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Sommarju tal-EPAR ghall-pubbliku

Prepandemic influenza vaccine (H5N1) (surface-antigen,
inactivated, adjuvanted) Novartis Vaccines and
Diagnostics

vaccin prepandemiku ghal I-influwenza (H5N1) (antigenutal-wic¢, dizattivat,
adguvant)

Dan id-dokument huwa sommarju tar-Rapport Pubbliku Ewropew ta’ Valutazzjoni (EPAR) ghal
Prepandemic influenza vaccine (H5N1) (surface antigen, inactivated, adjuvanted) Novartis Vaccines
and Diagnostics. Huwa jispjega kif il-Kumitat ghall-Prodotti Medicinali ghall-Uzu mill-Bniedem (CHMP)
ivvaluta I-medicina sabiex wasal ghall-opinjonixfavorevoli tieghu li tinghata awtorizzazzjoni ghat-
tgeghid fis-sug u r-rakkomandazzjonijiet tieghu dwar il-kondizzjonijiet ta' uzu ghal Prepandemic
influenza vaccine (H5N1) (surface antigenj.inactivated, adjuvanted) Novartis Vaccines and Diagnostics.

X'inhu Prepandemic influenza vaccine (H5N1) (surface antigen, inactivated,
adjuvanted) Novartis Vaccines and Diagnostics?

Prepandemic influenza vaccine (H5N1) (surface antigen, inactivated, adjuvanted) Novartis Vaccines
and Diagnostics huwa,vaccin. Fih partijiet minn vajrusis tal-influwenza li gew dizattivati. Prepandemic
influenza vaccineg (H5N1) (surface antigen, inactivated, adjuvanted) Novartis Vaccines and Diagnostics
fih razza A/Vietnam/1194/2004 (H5N1)-bhar-razza (NIBRG-14).

Ghalxiex jintuza Prepandemic influenza vaccine (H5N1) (surface antigen,
inactivated, adjuvanted) Novartis Vaccines and Diagnostics?

Prepandemic influenza vaccine (H5N1) (surface antigen, inactivated, adjuvanted) Novartis Vaccines
and Diagnostics huwa vaccin ghall-uzu fl-adulti sabiex jigu protetti kontra r-razza ta’ infuwenza li hija
kkawzata mir-razza tal-'bird flu’ H5N1 tal-vajrus tal-influwenza A. Il-vacc¢in jinghata skont ir-
rakkomandazzjonijiet ufficjali.

Il-vaccin jista’ jinkiseb biss b'ricetta tat-tabib.
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Kif jintuza Prepandemic influenza vaccine (H5N1) (surface antigen,
inactivated, adjuvanted) Novartis Vaccines and Diagnostics?

Il-vacécin jinghata b’injezzjoni fil-muskolu tal-ispalla f’zewd dozi separati, mill-anqas bi tliet gimghat
bejniethom. F'kaz ta’ pandemija li tigi ddikjarata uffi¢jalment li hija kkawzata mir-razza H5N1 tal-
influwenza A, persuni li diga' gew moghtija Prepandemic influenza vaccine (H5N1) (surface antigen,
inactivated, adjuvanted) Novartis Vaccines and Diagnostics (b’doza wahda jew tnejn) jistghu jinghataw
doza ohra biss, minflok iz-zewg dozi rakkomandati ghal persuni mhux vac¢inati.

Kif jahdem Prepandemic influenza vaccine (H5N1) (surface antigen,
inactivated, adjuvanted) Novartis Vaccines and Diagnostics?

Prepandemic influenza vaccine (H5N1) (surface antigen, inactivated, adjuvanted) Novartis’VacCines
and Diagnostics huwa vaccin 'prepandemiku’. Dan huwa tip ta’ vacc¢in specjali uzat sabiex jipprotegi
kontra razza ta’ influwenza li tista’ tikkawza pandemija fil-futur. Influwenza pandemika ssehh meta
tohrog razza gdida tal-vajrus tal-influwenza li tista’ tinfirex fa¢ilment minn persuna‘ghal ohra minhabba
li n-nies ma jkollhom I-ebda immunita (protezzjoni) kontra dan il-vajrus. Pandemija tista’ taffettwa I-
parti I-kbira tal-pajjizi u r-regjuni madwar id-dinja. L-esperti tas-sahha huma, mhassba dwar il-fatt |i I-
influwenza pandemika fil-futur tista’ tigi kkawzata mir-razza H5N1 tal-vajrus. Il-vaccin gie zviluppat
sabiex jipprovdi protezzjoni kontra din ir-razza, sabiex ikun jista’ jintuza qabel jew matul il-pandemija
tal-influwenza.

