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Dasatinib Accordpharma (dasatinib) (5\'

Harsa generali lejn Dasatinib Accordpharma u ghalfejn huwa awtorpizzat fl-UE
&
X’inhu Dasatinib Accordpharma u ghal xiex jintuza? &

Dasatinib Accordpharma huwa medic¢ina kontra I-kancer. Jintuza fit—trattan@ta’ adulti bit-tipi ta’
lewkimja li gejjin (kancer tac-celloli bojod tad-demm): Q

¢ lewkimja majelojd kronika (CML) fil-fazi “kronika” f’pazjenti Ii@‘ ghadhom kif gew dijanjostikati
li huma “Philadelphia chromosome positive” (Ph+). Fis-CM ~granulociti (tip ta’ cellola bajda tad-
demm) jibdew jikbru minghajr kontroll. Ph+ tfisser li mill-geni tal-pazjent ikunu rrangaw
lilhom infushom mill-gdid biex jiffturmaw kromozoma ali msejha I-kromozoma Philadelphia li
tipproduci enzima, kinazi BCR-ABL, li twassal g@vi p tal-lewkimja;

e CML f'fazi “kronika”, f'fazi “accellerata” u f%‘i:‘ st”. Dasatinib Accordpharma jintuza meta
)

trattamenti ohra inkluz imatinib (medi 'iﬂ{ kontra |-kancer) ma jahdmux jew jikkawzaw effetti
sekondarji inkwetanti; \

e Ph+ lewkimja limfoblastika akuta ;, fejn il-limfociti (tip iehor ta’ ¢elloli bojod tad-demm)

jimmultiplikaw malajr wisq y j ghal zmien twil wisq, jew f'"CML “limfojde blast”. Dasatinib
Accordpharma jintuza met menti ohrajn ma jahdmux jew jikkawzaw effetti sekondarji
inkwetanti.

Dasatinib Accordpharmgsintuza wkoll fit-tfal ghat-trattament ta’:

ohrajn li ji l@J matinib ma jkunux jistghu jinghataw jew ma jkunux hadmu;

e Ph+ A n ghadha kif giet dijanjostikata flimkien ma’ kimoterapija (medicini kontra I-kancer).

Das ccordpharma fih is-sustanza attiva dasatinib u huwa “"medicina generika”. Dan ifisser li
Dasatiib Accordpharma fih I-istess sustanza attiva u jahdem bl-istess mod bhal "medicina ta’
referenza" diga awtorizzata fl-UE msejha Sprycel. Ghal aktar informazzjoni dwar il-medicini generici,
ara d-dokument mistogsijiet-u-twegibiet hawnhekk.

Kif jintuza Dasatinib Accordpharma?

Dasatinib Accordpharma jista’ jinkiseb biss b’ricetta ta’ tabib u t-trattament ghandu jinbeda minn tabib
li ghandu esperjenza fid-dijanjozi u fit-trattament tal-lewkimja.
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II-medicina tigi bhala pilloli. Dan jittiehed darba kuljum, b’'mod konsistenti jew filghodu jew filghaxija.
Id-doza tal-bidu tiddependi mill-kundizzjoni li tkun ged tigi ttrattata, u ghat-tfal, mill-piz tal-gisem
taghhom. Id-doza mbaghad tizdied gradwalment sakemm il-marda tkun ikkontrollata tajjeb bizzejjed.
Fi tfal b’ALL li jkunu ged jircievu wkoll medic¢ini ohrajn kontra I-kancer, tintuza doza fissa ta’ Dasatinib
Accordpharma matul it-trattament taghhom. Fi tfal li jiznu ingas minn 10 kg, ghandhom jintuzaw
prodotti ohrajn ta’ dasatinib li jippermettu li tinghata doza aktar baxxa.

It-tabib jista’ jnagqgas id-doza jew iwaqgqaf it-trattament jekk I-ghadd tac¢-celloli tad-demm ikun baxx
wisq, jekk isehhu certi effetti sekondarji jew jekk il-medi¢ina ma tibgax tikkontrolla I-kundizzjoni.

