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Anmetundymapat Neuraxpharm (dimethyl fumarate)
06w npernea Ha AumetundymapaTt Neuraxpharm u ocHoBaHuS 3a
pa3spewasaHe B EC

KakBo npeacrasnsasa Aumetrundymapart Neuraxpharm u 3a kakBo ce
n3nonssa?

Ovmetnndymapat Neuraxpharm e nekapcTBo, KOETO ce M3Mno3Ba 3a JiIeYeHMe Ha MHOXEeCTBEHa
cknepo3sa (MC) — 3abonsaBaHe, Npu KOETO Bb3MajseHMETO yYBpeXaa 3aluTHaTa o6BMBKa Ha HepBuUTe
(aeMuennHaumsa), KakTo U caMmuTe HepBu. M3nonsea ce nNpu Bb3pacTHM M Aeua Ha Bb3pacT Haa 13
roavHu ¢ Tmn MC, n3BecTteH KaTo NpUCTbNHO-peMuTeHTHA MC. MNpn Hes nNauneHTbLT nMa 060CTpPAHMUS Ha
cuMmnToMmTe (NPUCTBLNK), NOC/eABaHN OT NEPUOAU Ha Bb3CTaHOBsABaHe (peMmncun).

Onmetundymapat Neuraxpharm cbaobpXa akTMBHOTO BelecTBo anmetundymapart (dimethyl fumarate)
M e ,feHepMYHo NlekapcTeBo". ToBa o3Ha4aBa, Yye AumetundymapaT Neuraxpharm cbabpa CbLOTO
aKTMBHO BELLECTBO M AENCTBA MO CbLMS HAYMH KATo ,pedepPEeHTHOTO NIEKAPCTBO", KOETO Beye e
pa3pelueHo 3a ynotpeba B EC. PedpepeHTHOTO nekapcrteo 3a Aumetundymapat Neuraxpharm e
Tecfidera. 3a noBeye nHpopMaLmsa OTHOCHO FrEHEPUYHUTE NNIEKAPCTBA BMXXTE AOKYMEHTA TUM ,BbMNPOCK U
oTroBopu" TyK.

Kak ce nanonssa Ammeruncdpymapar Neuraxpharm?

OumetundymapaT Neuraxpharm ce oTnycka no nekapcko npeanuMcaHue u nevyeHneTo Tpabea aa 6bae
3anoyYyHaTo noA HabnAEHUETO Ha sleKkap C ONUT B siedeHneTo Ha MC.

Ounmetundymapat Neuraxpharm ce npeanara nog cdopmaTa Ha Kancynau, KOMTO ce npuemaT npes ycraTta
[Ba NbTWU AHEBHO C XpaHa. Mpe3 nbpBaTa ceaAMMULA OT JIEYEHMETO Ce MpMeMa No-HUCKa 4033, KOATO ce
yBenn4yaBa oT BTopaTa ceamumua. MNpu naumeHT, KOMTO NosyyaT HEXENaHW peakunn, HanpuMep
3a4epBsiBaHe U NpobaeMun c xpaHoCMUIaTenHMsa TpakT (CToMaxa W YepBaTa), Ao3aTa Moxe Aa 6bae
BPEMEHHO HaMarieHa.

3a noseye MHbOpMaLMa OTHOCHO yrnoTpebaTta Ha JuMmetundymapat Neuraxpharm BuXTe N1McToBKaTa
WX Ce CBBbPXKETE C Ballus fiekap unu dapMauesT.
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Kak pencrea Aumetundymapar Neuraxpharm?

Mpy MC nMyHHaTa cuctemMa (eCTeCTBEHUTE 3aLUTHU CUN HA OpraHM3Ma) aTakyBa W yBpexXAa 3alunTHUA
CNOW OKOMO HEPBUTE M CaMUTE HEPBM B INMaBHUSA, rPbOHAYHMA MO3BK M ONTUYHUS HEPB Ha OokoTo. CuuTa
ce, Ye aKTUBHOTO BELLECTBO B TOBa JIEKAPCTBO, ANMeTUNdYMapaT, AeiNCTBa, KaTo akTUBUPA NPOTENH,
HapedeH Nrf2, KOWTO perynupa onpefeneHu reHun, NponsBexaallM aHTMOKCUMAAHTU, KOUTO 3alimMTaBaT
K/IETKUTE OT yBpexaaHe.

[JokasaHo e, ue LI,MMeTM)'IdJYMapaT HaMansBa Bb3MnaJl€eHUETO N Moaynunpa AerHoCcTTa Ha MMYHHaTa
cucrema.

