COOTBETCTBYET 3KCMEPTHOMY OTYETY

ot 17.10.2025 N= 26081

OBILAS XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA "0

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA
Memantun KaHoH, 5 Mr, TaGJI€TKH, TOKPBITHIE TUICHOYHON 000JIOYKOA.
Memantun Kanos, 15 mr, TaGJIeTKH, TOKPBITHIC INIEHOYHOM 000JIOYKOM.
MemanTu Kanos, 20 mr, TabneTKH, TOKPHITHIE TNIEHOYHON 000JI0YKOH.
2. KAUECTBEHHBII M1 KOJIMYECTBEHHBIN COCTAB
JeiicTBytollee BEEeCTBO: MEMAHTHHA THAPOXIOPHI.

Mewmantud KagoH, 5 Mr, TaOJE€TKH, HOKPBITEIE IJIEHOYHONH 000JI0YKOM.

Kaxxnast Tabierka comepKUT 5 MI MEMaHTHHA THAPOXIIOPUA.
BcmomorarenbHbIe BElIeCTBa, HATMYHE KOTOPHIX HAO YYHTHIBATH B COCTAaBE JIEKAPCTBEHHOTO
npenapara: j1laktosa (cm. pasuen 4.4.).

Mewmantul KadoH, 15 Mr, Ta0lIeTKH, DOKPBITHIE IIEHOYHONH 000JI0YKOM.

Kaxxmast Tabierka coepkut 15 Mr MeMaHTHHA THIPOXJIOPU/IA.
BcmomorarenbHbIE BEIIECTBA, HATMYHE KOTOPBIX HAO0 YYHTHIBATH B COCTABE JICKAPCTBCHHOTO
npenapara: Jlaktosa (cm. pasuen 4.4.).

Mewmantur Kanon, 20 Mr, Ta0JIeTKH, DOKPBITHIE IIEHOYHONH 000JI0YKOM.

Kaxxnas tabnerka conepxkut 20 MI MEMaHTHHA THAPOXJIOPU/IA.

BcenomorarenbHble BellecTBa, HaJTU4YME KOTOPBIX HATO YUYUTHIBaTh B COCTAaBE JIEKAPCTBEHHOIO
npenapara: aktosa (cM. pazzuen 4.4).

[TosHBINM epeueHb BCIOMOTaTeIbHBIX BEIIECTB IPUBEAEH B paszeine 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, NOKPHITHIE MIIEHOYHOW 000I0UYKOM.

TabneTku Kpyrible IBOSKOBBINYKIIbIE, MOKPBIThIE MICHOYHOM 000J0YKONH Oenoro wiu MOYTH
Oenoro LBera.

4. KIMHUYECKUE JAHHBIE

4.1. Iloxka3aHusl K NPUMEHEHHIO

MemanTtia KaHoH nokaszaH K IPUMEHEHHIO Y B3pOCIBIX B Bo3pacTe oT 18 jer.

JleMeH11s arbLIreiMEpOBCKOIO TUIIA YMEPEHHOU U TSDKEJION CTEIICHU.

4.2. Pe:xuM 103UPOBAHUSA U CIIOCO0 NPUMEHEHUA

PexuMm mo3upoBaHus

Bspocnvie
Jleyenue crienyeT HAaYMHATH W TPOBOAWTH IMOJA HAONIOJCHHWEM Bpaya, MMEIOIIETO OMBIT B
JTUArHOCTHKE U JICUEHUM JeMEeHLMH Ipu Ooje3Hu AmblreiiMepa. Tepamuio cienyeT HauMHATh

TOJIBKO MPY HAJTMYUU YXaKHUBAIOILIETO YeI0BEKa, KOTOPBIM OyAET peryssipHO CIEAUTD 3a IPUEMOM
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JIEKapCTBEHHOr0 TIpernapara maiueHToM. [lu HOCTHK'SJ_I%‘HGT_)IJJI?E'E'I' iﬁ'Tg'BE%T"‘Jp%ﬁloymT'b B

COOTBETCTBUU C JICHCTBYIOIIUMH PEKOMEHIAITUSIMHU.

IlepeHoCMMOCTh M J03UPOBKY MEMAHTHHA CJIEAYET MEepecMaTpuBaTh HAa PEryJSIPHON OCHOBE,
JKeJIaTeIbHO B TEUCHHE TPEX MECALIEB Iocie Havyasa JiedeHus. [Toce 3Toro KIIMHUYeCcKyto MoJb3y
MEMaHTHHA ¥ IEPEHOCUMOCTb JICUSHHUS MAlIUEHTOM HE00X0JUMO MepecMaTpUBaTh Ha PEryJIsIpHOI
OCHOBE B COOTBETCTBHUH C JICHCTBYIOINMHU KIMHUYCCKUMH PEKOMEH 1AM,
[TonneprkuBaroliee Ie4eHNE MOXKHO IPOI0JIKATh HEOIIPEJIEIEHHO J10JIT0, TIOKa TeparneBTUYECKU
s dexT sBaseTcs 6aronpusATHHIM, U MOKA HNAIlMEHT XOPOIIO MEPEHOCUT JICUeHHE MEMAHTUHOM.
[Ipy OTCYTCTBUU MPHU3HAKOB TEpareBTUYECKOW 3(PPEKTUBHOCTH WM MPU HENEPEHOCHUMOCTH
MAlMEHTOM JICUCHHUSI CIIEYET PACCMOTPETh BO3MOKHOCTh MPEKPAILICHUS TPUEeMa MEMaHTHHA.
MakcumManbHasi CyToyHas 103a cocrasisieT 20 mr.

