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Livtencity (maribavir)
Harsa generali lejn Livtencity u ghalfejn huwa awtorizzat fl-UE

X’inhu Livtencity u ghal xiex jintuza?

Livtencity huwa medicina antivirali uzata ghat-trattament ta’ mard ikkawzat mis-cytomegalovirus
(CMV) f'adulti li kellhom trapjant ta’ celloli staminali ematopojetici jew trapjant ta’ organi. Jintuza
f'pazjenti li I-marda tas-CMV taghhom ma rrispondietx ghal tal-ingas trattament wiehed iehor, inkluz
ganciclovir, valganciclovir, cidoverg jew foscarnet.

It-trapjant ta’ celloli staminali ematopojetici jinvolvi [-uzu ta’ ¢elloli staminali minn donatur biex
jissostitwixxu ¢-celloli tal-mudullun tar-ricevitur. I¢-¢elloli staminali moghtija jiffurmaw mudullun gdid li
jipproduci celloli tad-demm b’sahhithom.

Is-CMV huwa virus komuni li normalment jikkawza biss infezzjoni hafifa f/persuni b’sahhithom. Wara |-
infezzjoni, il-virus jibga’ fil-gisem f'forma inattiva u ma jikkawzax hsara. Madankollu, is-CMV jista’ jsir
attiv u jikkawza mard f'‘pazjenti li s-sistema immunitarja taghhom (id-difizi naturali tal-gisem) hija
mdghajfa, bhal dawk li kellhom trapjant tac-celloli staminali jew trapjant ta’ organi.

Il-marda tas-CMV hija rari, u Livtencity gie denominat bhala "medic¢ina orfni" (medicina li tintuza
f'mard rari) fit-18 ta’ Dicembru 2007 u fis-7 ta’ Gunju 2013. Aktar informazzjoni dwar id-
denominazzjonijiet orfni tista’ tinstab hawn: ema.europa.eu/medicines/human/orphan-
designations/eu307519 u ema.europa.eu/en/medicines/human/orphan-designations/eu-3-13-1133.

Livtencity fih is-sustanza attiva maribavir.
Kif jintuza Livtencity?

Livtencity jista’ jinkiseb biss b'ricetta ta’ tabib u ghandu jintuza skont ir-rakkomandazzjonijiet uffi¢jali.
It-trattament ghandu jinbeda minn tabib b’esperjenza fil-gestjoni ta’ pazjenti li kellhom trapjant ta’
celloli staminali ematopojetici jew trapjant ta’ organi.

Livtencity jigi bhala pilloli li ghandhom jittiehdu mill-halg u d-doza rakkomandata hija ta’ 400 mg
darbtejn kuljum ghal 8 gimghat. It-tul tat-trattament jista’ jigi aggustat skont il-kundizzjoni tal-pazjent
u r-rispons ghat-trattament.

Ghal iktar informazzjoni dwar I-uzu ta’ Livtencity, ara |-fuljett ta’ taghrif jew ikkuntattja lit-tabib jew
lill-ispizjar tieghek.

Official address Domenico Scarlattilaan 6 e 1083 HS Amsterdam e The Netherlands
Address for visits and deliveries Refer to www.ema.europa.eu/how-to-find-us
Send us a question Go to www.ema.europa.eu/contact Telephone +31 (0)88 781 6000 An agency of the European Union

© European Medicines Agency, 2022. Reproduction is authorised provided the source is acknowledged.


http://www.ema.europa.eu/how-to-find-us
http://www.ema.europa.eu/contact
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-07-519
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-07-519
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-13-1133

Kif jahdem Livtencity?

Maribavir, is-sustanza attiva f'Livtencity, timblokka enzima (tip ta’ proteina) mis-CMV imsejha kinase
tal-proteina UL97, li I-virus jehtieg biex jimmultiplika. Din twaqqaf lill-virus milli jimmultiplika u milli
jinfetta celloli ohrajn.

X'inhuma I-benefic¢ji ta’ Livtencity li hargu mill-istudji?

Livtencity instab li kien aktar effettiv minn trattament iehor bis-CMV disponibbli fit-tnehhija tal-
infezzjoni bis-CMV f'adulti li kienu ghaddew minn trapjant tac-celloli staminali jew trapjant ta’ organi u
li I-infezzjoni bis-CMV taghhom ma kinitx irrispondiet ghal trattament precedenti. Fi studju ewlieni
wiehed li fih hadu sehem 352 adult, 56 % (131 minn 235) tal-pazjenti ttrattati b’Livtencity kellhom
livelli mhux traccabbli ta’ CMV wara 8 gimghat meta mqgabbla ma’ 24 % (28 minn 117) ta’ dawk li
rcevew trattament iehor ghas-CMV maghzul mit-tabib taghhom.

X'inhuma r-riskji assoc¢jati ma’ Livtencity?
L-effetti sekondarji I-aktar komuni b’Livtencity (li jistghu jaffettwaw aktar minn persuna 1 minn kull
10) huma disturbi fit-toghma, dardir (thossok ma tiflahx), dijarea, rimettar u gheja.

Effetti sekondarji serji (li jistghu jaffettwaw aktar minn persuna 1 minn kull 100) jinkludu dijarea,
dardir, rimettar, tnaqgis fil-piz, gheja, u zieda fil-livelli ta’ medi¢ina immunosoppressivi fid-demm
(medicina li tintuza biex tnaqgqas I-attivita tas-sistema immunitarja).

Ghal-lista shiha tal-effetti sekondarji ta’ Livtencity, ara I-fuljett ta’ taghrif.
Livtencity m’ghandux jintuza flimkien ma’ ganciclovir jew valganciclovir (medicini antivirali ohra).

Ghal-lista shiha ta’ restrizzjonijiet b’Livtencity, ara |-fuljett ta’ taghrif.

Ghaliex Livtencity gie awtorizzat fl-UE?

Livtencity kien effettiv biex inehhi s-CMV mid-demm, u I-profil tas-sigurta tieghu huwa accettabbli u
aktar favorevoli minn trattamenti disponibbli. Ghaldagstant, I-Agenzija Ewropea ghall-Medicini
iddecidiet li I-benefi¢éji ta’ Livtencity huma akbar mir-riskji tieghu u li jista’ jigi awtorizzat ghall-uzu fl-
UE.

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

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’ Livtencity.

Bhal fil-kaz tal-medicini kollha, id-data dwar |-uzu ta’ Livtencity hija ssorveljata kontinwament. L-effetti
sekondarji ssuspettati rrappurtati b’Livtencity huma evalwati bir-reqqa u kull azzjoni mehtiega hi
mehuda biex tipprotegi lill-pazjenti.

Informazzjoni ohra dwar Livtencity

Livtencity ircieva awtorizzazzjoni ghat-tqeghid fis-suq valida fl-UE kollha fi 9 ta’ Novembru 2022.
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Aktar informazzjoni dwar Livtencity tinstab fis-sit web tal-Agenzija:
ema.europa.eu/medicines/human/EPAR/livtencity.

Din il-harsa generali giet aggornata |-ahhar f'11-2022.
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