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Dimethyl fumarate Accord (dimethyl fumarat

Harsa generali lejn Dimethyl fumarate Accord u ghalfejn a awtorizzat fl-

UE
X’inhu Dimethyl fumarate Accord u ghal xiex jizﬁé
e

Dimethyl fumarate Accord huwa medicina li tintuza biex tikk rozi multipla (MS), marda li fiha I-
inflammazzjoni taghmel hsara lill-insulazzjoni protettiva in-nervituri (demijelinazzjoni) kif ukoll
lin-nervituri nfushom. Jintuza f'adulti u fi tfal minn 13-il ‘| fug b'tip ta” MS maghrufa bhala MS li
tirkadi u tbatti, meta |-pazjent ikollu tahrixiet tas—sir&o@aduti) segwiti minn perjodi ta’ rkupru
(remissjonijiet).

Dimethyl fumarate Accord huwa “medicina gene 7 Dan ifisser li Dimethyl fumarate Accord fih I-
istess sustanza attiva u jahdem bl-istess m%al “medicina ta’ referenza” diga awtorizzata fl-UE. 1II-

medicina ta’ referenza ghal Dimethyl fumara cord hija Tecfidera. Ghal aktar informazzjoni dwar il-

medicini generici, ara d-dokument misf\&':et—u—twegibiet hawnhekk.

Dimethyl fumarate Accord fih is-sust%a tiva dimethyl fumarate.

Kif jintuza Dimethyl fL’n\'@e Accord?

Dimethyl fumarate Accor i g‘kiseb biss b’ricetta ta’ tabib u I-kura ghandha tinbeda taht is-
supervizjoni ta’ tabib li gh esperjenza fil-kura tal-MS.

Dimethyl fumarate Acc@gi bhala kapsuli li jittiehdu mill-halg mal-ikel. Id-doza hi ta’ 120 mg
darbtejn kuljum ghall-éwwel 7 ijiem, u wara tizdied ghal 240 mg darbtejn kuljum. Id-doza tista
titnagqgas tempordhjament f'pazjenti li jesperjenzaw effetti sekondarji ta’ fwawar u problemi

gastrointestir*(jtonku u msaren).
Ghal akta%;wazzjoni dwar I-uzu ta’ Dimethyl fumarate Accord, ara I-fuljett ta’ taghrif jew

’

ikkuntattj tabib jew lill-ispizjar tieghek.
Kifj em Dimethyl fumarate Accord?
sulazzjoni protettiva madwar in-nervituri u lin-nervituri nfushom fil-mohh u fis-sinsla tad-dahar. Is-

sustanza attiva f'Dimherity, id-dimethyl fumarate, hija mahsuba |li tahdem billi tattiva proteina msejha
“Nrf2” li tirregola certi geni li jipproducu antiossidanti involuti fil-protezzjoni tac-celluli mill-hsara.

Q&(Ieroﬂ multipla, is-sistema immunitarja (id-difizi naturali tal-gisem) tattakka u taghmel hsara lill-
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Intwera li d-dimethyl fumarate tnagqgas I-inffammazzjoni u timmodula I-attivita tas-sistema
immunitarja.

Kif gie studjat Dimethyl fumarate Accord? &

Studji dwar il-beneficcji u r-riskji tas-sustanza attiva fl-uzu awtorizzat diga twettqu bil-medi¢ a@'
referenza, Tecfidera, u m’'ghandhomx ghalfejn jigu ripetuti ghal Dimethyl fumarate Accord%N
|

L 4
Bhal fil-kaz ta’ kull medicina ohra, il-kumpanija pprovdiet studji dwar il-kwalita ta’ Dimet

Accord. II-kumpanija wettget ukoll studji li wrew li huwa “bijoekwivalenti” ghall-medjcira,ta
Zewg medicini jkunu bijoekwivalenti meta jipproducu I-istess livelli tas-sustanza I-gisem u
ghalhekk huma mistennija li jkollhom I-istess effett. i

marate
referenza.

’

X’inhuma I-beneficc¢ji u r-riskji ta’ Dimethyl fumarate Af8 ?

Minhabba li Dimethyl fumarate Accord huwa medic¢ina generika u huwa bijoekwivalenti ghall-medicina
ta’ referenza, il-benefic¢ji u r-riskji tieghu jitgiesu I-istess bhal dawk tal-tnedicina ta’ referenza.

Ghaliex Dimethyl fumarate Accord gie awtoriz -UE?

fumarate Accord wera li ghandu kwalita komparabbli u a bBijoekwivalenti ghal Tecfidera.
Ghaldagstant, I-opinjoni tal-Agenzija kienet li, bhal fjl- Tecfidera, il-benefic¢ji ta’ Dimethyl
fumarate Accord huma akbar mir-riskji identifikati u I jistagjigi awtorizzat ghall-uzu flI-UE.

L-Agenzija Ewropea ghall-Medicini kkonkludiet li, b’mod koEfo mar-rekwiziti tal-UE, Dimethyl

X'mizuri qeghdin jittiehdu biex jigi Zgurat I-uzu sigur u effettiv ta’ Dimethyl
fumarate Accord? ’\

Fis-sommarju tal-karatteristi¢i tal-prodotgu fil-fuljett ta’ taghrif gew inkluzi r-rakkomandazzjonijiet u I-
prekawzjonijiet li ghandhom ikunu segwitniill-professjonisti fil-qasam tal-kura tas-sahha u mill-
pazjenti ghall-uzu sigur u effettiv ta’é@thyl fumarate Accord.

Bhal fil-kaz tal-medicini koIIha,ﬁK a dwar |-uzu ta’ Dimethyl fumarate Accord hija ssorveljata

kontinwament. L-effetti sekong rjlyrappurtati b’Dimethyl fumarate Accord huma evalwati bir-reqga u
kull azzjoni mehtiega hi iex il-pazjenti jigu protetti.

Informazzjoni o ar Dimethyl fumarate Accord

Aktar informazzjonisdwat Dimethyl fumarate Accord tinstab fis-sit web tal-Agenzija:
ema.europa.eu/medicines/human/EPAR/dimethyl-fumarate-accord. Informazzjoni dwar il-medicina ta’
referenza tinmkoll fis-sit web tal-Agenzija.
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