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Fluarix™
Influenza vaccine (split virion, inactivated)

QUALITATIVE AND QUANTITATIVE COMPOSITION

Fluarix™ is an inactivated influenza vaccine (split virion), containing antigens (propagated in
embryonated eggs) equivalent to the following types and subtypes:

A/California/7/2009 (H1N1)-like strain [variant A/California/7/2009 (NYMC X-181)]
A/Perth/16/2009 (H3N2)-like strain [variant A/Victoria/210/2009 (NYMC X-187)]
B/Brisbane/60/2008

This vaccine complies with the WHO recommended strains (Northern Hemisphere) for the

season2010/2011.
Each 0.5 ml vaccine dose (Fluarix™) contains 15 pg haemagglutinin of each of the
recommended strains.

Each 0.25 ml vaccine dose (Fluarix™ Junior) contains 7.5 pg haemagglutinin of each of the
recommended strains.

Fluarix™ meets the WHO requirements for biological substances and influenza vaccines and
the European Pharmacopoeia requirements for influenza vaccines.

PHARMACEUTICAL FORM

Suspension for injection.
CLINICAL PARTICULARS

Indications

Fluarix™ is recommended for prophylaxis against influenza in adults and children older than
6 months of age.

Fluarix™ is especially recommended for subjects who:
- are over 60 years of age,

- suffer from diseases of the cardiovascular system, metabolic diseases (diabetes), cystic
fibrosis, chronic respiratory diseases and chronic renal insufficiency,

- suffer from congenital or acquired immune deficiency.

Vaccination can be recommended for individuals exposed to increased risk of infection
because of their occupation, such as medical personnel. In addition, prevention of disease in
the workforce could lead to substantial economic benefits.

Dosage and Administration

Adults and children over 3 years of age: one dose of 0.5 ml.



