Numru tal-MA (EU)

EU/1/15/1007/001
EU/1/15/1007/002
EU/1/15/1007/003

EU/1/15/1007/004

--1 Doza wahda (0.5 ml) fiha madwar:

Isem

(ivvintat)
Gardasil 9
Gardasil 9
Gardasil 9

Gardasil 9

Ghamla Mnejn ghandu
farmacewtika jiinghata
Suspensjoni Uzu ghal
ghall-injezzjoni gol-muskoli
Suspensjoni Uzu ghal
ghall-injezzjoni gol-muskoli
Suspensjoni Uzu ghal
ghall-injezzjoni gol-muskoli
Suspensjoni Uzu ghal
ghall-injezzjoni gol-muskoli

Papillomavirus Uman?! tat-Tip 6 proteina L1 30 mikrogramma

Papillomavirus Uman?! tat-Tip 11 proteina L1% 40 mikrogramma

Papillomavirus Uman! tat-Tip 16 proteina L1%3 60 mikrogramma

Papillomavirus Uman! tat-Tip 18 proteina L1%3 40 mikrogramma

Papillomavirus Uman! tat-Tip 31 proteina L1%3 20 mikrogramma

Papillomavirus Uman! tat-Tip 33 proteina L1%3 20 mikrogramma

Papillomavirus Uman?! tat-Tip 45 proteina L1 20 mikrogramma

Papillomavirus Uman? tat-Tip 52 proteina L1 20 mikrogramma

Papillomavirus Uman?! tat-Tip 58 proteina L1 20 mikrogramma

1 Papillomavirus Uman = HPV

Il-pakkett li jmiss

mal-prodott

kunjett (hgieg)

siringa mimlija
ghal-lest (hgieg)
siringa mimlija
ghal-lest (hgieg)
siringa mimlija
ghal-lest (hgieg)

Kontenut Daqgs
(koncentrazzjon tal-pakkett
i)
0.5 ml kunjett wiehed
0.5 ml siringa wahda +
2 labriet
0.5 ml 10 siringi +
20 labra
0.5 ml 10 siringi

2 proteina L1 f'ghamla ta’ particelli gishom virus maghmula f’¢elluli tal-hmira (Saccharomyces cerevisiae CANADE 3C-5 (Razza 1895)) permezz ta’

teknologija rikombinanti tad-DNA

3 adsorbit fug aluminium hydroxyphosphate sulphate amorfu awziljari (0.5 milligrammi Al)