Jns  cHUXKEHHS pUCKAa HEXENATeNbHBIX pEakuid HaudajdbHYI0 03y MOBBIIIAIOT IO
NOJNJEP)KUBAIOIIEH IMMyTeM TUTPOBAHUA MO 5 MI B HENENI0 B TEYCHHE IMEPBBIX 3 HEAelb
CJIEAYIOIIUM 00pa3oM:

-1 Henens (nenp 1-7): Ha3HayaroT 1o 5 Mr 1 pa3 B CyTKH.

2-a nepens (neup 8—14): HaznavaroT no 10 mr 1 pa3 B CyTKH.

3-1 Hepens (nens 15-21): Haznavatot no 15 mr 1 pa3 B cyTku.

4-51 Heens U nanee: HazHavatot 1o 20 Mr 1 pa3 B CyTKH.

Pexomengyemas moaaepsxkuBaromias 1o3a cocrapisier 20 mr 1 pa3 B CyTKH.

Oco0bIe I'pynnbl HaMCHTOB

Tayuenmoi noscunozo eospacma

[To maHHBIM KIIMHUYECKUX MCCIIEIOBAaHHUNA, pEKOMEHAyeMas /1032 U AallMEeHTOB cTapiie 65 jer
cocrapisieT 20 Mr B CyTKH.

Tayuenmoi ¢ HapyweHuem QyHKyuy novex

VY manueHTOB ¢ HE3HAUMTENbHBIM HapylleHueM (yHKuuu mouek (knupeHc kpeatuHuHa (KK)
50— 80 mu1/mMUH) KOppeKIus 103bI He TpeOyeTrcs. Y MalMeHTOB C YMEPEHHOW IMOYeUYHOH
HenocrarouHocThio (KK 30-49 mn/mMun) cyrounas nmosa cocrtasisier 10 mr. Ilpm xopomreit
MEPEHOCUMOCTH TIpernapara B TeueHHe Kak MUHUMYM 7 THEH JIeYeHHsI 103y MOKHO YBEITUYUTH 10
20 Mr B CyTKM MO CTaHIAPTHOW CXeMe THUTPOBaHHs. Y TAIMEHTOB C TSDKEIOW MOYEYHOU
HenoctatouHOCThIO (KK 5-29 Mi/mMun) cytounas no3a cocrasmsieT 10 mr.

Tayuenmol ¢ HapyweHuem yHKyuy neyeHu

VY mamueHToB ¢ JETKUM WU yMEpPEHHBIM HapylieHneMm (QyHkuuu nedenu (kimacca A u B mo

knaccupukanun  Yaina-I1er0) xoppekuuss n03bl He Tpedyerca. [laHHble O NpUMEHEHHUH
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MEMaHTHHA Yy TAIMEHTOB C TSDKEJIOW TMeYeHOYHON 'qén&%%oﬁgt %T—'CIVICTBVGT

PEKOMEHIyeTCsl K IPUMEHEHHUIO Y TAIIMEHTOB C TSKEJION MeUYEHOYHON HEJJOCTATOYHOCTHIO.

eTH
[IpenapaT npoTUBOIIOKa3aH K MIPUMEHEHHIO Y IeTel U MOJPOCTKOB B Bo3pacTe 10 18 yer.
be3onacHocTh u 3 dexkTnBHOCTH Tpenapata Memantud Kanon y nereii B Bo3pacte ot 0 10 18 ner
HE YCTaHOBJICHBI. J|aHHbIE OTCYTCTBYIOT.

Cnooco0 nnpuMeHeHus

[Ipenapar ciexyer mprHUMATh BHYTPh OJMH pa3 B I€Hb, B OHO M TO K€ BPEMsl, HE3aBHCUMO OT

npueMa IHIIH.

4.3. [IlpoTuBONOKA3aAHMS

e [ UNEepUYyBCTBUTEIBHOCTh K MEMAHTHHY WM K JIOOOMY W3 BCIIOMOTAaTEIbHBIX BEIIECTB,
NIEPEYUCIICHHBIX B pa3zaene 6.1.;

e TsDKeNas IeYCHOYHAs Hel0OCTaTOYHOCTD;

e OepemeHHOCTH (cM. pazzaen 4.6.);

e [IepUOJ IPYAHOIO BCKapMiIMBaHUsl (M. pasjen 4.6.);

e Bo3pacT 10 18 m;er (B CBSA3M C HEOOCTaTOYHOCTHIO JAaHHBIX 110 OE30MacCHOCTH |
3¢ peKTUBHOCTH).

4.4. OcoOble ykazaHusl 1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

C 0CTOPOXKHOCTBIO HA3HAYAIOT MAlMEHTaM C THPEOTOKCUKO30M, SMUIIETICUEH, CYI0pOraMH (B TOM UKCIIe
B aHAMHE3€) U [ALEeHTaM ¢ (haKTopamMy prcKa pa3BuTust srmencuu. CrieyeT n3deraTb 0THOBPEMEHHOTO
npuMeHeHns1 anTaronnctoB NMDA-perientopoB, Takux Kak aMaHTaiH, KeTaMHH, JeKCTpoMeTopdaH,
JTAHHbIE COEMHEHMs BO3ACHCTBYIOT Ha Ty K€ CHCTEMY PpELENTOpOB, YTO U MEMAaHTHH, MO3TOMY
BO3MOJKHO Pa3BUTHE 00JIee YacThIX WM 00Jiee BHIPAKEHHBIX HEXKENATeNbHBIX PEAKIIMii, B OCHOBHOM CO
CTOpoHHI leHTpabHON HepBHOU cucTeMbl (LIHC) (cm. pasnen 4.5.).

