UHCTPYKLMA NO NPUMEHEHUIO NpenapaTta, B COOTBETCTBUM C
«MNonoxeHnem o chapmaueBTax (lMpenapartbi)» - 1986
JlekapcTBO NpogaeTcs TONbLKO Mo peLenTy Bpaya

Pamnupa 10 mr
TabneTkn ¢ NPONOHIIMPOBaHHbLIM BbICBOOOXAEHMEM

CocTaB aKkTMBHOIO BellecTBa
Kaxxgas Tabnetka cogepxut: amnpugud 10 mr - fampridine 10 mg

HeakTuBHbIe BellecTBa M annepreHbl: CM. pasgen 6 MHCTpyKuun
(«dononHuTtensHas nHopMaLmsa»).

Mpexae 4YeM HavyaTb NPMMEHEHMe npenapaTta, BHUMATesNIbHO NPoYTUTE

MHCTPYKLMIO A0 KOHUA. VIHCTPYKUMS COAEPXKUT KpaTKyto MHbopMaumio o

npenaparte.

e Ecnuy Bac ecTb 4ONoOnMHUTENbHbIE BONPOCHI, 0OpaTUTECH K Bpayy Mnu
dapmaueBTy.

e OTOT Npenapart ObIiT Ha3Ha4YeH ans nevyeHus Bawero 3abonesaHus. He
nepegasante ero apyrum nogsm. OHO MOXET NOBpeauTb UM, AaXe ecnn Bam
Ka)keTcs1, 4TO BalLm 3ab6oneBaHms NMOXOXN.

1. Ons Yyero NpUHUMaKT AaHHbLIN Npenapar?

damnupa npegHasHadeHa Ang ynyyleHns xoabbbl y B3pOCrbIX NaLUEHTOB C
paccesiHHbIM CKNEepPO30M C HapyLleHnem xoabbbl (EDSS 4-7).

TepaneBTuyeckas rpynna: usomep nupuanHa, 6rnokatop kanvesblx KaHanoB.

Mpu paccestHHOM CKnepo3e BOCNanuUTESbHbIN NPOLIECC pa3pyLUaeT 3alMTHbIA Crown
MUEeSIMHa BOKPYr HEMPOHOB (HEPBHbIX KNETOK) U BbI3blBAET MbiLLEYHYHO cnabocTb,
MbILLEYHYIO CKOBAHHOCTb U TPYOHOCTU Npu xoabbe. damnupa OTHOCUTCS K

Knaccy npenapaToB, KOTOpble BrIOKMPYIOT KanneBble KaHasbl. AT npenapaTsl
npeaoTBpaLLatoT BbIXOA Kanus U3 HEMPOHOB, NOBPEXAEHHbIX U3-3a2 PACCEAHHOro
cKreposa, 1 Takum obpasomM obecrneunBaloT NPOXOXAEHNE CUrHAIOB B HENMPOHaX,
4YTO CnocoBCTBYET YNy4LLEHMIO XO0Ob0bI.



2. lepen npuemom npenapara

He cnepyeTt npuHumathb npenapar:

e Ecnn Bbl cTpagaeTe annepruen Ha daMnpyuanH UNn Ha Noon U3
AOMNOSTHUTENbHbBIX KOMMOHEHTOB, CogepXallmxcs B npenapate (cM. pasgen 6).

e Ecnu Bbl cTpagaeTe B HacTosILLee BPEMS UMY CTpaganuy B NPOLUSIOM
cyaoporamu.

e Ecnu Bbl cTpagaeTe HapylweHMeM (pyHKLUM NOYeK.

e Ecnu Bbl NpyHMMaeTe npenapartbl, COAepXallne akTMBHOE BELLECTBO
LMMETUANH.

e Ecnu Bbl NnpuHMMaeTe apyroun npenapart, cogepXawmmn dpamnpuauH, 4to
MOXXET NOBbICUTb PUCK MNOSIBNIEHUS Y BAC CEPbE3HbIX MOBOYHBIX SIBIEHWUNA.

