COOTBETCTBYET ZKCTNEPTHOMY OTHETY

ot 29.04 2026 N= 3803

(MOCNEQOBATENEHOCTE 0003)

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI' O ITPEITAPATA

Mapykca, 20 mr, TaOJIeTKH, MOKPHITHIE TNICHOYHONH 000JI0YKOM

2. KAYECTBEHHBIN 1 KOJJUYECTBEHHbBII COCTAB
JlelicTByroIIEE BEIIECTBO: MEMAHTHH.
Kaxnas tabnerka coaepkut 20 MI MEMaHTHHA THIPOXJIOPUIA.
BcnomoratenbHble BeliecTBa, HaJMUWE KOTOPBIX HA/lO YYMUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: JaKkTo3bl MOHOTHApaT (cM. pasaensl 4.3., 4.4.).

IMonubri NEepCUYCHb BCIIOMOTAaTCIIbHBIX BEIICCTB IIPUBCICH B pa3aciic 6.1.

3. JIEKAPCTBEHHASI ®OPMA
TabneTku, MOKPHITHIE TUICHOYHON 000JI0YKOH.

OBaJ'II)HBIC, ABOSKOBBIITYKJIBIC Ta6J'IeTKI/I, IOKPBITBIC IUIEHOYHOM 000JI0YKO# 0e10T0 OBCTA.

4. KVIMHUYECKUE JAHHBIE
4.1. Iloxka3aHusi K NPUMEHEHUIO
[Ipenapar mokazaH Kk TPUMEHEHHIO Y B3pOCIBIX B Bo3pacte OT 18 meT u crapiie.
JleMeHIus cpeIHeH 1 TSAXKEION CTETICH! BRIPAKEHHOCTH TTPpH O0sie3HU AJblreiiMepa.
4.2. Pe:xxuM 103UPOBaHUSA M CIIOCOO MPUMEHEHUs!

PexuM o3upoBaHus

Tepanust JOKHA TPOBOAMTHCS TIOJ KOHTPOJEM Bpaya, MMEIOIIEr0 OIBIT B BOIPOCax
JTUArHOCTUKH W JICYCHUS JeMeHIMH npu Oosiesnn Anbureiimepa. Tepanuio cieayer HauWHATh
TOJILKO B TOM CIIy4ae, €CJH JIMILO, PETYISIPHO yXaKUBAIOILee 3a MAaIlMeHTOM, OyJeT CIeAUTh 3a
MPUEMOM MM JIEKAPCTBEHHOTO Tpenapata. JlmarHo3 JokeH OBITh MOCTaBJICH B COOTBETCTBUU C
JIEHCTBYIOIIMMU PEKOMEHAAINSIMHU.

Crnenyer peryisipHO OLEHUBATh IEPEHOCUMOCTD U 103y Ipenapara Mapykca, IpeJoYTHTEIbHO
B TEUYEHHME TpEX MECALEB II0CIE€ Hayala Tepanuu. 3aTeM CJelyeT pPEryjaspHO OLEHMBATH
KJIMHUYECKYI0 3((EeKTUBHOCTh JIEKAPCTBEHHOIO IIpernapara M IEepeHOCHMOCTh Tepanuu B
COOTBETCTBMM C JICUCTBYIOIIMMHU KIMHUYECKMMHU peKoMeHIauusMu. [loanep:kuBaromyro
TEpaIuo MOXHO MPOJOKATH HEONPEAEIEHHO JIOJTr0 NMPH HAJIMYMU TepaneBTUYECKOro dpdexTa
U Xopoleil nepeHocuMocTH Mpenapara Mapykca. Cienyer npekpaTuTh IpUMEHEHUE IpenapaTa
Mapykca, ecnau TepaneBThdeckuil 3¢ dexkt Oonee He HaOMOJAeTCs WM €CIAM MAlUeHT He
MEPEHOCUT TEPAIHIO.

[Ipenapar mpuHUMaETCs OJHMH pa3 B CYTKH.
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C nenpl0 yMEHBUICHHMSI pHCKa pa3BUTUS MOOOYHBIX A(P(PEKTOB PEKOMEHIYETCS! MOCTEIEHHOE
YBEIIMYCHUE 03Bl 5 MI' B HENENIO B TEYCHUE MEPBBIX 3-X HEAENb Tepanuu. MakcumaibHas
CyTouHas Jio3a coctanisieT 20 Mr B CYTKU.

[MonGop Tepamuu npenaparom Mapykca, TaOJIE€TKH, MOKPHITHIE TUIGHOYHOW O0OJIOUKOM, B J103€
20 Mr HEBO3MOKEH. J[71s mogbopa Tepaniy MOKHO TPUMEHITh MEMAaHTHH TabJIeTKu B 103 10 mr.
Pexkomenayercs cienyromui pexxuM JO3UPOBAHHMS

1-st menmens (1-7 neHn): cyrouHas g03a — 5 MT.

2-s Henens (8—14 ngenn): cyrouynas go3za — 10 mr.

3-s menmens (15-21 nens): cyrounas qo3a — 15 mr.

Hauunas c 4-it nenenu: cyrounas no3a — 20 mr.

