COOTBETCTBYET 3KCMEPTHOMY OTY

5 M= 2089

AT 4202

OBIIASI XAPAKTEPUCTHKA JIEKAPCTBEHHOTOTT

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

AxkatuHon MewmantuH, 5 mr + 10 mr + 15 mr + 20 Mr [HaGop], HaOOp TaOIETOK, MOKPBHITHIX
TUIEHOYHOU 00O0JI0YKOH.

2. KAMECTBEHHBIN U KOJIMYECTBEHHBINA COCTAB

JelicTByrolee BEMIECTBO: MEMAHTHH.

AxatrHoJ MeMaHTHH, 5 MI, TAOJIETKH, IOKPLIThIE INIEHOYHOM 000I0YKOM

Kaxxnas Tabnerka, MOKphITasi INICHOYHON 00OJIOUKOM, COACPKUT 5 M MEMaHTHHA TUAPOXIIOPUIA.
Axarunon Memantud, 10 Mr, TaOIETKH, IOKPLITHIE INIEHOYHON 000JI0YKOM

Kaxxnas Tabnerka, MOKphITask INICHOYHOH 000JI0YKOH, coaepkUT 10 Mr MEMaHTHHA THAPOXJIOPHIA.
Axarunon MeMaHTHH, 15 Mr, TaOIETKH, IOKPLITHIE INIEHOYHOW 000JI0YKOM

Kaxxnas Tabnerka, MOKphITask INICHOYHON 000JIOUKOM, COACPKUT 15 M MEMaHTHHA THAPOXJIOPHIA.
Axarunon Memantud, 20 Mr, TaOIETKH, IIOKPLITHIE INIEHOYHON 000JI0YKOM

Kaxxnas Tabnerka, MOKphITask INICHOYHOH 000JI0UKOH, coaepkUT 20 M MEMaHTHHA THAPOXJIOPHIA.
BemecTBa, HamM4re KOTOPHIX HAJI0 YYUTHIBATH B COCTAaBE JIGKAPCTBEHHOTO Mpernapara: HaTpuil (CM.
paznen 4.4.).

[TonHbIi IepevYeHsb BCIIOMOTATEIbHBIX BEIIECTB MPUBEIECH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Habop TabneTok, HOKpHITHIX MIEHOYHOU 0005104K0i, 5 Mr+10 Mr+15 mr+20 mr [Habop].

AkatuHon MeMaHTHH, 5 MT, TaOJIETKH, MOKPHITHIE MIIEHOYHON 000109KOi

Ot Gesnoro 10 MOYTH OEJIOTO IBETA, OBATHHOM (DOPMBI, MOKPHITHIE MIJICHOYHON 000JI0YKOM, UMEIOIIINE
IPaBUPOBKY «5» ¢ OAHOU CTOPOHBI U « MEM» ¢ pyroi CTOpOHBI.

Axatunon MemanTtuH, 10 Mr, TaGJIeTKH, TOKPHITHIE TNICHOYHON 000JI0UKOU

OT CBETJIO-KENTOr0 0 KOPUYHEBATO-XKEITOTO IBETA, OBATHHOW (POPMBI, MOKPHITHIEC TICHOYHON
000JI04KOM, C PUCKON Ha KaXX01 CTOPOHE U C TPaBUPOBKOM «M»» ciieBa U cripaBa OT pUCKU Ha OJTHOMN
CTOPOHE, a C IPYroi CTOPOHBI C TPaBUPOBKOM «1» cneBa oT pucku u «0» cripaBa oT pucku. TabneTky
MOYKHO Pa3/IeJIuTh HA PaBHbBIE JO3bI.

AxkatuHon MemaHTuH, 15 Mr, TaOlIeTKH, MOKPBIThIC TNIEHOYHON 000T0YKON

OT OopaH)XeBOro 10 KOPUYHEBATO-OPAH)KEBOTO I1IBETA, OBAJIBHOW (POPMBI, MOKPHITHIC MJICHOYHOU
000JI0YKOM, UMEIoIIUe IPaBUPOBKY «15» ¢ oo croponbl 1 « MEM» ¢ apyroii CTOPOHBI.
Axatunon MemanTuH, 20 Mr, TaGJIETKH, TOKPHITHIE TUICHOYHON 000JI0YKOU

OT po30BOTO /O KOPUYHEBATO-PO3OBOTO IIBETA, OBANBHOW (DOPMBI, TMOKPBITHIE TUICHOYHOMN
0001109KOH, UMetoIIHe TPaBUPOBKY «20» ¢ omHOM cTopoHBl 1 K MEM)Y ¢ pyroit CTOPOHBL.

4. KIMHUYECKHUE JAHHBIE
4.1. IToka3zanus K NPUMEHEHHIO

IIpenapat AxatuHom MeMaHTHH NOKa3aH K IPHUMEHEHHUIO y B3pOCIBIX B Bo3pacTte OT 18 ser u
cTapuie.
JleMeHIHsI cpetHel U TSHKENOH CTeNeHH BBIPaXKEHHOCTH MpH O00sie3HU ATbIreiimepa.