Hamiume axropos, moBeimaronmx pH moun (cMm. pazgen 5.2.), MOXKET ToTpeOoBaTh TIIATEIHLHOTO
HabmrosieHust 3a naupeHToM. K takim hakropam OTHOCHTCS pe3Kasi CMeHa IUEThI, HalpuMep, Iepexo/1 Ha
BEreTapuaHCTBO, I OOWIIBHBIN IPUEM LIETOYHBIX XKeTy104uHbIX Oydepos. Kpome Toro, pH moun moxer
MOBBIIIATHCS TIPHU TIOUSYHOM KaHAJBIIEBOM allUJ103€ WITH TSHKETBIX HHPEKIMSIX MOYEBBIBOISIIMNX MTyTEH,
BBI3BaHHBIX Proteus bacteria.

W3 GoNbIIMHCTBA KIMHUYECKUX MCIBITAHUM MCKITIOYAINChH MAIMEHThI, HEeIaBHO MepeHecie HHMapKT
MHOKapJa WM HMMEIOLIMe HEKOMIICHCHUPOBAHHYIO 3aCTOMHYIO CEpIICYHYIO HEAOCTaTOYHOCTH (KJIacc

ITI- VI no NYHA), HEeKOHTpoMpyeMyro apTepHaIbHyIO THIIEPTEH3HUIO, IEYEHOUHYIO HEIOCTaTOUYHOCTD
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— . ~
JIETKOM W CpefHel creneHu TsbkecTH (kimaccel A g B mo Iaaccna)gﬂgauﬁﬁ‘ %KJ' ITIOMV B

OTHOUICHUH TMMAlUCHTOB C JAaHHBIMUA COCTOSHUAMU MMCIOTCA JIMIIb OrpaHUYCHHBIC HAHHBIC, U TAKHC
IMaCHTBI JOJDKHBI HAXOAUTHCA 1104 TINATCIIbHBIM Ha6JIIOI[€HI/IeM.

BcnoMorareabpHEIC BEIECTBA

[Ipemapar coxepxkut makTo3y. IlammeHTam ¢ peako BeTpevarouieiicss HacleACTBEHHON
HENIEPEHOCHUMOCTBIO TallaKTO3bl, ACPHUIIMTOM JAKTa3bl JIOMAPEH WM TIFOKO30-TalaKTO3HOU
MababCopOIMel He CIelyeT MPUHNUMATH 3TOT Iperapar.

4.5. B3aummopgeiicTBMe ¢ JPYrHMM JIEKAPCTBEHHBIMHM MpenaparaMd W Jpyrue BH/bI
B3aNMOJAEeHCTBUSA

.HGBOZLOHa, AroHuCThI IIOd)aMI/IHOBI)IX PELCTITOPOB U M-XOJH/IHO6JIOKI/IDVIOHII/IG CpeacTBa

[Ipy 0HOBpEMEHHOM IPUMEHEHUHU C MpenaparaMu JIEBOJIOIbI, aHTarOHUCTaMH J10()aMHUHOBBIX
pEeLenTopoOB, M-XOJIMHOOI0OKATOpaMH JeHCTBHE MOCIEAHUX MOXKET YCHUIIUBAThCSL.

BaD6I/ITVDaTbI 1 HEHMPOICITUKU

[Ipu ogHOBpEeMEHHOM MpHUMEHEHHH ¢ OapOuTypaTtamMu, HEHPOJICNITUKAMH JCHCTBHE TMOCIEIHUX
MO>KET YMEHBIIAThCA.

JlaaTpoiieH u OaxkinodeH

[Ipy cOBMECTHOM MPUMEHEHHMH MOXET HW3MEHUTh (YCHJIUTh WM YMEHBIIUTH) JEHCTBUE
JaHTpoJIeHa WK 6akiodeHa, M03TOMY J103bl IPENnapaToB cleAyeT NoA0MPaTh HHANBUAYAIBHO.

AMaHTaaui, KetaMmuH, GeHUTONH U JIeKCTpoMeTopdan

Crnenyer u3beratb OJHOBPEMEHHOI'O NpHEMa MEMAaHTHHA C aMaHTAJUHOM H3-3a MOBBIIICHUS
pucka pa3BuTus 1cuxo3a. O0a BellecTBa SBISIOTCS XUMHYECKH pOJCTBEHHBIMH NMDA-
aHTaroHUcTamMu. To ke caMoe OTHOCUTCS K KOMOMHHUPOBAHHOMY NPHUMEHEHHI0O MEMaHTHHA C
KETaMMHOM U JAeKcTpomeTropdaHoMm. B nmuTepaType Takxke omucaH ciydail MOAOOHOTO pUCKa
KOMOUMHHUPOBAHHOTO NPUMEHEHHSI MEMaHTHHA C (DEHUTOMHOM.

[MuMeTUAMH, pAHUTUAWH, IPOKAMHAMM, XMHUJINH, XUHUH, HUKOTHH

B0o3MOXXHO TOBBINICHHE B INIa3Me KpPpOBH KOHIOCHTpAalMKM OHUMETUIWHA, PpPaHUTHIHWHA,
IMpOoKanHaMHuJa, XUHUJWHA, XUHWHA U HUKOTHWHA ITPU COBMECTHOM MMPUEME C MCMAHTHHOM.

['uapoxa0poTHa3UI

Bo03MOXHO CHMXEHHE YPOBHS T'MIPOXJIOPOTHA3HIA IPU COBMECTHOM MPUMEHEHUU MEMAHTHHA C
TUAPOXJIOPOTHAZUIOM WU JIFOOON KOMOWHAIIMEH, Co/lep Kalled THAPOXJIOPOTHa3Hd. MeMaHTUH
CMOCOOEH YBEIMYHMBATH IKCKPEIHIO THAPOXIOPOTHAZHIA.

