Numarul (UE) Numele Concentratia Forma Calea de Ambalajul primar Continutul Marimea ambalajului

Autorizatie de (inventat) farmaceutica administrare (concentratia)

Punere pe Piata

EU/1/07/419/001 Cervarix -1 Suspensie Intramusculara flacon (sticld) 0,5 ml 1 flacon
injectabila

EU/1/07/419/002 Cervarix -1 Suspensie Intramusculara flacon (sticld) 0,5 ml 10 flacoane
injectabila

EU/1/07/419/003 Cervarix -1 Suspensie Intramusculara flacon (sticld) 0,5 ml 100 flacoane
injectabila

EU/1/07/419/004 Cervarix -1 Suspensie Intramusculara seringd preumplutéa 0,5 ml 1 seringa preumpluta + 1
injectabila (sticla) ac

EU/1/07/419/005 Cervarix -1 Suspensie Intramusculara seringd preumplutéa 0,5 ml 1 seringa preumpluta + 2
injectabila (sticla) ace

EU/1/07/419/006 Cervarix -1 Suspensie Intramusculara seringd preumplutéa 0,5 ml 10 seringi preumplute +
injectabila (sticla) 10 ace

EU/1/07/419/007 Cervarix -1 Suspensie Intramusculara seringa preumpluta 0,5 ml 10 seringi preumplute +
injectabila (sticla) 20 ace

EU/1/07/419/008 Cervarix -1 Suspensie Intramusculara seringa preumpluta 0,5 ml 1 seringa preumpluta
injectabila (sticla)

EU/1/07/419/009 Cervarix -1 Suspensie Intramusculara seringa preumpluta 0,5 ml 10 seringi preumplute
injectabila (sticla)

EU/1/07/419/010 Cervarix -1 Suspensie Intramusculara flacon (sticld) 1ml 1 flacon (multidoza)
injectabila

EU/1/07/419/011 Cervarix -1 Suspensie Intramusculara flacon (sticla) 1ml 10 flacoane (multidoza)
injectabila

EU/1/07/419/012 Cervarix -1 Suspensie Intramusculara flacon (sticld) 1ml 100 flacoane (multidozad)
injectabila

1

--t 1 doza (0,5 ml) contine::
Papilomavirus uman? tip 16, proteina L
Papilomavirus uman? tip 18, proteina L1234

1234 20 micrograme

20 micrograme

Papilomavirus uman = HPV

2adjuvant AS04 continand:

3-0-desacil-4’- monofosforil lipid A (MPL)3 50 micrograme

Sadsorbit pe hidroxid de aluminiu hidratat (AI(OH)s) n total 0,5 miligrame AP

“Proteina L1 sub forma de particule neinfectioase asemanatoare virusului (VLPs) produsd prin tehnologia ADN-ului recombinant utilizand un sistem de expresie Baculovirus care
utilizeaza celule Hi-5Rix4446 derivate de la Trichoplusia ni.



