COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 31.10.2023 N= 22084

OBIIAS XAPAKTEPUCTHKA JEKAPCTBERHOT O TIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

Mewmoputab, 10 mr, TabiieTku AucneprupyeMeale.

Memoputab, 20 Mr, TabJIETKH TUCIICPTHPYEMBIE.

2. KAUECTBEHHbBIN 1 KOJIMYECTBEHHBIA COCTAB

JelicTByrolee BENIECTBO: MEMAHTHH.

Mewmopurad, 10 Mr, TaOJIETKU THUCIIEPTUPYEMBIE

Kaxxnas Tabnerka nucneprupyemas cogepxut 10 Mr memManTuHa (B BUI€ THAPOXJIOPHUIA).
BcnomoraTenbHble BeleCTBa, HAJMYME KOTOPBIX HAJ0 YYHUTHIBATh B COCTaBE JIEKAPCTBEHHOTO
npemnapara: acnapram (cm. paszaein 4.4).

Mewmopurad, 20 mMr, TaOJIETKU THUCIIEPTUPYEMBIE

Kaxnas tabnerka nucneprupyemas cogepxut 20 Mr MemMaHTHHA (B BUJE TUAPOXIIOPUIA).
BcnomoraTenbHble BelEeCTBa, HAJMYME KOTOPBIX HA/J0 YYUTHIBaTh B COCTaBE JICKAPCTBEHHOI'O
npenapara: acnapram (cM. paszaen 4.4).

[TonHbIN TEpevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEJICH B pasnene 6.1.

3. JEKAPCTBEHHAA ®OPMA

TabneTku aucneprupyemsle.

OBasbHBIE JIBOSIKOBBINMYKJIbIE TAOJETKH OENOoro WM MOYTH Oenoro LBeTa ¢ PUCKOM € OJHOMN
CTOPOHBIL.

Ta6neTKy MOKHO Pa3CJIUTh Ha paBHBIC TO3bI.

4, KIMHUYECKUE JTAHHBIE
4.1. IToxka3aHusi K NPUMEHEHHUIO
[Tpenapar MeMopuTabd nokasaH K IpUMEHEHUIO y B3pOCIIbIX cTapiie 18 et npu:

e JIEMEHIMH CPEAHEN U TSHKETIONW CTENEeHH BBIPA)KEHHOCTH MpH 00Jie3HN AJbIreliMepa.

4.2. Pe:kuM 103UPOBAHNS M CIIOCO0 MPUMEHEHUSI

Pexxum go3upoBaHus

Bspocnvie
Tepanusi goMmKHA TPOBOAUTHCS TIOA KOHTPOJIEM Bpada, HMMEIOIIETO OMNBIT B BOIMPOCAX

JTUArHOCTHKHU U JICYEHUS JEMEHIMH MpHu Oone3nu Anblreiimepa. Tepamnuio cienyer HauWHATh
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TOJIBKO B TOM CJTydae, €CJIH JIUI0, OKA3bIBAIOIIICE perynﬂﬂﬁ%:ﬂ%%%%ﬁﬁ%w; '6;&&&1 égéﬁmb

3a MPHEMOM JIEKAaPCTBEHHOrO Ipernapara ManueHToM. JlMarHo3 IOJKeH OBITh MOCTaBJIECH B
COOTBETCTBUH C ACUCTBYIOIIUMH PEKOMEHIALUSIMH.

[TepeHOCMMOCTB U 103y Mpernapara cieayeT peryasipHO OIICHUBATbh, IPEUMYIIIECTBEHHO B TCUCHUE
TPEeX MECSIEB MOCJE Hadaia Tepaluu. 3aTeM CIEAyeT PEryJsIpHO OICHWBATh KIMHHYECKYIO
3 PEKTUBHOCTD JIEKAPCTBEHHOT'O Tpernapara M HEPEeHOCHMOCTh TEpalmvu B COOTBETCTBUHU C
JNEHCTBYIOIMMHI KIMHUYECKUMU peKOMeHAAauusMHu. llofiepKuBaromyo Tepanuio MOXKHO
IPOJIOJDKATh HEONPEACICHHO JIOJITO TMPH HAJWMYUU TepaneBTHYECKOro 3¢p¢ekta U Xopoliel
nepeHocuMocTd  mpemapara.  CiieayeT — NpeKpaTUTh  NPUMEHEHHWE  Tpenapara,  ecliu
TepaneBTHUeCKUil 3 ekt Oonee He HAOIIOAACTCS UITH €CIH MAIMEHT HE IEPEHOCUT JICUEHHE.
JUis CHWKEHMS PUCKA Pa3BUTHUSI HEOJATONPUATHBIX SBJICHUN 11032 JOCTHTAeTCs MOCTETIEHHBIM
TUTPOBAHMEM T10 5 MT B HEJIEJIIO B TEUCHHE MEPBBIX 3-X HEICIbh TEPANUH CICAYIOIIUM 00pa3oM:
Heoens 1 (0env 1 —1T)

Ilo 5 Mr B cyTKH.

Heoens 2 (Oenv 8 — 14)

ITo 10 Mr B cyTKH.

Heoens 3 (15 — 21 denw)

ITo 15 mr B cyTKH.

