IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

NEHIFMA®
(DENIGMA®)

Cknap:

Aitoya pevyoBnHa: memantine;

1 TabneTka MictTuTb 5 Mr a6o 10 Mr MemaHTUHY Tigpoxnopuay;

AOMNOMI>KHI peyoBuHK: MaHIT (E 421), uentonosa MiKpoKpucTaniyHa, HaTpito Kpockapmenosa, noeigoH K 30, KpemHito dioKcupa KOnoigHWiA 6e3BOAHWNIA, MarHito
cteapart, Opadry Pink 03F84827 (Tanbk, TuTaHy giokeng (E 171), rinpomenosa, okcug 3anisa 4epBoHuii (E 172), NoNieTUNEHI NiKONb).

JlikapcbKa hopma. Tabnetku, BKpUTI 060/10HKOIO.
OCHOBHI (pi3nKO-XiMiYHi BNaCcTUBOCTI: OBa/IbHI POXEBI TAGMETKM, BKPUTI 060M10HKOH0, FNafeHbKi 3 060X 60KIB.

dapmakoTeparneBTUYHa rpyna. 3acobu, Lo 3acToCoBYHTLCA Npn gemeHuii. Kog ATXNO6D XO01.

dapmakosoriyHi BnacTmeoCTI.

PapmakognHamika.

Y nposiBax CUMNTOMIB i NPOrpecyBaHHi HelipoereHepaTMBHOI AeMEHLLIT BRXXMBY POSib Bifirpac NopyLUeHHs rayTamaTeprivyHoi HelipoTpaHcMicii, 0c06MBO 3a yyacTi
NMDA (N-meTtun-D-acnapraT)-peLenTopis.

MeMaHTVH sB/ISE COB0K0 NOTeHLiaN3aneXHuin, cepefHbol aiiHHOCTI HEKOHKYPEHTHUIA aHTaroHicT NMDA-peuenTopiB. MemMaHTUH MOAY/HOE ePeKTN NaTonorivyHo
NigBULLEHMX PIBHIB rnyTamaTy, AK1iA MOXe NpPU3BeCcT 40 AUCHYHKLIT HEAPOHIB.

PapmakoKiHeTuKa.

Abcopbuis.

AbconoTHa 61040CTYMHICTb MEMaHTUHY CTaHOBUTL NPMBM3HO 100 %, Yac [OCATHEHHS NikKa KOHLUeHTpauiiy naasmi KpoBi (Tmax) — Big 3 4o 8 roanH. O3Hak Bnamsy
BXXVMBaHHSA 1XKI HA BCMOKTYBaHHSA HEMAE.

Posnogin.

[o6oBa fo3a 20 Mr 3yMOB/NIOE CTabiNlbHY KOHLEHTPALit0 MEMaHTUHY Y nia3mi KpoBi y Mexax Bif 70 o 150 Hr/mn (0,5-1 MKMO#b) 3i 3HaYHUMM IHAMBILYaNbHUMM
BapiauisMu. Mpu 3acTocyBaHHI 4060BUX [03 Bif 5 A0 30 Mr BiAHOLIEHHS BMICTY npenapaTy Yy LepebpocniHasibHii pignHi Ta cupoBaTLi KpoBi cTaHoBUTL 0,52. 06’em
po3noginy — 6113bko 10 n/kr. MprbnnsHo 45 % MmemMaHTUHY 3B’A3Y€ETbCS 3 MPOTETHaMM N1a3Mu KPOBI.

BioTpaHcdopmadis.

B opraHizmi ntoguHyn 6nmnssko 80 % MeMaHTUHY LMPKY/IKOE Y BUTNALI MOYAaTKOBOI Pe4OBMHU. OCHOBHMMU MeTabonitamu y niognHn € N-3,5-aMMeTun-rinyaaHTaH,
i30MepHa cymiw 4- Ta 6-rigpoKCU-MeMaHTUHY Ta 1-HiTp030-3,5-AMMeTun-agamaHTaHy. XXoaeH i3 JaHUX MeTaboniTiB He Mae NMDA-aHTaroHiCTUYHMX
B/IACTMBOCTEN. YyacTi umToxpomy P450 y MeTab0oi3Mi in vitro He BUSB/EHO.

Y npoueci AocnifiKeHHs i3 3acToCyBaHHAM 14C-MeMaHTMHY nepopanbHO B cepeHboMy 84 % 031 BMBOAWMAOCA NpoTarom 20 Ai6, npu LpoMy 6Ginblue 99 %
BMBOAMN/IOCA HUPKaMMU.



EnimiHauin.
MeMaHTUH eNiMiHYETLCA MOHOEKCMOHEHLiaIbHM YMHOM 3 NMPOMDKKOM tq/o Bif 60 fo 100 roguH. Y [06pOBOMbLIB i3 HOPMaIbHOK (YHKLIEHD HUPOK 3arasibHui
KnipeHc (Clyor) AopiBHIOE 170 MN/XB/1,73M2, YacTVHa sIKOro 06YMOB/EHa KaHa/bLIEBOO CeKpelieto. HupkoBa cTagis hapMakoKiHETUKIM MEMaHTUHY BK/HOUAE TaKOX

KaHa/bLieBy peabcopbuito, onocepeKoBaHy, MOX/INBO, KaTIOHHUMMW TPAHCMNOPTHUMM BinKamu.

LLIBnaKiCTb HMPKOBOT enimiHaLii MeMaHTUHY B YMOBaX /TY>KHOI peakuii cedi Moxe 3HWKyBatuca y 7-9 pasis. igny)KyBaHHs cedi MoXe BigOyBaTuUCA BHACNILOK
pafivKasibHOI 3MiHW paLioHy, HanpuKiaz Npu nepexogi 3 M’ACHOT i Ha BereTapiaHCbKy, abo yepe3 HaAMIpPHWIA NPUIAOM aHTaUUAHUX LLTYHKOBMX 3aC06iB.
NiHiRHICTb.

JocnifpKeHHs 3a y4acTio 406pOBO/bLIB MNOKa3an HasBHICTb NiHIMHOT (hapMaKOoKIiHETUKN Ansa aiana3oHy Ao3 Big 10 ao 40 mr.
dapmakoLHamivHWii/hapMaKoKiHe TUYHUI 3B’ A30K.

Mpw 3acTocyBaHHi MeMaHTVHY B 03i 20 Mr Ha o0y piBeHb BMICTY npenapaTy B LiepebpocniHabHii pifvHi Bignosifae BenmunHi K (KOHCTaHTa iHribyBaHHA) 414

MEMaHTUHY, L0 CTaHOBUTb 0,5 MKMO/Ib Y NI0GHI A0Ni rOIOBHOMO MO3KY /IFOAVHMN.

KniHiYHI XapaKTepUCTUKN.
lNoka3aHHS.
XBopob6a AnbLirerimepa Bif, Nerkoro CTyneHs TSHXKKOCTI [0 TAXKKUX (DOPM.

MpOTUMNOKA3aHHS.
MigBuLeHa Yy TAMBICTb [0 Ait0Y0T PeYOBUHY abo A0 BY/Ab-IKOr0KOMMOHEHTA Npenapary.

B3aemogis 3 iHLUMMM NiKapCbKMMK 3aco6amMm Ta iHLWi BUAM B3aEMOZIN.