HenpsMble aHTHKOATYISHTBI

Bosmoxno noseimieane MHO (MC)K,ILYHapOIlHOC HOPMAJIM30BaAHHOC OTHOIJ_ICHI/IC) Yy NanucHTOB,

MPUHUMAIOIIUX HEMPSIMbIC aHTUKOATYJISIHTHI (BapdapuH).
4
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AHTUIETIPECCAHTHI, CEICKTUBHBIC MHTHOUTOPDI 06DaTHdﬂ;:l3;lMIgélﬁg%Hg I}/; -Elﬁlj:ll/l‘é%lopbl

MOHOAMHMHOKCHIa3bl

OnHOBpEeMEHHOE TPUMEHEHUE C AaHTUICTIPECCAHTAMHU, CEJICKTUBHBIMA UHIMOUTOpaMU 00paTHOTO
3axBaTa CEPOTOHWHA M MHTMOMTOPAMHU MOHOAMHUHOKCHJIa3bl TPEOYET TIIATEIHHOTO HAOIIOICHUS
3a MaleHTaMU.

B ycnoBusix in vitro MmemanTu He uaruoupyet uzodpepmentet CYP1A2, 2A6, 2C9, 2D6, 2E1, 3A,
(d1aBUHCOICPKAITYIO MOHOOKCHAA3Y, AMOKCHITHIPOIA3y WU CYIb(aTHPOBAHUE.

FJ'II/I66HKJ'IaMI/II[, Mer)ODMI/IH " JOHCIIC3UI

®apMakoJIOruueckoe B3aWMOJACUCTBHE MEMaHTHHA C [IMOCHKIAMHUAOM, MET(HOPMHUHOM WU
JIOHETIE3UJIOM OTCYTCTBYET.

lananTamMuu

B KIMHUYECKOM HCCIEIOBAaHUM C YYaCcTHEM MOJOJBIX 30POBBIX J0OpPOBOJBIEB HE OBLIO
BBISIBJICHO HUKAKOT'0 3HAYMMOI'0 BIUSHUS MEMAHTHHA Ha ()apMaKOKHMHETHUKY rajlaHTaMUHa.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTDb U JAKTALMS

bepemeHHOCTD

B cBsBM C BO3MOXKHOW 3aJIEp’KKOM BHYTPUYTPOOHOro pasButHsa mpernapar Memantun KaHon
MPOTUBOIIOKA3aH TIpu OepeMeHHOCTH. KimMHMYeckue IaHHbIE O TpUEME MEMaHTHHA BO BpeMs
OepeMEHHOCTH OTCYTCTBYIOT. VcciieoBaHus Ha JKUBOTHBIX CBHIICTEIILCTBYIOT O BOSMOYKHOM 3aJICPIKKE
BHYTPUYTPOOHOTO PAa3BHUTHS TIPH TPHMCHEHWM TIperiapata B J103aX, AHAJIOTUYHBIX WM HEMHOTO
MPEBBIIAOIINX JI03bI, IPUMEHSIEMBIE Y YeTIOBEKa.

Jlakranus

HewsBecTHO, MPOHMKAET JI1 MEMAHTHH B TPYIHOE MOJIOKO, OJTHAKO, YIUTHIBAS JINITO(UITEHBIC CBOWCTBA
CYOCTaHITIH, 3TO SBIISICTCS BEPOSTHBIM. JKESHIIMHAM, TIPUHUMAIOIINM MEMAHTHH, CJISAYeT BO3/ICPyKaThCSI
OT IPYIHOTO BCKapMITMBAHUSL.

DepTUAbHOCTD

JloKIIMHUYeCKUe UCCIIEJOBAHMS MYXCKOM 1 )KEHCKOW (PepTHUIIHLHOCTH HeKelaTeIbHbIX 3 ()EKTOB
MPUMEHEHHS MEMAaHTHUHA HE BBISIBUJIM.

4.7. Bausinne Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPeACTBAMH H pPadorarh ¢
MeXaHU3MaMH

VY manueHToB ¢ 00Je3HpI0 ANBITeiMepa Ha CTAAUU YMEPEHHON M TsDKEJION JEMEHITUU OOBIYHO
HapyIlIeHa CIIOCOOHOCTh YIPAaBISATh TPAHCIIOPTHBIMHU CpeACTBaMH, MexaHuamMamu. Kpome Toro,
MEMaHTUH MOXXET BBI3BATh M3MEHEHUE CKOPOCTH PEaKLUH, [MO3TOMY MaI[MeHTaM HEeOOXOIMMO
BO3/IEP)KUBATHCS OT YIPABJICHUS TPAHCTIOPTHBIMU CPEICTBAMH U PaOOTHI C MEXaHU3MAMHU.

4.8. HexkennaTeibHble peakunuu
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(NOCNEQCBATENEHOCTE 0003)

Pesrome mpoduist 6e3onacHoCTH

B xiIMHWYECKMX HCCIEHOBAaHUSIX JAEMEHIIMU OT JIETKOM JI0 TSKEJIOW CTENEHU C Y4acTHEM
1784 nmareHToB, MOTYYaBIIMX MEMAaHTHUH M MAIIMCHTOB, MMOTYYaBIINX Iane0o, oOmas yacrora
CIy4aeB HE)KeNaTeNIbHbIX peaklMii Ha MEMaHTHH HE OTJIMYajach OT TaKOBOW IpU IMpueme
1ane0o; HeXxeNnaTeabHble PeakIIMi UMEH JIETKYIO0 UM YMEPEHHYIO CTENEHb TSKECTH.
Haubonee pacrpocTpaHeHHBIMU HEXKENATEIbHBIMU PEAKIIUSIMHU, YACTOTA KOTOPHIX ObLIA BBIIIE B
rpyIIie Je4eHsi MeMaHTHHOM I10 CPAaBHEHMIO C TPYIIIOH I1ane6o0, ObuIn rojoBokpyxenue (6,3 %
npotuB 5,6 %, COOTBETCTBEHHO), royioBHasi 0ok (5,2 % npotus 3.9 %), 3anop (4,6 % mpotus
2,6 %), counuBocTh (3,4 % mpotuB 2,2 %) u mnoBbllIieHUE aprepuaibHoro nasienus (4,1 %
npotus 2,8 %).

