COOTBETCTBYET ZKCNEPTHOMY OTUYETY
ot 13.09.2024 N= 19557
(MOCNEOCBATENBHOCTEL 0002)

NHCTPYKIIUA
ITO MEJUMHCKOMY ITPUMEHEHUNIO JIEKAPCTBEHHOI'O ITPEITAPATA
Mapykca®

Maruxa®

Perucrpannonsbliii HomMep:
Toprosoe HaumenoBanue: Mapykca®
Me:xnyHapoaHOe HeMaTeHTOBAHHOE WJIM IPYNNMPOBOYHOE HAUMEHOBAHME: MEMAHTHH

JlekapcTBeHHasi popMma: TabIETKU, TOKPHITHIE IUIEHOYHOH 000JI0UKOI

CocraB

Ha 1 TabjaeTky

Anpo:

eticmsyrowee seugecmeo.

MemanTtuna rugpoxiopug 20,00 mr

Bcnomocamenvuvie 6ewjecmea: nakTO3bl MOHOTHIPAT, LEJUIIOI03a MHUKPOKpPUCTAINYECKAs

(tum 102), KpeMHUST AUOKCH]] KOJUTOUIHBIN O€3BOIHBIN, TAJIbK, MAarHUs CTeapaT

OO6o0YKa IUICHOYHAs: METaKpWJIOBOW KHCIOTHI M JTWwiakpuiara comoimumep (1 : 1),
30 % aucrepcus ', TabK, TPHALETHH, CHMETHKOHA SMYJIbCHS

' ucnepcus Dynaparur L30D conepsKUT MOMHMO METaKPHMIIOBOH KHCIOTHI M 3TUIAKpUJIaTa
COIOJIMMEPa ¥ BOJIBI, B KAYECTBE SMYJIbraTOPOB TAKXKe HATpHs JIaypricynbdaT u monucopbat-80.
2 CUMETMKOHA OMYJIbCUS CONEPXKHUT: JUMETUKOH, KPEMHMS JHOKCHI  KOJUIOMHBIA

TUIPATUPOBAHHBIN, MAKpOT0JIa CTEAPUIIOBBIN 3(Up, BOAOPOa MEPOKCHI, COPOUHOBYIO KUCIIOTY,

BOJY.

Onucanue

OBaJibHBIC, TBOSKOBBITYKJIBIE TAOIETKH, TOKPHITHIE INIEHOYHOH 0007104KO0 6€10T0 1BEeTa.

@apmakoTepaneBTHUYeCcKasi TPyNna: MCUXOAHAICTITUKK, CPEACTBA JUIsl JICYCHUS JEMEHIUU;
JIpyTHe CpeCTBa AJIs JICUCHHUsI ICMEHIINH

Kox ATX: N06DXO01

dapmakoJioruyecKkne cBoiicTea

Dapmakoounamuka



COOTBETCTBYET ZKCNEPTHOMY OTUYETY
ot 13.09.2024 N= 19557

(MOCNEOCBATENBHOCTEL 0002)

[IpousBogHoe anaMaHTaHa. SIBNsSETCS HEKOHKYPEHTHBIM aHTaroHuctoMm N-meTwui-D-acnmaprar
(NMDA )-penienTopoB, oka3blBaeT MOAYJIHPYIOIIEe ACHCTBUE HA TIIyTaMaTepPru4ecKyt0 CHCTEMY.
Perynupyer TpaHCHOPT HMOHOB, OJOKHUPYET KalbIMEBBIE KaHAJbI, HOPMAJIU3yeT MeMOpaHHbII
MOTEHIMAJ, YIYYIIAeT MpPOLECC Mepelayd HEPBHOTO MMITyJIbCa. YIIyYIIaeT KOTHUTHBHBIC
MIPOIIECCHI, MTOBBIIIAET MOBCETHEBHYIO AKTUBHOCTb.

Dapmakokunemuka

Bcacviganue

BBICTpO M MONHOCTBIO BCACBIBAETCs IOCIE MpUeMa BHYTpb. MakcuMasabHas KOHLIEHTpaLUs B
miazMe KpoBH (Cmax) JOCTHUTAETCS B TEUEHHE 3—8 U Mocje mpremMa BHYTpPb. Y MAIMEHTOB C
HOPMaJIbHOH (pyHKIMEH MoYeK KyMyJISIMA MEMaHTHHA HE OTMEYCHO.

Pacnpeoenenue

[Ipu exxenneBHOM mnpueme B 103€¢ 20 MI B CyTKM pPaBHOBECHbIE KOHIIEHTpAallMM MEMaHTHHA B
wia3mMe KpoBu cocTaBisiioT 70—150 ur/mn. Ilpu nmpumenenuu cyrounoil mo03el 5-30 mr ObLIO
paccuuTaHO OTHOIICHHWE CpelHed KOHIEHTpalMu B LEpPeOPOCHMHATBHOW JKUAKOCTH K
KOHIICHTpAIlMK B Tu1a3Me Kposu, paBHoe 0,52. OObeMm pacmpeneneHus paBeH okoio 10 j/kr.
Oxoino 45 % MeMaHTHHA CBA3BIBAETCS C OEIKaMHU TIa3Mbl KPOBH.

