EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH
>
EMA/265410/2023/H/C/006019 W
v

Vaccin kontra I-COVID-19 (inattivat, agguva Ineva
(Vaccin kontra I-COVID-19 (inattivat, agguvait, assorbit))

Harsa generali lejn il-Vaccin kontra I-COVID-19 (inattiva@ guvant) Valneva
u ghalfejn huwa awtorizzat fl-UE !

X’inhu I-Vac¢éin kontra I-COVID-19 (inattivat, a@ant) Valneva u ghal xiex

jintuza? @

II-Vaccin kontra I-COVID-19 (inattivat, agguvant) Valnew vaccin ghall-protezzjoni ta’ persuni li
ghandhom bejn it-18 u I-50 sena kontra I-marda tal-\comrus 2019 (COVID-19). Il-vaccin fih
partikuli shah tar-razza originali ta’ SARS-CoV-2 (il-virus i jikkawza I-COVID-19) li gie inattivat
(magqtul) u li ma jistax jikkawza I-marda.

Kif jintuza I-Vaccin kontra I-CO IKlQ (inattivat, agguvant) Valneva?
II-Vacéin kontra I-COVID-19 (inattivat, #gguvant) Valneva jinghata bhala zewg injezzjonijiet,
normalment fil-muskolu tal-parti ta’ fu “driegh, b'4 gimghat bejn injezzjoni u ohra.

Doza booster tista’ tinghata tal-in ur wara kors ta’ tilgim primarju bil-Vaccin kontra I-COVID-19
(inattivat, agguvant) Valneva j mdn tal-vettur adenovirali kontra |-COVID-19
*

Il-vacc¢ini ghandhom jintuzawxgojt ir-rakkomandazzjonijiet uffi¢jali mahruga fil-livell nazzjonali minn
korpi tas-sahha pubblika. ktar informazzjoni dwar I-uzu tal-Vaccin kontra I-COVID-19 (inattivat,
agguvant) Valneva, ara s t ta’ taghrif jew ikkonsulta professjonist fil-qasam tal-kura tas-sahha.

Kif jahdem il- in kontra I-COVID-19 (inattivat, agguvant) Valneva?
II-Vaccin kon I-COVID-19 (inattivat, agguvant) Valneva jahdem billi jhejji lill-gisem biex jiddefendi
lilu nnifsu infezzjoni b’'SARS-CoV-2. Fih ir-razza originali ta’ SARS-CoV-2 li gie inattivat u ma
jistax jikk marda. Il-vaccin fih ukoll zewg agguvanti (I-aluminju u s-cytosine phospho-guanine),
sustan§ nu jsahhu r-rispons immunitarju ghall-vaccin.

n

Met a tinghata I-vaccin, is-sistema immunitarja taghha tidentifika |-virus inattivat bhala barrani
u duci antikorpi u celluli T kontrih. Jekk, aktar tard, il-persuna mlaggma tigi f'kuntatt mas-SARS-
&2, is-sistema immunitarja taghraf il-virus u tkun lesta biex tiddefendi kontrih. L-antikorpi u ¢-
Qlluli immunitarji jistghu jipprotegu kontra [-COVID-19 billi jahdmu flimkien biex joqgtlu I-virus,
jipprevjenu d-dhul tieghu fic-celluli tal-gisem u jegirdu ¢-celluli infettati.
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X’inhuma I-benefic¢c¢ji tal-Vaccin kontra I1-COVID-19 (inattivat, agguvant)
Valneva li hargu mill-istudji?

L-istudju ewlieni maghruf bhala studju dwar I-immunizzazzjoni qabbel ir-rispons immunitarju kkKa}
mill-Vac¢in kontra [-COVID-19 (inattivat, agguvant) Valneva ma’ dak ikkawzat mill-vacc¢in awtopi
kontra |-COVID-19 Vaxzevria. %

Ir-rizultati mill-istudju, li involva kwazi 3,000 persuna li ghandhom 30 sena u aktar, urew
kontra I-COVID-19 (inattivat, agguvant) Valneva skatta |-produzzjoni ta’ livelli oghla ta; ikorpi
kontra r-razza originali ta’ SARS-CoV-2 mill-komparatur, Vaxzevria. Barra minn hek ﬁporzjon ta’
persuni li pproducew livell gholi ta’ antikorpi kien simili ghaz-zewg vaccini. Data a c@nali minn dan
I-istudju wriet ukoll li I-vac¢in huwa daqgstant effettiv biex jaghti bidu ghall-produzzjoni ta’ antikorpi
f'persuni ta’ bejn it-18 u d-29 sena bl-istess mod kif inhu f'persuni ta’ 30 sena tar.