PesroMe HexxenaTeabHbIX PEAKIINT

HexenarenbHbie 3¢ GeKThl KilacCu(UIMPOBAHBI B COOTBETCTBUH C YaCTOTOM UX PA3BUTHS: OUYCHb
gacto (>1/10), wactro (>1/100, Ho <1/10), Heuacto (>1/1000, o <1/100), peaxo (>1/10000, HO
<1/1000), ouens peako (<1/10000), gacTora Hen3BecTHA (HA OCHOBAHHHM WUMEIOIIMXCS TAHHBIX
OIICHUTH HEBO3MOKHO).

Hngpexyuu u uneasuu

HeuacTo — rpubkoBbIe HH(DEKITUN.

Hapywenus co cmopoHbl uMMYHHOU cUCmeMbl

YacTo — THIepIyBCTBUTEIHFHOCTS K KOMIIOHEHTaM TIperiapara.

Tcuxuueckue napyuenus

YacTo — COHITMBOCTB; HEYACTO — CIIYTAHHOCTH CO3HAHMS, MA/UTIONUHALINK |, 4acTOTa HEM3BECTHA —
TICHXOTHYECKHE PEAKIIIU-.

Hapywenus co cmopoHbl HepsHOUL cucmembl

YacTto — romoBOKpYXKeHHE, HapylIeHHEe PaBHOBECHS; HEYACTO — HApPYIICHHE MOXOIKH; OYEHb
PENKO — CYAOPOTH.

Hapywenus co cmoponwl cepoya

Hewacro — cepiieyHast HeJJOCTaTOYHOCTb.

Hapywenus co cmoponwl cocyoog

YacTo — MOBBIIIEHUE apTEPUATBHOTO JABIICHHUS; HEYACTO — BEHO3HBINM TPOMOO3/TpoMO0IMOOTHSL.
Hapywenus co cmopoHbl 0biXxamenibHOU CUCIEMbl, OP2AHO8 2PYOHOU KIemKU U CPeOOCHeHUs
Yacto — ofpIKa.

Kenyoouno-kuweynvle napyuienus

YacTo — 3amop; HeYacTo — TOIIHOTA, PBOTA; YACTOTA HEM3BECTHA — ITAHKPEATUT?,

Hapywenus co cmoponvl neuenu u sxcenuedbl8o0auux nymeti
6
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YacTto — MHOBBIIIEHHE OMOXUMUYECKUX I[TOKa3afeliel d)VgIG_IPH:II %TE%&; 'I-;IéPIS'BFB(—TL-‘Ha —

TeTaTHuT.

Obwue napyweHus u peakyuu  Mmecme 668e0eHUs.

4acTo — roJIOBHasi 00JIb; HEYACTO — YTOMIISIEMOCTb.

! Tanmonuuanuy HaGMOANKCh TIABHBIM 00pa30M y MAlMEHTOB ¢ 060Je3HbI0 AblreiiMepa Ha
CTa/IUU TSXKEIION TeMEHITUH.

2 EqvHUYHBIE CITydaH, COOOIIEHUS O KOTOPBIX TIONYYEHBI B TOCTPETHCTPAIOHHBIN HEePHOI.

OmnmncaHne OTACIBHBIX HEXKEIATSAbHBIX PCaKITAM

HmeroTes oTenbHbIE COOOIIEHUS 0 BOSHUKHOBEHUH CIIEAYIOIINX HEXKEJIATEeNIbHBIX PeakLui npu
IPUMEHEHUU Tpenapara B KIMHUYECKOM IpaKTUKE: arpaHyjloLUTO3, JIEWKOINEHUs (BKIIouas
HEUTPONEHUIO), NAHIIUTONEHUS,, TPOMOOLIUTONEHHSI, TPOMOOLIUTONIEHUYECKasl ypIypa, ocTpas
[IOYEYHAsl HEJOCTaTOUYHOCTb, cuHApoM CtuBeHca-/[oHcoHa.

[Tpu 6one3nu AnbureiiMepa y NaliMeHTOB MOT'YT BO3HUKATh JEMPECCHs, CYUIIMIAIbHbBIE MBICIIH U
NONBITKM cyuuuaa. B pamMkax MOCTpPErMCTpallMOHHOIO MPUMEHEHUsS CcOoO0IaIoch O
BO3HMKHOBEHHH YKa3aHHBIX HEKEIATEIbHBIX PEAKLNN Y MTALIMEHTOB, IPUHAMABIIAX MEMAHTHH.