4.2. Pe:xxum 103MpPOBaHUA U CIOCO0 MPUMEHEHM I
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PexxuM o3upoBaHus

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Jleyenue cremayer HauMHATHL W MPOBOAUTH MOJ HAOMIOJEHHEM Bpada, HMEIOLIErO OIbIT B
JIMArHOCTHUKE U JICUCHUH JeMEeHLINU Mpu Oone3nu AmbireiiMepa. Tepanuto cienyeT HaunHATh TOJIBKO
MPU  HATWYUM yXKUBAIOUIETO JIMIA, KOTOpOoe€ OyJIeT PperyjaspHO CIEIUTh 3a MPUEMOM
JIEKapCTBEHHOT'O CpeJCTBa MauueHToM. JluarHoctuky 3abosieBaHHsl CJelyeT MpPOBOAUTH B
COOTBETCTBUHU C JCUCTBYIOIIMMH peKOMEHIanusiMud. [lepeHOCMMOCTh U J03MPOBKY MEMaHTHHA
cllelyeT IMepecMaTpuBaTh Ha PEryJSIPHOM OCHOBE, JKENaTelIbHO B TEYCHHE TPEX MECSIIeB Iocie
Hayana JjedeHus. [locie 3TOro KIMHUYECKYIO MOJb3Yy MEMAHTHHA M MEPEHOCHUMOCTb JICUCHUS
MaUeHTOM He00X0IMMO IIepecMaTpUBATh Ha PETYJISIPHONH OCHOBE B COOTBETCTBUU C JICHCTBYIOIUMU
KIIMHUYECKUMHU  pekomeHpanusMu.  [logaepkuBaroiiee  J€YEHHUE  MOXKHO  IMPOJOJIKATH
HEOIpeeNIEHHO JI0JITO, IIOKa TepaneBTHUecKuil 3 GeKT aBisgeTcs 6JaronpusITHBIM, U TOKa HAIllUeHT
XOpOIIO TEPEHOCHUT JIEYeHUE MEMAHTUHOM. lIpu OTCYyTCTBMM TPHU3HAKOB TEpareBTHUECKOM
3¢ (HEeKTUBHOCTH WM TNPU HENEPEHOCHMOCTH IAllMeHTOM JIEYEHHUS CIEeIyeT pPacCMOTPETh
BO3MOKHOCTh IIPEKpAIICHUs TpreMa MEMaHTHHA.
J17is CHIDKEHUS pUCKa HeXeNaTeIbHBIX PEaKIMil Ha4adbHYIO /103y MOBBILIAIOT JI0 MOAAEP>KUBAOIIEH
IyTEM TUTPOBAHMS 110 5 MT' B HEJIEJIIO B T€UEHHUE TIEPBBIX 3 HE/EIb CIACAYIOMINM 00pa3oMm:
1-a negens (nuu 1-7): Ha3HAUAIOT IO OAHOM TabJETKE TO3UPOBKOM 5 MTI OJIMH pa3 B JICHb.
2-st Henens (U 8—14): Ha3HAYAIOT MO OAHOM TabeTKe JO3UPOBKOM 10 MT OAUH pa3 B JACHb.
3-s Henens (maM 15-21): Ha3HAYAIOT 11O OJTHOM TabJIeTKE TO3MPOBKOM 15 Mr OJIMH pa3 B JICHb.
4-s1 Heens U Jjajiee: Ha3HavyaloT M0 OJIHOM TabJyieTKe 103upOoBKOi 20 MI OIMH pa3 JIeHb.
Pexomenayemas monaepkuBatoiias 103a — 20 Mr oJJuH pas B CyTKH.
Oco0bIe TpynIbl NAITUESHTOB
Jluya noosicunoeo sozpacma
[lo naHHBIM KIWHUYECKUX HCCIEAOBAHUN PEKOMEHAYyeMas J03a /Ui MAalUeHTOB cTapiie 65 Jer
cocraBisieT 20 MI' B CyTKH.
Tayuenmul ¢ noueunol HeOOCMAMOUHOCMbIO
VY manueHToB ¢ HE3HAUMTEIbHBIM HapyuieHueM ¢(yHkuuu mnoyek (knupeHc kpearnHuHa (KK)
50-80 MJI/MHH) KOPPEKTHPOBKA 1036l HE TpeOyeTcs. Y TMalMEeHTOB C YMEPEHHOW MOYeYHOU
HegocratouyHocThIO (KK 30—49 mn/mun) cyTounas no3a pasHa 10 mr. [Ipu xopoiieit nepeHocumMocTu
npenapara B TEUCHHE KaK MUHUMYM 7 JHEH JIeueHUs 03y MOKHO yBEIHUYUTH 10 20 MI/CYyTKHU TO
CTaHIAApPTHOW CXEME€ THUTPOBaHUs. Y TALUMEHTOB C TSHKEJIOM MOYEeYHOM HEIOCTaTOYHOCTHIO
(KK 5-29 mn/mun) cytounas n1o3a pasHa 10 mr.
Ilayuenmol ¢ neuenouHoU HEOOCMAMOYHOCMBIO
VY manueHToB C JIETKUM W YMEpPEHHBIM HapylieHueM (yHKIHMH TedeHu (kimacc A u B mo mkare
Yaiina-ITp10) KOppeKTHpOBKa 1036l He TpeOyeTcs. [JJaHHbIe 0 MPUMEHEHHH MEMaHTHHA Y TTAI[HEHTOB
C TSDKEJION TMEeUYeHOYHOM HEIO0CTaTOYHOCTHhIO OTCYTCTBYIOT. He pexomeHayeTcss K MPUMEHEHHIO Y
MAlUEHTOB C TSYKEJIOM MEYEHOYHON HEJOCTATOYHOCTHIO.

eTu
bezonacHocTh 1 3GEKTUBHOCTH MEMAHTHHA Y JIETEH U MOJIPOCTKOB /10 18 1eT Ha NaHHBII MOMEHT
HE YCTaHOBJICHBI. J[aHHBIE OTCYTCTBYIOT.
Croco6 npuMeHeHus
[Ipenapar crneayer npuHUMATh BHYTPh, OJIMH pa3 B JIeHb U BCET/a B OJTHO M TO e BpeMs. TabieTku,
MOKPBITHIE TUICHOYHON 000JI0YKOM, MOXKHO MMPHHUMATh HE3aBHCUMO OT IIpHUeMa HIIIH.

4.3. IIpoTuBONOKA3aHUSA

e [UNepuYyBCTBUTEIHHOCTh K MEMAaHTHHY W/WIH K JIIOOOMY W3 BCIIOMOTATEIbHBIX BEIIECTB,
NIEPEUNCIIEHHBIX B pazzaene 6.1.;
e TspKelNas MeYeHOYHasl HeI0CTaTOYHOCTb.