Tloooeporcusarowas 0oza (Hauunas ¢ 4-i Hedenu)

ITo 20 Mr B CyTKH.

MakcumanbHas cyToyHast 103a coctanisieT 20 MI' B CYTKH.

Pexomengyemast moaaep;kuBaromias 103a cocrapiser 20 Mr B CyTKH.

JUTMTeNTbHOCTh JICYCHHS ONpEIeNseTcss BBIPAKEHHOCTHIO OTBETa MAIEHTa Ha TEparnuio |
NEPEeHOCUMOCTh Mpenapara.

Oco0bIe I'pynnbl DaMCHTOB

Tayuenmoi noscunozo 6o3pacma

V nanueHToB crapiie 65 JeT KOPPeKIus 1036l HE TpeOyeTcsl.

Tayuenmot ¢ Hapywenuem yHKyuu novex

VY nanMeHToB C JIETKUMH HapylmieHusMH ¢GyHKimu Tmodek (kaupeHc kpeatnnuHa (KK)
50 — 80 mur/mMuH) W3MeHEHHE 103kl He TpeOyeTcs. IS MarueHTOB ¢ YMEPEHHOH MMOYeUHOM
HepoctaTouHoCcThIO (KK 30 — 49 mu/mMuH) cyTodHas o3a cocrasiseT 10 mr. B nanpHeimem, npu
XOpoIlel MepeHOCUMOCTH Mpenapara Kak MUHUMYM B T€UeHHE 7 JHEH JICYSHHs], 03y MOXKHO
yBeNMMYUTh 0 20 M B CYTKH IO CTaHAAPTHOW cxeMe. Y TAIlMeHTOB C TSHKENION MOYedHOU

HenoctaTouHOCThIO (KK 5 — 29 Mt MuH) cytounas go3a paBHa 10 Mr/cyT.
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Iayuenmol ¢ napywenuem Qynkyuu nevenu (NOCNEOCBATENEHOCTE 0001)

VY manueHToB ¢ HapylIeHueM (YHKIUHU [IEYEHH JIETKOW U CpeTHEeH CTeNeHH TshKeCTH (Kiace A u
B o xnaccuduxanumn Yaitna-I1s10) Koppekiuu 10361 He TpeOyeTcs.

€T’
[Ipenapar MemopuTab mpoTuBornoka3aHn aeTsMm g0 18 ser (cM. pasmen 4.3). besomacHocTs U
3 PEKTUBHOCTD Y JETEH HE YCTaHOBIEHBI. JJaHHBIE OTCYTCTBYIOT.

Cnoco0 npuMeHeHus

Jlns mpuema BHYTPb.

[Ipenapar ciemyer NpUHUMATH OJMH pa3 B ACHb B OJJHO U TO )€ BpeMsi, HE3aBUCUMO OT IIpHUeMa
nuiy. TabneTky MOXKHO pacTBOpUTh B HeOoisbmioMm komundectBe Boabl (10 — 50 mu wim Y
CTakaHa), lepesl ynorpebieHHeM pacTBOp HEOOXOAUMO IIepEMEIaTh.

He 6epHTe TaOJIETKHU MOKPBbIMHU pYKaMH, TaK KaK OHHU MOTYT CJIOMATbCA.

4.3. IlpoTuBONOKA3aAHUS

® TUICPYYBCTBUTEIHHOCTh K MEMAHTHHY W/HJIU K JIOOOMY W3 BCIOMOTATEIbHBIX BEIIECTB,
IIEPEYUCIICHHBIX B pa3zene 6.1;

e TsDKEJas eYeHOYHAasi HeJJOCTATOYHOCTb;

e OEpEeMEHHOCTb;

® TpyJHOE BCKapMIIMBAHUE;

e netrckuit Bo3pact 10 18 et (3 peKTUBHOCT 1 0€30MaCHOCTh HE YCTAHOBJICHBI);

L4 (I)GHI/IJ'IKCTOHypI/IH (B CBA3U C COACPIKAHUCM B COCTABC IIpCIIapara acnapTaMa).

4.4. OcoOble ykazaHMsl M1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPO’KHOCTBLIO

Onunencusi, TUPEOTOKCUKO3, IPEIpacloiOkEHHOCTh K Pa3BUTUIO CYIOpOr, OJAHOBPEMEHHOE
npuMeHeHue aHTtaroHucroB NMDA-penentopoB (amaHTaguH, KETaMHH, JEKCTpPOMETOpdaH),
¢dakropbl, mnoBplmatome pH Moum (pe3kas cMeHa JMEThl, HaImpuUMep, Mepexoa Ha
BEreTapruaHCTBO, OOUJIBHBIIN MTPUEM IIEIIOUHBIX JKEIYyI0UHBIX O0y(]epoB), MOUEUHbIH KaHAIbLIEBbIN
aluo3, TsKenble MHQEKIMM MOYEBBIBOAALIMX MyTeH, BbI3BaHHbIE Proteus spp., uHdapkr
MHUOKap/a (B aHaMHe3€), XpOHUYecKas cepaedHast HepoctaTouHocTs I — IV pyaknmonansHoro
kJjacca no kinaccudukanuu NYHA, HekoHTponupyemasi apTepuaibHasi TUIIEPTeH3USs, ToYeyHas
HEJ0CTaTOYHOCTh, IIEYEHOYHAsl HEAOCTATOYHOCTD JIETKOM M CPEAHEN CTENIEHH.