COO6H.I€HI/IC O IMOA03PEBACMBIX HCKCIATCIbHBIX PCAKIIUAX

BaxHo coo0mare 0 MMOJ03peBaeMbIX HEXKENATeNbHBIX PEaKIUsX IOClie PETUCTpaluu
JIEKApCTBEHHOTO Tpernapara ¢ 1eJbl0 00eCTIeUeHHs] HEMPEPHIBHOTO MOHUTOPUHTA COOTHOIIICHUS
«IOJIb3a — PHUCK» JICKAPCTBEHHOTO mpemnapara. MeauIMHCKUM pabOTHHUKAM PEKOMEHIYETCS
coo0IIaTe O JIOOBIX MOJ03PEBACMBIX HEXKENATEIbHBIX PEaKIUAX JEKapCTBEHHOTO IMpemnapara
yepe3 HallMOHAJLHBIE CUCTEMBI COOOIICHHS O HEKEIaTeNbHBIX PEaKIHIX TOCyIapCTB — YJICHOB
EBpazniickoro 53K0OHOMHUYECKOT0 COK3a.

Poccniickas @enepanus

®denepanbHas ciryx0a 1Mo Haa30py B cdepe 3apaBooxpanenus (Poc3apaBuanzop)

Anpec: 109012, r. Mocksa, CiaBsiHCKast miiomanb, 1. 4, ctp. 1.

Ten.: +7 800 550-99-03.

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru

Caiit B nH(GOPMAIMOHHO-TEIEKOMMYyHUKAIIMOHHOM ceTh «HTepHeT»:

https://www.roszdravnadzor.gov.ru
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4.9. Ilepeno3upoBka

HNMeroTcst TOMBKO OrpaHUYEHHBIE JaHHBIE O MEPEI03UPOBKE, MOJTYUCHHBIE B X0/1€ KIMHUYECKUX
HCCIIEIOBAHUI U B OCTPETUCTPALIMOHHBIN IEPUOI.

CuMnOTOMBI

City4an OTHOCUTENBHO 00JIbIION Tiepeno3upoBkH (mpuema 200 Mr ogHOKpaTHO B 105 Mr B CyTKH
B TE€UYCHHUE 3 JTHEH, COOTBETCTBEHHO) COMPOBOKAAIKCH JINOO CUMITOMAaMH yCTAJIOCTH, CI1a00CTH
u/wim auaped, au00 HE COMPOBOXKIAINCH KAaKMMHU-THOO cuMOTOMamu BooOmie. B cmywasx
NepeI03UPOBKH C MPUEMOM 7103bl MeHee 140 MI OJJHOKpaTHO UITH B Cllydae MpHeMa HeU3BECTHON
J03bl Y TAIMEHTOB HAO0JI0/aINCh CHUMIITOMBI CO CTOPOHBI IIEHTPAJIbHOW HEPBHOW CHUCTEMBI
(CIIyTaHHOCTh CO3HAHMS, BSJIOCTh, COHJIMBOCTb, TOJIOBOKPYKEHHUE, AXKUTAIUs, arpeCCUBHOCT,
TALTIONUHAIMN ¥ HAPYIICHUS TOXOJKH) W/WIH CO CTOPOHBI JKEITYJAOYHO-KHIIEYHOTO TPaKTa
(pBOTa M AMapes).

B camom TspkenoM ciydae mepeno3UpOBKM MAIMEHT BBDKHI MOCIE MpueMa BHYTPh B 0OIIei
cinoxHoctd 2000 M MEMaHTHHA, COINPOBOXKAABILErOCS MOPAKEHUEM LIEHTPAJIbHON HEpBHOM
cucteMbl (koma B Teuenue 10 nHei, mo3gHee — aurionus U axutanus). [lanuent momydan
cuMITOMaruyeckoe JedeHne u 1uiazmadepes. IlanmeHT BbI3gOpoBen 0e3 HEOOPATUMBIX
OCJIECICTBUMN.

B npyrom cinydae Oonbloil mepeso3upoBKU, MAallMEHT TakKe BbDKUI W BbI3gopoBeln. [lanueHT
npuHs1 BHYTph 400 M MEMaHTHHA OJHOKPATHO. Y TAIllMEeHTa Pa3BIIUCh CUMIITOMBI CO CTOPOHBI
[EHTPaJIbHON HEPBHOM CUCTEMBI, TaKHe KaK OECIIOKOWCTBO, ICUX03, 3pUTEIbHbIC TaLTIOIIMHALINY,
CHUKEHHUE MTOpora CyJOPOKHOM TOTOBHOCTH, COHJIIMBOCTb, CTYIIOP U NIOTEPS COZHAHMUSL.

Jleuenune

B cnydae nepeno3upoBku JieueHHE JOKHO OBITh cUMIITOMaThudecKuM. CIieluaabHOTO aHTHI0Ta
Py MHTOKCHUKAIIMM WM Tepelo3UpoBKe He cymiecTByeT. [Ipm HEoOXOauMOCTH MPOBOISAT
CTaHJapTHHIE JIe4YeOHbIE MEPONPUSITHS, HAPpaBICHHbIC HAa BHIBEJCHNUE U3 OPraHW3Ma aKTUBHOTO
BEIIECTBA, TaKWe€ KaK TPOMBIBAHUE JKETy/IKa, TPUEM aKTUBHUPOBAHHOTO yris (Ims
MIPEAOTBPAIEHUS TOTEHITUATBFHON PEIMPKYIISAIUN B KAIIEYHUKE U TIEUYEHH ), TTOJKUCICHUE MOYH,
dbopcupoBaHHBIN TUYypeE3.

[Tpu mosIBIEHWU MPU3HAKOB M CHUMITOMOB OOIIEH THMEPCTUMYISIUU EHTPATbHOW HEPBHOM
CUCTEMBI CJIeTyeT IPOBOAUTH CUMIITOMATUYECKYIO TEPAIUIO C OCTOPOKHOCTBIO.

