OBIIAA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMMEHOBAHUE JIEKAPCTBEHHOTI'O ITPEITAPATA
Mexkcugon ®OPTE 250, 250 mr, TabneTKH, MOKPHITHIE INIEHOYHOW 000I0YKOM

2. KAUYECTBEHHbBINA U KOJTUYECTBEHHBIN COCTAB

JlencTByOLIee BEMECTBO: ATUIMETWITHAPOKCUIIUPUIMNHA CYKIIMHAT.

1 TabieTKka COAEPKUT: STHIMETUITHIPOKCUITUPUINHA cyKinHaTa (B nepecyere Ha 100 % BemiecTBo) —

250 mr.

BcnoMoratenbHble BellecTBa, HAIMYME KOTOPBIX HAJO YYUTHIBATh B COCTaBE JIEKAPCTBEHHOI'O Ipernaparta:
JIAKTO3bl MOHOTUIPAT (cM. paznen 4.4).

[TonHbIi epeueHb BCIOMOTaTENbHBIX BEIIECTB MPUBEIEH B paszene 6.1.

3. JIEKAPCTBEHHASA ®OPMA

TabmeTku, MOKPHITHIC INIEHOYHON 000JI0UKOM.

Kpyrible NBOSKOBBIMYKIIbIE TaONETKU, MOKPHIThIE IUIEHOYHOW OOOJOYKON CBETI0-po3oBoro IBera. Ha
MOTIEPEYHOM pa3zpese AIpo MOoUuTH Oeoro 1BeTa.

4, KIMHUYECKUE JTAHHBIE

4.1. Iloka3zaHusl K IpMMEHEHUIO

- MOCJEICTBHSI OCTPBIX HApPYHIIEHWH MO3rOBOTO KPOBOOOpAIICHHWS, B T.4. IOCIE TPaH3UTOPHBIX
UIIEMHYECKUX aTaK, B (pase cyOKOMIIEHCAIIMU B Ka4ecTBE MPO(PHUIAKTUYECKUX KYPCOB;

- JIerKasi 4epernHo-MO3roBasi TpaBMa, MOCJEeICTBUS YEPEITHO-MO3TOBBIX TPABM;

- sHIIe(DaTonaTuu pa3IM4HOTO resesa (ZUCUHUPKYIATOPHBIE, TUCMETa00JINYECKHE,
MIOCTTPaBMaTHYECKHE, CMEIIAHHBIE);

- XPOHHUYECKAs UILIEMUS MO3Ta;

- CHUHJPOM BETE€TaTUBHOW AVCTOHUM;

- nerkue (yMepeHHbIE) KOTHUTHBHBIC PaCCTPOMCTBA,;

- TPEBOKHBIE PACCTPONCTBA MTPU HEBPOTHUECKUX M HEBPO3OMOJOOHBIX COCTOSIHUSIX;

- uiieMuyeckas 00J1e3Hb cep/ia B COCTaBe KOMIUIEKCHOM Tepanuu;

- KyIUpoBaHUE aOCTUHEHTHOI'O CHHIpPOMA MPHU AJKOTOJU3ME ¢ IpeodiajaHueM HEBPO30MOA0OHBIX U
BEreTaTUBHO-COCYMCTBIX PACCTPONUCTB, MOCTAOCTUHEHTHBIE PACCTPOICTBA;

- COCTOSIHHUE T10CJIE OCTPO MHTOKCUKALIMY AaHTUIICUXOTUYECKUMU CPEICTBAMU;

- ACTEHMUYECKHUE COCTOSIHUSA, a TakXKe I MPOPUIAKTUKHU Pa3BUTHSI COMAaTUYECKUX 3a00JIEBaHUN 1O
BO3/ICHICTBUEM 3KCTPEMANIbHBIX (DAKTOPOB U HArpy30K;

- BO3JICHCTBHUE SKCTPEMAIBHBIX (CTPECCOPHBIX) (PAKTOPOB.