Ghal aktar informazzjoni dwar I-uzu ta’ Dasatinib Accordpharma, ara I-fuljett ta’ taghrif jew ikk\&ta'ttja
lit-tabib jew lill-ispizjar tieghek.

Kif jahdem Dasatinib Accordpharma? .<\;\/

’ r@ini li
billi timblokka I-

zijiet ohrajn, Dasatinib

Is-sustanza attiva f'Dasatinib Accordpharma, id-dasatinib, tappartjeni lil grupp t
jimblokkaw I-enzimi maghrufa bhala proteini kinazi. Id-dasatinib tagixxi principa
proteina kinazi BCR-ABL. Din |-enzima hija prodotta mic-celloli tal-lewkimja
jimmultiplikaw minghajr kontroll. Billi jimblokka I-kinazi BCR-ABL, kif ukoll
Accordpharma jghin biex inagqgas I-ghadd ta’ celloli tal-lewkimja.

Kif gie studjat Dasatinib Accordpharma? 60

Diga saru studji dwar il-beneficcji u r-riskji tas-sustanza attiva“l-uzu awtorizzat bil-medicina ta’
referenza, Sprycel, u ma ghandhomx ghalfejn jigu ripétu al Dasatinib Accordpharma.

II-kumpanija wettget ukoll studju li wera li hu%ij ekwivalenti” ghall-medicina ta’ referenza. Zewg
I

medicini jkunu bijoekwivalenti meta jippro n% tess livelli tas-sustanza attiva fil-gisem u ghalhekk
huma mistennija li jkollhom I-istess effet%

Bhal fil-kaz ta’ kull medicina, il-kumpanija pprovdia@ dwar il-kwalita ta’ Dasatinib Accordpharma.
b

X’inhuma I-beneficéji u rves'i\ta' Dasatinib Accordpharma?

*
Minhabba li Dasatinib Accordp huwa medicina generika u huwa bijoekwivalenti ghall-medicina ta’
referenza, il-beneficcji u r—r@ leghu jitgiesu |-istess bhal dawk tal-medicina ta’ referenza.

Ghaliex Dasatigkil') cordpharma gie awtorizzat fl-UE?

L-Agenzija Ewgo s\gﬁﬁaII—Medic'ini kkonkludiet li, b’mod konformi mar-rekwiziti tal-UE, Dasatinib
Accordpharmv@ra li ghandu kwalita komparabbli u huwa bijoekwivalenti ghal Sprycel. Ghaldagstant,
iI-fehma@enzija kienet li, bhal fil-kaz ta’ Sprycel, il-benefic¢ji ta’ Dasatinib Accordpharma huma
akair iskji identifikati u li jista’ jigi awtorizzat ghall-uzu fl-UE.

X'mizuri qeghdin jittiehdu biex jigi zgurat I-uzu sigur u effettiv ta’ Dasatinib
Accordpharma?

Fis-sommarju tal-karatteristici tal-prodott u fil-fuljett ta’ taghrif gew inkluzi r-rakkomandazzjonijiet u I-
prekawzjonijiet li ghandhom ikunu segwiti mill-professjonisti fil-qasam tal-kura tas-sahha u mill-
pazjenti ghall-uzu sigur u effettiv ta’ Dasatinib Accordpharma.

Bhal fil-kaz tal-medicini kollha, id-data dwar |-uzu ta' Dasatinib Accordpharma hija ssorveljata
kontinwament. L-effetti sekondarji ssuspettati rrappurtati bi Dasatinib Accordpharma huma evalwati
bir-reqga u kull azzjoni mehtiega hi mehuda biex il-pazjenti jigu protetti.

Dasatinib Accordpharma (dasatinib)
EMA/75050/2022 Pagna 2/3



Informazzjoni ohra dwar Dasatinib Accordpharma

Aktar informazzjoni dwar Dasatinib Accordpharma tinstab fis-sit web tal-Agenzija:
ema.europa.eu/medicines/human/EPAR/dasatinib-accordpharma. Informazzjoni dwar il-medicina ta’
referenza tinstab ukoll fis-sit web tal-Agenzija.
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https://www.ema.europa.eu/en/medicines/human/EPAR/dasatinib-accordpharma
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