Il-vaccini jahdmu billi ‘jghallmu’ lis-sistema immunitarja (id-difizi'haturali tal-gisem) kif tiddefendi
ruhha kontra marda. Dan il-vaccin fih xi partijiet tal-vajrus,H5N1. Il-vajrus |-ewwel gie dizattivat
sabiex ma jikkaguna l-ebda mard. Meta persuna tinghata I<vaccin, is-sistema immunitarja taghraf il-
partijieti tal-vajrus bhala 'barranin' u tipproduci antikorpi kontrihom. Is-sistema immunitarja mbaghad
tkun tista’ tipproduci antikorpi aktar malajr meta,terga’ tkun esposta darb’ohra ghall-vajrus. Dan jghin
fil-protezzjoni kontra I-marda kkawwzata mill-vajrus.

Is-solvent fih ‘adguvant’ (tahlita li fiha z-zejt) biex itejjeb ir-rispons immuni.

Kif gie studjat Prepandemic influenza vaccine (H5N1) (surface antigen,
inactivated, adjuvanted) Novartis Vaccines and Diagnostics?

L-applikant ipprezenta dejta dwar mudelli sperimentali b’vaccini simili ghal Prepandemic influenza
vaccine (H5N1) (surface.antigen, inactivated, adjuvanted) Novartis Vaccines and Diagnostics.

Zewq studji princ¢ipali pprovdew dejta dwar il-vaééinazzjoni bi Prepandemic influenza vaccine (H5N1)
(surface antigen), inactivated, adjuvanted) Novartis Vaccines and Diagnostics f'adulti b’sahhithom taht
u 'l fug minn.60.sena. Fi studju wiehed li nvolva 3,372 persuna, is-suggetti gew moghtija jew vaccin ta
influwenza stagjonali b’zewg dozi ta’ Prepandemic influenza vaccine (H5N1) (surface antigen,
inactivated, adjuvanted) Novartis Vaccines and Diagnostics warajh fi zmien tliet gimghat minn xulxin,
jew placebo (vaccin finta) segwit minn zewq dozi ta’ vaécin stagjonali adguvant fi zmien tliet gimghat
minn xulxin. Fit-tieni studju li nvovla 240 persuna, is-suggetti gew moghtija Prepandemic influenza
vaccine (H5N1) (surface antigen, inactivated, adjuvanted) Novartis Vaccines and Diagnostics bl-uzu ta’
skedi ta’ vaccinazzjoni differenti. L-istudji harsu lejn il-kapacita tal-vaccin li jganqgal il-produzzjoni ta’
antikorpi (‘immunogenicita’) skont il-kriterji tas-CHMP ghal vaccini prepandemici.
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X'benefi¢¢ju wera Prepandemic influenza vaccine (H5N1) (surface antigen,
inactivated, adjuvanted) Novartis Vaccines and Diagnostics matul l-istudji?

Skont il-kriterji stabbiliti mis-CHMP, vac¢in prepandemiku jehtieg li johloq livelli ta’ protezzjoni ta’
antikorpi f'mhux ingas minn 70 % tal-persuni biex jitgies adatt. L-istudji wrew li Prepandemic influenza
vaccine (H5N1) (surface antigen, inactivated, adjuvanted) Novartis Vaccines and Diagnostics kellu
rispons antikorporju li ssodisfa dawn il-kriterji. Fl-ewwel studju, 21 jum wara t-tieni injezzjoni, madwar
90% tal-persuni ta' taht is-60 sena u madwar 80% ta’ dawk ta’ 'l fug mis-60 sena kellhom livelli ta’
antikopri li jistghu jipproteguhom kontra I-H5N1. It-tieni studju stabbilixxa li Prepandemic influenza
vaccine (H5N1) (surface antigen, inactivated, adjuvanted) Novartis Vaccines and Diagnostics ghandu
jinghata f'zewg dozi mill-anqas fi zmien tliet g§imghat minn xulxin.

X’inhu r-riskju asso¢jat ma’ Prepandemic influenza vaccine (H5N1)
(surface antigen, inactivated, adjuvanted) Novartis Vaccines and
Diagnostics ?

