYas MaJUINEPHIOH, MOIYT BBI3bIBATh
3J10KaueCTBeHHbIN HelponenTuyeckuii cunapom (3HC), koTopelii XapakTepusyercs runeprepmue,
PUTHAHOCTBIO MBILILL, HECTAOMIBHOCTBIO (YHKLIMM BEreTaTMBHOW HEPBHOM CHUCTEMBI, YTHETEHUEM
CO3HAHMS, @ TAK)KE MOBBILIEHUEM B CBIBOPOTKE KOHLEHTpaLMii KpeaTuHPOCHOKHHA3bL. Y NalueHToB
¢ 3HC wmoryr BO3HMKAaTh Takke MHOrI00MHYpUs (pabaOMHOAM3) M OCTpas MoYyeyHas
HEJ0CTaTOYHOCTb. [Ipy BOSHUKHOBEHHH y MauMeHTa 00bEKTUBHBIX MIIM CYOBEKTUBHBIX CUMITOMOB
3HC Heo0X0AMMO HEMEJJIEHHO OTMEHUTh BCE AaHTUICUXOTMYECKME [penaparbl, BK/IOYas
NajaunepuaIoH.

Ilo30ns5 Ouckunesus/ skcmpanupamuonsie CUMNMOMbI

[Ipenapatel, o61azatoume CBOHCTBAMHU AaHTAarOHUCTOB 10(AMUHOBBIX PELENTOPOB, MOTYT BbI3bIBATh
MO3JHIOK  JUCKMHE3MI0, KOTOpas  XapaKTepu3yercs  PpUTMHUYECKMMH  HENpPOM3BOJIbHBIMH
JBWKEHUAMH, MPEUMYLLECTBEHHO A3bIKa W/MJIM MUMHUYECKON MycKyaTypsl. [Ipu Bo3HUKHOBEHUH Y
nauMeHTa 00 bEKTUBHbBIX MM CYyOBbEKTHBHBIX CUMITTOMOB, YKa3bIBAIOIIMX HA MO3/HIOK AUCKUHE3HIO,
HY’KHO pacCMOTpPETh Le1ec000pa3HOCTh OTMEHBI BCEX aHTMIICUXOTHYECKUX TMPENnaparoB, BKIIKOYas
najaunepuaoH.

Drempanupamuonvle CUMRMOMbL U NCUXOCIUMYISIMOPbI

Cneayer cobmoaars 0coOyr0 OCTOPOKHOCTb MPU COBMECTHOM MPUMEHEHHH MCUXOCTUMYJIATOPOB
(Hanpumep, meTuideHuaTa) ¢ NaaIUNepuaI0HOM, MOCKOIBKY MPU KOPPEKTUPOBKE 103bl OAHOTO MJIU

00oux nmpenapaToB MOTYT BO3HHKATh IKCTpANUpaMuiHbIe CUMIITOMBI.
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Yonunenue unmepsana QT

Kak ¥ a1s JApyrux aHTHUNCHUXOTMYECKMX CPEICTB, CleAyeT Co0JI01aTh OCTOPOXKHOCTL [pH
Ha3HaueHuu npenapata Mupera® naunentam ¢ cepaeYHbIMU apUTMUAMH B aHAMHE3€, BPOJKACHHBIM
yanuHeHuem untepsaia QT U cOBMECTHOM NMPUMEHEHHH C Mpenaparamu, yAJIMHAOIWWMHA HHTEpBAII
QT.