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoauHAMHYECKHE CBOICTBA

dapmakoTepaneBTUUYeCKas rpymna: CUX0aHAIECNITUKU; CPEACTBA JIsl JICUSHUS JJEMEHIIUN; IPyTUe

cpeacTBa Jul JICHCHUA JCMCHIIUU.
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Mexanusm neiicTBus

[TosiBnsieTcss Bce OOJbIE JOKA3aTENBCTB TOTO, YTO HapyIIEHHE pabOTHl TTyTaMaTepruyecKoi
HEHPOTpaHCMHUCCHHM, B 4YacTHOCTH N-Merui-D-acmaprar-penientopoB (NMDA-penentopos),
CIOCOOCTBYEeT  KaKk  BO3HMKHOBEHHIO  CHMIITOMOB, TaKk M  MPOTPECCHUPOBAHUIO
HEeNpoJereHepaTuBHOM 1EMEHIIUU.

MeMaHTHH SBJISIETCS TOTEHIMAI03aBUCUMBbIM HEKOHKYPEHTHbIM aHTaroHuctom NMDA-
penentopoB ¢ ymepeHHoi adpduHHOCTHIO K HUM. OH OKa3bIBaeT MOAYIUPYIOIIEE AeWCTBUE MpU
MaTOJIOTMYECKH TOBBIIIEHHBIX TOHWYECKMX KOHUEHTpAUusX TIJyTamara, KOTOpPblE MOTYT
NPUBOANUTh K HEWpPOHANBbHOW auchyHKuMU. Perynmmpyer HWOHHBIM TpaHCIOPT, OJIOKUpPYET
KaJIbL{MEBbIE KaHAJbl, HOPMAJIN3yeT MEMOpaHHbIH MOTEHLMAN U YJIyd4llaeT IpoLecc Neperayn
HEPBHOTO MMIYJbCA. YJIYy4llIaeT KOTHUTUBHBIE IPOLECChl W TOBBIIAET I1OBCEIHEBHYIO
AKTHUBHOCTb.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AOGcopouus

MemaHnTuH uMeeT aOCOJIOTHYIHO OHMOJOCTYNHOCTh, Npubau3uTensHo paBHyro 100 %.
MaxkcuManbHasi KOHIEHTpalusi B IUIa3Me KpOBU focturaercss B TeueHHe 3—8 4acoB (Tmax).
[Tpu3Haky TOro, YTO MPHUEM IUIIM BIUSET Ha BCACHIBAHNE MEMAHTHUHA, OTCYTCTBYIOT.

Pacnpenenenne

Cyrounble 10361 20 MI' IPUBOJAT K MOCTOSIHHOW KOHIIEHTPAllMM MEMaHTHHA B IJJa3ME€ KPOBH B
muana3zone 70-150 ar/ma (0,5—1 MKMOINB) ¢ OONBIIMMHU MEKUHIAUBUAYAIbHBIMU BapHAIUSIMH.
[Ipu BBenmeHun cyTouHbIX 103 OT 5 10 30 Mr cpellHee OTHOIICHHE COJCpP)KaHMs Tperapara B
1epeOpOCTUHATIBFHON KUIKOCTH K COJEPKAHHIO B CHIBOPOTKE KpoBH cocTaBisiio 0,52. O0nem
pacnpenenenust — okoso 10 n/kr. Okono 45 % MeMaHTHHA CBSA3BIBAETCS C OEIKaMU MJIa3MBbl.

BI/IOTDaHC(bODMaHI/IH

Oxkono 80 % MeMaHTHHA, MPUHATOTO BHYTPb, LUPKYIUPYET B HEM3MEHEHHOM Buje. [ aBHbIE
MeTabonmuThl y 4enoBeka — 3To N-3,5-AUMeTUnriaylaHTaH, CMechb H30MEpoB 4- U
6-TUPOKCUMEMAHTHHA U 1-HUTPO30-3,5-AuMeTHiagaManTad. Hu o1uH U3 3TUX MeTaboIUTOB HE
obmamaer NMDA -aHTaroHucTHYeCKOW aKkTUBHOCTBIO. buoTpancdopmarus, karaau3upoBaHHAS
cucTeMoi uToxpoma Paso, B yCIOBUSX in vitro He 0OHApYKUBaJIaCh.

B uccrneoBaHuu TepopanbHOro mpuema ‘C-MeMaHTHHA B cpenHeM 84 % BBEJIEHHOW J03bI

BBIBOAMJIOCH B TeueHue 20 nHeil, npu 3Tom Ooinee 99 % — yepe3 moukw.

OIMMUHALUA



ot 17.10.2025 N= 26081

BriBemenne MeMaHTHHA HOCUT MOHOSKCHOHCHH[/IEU‘IBHI;II/IQ;D-HM g FnerﬁJHBM I—I(;J'IV'BI)'H;GIIGHI/IH

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

(T12) ot 60 no 100 yacoB. Y HOOPOBOIBIIEB ¢ HOPMATLHOU (PYHKIMEH MOYEK OOIIMA KIMPEHC
(Clit) cocTapmser 170 mn/muu/1,73 M?, mpu 5TOM 4YacTh OOIIEr0 MOYEUHOTO KIMPEHCA
JIOCTUTAETCS 33 CUET KaHAJIBIICBOW CEKPEIUH.

Taxoke B MOYKax MPOUCXOTUT KaHAIbIEBasi peaObCcopOIHsi, BEPOATHO, OTIOCPEAOBAaHHAS OEIKaMH,
YYaCTBYIONIMMH B TPAHCIIOPTE KaTHOHOB. CKOPOCTh MOYEYHOTO KIMPEHCA MEMAHTHHA MOXKET
CHW)XATbci TpH 3amienaduBaHuu Moud a0 pH 7-9. 3amenaumBanwe MOYM MOXKET OBITh
pe3ysIbTaTOM PE3KHX M3MEHEHUI B IMETE, HAPHUMEP, TAKKX KaK IMePexo]l Ha BEreTapHaHCTBO WIIH
OOMJIBHBIN TTPUEM IIEJIOYHBIX JKEIYI0UHBIX Oy]epoB.