4.4. OcoOble ykazaHusi U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHUH

IIpenapat cienyer NpUMEHSATh C OCTOPOXKHOCTBIO Yy IMALMEHTOB C TUPEOTOKCHKO30M, MOYEYHOMU
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HEAOCTATOYHOCTHIO, IMCYCHOYHOM HEJIOCTATOYHOCTHIO

C oCTOpOKHOCTHIO Ha3HAYAIOT MAI[MEHTaM C SIUJICTICUEH, CyIoporamMu (B TOM YKCIIe B aHAMHE3E) U
nagueHTaM ¢ HajauuveM (aKkTopoB, Mpeapacronararomux kK snuiencuu. Cremyer usberarb
OJIHOBPEMEHHOI'0 MpUMEHEeHUs1 aHTaronuctoB N-merun-D-acnapratr (NMDA)-peuentopoB, Takux
KaK aMaHTaJWH, KeTaMuH, JekcTtpomeTopdan. [laHHbIe coeAMHEHUS BO3JCHCTBYIOT Ha Ty K€
CHCTEMY PEIEeNTOPOB, YTO ¥ MEMaHTHH, IIO3TOMY BO3MOKHO pa3BUTHE 0OJiee YacThIX MM Oolee
BBIPKECHHBIX HEXKENATEIbHBIX PEeaKLUii (B OCHOBHOM CO CTOPOHBI LIEHTPAILHON HEPBHOM CUCTEMBI)
(cm. paznen 4.5.). Hanuune ¢gaxTopos, moBeimarmux pH Moun, MOKET MOTpeOoBaTh THIATEIILHOTO
HaOIo1eHus 3a nmauueHToM (cM. pazzaen 5.2.). K takum akropam oTHOCUTCS pe3Kasi CMEHA JTUEThI,
HaIpuMep Mepexo Ha BEeTeTapuaHCTBO, WIIM OOWIIBHBIN MPUEM IIEIOYHBIX JKETYI0UYHBIX Oy(hepoB.
Kpome Toro, pH Moun MOXET MOBBIIIATHCA MPU NMOYEYHOM KAaHAIBIIEBOM allUJI03€ WM TSHKENBIX
MHEKIUAX MOYEBBIBOISAIINX ITyTeH, BRI3BaHHBIX Proteus bacteria.

W3 OGonpmMHCTBAa KIMHUYECKUX WCIBITAHUNA MCKIIOYAIUCh IalMEHThl, HEJABHO IEpPEHECIINe
nH(DApKT MHOKapJa WIA  HMMCIOIIHE  HEKOMIICHCHPOBAHHYIO  3aCTOWHYIO  CEpACYHYIO
HenoctatouHocTh (kimace III-IV mo kmaccudukanum Hb}O—ﬁOpKCKOﬁ aKaJeMUU 110 U3YYEHHUIO
3aboneBanuii cepana (NYHA)), HEKOHTpOJIIMpyeMyr0 apTepHaabHYO runepreHsuro. [lostomy B
OTHOIICHUH MAlMEHTOB C JIAaHHBIMH COCTOSHUSIMH UMEIOTCS JIMIIb OTPaHUYCHHbIE JaHHBIC, U TaKUE
MAIUEHTHI JOKHBI HAXOUTHCS TIO]T TINATEIbHBIM HAOTIOICHUEM.

BcnomoraTenbHbIe BellecTBa

JlaHHbIN IpenapaT colepKUT MeHee 1| MMoib (23 Mr) HaTpusi Ha OAHY TabJIETKy, TO €CTh, [10 CYTH,
HE COJEP>KUT HATPHS.

4.5. B3aumojaeiictBue ¢ JPyrUMH JIeKAPDCTBEHHBIMH TMpenapaTaMu ¥ Jpyrue BHJbI
B3aMMOJAEHCTBUSA

VYuurbiBas (papMakonoruuyeckoe JeHCTBHE W MEXaHU3M JIEWCTBUS MEMAHTHHA, BO3MOXKHBI

CJIEYIOIINE B3aUMOJECHCTBUS:

® MEXaHM3M JIEHCTBHs MpearnoyaraeT ycuiaeHue 3¢p¢GeKToB JIEBOIOMNbI, arOHUCTOB 1O(PaMHUHOBBIX
pELEenTOpPOB M AHTHUXOJMHEPrHYECKUX JIEKapCTBEHHBIX CPEACTB B Cllydae HX HPUMEHEHUs
OoHOBpeMeHHO ¢ NMDA-aHTaronucrtamy, TakMMM Kak MeMaHTUH. [Ipu oIHOBpeMEHHOM
NpUMEHEHUH ¢ OapOuTyparaMM WIM HEHpOJNENTUKAMU JEUCTBHUE TMOCIEIHUX MOMKET
yMeHbIIaTecs. OJHOBPEMEHHOE NPUMEHEHUE MEMAHTHHA CO CHA3MOJIMTUKAMH, JaHTPOJIECHOM
i 6axkiI0(peHOM MOXKET U3MEHATh (yCWJIMBATh WIM YMEHbIIATh) X JAEHCTBUE U MOTPeOOBATh
noadopa J036l;

e ciexyerT u30eraTb OJHOBPEMEHHOIO HA3HAYEHMS MEMaHTHHA C aMaHTaJUHOM M3-3a pHUCKa
pa3BuTHs (papMakoTOKCHUYECKOro ncuxo3a. O6a BelecTBa ABISAIOTCS XUMUYECKH POJICTBEHHBIMU
NMDA-anTaronuctamu. To ke caMoe OTHOCUTCSI K KETaMUHY H JIeKCTpoMeTopdany (cMm. pazaen
4.4.). B nuteparype Takke HMEETCS OJUH OIyOJMKOBAHHBIA OTYET O BO3MOXKHOM pHCKE
KOMOWHHUPOBAaHHOT'O MPUMEHEHHUS] MEMAaHTHHA U ()EHUTONHA;

e JIpyrue AEHUCTBYIOUIUE BELECTBA, TAKUE KAK LIUMETUIWH, PAHUTHINH, IPOKauHAMUJI, XUHU/VH,
XVUHUH ¥ HUKOTHH, UCHOJB3YIOUIME Ty K€ CHCTEMY TpPaHCIOpTAa KaTMOHOB B IOYKax, 4TO U
aMaHTaJIuH, BO3MOXHO, MOTYT B3aUMOJIECTBOBATh C MEMAaHTHHOM, CO3JlaBasi MOTEHIMAIbHBII
PHUCK NOBBILIEHUS YPOBHS B IIJIa3ME;