3 ornsay Ha thapMakonorivyHUA epekT Ta MexaHi3m il MEMaHTUHY MOX/IUBI HUKYe3a3HaueHi B3aEMOgT.

MexaHi3m fii nepefbavae MOXIMBE NOCUNEHHSA edeKTiB L-40nu, JonamMiHEPriYHUX aroHiCTIiB Ta aHTUXO/IHEPriYyHMX 3aC06iB Mpy 04HOYACHOMY 3aCTOCYBaHHI TaKnX
NMDA-aHTaroHicTiB, K MeMaHTUH. MOXnuBUM € rnocnabneHHs edekTiB 6apbiTypaTiB Ta HEMponenTUUYHMX 3acobiB. CyMicHe 3acTOCyBaHHSI MEMaHTUHY Ta
CNasmoniTUYHKX 3ac006iB, JaHTPOMIEHY abo 6aknoheHy MoXKe MOAMGIKYBATH iX ePeKTM Ta 00YMOBUTU HEOOXIAHICTL KOPEKLiT 403.

Cnip yHVMKaTW O[HOYaCHOro 3aCTOCYBaHHA MeMaHTUMHY Ta amaHTafuHy 4Yepe3 pU3MK PO3BUTKY (HhapMakOTOKCUMYHOro ncuxosy. O6uasi Cnonykn € XiMiyHO
nos’sa3aHnM1 NMDA -aHTaroHicTamu. Te XX came MOXKe CTOCYBaTuKCS | KeTamiHy Ta AekcTpoMeTopdaHy (aAvB. po3ain «Oco6/MBOCTI 3aCTOCYBaHHS»).

ICHYIOTb fiaHi o0 PU3MKY BUHUKHEHHSA NCUXO03Y NPU CYMICHOMY 3aCTOCYBaHHI MEMaHTUHY i1 (DEHITOIHY.

[HLWI pevyoBUHW, TaKi AK UMMETUAMH, PaHiTUAMH, NPOKaiHamig, XiHiAWH, XiHiH Ta HIKOTUH, IKi BUKOPUCTOBYHOTb TY XK KaTiOHHY TPaHCMOPTHY CUCTEMY HUPOK, LLIO 1
amaHTaf\H, MOX/NBO, TaKOX 3[aTHi B3aEMOAIATM 3 MEMaHTUHOM, 00YMOB/IHOKOUM NOTEHLIAHNIA PU3MK NiABULLEHHSA MOr0 KOHUEHTpaLil y nnasmi Kposi.

Mpn cymiCHOMY 3aCTOCYBaHHI MeMaHTUHY 3 rigpoxnopoTiasngom (IFXT) abo 6yab-aKoro KoM6iHauieto 3 XT MOX/IMBe 3HKeHHS piBHA XT y cupoBartL,i KpoBi.
Bynu noBigOMMEHHA MPO OKpeMmi BUNAAKWN MiABULLEHHA MIXHApOLHOIro HopManizoBaHoro cniesigHoweHHa (MHC) npu 3acTocyBaHHI MeEMaHTUHY MaLieHTamu, AKi
npuimaroTb BapgaprH. Xoya NPUYMHHWIA 3B’A30K He BCTaHOB/IEHWIA, HEOOXIAHWIA peTeNibHWIn MOHITOPUHI MPOTPOM6iIHOBOro Yacy abo MHC y nauieHTiB, fiKi
OAHOYACHO NPUAMatoTb NepopasibHi aHTUKOArYNAHTA Ta MEMaHTUH.

Hemae cBigyeHb LWOA0 CYTTEBMX e(EKTIB B3aEMOAII MeMaHTUHY 3 ribypuaom/meTdopmiHOM abo [AoHenesnnoM. He BUSBNEHO BMIMBY MeEMaHTUHY Ha
(hapMaKOKIHETUKY rafiaHTamiHy.

MeMaHTKH He npurHivye isopepmeHTn CYP 1A2, 2A6, 2C9, 2D6, 2E1, 3A, (hnaBiHBMICHY MOHOOKCUIeHasy, enoKcug rigponasy abo cynbgaTioH in vitro.

Oco6MBOCTI 3aCTOCYBaHHSA.



Cnig poTpmumyBatmcs 06epeXXHOCTI NPU NPU3HAYeHHI NpenapaTty XBOpyM Ha enifiencito, nawieHTam 3 enizofamu CyoM B aHaMHe3i, a TakoX nawieHTam i3 pakropamu
PU3MKY PO3BUTKY enifiencir.

Cnif yHUKaT! O4HOYaCHOro 3acTocyBaHHA 3 Takumn N-metun-D-acrnaptaT(NMDA)-aHTaroHicTaMmy AK aMaHTaguH, KeTamiH abo gekctpomeTopdaH. Lii cnonyku
BNMBAOTb Ha OfHY N Ty X CamMy CUCTEMY PeLenTopiB, L0 N MEMaHTUH, a TOMY NO6iYHI eeKTn (NepeBaKHO NOB’S3aHi 3 LIEHTPaSbHOK HEPBOBOK) CUCTEMOIO)
MOXYTb OYTI YaCTILLMMK YM BUPaXKeHIWNMK (AMB. po3ain «B3aemogis 3 iHWMMK NiKapcbKMMK 3aco6amMu Ta iHLLI BUAM B3AEMOLIN»).

[JesKi (hakTopw, WO CNPUYNHAIOTL MIABULLEHHA PIBHA pH cedi, MOXYTb 3yMOBUTU HEOOXIAHICTL PETE/IbHOrO Harnsgy 3a CTaHoOM nauieHTta. [Jo Takux (hakTopis
HanexXaTb paguKaibHa 3MiHa paLioHy, HanpuKnag nepexig 3 M’CHOI XXi Ha BereTapiaHCbKy, abo XK HaAMIPHWIA NPUIAOM aHTaUMAHMX LINYHKOBKX 3ac06iB. Kpim Toro,
piBEHb PH ceui TakoX MOXe NiABULLYBaTUCA NPU TaKUX 3aXBOPHOBaHHAX, K HUPKOBUIA TyOynapHui aumao3 (HTA) abo npu cepio3HMX iH(eKLisX cevyoBUBIAHMX
LLNAXIB, CIPUYMHEHMX 30yAHMKaMK pogy Proteus.

HasBHi nnwe o6MeXeHi fdaHi WoA0 3acTOCyBaHHS MeMaHTWHY Yy NauieHTiB, fKi HellofaBHO MNepeHecnn iH(apKT Miokapda, nauieHTiB i3 [AeKOMMNeHCOBaHO
3acTiliHoto cepueBoto HegocTaTHicTio (NYHA [11-1V), a TakoX i3 HEKOHTPONbOBAHOK apTepiasibHOK rinepTeH3iet0, TOMY 3a NalieHTamy 3 TaKUMU 3aXBOPHOBAHHAMM
HeobXigHWI peTeNbHUIA Har s,

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHA rpyaato.

BariTHicTb

JaHnx Woao 3acTocyBaHHS MeMaHTWUHY Y nepiof BariTHOCTI HeMae. EKCnepvMeHTaslbHi AOCMIIKEHHS Ha TBapUHaX BKa3ykTb Ha MOX/MBICTb YMNOBISIbHEHHS
BHYTPILLUHbOYTPOGHOIO POCTY NPW BAMBI KOHLEHTPaLil, iAeHTUYHMX abo Aewlo Ginblnx Bif TUX, L0 3aCTOCOBYHOTLCA AN NHOAWMHW. TOTEHUINHWIA pyU3nK ans
NIOAVHM He BioMUIA. MeMaHTUH He cif, 3aCTOCOBYBaTW Y Nepiog BariTHOCTI, 38 BUHATKOM BMNAAKIB KpaiHbOi He0O6XiAHOCTI.