Memabonusm

Oxouo 80 % NpUHATOro BHYTPh MEMAHTHHA BBIBOJUTCS] B HEU3MEHEHHOM BH/IE.

OcHoBHble MeTabonuThl N-3,5-TUMeTHI-TIylaHTaH, H30MepHas cMmech 4- U O-THIPOKCH-
MEMaHTHHA U 1-auTpO30-3-5-IUMeTHI-alaMaHTal  He  O0NajalT  COOCTBEHHOU
(hapMaKoIOTHUECKONH AaKTHBHOCTBIO. B ycnoBusix in vitro metaboim3ma, OCYIIECTBISIEMOTO
uzodepmenTamu uToxpoma P450, BeisBIeHO He ObL10. B Hccie0BaHuu npu npueme BHYTph #C-
MeMaHTHHA B cpeHeM 84 % NpUHATON BHYTPh J103bl BEIBOJMIOCH B TeueHHE 20 CYyTOK, IPU 3TOM
> 99 % BBIBOINIIOCH TIOYKAMHU.

Buigeoenue

BeiBosuTcss W3 opraHM3Ma  MOHO3KCHOHeHIManbHO. Ilepwmonm  momyBeiBenenus  (TY2)
TepMuHaIbHON (has3er cocraBisier oT 60 mo 100 4. BeiBomutcs moukamu. Y m00pOBOJIBIEB C
HOPMAaJILHOM (yHKIHMEH Touek obmuil kiupene coctasnser 170 miu/mun/1,73 M%, gacTb 06mIero
MOYEYHOT0 KJIIMPEHCa JJOCTUTAeTCs 3a CUET KaHaJIbIeBOH cekpenuu. [lodyeuyHoe BhIBeIeHNE TaKXKe
BKJIIOYACT  KaHAIBLEBYID  peabcopOuuio, BO3MOXKHO  ONOCPEOBAHHYIO  KaTHOHHBIMU
TpaHCTIOPTHBIMH OenkamMu. CKOPOCTh MOYEYHOM HTUMHHAIIMA MEMAaHTHHA B YCIIOBUSX LIETOYHOM
peaxkI MOYU MOXKET CHWXKAThes B 7—9 pa3. 3aiesnaduBaHie MOYH MOXKET ObITh BBI3BAHO PE3KUM
U3MEHEHUEM IUTaHMs, HApuUMep, Nepexo]] ¢ PalMOHA, BKIIOYAIOIIET0 MPOAYKTHl KHUBOTHOTO
NPOUCXOXKJIEHUS, K BEreTapuaHcKoll [aueTe, WM BCIEACTBUE WHTEHCUBHOTO MPUMEHEHMS

HIETIOYHBIX JKETYJOYHBIX Oy(epoB.
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Jlunetinocmo

UccnenoBanusi, npoBeAeHHbIE Y JOOPOBOJIBLEB, MOKA3aJd JIMHEHHOCTh (apMaKOKUHETHUKU B
nuanasone 103 10—40 mr.

DapmakoKuHemuueckas/papmakoouHamMuiecKas 3a8UcUumMocmy

[Ipu npumeHennn wmemaHTHHa B 03¢ 20Mr B CYTKH YpPOBEHb KOHIIEHTpAllMd B
1epeOpOCTTMHATBHON KHUIKOCTH COOTBETCTBYET BEJIMYMHE KOHCTaHTHI MHrnOmpoBanus (ki), 4ro

JUIs MeMaHTHHA cocTaisieT 0,5 MKMOJIb B 00:1acTH (PPOHTAIBHOI KOPBI TOJIOBHOTO MO3Ta.

IToxa3aHus K NpMMEHEHHIO
[Ipenapat nokaszaH Kk IPUMEHEHUIO y B3pOCIBIX B Bo3pacTe oT 18 jer u crapiue.

JleMeH1us cpeIHeH 1 TSAKEION CTETIeH! BRIPAKEHHOCTH MTpH O0sie3HU AnblreimMepa.

IIpoTuBomoOKa3anus
e ['uUnep4yyBCTBUTEIBHOCTh K MEMAHTHHY WJIM JPYTUM BCIOMOTAaTelbHBIM BEIIECTBaM,
nepeyrcieHHbIM B pasznene «Coctapy.
e Tspxenas nedeHouHast HeoctaTouyHOCTh (knace C no mkane Yaina-I1st0).
e bepeMeHHOCTH M EpHO IPYAHOIO BCKapMJIIMBAHUS.
e Bo3spacrt 10 18 net (3¢ hekTHBHOCTh U 0€30MaCHOCTh HE YCTAHOBIICHBI).
e Penxo BcTpeuaromasicss HacJaeICTBEHHAs! HEMEPEHOCUMOCTh TaJIaKTO3bI, Ae(UIUT JIaKTa3bl

WM TJIFOKO30-TaJIaKTO3Has Manba6cop6uw[.