Abbazi tad-data pprovduta, ma kienx possibbli li tinstilet xi konkluzjoni dwér munodenicita tal-
vaccin (il-kapacita tieghu li jaghti bidu ghall-produzzjoni ta’ antikorpi) f'persuni li kellhom aktar minn
50 sena.

Kien hemm data limitata dwar I-immunodenicita tal-Vaccin kont @10-19 (inattivat, agguvant)
Valneva kontra varjanti ta’ thassib, inkluzi s-sottovarjanti ta’ O li kienu r-razez dominanti f'hafna

pajjizi tal-UE fiz-zmien tal-awtorizzazzjoni. /b

Barra minn hekk, id-data minn studju wriet zieda fil-live |-antikorpi meta nghatat doza booster
wara t-tlestija ta’ kors ta’ tilgim primarju bil-Vaccin ko -COVID-19 (inattivat, agguvant) Valneva,
jew vaccin tal-vettur adenovirali f'persuni minn 18-il sen uqg.

It-tfal jistghu jitlaggmu bil-Vacéc¢in a |-COVID-19 (inattivat, agguvant)

Valneva? ’\

II-Vaccin kontra [-COVID-19 (inattivat, #gguvant) Valneva mhuwiex attwalment awtorizzat ghall-uzu
f'persuni taht it-18-il sena. L-EMA gable -kumpanija dwar pjan biex jigi vvalutat il-vaccin fit-tfal fi
stadju aktar tard.

Persuni immunokomp;' Qs‘i jistghu jitlaqqgmu bil-Vaccin kontra I-COVID-
19 (inattivat, agguvan alneva?

M’hemm I-ebda data dwar@\uni immunokompromessi (persuni b’sistemi immunitarji mdghajfa).
Ghalkemm persuni im ompromessi jistghu ma jirrispondux dagshekk tajjeb ghall-vaccin,
m’hemm |-ebda tha rtikolari dwar is-sigurta. Persuni immunokompromessi xorta jistghu
jitlaggmu peress lifjistghu jkunu f'riskju oghla mill-COVID-19.

Nisa tqal j i gqed ireddghu jistghu jitlaggmu bil-Vaccin kontra I-COVID-
19 (ina , agguvant) Valneva?

L-istu I-annimali ma juru l-ebda effett ta’ hsara fit-tgala; madankollu, id-data dwar I-uzu tal-
Vacg tra I-COVID-19 (inattivat, agguvant) Valneva waqt it-tgala hija limitata.

dQec‘izjoni dwar jekk il-vaccin jintuzax f'nisa tqal jew le ghandha tittiehed b’konsultazzjoni mill-grib
a’ professjonist fil-qasam tal-kura tas-sahha wara li jitgiesu |-benefi¢¢ji u r-riskji.

Bhalissa mhuwiex maghruf jekk il-vacc¢in huwiex prezenti fil-halib tal-bniedem. Nisa li ged ireddghu
ghandhom jikkonsultaw mal-professjonist tal-kura tas-sahha taghhom qgabel ma jitlaggmu.

Vaccin kontra I-COVID-19 (inattivat, agguvant) Valneva (Vaccin kontra I-COVID-19
(inattivat, agguvant, assorbit))
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Persuni b’allergiji jistghu jitlagqgmu bil-Vaécin kontra I-COVID-19 (inattivat,
agguvant) Valneva?

Persuni li diga jkunu jafu li ghandhom allergija ghal wiehed mill-komponenti tal-vaccin elenkati fis-
sezzjoni 6 tal-fuljett ta’ taghrif m’ghandhomx jinghataw il-vac¢cin. Persuni li huma allergici ghal KJ
komponenti derivati mill-hmira wkoll ma ghandhomx jinghataw il-vaccin, peress li [-hmira tintuz ex
tipproduci wiehed mill-ingredjenti tal-vaccin.

