MHWHUCTEPCTBO 3/IPABOOXPAHEHUS POCCUNCKOM ®OEJIEPALIMU

MHCTPYKILIMSI
11O MIPUMEHCHHIO JIEKApCTBEHHOTO NpernapaTa sl MeIHLHUHCKOro MIPUMEHEHHUSI

MEMAHTHUH

HAaMMCHOBAHHE JICKAPCTBEHHOI'O Nnpenapara

Perucrpaunonnsiii nomep:

Toprosoe nasBanue: Memanrtun

Me:xaynapoanoe HenaTeHTOBaHHOE HAUMEHOBAHHE (MHH): MemanTus
JlekapcrBennasi popma: Tabierku, [TOKPBITBIE MIJIEHOYHOH 000JI0YKO
Cocras Ha oany Tabaerky:

Cocras sinpa:

Axkmuenoe sewecmeo.: MeManTHHA ruapoxJyopun — 20 mr;

Becnomoeamenvroie  sewecmea: MHUKPOKpUCTAJUIMYECKas Le/Iono3a — 94 mr,
Kpaxmaii peXKeJTaTUHU3UPOBAHHBIH — 30 mr, KpeMHHUSsI JHOKCU]
KonnouaHed — 0,75 mr, Maruust creapat — 0,75 MT;

CocraB 000JI04KH:

ONMAJZIPAM 11 85F19250 TTPO3PAYHBINA (OPADRY" I 85F19250 CLEAR)

[Makporon 4000 (monusTHIEHTIIHKOIB) — 0,7 MT, TMOJIMBUHHUIIOBBIA criupT— 2,3 M,
nonucopbar 80 — 0,2 mr, Tanpk— 1,3 mr| —4,5 mr.

Onucanme: Kpyribie JABOSKOBBINYKJIbIE TaGJIETKH, MOKPBITbIE  TMJIEHOYHON
0007104KOH NOYTH GeIOro LBeTa, ¢ rPaBUPOBKON B BHIe Kpyra ¢ OZIHOH CTOPOHBbI.
®apmakoTepaneBTHYECKAasl TPYNNA: CPELCTBO JTeUeH s JEMEHIIUH.

Kox ATX: N06DX01
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@apmMakoJ0orn4yecKue cBoHCTBA

DapMaKkoOUHAMUKA

[Ipou3BOAHOE aJaMaHTaHa, M0 XUMHUYECKOH CTpPYyKType M (PapMakoJOrHyecKuM
cBOMCTBAM OJIM30K K aMaHTaAuHy. SIBisieTCs HEKOHKYPEHTHBIM aHTaroHUCTOM
N-mertun-D-acnmaprat (NMDA)-perientopos (B TOM 4YHCJIEe B YEPHOM BELIECTBE),
BCJIEJICTBME  JTOr0  CHHYXKAeT  Ype3MepHOe  CTUMYJHMpYyIollee  BIIUSHHUE
KOPTHUKAJbHBIX IJyTaMaTHbIX HEHPOHOB Ha HEOCTPUATyM, pa3BHBAlOLIeeCs Ha
dhoHe HeIOCTATOYHOIO BbIIENEHUs AopaMMHA. YIlydllaeT Mpouecc Mnepeaayn
HEePBHOTO  HMITyJibCa.  YJydllaeT  KOTHMUTHBHBIE  IPOLECCHI,  MOBBILIAET
MOBCEHEBHYIO aKTHBHOCTD.