Oco0ble T'PYIIBI ITAITUEHTOB

THayuenmul nosicunoco eospacma (cmapuie 65 n1em)
Koppexkuunu 10361 HE TpeOyeTcs.
Iayuenmul ¢ napywenuem ynkyuu novex
VY manumentoB ¢ knupencom kpearnHuHa (KK) 50-80 mu/muH xoppekmuu 10361 HE TpeOyercs.
[Tarmentam ¢ modeuyHol HexocTaTOYHOCTBIO cpenHeit crenenHu Tsokectd (KK 3049 mu/mun)
pexomenayemas no3a — 10 mr B cyrku. Ilpu xopouieil nepeHOCMMOCTH Mpenapara B Te4eHue 7
JTHEN 7103y MOKHO YBEIUYUTH J10 20 MT B CYTKH 10 CTaHAAPTHOM cxeMe. Y MalUeHTOB C HOYEYHOU
HeoCTaTOYHOCThIO TspKenoi crenenn (KK 5-29 mn/mMuH) cyTodHas 1032 JOJDKHA COCTABISITh
10 mr.
Iayuenmul ¢ napyuwienuem yHKyuu nederHu
VY manueHToB ¢ HapylmieHueM (pyHKIIMM TIEYCHH JIETKOW W cpenHer cremnenu (kimacc A u B mo
knaccuduranmu  Yaiina-ITero) xoppekiuu 10361 He TpeOyercs. [lamumentam ¢ TspDkenoun
MEeYEeHOYHOW HemocTaTtoyHocThi0 (kracc C mo mkame Yaiina-IIsro) npemapar Mapykca
MPOTHUBOIIOKA3aH.

eTH
[Ipenapar Mapykca mpoTHBOIIOKa3aH AJisi IPUMEHEHUS y JeTel U MOapOCTKOB Miaame 18 ner.
be3omacHocTh 1 3G (HEKTHBHOCTD y JIeTel HE YCTAaHOBJICHBI. J[aHHBIE OTCYTCTBYIOT.

Cooco0 npuMeHeHus

Buytps. [Ipenapat npuHUMaeTCs BCEria B OJJHO U TO K€ BPEeMsI, HE3aBUCUMO OT IIpHeMa TIHIIH.
4.3. lIpoTuBONOKA3aHUS
- I'unep4yBCTBUTEILHOCTh K MEMAaHTHHY U (MJIH) K JIIOOOMY U3 BCIIOMOTaTEIbHBIX BEIIECTB,
nepeyrciIeHHbIX B pa3zaene 6.1.
- Tskenas nmedeHouHast HepocTaTouHOCTH (Kitace C o kinaccudukanuu Yaiina-I1sro).

- bepemennocts, nepuos rpyAHOr0 BckapMiuBaHus (cM. paszaen 4.6.).
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- Bospact no 18 et (3¢ dekTuBHOCTD U 6€30MACHOCTh HE YCTAHOBJICHBHI ).
- Penko BcTpewaromiasicss HacaeCTBEHHAs HETIEPEHOCUMOCTD I'alaKTO3bl, JEPHULIUT JaKTa3bl
WJIH TITFOKO30-TaJIaKTO3HASI MalTbaOCOPOIIHSI.
4.4. OcoOble yka3aHusi 1 Mepbl NPEA0CTOPOKHOCTH NIPU NPHMEHEHUH

C 0CTOPOKHOCTBIO

Onunencus, TUPEOTOKCUKO3, MPEAPACIOI0KEHHOCTh K Pa3BUTUIO CYAOPOr, OJHOBPEMEHHOE
npuMeHeHue aHTaroHuctoB NMDA-penentopoB (amMaHTaauH, KeTaMHH, IeKcTpoMeTopda),
¢dakropel, moBbInatone pH Moum (pe3kas cMeHa [JUEThl, HampuMep, TMepexoa Ha
BEreTapuaHCTBO, OOMIBHBIN TIPUEM MIEIIOYHBIX JKEITYIOYHBIX 0y(epoB), MOYCUHBIN KaHAIBIIEBBIN
alymo3, TsDKeJIble WHQEKIUM MOYEBBIBOSIINX IYTEH, BBI3BaHHBIC Proteus spp., WHGpApKT
MHUOKapaa (B aHaMHE3€), XpOHHUYEecKasi cepaeyHas HemoctaTogHocTh -1V dynkumnonansnoro
kiacca 1o knaccupukanuu NYHA, HekoHTponupyeMasi apTepuaibHasi TUIIEPTEH3Usl, IoYeuHas
HEJOCTAaTOYHOCTb, IEYEHOUHAs! HEJIOCTATOYHOCTD JIETKOW U CPEHEH CTETCHH.

PexomeHayeTcss MpUMEHATh C OCTOPOKHOCTBIO Y TAIMEHTOB C SMUIENCHEH, CyJoporamu B
aHaMHEe3€ WU Y MalUeHTOB C MPEAPACTIOIOKEHHOCTHIO K SMUIICTICHH.

Cnenyer wu3beratb OJHOBPEMEHHOTO TPUMEHEHHS MEMaHTHHAa W aHTaroHucTtoB NMDA-
pEelenToOpoB, TaKMX KaK aMaHTaauH, KETaMHH WM JeKcTpoMeropdaH. OTH COEIMHEHUS
BO3/ICHCTBYIOT Ha Ty K€ CUCTEMY PELIENTOPOB, YTO U MEMAHTHH, CJIEZIOBATEIIbHO, HEKEIATEIbHbIE
peakuuu (B OCHOBHOM CBSI3aHHBIE C IEHTPAJIbHOW HEPBHON CHCTEMOI) MOTYT BO3HUKATh Yallle U
OBITH OOJIEe BHIPAKEHHBIMH.