® CYLIECTBYET BEPOSATHOCTb CHUKEHMSI YPOBHS I'MIPOXJIOPOTHA3UIA B CBIBOPOTKE P COBMECTHOM
MPUMEHEHUH MEMaHTHHA C THAPOXJIOPTHA3UIOM WM JIFOOOW KOMOHWHAIMEH, cojepKamei
TUIPOXJIOTHA3UL;

® B IOCTPErHMCTPALIMOHHBIN MepuoJ OBUIM 3aperHCTPUPOBAHBI €IMHUYHBIE CIy4dal MOBBIIICHHS
MEXIYHapOAHOrOo HopManu3oBaHHoro oTHouenus (MHO) y mnanueHTOB, OJHOBPEMEHHO
MONyyaBIIUX JieueHue BapdapuHom. HecMoTpst Ha TO, YTO NPUUMHHO-CICACTBEHHOW CBS3H
YCTaHOBJIEHO HE ObUIO, Yy TMAalUEHTOB, OJHOBPEMEHHO INPUHMMAIOLUINX MEepopalbHbIe
AHTUKOATYJISIHTBI, PEKOMEHAYEeTCS TPOBOAMTH TIIATEIbHBIH KOHTPOJb IMPOTPOMOMHOBOTO
Bpemenu uiu MHO.
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He HaOII0JaloCh HHUKAKUX B3aUMOAEHCTBHM aKTHBHOI'O BEIIECTBA MEMAHTHHA C aAKTHUBHBIM
BEIIECTBOM INIMOCHKIAMHUI0M/METGOPMHUHOM HJTH JIOHETIC3HIIOM.

B KIMHUYECKOM HCCIeIOBAHUY C YY4aCTHEM MOJIOJBIX 370POBBIX IOOPOBOJIBIEB HE OBLIO BBISIBICHO
HHUKAKOT'0 3HAYUMOT'O BJIUSTHUS MEMaHTHHA Ha ()apMaKOKMHETUKY TaJITaHTAMHUHA.

Memantua He wuwHrHOupyer aktuBHocth CYP 1A2, 2A6, 2C9, 2D6, 2EI1, 3A,
(hTaBUHMOHOOKCHUTEHA3bI, SMOKCUATHIPOJIA3Hl U CYJIb(aTupoBaHue in vitro.

OnHOBpEMEHHOE MPUMEHEHHE C aHTHACTIPECCAHTAMU, CEIICKTHBHBIMA WHTHOMTOpaMU OOpaTHOTO
3axBaTa CEpOTOHMHA U MHTHOMTOPAMHU MOHOAMHHOOKCH/1a3bl TPEOYET TINATEIIbHOTO HAOII0ICHUS 32
MalMeHTaMH.

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTb U JIAKTALMS

bepemeHHOCTH
Knunuyeckne naHHBIE O NPUMEHEHWHM MEMaHTHHA Y OEpeMEHHBIX J>KEHIIMH OTCYTCTBYIOT.

WccnepoBanusi Ha JKMBOTHBIX CBHUICTEIBCTBYIOT O BO3MOXHOM 3aJepKKe€ BHYTPUYTPOOHOTO
pa3BUTHS NIPYU IPUMEHEHHUH TIpernapara B J103aX, aHAJIOTUYHbBIX WJIM HEMHOI'O MPEBBIIAIONIUX 1035,
MpUMEHsIeMbI€C y yesoBeka. [[oTeHIManbHbIN pUCK JIJ1s YEJIOBEKA HEN3BECTEH. MEMaHTHH HE CIEAYET
MIPUMEHSITh BO BpeMsi 0EpPEeMEHHOCTH, 32 UCKIIFOUEHUEM CITy4aeB SIBHONH HEOOXOAMMOCTH.

JlakTarms

HeusBecTHO, MpOHUKAET JIM MEMAHTUH B TPYJHOE MOJOKO, OJIHAKO, YUUTHIBasl JIUMOQPUIbHBIC
CBOMCTBAa CyOCTaHIIMH, ITO SIBJISETCS BEPOSATHBIM. JKEHIIWHBI, NMPUHUMAIONINE MEMAHTHH, HE
JOJKHBI KOPMUTH TPYIbI0 peOCHKA.

DepTHIHLHOCTH

JIOKIIMHUYEeCKUE HCCIEAOBaHUSA MY)KCKOW U KEHCKOW (PepTUIBHOCTH HEKenaTedbHbIX 3(PHEeKTOB
MPUMEHEHNS] MEMAHTUHA HE BBISIBUJIN.

4.7. BiusiHue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CPeACTBAMHM M padorath ¢
MeXaHU3MaMH

bone3np AnbureliMepa Ha CTaiuM CpPEOHEH U TSKEIOW JNEMEHUMHU, KaK MPaBUIO, IPUBOAMUT K
CHUKEHHUIO CMOCOOHOCTH YMPABJISATH TPAHCTIOPTHBIMHU CPEACTBAMU M PabOTaTh ¢ MEXaHH3MaMH.
[Ipemapar AxatuHOn MeMaHTHH OKa3blBa€T HE3HAYUTEIbHOE WM YMEPEHHOE BIIMSHHUE Ha
CIIOCOOHOCTh YIPaBJISATh TPAHCIIOPTHBIMU CPEJICTBAMH W paboTaTh ¢ MEXaHU3MaMH, TMOITOMY B
MepUoJ JICYEHUS NpernaparoM CleayeT BO3JEPKUBAThCA OT YHOPABICHUS TPAHCIOPTHBIMU
CpelcTBaMH M pabOThl C MEXaHU3MaMH.