T'unepenuxemus u caxapuwiii ouabem

I1pu neuennu npenaparom Mupera® Habmoaanuck runeprinkemMus, caxapHblii qnabet u oGocTpeHue
yXKe MMeIoIerocs caxapHoro auabera. YcCTaHOBAEHME B3aMMOCBA3M MEXAY TMPUMEHEHUEM
aTUMUYHBIX AHTUNICUXOTUYECKUX TMpernapaTtoB M HapylIEHUSIMU OOMEHa TJIIOKO3bl OCJI0KHEHO
MOBBILIEHHBIM PUCKOM pa3BUTHS caxapHoro juabera y TMALMEHTOB C IIM30(ppeHHed |
pacnpocTpaHEHHOCTBIO caxapHoro auvabera B oOwei nonyiasuuu. Y4YuTeiBas 3TH (GakTopsl,
B3aMMOCBA3b MEX1y MPUMEHEHWEM AaTUMHUUYHBIX AHTHICUXOTUYECKHUX TMpEernapaToB W pa3BUTHEM
noOOYHBIX AEHCTBU, CBA3aHHBIX C MMNEPrIMKEMHUE YCTAHOBIEHA HE MOJHOCTBIO. Y MallUEHTOB C
YCTaHOBJIEHHBIM JIMarHO30M caxapHoro auabera cieiyeT peryjispHO KOHTPOJIMPOBATh YPOBEHb
rmoko3bl. [laumentsl ¢ dakropamu pucka pa3BuTHs caxapHoro auadera (Harnpumep, OXKHpEHHE,
ceMeitHas ucTopusa auabera) A0JKHBI IPOTH KOHTPOJIb YPOBHS MIHOKO3bl B KPOBU HATOLIAK B HAYale
JICYEHUS] M TNEPUOAMYECKM BO BpeMs JieueHus. Y BCeX MaLMEHTOB HEOOXOAMMO MNpPOBOAUTH
KJIMHUYECKUH KOHTPOJIb HA HAJIMYME CUMITTOMOB MMMEPriIMKeMUH U caxapHoro auabera. [TauueHTsl,
Y KOTOPBIX MPH JIEYEHUHU aTUITUYHBIMU HEHPOIENTUKAMU Pa3BUBAIOTCS CUMIITOMBI FMIEPrIHKEMHUH,
JOJDKHBI TIPOWTH KOHTPOJIb YPOBHS TJIIOKO3bl B KpPOBM. B HEKOTOpBIX cly4yasiX CHMITOMBI
TUNEPrIMKEMUH UCUYE3NIM MPH MPEKPALLEHUH MPUeMa aTUITMYHBIX AHTUIICUXOTHYECKHUX TMpenaparos,
OJIHAKO JUI HEKOTOPBIX TMAalMeHTOB TpedyeTcs aHTHAMabeTHyecKoe JieYeHUe, HEeCMOTps Ha
npeKpalleH1e npuemMa noJ03peBaemMoro rnpemnapara.

Veenuuenue maccer mena

Ilpy neyeHuM aTUNMUYHBIMM AHTUICUXOTHMKAMHU Ha0HO/al0Ch 3HAUMTEIBHOE YBEJIMYEHHE MAacChl

tena. Heobxoaumo [TPOBOJAWUTL KOHTPOJIb MACChl T€Jia MalUEHTOB.
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['unepnponraxmunemus

Kak u apyrue aHTaroHucTbl D2 JI0MaMMHOBBIX PELENTOPOB, NaJMIEPU/IOH TMOBBIIIAET YPOBEHb
NpOJIAKTHHA U 3TO MOBBILIEHHE COXPAHIETCs B TEUEHUE BCEro nepuo/a npuema npenapara. Jleiicrsue
naaMnepuaoHa CpaBHUMO C TAKOBBIM Yy pPHUCHEpUIOHA, Tfperapara 00JaJarolero HauboIbUIuM
BJIMSIHMEM HA YPOBEHb MPOJIAKTHHA CPEM APYTHMX aHTUNICUXOTHUUYECKHUX MPENaparoB.
['MneprpoJakTHHEMHUS, HE3aBUCMMO OT OTHOJIOTMH, MOXKET MNoAaBaaTh dKcnpeccuio ['HPI
(roHAI0OTPONMUH-PUIM3MHI-TOPMOH) THUIOTOJAMYCa, 4YTO TMPUBOAUT K CHHXKEHHIO CEKpeLMH
rOHa0TPONUHOB rMMOPU30M. DTO, B CBOIO OUYEpE/Ib, MOKET MOAABIATH PENPOYKTUBHYIO (DYHKIHIO,
oc1a0J1sis MOJOBOM CTEPOM/IOTEHES Y JKEHIIMH U Y MYXKYMH. Y NaUMEeHTOB, MPUHUMABLLMX [penaparsl,
yBEJIMUYMBAIOIME YPOBEHb [POJIAKTUHA, OBbIIM 3aperMCTPUpOBaHbl  rajaKTopes, ameHopes,
rUHeKoMacTuss ¥ umnoreHuus. [lpoaomkuTtenvHas runeprnpoiakTHHEMUs, ACCOLMUPOBAHHAs ¢
TUIOrOHAM3MOM, MOJKET MPUBECTH K CHUKEHHIO MJIOTHOCTH KOCTHON TKAHH Y JKEHILUH U Y MYXKUHUH.
HccnenoBanus Ha KyabTypax TKaHe# in vitro nokasaiu, YTO NPUMEPHO OJ/IHA TPETh CllyyaeB paka
MOJIOYHOM Kese3bl y J0Jei MNpOoJIaKTUH-3aBUCMMA. DTO ClEIyeT YYMTBIBATH MPU HA3HAYEHUU
npenaparoB, TMOBLILAKUMX YPOBEHb NPOJIAKTUHA, MMALMEHTaM C BbISBICHHBIM paHEE pakoMm
MOJIOUHOM Kene3bl. KiMHMYecKMe M 3MMIEeMMOJOTMYECKUE WCCe0BaHUs, TMPOBEACHHbIE [0
HaCTOSILIEr0 BPEMEHH, HE TMOKa3ajlu CBA3M MEXAY MPUEMOM AaTUIUYHBIX AHTHICHUXOTHYECKUX
npenapatoB W oOpa3oBaHMeM ormnyxojei y mojaei. OAHaKo HMeEloIIMecs AaHHBbIE CIMLIKOM
OrpaHUYeHbl, YTOOBI Ae1aTh OKOHYATE/IbHbIE BIBObI.