Oco6ble NnpegocTepeXeHUs B CBA3W C NpMeMOM npenapara

MNepea Hayanom npuema ®amnupbl, HEO6XOANMMO COOOLWUTL BpaYy, €criu:

¢ Bbl owyuwaete ycuneHHoe cepauebuenune (nanenutayuio)

e Y Bac eCTb CKIMOHHOCTb K MH(pEKLMAM

e Bbl Hy)xgaeTecb B nogaepxke npu xogbbe, Hanpumep, ucnonb3yeTe TPOCTb, Tak
Kak 3TOT npenapaT MOXeT Bbl3BaTb Y BaC rOfIOBOKPYXEHNE UMW HapyLUEHWE
paBHOBECUS, YTO YBENMYMBAET PUCK NageHUSA

e Y Bac umerTcs hakTopbl pucka BOSHUKHOBEHMWS CYA0POr U Bbl NPUHUMaeTe
npenaparT, BbI3blBaOLLMIA PUCK BO3HUKHOBEHWS MPUCTyNa Cyaopor

deTtn n nogpocTku

[aHHbI NpenapaT He npefHa3HadYeH ons geTen U NoApPOCTKOB B BO3pacTe MOSOXe
18 ner.

OTtcyTcTBYET MHpOopMaums 0 6e30nacHOCTU 1 3PPEKTUBHOCTN MPUMEHEHNS
JaHHOro npenapara 'y geten u nogpocTkoB B Bo3pacte monoxe 18 ner.

MUccnegoBaHns u KOHTPOIb
[o 1 Bo Bpemsi NpUMeHeHUs npenapara Bpay, BO3MOXXHO, HanpaBuT Bac Ha
nccrnegoBaHne yHKLMN MOYeEK.

MexnekapcTBeHHble B3aumMoaencTBma / peakuum

Ecnu BblI npuHumaeTe (VN1 NpMHMManu B nocrneaHee BpemMs) apyrue
npenaparbl, BKNOYasa npenaparbl, NpoaaBaemMblie 6e3 peuenTta Bpaya, unu
nuweBble A4O6aBKKN, HeO6X0AMMO COOOLWMUTL 06 3TOM Bpady unu papmaueBTy,
B OCOBEHHOCTHN, €CrnK Bbl MPUHUMAETE:

e He cnegyet npuHumaTts @amnupy, ecrnv Bbl NPUHUMaETe ApYron npenapar,
cogepxawmnmn doamnpuanH.

e [lpyrve npenaparthbl, BO3OENCTBYOLME Ha NoYkn. Baw Bpay npossut ocobyto
OCTOPOXXHOCTb B TOM Criy4ae, ecnu pamnpuanH HasHa4vyeH Bam
OLHOBPEMEHHO C KakMM-nMbo npenapaTom, CNoCOBHbIM BO34ENCTBOBATbL Ha
BbIBOZ J1IEKAPCTB NoYkamun, Hanpumep KapBeaunonom, NponpaHosionioM unm
MEeT(POPMUNHOM.



Mpuem ®amnupbl U NUTaHue
Cnepyet npuHuMmatb npenapat 6e3 efbl, Ha NyCTO Xenyaok.

BepemMeHHOCTb, rpyAHOe BCKapMiMBaHue U penpoaykTUBHasA CNOCOOHOCTL:
Ecnu Bbl 6epeMeHHbl unu nnaHnpyeTte 6epeMeHHOCTb, TO crneayeT coobwunTb 06
3TOM Bpayy nepepg Havyanom npuema ®amnumpsil.

He pekomeHayeTca npuHumaTe Pamnupy Bo Bpems 6epeMeHHOCTN.

Bpau B3BecuT npeumyLLecTBa neyeHs Pamnmpomn rno CpaBHEHMIO C PUCKOM AN1S
BaLlero nnoaa.

He cnenyet kopMuTb pebeHka rpyabto npy npumMeHeHnn damnupsbl.

BoxaeHue aBToMOOMNA  paboTta ¢ MexaHU4YeCcKUM o6opyaoBaHMEM

damMmnupa MOXeT OKasbiBaTb BO3OENCTBME HA CNOCOOHOCTb BOAUTL aBTOMOOUIb MK
paboTaTb C MeXaHMYeCckuM 060pyaOBaHMEM, TaK Kak NpenapaTt MOXET Bbl3blBaTb
roNoOBOKPY>KEHNE. Y6eauTech, YTO Y Bac HE KPYXXMUTCS rosfioBa, npexae Yem HayaTtb
BECTU aBTOMOOWIIb M NPUCTYNUTL K paboTe ¢ MexaHn4ecknum obopyaoBaHUEM.

3. Kak npumMeHAaATbL npenapart?

CniegyeT Bcerga NpMMEHsTb Npenapar CorflacHo ykasaHusiM Bpada.