4.8. HexxennaTesibHbIe peakuu

Pestome npoduiist 6e3onacHOCTH

B KIMHMYECKMX MCCIENOBAaHUAX IEMEHLMU OT JIETKOW 10 TSKENOM CTeneHu ¢ ydactueM 1784
MAIMEeHTOB, TOJYYaBIIMX MEMaHTHUH, U 1595 manueHToB, moaydaBmux Tuiaiedo, oOImas yacTtora
CITy4aeB HEXKENATEeNbHbIX PEaKIMi Ha MEMAHTUH He OTJIMYajach OT TAKOBOH Ipu mpueme mianedo;
He)KeJlaTeJIbHbIE peaKluu OOBIYHO MMEINU JIETKYI0 WJIM YMEPEHHYIO CTeneHb Tshkectu. Haunbornee
pacrpoCTpaHEHHBIMH HEXeNaTeJIbHBIMI PEeaKIUsIMH, 4acTOTa CIIy4aeB KOTOPBIX Oblja BBIIIE B
rpymnIe jJe4yeHuss MEMaHTHHOM I10 CPaBHEHUIO C Tpynnoi mianedo, Obltu rosoBokpyxenue (6,3 %
npotuB 5,6 % COOTBETCTBEHHO), TONOBHasA 007b (5,2 % mpoTtuB 3,9 % COOTBETCTBEHHO), 3amop
(4,6 % npotuB 2,6 % CcOOTBETCTBEHHO), COHIUBOCTh (3,4 % mnpotuB 2,2 % COOTBETCTBEHHO) U
MOBBIIIEHUE apTepHaibHOro aasienus (4,1 % npotus 2,8 % COOTBETCTBEHHO).

TabauyHoe pe3roMe HekeaaTeIbHbIX PeaKIIHii

HexenaTtenbHble peakuuu Kiaccu(PpUIMPOBAHBI M0 KIMHUYECKUM MPOSBICHUSIM (B COOTBETCTBUU C
MEPEYHEM CUCTEMHO-OPTaHHBIX KJIACCOB) C YKA3aHUEM YaCTOThI UX BOSHUKHOBEHUS: OYeHb Yacmo (>
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1/10); wacmo (= 1/100, Ho < 1/10Y; newacmo (= 1/1_000, 1b L=1/F00Y. Hebid &' 1/10 006 46

< 1/1 000); ouenwv peoxo (< 1/10 000); uacmoma neuzsecmua (Ha OCHOBAHUU MMEIOIIUXCS JAHHBIX
OLICHUTh HEBO3MOXHO).

CHCTEMHO-OPTraHHbII KJIAacC Yacrora HesxkenarenbHas peakuus
Hugpexyuu u unsasuu Heuacro ['puOKOBbIe HHPEKINH
Hapywenus co  cmoponwsl | Yacto ['unep4yBCTBUTENBHOCTH K KOMIIOHEHTAM
UMMYHHOU cucmembl npenapara
Icuxuueckue napyuwenus Yacto CoHIMBOCTH
Heuacto CnyTaHHOCTbh CO3HAHHUS
Tatronuuanmm
Yacrora [lcuxoTHYECKHE peaKIum>
HEU3BECTHA
Hapywenus co  cmoponws | Yacto ["os10BOKpYXEHUE
HEpPBHOUL cucmembl Hapymenne paBHOBecHs
Heuacto Hapymenne noxoaku
OueHb penko Cynoporu
Hapywenus co  cmoponws | Hewacto CepaeuHasi HEIOCTATOYHOCTh
cepoya
Hapywenuss co  cmoponw | Hacto IToBeIIIEHUE apTEPUATBEHOTO JABJICHUS
cocy0og Heuacto Beno3Hb1it TpoM0603/TpoMO03IMO0THS
Hapywenuss co  cmoponw | Hacto Onpimika
ovlxamenvbHou cucmemul,
0p2ano8 2pyoOHOU KIemKu U
cpedocmenust
Hapywenuss co  cmoponw | Hacto 3anop
cheﬂyOOHHO-K’MZMQHHOZO Heuacto TomuoOTa
mpaxkma PBota
Yacrora [Mankpeatut?
HEW3BECTHA
Hapywenuss co  cmoponw | Hacto [ToBbiIeHNE OMOXMMHUYECKHUX
neuenu U JHCenyebl8OOAUUX nokasaresuei QyHKIMY NeUeHH
nymeu YacroTa I'ematur
HEW3BECTHA
Obwue napywenus u peaxkyuu | Yacto I'onoBHas Gonb
6 Mecme 66e0eHus. Heuacto YToMIIs1eMOCTh

! TammonuHamy HaOMI0AAINCh, TIIABHBIM o0Opa3oM, y TaIMEeHTOB ¢ 0OJe3HbI0 AJbIreliMepa Ha
CTaINU TSHKEJION TEMEHIINH.
2 EUHUYHBIC CIIy4au, COOOIIEHUSI O KOTOPBIX MOMYUYEHBI B TOCTPETUCTPAIIMOHHBIN MTEPHO/T.

Onucanuie OTAEIbHBIX HEKENATEAbHBIX PEAKIINN

Nmerorcss oTnenbHbIE COOOHIEHHMS O BO3HUKHOBEHMM CIEAYIOIIUMX MOOOYHBIX pEaKIuil mnpu
IIPUMEHEHUN IMIpernapaTa B KIMHUYECKOW IIPAKTHKE (JaHHBIE, IOJYYEHHBIE IOCJIE IOSBICHUS
npenapaTta B IpoAa)ke): arpaHyJoLMTO3, JeHKOoNeHus (BKItoYash HEHTPONEHHIO), MaHLIUTONEHHUS,
TPOMOOIIUTONEHNS, TPOMOOLIUTONIEHUYECKAsh IMypIypa, OCTpas IMOYeYHass HeIO0CTaTOYHOCTD,
cuHapoM CtuBeHca-/[>KOHCOHa.

