EU Number

EU/1/07/385/001

EU/1/07/385/002

EU/1/07/385/004

Administration

Invented Strength Pharmaceutica Route of

name | Form

Focetria 15 pg/ml* Suspension for Intramuscular
injection use

Focetria 15 pg/ml* Suspension for Intramuscular
injection use

Focetria 15 pg/ml* Suspension for Intramuscular

injection

use

! Influenza virus surface antigens (haemagglutinin and‘neuraminidase)* of strain:

AJ/California/7/2009 (HLN1)v like strain used (X;2%9A)

* propagated in eggs

** expressed in microgram haemagglutinin,

Packagin  Content

gq (concentration)
pre-filled 0.5ml

syringe

(glass)

pre-filled 0.5ml

syringe

(glass)

vial (glass) 5.0 ml

7.5 micrograms** per 0.5 ml dose

Package size

1 pre-filled
syringe

10 pre-filled
syringes

10 multidose vials

Adjuvant MF59C.1 containing squaléne (9.75 milligrams), polysorbate 80 (1.175 milligrams), sorbitan trioleate (1.175 milligrams)
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