Crnenyer wusberatb OJHOBPEMEHHOIO IPHUMEHEHUs MEMaHTMHAa W aHTaroHuctoB NMDA-
pelenTopoB, TaKUX KaK aMaHTaJWH, KeTaMMH WU JeKcTpoMeTopdaH. OTH COeAMHEHHUS

BOSH@fICTByI—OT Ha Ty XK€ CUCTEMY PECUCIITOPOB, YTO U MCMAaHTUH, CJIICA0BATCIbHO, HC)KCIIATCIIBHBIC
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peaxiuu (B OCHOBHOM CBSI3aHHBIE C IIEHTPAIbHYI HepBﬁgﬁ:&g%;[g%%\I@%t'EB;EI/IK%I':L:I';QI}R u

ObITH O0JIee BBIPAYKEHHBIMHU.

Hannune y nmanmenTta (axkTopoB, BIUSIOMIMX Ha MoBbImeHne pH mMoun (pe3kue M3MeHEHHs B
NUTAHUM, HApUMep, T[Eepexo]l C pPALMOHA, BKIIOYAIOWEr0 MPOJYKTHl  KMBOTHOI'O
IPOMCXOXAEHUS, K BEreTapuaHCKOM Juere, WIM HHTEHCHUBHOE IOTpPEeOJeHHUE IEIOYHBIX
KEIyTOouHBIX Oy(pepoB), a TakKe MOYCUYHBIH KaHAJIBLEBBIA alUA03 WU TSDKEIbIe WHQEKIUH
MOYEBBIBOALINX ITyTE€H, BbI3BaHHBIE Proteus spp. TpeOyloT THIATEIBHOTO HAONIOACHHUS 32
COCTOSIHUEM IaLUEHTA.

M3 OospIIMHCTBA KIIMHUYECKUX MCCIIEIOBAaHUN MAaLMEHThl ¢ MH()ApKTOM MHOKapja B aHAMHE3E,
JIEKOMITEHCUPOBAHHOM XpOHUYECKOH cepaeuHoit HenoctaTogHoCcThio (111 — IV GyHKkumonanbHbIM
kiacc no kinaccupukanun NYHA) nin HEeKOHTPOIUPYEMO# apTepuabHON THIIEpTEH3UeH ObLTH
UCKIoueHbl. [Io3TOMy AaHHBIE O MPUMEHEHHMM MEMAaHTHMHA Yy TaKUX MAallUEHTOB OTPaHUYEHBI,
IpUEeM Npenapara J0JKEH OCYIIECTBIAThCS O/ THIATEIbHBIM HA0I0JeHUEM Bpaya.

BcnomMorarennHble BelecTBa

[Ipenapar Memoputad coIEpKUT acmapTaM, I03TOMY IPUMEHEHHE €ro y NalUeHTOB C

(beHnnKeToOHypue NpOTUBOMOKA3aHO.

4.5. B3aumojeiicTBue ¢ JAPYrHMH JIEKAPDCTBEHHBIMHM NpenaparamMu M JApyrue BH/bI
B3auMOAelCTBUA

JIeBojona, aroHUCTHI I[Od)aMI/IHOBbIX PEOCIITOPOB U M-XOJ'II/IHO6J'IOKI/IDVIOH_II/Ie CpcaAcCTBa

[Tpu ogHOBpEMEHHOM MPUMEHEHUH C MpenapaTaMu JEeBOJOMbI, aHTAarOHUCTaMU J10(aMUHOBBIX
peLenTopoB, M-XOJIMHOOJIOKATOPaMU JCHUCTBUE TTOCIECTHUX MOKET YCHIIUBATHCSI.

bapOurtyparsl ¥ HEHPOJIENITUKHI

[Tpu ogHOBpEMEHHOM NMPUMEHEHHH ¢ 6apOUTypaTaMu U HEHPOJIENTHKAMH JEHCTBHE MOCIEIHUX
MO’KET YMEHBIIAThCS.

JlaaTpoiieH u OaxinodeH

[Ipy CcOBMECTHOM MPUMEHEHMH MOXKET HW3MEHUTh (YCWINTh WM YMEHBIIUTH) JEHCTBUE
JAHTpOJIeHa Win OakiaodeHa, 03TOMY J103bl IIpenapaToB CleAyeT MoAOUPaTh HHIUBUIYaIbHO.

AMaHTaauH, KETaMHUH d)eHI/ITOI/IH u I[eKCTDOMeTODd)aH

Crnenyer m30eraTh OJHOBPEMEHHOTO TpHEMa MEMAaHTHHA C aMaHTAJWHOM HW3-3a ITOBBIIICHUS
pucka pa3BuTHs 1nicmxo3a. (O0a BemecTBa  SABJISIFOTCS ~ XHUMHYECKH  POJCTBCHHBIMHU
NMDA-anTtaronucramu. To ke caMoe OTHOCHTCS K KOMOHMHMPOBAaHHOMY TMPHUMEHEHUIO
MEMaHTHHA C KETaMHHOM U JeKcTpomeTropdaHoM. B mnuTepaType Takke OMUCaH claydail

MOJ00HOTO PUCKAa KOMOMHUPOBAHHOTO IPUMEHEHHUSI MEMaHTHHA ¢ (DEHUTOUHOM.
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L{UMETHINH, DAHUTUINH, TPOKAMHAMMUI, XHHUIMH, xuanH W akonme~ 1 ENEHOCTE 0001)

Bo3MOXXHO TIOBBINIGHHE B IJIa3Me KpOBH KOHICHTpaMK MOUMCTUIWHA, PpaHUTHIHWHA,
IMpoKanHaMuJa, XUHUJWHA, XUHWUHA U HUKOTUHA ITPU COBMCCTHOM NIPpUEMC C MCMAHTUHOM.