Opmocmamuyeckas 2unomen3us

[Tanunepuaon obnanaer anbda-G10KUpyIOLIEH AKTUBHOCTBIO, W [O3TOMY MOXET BbI3bIBATH Y
HEKOTOPBIX  MMALMEHTOB  OPTOCTATHYECKYK  runotreHsuto. llanunepuaon HeoOxoaumo ¢
OCTOPOXKHOCTBIK) MPUMEHATH Y MALMEHTOB C CEpPAEYHO-COCYIUCTHIMU 3a00JeBaHUAMM (Hanpumep,
cepAevHas HEI0CTaTOYHOCTh, MH(MAPKT WJIM MIIEeMUs MHOKapja, HapyleHHs MPOBOJAUMOCTH
CEpJIEYHOI  MbILILBI), LEepeOpOBaCKYIsApPHBIMM 3a00/IeBaHUSAMHU, a TaKKe C COCTOSHMSAMM,
CMOCOOCTBYIOIMMH apTepUalbHONW TIMIOTEH3UU (Harpumep, 00e3BOXKMBAHUE, TMUIIOBOJIEMHs M
Tepanus aHTUrMNEePTEH3MBHBIMHU TperapaTamMmu).

Pecynayus memnepamypor mena

AHTHIICUXOTHYECKUM [penaparam MpUIUCLIBAETCA TaKO HexenarenbHbli 3PeKT Kak HapylIeHue
CrocoOHOCTH OpraHu3ma peryJaupoBath Temreparypy. Heo6xoaumo co6:101aTh OCTOPOKHOCT MPH
HAa3HAYEHUM MAJIMMEPUIOHA TNALMEHTAM C COCTOSHMSAMM, KOTOPbIE MOTYT CHOCOOCTBOBATH

MOBBIIICHHUIO BHyTpeHHeﬁ TeMIMEpaTypbl T€Ja, K KOTOPbIM OTHOCATCA WHTCHCUBHasA (1)]43[4‘-leCKaﬂ
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Harpy3ka, 00€3BOJKMBAaHWE OpraHu3Ma, BO3JIEHCTBME BBICOKMX BHELIHMX TEMMEpaTyp WM
0/IHOBPEMEHHOE MPUMEHEHHE MPENapaToB ¢ AHTUXOJIMHEPIHYECKOH aKTHBHOCTbIO.
IIpomusopeommuviit 2¢hpexm

B JIOKJIMHWUYECKUX MCCeJ0BAaHMAX Obljl BbIABIEH MPOTUBOPBOTHBIN d(deKT nanunepuaoHa. IToT
3¢ dexr, B ciiyuae ero BOSHUKHOBEHHUS Y JIIO /e, MOXKET MacKMpOBaTh 0ObEKTHBHbBIE H CYOBEKTHBHBIC
CUMNTOMBI MEPENO3MPOBKM  HEKOTOPBIX ~MperapaToB, a TakkKe Takue 3a0o/ieBaHus, Kak
HEMPOXOAUMOCTb KHIIEYHHUKA, CHHApOM Pelie u onyXou roloBHOro Mo3ra.

Ipuanuszm

[Ipenaparsl, o6nanatoume ansdha-aapeHodrokupyromumu dpdekramu, MOryT BbI3bIBAThH MPUATTH3M.
B noCTMapKeTHMHIOBBIX MCCIIEI0BAHUSX MaTMNepUa0Ha ObUIM MOJyYeHbl COOOLIEHHUs O Pa3BUTHH
npuanusma.