C 0CTOPOKHOCTHIO

Onwuiiencus, TUPEOTOKCHKO3, MPEIpPacoNoKEHHOCTh K PAa3BUTUIO CYyJIOpPOr, OJHOBPEMEHHOE
npuMeHeHue antaroHuctoB NMDA-penenTopoB (amaHTaguH, KeTaMHuH, AEKCTpoMmeTopdan),
¢dakTopsl, mnoBelmarome pH Moum (pe3kas cMeHa JAMETHI, HAmpuMep, Iepexoa Ha
BETre€TapHaHCTBO, OOMJIBHBIN MPUEM HIETOYHBIX JKEJTyI0OYHBIX Oy(epoB), MOUEUHBINH KaHATbIIEBbIN
anya03, TSOKENble HWHGEKIMH MOYEBBIBOIAINIMX ITyTeH, BbI3BaHHBIC Proteus spp., WH(APKT
MUOKapaa (B aHaMHe3e), cepaedHas HemoctaTouHocTh [II-IV dyHKIMOHANBHOTO Kilacca IIo
ki1accupukanun  NYHA, HekoHTponupyemas apTepuayibHas —THIEPTEH3Hs, IMOYedHas

HCAOCTATOYHOCTD, ICYCHOYHAA HCJOCTATOYHOCTD.

IIpumeHeHnue npu 6epeMeHHOCTH H B EPHO/ IPYAHOI0 BCKAPMJIMBAHUS
[Ipenapat npoTUBONOKa3aH BO BpeMsi OEPEMEHHOCTH.
Knuanueckue paHHble O TIpUeMe MEMaHTHHa BO BpeMsi OEpeMEHHOCTH OTCYTCTBYIOT.

UccnenoBanusi Ha >KUBOTHBIX CBHUICTEIBCTBYIOT O BO3MOXKHOW 3a/IepiKKe BHYTPHYTPOOHOTO
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Pa3sBUTUA IIPpHU IIPUMCHCHUUN IIpC€liapaTa B A034dX, aHAJOIMYHBIX WM HEMHOI'O IIPCBbLIIIAIOIINUX
A03bI, IPUMCHIACMBIC Y YCJIOBCKA. HOTCHL[PIS.JIBHI:IIZ PUCK OJI YCJIOBEKAa HCU3BCCTCH.

CBCI[CHI/Iﬁ O BbBIACJIICHHMUM MCMAaHTHHA C TIpPYAHbBIM MOJIOKOM HCT. OIIHaKO, YUUTBIBast
JII/IHO(I)I/IJIBHOCTB MEMAaHTHHA, BBIJACICHHUC BO3MOXHO. HOG)TOMy Ha BpEM: JICUCHUA IpPCIiapaToM

Mapyxkca® rpysHoe BckapMInBaHHE HEOOXOIMMO ITPEKPATHT.

Cnoco6 npuMeHeHUs H J103bI

Tepanus nomKHA TPOBOAMTHCS IO KOHTPOJIEM Bpada, MMEIOIIEro ONBIT B BOMpOCax
JIMAarHOCTHKH M JICYCHUS JEeMEHIMH NpH Oose3Hn AnblreiiMepa. Tepamuio ciieayeT Ha4MHAThH
TOJILKO B TOM CIIy4ae, €CJH JIMIO, PETYISIPHO yXaKUBAIOIee 3a MAIeHTOM, OyJeT CIeANUTH 3a
NPUEMOM MM JICKapCTBEHHOTO Npenapara. /[narHo3 1oybkeH OBbITh MOCTaBJIEH B COOTBETCTBHU C
JCHCTBYIONIMMHU PEKOMEHIALUSMH.

CriefyeT perynispHO OleHHBATh IIEPEHOCHMOCTD U 103y npenapara Mapykca®, IpeanodTuTe bHo
B TEUYCHHME TpeX MECSIEeB Iocie Hayajga Tepanuu. 3aTeM CJeAyeT pPeryispHO OICHHBATh
KJIMHUYECKYIO0 J(PQPEKTUBHOCTD JIEKApPCTBEHHOIO IMIperapara W MEPeHOCHMOCTh TEpamnuu B
COOTBETCTBHHM C JICUCTBYIOIIMMHU KIMHUYECKMMHU peKoMeHIanusamMu. lloamep:xkuBaronyto
TEPAInI0 MOXKHO MPOJOIHKATH HEOTPEACIEHHO JTOJITO MPH HAIMYHH TePArieBTHYECKOTO dPdeKTa
¥ Xopoleii mepeHocuMocTH Tpenapara Mapykca®. CielyeT npekpaTuTh IIpMMeHEHHE TIpernapara
Mapyxkca®, ecnu TepaneBTuueckuii >¢pdekT Gonee He HaOMIOAAETCS, WIM €CIM MalUeHT He
NEPEHOCHUT TepPaIHH.