Hanmnumwe y manmenTa (axTopoB, BIMSAIONMX Ha MOBbImieHHe pH Moum (pe3kue M3MEHEHUs B
MIUTaHUH, HATIPUMED, IEPEXO/I C PALIIOHA, BKJIIOUYAIOIIETO MPOIYKThI )KUBOTHOT'O MIPOUCX 0K ICHUS,
K BEreTapraHCKOlN JUeTe WM MHTEHCHMBHOE MOTPEOICHHE IIEIOYHBIX JKEeTYA0YHbIX OydepoB), a
TaKXKe IMOYEYHbIN KaHAJBLEBBIN alU03 WK TKENIble MHPEKIUH MOUYEBBIBOJAIINX ITyTeH,
BbI3BaHHbIE Proteus spp., TpeOyIOT TIATEILHOIO HAOIIOJEHNS 32 COCTOSIHUEM MaIHEeHTa.

W3 GOnBIIMHCTBA KIMHUYECKUX HCCIIEOBAHUN MAlMEHTH ¢ WH(APKTOM MHOKap/a B aHaMHE3e,
JICKOMITCHCUPOBAHHOW XpPOHUYECKOH cepreunoi HemoctarouHocthio (III-IV dyHKIIMOHATBHBIN
knacc o kinaccudukaruu NYHA) wim HEeKOHTpOIUpyeMoi apTepruaibHOW TUTIEPTeH3UEeH ObLTH
UCKJIIOYEHBI. [Io3TOMY JaHHBIE O NPUMEHEHMHM MEMAHTHHA y TaKUX MAlMEHTOB OTPAHUYCHBI,
MIpHeM Iperapara J0KEH OCYIIECTBISATHCS MO TIIATeIbHBIM HAOII0I€HNEM Bpaya.

BcnoMorarenabHbIe BelllecTBa

Jlakmo3zvl monocuopam
[TatmenTaM ¢ penko BCTpPEHAOUIEHCA HACJIEICTBEHHON HENEPEHOCUMMOCThIO TaJlaKTO3bl,
NeUIMTOM JIaKTa3bl WIM TIIFOKO30-TaTaKTO3HOW MallbaOCopOIMeil He cienyeT NPUHUMATh

JAaHHBIN ITpenapar.
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Hampuii

JanHbIi mpenapat coaepkut MmeHee | Mmoib (23 mr) Hatpus Ha 1 TaGneTKy, TO €CTh, IO CYTH, HE
COJICPXKUT HATPHUSL.

4.5. B3aumopeiicTBHe ¢ JAPYrMMH JIEKAPCTBEHHbIMHM MNpenapaTaMd W Jpyrue BHbI
B3aUMO/1eiicTBUA

[Morentupytorcst  3(h@dEKTbl  JIEBOJOINBI, aroHHWCTOB  JO0(GAaMHHOBBIX  PEIENTOPOB U
AHTHXOJMHEPTHUECKUX JICKAPCTBEHHBIX CPEJICTB.

DddexTuBHOCTL 0ApOUTYPATOB, AHTHIICUXOTHUECKUX (HEHPOJIETITHKH) JICKAPCTBEHHBIX CPECTB
yMeHbIIaeTcst Ha (POHE OJTHOBPEMEHHOTO TPUMEHEHHSI MEMaHTHHA.

OMHOBpEeMEHHOE TNPUMEHCHHE MEMaHTHHA C JaHTPOJICHOM U OakIoOpeHOM, a TaKKe Co
CHa3MOJUTHKAMH MOKET COMPOBOXKIATHCS M3MEHEHHeM HX 3¢ (dekrTa, 94To TpedyeT KOPPEeKIHH
JI03BI ATUX MpEnapaToB.

Crnenyer uzberatb OAHOBPEMEHHOTO MTPUMEHEHHS] MEMAaHTHHA U aMaHTa/IMHA B CBS3H C PUCKOM
pa3BuUTHA ICMX03a. MEMaHTMH M aMaHTaJuH OTHOCATCS K rpynne anraronucroB NMDA-
peuenTopoB. PUCK pa3BUTHS NCHX03a TakK€ IMOBBIIIEH MPH OJHOBPEMEHHOM NPHUMEHEHUU
MEMaHTHHA ¢ (PEHUTOMHOM, KETAMUHOM M JIEKCTPOMETOP(haHOM.

[Ipy OJHOBPEMEHHOM NPUMEHEHHMM C LUMETUIMHOM, PAHUTHIMHOM, MPOKAaUHAMHUIOM,
XUHUJIUHOM, XWUHMHOM ¥ HHUKOTHHOM YBEJIMYUBACTCS PUCK TIOBBIIIEHUS KOHLIEHTPALUU
MEMaHTHHA B IJIa3M€ KPOBHU.