Hy>KHO NpOKOHCYNbTUPOBaTLCA Y Bpada unu papmalieBTa, ecinv Bbl HE YBEPEHbI B
OTHOLLEHUN A03MPOBKM M crnocoba NpuMeHeHns npenaparTa.

damMnupy NpUHUMAaOT TOMBKO NO peuenTy Bpada 1 No4 Hag30poM Bpaden C OnbITOM
rnievyeHnst paccesiHHOro ckneposa.

BHayane Bpad BblgacT Bam peuenT Ha nepuog oT 2 Ao 4 Hegenb. Yepes 2-4 Hegenu
OH 3aHOBO BbIMNOSHUT OLEHKY NPOBOAUMOrO NEeYEeHUS.

Cnocob npMmeHeHna npenapata 1 ero 4o3MpoBKa onNpeaenstoTCa UCKNIOYNTENBHO
Bpayom. [losampoBKa npenapata o6bLIYHO cOCTaBNAeT:

OpHa TabneTka yTpom 1 ogHa TabneTky Bevyepom (C uHTepsanom B 12 yacos mexay
HumK). He cnegyeT npuHumath Gonee AByx TabneTok B eHb. Bam cnepyeTt
no3aboTUTbLCA O TOM, YTOObI MHTEpPBAN MeXay npuemMom TabneTok coctaBnsan 12
YacosB.

e TabneTKy cnepgyeT npornartbiBaTb LeJ/IMKOM, 3anvB ee BOL4OMN.

e He cneayet pasnambiBaTtb, pa3MmernbyaTtb, pacTBOPATb, paccacbiBaTb UK
pa3xeBblBaTb TabneTKy, Tak Kak 3TO MOXET YyBENNYNTb PUCK BO3HUKHOBEHMS
y Bac Nob6oYHbIX ABMEHUN.

o Ecnn ®amnupa npogaetcs Bo doriakoHax, TO BO (pfiakoHe HaxoauTcs
Bnaronornotutenbs. Heobxoanmo octaBuTb €ro Bo ofiakoHe, He crieayeT
rnoTaTtb €ro.

He cnepyeT npeBbiWaTbh pEKOMEHAYEMYHO JO3UPOBKY.

Ecnu no owmnbke Bbl NpUHANN 6Gonee BbLICOKYIO 403y Npenaparta, 4em
TpebyeTcs, Bam cnegyet HeMeaneHHO 06paTUTLCA K Bpady (€Cnuv Bbl MPUHANN
N36bITOYHOE KONMYECTBO TabneTok). MNMpusHakammn Nnepeno3npoBKM ABNSIOTCS
NOBbILLEHHOE NOToOTAENEHWE, APOXb, Ae30pMeHTauns, yTpaTa naMmsaTi U Cyaoporu.
Y Bac Takke MOryT NossBUTbCS ApYrue sBMNeHns, He yKa3aHHble 34ecChb.

Ecnu Bbl NpUHANM cnuwKOM BbICOKYHO 403y nNpenapaTta, unn ecnu no owmnbke
npenapat npornoTun pebeHok, HemeaneHHo obpaTUTeCh K Bpayy Unu B NPUEMHbIN
nokon 6onbHULBbI N NpuHEcUTe ¢ cobom ynakoBKy OT npenapara.

Ecnu Bbl 3a6biny NpUHATL Npenapar B HasHauYeHHoe BpeMsi, He crieayeT
NpUHUMaTb ABOMHYIO [03Yy NpenapaTa, YToObl KOMNEHCMPOBATb NPOMYLLEHHYH 403Y.



Mexay npnemamun aByx TabneTok Bcerga AomkHO nponuTtun 12 yacos. Npumute
crneayoLLyo 403y npenapaTta B npegHasHadeHHoe A51s 3TOro BpeMs U
NPOKOHCYNbTUPYNTECH Y Bpada. Heobxoaumo cnegoBaTh Kypcy feYyeHns cornacHo
pekomMeHOaunam Bpaya.

[axe ecnun HacTynuno yny4lleHne B COCTOSIHUM BaLLero 340poBbs, He creayeT
npekpaLlatb NpMeM npenapaTa, He NOCOBETOBABLUUCH C BPAYOM.

Ecnu Bbl NnpekpaTuTe NnpueM npenapara, ero nNosfioXXutenbHoe BO3aencTBUe
conaeT Ha HeT. [lpvem npenapaTta ¢ nepepbiBaMy MOXET MPUBECTU K TOMY, YTO
XenaTtenbHbl pe3ynbTaT He byaeT aocTurHyT. MNMepen npekpalleHmem npyema
npenapara crnegyeT o6cyanTb C Bpa4oM MocrneacTBUs 3TOrO Lwara.

