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Prophylaxis of influenza in an officially declared pandemic situation.

Pandemrix should be used in accordance with Official Guidance.
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Special warnings and precautions for use

Epidemiological studies relating to Pandemrix in several European countries have indicated an increased risk
of narcolepsy with or without cataplexy in vaccinated as compared with unvaccinated individuals. In
children/adolescents (aged up to 20 years), these studies have indicated an additional 1.4 to 8 cases in
100,000 vaccinated subjects. Available epidemiological data in adults aged over 20 years have indicated
approximately 1 additional case per 100,000 vaccinated subjects. These data suggest that the excessive risk
tends to decline with increasing age at vaccination.

The relationship between Pandemrix and narcolepsy is still under investigation.

Pandemrix should only be used if the recommended annual seasonal trivalent/quadrivalent influenza vaccines
are not available and if immunisation against (HIN1)v is considered necessary.
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