4.2.  PexuM 103MPOBaHUS U CIIOCO0 MPUMEHEHHUS
Pexum o3upoBanus

ITo 250 mr 3 paza B CyTKH.

Hauanpnas mo3za — 250 mr (1 Tabierka) 1-2 pa3a B CyTKH € TOCTETIEHHBIM MOBBIIIIEHUEM JI0 TEPATIEBTUUECKOTO
s dexra. MakcumanbHas cyrounas no3a — 750 mr (3 TabneTkn).

JMTenbHOCTh JieueHuss — 2-8 Henelb;, I KYIMUPOBAHUS AalKOTOJIBHBIA aOCTHHEHIHMH — 5-7 JHEH.
[TpoomKUTETLHOCT Kypca Tepanuu y OOJIbHBIX UIIEMHUYECKO 00JIe3HbI0 cepia He MeHee 1,5-2 mecsues.
Kypc neuennst xponnueckoit numemun mosra npenaparom Mekcngon @OPTE 250 pekoMenayeTcst IpoOBOAUTH
IIOCJIE 3aBEPIICHMS Kypca MAPEHTEPAIbHON Tepanuu nmpenaparoM Mekcuuom.

[ToBTOpHBIE KypCHI (110 peKOMEHAAINK Bpaya), KeJaTeIbHO MPOBOJUTH B BECEHHE-OCEHHHUE MEPHO/IbI.



eTH
bezonacunocts u 3¢ dexruBHOCTh npenapara Mekcunon @OPTE 250 y nereit B Bozpacte ot 0 10 18 net He
YCTAQHOBJICHBI.
Cnoco0 npuMeHeHus

BuyTps, 3anuBas BOAOMN.

4.3. IlporuBomoxka3zaHus

- TUIEPUYYBCTBUTENBHOCTh K  ATHIMETWITHAPOKCUIIMPUINHA CYKIMHATY WIA K Jo0oMmy u3
BCIIOMOTaTEJIbHBIX BELIECTB, IEPEUUCIICHHBIX B pa3zene 6.1;

- OCTpBIE HapyIIeHHUs (GYHKIIUH EUYCHN W/UIH TIOYEK;

- JeTCKHI BO3pacT (B CBSI3M C HEJOCTATOYHOMN N3yYEHHOCTBIO ICHCTBUS MTperapara);

- OepeMEeHHOCTh, TPYAHOE BCKapMIIMBaHUE (B CBSI3M C HEIOCTATOYHON H3Y4YEHHOCTBIO JEUCTBUS
npenapara);

- HEMEePEeHOCUMOCTb JIAKTO3bI, JS(PHUIUT JIAKTa3bl, TIFOKO30-TATAKTO3HAS MAJIbaOCOPOIIHSL.

4.4. Oco0ble yka3aHusi 1 Mepbl IPeI0CTOPOKHOCTH NPHU NPUMEHEeHU
[TanenTam ¢ pesIko BeTpevaroleiicst Hacae1CTBEHHON HeepeHOCUMOCTBIO rajlakTO3bl, 1e(UILIMTOM JIAKTa3bl
WIN TJIIOKO30-TaJIaKTO3HOM MajbaOcopOLueil He clieAyeT IpUHUMATh 3TOT Ipenapar.

4.5. B3ammopeiicTBHe ¢ IPYTHMH JIEKAPCTBEHHBIMH NpeNapaTaMu M Apyrue BUAbI B3aHMO/IeiiCTBHS
Mexkcugon @OPTE 250 coueraercs co BceMu mpenaparamu, UCIOIb3yEMbIMU IS JIEYEHNUS COMAaTUYECKUX
3a00JIeBaHUI.