I'mapoxnopoTruasujg

B03MOXXHO CHM)KE€HHE YPOBHS TMAPOXJIOPOTHA3UIA TP COBMECTHOM IIPUMEHEHUH MEMAaHTUHA C
TUAPOXJIOPOTHUAZHIOM WIIH JTF000W KOMOMHAINIMEH, coiepKallei TuapoXIopoTHa3ua. MeMaHnTHH
CIOCOOEH YBEIMUYUBATh IKCKPELUIO THIPOXJIOPOTHA3UA.

HenpsmMpie aHTUKOATYISTHTEI

Bosmoxxno nossimenne MHO (MexayHapogHOEe HOpMaIu30BaHHOE OTHOUICHHE) y MAllMEeHTOB,
MPUHUMAOIINX TTEPOPATbHBIE aHTHKOATYJISTHTHI (BapdapuH).

AHTI/II[CHDCCCaHTBI, CCIICKTHUBHBIC I/IHFI/I6I/ITODBI O6DaTHOFO 3axBaTra CCPOTOHHHA U I/IHI‘I/I6I/ITODBI

MOHOAMHWHOKCHIA3bI

OHOBpEMEHHOE MPUMEHEHHUE C aHTHICTIPECCAHTAMHU, CEJICKTUBHBIMA HHTHOUTOpAMH 0OPaTHOTO
3axBaTa CEpOTOHWHA U MHTUOMTOPAMU MOHOAMHMHOKCHAA3bl TPEOYeT TIIATEIbHOTO HAOII0ICHUS
3a TMalUCHTaMU.

B ycnoBusx in vitro memantud He uHrHOKpyeT u3ohepmentsl CYP1A2, 2A6, 2C9, 2D6, 2E1, 3A,
daBUHCOAEPKAITYI0O MOHOOKCUTEHA3Y, ATOKCUITHAPOIIA3y WU CYlIb(paTHPOBAHUE.

['mubenkmaMua, MeTOpPMHUH U JOHEIE3UII

®dapMakoJIOru4eckoe B3aWMOJCHCTBAE MEMAHTHHA C TIIMOCHKIAMHJIOM, MET(HOPMHHOM HITU
JIOHENIE3UJIOM OTCYTCTBYET.

I'ananTamMuH

B kiImHWYECKOM HCCIEIOBAaHMHM C YYaCTHEM MOJIOJBIX 3J0POBBIX JOOPOBOJIBIEB HE OBLIO

BBIAABJICHO HUKAKOI'O 3HAYMMOTI'O BIIMSIHHUA MEMaHTHHA Ha (1)apMaKOKI/IHeTI/IKy rajJaHTaMHWHa.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD H JAKTALUS

bepeMeHHOCTB

B cBsa3u ¢ BO3MOXKHON 3a7epXKOMl BHYTPUYTPOOHOrOo pa3BUTHs IpemnapaT Memopurad
NPOTHBOIOKA3aH NMpu OepeMeHHocTH. KilmHuueckue NaHHBIE O NMpUeMe MEMaHTHHA BO BpeMs
OepeMEeHHOCTH OTCYTCTBYIOT. MccrenoBaHMs Ha >KUBOTHBIX CBUJETEIbCTBYIOT O BO3MOXKHOM
3aJiep’KKe BHYTPUYTPOOHOTO pa3BUTHS MPU MPUMEHEHUH Iperapara B J03aX, aHaJOTMYHbIX WU
HEMHOTO MPEBBIIIAIONINX J03bl, IPUMEHSIEMBbIE Y UEIOBEKa.

JlakTanus

HeunsBecTHO, MPOHUKAET JIM MEMAHTUH B IPYIHOE MOJOKO, OJHAKO, YYUTHIBAS JTUMO(UIbHbIE
CBOICTBa CYOCTaHLIMM, 3TO SIBJISIETCS BEpPOSTHBIM. JKeHIMHaM, MPUHUMABIIMM MEMaHTHH,

CJIeTyeT BO3JIEPKaThCS OT IPYIHOTO BCKapMIIMBAHMUS.
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(NOCNEQCBATENEHOCTE 0001)

DepTHILHOCTE

JIOKITMHUYECKIE HCCIIETOBAHUS MYKCKOW U KEHCKON (DepTUIIBHOCTU HEeXeNaTeIbHbIX 3()(HeKToB

MMPUMCHCHUA MCMAHTHUHA HC BBIABUIIN.