He cnepyeTt npuHumarthb nekapcrea B TeMHoTe! Heo6xoaumo nposepuThb
3TUKeTKYy Npenapara u ero [o3y npu kaxgom npueme. Ecnu Bbl nonb3yetech
oYKaMu, HageHbTe UX Nepen NPUEMOM rieKapcTBa.

Ecnu y Bac BO3HUKNN AONOSHUTENbHbIE BONPOCHI OTHOCUTENLHO NpuemMa
npenaparta, o6paTuTecb C HUMM K Bpa4vy unu chapmaueBTy.

4. TloboUHbIe ABNEeHUsd

Kak u B criyyae ¢ niobbiv gpyrum npenapaTtom, npyeMm damMnupbl MOXET Bbi3biBaTb
No6oYHbIE SIBMEHUS Y HEKOTOPbLIX Norib3oBartenen. He nyranteck, yntas nepeveHb
3TUX SABMEHMI. BO3MOXHO, YTO Bbl HE UCMbITAaeTe HN OOHO U3 HUX.

Cnepyet npekpaTuTb NpueM npenapara u HemeaneHHoO o6paTUTLCA K Bpayy,
€CIu Y Bac BO3HMKNN CYAOPOrn Unun ecrnu Bbl cTpagaeTe ogHum unm 6onee m3
cnefylowmx NPU3HaKoB annepruyeckon peakumm: OTeK nvua, poToBoKr NonocTu, ryo,
ropTaHu Unu A3bika; NoOKPacHEHME UK NoKarnbiBaHNE Ha KOXe; OLLyLeHNe OaBreHuns
B rPYAHOM KIeTKe Unu 3aTpyaHEeHUs AblXaHus.

LLinpoko pacnpocTpaHeHHble N060YHbIe ABNEeHUA (MOOGOYHbIE ABMEHUS, KOTOPbIE
BCTpeyvatoTcs y 6bonee yem ogHoro n3 10 nauneHToB):
o BocnaneHne mo4veBbIBOOALLNX NYTEN

PacnpoctpaHeHHble NO60YHbIe ABNEeHUA (N06OoYHLIE ABNEHUSA, KOTOPbIE
BcTpeyvatotcsa y 1-10 us 100 nauyneHToB):
e HapyuweHune paBHoBecus
"onoBoKpyxXeHne
"onosHasg 6onb
CnabocTb 1 yTOMASIEMOCTb
HapyweHuns cHa
TpeBoOXHble OLLYyLLIEHNS
Heb6onbluas apoxb
OTcyTCTBME YYBCTBMTENBHOCTM UK OLLYLLIEHNE MYpaLLEK Ha KOXe
Bonb B ropne
MpocTyna
Mpunn
3aTpyaHeHus abixaHus
TowHoTa
PBoTta
3anop



e HapyuweHus nuwesapeHns
e bonu B cnvHe
e OuwyuieHre ycuneHHoro cepauebunerns (nanbnmuraums)

ManopacnpocTpaHeHHble NO6o4YHbIe ABNeHus (No6oYHbIE ABMNEHWS, KOTOPbIE
BcTpeyatotcsa y 1-10 ns 1000 nauuneHToB):

o Cypoporu

e Anneprus

e YcuneHue HeBpanrmyeckux 6onen Ha nuue (trigeminal neuralgia)

e YyauleHue nynsca (Taxukapams)

Mpu nosiBNeHMn NOGOYHOro ABNEHUSA, a TaKXKe eCliv Kakoe-nM60 U3 No6oUHbIX
SAIBNIEHUIN yCyryonsieTcsi unu ecnu Bbl CTpagaeTe No6OYHbIM SIBIIEHUEM, He
yKa3aHHbIM B aHHOW MHCTPYKLMU, BaM crneayeT NPOKOHCYNbTUPOBATLCA Y
Bpava.