[Ipy onHOBpeMEHHOM MpHUEME C THAPOXJIOPOTHA3HJIOM BO3MOXKHO CHHKEHHE KOHIIEHTpPALUU
TUAPOXJIOPOTHA3UIA B TJIa3ME KPOBH 3a CUET YBEITMYEHHUSI €r0 BBIBEICHUS U3 OpraHu3Ma.
Bo3MokHO MOBEIIIEHHE MEXAYHAPOIHOTO HOpMa3oBaHHOTo oTHOIeHuss (MHO) y narueHTos,
OJTHOBPEMEHHO MPHHUMAIONIMX TePOpaIbHbIE HENPsMbIE AHTHKOATYJISHTHI (BapdapuH).
Pexomenmyercst  perymspHO  KOHTPOJUPOBAaTH  mpoTpoMOuHOBOoe Bpemss wim  MHO.
OMHOBpPEMEHHOE MTPUMEHEHHUE C aHTHJICIPECCAaHTAMHU, CEJIEKTUBHBIMUA HHTHOMUTOPaMU 0OPAaTHOTO
3axBaTa CEPOTOHWHA M HMHTHOMTOpaMU MOHOaMHHOOKcHAa3bl (MAQ) TpeOyeT TIIATeIbHOTO
HaOII0IeHN 32 TallUeHTaMHU.

He orTMedeHO 5e€KapCTBEHHOTO B3aWMOJEHCTBUS TPU OJHOKPATHOM OJHOBPEMEHHOM
MPUMEHEHUU MEMaHTHHA C TIMOSCHKIAMHUIOM/MET(HOPMUHOM WM JOHETE3WIOM Yy 3I0POBBIX
TI0OPOBOJIBIIEB.

[Ipu oHOBpEeMEHHOM IPUMEHEHUH C MEMAHTUHOM HE OTMEUYEHO M3MEHEHUN (hapMaKOKUHETUKU
rajJlaHTaMHHA y 37J0POBBIX JOOPOBOJIBIIEB.

B ycrnoBusix in vitro memantun He unruoupyet uzodepmentsl CYP 1A2, 2A6, 2C9, 2D6, 2E1,
3A, MOHOOKCHUTEHA3y, COAepKaIyto (praBuH, SMOKCUATHAPOIIA3Y WIH CYIb(haTUPOBAHUE.

4.6. ®epTUIBHOCTD, 0EPEMEHHOCTH H JIAKTALMS
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bepemenHoCTh

IIpenapat npoTUBONOKAa3aH BO BpeMsi OEPEMEHHOCTH.

Knunnueckne naHHple O TpueMe MEMaHTHMHAa BO BpeMsl OEpeMEHHOCTH OTCYTCTBYIOT.
UccnenoBanust Ha KUBOTHBIX CBUAETEIBCTBYIOT O BO3MOXHOW 3aJ€pXKKE BHYTPUYTPOOHOTO
pa3BUTHS IPU NPUMEHEHUHM Ipernapara B J03aX, aHAJIOTMYHBIX WM HEMHOIO MPEBBIIIAOIINX
7103bl, IPUMEHsIEMbIE Y uesioBeKa. [loTeHIManbHbIN PUCK Ul YeJIOBEKa HEU3BECTEH.

Jlakranus

CBeneHuii O BBIICICHUM MEMaHTHHA C TPYIHbIM MOJOKOM HeT. OJIHAaKo, Y4YWThIBas
TUNO(GUIBLHOCT, MEMAHTHHA, BBIZIENIEHHE BO3MOXKHO. [losTOMy Ha Bpems jeueHHs mpenapaToM
Mapyxkca rpyjHoe BCKapMIMBaHHE HEOOXOAMMO IPEKPaTUTb.

4.7. BausiHue Ha CHOCOOHOCTHL YNPABJISATH TPAHCNOPTHLIMHM CpelcTBAMH M padoTaTth ¢
MeXaHu3MaMu

VY manueHToB ¢ 060y€3HBIO ATbIreliMepa Ha CTAANHU YMEPEHHON M TSKENOW JeMEHLIUU OOBIYHO
HapylIeHa CIIOCOOHOCTh YIPABJISTh TPAHCIIOPTHBIMU CPEACTBAMH U PabOTaTh ¢ MEXaHU3MaMHU.
Kpome TOoro, MEMaHTHH MO>KET BBI3BIBATh U3MEHEHHE CKOPOCTH PEaKLMH, TO3TOMY MalE€HTaM
HEOOXOJMMO BO3/AEPKUBATBCA OT YIPABJIEHUS TPAHCIOPTHBIMM CpPEJICTBAMM U PabOTHI ¢
MEXaHU3MaMH.

4.8. HexkenareJbHbIC peaKkul

Pesrome npoduiist 6e30macHOCTH

B knMHMYecKHX HCClieZIoBaHUAX OO0IIas 4yacToTa pa3BUTHS MOOOYHBIX peakiUil He OTINYalach
IIpH IpreMe MeMaHTHHa U Tuiane6o. Kak npaBuiio, oHu ObUTH OT JIETKOHM 10 YMEPEHHOH CTeNeH!
TsokecTu. Hanbonee yacTeiMU HeXeNnaTeIbHbIMU PEAKLUAMU B TPYIIIE MEMAaHTHHA IO CPAaBHEHUIO
¢ Tuiane6o ObLTH: TONOBOKpY)eHue (6,3 % npotus 5,6 % coOTBETCTBEHHO), rosioBHast 60116 (5,2 %
npotuB 3,9 % cooTrBeTcTBeHHO), 3amop (4,6 % mnpotuB 2,6 % COOTBETCTBEHHO), COHJIHMBOCTh
(3,4 % mnportus 2,2 % COOTBETCTBEHHO) M apTepuanbHas runeprensus (4,1 % mnporus 2,8 %
COOTBETCTBEHHO).