BHyTpb, 0OJTMH pa3 B CyTKU M BCETa B OJTHO U TO YK€ BpeMs, HE3aBHCUMO OT IpHUeMa TTHIIH.
[Mox6op Tepanuu npenapatom Mapykca®, TabaeTkH, HOKPBIThIE TLIEHOYHOH 000IOYKOM, B 03¢
20 mr HeBo3MOXeH. J{J1st modopa Tepanuu MOKHO IPUMEHATh MEMaHTHH B J103e 10 mr.

C nenpl0 yMEHbIIEHUS pUCKA Pa3BUTHA MOOOUYHBIX 3(PPEKTOB PEKOMEHIYETCS] MOCTETEHHOE
yYBEJIMYCHHUE JI03bI: 5 MT' B HEJAETIO0 B TEUCHHE MEPBBIX 3-X HeAedb Tepanuu. MakcumaibHas
cyTOo4Has 103a cocTaBisieT 20 MI' B CYTKHU.

Pexomenayercs ciieqyronuil pexum J03UpOBaAHUS:

1-s nenens (1-7 geHp): cyrouHas 103a — 5 MT.

2-s nepens (8—14 nenn): cyrounas po3za — 10 mr.

3-s menens (15-21 nenp): cyrounas no3a — 15 mr.

Hauunas ¢ 4-it Hegenu: cyrounas jgo3a — 20 mr.

Tayuenmul nosxcunozo eozpacma (cmapuie 65 iem)

Koppekumu 10361 HE TpeOyeTcsl.

THayuenmul ¢ napywenuem gynkyuu novex



COOTBETCTBYET ZKCNEPTHOMY OTUYETY
ot 13.09.2024 N= 19557

(MOCNEOCBATENBHOCTEL 0002)

V¥ nauuentoB ¢ kiupeHcoMm kpeatuHuHa (KK) 50-80 mi/mMuH Koppekuuu 1036l He TpeOyeTcs.
[Tanmentam ¢ ymepenHol modeuHnoil HempoctaTouHocThio (KK 30—49 mu/muH) pexomenayercs
10 Mr B cyrku. Ilpum xopoiuell nepeHOCMMOCTH Ipernapara B TeUYE€HUE 7 AHEW 103y MOKHO
yBeIMUUTh 10 20 MI B CYTKM IO CTaHAApTHON cxeMe. Y MalMEHTOB C TSKEJIOH MOYeyHON
HepocTatogHOCThIO (KK 5-29 mi/MuH) cyTodHas 103a JOMKHA COCTaBIATh 10 MT B CYTKH.
Tayuenmul ¢ napyuienuem ¢yHkyuu nevenu

VY manueHToB ¢ JIETKUM B YMEPEHHBIM HapylieHuneM (QyHKIuH redenn (kmacc A u B mo mkane
Yaiina-I1pr0) koppekumu m0361 He TpeOyercsa. [lammeHTaM ¢ TSOKEIOW MEYCHOYHOM

HenocTaTouHocThio (knace C mo mkane Yaitna-ITsro) npenapar Mapykca® npoTHBOMOKa3aH.

IloGouHoe neiicTBue

Knaccudukarysi 49acToThl pa3BUTHS HEXKEJIATeIbHBIX peakiuid BceMupHOW opraHu3aiuu
3apaBooxpanenus (BO3): ouyens uacto (= 1/10), gacto (ot > 1/100 go < 1/10), Hewacto (ot
>1/1000 mo < 1/100), peaxo (ot > 1/10000 mo < 1/1000), ouenb peako (< 1/10000), wactora
HEW3BECTHA (HE MOXKET OBITh OIlCHEHA Ha OCHOBE UMEIONITUXCS JTAHHBIX ).

B KIMHUYECKUX HCCIIEIOBAHUSAX OOIAs 4acToTa Pa3BUTHS IMOOOYHBIX PEaKIMi HE OTINYATIACh
npu MpreMe MeMaHTHHa 1 11ane6o. Kak mpaBuio, oHl OBIITH OT JIETKOH 10 YMEPEHHOU CTETICHH
TshxecTd. Hanbosee 9acTeiMu MOOOYHBIMH PEaKIUsSIMHU B TPYIIIE MEMaHTHHA TI0 CPAaBHEHHIO C
rtane6o ObuTH: TosToBOKpY)eHue (6,3 % mpoTus 5,6 % cOOTBETCTBEHHO), rosioBHas 6011k (5,2 %
npotus 3,9 %), 3amop (4,6 % npotus 2,6 %), connusocts (3,4 % mpotus 2,2 % COOTBETCTBEHHO)
U aprepuanbHas runeprensus (4,1 % npotus 2,8 % cooTBeTCTBEHHO). HexenaTenbHble peakiuu
CTPYIIIUPOBAaHbI B COOTBETCTBUH C TOPSAIKOM HAa OCHOBAaHMH CHCTEMHO-OPTaHHBIX KJIACCOB
(COK).