Kazijiet ta’ anafilassi (reazzjoni allergika severa) sehhew f'persuni li nghataw il-vaccini @-COVID-
19. Ghalhekk, bhal fil-kaz tal-vaccini kollha, il-Vaccin kontra I-COVID-19 (inattivat, ag§uvant) Valneva
ghandu jinghata taht supervizjoni medika mill-grib, bit-trattament mediku xieraibbli. Persuni li
jkollhom reazzjoni allergika severa meta jinghataw |-ewwel doza tal-Vaccin kontraN-COVID-19
(inattivat, agguvant) Valneva m’ghandhomx jinghataw it-tieni doza. $

Kemm jahdem tajjeb I-Vacéé¢in kontra I-COVID-19 (inatl@, agguvant)
Valneva ghal persuni ta’ etnicitajiet u generi differenti?

Ir-rispons immunitarju skattat mill-vac¢in fl-istudju ewlieni nzam@ I-generi.

Il-partecipanti fl-istudju ewlieni kienu princ¢ipalment ta’ dixxend%Ewropea; madankollu, ma hemm
I-ebda raguni li tissuggerixxi li r-rispons immunitarju kkawia@-Vac‘Cin kontra [-COVID-19 (inattivat,
agguvant) Valneva se jvarja fost I-etnicitajiet. Q

X’inhuma r-riskji assocjati mal-Vaccin kc% I-COVID-19 (inattivat,

agguvant) Valneva?
Ghal-lista shiha tal-effetti sekondarji u r—restrizzﬁ@bil—Vaéc‘in kontra I-COVID-19 (inattivat,
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agguvant) Valneva, ara I-fuljett ta’ taghrif.\\

L-effetti sekondarji I-aktar komuni bil-V&écin kontra I-COVID-19 (inattivat, agguvant) Valneva huma
hfief u jitjiebu fi zmien ftit jiem wara t-tl%. Dawn jinkludu wgigh ta’ ras, ugigh fil-muskoli,
sensittivita u ugigh fis-sit taI-injezzjo@heja u nawsja (thossok ma tiflahx) jew rimettar. Dawn
jistghu jaffettwaw aktar minn p.er@;l minn kull 10.

Hakk, ebusija, nefha u hmura'tal-ditda fis-sit tal-injezzjoni, ugigh orofaringeali (halg u grizmejn) u deni

jistghu jsehhu fingas min T a 1 minn kull 10.

Limfadenopatija (limfon abbra), sturdament, parestesija (sensazzjonijiet bhal tirzih, themnim),
disgewzja (disturbi fit- a), sinkope (hass hazin), ipoestesija (sensazzjoni mnaggsa meta wiehed
imiss, ugigh u tempgratura), emigranja, dijarea, ugigh addominali (fiz-zaqq), iperidrozi (gharaq
eccessiv), raxx, udigh fl-estremitajiet, spazmi muskolari, ugigh fil-gogi u testijiet tad-demm |i juru
zidiet fir-rata&s;dimentazzjoni fic-celloli homor tad-demm (li jistghu jindikaw infjammazzjoni)
mhumiex e% kondarji komuni (li jaffettwaw inqas minn persuna 1 minn kull 100).

ghad- urtikarja (raxx bil-hakk) u tromboflebite (infjammazzjoni f'vina li twassal ghal

Trombg‘i@vija (livelli baxxi ta’ pjastrini fid-demm), fotofobija (sensittivita anormali tal-ghajnejn
koa Jjoni tad-demm) huma effetti sekondarji rari (li jaffettwaw ingqas minn persuna 1 minn kull

1Q
Qhaliex il-Vaccin kontra I-COVID-19 (inattivat, agguvant) Valneva gie
awtorizzat flI-UE?

Abbazi ta’ data li tqabbel ir-rispons immunitarju skattat mill-Vaécin kontra I-COVID-19 (inattivat,
agguvant) Valneva ma’ dak ikkawzat minn vaccin kontra |-COVID-19 awtorizzat, I-EMA kkonkludiet li I-

Vaccin kontra I-COVID-19 (inattivat, agguvant) Valneva (Vaccin kontra I-COVID-19
(inattivat, agguvant, assorbit))
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Vaccin kontra I-COVID-19 (inattivat, agguvant) Valneva huwa mistenni li jkun tal-ingas effettiv dags il-
komparatur fil-protezzjoni kontra I-marda f’persuni ta’ bejn it-18 u |I-50 sena.