VYcunuBaer — gedcTBHE  OCH30/IMA3eNMHOBBIX — IPENapaTtoB,  AHTUACIPECCAHTOB,  AHKCHOJIHTHKOB,
NPOTUBOSIHJICTITHYECKUX CPEACTB (KapOamasenuHa) W MPOTHBOIMAPKMHCOHUYECKHX CPEACTB (JIeBOJOMA),
HUTPATOB. Y MEHBIIAET TOKCHYECKOE JCHCTBHE 3TAHOJIA.

4.6. @epTUIBLHOCTb, 0ePEeMEHHOCTDb M JIAKTALMA
[Ipenapar Mekcunon DPOPTE 250 mnporuBomnokasaH mnpu OEpeMEHHOCTH W B TMEPUOJ TPYIHOTO
BCKapMJIMBaHHUSI.

4.7. BJuusHMe Ha CHOCOOHOCTH YNPaBJAATHL TPAHCHOPTHBIMU CpeACTBAMH M padorath ¢
MeXaHM3MaMH

B nepuon mpuema mpemapara ciieayeTr coOoJlaThb OCTOPOKHOCTh MpU padoTte, TpeOyromeil ObICTpOTHI
NCUXO(PHU3NUECKUX Peaklnil (ypaBieHue TPaHCIIOPTHBIMU CPeJICTBAMU, MEXaHU3MaMH U T.I1.).

4.8. HexeaaTeJbHble peaKIHH
Pesrome HexenaTenbHbIX PEAKIUN

Yacrora no6ouyHbIX 3P (HEeKTOB ONpeesanach B COOTBETCTBUU ¢ Kiaccudukanueil BeceMupHoi opranu3anuu
3npaBooxpaneHus (BO3): ouenb vacto (> 10 %); yacto (> 1 %, HO < 10 %); Hewacto (> 0,1 %, HO < 1 %);
peaxo (= 0,01 %, vHo < 0,1 %); ouens peako (< 0,01 %); yacToTa Hem3BeCTHA (YACTOTa HE MOXKET OBITh
orpejieNieHa Ha OCHOBE UMEIOIIUXCSI TAHHBIX ).

Hapywenus co cmoponvl ummynHot cucmemvl: 04€Hb PEIKO — AHTHOHEBPOTUYECKHI OTEK, KparuBHHUIIA.
Icuxuueckue napyweHnus: 04eHb PEIKO — COHJIMBOCTb.

Hapywenus co cmopoHul HepsHOU cucmembl. 0Y€Hb PEKO — FOJIOBHAsL OOJIb.

Kenyoouno-kuweyHnvle napyulenus: 09€Hb PEIKO — CYyXOCTh BO PTY, TOIIHOTA, 00JIb, JKKEHHUE U JUCKOMPOPT
B DIIUTACTPAILHOM 00JIaCTH, U3KOTa, METEOPU3M, JHUApeEsl.

Hapywenus co cmoponbl Kodtcu 1 n0OKOHCHbIX MKaHell: OYeHb PEIKO — ChIIb, 3y, THIIEPEMHUSL.



COO6H.I€HI/IG 0 MOA03PE€BACMBIX HEXKCIATCIbHBIX PCAKIINAX

BaxxHo coo0mare 0 Momo3peBacMbIX HEXKENAaTeIbHBIX PEaKUUsAX IOCNIe PETUCTPaLUU JIEKApCTBEHHOTO
mpernapata C Lelpl0 00ecleyeHus] HENpepbIBHOTO MOHHUTOPHHIA COOTHOLICHHS <«II0JIb3a — PHUCK»
JICKApCTBEHHOTO Mpernapara. MeIUIMHCKAM pabOTHHKaM pPEKOMEHAYeTCs CooOIarh O JI0OBIX
MOJ03PEBAEMBIX HEXKEJIATENIbHBIX PEaAKIUAX JIEKAPCTBEHHOTO IperapaTa 4epe3 HallMOHAJIbHBIE CHUCTEMBbI
COOOIICHHUS O HEXKENATENBHBIX PEaKUsIX roCyIapcTB — YWICHOB EBpa3uiickoro 3KOHOMHUYECKOTO CO03a.