L-effetti sekondarji I-aktar komuni bi Prepandemic influenza vaccine (H5N1) (surface antigen,
inactivated, adjuvanted) Novartis Vaccines and Diagnostics (li dehru f'aktar’minn pazjent 1 minn 10)
huma wgigh ta' ras, mijalgija (ugigh fil-muskoli), reazzjonijiet fil-punt tal-injezzjoni fosthom ugigh,
hmura u nefha, u gheja. Ghal-lista shihta tal-effetti sekondarji rrappurtati bi Prepandemic influenza
vaccine (H5N1) (surface antigen, inactivated, adjuvanted) Novartis,Vaccines and Diagnostics, ara |-
fuljett ta’ taghrif.

Prepandemic influenza vaccine (H5N1) (surface antigen, inactivated, adjuvanted) Novartis Vaccines
and Diagnostics ma ghandux jinghata lil pazjenti li kellhom’reazzjoni anafilattika (reazzjoni allergika
gawwija) ghal xi wiehed mill-komponenti tal-vaccin/jew ghal kwalunkwe sustanza li tinsab f’livelli ta’
tracci, bhal bajd jew proteina tat-tigieg, ovalbumina (proteina fl-abjad tal-bajd), kanamycin jew
neomycin sulphate (antibijotici), formaldehyde ucetyltrimethylammonium bromide. Madankollu waqt
pandemija, jista’ jkun adatt li dawn il-pazjenti‘jinghataw il-vacc¢in, dment li jkun hemm disponibbli
facilitajiet ghar-rianimazzjoni.

Ghaliex gie approvat Prepandemic influenza vaccine (H5N1) (surface
antigen, inactivated, adjuvanted) Novartis Vaccines and Diagnostics?

Is-CHMP innota li jista’ jkun i r-razza tal-infuwenza tista’ tikkawza pandemija fil-futur. Il-benefic¢ji ta’
Prepandemic influenza vaccine (H5N1) (surface antigen, inactivated, adjuvanted) Novartis Vaccines
and Diagnostics humavakbar mir-riskji tieghu u rrakkomandaw li dan jinghata I-awtorizzazzjoni ghat-
tgeghid fis-suq.

Informazzjoni ulterjuri dwar Prepandemic influenza vaccine (H5N1)
(surface antigen, inactivated, adjuvanted) Novartis Vaccines and
Diagnostics

II-Kummissjoni Ewropea tat awtorizzazzjoni ghat-tqeghid fis-suq valida madwar |-Unjoni Ewropea
kollha ghal Prepandemic influenza vaccine (H5N1) (surface antigen, inactivated, adjuvanted) Novartis
Vaccines and Diagnostics lil Novartis Vaccines and Diagnostics S.r.l. fid-29 ta’ Novembru 2010. L-
awtorizzazzjoni ghat-tgeghid fis-suq hija valida ghal hames snin, u tista’ tigi mgedda.

Wiehed jista’ jfittex I-EPAR shih ghal Prepandemic influenza vaccine (H5N1) (surface antigen,
inactivated, adjuvanted) Novartis Vaccines and Diagnostics minn fuq is-sit elettroniku tal-Agenzija
ema.europa.eu/Find medicine/Human medicines/European Public Assessment Reports. Ghal aktar

Prepandemic influenza vaccine (H5N1) (surface antigen, inactivated, adjuvanted)
Novartis Vaccines and Diagnostics
EMA/CHMP/670965/2010 Pagna 3/4


http://www.ema.europa.eu/ema/index.jsp?curl=pages%2Fmedicines%2Flanding%2Fepar_search.jsp&murl=menus%2Fmedicines%2Fmedicines.jsp&mid=WC0b01ac058001d125&searchkwByEnter=false&alreadyLoaded=true&status=Authorised&status=Withdrawn&status=Suspended&status=Refu

informazzjoni rigward it-trattament bi Prepandemic influenza vaccine (H5N1) (surface antigen,
inactivated, adjuvanted) Novartis Vaccines and Diagnostics, aqra I-fuljett tat-taghrif (huwa parti wkoll
mill-EPAR) jew ikkuntattja lit-tabib jew lill-ispizjar tieghek.

Dan is-sommarju gie aggornat I-ahhar f10-2010.
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