Tabnuunoe pPE3IOME HeXKeJIaTeIbHBIX PEAKIIUN

YacToTra BCTpEYaeMOCTH OTpeIeeHa CIEAyINMM o0Opa3oM: odeHb dacto (= 1/10), uacto
(ot >1/100 mo < 1/10), mewacro (ot = 1/1000 mo < 1/100), peaxo (ot = 1/10000 mo < 1/1000),
oueHb peako (< 1/10000), yacTora Heu3BecTHa (MCXOJS W3 HMEIOIIMXCS JAHHBIX YacTOTY
BO3HUKHOBEHHS OTNPEACTUTh HEBO3MOXKHO). HexenarenbHble peakmuu CTrPYNIHpPOBaHBI B

COOTBETCTBUHU C TIOPSAIKOM HA OCHOBAHWHU CUCTEeMHO-0OpraHHbIX KiaccoB (COK).
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COK YacroTa HeskenareabHasi peakuust
BCTPEYaeMOCTH
WNupekmn u nHBa3HHA Heuacrto I'pubkoBBIC MHBEKITHH

Hapymenuss co CTOpOHBI
KPOBH M JUM(aTHIECKON

CHCTCMbI

YacToTa HEU3BECTHA

Arpanynouuros, JEHKONIEHUS
(BKITIOUAS HEUTPOTICHUIO),
MNAHLIUTONICHHUS,  TPOMOOIUTONEHUS,

TPOMOOLIUTOTIEHUYECKasl ITypIypa

Hapymienuss co croponsl | Hacto ['unepuyyBCTBUTENBHOCTD K
UMMYHHOU CUCTEMBI KOMIIOHEHTaM IIpenapara
[Icuxuyeckue HapylIEHUS Yacto CoHnuBOCTb

Heuacrto CryTaHHOCTh CO3HaHUSA

[ aJUTIOIHAIIH

YacToTa HEU3BECTHA

[TcuxoTuueckue peakuu

Hapymenuss co croponsl | Hacto I'onoBokpyxenue, HapyleHHe
HEPBHOM CHCTEMBI paBHOBeCHs
Heuacro Hapymenue noxoaxu
Ouenb peako Cynoporu
Hapymenuss co croponsl | Hewacto CepnedHas HeJOCTaTOYHOCTb
cepaua
Hapymenuss co cropons! | Hacto [ToBeiIeHHE apTepUaIbHOTO
COCyIIOB JaBIICHUS
Heuacro Beno3HsIii TpoM003/TpoMO0IMO0THS
Hapymienuss co croponsl | Hacto Opplmka
JbIXaTEIbHON CUCTEMBI,
OpraHOB I'PYJHOW KIIETKH U
CPENOCTEHUS
XKenynouHo-KkurieyHble Yacro 3anop
HapyLIEeHUs Heuacto TommHoTa, pBOTa
Yacrora Heu3BecTHa | [lankpearut
Hapymienuss co croponsl | Hacto [ToBsliieHne aKTUBHOCTH

INEYCHHU H XKCIYCBBIBOAAIIUX

nmyTen

KIICYCHOYHBIX» q)epMeHTOB B IIl1a3Me€

KpOBHU

YacToTa HEeU3BeCTHA

T'enatut
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HapymeHI/m CO CTOPOHBI YacToTa HEeM3BECTHA OCTpaﬂ moyceyHasd HEAJOCTAaTOYHOCTD
IIOYEK M MOYCBBIBOAAIINX

IyTen

Hapymenuss co cropons! | Yactora HeusBecTHa | Cunapom CtuseHca-/[>koHCOHA

KOXHU U ITOAKOXKHBIX TKaHEH

O6mmume HapyILICHUs u | Yacto ['onoBHas 607b

P€aKknunu B MECTC BBECACHUA Heuacto YTOMIISIEMOCTD

! Tanmormuanyuy HaGbMI0IATNCh TIABHBIM 00pa30M y MAIMEHTOB ¢ OONe3HBI0 AnblreiiMepa Ha
CTaJINU TSDKEJION IEMEHITHH.

[Ipy mocTperucTpaioHHOM TPUMEHEHHH COOOMANoch O BO3HUKHOBEHUH — CIIEIYIOLIHX
HEXKENATeNbHBIX PEAKIUi: TOJOBOKPY)KCHHE, COHJIMBOCTb, TOBBIINICHHAs BO30YIMMOCTB,
MOBBIIICHHAST yTOMIIIEMOCTh, OECIIOKOWCTBO, ITOBBIIIEHHE BHYTPUYEPEITHOTO JaBIICHUS,
TOIIHOTA, TAJUTFOIIMHALIMU, TOJIOBHAsl OO0JIb, HapylICHWE CO3HAHMSI, MBIIICYHBIA THIIEPTOHYC,
HapyIICHWE TIOXOJKH, ACTPECCHs], CyOPOTH, ICHXOTHYECKHE PEaKIUH, CyHIIUaTbHbIE MBICIH,
3arop, TOIIHOTA, MAaHKPEATUT, KaHJIU03, MTOBBIIICHUE apTEPUAILHOTO JIaBICHHS, PBOTA, IIUCTHUT,
TOBBIIICHNE JTHOU 0, BEHO3HBIH TPOMOO03, TPOMOOIMOOIHS B aJUIEPTHIECKUE PEAKIIHH.