HexenarennHbie p€aKknu MMpeacCTaBJICHBI B BUAC Ta6J'II/II_IBI.

COK YacrToTa He:xkenaTenbHas peaknus
BCTPEYaeMOCTH
Wndexunu u uHBa3zumn Heuacto ['pubkoBbIC HHPEKITUN
Hapymenuss co croponsl | HacTora HeM3BecTHa | ArpaHyjlIoOLMTO3, JEeHKONEHUs
KpoBU U JmMdarndeckoi (BKITIOUAST HEHUTPOIICHUIO),
CUCTEMBI MAHIUTONCHHS,  TPOMOOIIMTOTICHHUS,

TPOMOOIIUTOTIEHUYECKasl ITypIrypa

Hapymenus co croponsl | Hacto I'mniepuyBCTBUTENBHOCTH K
MMMYHHOH CHCTEMBI KOMIIOHEHTaM IIpernapara
IIcnxugeckue HapylIeHUS Yacto ConimBoCTb

Heuacto CnyTaHHOCTB CO3HAHUS
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TayTronuHALIAH

YacToTa HEN3BECTHA

IIcnxoTnueckue peaknun

IICYCHU U XKCIYCBBIBOOAIINX

nmyrei

Hapymenuss co croponsl | HacTo T'onoBokpyxeHue, HapylIeHue
HEPBHOM CHCTEMBI paBHOBecHSA

Heuacto Hapymenue noxoaxu

OueHb penko Cynoporu
Hapymenuss co croponsl | Hewacro CepaeuHast HEIOCTaTOYHOCTD
cepaua
Hapymenuss co croponsl | Hacto [ToBbiIeHHE apTepUAIIBHOTO
COCYZIOB JABJICHUS

Heuacto BenosnbIir TpoM003/TpoMO03IMO0TTHS
Hapymieauss co croponsl | YacTo 0)1131111¢]
JIbIXaTeIbHOM CHUCTEMBI,
OPTaHOB TPYIHOW KIETKH W
CpeIoCTeHUs
KenynouHo-kuieyHsle Yacro 3anop
HapylLIeHUs Heuacto TomHoTa, pBOTa

UYactora HeusBecTHa | [laHkpeatut
Hapymienuss co croponsl | YacTo [ToBbiieHue AKTUBHOCTHU

«TEYCHOYHBIX» (PEpPMEHTOB B ILIa3Me

KpPOBH

YacToTa HEM3BECTHA

T'ematur

Hapymienuss co cTopoHbI
MOYEeK U MOYEBBIBOSIINX

nyrei

YacToTa HEM3BECTHA

OCTpaSI IIo4Yc€4yHas HEAOCTATOYHOCTh

Hapymienuss co cTopoHbI

KOKH Y ITOJKOKHBIX TKaHEH

YacToTa HEM3BECTHA

Cunzpom CtuBeHca-J)xoHCOHA

OOmme  HapymeHuss U

p€akunuu B MECTC BBEACHUA

Yacto

T"onoBHas 00Jb

Heuacto

YrTomiseMocTh

! FaJ'IJ'IIOI_[I/IHaI_II/II/I Ha6J'IIO,Z[aJ'II/ICB, I'JIaBHBIM 06pa30M, Y NaguE€HTOB C 00JIE3HBIO AnbureﬁMepa Ha

cCTaaun TSKEIIOMN JCMCHIINHA.

[Ipy mocTperucTpaliOHHOM TNPUMEHEHHH COOOIIAoCh O BO3HUKHOBEHUH  CJEIYIOLIUX

HEXENAaTeNbHbIX pPEeaKLui:

MOBBINICHHAA YTOMIIIEMOCTD,

T'OJIOBOKPYIKCHHEC,

0CCIIOKOMCTBO,

COHJIMBOCTb,

IIOBBIIIICHHAA B036y,Z[I/IMOCTB,

IMOBBIICHUC BHYTPHUYCPCIIHOI'O OaBJICHUA,
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TOIIHOTA, TAJUTIOLMHALIMM, TOJIOBHAs 0OJb, HApYLIEHHE CO3HAHUS, MBILICYHBIM THIEPTOHYC,
HapylIeHUE MMOXOJKH, NEIMPECCUsl, CyIOPOrH, IICUXOTUYECKUE PEAKIINH, CYHIUAAIbHBIE MBICIIH,
3a110p, TOLIHOTA, IAHKPEaTUT, KAHAU03, IIOBBILIECHUE apTEPUAIBHOTO JABIICHUs, PBOTA, LIUCTHUT,

MOBBIIICHUE JINONI0, BEHO3HBINH TPOMO03, TPOMO0IMOOIHS 1 aJUIEPTUIECKUE PEaKIIH.