Poccuiickas ®@eoepayus

Aopec: 109012, . Mocksa, Cnasanckas niowaow, 0. 4, cmp. 1

Dedepanvrasn cnydcboa no Haozopy 6 cgepe 30pasooxpanenuss Poccuiickoi Dedepayuu
(Poczopasnadsop)

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

e-mail: pharm@roszdravnadzor.gov.ru

Caum: http://www.roszdravnadzor.gov.ru/

49. Ilepeno3mpoBka

CHUMITOMBI

CoHJIMBOCTDb, OECCOHHMIIA.

JlcueHue

B cBsi3M ¢ HU3KOM TOKCHMYHOCTHIO MEPEIO3UPOBKA MajoBepoOsTHA. JledeHue, kak mpaBuiio, He TpeOyercs,
CUMITOMBI HCYE3aI0T CAMOCTOATEIBHO B TeueHHEe CYTOK. [Ipu BBIpaKEHHBIX MPOSBICHHUIX MPOBOIUTCS
MOA/ICPKUBAIOIIECE U CUMITTOMAaTHYECKOE JICUCHHUE.

5. ®APMAKOJIOTMYECKHE CBOMCTBA

5.1. dapmakoanHaAaMH4ecKHe CBOHCTBa

dapmakoTepaneBTHUecKas rpymma: pyrue mpenaparsl I Je4eHHs 3a00J€eBaHUM HEPBHOW CHUCTEMBI.
ITpoune npenapats! 115 JeueHus 3a00J1€BaHU HEPBHOM CUCTEMBI.

Kox ATX: NO7XX.

MexaHu3M AelCTBUS

Mexanu3m pedictBus mpemapata Mekcugon @OOPTE 250 o0ycnoBrneH ero aHTHOKCUIAHTHBIM,
AQHTUTUIIOKCAHTHBIM U MEMOpPaHONPOTEKTOPHBIM JeiicTBUeM. OH HMHTUOMpPYET IEPEKUCHOE OKUCIICHHE
JUOUI0B, TMOBBIIAET AaKTUBHOCTb CYNEPOKCHUJMCMYTa3bl, TIOBBIIIAET COOTHOIICHHWE JUIUA-0ENIOK,
YMEHBIIIaeT BSA3KOCTh MeMOpaHbl, yBenuuuBaeT ee TekyuecTb. Mekcugon DPOPTE 250 momymupyer
aKTUBHOCTb MeMOPaHOCBSI3aHHBIX bepMeHTOB (xanpLUH-HE3aBUCUMON dochonusrcrepassl,
aJICHWIATIMKIIA3bl, alleTHIXOJIMHICTEPa3bl), PELENTOPHBIX KOMIUIEKCOB (O€H30Ma3eNuHOBOrO, TraMMa-
amuHoMacistHoW kuciaotel (I"TAMK), aneTuinxonnHOBOTO), 4TO YCHJIMBAE€T UX CIIOCOOHOCTH CBSI3BIBAHUS C
JUTaHJAMHU, CIOCOOCTBYET COXpPAaHEHHIO CTPYKTYPHO-(YHKIIMOHAJIbHOW OpraHuzanuu OuomemOpaH,
TpaHCIIOPTa HEMPOMEIMATOPOB U  YIYUILIEHUIO CHHANTHYECKOM mepenauu. BbI3biBaeT ycuieHue
KOMIICHCATOPHOM aKTUBAIlMM a’3pOOHOT0 TJIMKOJIU3a U CHUIKEHHWE CTENEeHU YTHETEHUS OKHCIUTEIIbHBIX
nporueccos B 1iukie Kpebca B ycoBHUsIX THITOKCUU C YBEIMYEHUEM coJiepKaHus afieHo3uHTpudochaTa (ATD)
u KpeatuHdocdara, aKTHBALMIO SHEPrOCHUHTE3UPYIOMIUX (QYHKIUH MUTOXOHAPUHN, CTAOMIN3ALNIO
KJIETOYHBIX MEMOpaH.