Cyuyuoanvhvie nonelmku

B03MOXHOCTb CYMLUMAJBHBIX TMOMBITOK XapaKTepHa /Ul TMCUXMYECKUX 3a00/1eBaHUM, MOITOMY
Tepanus MalMeHTOB C BHICOKMM PUCKOM JI0JDKHA MPOBOAUTHLCS MO/ TIATeNbHBIM HabmoaeHneM. B
3TUX ciyyasx npenapat Mupera® 10/1keH BBIMUCHIBATLCS B MUHMMAJILHOM KOJIMYECTBE TabJIeTOK s
YMEHbLIEHUs PUCKa Mepel03UPOBKH.

Jletikonenus, netuumponenus, azpanyioyumos

JleiikoneHus, HEUTPONEHUS U arpaHyJIOLMTO3 OTMEYAJIUCh NPU IPUMEHEHUH AHTUIICUXOTHYECKHUX
CpeJCTB, B TOM uMclie MpU npuMeHeHuu npenapata Mupera®. ArpaHylouuTos oTmeyancs OYeHb
peaKo B TeYeHHWEe MOCTMAPKETHHTrOBbIX HaOmoaeHui. [laumeHTtam, ¢ KIMHHMYECKH 3HAYUMBIM
YMEHbIIEHUEM  KOJIMYecTBa  JIEHKOUMTOB B aHaMHe3e  WIM  [pernapaT-3aBUCUMOIA
NeMKONEeHUeH/HeUTpOoreHNe peKOMEeHIYeTCs TPOBEASHUE I[OJIHONO aHajiu3a KpOBU B TeYEHHE
MepBbIX MecsIEeB Tepanuu, npekpaiieHue neuenus npenaparom Musera® 105KkHO GBITH PACCMOTPEHO
MpU MEePBOM KIMHMUYECKU 3HAUUMOM YMEHbLIEHUH KOJIMYECTBA JIEWKOLUTOB MPU OTCYTCTBUH JIPYTHX
BO3MOJKHBIX NpUuMH. llaumeHtam ¢ KJIMHUYECKM 3HAYMMOM HEWTPONEHHEN pEKOMEHIyeTCs
Ha0J1101aThCS HA MPEAMET MOBBILICHUs TEMIepPaTypbl MM BOSHUKHOBEHHS CUMIITOMOB MH(DEKLIUHU U
HaYMHATh JIeYeHHe HEeMEJICHHO, NMpPU BO3HMKHOBEHHMM TAKMX CUMNTOMOB. [laumeHtsl ¢ Tsxenou
dopmoii HeitTponieHnH (aBCOMOTHOR KOIMYECTBO HeHTpoduao Menee 1x10%/1) 101KHBI PEKPATHTH
npumeHenue npenapara Mupera® 10 Tex nop, noka KoJM4ecTBO JEHKOUMTOB HE HOPMATH3YETCS.
Benosnas mpombosmbonus

[lpy npuMeHEeHUHM AHTUINCUXOTHYECKMX TMpenapatoB OblIM  OTMEYEHbl Cllydyau BEHO3HOM

TpOM603M6OJ’IHl/l. HOCKOIley MAalHUEHTHI, MPUHUMAKOUIUE AHTUIICUXOTUYECKHUE Mpernaparbl, 4acTO
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MMEIOT PUCK Pa3BUTHs BEHO3HOM TPOMOOIMOOIIHMH, BCe BOSMOXKHbIE (hAKTOPBI PUCKA J0JKHBI ObITh
BBISIBJICHBl 10 M BO BpeMms JjeueHus mnpenapatom Musera® u 10MKHBI ObITh MPEANPUHSATDI
npeaynpexatoLmre Mepbl.

Humpaonepayuonnwiii cunopom opsboaou paoyscku (HC/[P)

HUCJIP naGmopaancs BO BpeMs MPOBEACHHUS ONEPaTHUBHOIO BMELIATE/LCTBA I10 MOBOAY HAJIUYMS
KaTapakTbl Yy TMalMEHTOB, MOJYYAOLWMX TEparu MpenapataMu Tpynnbl aHTarOHWCTOB O)-
a/IpeHOpPeLeNTOPOB.