Ilepeno3upoBka

NmeroTcsi orpaHWYeHHbIE JaHHBIC IO TIEPEAO3UPOBKE, IONYYEHHBIE B XOJ€ KIMHHYECKUX
HCCJIEJOBAHUI U MOCTPErHUCTPALIMOHHOIO OIBITA IPUMEHEHUSI MEMAHTHHA.

CuUMITOMBI

[Ipu oTHOCUTENBHO GONBIIUX NIepeno3upoBKax (200 Mr ogHOKpaTHO U 105 MT B CyTKH B T€UEHHE
3 mHE#) OTMEYAIUCh CIEIYIONUEe CUMIITOMBI: YTOMIISIEMOCTh, CA0OCTh M (WJIHM) Juapes Win
CUMITOMBI OTCYTCTBOBAJIM. B citydasix mepeno3upoBku B 03¢ MeHee 140 Mr 0THOKPAaTHO WK B
cllyyae IpHeMa HEM3BECTHOH /103bl Y MALlMEHTOB HA0II01aIUCh TOOOYHBIE PEAKIIMH CO CTOPOHBI
LEHTPaJIbHOM HEPBHOW CHCTEMBbI (CIIyTaHHOCTb CO3HAHUSA, TUIEPCOMHMS, COHJIMBOCTD,
TOJIOBOKPYKCHHUE, aXHUTAIUs, arpecCus, TaJUTIOIMHAINK, HapyIIeHWE TMOXOAKH) U (WIH) CO
CTOPOHBI JKEITYIOYHO-KUIIEYHOTO TpaKTa (pBOTa, AUApes).

B camom TspkenoM ciydae mepeno3upoBkd (2000 Mr MeMaHTHHA) TAIMEHT BBDKHI, TIPH ITOM
HaOJII0TANTNCh HeXeNlaTeIbHbIE PeaKIK CO CTOPOHBI HEPBHOH crcTeMbl (KkoMa B TeueHue 10 aueil,
3aTeM AMIUIONUS U akutanus). [aruenT nomyyan CMMITOMAaTHYeCKOe JISYeHUE U TuiazMadepes.
[ManmenT BBI3AOpOBEN 0€3 MOCIENYIOIIMX OCIOXKHEHHH. B  npyrom ciydae Tsxkenoit
nepeno3upoBku (400 MI) MalMEHT TaKKe BBDKWI U BbI3OpoBeN. ONHCAaHbl HEXelaTeNbHbIe
peaknuu co CTOPOHBI IEHTPaJIbHOW HEPBHOW CHCTEMBI: OECIIOKOHCTBO, MCHUX03, 3PHUTEILHBIC
TJUTIOIMHALINY, CHIKEHHE TOpora CyJIOpPOKHOW TOTOBHOCTH, COHJIMBOCTH, CTYIOp, MOTEPS
CO3HaHUSI.

Jleuenue

B caydae mepeno3mpoBku JiedeHHe cummromMarmdeckoe. Crenupuaeckoro aHTHUAOTa HET.
Heo0xoamMo nipoBeieHre CTaHIapTHBIX JISYeOHBIX MEPOIIPHUSTHN, HAIIPABIICHHBIX HA BEIBEICHUE
AKTUBHOI'O BEILIECTBA W3 JKEIyJKa: MPOMBIBAHUE JKEIyAKa, NPHEM aKTUBHPOBAHHOI'O YIJIS,
HOJKUCIICHHE MOYH, (popcupoBanHbIid Auype3. [Ipu mosiBIIeHUH MTPU3HAKOB U CUMIITTOMOB 001N
TUIEPCTUMYISILIMKA LIEHTPAJIbHOW HEPBHOM CUCTEMBI CIEQYeT MPOBOAMTH CHUMITOMATHUYECKYIO

TEpaIrio C OCTOPOKHOCTLIO.

B3anmopneiicTBHe ¢ IPYyruMH J1eKAPCTBEHHBIMH CPeICTBAMH
IMorenmupyrorcss  3hGEKTBI  1e000NbL,  A2OHUCMOE  0ODAMUHOBBLIX — PEeYenmopos  u

AHMUXOoJIUHEepPcUHeCKUX IEKAPCMEEHHbLX cpedcme.
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O¢ddexTuBHOCTE  Oapbumypamos, aHMUNCUXOMUUECKUX (HEUpONenmuKu) JeKapcmeeHHbIX
cpedcmeé yMeHbIIaeTcs Ha (OHE OJTHOBPEMEHHOIO TPUMEHEHUSI MEMAHTHHA.