ITpu Gone3nu AnplireiiMepa y ManeHTOB MOTYT BO3HHMKATh JEMPECCHs, CYULIUAATIbHBIE MBICIU U
MOMBITKY CyHIHMa. B paMkax mocTperucTpalimoOHHOrO MPUMEHEHHS COO0IIaoch O BOSHUKHOBEHUHU
yKa3aHHBIX TOOOYHBIX PEAKIIMH y NAIIMEHTOB, IPUHUMABIINX MEMAHTHUH.

Coobu1ieHne 0 M0103pPEBAEMbIX HEXKEIATEIbHbBIX PEAKIIUAX
BaxHo coo0marh 0 TOJO3pEBAacMbIX HEXKENATeNbHBIX PEAKUMAX IMOCIE€ PErHcTpaluu
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«IMoNMb3a — PHUCK» JIGKAPCTBEHHOTO Tpernapara. METUIMHCKUM pabOTHUKAM pPEKOMEHIYEeTCs
co00MIaTh O JOBIX MMOI03PEBAEMBIX HEIKENIATEILHBIX PEAKIUAX JEKAPCTBEHHOTO TpenapaTa yepes
HAI[MOHATILHBIC CHCTEMBI COOOIIEHUS O HEXKEIATeNbHBIX PEaKIUsiX TOCYIapCcTB — UJICHOB
EBpa3uiickoro 5KOHOMHUYECKOTO COr03a.

Poccuiickas @edepayus

denepanbHas ciry:x0a 1Mo Haa30py B cdepe 3ApaBOOXpaHCHUS

Anpec: 109012, r. Mocksa, CiiaBsiHCKasl IUI0IIA1b, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

OnexTponHas nouta: pharm@roszdravnadzor.gov.ru wim npr@roszdravnadzor.gov.ru

Caiit: www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

HmeroTcst TOBKO OrpaHUMYEHHbIE JIaHHBIE O MEPEJO3UPOBKE, MOJNyUYEHHbIE B XO0J1€ KIMHUYECKHX
HCCIIEA0BAHUMI U B IOCTPErUCTPALMOHHBIN IEPUOIL.

CuMnromsl

Ciy4yan OTHOCUTENBHO 00JIbII0M epeno3upoBky (puema 200 mr u 105 mr/cyTku B Tedenue 3 1HeH,
COOTBETCTBEHHO) CONPOBOXKIAINCH JINOO TOIBKO CUMIITOMAaMH YCTaJIOCTH, c1a00CTH W/UIK 1Uapeu,
00 HE COMPOBOXIAINCH KAKMUMHU-IHOO CHMITOMaMH BooOmIe. B ciaydasx mepemo3upoBKH c
npueMoM 11036l MeHee 140 MI MM HEU3BECTHOH J03bl y MAllMEHTOB HAOJIOJAIUCh CUMIITOMBI
MOPaXEHUsI LEHTPaJbHOW HEPBHOM CUCTEMBI (CIyTAaHHOCTh CO3HAHUS, BSJIOCTb, COHJIMBOCTb,
TOJIOBOKPY>KEHHUE, aXHUTalUsl, arpeCCUBHOCTb, TAJUIIOLMHALMM M HapyLIEHUs IOXOAKH) W/WIU
KEJTyJI0YHO-KUIIEYHOT 0 TpaKTa (pBOTa U Juapes).

B camoM TsKenoM cilydae NepeAo3MpOBKM IMAIMEHT BBDKWII IIOCIE MpUEMa BHYTpPh B oOuIel
cinoxHoctd 2000 Mr MeMmaHTHHA, CONPOBOXKIABIIErOCsS MOPaXKEHHWEM IEHTpPalbHOW HEPBHOMN
cucreMbl (koma B TeueHue 10 nHell, mozgHee — aumionus W axurtanus). [lanueHT nomywan
CUMIITOMaTH4ecKoe JedeHne u Iuiasmadepes. IlanmeHt BbI3gopoBen 0e3  HeEOOpaTHUMBIX
MOCIIEZCTBHMH.

B npyrom ciydae 0osib110# epea03upOBKY MALMEHT TaKyKe BBLKUI U BbI3IopoBel. [lanmenT npuHsit
BHYTpb 400 Mr MeMaHTHMHA NEpOpaibHO. Y MALMEHTa PA3BUIMCh CHUMIITOMBI CO CTOPOHBI
LEHTPAJIbHOW HEPBHOM CHCTEMBI, TaKHE KaK OECIOKOMCTBO, NCUXO03, 3pUTENIbHBIE TAJUTIOIMHALINH,
CYZIOpO’KHasi TOTOBHOCTb, COHJIMBOCTb, CTYIIOP U IIOTEPS] CO3HAHUS.

Jleuenne

B ciyuae nepeo3upoBKH JIeUeHUE JOIKHO OBITH CUMIITOMATHYECKUM. CIlelIMaabHOr0 aHTHI0Ta TPU
MHTOKCUKAIIUU WUJIU NEePEI03UPOBKE HE cyliecTByeT. [Ipu HE0OX0AMMOCTH MPOBOIAT CTaHAAPTHBIE
JeyeOHble MEPOIIPUATHS, HAlpaBJIEHHbIE HA BBIBEJICHUE U3 OpraHU3Ma aKTMBHOT'O BEIIECTBA, TAKUeE
KaK MMPOMBIBAHUE XKeEJyAKa, TPUEeM aKTUBUPOBAHHOTO YISl (U1l IPEIOTBpAIleHNs TOTEHIUATbHON
PELMPKYJISAUM B KUIIEYHUKE U IEUYEHH ), TOAKUCICHHE MOYH, (POPCUPOBAHHBIN JHype3.

[Ipy mosBIEHUM NPU3HAKOB M CHUMIITOMOB OOIIEH THIEPCTUMYJSIUU IEHTPaIbHOW HEpBHOU
CUCTEMBI CIIEYET IPOBOJAUTH CUMITOMATUYECKYIO TEPAIIUIO C OCTOPOKHOCTHIO.