DapmaKkoKUHEemMuKa

[lpuem numuM He Biuser Ha abcopbumio. [locne npuema BHYTpb OBICTPO H
MOJHOCTBIO BCACBIBAETCS M3 JKEJyIOYHO-KHILEYHOro TpakTa. MakcumanbHas
KOHILEHTpallus JocTUraercst yepes3 3-8 u nocie npuema. MapmMakoKMHETHKA UMEET
nuHelHbIH XapakTep B Auanaszone 103 10-40 mr. Cyrovnas no3a 20 Mr NpUBOAHMT K
PaBHOBECHOW TI1a3MeHHOM KoHueHTpaunn oT 70 go 150 wur/mn. O6bem
pacripeeiienns cocranisieT okono 10 si/kr. Okono 45 % MeMaHTHHA CBS3bIBAIOTCS
C NpOTeMHAaMH IUIa3Mbl KpoBH. [Ipy HOpMajbHONW (QYHKLHH IMOYEK KyMYJSLUH
MeMaHTHHa He oTmedyeHo. 80 % UMpKYJUpYyIOLIEro B KPOBHM MEMaHTHHA
MpeiCTaBJIeHO HEM3MEHHBIM BelllecTBOM. OCHOBHBIMH MeTabOJUTAMU SIBIISOTCS
N-3,5-1uMeTHIryIaHTaH, W30MepHas cMmechb 4- W O-rMIPOKCHMEMaHTHHA U
|-HUTPO30-3,5-auMeTunagamMantan. Hu onuH W3 MeTabonuToB He obnajaaer
AHTArOHHUCTUYECKONW aKTUBHOCTBIO 10 oOTHoweHHo K NMDA-peuenropam.
Vyactus untoxpoma P450 B meTaboM3Me In Vitro He BbISBIIEHO.

B Hcel1e10BaHuMsIX, B KOTOPBIX | C-MEMAHTHH NPUHUMAJICS TIEPOPANbHO, B CPEIHEM
84 % no3bl BEIBOAWIOCH B TeueHHe 20 cyToK, mpu 3ToM > 99 % BBIBOAMIIOCH C
MOYOH. MeMaHTHH BBIBOIUTCS [PEUMYILIECTBEHHO Moukamu. BriBenenue
MIPOUCXOJIUT oJiHo(a3HoO, epuol I10J1y BbIBEACHUS COCTaBJISIET
60-100 4; xknupeHc coctaBnser 170 mu/mun/1,73 M, 4aCTHYHO CeKpeTupyercs

[TOYEYHBIMHU KaHaJIbIIaMH.
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[Tpy IIeTOYHOH peaKlUy MOYM BBIBEJCHHE MEMAaHTHHA 3aMeUIseTcst (B CpefHeM
na 80 % npu pH moun ).

dapvakoauHaMH4YecKasi H (apMaKOKHHETHYeCKasl CBA3b

[Ipy npuMeHeHMH MeMaHTHHa B J03e 20 Mr/CyT ypoBeHb KOHLEHTpalLWH B
LepeOpPOCTIMHANBLHON  JKMAKOCTH — COOTBETCTBYyeT —BenuuuHe Ki  (KOHCTaHTHI
MHTHOMpOBaHMsA), 4YTO JUIs MeMaHTHHa cocTasiseT 0,5 MKMOIb B obJlacTu
(hpoHTaNBHON KOPBI TOJIOBHOIO MO3ra.

[Toka3zaHusi K NPUMEHEHHIO

JleMeHLMS albLUrelMepOBCKOro THIIA YMEPEHHOMN U TSKEJION CTETeHH,
[IporuBonokazanus

[Mrep4yBCTBUTENLHOCTE K JEOOOMY M3 KOMIIOHEHTOB Ipernapara, TsKelast
neveHouHas HejpoctatoyHocTs (kiace C no kinaccudukanuu Yaitna-Isto), nepron
FPYZHOrO BCKApMJIMBaHMs, AeTCKHil BospacT 10 18 ner (3QQpeKTHBHOCTb M
0e30MacHOCTh He YCTAHOBIIEHBI).

Ecnu y Bac oiHO 13 nepedrciIeHHbIX 3a00/eBaHui (COCTOSHMI), epel NpHeMoM
npernapara 00s13aTeJIbHO MPOKOHCYJILTHPYHTECH € BPAYOM.