[Mepiog rogysaHHsA rpyaaro

HeBigoMo, UM BUAINAETLCA MEMAHTUH Y TPYAHE MOJIOKO, L0, OAHAK, MOX/IMBO, BPaxoBYOUN NiNOMINbHICTL cybcTaHUii. XiHKam, Ki 3aCTOCOBYHOTb MEMAHTUH, CNij
YTPUMATUCS Bif, rofyBaHHA rpyaato.

PepTUILHICTH

He cnocTepiranocs HeraTMBHOIO BN/IMBY MeMaHTUHY Ha (DePTU/IbHICTb YOJOBIKIB Ta XIHOK.

30aTHICTb BNMBATM Ha LWBMAKICTb pPeakuii Npy KepyBaHHi aBTOTPaAHCNOPTOM ab0 iHWVMKU MexaHi3MaMu.

XBopoba Anbureimepa Bif cepefHbOl TSHKKOCTI A0 THKKUX (POPM 3a3BMYail 3yMOB/IKOE MOTiPLUIEHHA 3[4aTHOCTI KepyBaTW aBTOTPAHCMOPTHWMMK 3acobamu Ta
ynpaBnAT! iHWKUMKU MexaHi3MaMu. py LUbOMY MeMaHTWH BUSBMSE He3HAYHW abo NOMIPHWI BNMB HA 3[aTHICTb KepyBaTW aBTOTPAHCMNOPTHUMU 3acobaMu Ta
ynpaBAATV IHWKXMKU MexaHi3MaMu, TOMY aMOyiaTopHi MaLieHTU MOBUHHI LOTPMMYBATUCh 0COB/IMBOT 06EPEXHOCTI NPK 34iACHEHHI BULLE3a3HaYeHUX orepaLlii.

Cnocib 3acTocyBaHHA Ta [03Mu.

NikyBaHHA cnif po3noynHaTh Ta NPOBOAMTY Mif HarNA4oM Nikaps, SKWIn Mae AOCBIA AiarHOCTUKM Ta Tepanii gemeHuii npyu xBopobi AnbureriMepa. Tepanito cnifg
PO3MOYMHATK TiNIbKU 38 YMOBW HasABHOCTI OMiKyHa, KW Byae KOHTPOKOBATI NPUIMOM npenapaTy nauieHTom. MocTtaHoBKa fiarHo3y 3A4iMCHI0ETLCA BIAMOBIAHO [0
AIH0YMX peKoMeHAaLii. MepeHOCUMICTb Ta [03yBaHHA MeMaHTUHY HEOOXiAHO PerynspHo OLiHIOBaTK, 6axaHo npoTaroM 3 micAuiB nicnsa novaTky Tepanii. Micns
LIbOro Ha perynspHii OCHOBI NPOBOANTLCA MOBTOPHA OLliHKA KNiHIYHOI KOPUCTI 3aCTOCYBaHHA MEMAaHTMHY Ta NepeHOCMMOCTI NiKyBaHHS MauieHTOM BIAMOBIAHO A0
[ioUNX KNIHIYHUX pekoMeHJauiin. MigTpumytoye NliKkyBaHHS MOXHA NPOJOBXYBaTW [0 TUX Mip, MOKW TepaneBTUYHWIA eeKT 3a/ULIAETbCA CNPUATIVBUAM, a
MepPeHOCUMICTb MEMAHTUHY NauieHTOM — 406POI0. PilleHHs NPO NPUMNUHEHHS NiKyBaHHA MEMAHTUHOM PO3r/iSfaloTb Y pasi BiACYTHOCTI TepaneBTUYHOIO epekTy abo
AKLLO NaLieHT He NepeHOCUTb Tepanito NpenapaToMm.

TabneTku cnig npuintvaTit 1 pa3 Ha 400y KOXXHOI0 AHA B OAMH i TO CaMuiA Yac He3aneXHO Bif, BXXMBaHHS XK.



[opocni.

TUTpYyBaHHSA 403U

PekoMeH0BaHa Mo4yaTkoBa fA03a CTaHOBMTb 5 Mr Ha Aoby, AKy cfif mnocTynoBo 36i/bllyBaTU NPOTArOM Meplwimx 4 TWKHIB NiKyBaHHA [0 [OCATHEHHS
PEKOMEH0BaHUX NIATPUMYHOUMX 03 TaKUM YNHOM:

1- TKaeHb (1-7 AeHb): NpuinmMaTti 5 Mr Ha 406y NPOTArOM TUXKHS;

2- TxaeHb (8-14 feHb): npmitmaTyt 10 Mr Ha J00Y NPOTArOM TUXKHS;

3- TmKaeHb (15-21 aeHb): npuiiMaTit 15 Mr Ha 406y NPOTArOM TUMXKHS;

4- TMXKAEHDb (22-28 fieHb): npuiAMaTin 20 M Ha 406y NPOTArOM TUXHS.

MakcumarnbHa 1060Ba f03a CTaHOBUTb 20 M.

MigTpyumytoya gosa

PekomeHAo0BaHa NigTpMMytoya fo3a cTaHoBUTb 20 Mr Ha fo0y.

MauieH Ty NiTHLOrO BiKY.

PekoMeH[0BaHa [103a A/14 NawuieHTiB BiIKOM Bif 65 pokiB cTaHOBUTL 20 Mr Ha Ao6y (2 TabneTku no 10 mr 1 pa3 Ha A06Y), IK 3a3Ha4YEHO BULLLE.

MopyLUeHHs (hyHKLIT HUPOK.

[na nauieHTiB i3 NOpyLIeHHAMU (DYHKLIT HUPOK NErkoro CTyneHs TSHKKOCTI (KnipeHC KpeaTuHiHy 50-80 M/XB) KopuryBaHHA [03W Npernaparty He MOTPiGHe.
MauieHTaM i3 NOPYLUEHHAMU (PYHKLIT HUPOK CepeaHbOro CTyneHs THKKOCTI (KnipeHe KpeaTuHiHy 30-49 Mn/xB) cnif 3acTocoByBaTu A060BY 403y 10 Mr. AKLLO Us
[03a Aobpe NepeHoOCMTbCA NauieHTOM BNPOAOBX NPUHaiMHI 7 OHIB NiKyBaHHS, BOHa MOXe OyTun 36inbweHa Ao 20 Mr Ha Ao6y 3rigHO 3i CTaHAAPTHOK CXEMOKO
nigéopy fo3. MayieHTaM i3 NopyLUEHHAMU PYHKLIT HAPOK TSXKKOr0 CTyneHs (KNipeHe KpeaTuHIHY 5-29 Mn/xB) npu3HavaTt fo6osy fo3y 10 mr.

MMopyLUeHHS OYHKLIT MeYiHKN.