4.7. BiusiHde Ha CHOCOOHOCTH YNPABJSTH TPAHCINOPTHBIMHU CpPeICTBAMH M padoTaTrh ¢
MeXaHNu3MaMu

VY manueHToB ¢ 00JIe3HBIO AJbIIeiMepa Ha CTAANH YMEPEHHON M TSKEIION JEeMEHITMN OOBIIHO
HapyIllIeHa CIIOCOOHOCTh YIPABIATh TPAHCIIOPTHBIMHU CpEICTBaMH, MexaHu3mMamu. Kpome Toro,
MEMaHTHH MOXET BbI3BaTh W3MEHEHHE CKOPOCTH PEaKIUH, M03TOMY MalMeHTaM HEOOXOAUMO

BO3JCPKHUBATHCA OT YIIPABJICHUA TPAHCIIOPTHBIMHA CPEACTBAMU U pa60TbI C MCXaHHU3MaMH.

4.8. HexxesiaTesIbHbIE peaKIIHU

Pe3roMe HexkenaTeIbHBIX PeaKIUN

YacroTa moOOYHBIX peakluii MPUBEJICHA B BHUJIC CICAYIOIIEH Tpaganuu: ouens yacmo (> 1/10);
yacmo (> 1/100, HO < 1/10); Heuacmo (= 1/1000, HO < 1/100); peoxo (> 1/10000, HO < 1/1000);
ouenv peoko (< 1/10000); wacmoma wneuzéecmna (He MOKET OBITH OIIEHEHA Ha OCHOBE
UMEIOITNXCS JaHHbIX).

Hngpexyuu u uneasuu

Heuacmo: TpubKoBbie WHDEKITIH.

Hapywenus co cmopoHbl uMMyHHOU cucmembl

Yacmo: THIEPYYBCTBUTENHFHOCTh K MEMAHTHHY WJIM IPYTHMM KOMIIOHEHTaM, BXOSIIUM B COCTaB
npernapara.

Ilcuxuueckue Hapyuwienus

YHacmo: COHIUBOCTD;

Heuacmo: cIlyTaHHOCTb CO3HAHMS, TAJLTIOLUHAIINN

Yacmoma neuszéecmua. TICAXOTUYECKHE PEAKIIHI-,
Hapywenus co cmoponvl nepenoti cucmemoi

Yacmo: TOJOBOKPYKEHUE, HAPYIIIEHUE PABHOBECHS;
Heuacmo: napynieHne noxoaKu,

Ouenb pedko: MWICTITHUCCKUE TIPUTTAJIKH, CYITOPOTH.
Hapywenus co cmoponvwl cepoya

Heuacmo: cepaedHast HEA0CTaTOYHOCTh, TOPOKH CEPALIA.
Hapywenus co cmoponwl cocyoog

Yacmo. TIOBBIIIEHUE apTEPHATLHOTO JIABJICHHUS;

Heuacmo: BeHO3HBII TpoMO03 W/MIH TPOMOOIMOOIHS.
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Hapywenus co cmoponwl OvixamenvHot cucmemsi, opea%g':z-b;gr%g el W@@Eemé;%

Yacmo: onpllika.
Kenyoouno-kuweunvle napyuienus
Yacmo. 3anop;

Heuacmo: TomHoTa, pBOTA;
Yacmoma neuzéecmuna. TTAHKPEATHT?,

Hapywenus co cmoponvl neuenu u scenueblo0Auux nymei

Yacmoma HeuszgecmHua: TENATHUT.

Obwue Hapyuwerus u peaxyuu 6 Mmecme 66e0eHus

Yacmo: TojI0BHAs1 00JIb,

Heuacmo: yromisieMocTb, 00111as1 Cl1ab0CTb.

Jlabopamophvle u uncmpymenmanbHvle OaHHblE

Yacmo: MOBBIIICHUE TTOKa3aTeNIel (PYHKIIMOHAIBHOM MPOOBI TICUCHH.

! ManmonuHanum HaGMIOANKICH ITTaBHBEIM 06pa30M y MAIMEHTOB ¢ 0OJIE3HBI0 AbIreiiMepa Ha
CTaJIMU TSXKEIION TEMEHITUH.

2 EquHWYHBIE CTyYaH, COOOIIEHHS 0 KOTOPBIX MOMyYeHb! B OCTPErHCTPAIIOHHbI EPHOI.

[Tpu Gone3nn AnblreiiMepa y HalMeHTOB MOTYT BO3HUKATh JETPECCHS, CYUIIHIATbHBIC MBICITH U
MOTIBITKY CyHIIUJA. B KIMHUYECKOH MPaKTHKE COOOIIANOCh O MAaHHBIX dPPeKTax y MalueHTOB,
MOJTy4aBITUX MEMaHTHH.

B mocTperucTpaiiluoHHOM TMeEpHoje COOOIIAIOCh O CICIYIOIUX HEKENATSIbHBIX PEaKIHsX:
arpaHyJolNTO3, JIEWKONeHus (BKIOYas HEUTPONEHMIO), MAHIUTONEHUS, TPOMOOIUTOIEHUS,
TPOMOOIIMTOTICHWYECKAss ~ MypIypa, OCTpas  TMOYeYHas  HEJAOCTAaTOYHOCTh,  CHHJIPOM
Crusenca-/[>xoHcoHa.

