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Emtricitabine / Rilpivirine / Tenofovir Alafenamide Viatris
(emtricitabine / rilpivirine / tenofovir alafenamide)

Harsa generali lejn Emtricitabine / Rilpivirine / Tenofovir Alafenamide Viatris
u ghalfejn huwa awtorizzat fl-UE

X’inhu Emtricitabine / Rilpivirine / Tenofovir Alafenamide Viatris u ghal
xiex jintuza?

Emtricitabine / Rilpivirine / Tenofovir Alafenamide Viatris huwa medicina antivirali li tintuza flimkien
ma’ medicini ohra ghat-trattament ta’ individwi infettati bil-virus tal-immunodefi¢jenza umana tat-tip 1
(HIV-1), virus li jikkawza s-sindromu tal-immunodefi¢jenza akkwizita (AIDS). Jintuza fl-adulti u fl-
adoloxxenti minn 12-il sena ‘I fuq li jiznu mill-ingas 35 kg.

Emtricitabine / Rilpivirine / Tenofovir Alafenamide Viatris fih is-sustanzi attivi emtricitabine / rilpivirine
/ tenofovir u huwa “medicina generika”. Dan ifisser li din il-medicina fiha I-istess sustanza attiva u
tahdem bl-istess mod bhal “medicina ta’ referenza” diga awtorizzata fl-UE. Il-medic¢ina ta’ referenza
ghal Emtricitabine / Rilpivirine / Tenofovir Alafenamide Viatris hija Odefsey. Ghal aktar informazzjoni
dwar il-medicini generici, ara d-dokument ta' mistogsijiet-u-twegibiet hawnhekk.

Kif jintuza Emtricitabine / Rilpivirine / Tenofovir Alafenamide Viatris?

Emtricitabine / Rilpivirine / Tenofovir Alafenamide Viatris jista’ jinkiseb biss b’ricetta ta’ tabib u t-
trattament ghandu jinbeda minn tabib li jkollu esperjenza fil-gestjoni ta’ persuni b’infezzjoni tal-HIV.

Il-medicina tigi bhala pilloli li ghandhom jittiehdu mill-halg darba kuljum mal-ikel.
Ghal aktar informazzjoni dwar I-uzu ta’ Emtricitabine / Rilpivirine / Tenofovir Alafenamide Viatris, ara I-
fuljett ta’ taghrif jew ikkuntattja lit-tabib jew lill-ispizjar tieghek.

Kif jahdem Emtricitabine / Rilpivirine / Tenofovir Alafenamide Viatris?

Emtricitabine / Rilpivirine / Tenofovir Alafenamide Viatris fih tliet sustanzi attivi. Tenofovir alafenamide
hija “promedicina” ta’ tenofovir, li jfisser li tigi kkonvertita fis-sustanza attiva tenofovir fil-gisem.
Tenofovir u emtricitabine huma agenti antivirali relatati msejha inibituri ta’ transkriptazi inversa.
Rilpivirine huwa agent antivirali msejjah inibitur mhux nukleosidiku tat-traskriptazi inversa.
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Dawn it-tliet sustanzi attivi jimblokkaw I-attivita ta’ traskriptazi inversa, enzima tal-virus li tippermetti
lill-HIV-1 jirreplika fi¢c-celloli li jkun infetta. Billi timblokka din I-enzima, din il-medicina tnaqggas I-
ammont ta’ HIV-1 fid-demm u zzommu f'livell baxx.

Emtricitabine / Rilpivirine / Tenofovir Alafenamide Viatris ma jfejjagx I-infezzjoni tal-HIV-1 jew I-AIDS,
izda jista’ jittardja I-hsara li ssir lis-sistema immunitarja u lill-izvilupp ta’ infezzjonijiet u mard assocjati
mal-AIDS.

Kif gie studjat Emtricitabine / Rilpivirine / Tenofovir Alafenamide Viatris?

Diga saru studji dwar il-beneficcji u r-riskji tas-sustanza attiva fl-uzijiet awtorizzati bil-medicina ta’
referenza, Odefsey, u ma ghandhomx ghalfejn jigu ripetuti ghal Emtricitabine / Rilpivirine / Tenofovir
Alafenamide Viatris.

Bhal fil-kaz ta’ kull medicina, il-kumpanija pprovdiet studji dwar il-kwalita ta’ Emtricitabine / Rilpivirine
/ Tenofovir Alafenamide Viatris. Il-kumpanija wettqget ukoll studju li wera li huwa “bijoekwivalenti”
ghall-medicina ta’ referenza. Zewg medicini jkunu bijoekwivalenti meta jipproducu I-istess livelli tas-
sustanza attiva fil-gisem u ghalhekk ikunu mistennija li jkollhom I-istess effett.

X’inhuma I-beneficc¢ji u r-riskji ta’ Emtricitabine / Rilpivirine / Tenofovir
Alafenamide Viatris?

Minhabba li Emtricitabine / Rilpivirine / Tenofovir Alafenamide Viatris huwa medi¢ina generika u huwa
bijoekwivalenti ghall-medicina ta’ referenza, il-beneficcji u r-riskji tieghu jitgiesu I-istess bhal dawk tal-
medicina ta’ referenza.

Ghaliex Emtricitabine / Rilpivirine / Tenofovir Alafenamide Viatris gie
awtorizzat fl-UE?

L-Agenzija Ewropea ghall-Medicini kkonkludiet li, b‘'mod konformi mar-rekwiziti tal-UE, Emtricitabine /
Rilpivirine / Tenofovir Alafenamide Viatris wera li ghandu kwalita komparabbli u huwa bijoekwivalenti
ghal Odefsey. Ghaldaqgstant, il-fehma tal-Agenzija kienet li, bhal fil-kaz ta’ Odefsey, il-beneficdji tal-
medic¢ina huma akbar mir-riskji identifikati u jista’ jigi awtorizzat ghall-uzu fl-UE.

X'mizuri qeghdin jittiehdu biex jigi zgurat I-uzu sigur u effettiv ta’
Emtricitabine / Rilpivirine / Tenofovir Alafenamide Viatris?

Ir-rakkomandazzjonijiet u I-prekawzjonijiet li ghandhom jigu segwiti mill-professjonisti fil-qasam tal-
kura tas-sahha u mill-pazjenti ghall-uzu sigur u effettiv ta’ Emtricitabine / Rilpivirine / Tenofovir
Alafenamide Viatris gew inkluzi fis-sommarju tal-karatteristici tal-prodott u fil-fuljett ta’ taghrif.
Kwalunkwe mizura addizzjonali fis-sehh ghal Odefsey tapplika wkoll ghal Emtricitabine / Rilpivirine /
Tenofovir Alafenamide Viatris fejn xierag.

Bhal fil-kaz tal-medicini kollha, id-data dwar |-uzu ta’ Emtricitabine / Rilpivirine / Tenofovir Alafenamide
Viatris hija ssorveljata kontinwament. L-effetti sekondarji rrappurtati bil-medic¢ina huma evalwati bir-
reqqga u tittiehed kull azzjoni mehtiega ghall-protezzjoni tal-pazjenti.
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Informazzjoni ohra dwar Emtricitabine / Rilpivirine / Tenofovir
Alafenamide Viatris

Aktar informazzjoni dwar Emtricitabine / Rilpivirine / Tenofovir Alafenamide Viatris tinstab fis-sit web
tal-Agenzija: ema.europa.eu/medicines/human/EPAR/Emtricitabine-Rilpivirine-Tenofovir-Alafenamide-
Viatris. Informazzjoni dwar il-medicina ta’ referenza tinstab ukoll fis-sit web tal-Agenzija.
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