C 0CTOPOKHOCTBIO

C OCTOpPOKHOCTBIO HA3HAYAIOT [ALMEHTAM C THUPEOTOKCHKO30M, OIHICICHEH,
cygoporaMd (B TOM 4HCIe B aHaMHe3e); OJHOBPEMEHHOe IPHMEHEHHE
anraronrcToB NMDA-penenTopos (amaHTaluH, KeTaMHH, AEKCTPOMETOp(aH);
Hanuune (HakTopos, MoBblaomKX pH Moun (pe3kas cMeHa JUeThl (Mepexol OT
MSCHOM K BEreTapuaHCKOH), IpHeM aHTAUMIAHBIX JKEJYIO4YHBIX CPEICTB,
noyeyHslil TyOyJISpPHBIN alK103 WK TsKenble HHQEKLIMY MOYEBbIBOISIIMX MyTeH,
BBI3BaHHBIX Proteus spp.); HH(papKT MHOKapaa (B aHaMHese), cepjeyHast
negocratounocts -1V dynxunonansuoro kinacca (rno knaccupuxaunun NYHA),
HEKOHTpPOJIMpyeMasi apTepuajbHas TUIIEepTeH3us; IoYe4yHash HEeAOCTaTOYHOCTD,
redyeHo4YHas HeJI0OCTaTOYHOCTb.

[Ipumenenune npu 6epeMEeHHOCTH H B MEPHOJ IPYJIHOI0 BCKApMJIMBAHHUS

JlaHHbIe O IPUMEHEHHUH NPU OepeMEHHOCTH OrpaHUYEHBI.
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JKcrepUMeHTaIbHbIe HCCIe0BaHus, IPOBEICHHbIE Ha XKUBOTHBIX, yKa3blBalOT Ha
BO3MOKHOCTH 3aMeJUICHHUs BHYTPUYTPOOHOrO pocTa IMpH YPOBHE BO3IACHCTBHSA
MAEHTHYHBIX WM HECKOJBKO IPEBBIMIAIONINX KOHLEHTPalUUi MEeMaHTHHA [0
CpaBHEHMIO C TaKUMH Yy uejoBeka. [loTeHUHANbHBIH PUCK J1JIi 4esoBeka He
u3BecTeH. IlpuMeHeHue npernapara npu OEPEMEHHOCTH HE PEKOMEHAYeTCss U
BO3MOJKHO TOJIKO B TOM ClIy4ae, €clid OXuaaemas 1oJib3a JJisi MaTepu MPeBbILIACT
BO3MOXKHBIM PUCK U1 TUIOJA.
He M3BECTHO, MPOMCXOIUT JIM IKCKPELMsA MEMAHTHHA B IPYJIHOE MOJIOKO, TO3TOMY
KeHLMHAM, NMPUHUMAIOLUIMM MEMaHTHH, CJIeAyeT BO3AepXKaTbCsid OT KOPpMJICHHA
rPYIBIO.
HeT naHHBIX O BIMSHUU Ha (PEPTUIBHOCTD.
Cnoco® npuMeHeHHs H 103bl
Tepanuio MEMaHTHHOM CJIEyeT HauMHATh ¥ MPOBOANTH MO HAOJIIOJICHHEM Bpaya
C OMBITOM JAMAarHOCTHUKU Y JledeHus neMeHuuu Aunbureiimepa. Jlo Havdana nedeHus
HEeOOXOMMO O0ECIeUnTh yYXOJ 3a OOJBHBIM C LEJIBI0 PEeryJiipHOro KOHTPOJS
nmpuema Tperapara naiueHTom. J(MarHo3 ycTaHaBIMBAeTCs B COOTBETCTBHU C
NeHCTBYIONIMMH pEeKOMeHIaUMsAMU. [lepeHOCUMOCTE M JI03MPOBKa MEMaHTHHA
JIOJKHBI PETYJSIPHO TepecMaTpUBaThCs, JKelaTesIbHO B TEHEHHE TMEPBBIX Tpex
MecsiLieB Tocyie Hadana JedeHus. Ilocie sToro, KiuHM4eckas 3()(GeKTHBHOCTD
MEMaHTHHA U [EePEeHOCHMMOCTh MAaLlMEHTOM JIeYeHHS JOJIKHBI NE€PECMATPUBATHCA
COrNAcHO JEHMCTBYIOIIMM KJIMHUYECKHM pekoMenaauusM. [loanepikusatomiee
JedeHWe ~ MOXET  MpOJo/KaThes 10  JIOCTHIKEHHs  TOJIOXKHMTEJBHOrO
TepaneBTHYeckoro 3QQekta, U Noka MAUHEHT HOPMAJbHO MEPEHOCHUT JIeHEHHE
MeMaHTHHOM. [lpveM MeMaHTHHA CliefyeT [MpeKpaTuTb [pU  OTCYTCTBUH
MOJOKUTEILHOrO  TepaneBTHYeckoro ds¢Qexkra WK I[pH  HENEPEeHOCHMOCTH
MalMeHToM Ipernapara.
[IpenapatT cieayeT NPUHUMAThL BHYTPb OJMH pa3 B 1€Hb M BCErla B OAHO M TO e
BpeMsi, HE3aBUCHMO OT Mpuema nuid. HavynHath JiedeHHe MEMaHTHHOM
PEKOMEH/IYIOT C Ha3HaueHHst MHHUMAJIbHO Y (QEKTHBHBIX J103.