JIMHENHOCTh

HccnenoBanus ¢ yqacTueM JOOPOBOJIBIIEB MPOJEMOHCTPHPOBAIH JIMHEHHYIO (DAPMAKOKHHETHUKY B
nuanasone 103 ot 10 xo 40 mr.

CDaDMaKOKI/IHeTI/I‘leCKaﬂ—d)aDMaKOHI/IHaMI/IquKaH 3aBUCHUMOCTDB

[Tpn mpuMeHeHnn MeMaHTHHA B 03¢ 20 MI/CyT coJliep:kaHue mpenapara B nepeOpocnuHaIbHON
KUJKOCTH COOTBEeTCTBYeT 3HaueHWio ki (ki = KoHCTaHTa WHTHOMpPOBAHHWSA) MEMAHTHHA, YTO
cocrtapmusieT 0,5 MKMOJIb Ipenapara B J00HOM JJ0Jie KOPbI TOJIOBHOTO MO3Ta YeIOBeKa.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. Ilepeuenb BcoMoOraTe/ibHbIX BelIECTB

Kanbuwus runpodocdara nuruapar;

Kpemuus 1uokcua KoJIJIOUIHBIN;

Kpockapmennosa Harpus;

JlakT03BI MOHOTHIPAT;

Marnus creapar;

[ToBugon K-30.

['oToBas mIeHOYHAs 000JI0YKa 66.]18.5{, B TOM YHCJIC:

['unpomeniosa (ruIpOKCUTTPOTTUIMETHIILEIITION032);
['unposno3a (TUAPOKCUIPONIIILIEIIIION03a);

Tanbk;

Turana quokcun (E171).

6.2. HecoBmecTHMOCTH

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHus1)

4 rona.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPHU XPAHEHUU
10
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6.5. XapakTep u cofep:kaHue YIaKOBKHU

I[To 10 unm 30 TaG1eTOK B KOHTYPHYIO STYCHKOBYIO YIIAKOBKY M3 TUIEHKU MOJIMBUHUIIXJIOPUIHON 1
(G oJIbTH aTIOMHUHUEBOM IMEYaTHOM JIAKUPOBAHHOM.

[To 90 Tabnerok B GaHKY MOJMMEPHYIO IS JIGKAPCTBEHHBIX CPEJCTB M3 MOJUATUIICHA HU3KOTO
JaBJICHUS] WU U3 moimdTHiIeHTepedranara. Kpeimka n3z nmomudtuiena (25 % IIDH + 75 %
[19B/1) uinv U3 NOIUATUICHA BBICOKOW TJIOTHOCTH, WIHM U3 TIOJUITPOIHIICHA.

ITo 1, 3, 6, 9 KOHTYpHBIX SYEHKOBBIX YyMakoBOK Mo 10 TabieTok wium mo 1, 2, 3 KOHTYpPHBIX
STYEHKOBBIX YIAaKOBKH 10 30 TabaeToK, niu 1mo 1 6aHKe MOTMMEPHOM /IS JISKAPCTBEHHBIX CPEJICTB
BMECTE C JIUCTKOM-BKJIAJIbIILIEM IOMEUIAIOT B MaUKy U3 KapTOHA.

6.6. OcoOble Mepbl NPEJOCTOPOKHOCTH MNPH  YTWIKM3ANUM  HCHOJIb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjde NPHMEHEeHUs:
JIEKAPCTBEHHOI'0 Mpenapara, 1 pyrue MaHuMyJsiliHU ¢ NpPenapaTom

Oco0ple TpeOOBaHHS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

Poccuiickas ®@enepanus

3A0 «Kanondapma mpogakiis,

141100, MockoBckas 00u1., T.0. [1]&nkoBo, r. [lé€nkoBo, yn. 3apeunas, ctp. 105.

Ten.: +7 (495) 797 99 54.

OnexTpoHHas noyra: safety@canonpharma.ru

7.1. IlpeacraBuTe]Ib AEpPKATES] PErHCTPALMOHHOIO YA0CTOBEPEHUSs

[Iperen3un norpedbUTENed HAIPABIATE 110 aIPECY:

Poccniickas @enepanus

3A0 «KaHoHpapMma NpoJaKIIH»,

141100, MockoBckast 0011., r.0. lI{énkoBo, r. Ll[énkoBo, yu. 3apeunas, ctp. 105.
Ten.: +7 (495) 797-99-54,

+ 7 (800) 700-59-99 (6ecnnaTHas Topsyast IUHUS 24 daca)

OnexTpoHHas noyra: safety@canonpharma.ru

8. HOMEP (HOMEPA) PETUCTPAIMOHHOI'O YIOCTOBEPEHUA

9. TATA NEPBUYHOM PEIMCTPAIIMM (IIOJATBEPXKJIEHHSI PETMCTPAIIVH,
HEPEPEINCTPALINN)

JlaTa epBo perucTpanuu:
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10. JATA IIEPECMOTPA TEKCTA

OOmast XxapakTepUCTHKa JICKQpCTBEGHHOTO Tpernapata MemaHntuHn KaHOH JgocTymHa Ha
UHPOPMALIMOHHOM TOpTajie EBpasuilckoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-
KOMMYHHKAITMOHHOU cetn «HTepHeT» https://eec.eacunion.org/.
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