Coo0111eH1E 0 TOJI03PEBAEMBIX HEXKEIATEIbHBIX PEAKIIUAX

Baxxno cool0mare 0 TMOA03pEBAaEMBIX HEXKENaTeNbHBIX PEaKIUsIX I0CIe PErucTpaluu
JICKapCTBEHHOTO Tperapara C Lelblo 00eCIeYeHns] HEPEPIBHOTO MOHUTOPUHTA COOTHOIIICHUS
«TI0JIb3a — PHCK» JIEKapCTBEHHOro mpemnapara. MenuiuHCKUM pabOTHUKaM PEKOMEHIYeTCs
coo0maTh 0 JHOOBIX TMOJ03PEBAEMBIX HEXKEJIATEILHBIX PEaKIUsIX JICKAPCTBEHHOTO TMpernapara
Yyepe3 HAIMOHAIBHBIE CHCTEMBI COOOIIEHHS O HEKENATENbHBIX PEAKIUAX TOCYAapCTB — YJICHOB
EBpa3uiickoro 3kKOHOMHUYECKOTO COI03A.

Poccuiickas @edepayus

109012, r. Mocksa, CnaBsiHcKas 11, 1. 4, cTp. |

®denepanpHas ciryx0a 1Mo Ham3opy B chepe 31paBoOXpaHCHUS

Ten.: +7 (800) 550 99 03

Anpec 371. mouThl: pharm@roszdravnadzor.gov.ru

Be0-caiit: https://roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

HmeroTcss orpaHWYeHHBIC JaHHBIE MO TEPEIO03UPOBKE, MOJYYCHHBIC B XOJ€ KIMHHYECKUX

HUCCJICIOBAHUN U MOCTPETUCTPALUMOHHOI'O OIIbITA IPUMCHCHUA MEMAaHTHHA.

CHUMIITOMBI
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[Tpu otHOCHTENBEHO OONBIIUX Tepeno3upoBkax (200 mMr ogHOKpaTHO U 105 MT B CyTKH B Te€UEHUE
3 nHel) OTMEYaNHCh CIEIYIOIIUE CHUMITOMBI: YTOMISIEMOCTb, CA00CTh U (WJIM) Auapes WIH
CUMIITOMBI OTCYTCTBOBaNM. B ciydasx nepeno3nupoBkH B 103€¢ MeHee 140 Mr oTHOKpaTHO WU B
Cllydae TpueMa HEU3BECTHOW [103bl Y MAIMEHTOB HAOIIOJAINCh HEXeNaTelbHbIE PEaKiuu CO
CTOPOHBI IIEHTPAJILHOM HEPBHOM CHCTEMBI (CITyTaHHOCTh CO3HAHUS, TUIIEPCOMHHSI, COHIIMBOCTD,
TOJIOBOKPY)KCHHE, Q)KUTAIMsI, arpeccHsi, TaJUTIOIWHAIIMN, HApYIICHHE MOXOAKH) W (W) co
CTOPOHBI KEITYT0YHO-KUIIEYHOT0 TpakTa (pBoTa, AUapes).

B camom Tspkenmom cimydae mepeno3upoBku (2000 Mr MeMaHTHHA) TIAITUEHT BBDKWII, TIPU ATOM
HAOJTI0JANTUCH HEXKEeTIaTeIbHbIC PEaKIK CO CTOPOHBI HEPBHOM crcTeMbl (koMa B TeueHue 10 aHed,
3aTeM TUIUIONUS M axkurtanus). [lanuenT nomyvan CMMOTOMaTHYECKOE JIUEHUE U Iia3mMadepes.
[TaneHT BBI3AOpOBEN 0€3 TMOCHENYIONIMX OCJIOKHEHHWH. B nmpyrom ciydae Tsxenon
niepeno3upoBku (400 MT) TAIMEHT TakXe BBDKWI W BBI3MOpoBed. ONHCaHbl HEXelaTeTbHBIC
peakiMu CO CTOPOHBI IEHTPAJbHON HEPBHOM CHCTEMBI: OECIIOKONCTBO, TNCHUXO03, 3pUTEIbHBIC
TQJUTIOLMHALIMY, CHIDKEHHE TOopora CyJIOpOXKHOW TOTOBHOCTH, COHJIMBOCTb, CTYNOp, MOTEps
CO3HAHUSI.

Jleuenue

B cnydae mnepeno3upoBku JiedeHue cumnromaruyeckoe. Crnenuduyeckoro aHTHIOTa HeT.
Heo0xoanmo npoBeieHNe CTaHAapPTHBIX JICYEOHBIX MEPOTIPUSTHIA, HAIPABICHHBIX HA BHIBEICHUE
AKTHBHOTO BEIECTBA W3 JXKENyJKa: MPOMBIBAHUE JKEIyAKa, IPHUEM AKTUBUPOBAHHOIO YIJIA,
MOJIKUCIIEHHE MO, (POpCUpOBaHHBIN quype3. [Ipu mosBiIeHNH MPU3HAKOB M CUMIITOMOB 001IIEH
TUNEPCTUMYJISILIMM LIEHTPAJIIBHON HEPBHOM CHUCTEMBI CIEAYET MPOBOAUTH CUMITOMATHYECKYIO

TCPAIUIO C OCTOPOKHOCTBIO.