Mexcunon ®OPTE 250 noBeiaer cojiepkanue B roOJIOBHOM Mo3re JohaMuHa.


mailto:pharm@roszdravnadzor.gov.ru
http://www.roszdravnadzor.gov.ru/

dapmakonmHamuueckue 3hGEKTHI

Mekcunon OOPTE 250 SIBJISICTCS UHTHOUTOPOM CBOOOTHOPATUKATEHBIX MPOLECCOB,
MEMOPaHOMPOTEKTOPOM, OONAJAOIIUM  AHTUTMIIOKCUYECKUM, CTPECC-IIPOTEKTOPHBIM, HOOTPOIIHBIM,
IPOTUBOSIMWICHTUYECKMM M aHKCHOJIMTUYECKUM jeWcTBUeM. [Ipemapar mOBBIIAET PE3UCTEHTHOCTh
OpraHu3Ma K BO3JCHCTBUIO DPA3MUYHBIX IMOBPEKIAIOMIMX (AKTOPOB MPHU IMATOJOTHUECKUX COCTOSHUSX
(TMIOKCMM ¥ HMIIEMHH, HApyIIEHHH MO3TOBOTO KpPOBOOOpALICHHS, WHTOKCUKALMU OJTAaHOJIOM U
AHTUIICUXOTUYECKUMHU CPEACTBaMU). AHTUCTPECCOPHOE JAECMCTBHE TPOSBISETCS B  HOPMalU3alUH
IIOCTCTPECCOBOIO  IMOBEJIEHUS,, COMATOBETCTATUBHBIX HAPYIIEHWH, BOCCTAHOBJIEHUM LIMKIOB COH-
00ApCTBOBAaHUE, HAPYLIEHHBIX IPOLECCOB OOY4YEHUS U MaMATH, CHWKEHMM JUCTPOPUUECKUX U
MOpP(OJOTHUECKUX ~ M3MEHEHWH B Pa3IMUHBIX  CTPYKTypax  TOJIOBHOro  mosra.  OOnanmaer
THITOJIMITUIEMUYECKUM JCHCTBUEM, YMEHBIIIAET CO/IEpKaHIe OOIIET0 X0JIECTEpUHA U IUTIOIPOTENUI0B HU3KOM
wiotHocTH. Mekennon @OPTE 250 yny4maeT ¢pyHKIIMOHATBEHOE COCTOSHUE UILIEMHU3UPOBAHHOTO MHOKApA.
OOecnieunBaeT  LEIOCTHOCTb  MOP(OJOTMYECKUX  CTPYKTYp U (U3HOJIOTMYECKHUX  (PyHKIMIA
UIIEMU3UPOBAHHOIO MHOKapJa. B ycnoBusx KOpoHapHON HEJOCTAaTOYHOCTH YBEJIWYMBAET KOJUIATEPAIbHOE
KPOBOCHAO)KEHHE  WIIEMU3MPOBAHHOTO  MHOKAapAa,  CHOCOOCTBYET  COXPAaHEHHUIO  IEIOCTHOCTH
KapJIMOMHOIIUTOB M TOJJICPKAHUIO HMX (PYHKIHMOHAIBHOW aKTUBHOCTH. D(P(PEeKTHBHO BOCCTaHABIMBACT
COKpaTMMOCTb MHMOKapja Impu oOpatumoil cepaeuHodl auchynkiuu. Crabunusupyer MeMOpaHHbIE
CTPYKTYPBbI KJIETOK KPOBH (3pUTPOLIUTOB U TPOMOOLIUTOB), CHUXAasi BEPOATHOCTh PA3BUTHUS I€MOJIM3A.