5. DPAPMAKOJIOTMTYECKHUE CBOMCTBA
5.1. ®apmakoanHaAMHYeCKHe CBOICTBA

dapmakoTeparieBTU4ecKas Ipymnna: ICUX0aHaJeNTHKU; CPEeICTBA Ui JICYEHUS JIEMEHINH; Apyrue
CPEICTBA JUIs JICUEHMSI IEMEHIUH.

Kox ATX: N06DXO01

MexaHu3Mm JIeficTBUS U GapMakoarnHaMudeckue Y HeKTh

Hapymenue rIyTaMaTepruyecKon HEUPOTPAaHCMHCCHUH, B 0COOEHHOCTH byHKIIH
NMDA-penentopoB, crnocoOCTBYeT Kak IpPOSBICHUIO CHUMITOMOB, TaK M IPOTPECCHPOBAHUIO
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3a0071€BaHUs MIPU HEHPOIETCHEPATUBHOM IEMEHIINH.

COOTBETCTBYET ZKCNEPTHOMY OTUETY

MeMaHTHH ~ SIBJISIETCS  MTOTCHIIMANIO3aBUCUMBIM, yMEpEeHHO apPUHHBIM, HEKOHKYPEHTHBIM
antaronuctoM NMDA-peuentopoB. MeMaHTHUH MOAYJIUMPYET NATOJOTHYECKOE YBEJIMYCHUE
COJIEpKaHUsl TIyTaMaTa, KOTOPOe MOYKET MPUBOANTH K HEHPOHHOU TUCHYHKITUH.

5.2. ®DapmMakoOKHHEeTHYECKHE CBOICTBA

AOGcopOrms
MemaHTHH UMeeT abCOMIOTHYI0 OMOI0OCTYTHOCTD, MPUOIM3UTeabHO paBHyIo 100 %. MakcumanbHas

KOHLIEHTpaLUs B IU1a3Me KPOBU 1ocTUraeTcs B TeueHue 3—8 4acoB (Tmax). [Ipu3naku Toro, uro npuem
IIUILIY BIMSAET Ha BCAChIBAHHE MEMAHTHHA, OTCYTCTBYIOT.

Pacnpenenenue

Cytounble 70361 20 MI' IPUBOJAT K IOCTOSHHOM KOHLEHTpAlMM MEMaHTHHA B IJla3Me€ KPOBH B
muanazone oT 70 mo 150 ar/mi (0,5—1 MKMOIIB) ¢ OONBIITMMH MEKHHIUBUIYaJTbHBIMU BapUAIHSIMH.
IIpu BBepeHUHM CyTOYHBIX 7103 OT 5 10 30 Mr cpegHee OTHOLIEHME COJEp)KaHUs Ipernapara B
1epeOpPOCITMHANIBHON KHUIKOCTH K COJIEPIKAaHUIO B CHIBOPOTKE KpoBu cocTaBisuio 0,52. O6vem
pacripenenienust coctasisier okoso 10 s/kr. Oxono 45 % meMaHTHHA CBs3bIBaeTCs C Oeskamu
IJ1a3MBl.

Bbuorpancdopmanus
Oxono 80 % MeMaHTMHA, NPUHATOTO BHYTPb, LUPKYJIUPYET B HEU3MEHEHHOM Bujie. [aBHbIE
METaboIMTBl  y denoBeka — 9T0 N-3,5-TuMeTWIriayJaHTaH, CMechb H30MEpoB 4- W

6-THIPOKCUMEMAHTHHA U |-HUTPO030-3,5-muMerninanamanTad. Hu oguH U3 3THX METa0OJUTOB HE
obnmagaetr NMDA-aHTaroHucTHYecKold akTUBHOCTBIO. MeTa0omm3M, KaTaJIu3upOBaHHBINH CHCTEMOM
uToxpoma P450, B ycnoBusix in vitro He 0OHapyKUBaJICS.

B wuccnenoBanuu mnepopaibHOro mnpuema 14C-memanTHHA B cpenHeM 84 % BBEIEHHOUN 03bl
BBIBOAWIIOCH B TeueHue 20 quel, mpu 3Tom 6omee 99 % — depes moyku.

ONIUMUHALIMSA

BriBenenne MemMaHTHHA HOCUT MOHOJKCIOHECHIIMAIBHBIA XapakTep C MEPHOJIOM MOJIYBBIBEICHUS
(T12) ot 60 1o 100 yacoB. Y 1oOpoBobIEeB ¢ HOpMaIbHOU (QyHKIKEH mouek oOmwi kiupeHc (Clior)
cocrapmsier 170 ma/mun/1,73 M%, pu 3TOM 9acTh 0OIIEro IOYEUHOT0 KIUPEHCa JOCTUTACTCS 32 CUET
KaHaJIbLIEBOM CEKPELUU.

Takxke B MOYKax MPOUCXOAUT KaHAJbIIEBash peadCcopOIus, BEPOSTHO OMOCpEOoBaHHAsT OeTKaMH,
YYaCTBYIOIIMMH B TpaHCHOPTe KaTHOHOB. CKOPOCTh MOUYEYHOTO KIMPEHCA MEMaHTHHA MOKET
CHUXKAThCS TIPH 3aleslaunBanuy Mouu 10 pH 7-9. 3amenaunBanue MOYH MOXKET OBITh PE3YIHTATOM
PE3KNX U3MEHEHUH B JWeTe, HAapUMep, TaKUX KaK Mepexoj] Ha BEreTapUaHCTBO WM OOMIIBHBIN
MIPUEM IIEIIOYHBIX JKEITy0YHBIX Oy(pepoB.

JIMHEHHOCTD (HETUHENHOCTD)

UccnenoBanus ¢ ygactueMm T0OpPOBOJBIEB MPOJACMOHCTPUPOBAIIN JTUHEHHYIO (DApMaKOKHHETHKY B
auanaszone 103 oT 10 mo 40 mr.

dapmakokHHETHIECKAA-PapMaKoJUHAMHUYECKAs 3aBUCHMOCTD

[Tpu npumMeHeHNH MeMaHTHHA B 103¢ 20 MT B CYTKHU COJIep>KaHue Tpernapara B 1epeOpocnuHaibHON
KHUJKOCTU cooTBeTcTBYeT 3HaueHuio ki (ki = koHcTaHTa MHrHOMpOBaHUS) MEMaHTHHA, YTO
cocraiuseT 0,5 MKMOJIb mpenapara B JJOOHOU J0Jie KOPBI TOJIOBHOT'O MO3Ta YelIOBEKa.