5. ®APMAKOJIOTMYECKHE CBOVMCTBA
5.1. ®apmakoanHaMHYeCKUE CBOICTBA
®dapmakoTepaneBTHYECKasi TPYIIa: ICUXOAHAJICTITUKHI; CPEJICTBA JJIsl JICUSHUS IEMEHIINM; Ipyrue
CpeACTBa JIsl JICUEHUS JEMEHLIHH
Kon ATX: N06DX01

MexaHn3M JENCTBUA

[IpousBoanoe amamantana. SIBisieTcss HEKOHKYPEHTHBIM aHTaroHuctoM N-mertun-D-acmaprar
(NMDA)-penienTopoB, OKa3bIBa€T MOIYIUPYIOLIEE ACUCTBHE HA TNIyTaMaTePrHueCKyl0 CUCTEMY.

dapmakoanaamuyeckue 3O heKThH

Perynupyer TpaHcmopT MOHOB, OJIOKMpYET KallbIIMEBbIE KaHaJbl, HOPMAJIU3yeT MEeMOpaHHBIN
MOTEHIMAJI, YIYYIIaeT MPOLECC Mepedadyd HEPBHOIO HMMIIyJbCa. YIy4IIaeT KOTHUTHBHBIE

MMPOLECCChI, MOBLIITACT MOBCCAHCBHYIO aKTUBHOCTD.
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5.2. ®apMaKkoKMHETHYECKHE CBOIiCTBA

AGcopbuus

BBICTpO M MOMHOCTHIO BCAachIBAETCS MOCJIE MpHEMa BHYTpb. MakcuMallbHash KOHIEHTpAlus B
miazMe KpoBH (Cmax) JOCTUTAETCsl B TeueHue 3—8 4 mociie mpuemMa BHYTPb. Y MAIMEHTOB C
HOPMAJIBHOHN (PYHKITHEH MOYEK KyMYJISIIMH MEMAaHTHHA HE OTMEYEHO.

Pacnpenenenune

[Ipn exenHeBHOM mpueme B A03€ 20 MI B CyTKH PaBHOBECHBIE KOHILICHTpAllMM MEMaHTHHA B
miazMe KpoBu cocTaBisioT 70—150 ur/mi. [lpu mpumeHeHuu cytoyHoil 10361 5—30 Mr OBLIO
paccuMTaHO OTHOLICHHWE CpeAHEeHl KOHIEHTpaluu B IepeOpPOCIMHAIBHON KHJIKOCTH K
KOHIIEHTpaIuy B Tuia3Me KpoBu, paBHoe (,52. OObem pacmpeneneHus paBeH okono 10 ji/kr.
Oxkomno 45 % MeMaHTHHA CBA3BIBACTCS ¢ OEJIKaMU IIa3Mbl KPOBHU.

Buorpancdhopmarms

Oxkono 80 % mnpuHATOr0 BHYTPb MEMAaHTHHA BBIBOAUTCS B HEM3MEHEHHOM BHje. OCHOBHbBIE
MeTabomuThl N-3,5-TMMEeTHII-TIyTaHTaH, U30MEepHasi cMeCh 4- B 6-THIPOKCH-MEMaHTHHA U |-
HUTPO30-3-5-TUMEeTWI-alaMaHTaH  He  Oo0JiajaroT  COOCTBEHHOW  (papMaKOIOTHYECKON
aKTUBHOCTBHIO. B ycioBusix in vitro Merabonusma, OCyHIeCTBIIEMOTO H30()epPMEHTAMHU CUCTEMBI
uutoxpoma P450, BeIsBIeHO He ObLO. B mccnenoBanun npu npueme BHYTph *C-MeMaHTHHA B
cpenHeM 84 % MNpUHATON BHYTPhH 103bl BBIBOAWIOCH B TeueHHe 20 CyTOK, mpu 3ToM > 99 %
BBIBOJIMJIOCH IIOUYKAMH.

DJIMMHUHALIMS

BreBonuTcss W3 opraHm3Ma  MOHOS3KCIOHeHmuanbHO. [lepuox  momyBeiBenenust (T)%2)
TepMUHaIBHOH (ha3bl coctaBnser oT 60 mo 100 4. BeiBogutcs moukamu. Y m00pOBOJIBIEB C
HOpMaJIbHON (yHKIMel moyek obumil kmupenc cocrapiser 170 mn/mun/1,73 M? mnomanm
MOBEPXHOCTH TeJla, 4acTh OOIIEro MOYEeYHOro KIMPEHCAa JOCTUraeTCsl 3a CYET KaHAJIbIIEBOU
cekpernu. [louedHoe BbIBeIEHHE TaKKe BKIIOUACT KaHAIBLEBYIO PeadCOpOLNIO, BO3ZMOXKHO
OTIOCPEZIOBAHHYI0 KaTHOHHBIMU TpPaHCHOPTHBIMU OenkamMu. CKOPOCTh MOYEUHOH 3JIMMUHALIUN
MEMaHTHHA B YCIIOBUSAX IIETOYHON peaKkIMi MOYH MOXKET CHIKAThes B 7-9 pa3. 3aienadynBanue
MOYM MOXXET OBITh BBI3BAHO PE3KHMM H3MEHEHHMEM IUTaHMs, HAlpUMEp, Iepexoj C pPalUoHa,
BKJIFOYAIOMIETO MPOAYKThl KUBOTHOTO MPOMCXOXKJEHHUS, K BEreTapuaHCKOM Jauere, WIn
BCJIEJICTBUE MHTEHCUBHOI'O IPUMEHEHHSI IIIEJIOUHBIX JKETyJOUHBIX Oy(hepoB.