WUCJIP yBenuumBaeT puck BOSHMKHOBEHHUS OCIIOKHEHHI, CBSA3aHHBIX C OPraHOM 3pEHHs, BO BpeMs U
nocle npoBeIeHUs ONepalMOHHOro0 BMelaTe1bcTBa. Bpay, npoBoasimii Takyto onepauuto, 101KeH
ObITh 32071aroBpeMEHHO MPOMH(GOPMUPOBAH O TOM, YTO MAUMEHT MPUHUMAN WIM MPUHUMAET B
HacTosillee Bpems mpernaparbl, 00/1aJalolMe aKTUBHOCTBIO aHTarOHUCTOB 0.1-aJpEHOPELENTOPOB.
[loreHunanbHas monb3a OTMEHbI TEpariu  AHTAarOHUCTAMM  (L1-aJIPEHOPELIENITOPOB  Mepes
OMEepaTUBHbIM BMELIATE/IbCTBOM HE YCTAHOBJIEHA W JIOJJKHA OLIEHWBAThCS C YYETOM PHUCKOB,
CBSI3aHHbIX C OTMEHOM Teparuu aHTUICUXOTUYECKUMHU TpernapaTamu.

Bbepemennocms u yxoo 3a pe6énkom

[TaumeHT n0/KeH yBEAOMHMTbH CBOEro Bpaya O OepeMEHHOCTH MM e€ MJIaHMPOBAaHMM BO BpeMs
neuyenus npenaparom Musera®. Creayer co6101aTh 0OCTOPOKHOCTL MPH HA3HAYEHUM Mperapata
Wugera® kopmsimm mMatepam. (cM. pasaen «[Ipumenenue npu 6epeMeHHOCTH M JIaKTaL|»).
Ynompebaenue ankocons

[TauneHTsl 10/KHBI U30eraTh ynoTpeGieHus ajlkorois Bo BpeMs jeueHus npenapatom Mupera®.
Yenoeus, npueooswyue k ymenvutenuro naxoacoenus npenapama ¢ JKKT

YcnoBus, NpUBOAAILIME K yMEHbIIEHUIO HaxokaeHus npenapata B JKKT, nanpumep, Gonesuu,
CBA3aHHBIE C XPOHUYECKOM Juapeeid, MOTyT BbI3BaTh yMEHbIIEHUE BCACHIBAHUS MaIUNEPUIOHA.
Ta6netku MuBera® npons3BoasTCS C UCTIONB30BAHUEM TEXHOJIOIMH OCMOTHYECKOTO BBICBOOOXICHUS
JEHCTBYIOIIEr0 BELIECTBA, MPU KOTOPOH OCMOTHYECKOE JaBlieHHe obecrieynBaeT BbHICBOOOKIEHUE
Najaunepy/0Ha ¢ KOHTPOJIUpYeMOi CKopocThlo. CucTema, BHELIHE HalOMHHAIOLIAs KarcyI0BUHYIO
TabJIETKY, COCTOUT U3 OCMOTHYECKH aKTUBHOIO TPEXCIOWHOTO S/pa, OKPYKEHHOTO MPOMEIKYTOUHOM
000104KOl M MOTYNPOHULIAEMOi MeMOpaHoii. TpexcioiiHOe AP0 COCTOUT U3 JBYX JIEKAPCTBEHHBIX
CJIOEB, COJIEpPKALIMX JIEKAPCTBEHHYI CyOCTaHLMIO M BCIOMOrarejbHble BellecTBa, a TaKxke M3
BBITAJIKMBAIOILErO CJI0S, COJAEpIKALLEro OCMOTMYECKM aKTUBHblE KOMMOHeHThl. Ha kynone co
CTOPOHBI JIEKAPCTBEHHBIX CJIOEB MMEIOTCS [IBa BBIMYCKHBIX OTBEPCTHS, CAEJaHHbIE C MOMOIIBIO

nasepa. B jxenya04HO-KMIIEYHOM TpaKTe LiBeTHast 0007104Ka ObICTPO pacTBOPSIETCs, BOJa HAaYWHAET
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MOCTYNaTh BHYTPb TabJeTKK yepe3 MoMyNpOHULIAEMYI0 KOHTpOUpyollyto MemOpany. MemOpana
KOHTPOJIMPYET YPOBEHb MOCTYIUICHUS BOJBI, @ 3TO, B CBOK OYepe]b, KOHTPOJMPYET ypOBEHb
BBICBOOOXK/ICHUS JIEKAPCTBEHHOI 0 BELIECTBA.