Kak e npoyueH AiumeTrundymapar Neuraxpharm?

MpoyyBaHus 3a NON3MTE M PUCKOBETE NPU paspelleHaTa ynoTpeba Ha akTMBHOTO BELLECTBO Beye ca
nposeaeHun c pedepeHTHOTO NekapcTBo Tecfidera u He e Heo6xoaAnMMO Aa ce NOBTApSAT C
Onmetundymapat Neuraxpharm.

KakTo 3a BCAKO nekapcTBo, hupmaTa e npeacrtaBmia Npoy4YBaHUs 3a KayecTBOTO Ha AumeTtundymapart
Neuraxpharm. ®upmaTa e npoBefna CbLL0 NPOy4YBaHUSA, KOUTO MOKa3BaT, Ye TOBa J1IEKAPCTBO €
610eKBMBaNEHTHO Ha pedepeHTHOTO 1eKapcTBo. [lBe ekapcTBa ca GMoeKkBMBaNEHTHN, KOraTo uMaT
€[lHM U CbLUM HMBA Ha aKTMBHOTO BELLECTBO B OpraHM3Ma M nopaauv ToBa Ce o4YakBa Aa MMaT eauH m
cbly, edekT.

KakBu ca nonsurte n puckoseTte, CBbp3aHu ¢ inmeTruncdymapar
Neuraxpharm?

Tbi kaTto AumetundymapaT Neuraxpharm e reHepMUHO IEKapCTBO U € 6MOEKBUBANIEHTHO Ha
pedepeHTHOTO JIeKapcTBO, Ce NMPUEMa, Ye MON3UTE U PUCKOBETE Ca CbLUMTE KaTo Npu pecdepeHTHOTO
NleKkapcTBo.

3awo Ammetundymapar Neuraxpharm e paspeweH 3a ynorpeba B EC?

EBponeiickaTa areHumMs no snekapcreaTa 3aK/oun, Ye B CbOTBETCTBME C U3NCKBaHUATa Ha EC e
AokasaHo, ye AumeTtundymapat Neuraxpharm e cbC CpaBHMMO KayecTBO U € BMOEKBMBANEHTEH Ha
Tecfidera. 3aToBa AreHumnsiTa cuuTa, 4Ye KakTo npu Tecfidera, non3suTte ot ynotpebaTa Ha
Oumetnndymapat Neuraxpharm npesuilaBaT yCTaHOBEHUTE PUCKOBE M TO3WM NPOAYKT MOXe Aa bbae
pa3pelueH 3a ynotpeba B EC.

KakBu mepku ce npeanpuemMart, 3a Aa ce rapaHTupa 6e3onacHata u
ecdexkTBHa ynorpeba Ha AumeTtundymapart Neuraxpharm?

MpenopbkKTe M NpeanasHUTe Mepku 3a 6esonacHaTa 1 edekTuBHa ynotpeba Ha AumeTundymapaT
Neuraxpharm, kouTo creaBa Aa ce CnasBaT OT MeAMLMHCKUTE CMeunanncTi 1 naumMeHTuTe, ca
BKJTIOUEHU B KpaTKaTa XapaKTepUCTUKa Ha NpoayKTa M B JINCTOBKATa.

KakTo npu BCUYKKN NeKapCTBa, AAHHUTE BbB Bpb3Ka C ynoTpebaTta Ha AumeTtundymapat Neuraxpharm
HenpeKkbCcHaTo ce npocneasasaT. CbobLEHUTE HEXEeNaHU peakuumn, CBbp3aHu ¢ ynotpebaTa Ha
OumeTtundymapaT Neuraxpharm, BHMMATENHO Ce OLEHSBAT U ce NpeanpueMaT BCUYKM HeEO6X0ANMU
MEpKM 3a 3allMTa Ha NauMeHTuTe.
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AonbnHutenHa nHpopmauusa 3a Ammetrundymapart Neuraxpharm:

JonbnHutenHa nHgopmMauus 3a AumetundymapaTt Neuraxpharm mMoxeTte ga HamepuTe Ha yebcanTta Ha
AreHumsaTa: ema.europa.eu/medicines/human/EPAR/dimethyl-fumarate-neuraxpharm. NHdopmauns
OTHOCHO pedepeHTHOTO /IeKapCTBO CbLLO MOXe Aa Ce HaMepu Ha yebcalita Ha AreHuusaTa.
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