COO6H.ICHI/IC 0 TOAO03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxxHo coo0mare 0 MOJ03peBaeMbIX HEXKENATeNbHBIX PEaKIUsAX IOClie pPEeTUCTpalluu
JIEKApCTBEHHOTO Tpernapara ¢ 1eJbi0 00eCIeUeHHs] HEMPEPHIBHOTO MOHUTOPUHTA COOTHOIIICHUS
«IOJIb3a — PHUCK» JICKAPCTBEHHOTO mpemnapara. MeauIMHCKUM pabOTHUKAM PEKOMEHIYETCs
coo0IaTe O JIOOBIX MOI03PEBACMBIX HEXKENATEIbHBIX PEaKIUAX JEKapCTBEHHOTO Ipernapara
yepe3 HallMOHAJbHBIE CUCTEMBI COOOIICHUS O HEKEIaTeNbHBIX PEaKIHIX TOCyIapCTB — YICHOB
EBpazniickoro 3K0HOMHUYECKOr0 COr3a.

Poccuiickas @enepanus

109012, r. Mocksa, CrnaBsiHCKasl miiomaip, 1. 4, ctp. 1

®denepanbHas cryx0a 1Mo Ha30py B cepe 3ApaBOOXpPaHEHUS

Temedon: +7 800 550 99 03

DnekrponHas mouta: pharm@roszdravnadzor.gov.ru
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https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

HmeroTcss orpaHUYeHHbIE JaHHBIE IO MEPEeJO3UPOBKE, MOJYYEHHBIE B XOJ€ KIMHHUYECKHX
UCCJIEOBAaHUM U IOCTPETUCTPALIMOHHOTO OIbITA IPUMEHEHUSI MEMAHTHHA.

CuMnTOMBI

[Tpu otHOCHTENBEHO OOBIIHX TTepeao3upoBkax (200 Mr ogHOKpaTHO M 105 MT B CYTKH B T€UEHHUE
3 [Hel) OTMEYaNuCh CIEIYIOIIME CHUMIITOMBI: YTOMJISIEMOCTh, CIa0OCTh W/WIM AWapes WU
CUMITOMBI OTCYTCTBOBaJIM. B ciyuasix nepeno3upoBku B 103€ MeHee 140 Mr 0JHOKpAaTHO WM B
cilydae mpreMa HeM3BECTHOM J103bl Y MAIIMEHTOB HAOIIOIANNCH TOOOYHBIE PEAKIIUU CO CTOPOHBI
[EHTPaJbHOW HEPBHOW CHUCTEMbl (CIIyTAaHHOCTb CO3HAHUS, THUIIEPCOMHUS, COHJIHBOCTb,
TOJIOBOKPY)KEHHE, @)XHUTallMs, arpeccus, TaJUTIOIMHALIMM, HapyIIeHWE IOXOAKH) W/UIU CO
CTOPOHBI MUILEBAPUTENBLHON cucTEMBI (PBOTA, TUapEs).

B camom Tsxenom ciayuae nepeno3upoBku (2000 Mr MemMaHTHHA) HAllMEHT BBDKWI, IPU 3TOM Y
HEro HaOJII0AANTUCh HeXelaTelbHbIE PEaKIy CO CTOPOHBI IIEHTPAIIbHON HEPBHOM CHCTEMBI (KoMa
B TeueHue 10 nHel, 3aTeM auIuionus M axutanus). lanueHT moiydan CHUMITOMAaTHYECKOE
nedeHne U mazmadepes. IlannueHT BEI3A0pOBEN 6€3 MOCIEAYIOMNX OCIOKHEHHA.

B npyrom ciyuae Tskenod mnepeao3MpOBKH, MAlMEHT BBDKWII U BBI3ZOPOBEN IMOCJIE IpHEMa
MemaHTHHa B 1o3¢ 400 Mr ogHOKpaTHO. Y MalMeHTa HAaOIIOAANUCh MOOOYHBIE PEAKIUU CO
CTOPOHBI LIEHTPAJILHOW HEPBHOM CHCTEMBI: OECITOKOWCTBO, ICUX03, 3PUTENIbHBIE TAJUTIOLIMHALNH,
CHI)KEHHE MTOPOTa CyJOPOKHON TOTOBHOCTH, COHJIMBOCTh, CTYIIOP, TOTEPSI CO3HAHUS.

Jleuenue

B cnydae nepeno3upoBKku JiedeHHE JOIKHO OBbITh cUMITOMaTHUeCKUM. CrieualbHOr0 aHTHI0Ta
IpY HHTOKCHUKALMU WIJIM Tepefo3upoBKe He cymiectByeT. Ilpu HeoOXoAMMOCTH MpPOBOJSAT
CTaH/apTHbBIE JIedeOHbIE MEPONPUSITHSI, HAIIPAaBJIEHHbIE HA BBIBEJCHHE U3 OPraHW3Ma aKTHBHOI'O
BEIIECTBa, TaKWe Kak INPOMBIBAHME JKENyJKa, @pPUEM aKTUBUPOBAHHOTO Yris  (JUIs
NPEJOTBPALICHNS TOTEHIMATbHON PELUPKYIALNN B KUIIEYHUKE U MTEYEHH ), TOJIKUCICHUE MOYH,
dopcupoBanHblil Auype3. Ilpyu nosBIeHUH MPU3HAKOB U CUMITOMOB OOIEH THIEPCTUMYIISLIUN
LEHTPaJbHOW HEPBHOM CHUCTEMBI CIEAYyeT NPOBOAUTH CHMITOMATHUECKYID TEparnuio C

OCTOPOKHOCTBIO.
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5. DAPMAKOJOTMYECKHUE CBONCTBA WS/ IEAUBATENEHOCTS 000T)

5.1. ®apmakoaMHaMH4YeCKHe CBOMCTBA

dapmakoTepaneBTUUYECKas TPYINa; MCUX0AHAICTITUKHI; CPEACTBA ISl JICUCHHS JICMEHITUH; IPyTHe
Cpe/cTBa JJIsl JICUCHUSI IEMEHIINH.