Kimmanueckas 3dbdhekTUBHOCTE U 0€30I1aCHOCTD

MexayHapoiHOE MHOTIOLEHTPOBOE PpaHJAOMM3MPOBAHHOE JBOWHOE CIIENOoe IUIaleb0-KOHTPOIUpyeMoe
UCCIIeIOBaHNE 1O OleHKe 3(PQeKTHBHOCTH M 0E30MacCHOCTH IOCIIENOBATEIBHON Tepamnuu MpernapaTamMu
Mexcunon u Mekcunon @OPTE 250 ¢azsr [l (MEMO) y manueHTOB ¢ XpOHUYECKON HMIeMHEH Mo3ra
MPOBOAUIIOCH € yyacTheM 318 mauuentoB B Bo3pacte oT 40 1o 90 ner. [launentsl B ucciaeayeMon rpymnmne
noJry4ainy Tepanuto npenaparom Mexkcugoia o 10 mit (500 mr) 1 pa3 B cyTKu B/B KaneJIbHO WM BHYTPUBEHHO
CTPYHHO MEJIEHHO Ha NMpOTsKeHuu 14 nHei ¢ nocienyromuM npuemoM npenapata Mekcunon @OPTE 250
no | tabnerke 3 paza B cyTku B TeueHue mnocienyromux 60 nueil. [lanmeHThl B KOHTPOJBHOM IpyrIe
MoJIyyasy mianedo rno aHanornyHou cxeme. [1o pesynbpraram ncciaeioBaHusl HA MOMEHT 3aBEpPILIEHUS Tepaniu
NalMeHTaMu ObUIM BBISIBIEHBI CTAaTUCTMYECKH 3HAUYMMble M3MEHEHUs OaioB Mo MoOHpeanbCKOW IIKaie
OLIEHKU KOTHUTHBHBIX PyHKIMHI (MOoCA) pu cpaBHEHNU AMHAMUKY B UCCIIEyEMON U KOHTPOJILHOMU IpyTinax
(p <0,000001, t-kpuTepuii A1 HE3aBHCUMBIX BBIOOPOK). HrokHss rpanuiia 95 % 10BEepUTEIHHOTO HHTEPBAIA
JUIS pa3HOCTH CPETHUX OCHOBHOT'O ITOKa3aress 3 (HeKTHBHOCTH B IpyMIax npemnapaTtoB Mekcuaon/Mekcuaon
®OPTE 250 u muane6o cocraBuia 1,51. JlaHHas rpaHuna sIBISETCS MOJOKUTEIbHON BEIMYMHOW, 4YTO
MO3BOJIMJIO KOHCTATUPOBATh MPeBOCX 0Ly 3 pexTuBHOCTh penapaToB Mekcunon u Mekcunon ®OPTE
250 nan nnaune6o. Ilo pe3ynbraTam OLIEHKHM BTOPUYHBIX KOHEYHBIX TOUeK 3()()EKTHBHOCTH IpEnaparoB
Mexcunon u Mekcugon @OPTE 250 B xoze Tepanuu ObUTH MOTYyY€Hbl CTATUCTUYECKU 3HAYMMBbIE pa3INnyus
[0 CpPaBHEHUIO C IUIale00 MO CIEAYIOIMM MOKa3aTelsiM: JWHAMUKa BBIPAXKEHHOCTH KOTHUTHBHBIX
HapyILICHUH 110 TECTY 3aMEHbI IU(PPOBLIX CHMBOJIOB; TUHAMUKA BBHIPAKEHHOCTH aCTEHHYECKUX PacCTPONCTB
no mkane acrenu MFI-20; nnHaMuka BereTaTUBHBIX U3MEHEHUN 10 ONPOCHUKY BeliHa; nuHaMuKa ypoBHS
TpeBoru 1o mkajie beka; nuHamMMKa JIBUTATENbHBIX M3MEHEHHMH MO mKane THHETTH; IMHAMHMKa OOIIero
KIIMHAYECKOT0 BIIEUaTJICHUs Mo MmKaie obmiero knuHU4eckoro sredarieHus (The Clinical Global
Impressions Scale); nuHamuka KadecTBa >XH3HHM TMAIMEHTOB MO ONMPOCHUKY SF-36 (NCHXOJIOrHYecKuit
KOMITOHEHT 3/I0POBBSI).