[uapoduibHbie MOJAMMEpHI sipa TabJleTKH BIMUTHIBAIOT BOJAY M HaOyXaroT, MpeBpaiiasick B rejb,
cojepKalliii NajiunepuoH, KOTOPbIA 3aTeM BHITAIKMBAETCS 4Yepe3 OTBEpPCTHUS B Kymnoje.
HepacTBoprMbIe KOMITOHEHTBI TA0JIETKH BBIBOAATCS M3 OpPraHu3Ma co cTy10M. [TauneHTsbl He 101KHbI

BOJIHOBATLCS, €CJIU 3aMETAT B KaJI€ YTO-TO IMOX0XKEE HA Ta6neT|<y.

Bimnsinue Ha cnoco0HOCTD YNPABJASITH TPAHCIOPTHLIMH CPEACTBAMH H MEXaHH3MAMH

[lanunepuaoH MOXKET HapyliaTh AESTEIbHOCTb, TPEOYIOILYI0 OBICTPOi MCUXMYECKOH peakuuH, a
TAKKE MOXET WUMETh 3pHUTe/bHble dP(EKThbl, MOITOMY MaLMEHTaM CIEIYeT BO3JCpPKUBATBCA OT
BOJK/IEHMSI aBTOMOOMJI M pabOThl ¢ MEXaHW3MaMM /10 TeX Mop, noka He OyJeT yCTaHOBIEHA WX

WHMBHU1yaJibHAA YYBCTBUTEIbHOCTD K MaJTUINCPUIOHY.

®opma BbINIyCKa

TabeTku npoJOHrMPOBAHHOTO ACHCTBUSA, MOKPBITbIE 000104KOM, 3, 6,9 1 12 mr.

[To 7 TtabGnaerok, MOKPBITBIX 000J0YKOW, B OaucTepe M3 alIOMMHUA M TOJMBUHHUIXJIOPU/A,
JIAMHHUPOBAHHOTO MOJIMXJI0opoTpudTOopaTHaeHOM. [1o 4 uau 8 6G1MCcTEpOB BMECTE ¢ MHCTPYKLMEH MO
MEMLMHCKOMY NPUMEHEHHIO B KAPTOHHOM Mayke.

[To 30 TabnaeTok, MOKPHITHIX 000J04KOM, BO (h1akOHAX W3 MOJIMITHIIEHA BBICOKOM IJIOTHOCTH, C
KPBILIKOM, 3allMilalouleii oT cayyailHoro oTkpbiBaHus JaeTbMH. Ilo oaHomy ¢daakony Bmecre ¢
MHCTPYKLIMEH 10 MEAULMHCKOMY MPUMEHEHHIO B KAPTOHHOM MaykKe.

B03MOXHO Halu4yue KOHTPOJIS MEepBOrO BCKPBHITUS B BUJE HaK/IEHKU/HAKIeeK (C OJHOH MM ¢ 2-X

CTOPOH KapTOHHOM MayKH).

Cpok roasoctu

2 ronga. He IMPUMEHATD MOCJIC UCTEYEHUA CPOKA IT'OJAHOCTH.

YciaoBusi XxpaHeHust
XpauuTb npu Temneparype ot 15 no 30°C.

XpaHHTb B HEJJOCTYITHOM )15 JleTel mecTe.
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YceaoBus OTnyckKa

[To peuenty

IIpousBoaunTennb

IIpouzeo0cmeo 20moeoil iekapcmeeHHOU hopmbl:

SAnccen-Cunar Manydakuypunr, JUJIC,

Creiit Poyn 933, km 0,1,

Meiimu Bapn, ['ypabo, [Tyapro-Puko (I1P), 00778, Coeaunennsie Lltarer (CLLIA)
Buinyckarowuit Konmpons u ynakoeka:

SAuccen Cunar C.n.A.,

Daxmuueckuit aopec npouseoocmea:

yi. C. Succen, 04100 bopro C. Mukene, Jlatuna, Utanus

FOpuouueckuit aopec:

yi1. M. Byonappotu 23, 20093 Konoubo -Monuese, Munan, Utanus

Baajesien perucTpaiHoHHOIro y10CTOBepeHusi / OpraHu3auus, IpUHUMAIOIIAs NPEeTeH3HH:
000 «JIxoncon&JxoHcon», Poccus,

121614, r. Mocksa, yn. Kpbutarckas, a. 17, kopn. 2

KoHTakTHbIe TenedoHbI:

Ten.: (495) 755-83-57

dakc: (495) 755-83-58

CneumanucT no perucTpauuu

000 «JIxoncon & JIHKOHCOH» / / ®enoposa A.B.