Koxg ATX: NO6DX01

MexanusM aeiictsus U hapMakoauHaMuueckue dhdheKThl

Hapymenue  rioyramareprudyeckoil  HEHpOTPAaHCMUCCHHM, B OCOOCHHOCTH  (YHKLHHU
NMDA-peuenTopoB, cnocoOCTBYeT Kak MPOSBICHHIO CHMIITOMOB, TaK M IPOTPECCHPOBAHUIO
HEeNpoJereHepaTuBHON 1EMEHIIUN.

MeMaHTHH SBISETCS IOTEHIMAI03aBUCUMBIM, YMEPEHHO a(@UHHBIM, HEKOHKYPEHTHBIM
antaronucroM NMDA-penentopos. IlpemapaT MoAyaupyeT IaTOJIOTHYECKOE YBEIMUYEHUE
COJepKaHUs TIIyTamara, KOTOPOE MOXET MPUBOAUTH K HEWPOHHOW NUCHYHKUIUHU. YIIydliaet

KOTHUTUBHBIC ITPOLECChI, ITIOBBIMIACT TOBCECAHCBHYIO aKTUBHOCTD.

5.2. ®DapmakoKuHeTHYECKHE CBOMCTBA

AOGcopouus

MemaHTHH uMeeT aOCONIOTHYIO OWOJOCTYIHOCTh, NpuOMmM3uTensHo paBHyro 100 %.
MakcumMarbpHas KOHIIEHTPANUs B IIa3Me KPOBH JIOCTHTaeTcs B TeueHue 3 — 8 wacon. [Ipusnaku
TOTO, YTO MPUEM IHIIH BIUSAET HA BCACHIBAHHE MEMAaHTHUHA, OTCYTCTBYIOT.

Pacupenenenue

Cyrounbie 10361 20 MT MPUBOJAT K IMOCTOSTHHON KOHIIEHTPAIlMd MEMaHTHHA B TUIa3Me KPOBU B
muanazone or 70 mo 150 r/mn (0,5 — 1 MKMOdb) € OOJBIIMMHM MEXKWHIUBUIYATbHBIMU
Bapuanusamu. Ilpu BBeneHUM CyTOuHBIX 103 OT 5 10 30 Mr cpelHee OTHOIIEHUE COJIEpKaHUS
npemnapara B 1epeOpOCIUHAIBHON JKUAKOCTH K COAEP)KaHUIO B CHIBOPOTKE KPOBM COCTABIISIO
0,52. O6bem pacripenenenus coctabisier okojio 10 i/kr. Okono 45 % MeMaHTHHA CBSI3BIBACTCS C
OenKaMH IIa3Mbl.

BI/IOTDaHC(bODMaHI/IH

Oxkono 80 % MemaHTHHA, NPUHATOIO BHYTPb, LUPKYIUPYET B HEU3MEHHOM BHJE. [aBHbIE
MeTa0onuTel y denoBeka —  N-3,5-mumermnrimynantan, cMech H30MepoB  4- W
6-TuapOoKCMMEMaHTHHA U 1-HUTP030-3,5-AuMeTiIafaManTal. Hu onH U3 3THX MeTaboJIMTOB HE
obmamaer NMDA-aHTaroHUCTHYECKOW aKTUBHOCTBIO. MeTabonu3M, KaTalu3UpOBAaHHBIN
cucremoii muroxpoma P450, B ycimoBusix in Vitro e oOHapyxuBacs.

B HccieloBaHMM MEpOpanbHOTO TIpHeMa ~“C-MeMaHTHHA B cpefHeM 84 % BBEICHHOW 03I

BBIBOAMIIOCH B TeueHue 20 gHel, mpu 3Tom 6omee 99 % — depes movkwu.
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OIMMUHALNS

BriBeienrie MeMaHTHHA HOCUT MOHOAKCIIOHEHIIUATIBHBIN XapaKTep ¢ MEPUOOM MOJTYBbIBEACHUS
(T12) ot 60 1o 100 yacoB. Y m00pOBOIBLIEB ¢ HOPMATLHON (YHKIHUEH MOYEK OOLIHI KIMPEHC
cocrasigeT 170 mn/mun/1,73 Mz, IIPU 3TOM YacTh OOIIETO MOYEYHOT0 KIMPEHCA TOCTUTACTCS 3a
CYET KaHaJIbIIEBON CEKPEIIHH.