[na nauieHTiB i3 NOPYLUEHHAMM PYHKLIT NeYiHKM Nerkoro abo cepefHbOro CTyneHs TSHXXKOCTI (Knacu A Ta B 3a knacudikauieto Yaiinga-’10) Kopekuis fosun He
noTpibHa. [laHi Npo 3acTocyBaHHSA MEMaHTUHY NalieHTam i3 TAXXKKUMU MOPYLUEHHAMU PYHKLIT NeYiHKK BiACYTHI, TOMY He PeKOMEHAYETbCA NPU3HaYaT MeMaHTUH
nagieHTam i3 TKKMMUN NOPYLLEHHAMMN PYHKLIT MEYiHKN.

aiTn.
MpenapaT He 3aCTOCOBYBATW AiTAM BIKOM 0 18 pOKiB Yy 3B’A3KY 3 HELOCTATHICTIO JaHWNX LWOA0 6e3mneku Ta eq)eKTUBHOCTI.

Nepeno3yBaHHSA.

[JaHi woao nepefjo3yBaHHS 0OMEXEH.

CumnTomu.

3acTocyBaHHs BiJHOCHO BMCOKMX 03 (200 Mr i 105 mr Ha o6y npotarom 3 AHiB BiANOBIAHO) CYNPOBOKYBaNOCSA TaKMUMIN CUMNTOMaMK, fIK BifUyTTA CTOMJIEHOCTI,
cnabkicTb Ta/abo fiapes, abo NOBHOK BIACYTHICTIO 6yAb-AKUX CUMMNTOMIB. Y BUMaAKax nepefo3yBaHHs 03010, HMXYO0 3a 140 Mr, abo y Bunagkax, konm gosa byna
HeBi[OMa, Yy MauieHTIB crocTepiranmcs CMMNTOMW, MOB’A3aHi 3 MOPYLUEHHSAMW 3 GOKY LIEHTpasibHOT HEpBOBOI CUCTeMU (CNyTaHICTb CBIAOMOCTI, B’AMICTb,
COH/IMBICTb, 3aMaMOpPOYeHHS, 30YIPKEHHSA, arpecis, ratoumnHaLii Ta MopyLLeHHS Xo4m) Ta/abo 3 60Ky LLYHKOBO-KMLLIKOBOro TpakTy (61t0BaHHA Ta fiapes).

Y HaWTsHKYOoMy BiJOMOMY BUMNafKy nepefo3yBaHHs MeMaHTUHY (2000 Mr) y nauieHTa crioctepiranics posnagm 3 60Ky LeHTpaslbHOT HEPBOBOI cUCTeMU (NauieHT
3HaxoamecA 'y Komi npotaroM 10 AHiB, a ni3Hille crnocTepiranvcs gunonis ta 36ypKeHICTb). Micns cuMnToMaTUYHOrO fliKyBaHHA Ta nsiasMadgepesy nawieHT o4y»Kas
6e3 HacniaKiB.

B iHWOMY BMNafKy nepefo3yBaHHS BUCOKOK L0300 MeMaHTUHY (400 Mr) cnocTepiranimca posnagn 3 60Ky LEeHTpaibHOT HEPBOBOT CUCTEMM, TaKi IK 3aHEMOKOEHHS,
MCKX03, 30POBi ra/toUMHaLiT, CXUIbHICTb 40 CYA0M, COH/IMBICTb, CTYNOP i BTPaTa CBi4OMOCTI. [NauieHT oay»as.



NikyBaHHs.

JlikyBaHHS CUMMNTOMATMYHE, CreyndiyHoro aHTMAOTY Hemae. Cnif 3acTocyBaTW CTaHAapPTHI KAiHIYHI nNpoueaypy Ans BUAANEHHS [iOYOI PeYOBMHM 3 OpraHi3my:
NMPOMMBAHHSA LUNYHKA, NPUIAOM aKTMBOBAHOrO BYTinAs (4ns nonepemKeHHs MOX/IMBOI KMLIKOBO-NEYiHKOBOT PeumpKynauii MeMaHTUHY), MiAKUCNEHHS cedi Ta
(hopcoBaHuin fiypes.

Y BMNAAKY KNIHIYHUX 03HAK YM CUMNTOMIB, LLLO CBig4aTb NP0 HAAMIPHY 3arasibHy CTUMYNALIKO LEHTPaIbHOT HEPBOBOT CUCTEMMU, CNif, 3 06EPEXKHICTIO 3aCTOCOBYBATH
CUMNTOMATUYHI NiKyBa/IbHI 3aX04M.

Mo6iuHi peakuii.

IHpekuiT Ta iHBas3IT: rprbKOBI IH(EKLIT.

3 60Ky IMYHHOT cMCTeMM: peakuii NiABULWEHOT Yy TINBOCTI.

3 60Ky MCUXiKN: COHMUBICTb, CMTYTaHICTb CBIJOMOCTI, ra/itoLmMHaLiil, ncMxoTuyHI peaku;ii2.

3 60Ky HepBOBOT CUCTEMMU: 3araMOPOYEHHS, MOPYLLUEHHSA PiBHOBAru, NopyLUeHHs X04M, CYAOMHI Hanaaw.
3 60Ky cepus: cepueBa HeloCTaTHICTb.

3 60Ky CyauH: apTepianbHa rinepTeHsis, BEHO3HUIA TPOM603/TpoM60embonis.

3 60Ky AnxaNnbHOT CUCTEMU: AMCMNHOE (3afMLLIKa).

3 60Ky TPaBHOro TPaKTY: 3arnop, 6/1l0BaHHA, NaHKPeaTUTZ.

3 60Ky renaTo6iniapHOi cUCTeMU: NiABULLEHHSA MNOKa3HUKIB YHKLiOHaIbHUX MPO6 MeYiHKK, renaTu.
3arasbHi NOPYLLEHHSA: rONOBHUIA 6inb, NiABULLEHA BTOM/IHOBAHICTb.

1 anoumHaLLii B 0OCHOBHOMY CMOCTEPiranch Y MaLieHTiB i3 XBOPo60t AfbLreiiMepa TSHXKKOro CTyneHs.
20KpeMi NoBiIOMNEHHS NPU MeAUYHOMY 3aCTOCYBaHHI.

XBopob6a AsbLreiivepa acoLitoeTbCA 3 enpecieto, LyMKaMu CyiLUaaIbHOro xapakTepy Ta cnpobamu camory6ceTsa. po Taki BUnNagKu TakoX noBifoMAAN0CS Mnpu
3aCTOCyBaHHI MEMAHTUHY.

TepMiH NpUAATHOCTI. 3 POKMU.

YMoBU 36epiraHHs.
36epirat npu Temnepatypi He BuLe 25 °C. 36epirati y HeJoCTyNHOMY AN AiTei Micu,.

YnakoBKa.
Mo 14 Tabnetok y 6nicTepi; No 1 6nicTepy B KAPTOHHIN YyNakoBL,i.
Mo 14 Tabnetok y 6nictepi; no 1 6nicTepy B KAPTOHHIM ynakoBLi; Mo 10 KAPpTOHHMX YNaKOBOK Y KapTOHHI KOpooL,i.

Karteropis Bignycky. 3a peLenTom.
BupobHuK.

KYCYM XENTXKEP NBT NTA/
KUSUM HEALTHCAREPVT LTD.



Micue3HaxomkeHHS BUPOOHMKaA Ta afpeca Micusa NPoBafKeHHS MOro 4isiNIbHOCTI.
CI-289 (A), PIIKO IHpacTpian apea, YonaHki, bxisagi, Aict. Ansap (PampkactaH), IHIis.
SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India.

IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

NEHIFMA®
(DENIGMA®)

Cknap:

Aitoya pevyoBrHa: memantine;

1 TabneTka MictTuTb 5 Mr a6o 10 Mr MemMaHTUHY Tigpoxnopuay;

AOMOMIdKHI peyoBuHK: MaHIT (E 421), uentonosa MiKpoKpucTaniyHa, HaTpito Kpockapmenosa, noeigoH K 30, KpemHito dioKcua KonoigHWiA 6e3BOAHWNIA, MarHito
cteapart, Opadry Pink 03F84827 (Tanbk, TuTaHy giokeng (E 171), rinpomenosa, okcug 3anisa 4epBoHuii (E 172), NonieTUNEHr NiKoNMb).

JlikapcbKa hopma. Tabnetku, BKpUTI 060/10HKOIO.
OCHOBHI (pi3nKO-XiMiYHi BNaCcTUBOCTI: OBa/IbHi POXEBI TAGMETKM, BKPUTI 060/10HKOH0, FNafeHbKi 3 060X 60KIB.

dapmakoTeparneBTUYHa rpyna. 3acobu, Lo 3acToCoBYHTLCA Npn gemeHuii. Kog ATXNO6D XO01.

dapmakosoriyHi BnacTmeoCTI.

dapmakoinHamika.

Y nposiBax CUMNTOMIB i NPOrpecyBaHHi HeMpoAereHepaTUBHOT ieMeHLLIT BXXMBY PO/b Biflirpae NopyLLEHHA rnyTaMaTeprivyHol HelpoTpaHCeMicii, 0C06/IMBO 3a yYacTi
NMDA (N-metusn-D-acnaprar)-peLenTopis.

MeMaHTUH ABMISiE COO0K0 NOTEHLjiaN3anexHWiA, cepefHboi aPiHHOCTI HEKOHKYPeHTHUI aHTaroHict NMDA-peuenTopiB. MeMaHTUH MOZY/NHOE ePEKTU NATONOriYHO
NiABULLEHNX PIBHIB rflyTamaTy, AKUA MOXe NPU3BECTU [0 AUCHYHKLIT HEMPOHIB.

dapmakokiHe TuKa.

Abcopbuis.

AbconoTHa 61040CTYMHICTbL MEMaHTUHY CTaHOBUTL NPMBM3HO 100 %, Yac [OCATHEHHS NiKa KOHLUEeHTpauiiy naasmi KpoBi (Tmax) — Big 3 4o 8 roavH. O3Hak Bnamsy
BXXVMBaHHSA 1XKI HA BCMOKTYBaHHSA HEMAE.

Posnogin.

[o6oBa fo3a 20 Mr 3yMOB/IOE CTabiNlbHY KOHLEHTPAL|it0 MEMaHTUHY Y nia3mi KpoBi y Mexax Bif 70 o 150 Hr/mn (0,5-1 MKMO#b) 3i 3HaYHUMM IHAMBILYaNbHUMM



BapiauisMu. MNpu 3acTocyBaHHI 4060BUX A03 Bif 5 40 30 Mr BiAHOLIEHHS BMICTY npenapaTy Yy LepebpocniHabHii pignHi Ta cupoBaTLi KpoBi cTaHOBUTL 0,52. O6’em
po3noginy — 6113bko 10 n/kr. MprbnnsHo 45 % MmemMaHTUHY 3B’SA3Y€ETbCs 3 MPOTETHaMM N1a3Mu KPOBI.

BioTpaHchopmauis.

B oprani3mi mognHn 61mn3sko 80 % MeMaHTUHY LMPKY/OE Y BUMNIAAI NMOYATKOBOT peqoBMHN. OCHOBHUMW MeTabonitamu y nioanHn € N-3,5-0uMeTun-rnyfaHTaH,
i30MepHa cymiw 4- Ta 6-rigpoKCU-MeMaHTUHY Ta 1-HiTpP030-3,5-AMMeTuN-agamaHTaHy. XKoAeH i3 faHnX MeTaboniTiB He Mae NMDA-aHTaroHiCTU4HKX
B/IACTMBOCTEN. YyacTi umToxpomy P450 y MeTaboni3Mi in vitro He BUSB/EHO.

Y npoueci AocnigKeHHs i3 3acToCyBaHHAM 14C-MeMaHTUHY nepopanbHO B cepefHboMy 84 % 031 BMBOAWMNOCA NpoTarom 20 Ai6, npu LboMy 6Ginblue 99 %
BMBOAMN/IOCA HUPKaMMU.

EnimiHauis.

MeMaHTUH eNniMiHYETbCA MOHOEKCMOHEHLiaIbHM YMHOM 3 NMPOMDKKOM tq/o Big 60 fo 100 roguH. Y [06pOBOMbLIB i3 HOPMaIbHOK (PYHKLIED HUPOK 3arasibHui
KnipeHc (Clyoy) AopiBHIOE 170 MN/XB/1,73M2, YacTVHa SIKOro 06YMOB/EHa KaHa/bLIEBO CceKpelieto. HipkoBa cTagist hapMakoKiHETUKIM MEMaHTUHY BK/IHOUAE TaKOX

KaHa/bLieBy peabcopbuito, onocepeiKoBaHy, MOX/INBO, KaTiOHHUMMW TPAHCNOPTHUMM Ginkamu.

LLIBAKiCTb HMPKOBOT enimiHaLii MeMaHTUHY B YMOBaX /TY>KHOI peakuii cedi MOoXe 3HWKyBatuca y 7-9 pasis. igny)KyBaHHsi cevi MoXe BigbyBaTuUCsA BHACNIA0K
pafvKanbHOI 3MiHM paLioHy, HanpuKaz Npyu nepexogi 3 M ACHOT Xi Ha BereTapiaHcbKy, abo yepes HaAMipHWUIA NPUAOM aHTaLMAHUX LLTYHKOBMX 3aCc006iB.
NiHiAHICTb.

JocnifpKeHHs 3a y4acTio 406POBO/bLIB MOKa3ann HasBHICTb NiHIMHOI (hapMaKOKIHETUKM Ansa aiana3oHy Ao3 Big 10 ao 40 mr.
dapmakofHamivHWii/papMaKoKiHe TUYHUIA 3B’ A30K.

Mpwn 3acTocyBaHHI MeMaHTVHY B 03i 20 Mr Ha 06y piBeHb BMICTY Mnpenaparty B LiepebpocniHanbHiin piguHi Bignosigae BennumHi K; (KOHCTaHTa iHribyBaHHS) 419

MEMaHTUHY, LLIO CTaHOBUTb 0,5 MKMO/b Y IOGHI 101i rO/I0BHOrO MO3KY HOANHMN.

KniHiYHI XapaKTepUCTUKN.
Noka3aHHA.
XBopob6a AnbLirerimepa Bif, Nerkoro CTyneHs THXXKOCTI [0 TAHXKKUX (DOPM.

MpoTUNOKa3aHHs.
MigBuLLEHa Yy TNNBICTb A0 Ait0YO0T PeHOBMHM ab0 A0 OY/b-KOr0 KOMINOHEHTA Npenapary.

B3aemogis 3 iHLUMMM NiKapcbKMMK 3aco6amm Ta iHLWi BUAM B3aEMOLIN.