Pe3ynbTarhl CTaTHCTUYECKOrO aHadW3a 4acTOThl BOSHMKHOBEHMS HEXKENATEIbHBIX SIBJICHWM, MOKa3zaTeieu
71a00paTOPHBIX AaHAJIM30B, PE3YJIbTaTOB (U3UKAIBHOTO OOCIEOBaHUS JEMOHCTPUPYIOT OTCYTCTBHUE
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3HAYMMBIX Pa3IMUUi MEXKIy CpPaBHHBACMBIMHU IPYIIaMHU 110 OCHOBHBIM TOKa3aTeasiM O€30MacHOCTH, YTO
JOKa3bIBaeT Mpo¢uib 6e30macHocTH MeKcu101a, CpaBHUMBIH ¢ T1arefo.

5.2. ®apMakoKHHeTHYeCKHE CBOHCTBA

Ab6copbuus

bricTpo BcackiBaeTcs mpu mpueme BHYTph. MakcumanbHas KoHmeHTpanus (Cmax) mpu moszax 400-500 mr
coctaBisieT 3,5-4,0 Mkr/mit. BeicTpo pacnpesensieTcs B OpraHax M TKaHsX.

Pacnpenenenue

Cpennee Bpems ynepskanus (MRT) npenapata B opranusme npu npueme BHyTpb — 4,9-5,2 4.
buotpancdopmanus

MeTtabonuzupyercs B IEYEHU MyTeM TIIOKYPOHKOHBIOTHpoBaHus. Mnentudunuposano 5 merabonuTos: 3-
okcunupuauHa ¢ocdar — obpaszyercs B MEUYEHH, NMPHU yIaCTUH LIeNOYHOU QocdaTassl pacnagaercs Ha
bochopHyIO KHCIOTY U 3-OKCUIIUPHUAUH; 2-H METaboIUT — (apMaKOJIOTHYECKH aKTHBHBIA, 00pazyeTcs B
OONBIINX KOJIMYECTBAX W OOHApYKMBaeTcsi B Moye Ha 1-2 CyTKW mocje BBeIEHUS; 3-ii — BBIBOJUTCS B
OO0JIBIINUX KOIUYECTBAX C MOYOM; 4-i U S5-I — MIIOKYPOHKOHBIOTATHI.

DJIMMUHALNSL

[Tepuon nomyssiBenenus (T12) mpu npueme BHYTph — 2,0-2,6 4. BBICTPO BEIBOAUTCS ¢ MOYOH B OCHOBHOM B
BUJE METabOIMTOB U B HE3HAUUTEIBHOM KOJIMYECTBE — B HEU3MEHHOM Buje. Haubosiee MHTEHCHUBHO
BBIBOJIUTCS B TEUYEeHHE TMeEpBbIXx 4 4 mocie mnpuema mnpemnapara. Ilokazarenu BbIBEJEHHS C MOYOH
HEU3MEHEHHOTO Mpenapara 1 MeTaboJIUTOB UMEIOT HHIUBUAYAIbHYIO BapHabeIbHOCTb.

5.3. JlaHHBIE JOKJIHHHYECKOH 0e30IMacHOCTH

B MOKIMHUYECKHUX JaHHBIX, IOJTYYEHHBIX MO pe3yJIbTaTaM CTaHIaPTHBIX UCCIICAOBAHUH (hapMaKOJIOTHIECKOM
6€3OHaCHOCTI/I, TOKCUYHOCTHU HpI/I MHOFOKpaTHOM BBCICHUMH, T'€HOTOKCHUYHOCTHU, KaHHepOFGHHOFO
IIoTC€HIMajiIa, perOI[}/KTI/IBHOI\/JI 158 OHTOFCHGTI/I‘IGCKOﬁ TOKCHUYHOCTH, OCO6I>Iﬁ Bpea IJIs1 YCJIOBCKA HE BBISIBJICH.