OpHEeHTHPOBOYHAS BeJIMUMHA IOIepKUBaloNIeH 103bl - 20 MI/cyT.
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CxeMma JleueHMs: B TeYEeHHe NepBON Helenu Tepanud (AHu 1-7) B 1o3e 5 Mr/cyT, B
TeyeHue BTOpoM Hemenu (aHU 8-14) B no3e 10 Mr/cyT, B TedeHHE TPEThel HEIEIH
(auu 15-21) B moze 15 mr/cyT, HaunMHas ¢ 4eTBepTOH Hexenu B jgo3e 20 mr/cyt
(yuuTbIBasl HEBO3MOXKHOCTb JIeJIeHHUs TaOJIETKH, PEKOMEHIYeTCs Ha Jrane
HapalMBaHUs JI03bI IPUMEHSTH MTperiapaT MeMaHTHHA B TabyeTkax 5 Mr uiau 10 mr
C PUCKOH).

MaxkcumarnbHas cytouHasi go3a 20 Mmr.

KoppeKLuu 1035l y MOXKUJIBIX MAalUeHTOB (cTaplle 65 jieT) He TpedyeTcs.

[lpy  yMepeHHOW  IOYEYHOH  HENOCTAaTOYHOCTH  (KJIIMPEHC — KpeaTHHHHA
50-80 MuI/MHH) KOppeKIust H03bl O00BIYHO He Tpebyercsa. Illpu KnupeHce
kpeaTuHuHa 30-49 MJI/MUH CyTOYHas 703a IepBOHaYalbHO He npesbimaer 10 mr,
3aTeM uyepe3 7 HeZlellb MPU YCIOBMH XOPOLLIEH MepeHOCHMOCTH /103a MOKET ObITh
nosbilIeHa BIUIOTh A0 20 Mr rmo craHaapTHoOM cxeme. Ilpu Tskeaod nmovyeqyHOH
HEJI0CTATOYHOCTH (KIIMPEHC KpeaTMHHHA 5-29 MII/MHMH) CyTOYHas J103a HE JI0JDKHA
npeBsIaTh 10 mr.