OnHOBpeMEHHOE NPUMEHEHHE MEMaHTHHA C OAHMPONEeHOM U 6axkiogeHom, a TaKxKe Co
CRA3ZMOAUMUKAMU MOKET COINPOBOXKIATHCS M3MEHEHUEM HX 3(p(deKTa, 4yTo TpedyeT KOppeKLHUU
JI03bI 3THX MPENapaToB.

Crenyer u3beratb OTHOBPEMEHHOI'O IIPUMEHEHUSI MEMAHTHHA U AMAHMAOUHA B CBSI3U C PUCKOM
pa3BUTUS TcHX03a. MEMAaHTUH M aMaHTAaJUH OTHOCATCS K rpymne aHTaroHucroB NMDA-
peuentopoB. Puck pa3BUTHS IICHMX03a TAaKXKe IOBBINIEH IMPU OJHOBPEMEHHOM IPHUMEHEHUU
MEMaHTHHA C eHUMOUHOM, KEMAMUHOM U OeKCMPOMEMOPHAnom.

I[Ipy OgHOBpEeMEHHOM TPUMEHEHUU C YUMEMUOUHOM, PAHUMUOUHOM, HPOKAUHAMUOOM,
XUHUOUHOM, XUHUHOM U HUKOMUHOM YBEJIIMYMBACTCSI PUCK IMOBBIILIEHUS KOHIIEHTPALlUU MEMAaHTHHA
B IUIa3M€ KPOBH.

[Ipy ogHOBpPEMEHHOM HpUEME C 2UOPOXIOPOMUAZUOOM BO3MOXKHO CHIKCHME KOHIEHTPALUH
THIPOXJIOPOTHA3H/IA B TUIa3Me KPOBH 3a CUET YBEJIIMUCHUS €r0 BBIBEICHUS M3 OpraHu3Ma.
Bo3M0XHO MOBBIIIIEHHE MEXKTyHAPOJHOTO HopMann3oBaHHoro otHomeHust (MHO) y nanuenTos,
OJHOBPEMEHHO MPUHUMAIOLUIUX HepOpANbHble Henpsamble AHMUKoazyianmvl (8apgaput).
PexomeHayeTcs peryispHO KOHTPOJIUPOBATh MpoTpoMOnHOBOe Bpems wi MHO.
OnHOBpEMEHHOE MPUMEHEHUE C aHMUOEnpeccanmamu, CeleKmMUSHbIMU UHSUOUmopamu
06pamno20 3ax6ama cepomMoOHUHA U UHUOUMOPAMU MOHOAMUHOOKCUOA3bl TPEOYET TIIATEILHOTO
HaOII0/IeHNS 32 TallMeHTaMU.

He oTMeueHO sekapCTBEHHOrO B3aMMOAECHCTBHUA TMPH  OAHOKPAaTHOM  OJHOBPEMEHHOM
NPUMEHEHUN MEMaHTHHA C 2AUOEHKIAMUOOM/MEMPOPMUHOM WA OOHene3uiomM y 3I0POBbIX
JIOOPOBOJTBIIEB.

[Ipu ogHOBpEMEHHOM MPUMEHEHUU ¢ MEMAHTHMHOM HE OTMEYEHO M3MEHEHHUH (hapMaKOKUHETHKU
2an1aHmamura 'y 310pOBbIX JOOPOBOJIBIIEB.

B ycnoBusix in vitro memanTuH He mHTHOUpYyeT n3odepmentsl CYP 1A2, 2A6, 2C9, 2D6, 2E1,

3A, MOHOOKCHUI'€Ha3y, COJePXKAIIYIO (IaBUH, STOKCUATHIPOIIA3Y WIH Cylb(aTHpoBaHHUE.

Oco0ble ykazaHus

PexomeHayeTcss MPUMEHSTH C OCTOPOKHOCTBIO y TMAIMEHTOB C SIMJICTICHEH, CylI0pOoraMH B
aHaMHe3€ WM Y MAIMeHTOB C MPEIpacoI0KEeHHOCTHIO K SIHIIETICHH.

Crnenyer wu30eraTb OJHOBPEMEHHOTO NPHUMEHEHHS MEMaHTMHa M aHTaroHuctoB NMDA-
peLenTopoB, TaKUX Kak aMaHTaJWH, KETaMHUH WU JeKCTpoMeTopdaH. OTH COEIMHEHUS

BO3HCﬁCTByIOT Ha Ty )K€ CUCTEMY pC€UCIITOPOB, YTO U MEMAHTHH, CJIICA0OBATCIIbHO, HEKCIIATCIIbHBIC



COOTBETCTBYET ZKCNEPTHOMY OTUYETY
ot 13.09.2024 N= 19557

(MOCNEOCBATENBHOCTEL 0002)

peakuuu (B OCHOBHOM CBSI3aHHbIE C LIEHTPAJIbHOM HEPBHOM CUCTEMOI) MOTYT BO3HUKATh Yalle 1
ObITH O0JIee BBIPA)KEHHBIMH.