6. ®APMAIEBTUYECKUE CBOMCTBA
6.1. IlepeyeHb BcmoMorarejbHbIX BellleCTB
Bcnomozamenvnvie sewecmsa.

JlakT03B1 MOHOTHIpAT;

ITosunon K-30;

Marnus creapar.

Ilnenounas obonouxa.

['unpomennosa;

Turana quokcurn,

JIakTO3BI MOHOTHIPAT;

Makporon 4000;

Tpuauerus;

Kpacurens xene3a okcuj KpacHBIH;

Kpacurens xene3a okCu )KeNThIH.

6.2. HecoBMecTUMOCTH
He nmpumennmo.

6.3. Cpok rogHocTs (CpoK XpaHeHHs )
3 roxa.



6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH NMPH XPAHEHUH
XpaHUThH B 3aIIMILEHHOM OT CBETA MECTE, IPU TeMneparype He Boie 25 °C.

6.5. XapakTep u coaepKaHHe NEPBUYHOI YITAKOBKH

ITo 10 TabGneToK, MOKPBHITHIX IUICHOYHOH 000JOYKOH, B KOHTYPHYIO SUYEHKOBYIO YIIAKOBKY W3 ILJICHKH
MOJINBUHUJIXJIOPUAHON U POJIBIU aTIOMUHUEBOM.

IIo 1, 2, 3, 4, 5, 6 KOHTYpHBIX AYEHKOBBIX YIAKOBOK BMECTE C MHCTPYKLHEH MO NPUMEHEHHUIO B IMAYKy
KapTOHHYIO.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH MPH YHHUYTOKEHHH WCIOJH30BAHHOIO JIEKAPCTBEHHOIO
npenapara ujim 0TX0/0B, MOJYYeHHbIX MOC/Ie MPUMEHEHNS JeKAPCTBEHHOI0 Npenapara Wi padoTsl ¢
HHUM

Het ocoObIx TpeOoBaHUH K yTHIIM3AIUH.

1. JNEPKATEJIb PETUCTPAIIMOHHOTI'O YAOCTOBEPEHUSA
Poccuiickas @enepannus

000 «HIIK «DPAPMACO®Ty,

115407, ropox Mocksa, ynuia CynoctpoutesnbHasi, 1om 41, stax 1, momemenue 12
Ten./ pakc: +7 (495) 626-47-55

OnektpoHHas noyra: pharmasoft@pharmasoft.ru

7.1. IlpeacraBuTe/b Jep:KaTeJsl PerHCTPALMOHHOIO Y10CTOBEPeHUs
IIperen3un norpeduTene HaupaBIdATh 10 AAPECY:

Poccuiickas @enepanns

000 «HIIK «®DPAPMACODT»

115407, ropox Mocksa, ynuia CynoctpoutenbHas, 1om 41, stax 1, nomemienue 12
Ten./ daxc: +7 (495) 626-47-55

DnektponHas moyra: pharmasoft@pharmasoft.ru

8.  HOMEP PETHCTPALIMOHHOI'O YIOCTOBEPEHMS
JITT-Ne(000066)-(PT-RU)

9. JATA EPBOU PEITICTPALIMHN (IOATBEPXJIEHUSA PEITICTPALIMNA,
IHEPEPETUCTPALIN)
Hara nepsoii peructpauun: 03.06.2020 r.

10. JATA NEPECMOTPA TEKCTA

OOmast  xapakTepuCTHKa JiekapcTBeHHoro mnpemapata Mekcugon @OOPTE 250 noctymHa Ha
nHGOPMAaIMOHHOM NopTasie EBpaznuiickoro 3KOHOMUYECKOT0 COr03a B MH()OPMAIIMOHHO-KOMMYHHUKAIIMOHHOH
cetu «MuTepuery» http://eec.eaeunion.org/.
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