V NauueHToB ¢ JIEKMMU U YMEpPEHHBIMH HapylleHusiMU nedenn (kmacc A u B mo
knaccudukaunu Yaina-ITpi0) Koppekuust pexxuma 103MpoBaHus He TpeOyeTcs.
[ToGouHoe nelicrBue

B KJIMHMYECKMX HCCJIENOBaHMSX Yy MAlMeHTOB C  JeMeHuued  Obuin
3aperucTpUpOBaHbl  MOOOYHBIE peakUMH OT JIEKOH [0 CpeaHeH CTerneHH
BLID@KEHHOCTH M BCTpeuaroliuecs ¢ 0Oosiee BBICOKOM 4YacTOTOH B Trpyrre
MEeMaHTHHa, 110 CpaBHEHHUIO ¢ ruianebo: ronoBokpyxeHue (6,3 % nporus 5,6 %,),
rosioBHas 6ok (5,2 % nporus 3,9 %), 3anop (4,6 % npotus 2,6%), COHIMBOCTD
(3,4 % nporus 2,2 %) u runepronus (4,1 % nportus 2,8 %).

[Tobo4yHble peaklMu KiaccH(UIMPOBAHbI M0 KIMHHYECKHUM MpPOSIBIECHHUSIM (B
COOTBETCTBUM C IOpPaKEHHEM OIpeJeJICHHbIX CHCTEM OpPraHOB) M MO 4YacTOTe
BCTPEYaeMOCTH:

04eHb yacTo - >1/10;

yacTto - >1/100 no <1/10;

HeyacTo - >1/1000 no <1/100;



peaxo - >1/10000 no <1/1000;
ouenb peako — <1/10000, Bkitoyast OTAeNbHbIe COOOLIEHHUS.

Co cmoporbl yeHmpalbHOU U nepuhepuyeckoll HepeHoU CUCEMbL.

YacTo: rosoBHas 6OJU>, I'OJIOBOKPYIKEHUE, COHJIMBOCTL, HAPYIICHHUE PABHOBECHSI]
Heuacro: HApyUICHUEC ITOXOAKHU,

Pe1xo: noBbIlLIEHHAS YTOMIIAEMOCTD,

Ouensb PEAKO: STTWJICTITUHYCCKUEC IMTPpUTTaaKH, CYTJOPOTH.

Hapviwerus co CMOPOHbLL NCUXUKU.

Heuacro: JCTIpEeCCusl, IMOBBLILICHHAs BO36leI/1MOCTI>, HapylweHHne CHa, CITYTAaHHOCTb
CO3HaHMs, a)KUuTaluus, raJlyitoiMHaluu,
YacToTa HeM3BEeCTHA: IICUXOTHYECKHE pe€akluru, CynunaaJIbHbIC MBICIIHA.

Co cmopoHbl cepOeyHO-cOCYOUCMOU CUCTMEMDL.

YHacTo: NoBbIlLIEHUE apTePUATBHOTO AaBJIEHUS;
HeuacTo: BeHO3HBIH TpoMOO3/TpoMO0OIMOOHS, NOPOKH Cepaua, cepaedHas
HEJ10CTaTOYHOCTb.

Co CHIOPOHDbI (')/CQJZVOOL[HO-KMWQI{HOZO mpakma.

YacTo: 3anop;
HewacTto: TomiHoTa, pBoTa;
YacToTa HeM3BEeCTHA: MAHKPEaTHT.

Co cmopoHbl neyeHu U JHce1iesobl8o0Auux nymeil

Yacto: HapyweHue GyHKIHOHATBHBIX TPOO MeveHu;
YacToTa HEU3BeCTHA: I'ernaTHr.

Co CIMOPOHDbI ObIXamebHOl CUCIEMbL!

YacTo: oablllIKa.

Hripexyuu:

HewacTto: rpubkoBbIe MH(EKIIUH.

Co cmopoHbl UMMYHHOU CUCINEMDbL:

HacTo: NoBBILLIEHHAS YYBCTBUTEILHOCTD K Mperapary.

Qowue peakyuu:

Heuacro: obuias ciabocTs, ajjepruyeckue peakiuu.

