3 ornsaay Ha thapMakonorivyHM epekT Ta MexaHi3m fil MEMaHTUHY MOX/IUBI HUXKYe3a3HaueHi B3aEMOgT.

MexaHi3m fii nepef6avae MOX/IMBE NOCUIEHHA edeKTiB L-40Mu, AonamiHepriYHMX aroHiCTiB Ta aHTUXONIHEPTriYHMX 3ac06iB NPY OAHOYACHOMY 3aCTOCYBaHHI TaKuX
NMDA-aHTaroHicTiB, IK MeMaHTUH. MOXIuBUM € rnocnabneHHs edekTiB 6apbiTypaTiB Ta HEMpPONenTUUYHMX 3acob6iB. CyMicHe 3acTOCyBaHHSI MEMaHTUMHY Ta
CNasmoniTUYHKX 3ac006iB, AaHTPOIEHY abo 6aknoheHy MoXKe MOAMGIKYBATU iX ePeKTM Ta 00YMOBUTU HEOOXIAHICTb KOPEKLiT 403.

Cnip yHVMKaTW O[HOYaCHOro 3aCTOCYBaHHA MEMaHTUHY Ta amaHTafuHy 4Yepe3 pPU3MK PO3BUTKY (HhapMakOTOKCUMYHOrOo ncmxosy. O6uasi Cnonyku € XiMiyHO
nos’a3aHnMy NM DA -aHTaroHicTamu. Te )X came MOXKe CTOCYBaTuCS | KeTamiHy Ta gekcTpoMeTopdaHy (AvB. po3ain «Oco6/IMBOCTI 3aCTOCYBaHHSA»).

ICHYIOTb AiaHi OO PU3MKY BUHMKHEHHSA NCUXO03Y NPU CYMICHOMY 3aCTOCYBaHHI MEMaHTUHY i1 (DEHITOIHY.

IHLI pevyoBUHW, TaKi AK UMMETUAMH, PaHiTUAMH, NPOKaiHaMid, XiHiAWH, XiHiH Ta HIKOTWUH, IKi BUKOPUCTOBYHOTb TY XK KaTiOHHY TPaHCMOPTHY CUCTEMY HUPOK, LLIO 1
amaHTaf\H, MOXNBO, TaKOX 3[aTHi B3aEMOAIATM 3 MEMaHTUHOM, 00YMOB/IHOKOUM NOTEHLIAHWIA PU3MK NiABULLEHHS MOr0 KOHUEHTpaLil y nnasmi Kposi.

Mpn cymiCHOMY 3aCTOCYBaHHI MeMaHTUHY 3 rigpoxnopoTiasngom (IFXT) abo 6yab-aKoro KoMbiHauieto 3 XT MOX/IMBe 3HWKeHHS piBHA [XT y cnupoBartL,i KpoBi.



Bynv NoBigOMIEHHA NPO OKPeMi BUMNaKW MiABULLEHHS MiIXHapPOAHOrO HOpMani3oBaHoro cniesigHowweHHsa (MHC) npu 3acTocyBaHHI MEMAHTUHY MauieHTaMu, AKi
npuinmaroTb BapdapuH. Xo4va NPUUNUHHUIA 3B’A30K HE BCTAHOB/EHWI, HEOOXIAHWIA PeTeNlbHNIA MOHITOPUHI NPOTPOMOIHOBOro Yacy abo MHC y nauieHTiB, SiKi
OHOYaCHO NPUIAMAtOTh NepopasibHi aHTUKOArYNAHTA Ta MEMAHTUH.

Hemae cBifyeHb LIOAO CYTTEBUX e(EKTIB B3aEMOAIT MeMaHTUHY 3 [ibypngom/mMeTopMiHOM abo [aoHenesnsiom. He BUSBNEHO BNAMBY MeMaHTUHY Ha
(hapMaKOKIHETUKY ranaHTamiHy.

MemaHTVH He npurHiyye isoepmeHTn CYP 1A2, 2A6, 2C9, 2D6, 2E1, 3A, diaBiHBMICHY MOHOOKCUreHasy, enoKcuA rigponasy abo cynbgaTioH in vitro.

Oco6MBOCTI 3aCTOCYBaHHS.

Cnig poTpmumyBatmcs 06epeXXHOCTI NPU NPU3HAYeHHI NpenapaTty XBOpyM Ha enifiencito, nawieHTam 3 enizofamun CyLoM B aHaMmHe3i, a TakoX nawieHTam i3 pakropamu
PU3MKY PO3BUTKY enifiencir.

Cnif yHUKaT! OA4HOYaCHOro 3acTocyBaHHA 3 Takumn N-metun-D-acrnaptaT(NMDA)-aHTaroHicTaMy AK aMaHTaguH, KeTamiH abo gekctpomeTtopdaH. Lii cnonyku
BN/MBAOTb Ha OfHY N Ty X cCamMy CUCTEMY PeLenTopiB, L0 N MEMaHTUH, a TOMY NO6iYHI eeKTn (MepeBakHO NOB’s3aHi 3 LIEHTPaSbHOK HEPBOBOK) CUCTEMOIO)
MOXYTb OYTU YaCTILLMMMK YM BUPaXKeHIWnMK (AMB. po3ain «B3aemogis 3 iHWMMK NiKapcbKMMK 3aco6amMu Ta iHLLI BUAW B3AEMOLIN»).

[JesKi (hakTopw, WO CNPUYNHAIOTL MIABULLEHHA PiBHA pH cedi, MOXYTb 3yMOBUTU HEOOXIAHICTL PETE/IbHOrO Harnsgy 3a CTaHoOM nauieHTta. [Jo Takux (hakTopis
HanexXaTb pajnKaibHa 3MiHa pawioHy, HanpyKnag nepexig 3 M’CHOI XXi Ha BereTapiaHCbKy, abo XK HaAMIPHWIA NPUIAOM aHTaUMAHMX LINYHKOBKX 3ac06iB. Kpim Toro,
piBEHb PH ceui TakoX MOXe NiABULLYBaTUCA NPU TaKUX 3axXBOPHOBaHHAX, K HUPKOBUIA TyOynspHui aumao3 (HTA) abo npu cepio3HMX IHGeKLisX cevyoBUBIAHMX
LUNAXIB, CIPUYMHEHMX 30yAHMKaMK pogy Proteus.

HasBHi nvwe o6MeXeHi fdaHi WoA0 3acTOCyBaHHS MeMaHTWHY Yy NauieHTiB, fKi HellofaBHO MNepeHecnn iH(apKT Miokapga, nauieHTiB i3 [AeKOMMNeHCOBaHO
3acTiliHoto cepueBoto HegocTaTHicTio (NYHA [11-1V), a TakoX i3 HEKOHTPObOBAHOK apTepiasibHOK rinepTeH3iet0, TOMY 3a NalieHTamy 3 TaKUMU 3aXBOPHOBaHHAMM
HeoOXifHWI PeTeNbHWIA HarNsag.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHA rpyaato.

BariTHicTb

JaHnx Woao 3acTocyBaHHS MeMaHTWUHY Y nepiof BariTHOCTI HeMae. EKCnepvMeHTaslbHi JOCMIIKEHHS Ha TBapUHaX BKa3ylTb Ha MOX/MBICTb YMNOBISIbHEHHS
BHYTPILLUHbOYTPOOGHOIO POCTY NPW BAMBI KOHLEHTPaLil, iAeHTUYHMX abo Aewlo Ginblnx Bif TUX, L0 3aCTOCOBYHOTLCA ANA NHOAWMHW. TOTEHUINHWIA pyU3nK ans
NIOAVHM He BioMUIA. MeMaHTWH He cnif, 3aCTOCOBYBaTW Y Nepiog BariTHOCTI, 38 BUHATKOM BMNAAKIB KpaiHbOi He06XiAHOCTI.