Hanuuwme y manmenrta ¢akTopoB, BIUSIOMIMX HA MoBbIIeHHEe pH Moum (pe3kue M3MEHEHUs B
MUTaHUU, HAITPUMED, TIEPEXO0]] C pallMOHA, BKIFOYAIOIIETO IPOAYKTHI d)KUBOTHOT'O IIPOMCXOKICHUS,
K BEreTapuaHCKON MUeTe WM MHTEHCHBHOE MOTpeOICHNE MIETOYHBIX KEITyI0UHBIX O0ydepoB), a
TaK)KE TMOYCYHBIA KAHAIBIEBBIA aua03 WIH TSHKETble MH()EKIMH MOYEBBIBOISIINX ITyTEH,
BBI3BaHHBIE Proteus spp., TpeOYIOT TIIATEIFHOTO HAOIIOCHNS 32 COCTOSTHIEM IallMeHTA.

W3 6onpImMHCTBAa KIMHUYECKUX MCCIEIO0BAaHUM MallMeHTHl ¢ MH(ApPKTOM MHOKapJa B aHaMHE3e,
JICKOMIICHCHPOBAHHOW XpOHUYECKOW cepaeuHor HenoctaTouHocThio (III-IV dyHKIIMOHANBHBII
kiacc 1o kiaaccudukanuu NYHA) wim HEKOHTPOIHPYEeMO# apTepralibHOW TUIIePTEH3UEH ObLIH
UCKiIto4eHbl. [lo3TOMy JaHHbIE O NPUMEHEHHMM MEMAaHTHHA y TAaKUX MallMEHTOB OIPAaHUYEHBI,
pHUeM Ipernapara J0KEH OCYLIECTBIATHCS MO/ THIAaTeIbHbIM HAaOII0JeHHEM Bpaya.

BcnoMorarenbHbIe BellleCcTBA

Jlakmoswl Mono2uopam

[NanuentaMm ¢ peako BCTpedarOUIecs HACIECACTBEHHONM HENEPEHOCHUMOCTBIO TIajaKTO3bl,
neGUIUTOM JIaKTa3bl WIM TJIIOKO30-TaJlaKTO3HOW ManbaOcopOuueil He ciexyeT NpUHUMATh
JIaHHBIN Mpernapar.

Hampuii

JlaHHBI Tpemapat coepKuT MeHee 1 Mmodb (23 Mr) HaTpust Ha | TabJIeTKy, TO €CTh, IO CYTH, HE

COACPIKUT HATPUS.

BiausiHue HA CIOCOOHOCTH YIPABJISITh TPAHCHOPTHBIMM CPeICTBAMU, MEXaHU3MAMH

VY nanueHToB ¢ 60ye3HBI0 ATbIIeiMepa HA CTaJANM YMEPEHHOW W TSHKEJION JTeMEHIIMH OOBIYHO
HapylieHa CrOCOOHOCTh YIPaBIATh TPAHCTIOPTHBIMK CPEJICTBaMU, MexaHu3MaMu. Kpome Toro,
MEMaHTHH MOXET BBI3BIBATH M3MEHEHUE CKOPOCTH PEAKIUH, IIOATOMY HaIlMeHTaM HE0O0X0IMMO

BO3JCPKUBATHCA OT YIIPABJICHUA TPAHCIIOPTHBIMHA CPEACTBAMU, MCXaHU3MaMMU.

®opMa BBINIYCKA
TabneTku, MOKPHITHIE TUIEHOYHOM 000J109K0H, 20 MT.
ITo 10 TaGmerok B 6mricTepe n3 komOuHMpoBaHHOTO Matepraiia [IBX/TIB/IX u Gpoibri amroMUHHEBO.

3 unu 6 6GIUCTEPOB BMECTE ¢ MHCTPYKIMEH 110 MPUMEHEHHIO MTOMEIIAIOT B MTaYKy KapTOHHYIO.

YciaoBus XxpaHeHus
[Ipu Temneparype He Bolie 25 °C, B OpUTHHAIBHON YIaKOBKE.

XpaHHUTh B HEJOCTYITHOM ISl IETEH MecTe.
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Cpox rognocTu
5 ner.

He npumenATh penapar 1o UCTEYEHUN CPOKA TOJHOCTH.

Ycii0BH 0TIIyCKA

OTHycKaloT 1Mo peenTy.

HaumeHoBaHHe WOPHANMYECKOr0 JIMIIAa, HA HMS KOTOPOr0 BBIJAaHO PerucTPalHOHHOE
yI0CTOBEpeHHe, apec

000 «KPKA-PYCy, 143500, Poccus, MockoBckas 0o0., T. Mctpa, yin. MockoBckas, 1. 50

IIpousBoaurenb
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