Takxe B MOYKaxX MPOMCXOIUT KaHAIbIIEBas peadcopOIus, BEPOSITHO ONOCPEI0BaHHas OelKamu,
YYaCTBYIOIIMMHU B TpaHCHOpPTE KAaTUOHOB. CKOPOCTh MOUYEYHOTO KIUPEHCA MEMAaHTHUHA MOKET
CHIDKAThCA TpH 3amenadnBaHuud mMouu 10 pH 7 — 9. 3amenauynBaHue MOYM MOXKET OBITh
PE3yIBTATOM PE3KUX U3MEHEHUH B IUETE, HAITPUMED, TAKUX KaK MEePEX0/] Ha BEreTapuaHCTBO WIIH
OOMJIBLHBIN TTPUEM IIEIIOYHBIX KEIYyIOYHBIX O0ydepos.

JIMHEMHOCTh

HccnenoBanus ¢ yuacTueM J00pOBOJIBIEB MTPOJEMOHCTPUPOBAIN JTUHEHHYIO (hapMaKOKUHETHKY
B nuamna3zode o3 ot 10 go 40 mr.

Bsaumocssia3e Mexny hapMakOKMHETUKON U hapMaKOAUHAMUKOM

[Ipy npumeHenun wmeMaHTHHa B J103¢ 20Mr B CYTKHM COJEp)KaHME TIpernapara B
1epeOPOCIMHATIBHON KHUIKOCTH COOTBETCTBYET 3HAUYCHUIO K;i (KOHCTaHTAa WHTHOMPOBAHMS)
MeMaHTHHA, 4yTo cocTaBiseT 0,5 MKMOINb mpemnapara B JIOOHOH J0Ji€ KOpbI TOJOBHOTO MO3Ta

YCIIO0BCKaA.

6. PAPMAIIEBTUUECKHUE CBOMCTBA

6.1. IlepeyeHp BCIOMOraTeJIbHbIX BEIIECTB
o Ilemttonosa mukpokpuctainueckas (MKII-102)
e Kanpius ruapodocdara auruapar
e Kpockapmennosza HaTpus
e Acnapram
e Marnus creapar
e KpemuHust IMOKCH KOJTTOUAHBINA
6.2. HecoBmecTuMOCTD
He npumenumo.
6.3. Cpok rogHoCcTH (CPOK XpaHEeHHs )
3 roja.
6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NPH XPAHEHUHU

XpaHuTh 1pu Temmneparype He Boiie 25 °C.
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6.5. Xapakrep u coaepkaHue NePBUYHON YIIJKOBKH

I[Io 10, 15, 30, 50 TabneTrok B KOHTYPHYIO SYCHKOBYIO YIAaKOBKY U3 IUICHKH
MOJIMBUHUJIXJIOPUIAHON, JHOO TJICHKH IMOJMBHHIIXJIOPUTHOW/ TIOTMBUHIIIMICHXIOPUIHON U
(b oJIbTH aTIOMHUHUEBOM IMEYaTHOM JIAKUPOBAHHOM.

Nmu mo 10, 15, 30, 50 TaGnerok B KOHTYPHYIO SYCHKOBYIO YIAKOBKY M3 Marepuala
KOMOMHHUPOBAHHOTO Ha OCHOBE (DOJIBIH (TPEXCIOWHBIA MaTepuall, BKIIOYAIOLINN aTFOMUHHEBYIO
oIy, MIEHKY U3 OPUCHTHPOBAHHOTO MOJMAMU/IA, TTOJTUBUHWIXJIOPUIHYIO TUICHKY) U (OJIBIU
AJTIOMUHUEBOM NEYaTHOM JTaKMPOBAHHOM.

I, 2, 3, 4,5, 6, 9 uimm 10 KOHTYpHBIX SYECHKOBBIX YMAaKOBOK BMECTE€ C HWHCTPYKLIHMEH MO

MEIUIIMHCKOMY TPUMEHEHUIO (JIMCTOK-BKIIAJIBIII) TOMEIIAIOT B KAPTOHHYIO YIIAKOBKY (ITAUKY).

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH MNPHM  YHMYTOXKEHUH  HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjde NPHMEHEeHUus
JIEKAPCTBEHHOI'0 Mpenapara u Apyrue MaHUMYJIALUMHU ¢ PenapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEP/KATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHU S
Poccus

000 «ATomn»

445351, Camapckas 001., r. XKurynesck, yi. ['uapoctpourenei, 1. 6.

Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

7.1. IlpencraBuTe/ib AepaKaTelisi perHCTPALIMOHHOTO Y10CTOBepPeHHus

[Iperensnu morpedbUTENEH HAIIPABIIATH 110 AAPECY:

Poccus

000 «O308»

445351, Camapckas 0611., r.0. Kurynesck, r. XKurynesck, yi. I'mapoctpouteneit, a. 6.
Temn.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP PETMCTPAIIMOHHOTI'O YAOCTOBEPEHUA
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9. JIATA MEPBUYHOW PErUCTPAIIIF-“GIOATBEPK AL

PETUCTPALIUU, HEPEPETUCTPALIUN)

JlaTa nepBoi perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OOmast ~ xapakTepuCTHKa  JIGKApCTBEHHOro  mpemapara Memoputa®d  JocTynmHa  Ha
uH(pOpMallMOHHOM TMopTaje EBpa3uiickoro SKOHOMHUYECKOTO C€O03a B HH(OpPMAIMOHHO-

KOMMYHHUKaIMOHHOM cetn «uTepueT» http://eec.eaeunion.org/.
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