Madankollu, abbazi tad-data pprovduta, ma kienx possibbli li tinstilet konkluzjoni dwar |-
immunogenicita tal-vac¢in f'persuni li ghandhom aktar minn 50 sena; ghalhekk, il-vaccin bhalis ma
rakkomandat biss ghal uzu f'persuni li ghandhom bejn it-18 u I-50 sena. Fir-rigward tas-sigur ?b
effetti sekondariji I-aktar komuni bil-Vac¢in tal-COVID-19 (inattivat, agguvant) Valneva hu fief u
jitjiebu fi zmien ftit jiem wara t-tilgim. S

Ghaldagstant, I-EMA ddecidiet li I-beneficcji tal-Vacéin kontra [-COVID-19 (inattivat, a&vant) Valneva
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 e@iv tal-vVaccin
kontra I-COVID-19 (inattivat, agguvant) Valneva? i
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-qasa ura tas-sahha u mill-
pazjenti ghall-uzu sigur u effettiv tal-Vac¢in konra |-COVID-19 (ina@‘, agguvant) Valneva.

Pjan ta’ gestjoni tar-riskju (RMP) ghall-Vaccin kontra I-COVID-l@ttivat, agguvant) Valneva huwa
wkoll fis-sehh u fih informazzjoni importanti dwar is-sigurta %cc‘:in, kif tingabar aktar informazzjoni

u kif jigi minimizzat kwalunkwe riskju potenzjali. Q
Se jigu implimentati mizuri ta’ sigurta ghall-Vaccin k OVID-19 (inattivat, agguvant) Valneva

n
f'’konformita mal-pjan ta’ monitoragq tas-sigurta tal-UE -vaccini kontra [-COVID-19 biex jigi zgurat
li I-informazzjoni I-gdida dwar is-sigurta tingabar ulti nalizzata malajr. Il-kumpanija |i tgieghed I-
Vaccin kontra I-COVID-19 (inattivat, agguvant) eVa fis-suq se tipprovdi rapporti dwar is-sigurta

L 4

b’mod regolari. \

Bhal fil-kaz tal-medicini kollha, id-data dwhiu tal-Vaccin kontra I-COVID-19 (inattivat, agguvant)
Valneva hija ssorveljata kontinwament%ﬁ‘etti sekondarji suspettati rrappurtati bil-vac¢in huma
evalwati bir-reqga u kull azzjoni meh@ i mehuda biex tipprotegi lill-pazjenti.

Informazzjoni ohra dvya\ Vaccin kontra I-COVID-19 (inattivat, agguvant)

Valneva R

II-Vaccin kontra I—COVID—Qattivat, agguvant) Valneva rcieva awtorizzazzjoni ghat-tgeghid fis-suq
valida fl-UE kollha fl-2 unju 2022

Aktar informazzjo:& il-vaccini kontra I-COVID-19 hija disponibbli fuq il-pagna ewlenija dwar il-fatti
I

tal-vacéini kontra D-19.

Aktar informazzjopi dwar il-Vaccin kontra I-COVID-19 (inattivat, agguvant) Valneva tinstab fis-sit web
.europa.eu/medicines/human/EPAR/covid-19-vaccine-inactivated-adjuvanted-valneva

tal-Agenzij
Din il-ﬁbenerali giet aggornata I-ahhar f'06-2023.

Vaccin kontra I-COVID-19 (inattivat, agguvant) Valneva (Vaccin kontra I-COVID-19
(inattivat, agguvant, assorbit))
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https://www.ema.europa.eu/en/documents/rmp-summary/covid-19-vaccine-inactivated-adjuvanted-valneva-epar-risk-management-plan_en.pdf
https://www.ema.europa.eu/en/news/ema-publishes-safety-monitoring-plan-guidance-risk-management-planning-covid-19-vaccines
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/covid-19-medicines/covid-19-vaccines-key-facts
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/covid-19-medicines/covid-19-vaccines-key-facts
https://www.ema.europa.eu/en/medicines/human/EPAR/covid-19-vaccine-inactivated-adjuvanted-valneva