Mepiog rogysaHHsA rpyaato

HeBigoMo, UM BUAINAETLCA MEMAHTUH Y TPYAHE MOJIOKO, L0, OAHAK, MOX/IMBO, BPaxoBYOUN NiNOMINbHICTL cybcTaHUii. XiHKam, Ki 3aCTOCOBYHOTb MEMAHTUH, CNij
YTPUMATUCS Bif, rofyBaHHA rpyaato.

PepTUILHICTD

He cnocTepiranocs HeraTMBHOIO BN/IMBY MeMaHTUHY Ha (DePTU/IbHICTb YOJIOBIKIB Ta XIHOK.

30aTHICTb BNMBATM Ha LWBMAKICTb pPeakLii Npy KepyBaHHi aBTOTPaAHCNOPTOM ab0 iHWVMKU MexaHi3MaMu.

XBopo6a Anbureimepa Bif cepefHbOl TSXKKOCTI A0 THKKUX (POPM 3a3BMYail 3yMOB/IKOE MOTiPLUEHHA 3[4aTHOCTI KepyBaTW aBTOTPAHCMOPTHWMMK 3acobamu Ta
ynpaBnAT! iHWKUMKU MexaHi3MaMu. py LUbOMY MEMaHTVUH BUSBMSE He3HAYHW abo NOMIPHWIA BNMB HA 3[aTHICTb KepyBaTW aBTOTPAHCMNOPTHUMU 3acobaMu Ta
ynpaBAATV iHWKXMKU MexaHi3MaMK, TOMY aMOyaTopHi MaLieHTU MOBUHHI LOTPMMYBATUCh 0CO6/IMBOT 06EPEXHOCTI NPK 34iACHEHHI BULLE3a3HaYeHUX onepaLlii.

Cnocib 3acTocyBaHHA Ta [03Mu.



NiKyBaHHA cnif po3noynHaTh Ta NPOBOAMTY Mg HarnA4oM Nikaps, SKWil Mae AOCBIA AiarHOCTUKM Ta Tepanii gemeHuii npyu xBopobi AnbureriMepa. Tepanito cnifg
PO3MOYMHATU TifIbKM 32 YMOBW HasABHOCTI OMiKyHa, AKWUA 6yae KOHTPONKOBATK NPUIAOM npenapaty nauieHToM. NocTaHoBKa fiarHo3y 34ilNCHI0ETLCS BiAMNOBIAHO A0
Ait0YMX pekomeHAaLii. MepeHOCUMICTb Ta [03yBaHHA MeMaHTUHY HeOOXifHO PerynspHo OuiHoBaTK, 6axaHo NpoTaroM 3 micAuiB nicnsa nodaTtky Tepanii. Micns
LIbOr0 Ha perynspHiin 0OCHOBI MPOBOAUTLCS NMOBTOPHA OLliHKA KNiHIYHOT KOPUCTI 3aCTOCYBaHHA MEMaHTMHY Ta NMEePEHOCUMMOCTI NiKyBaHHSA NalieHTOM BignoBiAHO A0
AIH0YMX KNMIHIYHUX pekoMeHAauin. MigTpumytode NlikyBaHHS MOXKHa MPOAOBXYBATWM A0 TUX Mip, MOKW TepaneBTUYHWUIA e(eKT 3a/IMLLAETLCA CNPUATIMBUAM, a
MEPEHOCUMICTb MEMAHTVHY NauieHTOM — 406POI0. PilleHHs NMPo NPUMNUHEHHS NiKyBaHHA MEMAHTUHOM PO3r/isfakoTb Y pasi BIACYTHOCTI TepaneBTUYHOIO epekTy abo
AKLLIO MaLieHT He MepeHOCUTb Tepanito npenaparom.

TabneTku cnig npuinmaTi 1 pa3 Ha 400y KOXXHOr0 AHA B OAMH i TO CaMuiA Yac He3aeXHO Bif, BXXMBAHHS XK.

[opocni.

TUTpYyBaHHSA 403U

PekoMeH0BaHa Mo4yaTkoBa fA03a CTaHOBUTb 5 Mr Ha Aoby, AKy cfij mnocTynoBo 36i/bllyBaTU NPOTArOM Meplimx 4 TWKHIB NiKyBaHHA [0 [OCATHEHHS
PEKOMEH0BaHUX NIATPUMYHOUMX 03 TAKUM YNHOM:

1-i TKAeHb (1-7 AeHb): NpuinMaT 5 Mr Ha 406y NPOTArOM TUXKHS;

2- TxaeHb (8-14 feHb): npminmaTyt 10 Mr Ha J00Y NPOTArOM TUXKHS;

3- TmKAeHb (15-21 AeHb): NpuiiMaTit 15 Mr Ha 406y NPOTArOM TUMXKHS;

4-I TMXKAEHb (22-28 fieHb): npuiiMaTin 20 M Ha 406y NPOTArOM TUXHS.

MakcumarnbHa 1060Ba f03a CTaHOBUTb 20 M.

MigTpymytoya fosa

PekomeHAo0BaHa NigTpMMytoya fo3a cTaHoBUTL 20 M Ha fo0y.

MayieHTn NiTHLOTO BiKY.

PekoMeH[I0BaHa [103a A/14 NawieHTiB BiIKOM Bif 65 pokiB cTaHOBUTL 20 Mr Ha Ao6y (2 TabneTku no 10 mr 1 pa3 Ha A006Y), IK 3a3Ha4YEHO BULLLE.

MopyLUeHHs (hyHKLIT HUPOK.

[na nauieHTiB i3 NOpyLIeHHAMU (DYHKLIT HUPOK NErkoro CTyrneHs TSHKKOCTI (KnipeHC KpeaTuHiHy 50-80 M/XB) KopuryBaHHS [03W NpernapaTty He MOTPiGHe.
MauieHTaM i3 NOPYLUEHHAMU (PYHKLIT HUPOK CepeaHbOro CTyneHs THKKOCTI (KnipeHe KpeaTuHiHy 30-49 Mn/xB) cnif 3acTocoByBaTu f060BY 403y 10 Mr. AKLLO Us
[03a Aobpe NepeHoOCMTbCA MauieHTOM BNPOAOBX NPUHaiMHI 7 OHIB NiKyBaHHS, BOHa MOXe OyTun 36inbweHa Ao 20 Mr Ha Ao6y 3rigHO 3i CTaHAAPTHOK CXEMOKO
nigéopy fo3. MayieHTaM i3 NopyLUEHHAMUN PYHKLIT HAPOK TSXKKOro CTyneHs (KNipeHe KpeaTuHiHy 5-29 Mn/xB) npu3HavaTt fo6osy fo3y 10 mr.

MMopyLUeHHS OYHKUIT MeYiHKN.