6. PAPMAIIEBTUUYECKHUE CBOMCTBA
6.1. Ilepeyenb BcnoMoOraTe/ibHbIX BelIECTB

AxatrHoJ MEeMaHTHH, 5 MI, TAOJIETKH, HOKPLITHIE IIEHOYHOM 000I0YKOM
Hemmono3a MUKPOKpUCTATIINYECKAS

Kpockapmennosa Hatpust

Kpemuus auokcua KomouHbINH 0€3BOIHBIHN
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Marnus creapat

Cocmas obonouku:

Omnanpaii 6ensiii 03B28796 (runpomennosa, Tutana quokcua (E171), makporon 400).

Axkarunon MemantuH, 10 Mr, TaGIeTKH, TOKPBITHIC TNIEHOYHON 000I0YKON

[emrono3a MUKpOKpUCTAILTHYECKAs

Kpockapmennosa Hatpust

KpeMHuust aoKcH 1 KOJIJIOUTHBIN O0€3BOIHBIN

Marnus creapat

Cocmas obonouku.

Omnanpaii sxentsiii 03B32555 (runpomeruiosa, tTutana auokeuna (E171), makporon 400, kpacutenb
xenesza okeu xxenTeid (E172)).

Axkatunon MemaHTuH, 15 Mr, TaOIEeTKH, TOKPBITHIC TNIEHOYHON 000I0YKON

[emrono3a MUKpOKpUCTAILIMYECKAs

Kpockapmennosa Hatpust

Kpemuus auokcua KommouHbIi 0€3BOAHBIHN

Marnus creapar

Cocmag obonouku:

Omnanpaii opanskeBblit 03B23638 (runpomeriosa, Tutana quokeus (E171), makporon 400, kpacutens
x)enesa okeu sxenteid (E172), kpacuTens xene3a okcun kpacHbii (E172)).

Axarunon MemantuH, 20 Mr, TaOJIEeTKH, ITOKPBITHIC TNICHOYHON 000I0YKON

[ennrono3a MUKPOKPUCTAILTHYECKAS

Kpockapmennosa Hatpust

Kpemuus auokcua KommouHbIi 0€3BOAHBIHN

Marnus creapar

Cocmag obonouku:

Omnanpaii po3osbiii 03B25482 (runpomesuios3a, turana auokcun (E171), makporon 400, xpacutens
xene3a okcua kpacHblil (E172), kpacurens xkenesza okeu sxentsoiii (E172)).

6.2. HecoBmecTUMOCTH

He nmpumenumo.

6.3. Cpok ronHocTu (CpoK XpaHeHHs )

4 rona.

6.4. OcoOble MepbI IPEOCTOPOKHOCTH NP XPAHEHUH
Xpanuts npu TemnepaTtype He Boie 30°C.

6.5. Xapaxkrep u coaep:kaHue YIIaKOBKH

4 Gnuctepa U3 MOTUIPONUICHA/aTIOMUHUEBOUN (POJIBTH, COMEpKAIINX 7 TaOJIETOK JO3HUPOBKOM 5 MT,
7 tabnetok mo3upoBkou 10 mr, 7 TabmeTok A03UpOBKOM 15 Mr u 7 Tabnerok mo3upoBkoi 20 MT B
OJTHOM KapTOHHOW pAacKIaJbIBAIOIIEHCS YMaKoBKe. | KapTOHHYIO PacKIabIBAIONIYIOCS YIaKOBKY
BMECCTC C JINCTKOM-BKJIAABIIIIEM ITOMCIIIAKOT B KapTOHHYIO yr[aKOBKy.

6.6. OcoOble Mepbl MPEAOCTOPOKHOCTH NPH YTHIH3AIUHN HCIOJb30BAHHOIO JIEKAPCTBEHHOI0
npemnapara wjim 0TxXxoA0B, MOJYYCHHBIX IMOC/IE€ NMPUMEHCHUA JICEKAPCTBCHHOI'O Ipenmapara,
Apyrue MAHUMYJISILUHU € TPenapaTom

Oco0plie TpeOOBaHMS OTCYTCTBYIOT.
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7. IEPKATEJb PETUCTPALIMOHHOIO YIOCTOBEPE st~ 54 TEITEHOCTS 0002)

I'epmanus
Mepn @apma 'm6X u Ko. KI'aA
60318, dpankdypr-Ha-Maiine

7.1. IlpeacraBuTeib Aep:KaTeJIsl PerUCTPALMOHHOI0 YI0CTOBEPEHUs

[IpereH3uy noTpeOUTEIel HAPABIATh 10 AJIPECy:

Poccuiickas @enepanust

000 «Mepu Papmar»

123112, r. MockBa, IIpecunenckas Hao., 1. 10, bamnas na Habepexxnoit, 6ok C
Tenedon: +7 (495) 653-85-55

daxc: +7 (495) 653-85-54

Anpec 37eKTpOHHOM mouThl: info@merz.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHBIX YIOCTOBEPEHUI

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOTI'O IIPEITAPATA

.HeKapCTBCHHHﬁ npemnapat OTHOCUTCA K KaTCrOpuH OTITYCKa I10 PCIICIITY.

OO0mas XxapakTepuCTHKa JIEKApCTBEHHOTO Mpernapata AKaTuHOI MeMaHTHH JOCTYIHA B €IMHOM
peecTpe 3aperuCcTpUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB EBpazniickoro SKOHOMHUYECKOTO COI03a U Ha
oduIMaTEHOM caiite YHIOJTHOMOYEHHOTO oprana (axcrepTHOM OpTaHHU3aIIH)
https://Ik.regmed.ru/Register/EAEU_SmPC.
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