JInHeHOCTh

HccnenoBanus, mpoBeieHHBIE y J00pPOBOJIBIEB, MOKA3ald JHHEWHOCTh (hapMAaKOKMHETUKU B
nuanasone 103 1040 mr.

(DaDMaKOKI/IHGTI/I‘ICCKaH/ d)aDMaKOHHHaMquCKaH 3aBHUCUMOCTDb
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[Ipy npumMeHeHMM MEMaHTMHAa B J103€

20Mr B

CyTKM YypOBEHb KOHIIEHTpalUu B

1epeOpOCITMHATBHON YKUIKOCTH COOTBETCTBYET BEJIMYMHE KOHCTaHTHI MHruOupoBaHus (k;), 4ro

JUTsI MeMaHTHHA cocTaBisieT 0,5 MKMOJIb B 0071aCTH ()pOHTATBHON KOPHI TOJIOBHOTO MO3Ta.

6. ®APMAILIEBTUUECKHUE CBOMCTBA
6.1. Ilepedyennb BcrioMoOraTeJIbHbIX BelleCTB
JlakT03bI MOHOTH]IpAT
emmrono3a Mukpokpuctamudeckas (tuam 102)
Kpemuust nuokcu KomoniHbIi 0e3BOIHbIN
Tanbk
Maruus creapat

O060104YKa IUIEHOYHAS

MeTtakpuiaoBoii KMCIOTBl M 3TUIaKpuiaTta conoiumep (1

Ka4yecTBE 3MY/IbraTOpOB TaKXKe:
- Harpus Jaypuicynbdar
- monucop6at-80]

Tanbk

Tpuanernn

CHMETHKOHA SMYIIbCHS:

- JHUMCETHUKOH

: 1), 30 % nucnepcust [ConepXHUT B

- KpeMHUS JUOKCHU]I KOJUIOUIHBINA TUAPATUPOBAHHBIN

- Makporoia CTeapmioBbIi 2pup
- BOAOpPOJA MEPOKCHU]T
- COpOMHOBas KHCJIOTa
- BOma
6.2. HecoBMecTUMOCTDH
Henpumenumo.
6.3. Cpok rogHoCTH (CPOK XpaHEHHUS)

5 jerT.

6.4. Oco0Oble Mepbl NPEIOCTOPOKHOCTH IPH XPAHEHUH

[Ipu Temnepatype He Bbite 25 °C, B OpUTrHHAIBHOM YIIAKOBKE.

6.5. Xapakrep u conep:kaHue NMePBUYHON YIIAKOBKH

I[To 10 Tabmerox B Onmcrepe w3 kombObmHMpoBaHHoro Mmatepmana [IBX/TIBJAX u donbru

AITFOMHUHUEBOM.

3 nim 6 GMCTEpOB BMECTE ¢ MHCTPYKIMEH TI0 TPUMEHEHHIO TIOMEIIAIOT B MTAUYKy KapTOHHYIO.
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He Bce pazMeps! yimakoBOK MOTYT OBITh TOCTYITHBI JIJISl peaTu3alliH.

6.6. OcoOble Mepbl TNPEIOCTOPOKHOCTH TPH YHUYTOXKEHHM  MCHOJIb30BAHHOIO
JIEKAPCTBEHHOr0 Mpenapara MWJIH  OTX0JA0B, TMOJYYEHHBIX TOCJe MpPUMeHeHUs
JIEKapCTBEHHOI'0 Npenapara, 1 Apyrue MaHUNIyJIgIdH ¢ IpenapaTom

Het oco0bx TpeGoBaHU# K yTUIN3AINH.

7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA
Poccuiickast denepanust
000 «KPKA-PYC», 143500, Poccusi, MockoBckas o6., T. Mctpa, yin. MockoBckas, 1. 50
Ten.: +7 (495) 994 70 70
®akc: +7 (495) 994 70 78
Anpec 211. moutsl: krka-rus@krka.biz
7.1. IlpencraBuTenb Aep:kaTess perucTPAIHOHHOIO YI0CTOBEPEeHHUs

IIperen3un norpedOUTENE HAIPABIATE O aIpeECY:

Poccuiickaa @edepayus

000 «KPKA-PYC»

143500, MockoBckas o61., T. Uctpa, yn. MockoBckas, 1. 50
Tem.: +7 (495) 994 70 70

dakc: +7 (495) 994 70 78

Anpec a11. moutsl: krka-rus@krka.biz

8. HOMEP PETHCTPALIMOHHOT'O YIOCTOBEPEHMSI
JIT-Ne(002121)-(PT-RU)

9. JTATA TEPBUYHON PETUCTPAIIUM (IIOJATBEPXKJIEHHS PEIMCTPALIMN,

IHEPEPET'UCTPALIUN)

Hara nepBo#t peructpanuu: 5 anpens 2023 r.

10. JATA IIEPECMOTPA TEKCTA

OO61mas xapakTepucTUKa JIEKapCTBEHHOTO Ipenapata Mapykca JA0CTynHa Ha WHOOPMAIIMOHHOM
noptasie EBpa3zuiickoro 3KOHOMHYECKOTO COI03a B MH(POPMALMOHHO-KOMMYHHUKAIIMOHHOW CETH

«utepueT» https://eec.eaeunion.org.
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