[na nauieHTiB i3 NOPYLUEHHAMM PYHKLIT NeYiHKM Nerkoro abo cepefHbLOro CTyneHs TSHXXKOCTI (Knacu A Ta B 3a knacudikauieto Yaiinga-’t0) Kopekuis fosun He
noTpibHa. [laHi Npo 3acTocyBaHHSA MEMaHTUHY NaLieHTam i3 TXKKUMU MOPYLUEHHAMU PYHKLIT NeYiHKK BiACYTHI, TOMY He PeKOMEHAYETbCA NPU3HaYaT MeMaHTUH
nalieHTam i3 TKKMMU NOPYLLEHHAMMN PYHKLIT MEYIHKN.

aiTn.
MMpenapaT He 3aCTOCOBYBATW AiTAM BIKOM 0 18 pOKiB Yy 3B’A3KY 3 HELOCTATHICTIO JaHWNX LWOA0 6e3mneku Ta eq)eKTUBHOCTI.

Nepeno3yBaHHSA.

[JaHi o0 nepefjo3yBaHHS 0OMEXEHI.

CumnTomu.

3acTocyBaHHs BiJHOCHO BMCOKMX 03 (200 Mr i 105 mr Ha o6y npotarom 3 AHiB BiANOBIAHO) CYNPOBOKYBaNOCSA TaKMUMN CUMNTOMaMK, SIK BifUYyTTA CTOMJIEHOCTI,



cnabkictb Ta/abo fgiapes, abo NOBHOK BIACYTHICTIO 6yAb-AKUX CUMMNTOMIB. Y BUMaAKax nepefo3yBaHHS 403010, HUXKYOK 3a 140 Mr, abo y Bunagkax, koim gosa éyna
HeBifOMa, Yy MauieHTIB crocTepiraimcs CMMNTOMW, NOB’A3aHi 3 MOPYLUEHHAMW 3 GOKY LIEHTpaslbHOT HEepBOBOI cCUCTeMU (CNyTaHICTb CBIAOMOCTI, B’AMICTb,
COHJIMBICTb, 3arMamMopOYeHHs, 30YPKEHHS, arpecis, ratoumHalii Ta NopyLUeHHSA Xo4un) Ta/abo 3 60KY LLMYHKOBO-KMLLIKOBOIO TPakKTy (6/110BaHHA Ta fiapes).

Y Halts)k4yomy BiJOMOMY BMMaAKy nepeao3yBaHHs MeMaHTUHY (2000 Mr) y nmauieHTa criocTepiranvcst po3nagn 3 60Ky LEeHTpanbHOI HEPBOBOI cucTeMu (MauieHT
3HaxoAmBcA 'y Komi npotaroM 10 AHiB, a ni3Hiwe crnocTepiranvcs Aunaonis Ta 36ympKeHicTb). Micns cuMnToMaTUYHOrO NiKyBaHHA Ta niasMadepesy nawieHT ofy»KaB
6e3 HacniaKiB.

B iHWOMYy BMNagKy nepefo3yBaHHS BUCOKOK L0300 MeMaHTUHY (400 Mr) cnocTepiranimca posnagn 3 60Ky LleHTpa/lbHOT HEPBOBOT CUCTEMM, TaKi IK 3aHEMOKOEHHS,
Mcmxo3, 30p0Bi ratoumHaLii, CXMIbHICTb A0 CYA0M, COHMBICTb, CTYNOP | BTpaTa CBiAOMOCTI. [NauieHT oay»Kas.

NikyBaHHs.

JlikyBaHHSA CUMMNTOMATMYHE, CreyndiyHoro aHTMAOTY Hemae. Cnif 3acTocyBaTW CTaHAaPTHI KAiHIYHI nNpoueaypy Ans BUAANEHHS [iOYOI PeYOBMHM 3 OpraHi3my:
NMPOMUBAHHSA LUNYHKA, NMPUIAOM aKTMBOBAHOIO BYTiNAs (4ns nonepemkeHHs MOX/IMBOI KULIKOBO-NEYiHKOBOT PeuupKynauii MeMaHTUHY), MiAKUCNEHHS cedi Ta
(hopcoBaHuin fiypes.

Y BMNAAKY KNIHIYHUX 03HAK YM CUMNTOMIB, LLLO CBig4aTb NP0 HAAMIPHY 3arasibHy CTUMYNALIKO LEHTPasIbHOT HEPBOBOT CUCTEMMU, CNif, 3 06EPEXKHICTIO 3aCTOCOBYBATYH
CUMNTOMATUYHI MiKYBa/IbHI 3aX04M.

Mo6iuHi peakuii.

IHpekuiT Ta iHBas3IT: rprbKOBI IH(EKLIT.

3 60Ky IMYHHOT cMCTeMM: peakuii NiABULWEHOT Yy TINBOCTI.

3 60Ky MCUXiKN: COHMUBICTb, CMTYTaHICTb CBIJOMOCTI, ra/itoLmMHaLiil, ncMxoTuUHI peakw;ii2.

3 60Ky HepBOBOT CUCTEMMU: 3arMaMOPOYEHHS, MOPYLLUEHHSA PiBHOBAru, NopyLUeHHs X04M, CYAOMHI Hanaaw.
3 60Ky cepus: cepuesa HeloCTaTHICTb.

3 60Ky CyauH: apTepianibHa rinepTeHsis, BEHO3HUIA TPOM603/TpoM60embonis.

3 60Ky AnxaNnbHOT CUCTEMU: AMCMNHOE (3a4MLLIKA).

3 60Ky TPaBHOro TPaKTY: 3arnop, 6/1l0BaHHA, NaHKPeaTUTZ.

3 60Ky renaTobiniapHOi cUCTeMU: NiABULLEHHSA MNOKa3HUKIB YHKLiOHaIbHUX MPO6 MeYiHKK, renaTu.
3arasbHi NOPYLLEHHSA: rONOBHUIA 6inb, NiABULLEHA BTOM/IHOBAHICTb.

1 anoumHaLLii B 0CHOBHOMY CMOCTEPiraMch Y MaLieHTiB i3 XBOPo60t AfbLreiiMepa TSHXKKOro CTyneHs.
20KpeMi NoBiIOMNEHHS NPU MeAUYHOMY 3aCTOCYBaHHI.

XBopob6a AsbLreiiMepa acoLitoeTbCa 3 fenpecieto, LyMKaMu CyiLUaaIbHOro xapakTepy T1a cnpobamu camory6ceTsa. po Taki BUNagKu TakoX noBifoMAAN0CS Mnpu
3aCTOCyBaHHI MEMAHTUHY.

TepMiH NpUAATHOCTI. 3 POKMW.

YM0BU 36epiraHHs.
36epirat npu Temnepatypi He BuLe 25 °C. 36epirati y HeloCTYyNHOMY AN AiTein Micu.

YnakoBKa.
Mo 14 Tabnetok y 6nicTepi; No 1 6nicTepy B KAPTOHHIN yNakoBL,i.



Mo 14 Tabnetok y 6nicTepi; no 1 6nicTepy B KApTOHHIM ynakosLi; N0 10 KapTOHHMX YNaKOBOK Y KapTOHHIli KOpooLi.
KaTteropis Bignycky. 3a peLentom.

BupobHuK.
TOB «KYCYM ©APM».

Micue3Haxo[XeHHS BUPoOHMKa Ta afpeca Micua NPoBafpKeHHA M0ro AisiSIbHOCTI.
40020, YkpaiHa, Cymcbka 0651actb, M. Cymu, By . CkpsbiHa, 54.



