Strength

Pharmaceutical Form

Route of

MA (EU) Number (Invented)
name
EU/1/07/394/001 Optaflu
EU/1/07/394/002 Optaflu
EU/1/07/394/003 Optaflu
EU/1/07/394/004 Optaflu
EU/1/07/394/005 Optaflu
EU/1/07/394/006 Optaflu
EU/1/07/394/007 Optaflu
EU/1/07/394/008 Optaflu
EU/1/07/394/009 Optaflu
EU/1/07/394/010 Optaflu
EU/1/07/394/011 Optaflu

Suspension for
injection
Suspension for
injection
Suspension for
injection
Suspension for
injection
Suspension for
injection
Suspension for
injection
Suspension for
injection
Suspension for
injection
Suspension for
injection
Suspension for
injection
Suspension for
injection

Administration

Immediate

Packaging

Intramuscular use

Intramuscular use

Intramuscular use

Intramuscular use

Intramuscular use

Intramuscular use

Intramuscular use

Intramuscular use

Intramusacular us=

Intramsescular use

Intramuscular use

pre-filled syringe
(glass)
pre-filled syringe
(glass)
pre-filled syringe
(glass)
pre-filled syringe
(glass)
pre-filled sy=inga
(glass)
pre-filied syringe
(glass)
plafrifled syringe
(ylass)
zielfilled syringe
(glass)
pre-filled syringe
(glass)
pre-filled syringe
(glass)
pre-filled syringe
(glass)

1
-- Influenza virus surface antigens (haemagglutinin and neuraminidase) %, iractivated, of the following strains:

AJ/California/7/2009 (HLN1)pdmO09- like strain (A/Brisbane/157 2015, wild type)

A/Switzerland/9715293/2013 (H3NZ2) - like strain (A/Sguta, Australia/55/2014, wild type)

B/Phuket/3073/2013 — like strain (B/Utah/9/2014, wi'd type)

* propagated in Madin Darby Canine/idiiey (MDCK) cells

**  haemagglutinin

1/1

Content
concentrations
0.5ml
0.5ml
0.5.ml
a5 ml
0.5 ml
0.5ml
0.5ml
0.5ml
0.5ml

0.5ml

0.5 ml

15 micrograms HA**

15 micrograms HA**

15 micrograms HA**
per 0.5 ml dose

rack size

1 pre-filled syringe (Luer
Cone)

10 pre-filled syringes
(Luer Cone)

2 x 10 pre-filled syringes
(Luer Cone)

1 pre-filled syringe (Luer
Cone) + 1 needle

10 pre-filled syringes
(Luer Cone) + 10 needles
2 x 10 pre-filled syringes
(Luer Cone) + 20 needles
1 pre-filled syringe (Luer
Lock)

10 pre-filled syringes
(Luer Lock)

2 x 10 pre-filled syringes
(Luer Lock)

1 pre-filled syringe (Luer
Lock) + 1 needle

10 pre-filled syringe
(Luer Lock) + 10 needles