CoobLeHue o NOOOYHbIX ABNEeHUAX

MoxxHO coobLNTL 0 NOBOYHBIX ABNEHNAX B MMHUCTEPCTBO 30paBOOXPaHEHMS,
HakaB Ha ccbinky «CoobLeHne o NnoboYHbIX ABNEHMAX OT NeKapCTB», KoTopas
HaxoAMUTCs Ha UHTepHeT-canTe MnHNCTEPCTBa 30paBOOXPaHEHMS
(www.health.gov.il), 4Tobbl NepenTn Ha 3NEKTPOHHbIM BnaHK coobLeHns 0 NOBOYHbIX
SAIBNEeHnsX, nnu nepenas no ccoinke: https://sideeffects.health.qov.il

5. Kak xpaHutb npenapar?

e He otpaButech! 3TOT Npenapar, Kak u noboe apyroe nekapcTeo, crieqyet
XpaHUTb B 3aKPbITOM MeCcTe, He4OCTYNHOM ANis AeTen U/vnu MnageHues v
BHe nong nx 3peHuns. Takum obpasom, Bbl CMOXETE NPeaoTBpaTUTb
OTpaBfieHne npenapaToM. He Bbi3biBanTe pBOTY 6€3 COOTBETCTBYIOLLENO
yKasaHus Bpaya.

e He cnegyet npuHumaTh NnpenapaT No UCTEYEHUM CpOKa ero rogHocTm (exp.
date), ykasaHHOro Ha ynakoBke/driakoHe/navke/aTnketke. Cpok rogHOCTU
npenapaTa OKaH4YMBaeTCs B NOCNEOHUA AeHb YKa3aHHOro Mecsua.

e YcnoBus XpaHeHuA: cnedyeT XpaHUTb nNpenapar npu TemnepaTtype Huxe
25°C.

o CnepyeT xpaHUTb NpenapaT B OpUrMHasnbHOM ynakoBke, 4Tobbl 3alUTUTL €ro
OT BO3AENCTBUA CBETA U BNaru.

e Ecnu npenapat npogaeTcsa BO oflakoHax — Nocre nepBoro OTKPbITUSA
dnakoHa, cnegyeT UCNonb3oBaTh Npenapar B TeYeHne ceMu QHEN.

o OpHOBpPEMEHHO crieayeT OTKpbIBaTb TONbKO OANH (OraKoH.

o He cneayet BoibpackiBaTh npenapar B kaHan13awumo Unmn ¢ ObiToBbIM
MycopoM. MNMpoKoHCYNbTUPYMTECH Y hapmaLeBTa, Kakum obpasom criegyet
BblbpacbiBaTh NpenapaTbl, KOTOpble 6onee He NCMONb3YITCA. OTO NOMOXET
COXPaHUTb OKPYXKaloLLLyIO cpeay.


http://www.health.gov.il/
https://sideeffects.health.gov.il/

6. JononHuTtenbHaa nHdopmauus

e [lOMMMO aKTMBHOrO BELLECTBA AAHHbIN NpenapaTt COAEPXUT cneayLine
KOMMOHEHTBI:
Hydroxypropyl methylcellulose, microcrystalline cellulose, colloidal silicon
dioxide anhydrous, magnesium stearate.

MokpbiTve TabneTku: opadry white Y-1-7000

e Kak BbIrnmaguT npenapar, 1 KaKOBO COAEPKMMOE €ro ynakoBKM:
damnupa — 310 NoKpbITass 06ono4kon TabneTka ¢ NPONOHIMPOBAHHbLIM
BbICBOOOXOEHMEM, KPEMOBO-0€EM0ro LIBETA OBarbHOW hOPMbI pa3Mepom
8X13 MM, Bbinyknas ¢ 06enx CTopoH ¢ Haanucbto «A10» ¢ OQHOW CTOPOHBbI.
damnupa npogaetca BO doriakoHax unm bnmcrepax:
o YnakoBka, cogepxalias 56 TabneTtok B 4 donakoHax no 14 tabneTok B
Ka)kgom + BNaronornoTuTens B NacTUKOBOMW yNakoBke (He rnotatb!)
o YnakoBka, cogepxallas 28 TabneTok B 2 6nuctepax no 14 tabnetok B
Kaxgom
o YnakoBka, cogepxallas 56 Tabnetok B 4 6nuctepax no 14 TabneTok B
Kakaom

Bo3moxHO, 4To nNpenapat He GyaeT npoaaBaTbCsi BO BCEX yKa3aHHbIX pasmepax
YNaKoBKW.

Bnageneu pernctpaumm 1 ero agpec:
«MegucoH ®apma JTT.»,
Yn.Xa-lWwunoax 10, MN.A. 7090, NMetax-Tuksa, N3pannb

HasBaHue u agpec npousBoauTens:
BIOGEN IDEC LTD., UK

OT1a nHCTpyKuma 6bina oTpegakTupoBaHa B oktabpe 2020 roga.

PerncTpauunoHHbI HOMep npenaparta B rocy4apCTBEHHOM peecTpe
nekapcTBeHHbIX npenapatos MuHuctepcTea sgpasooxpaHeHus: 147-80-

33543-00
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