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Rotarix is indicated for the active immunisation of infants from the age of 6 weeks for prevention of gastro-
enteritis due to rotavirus infection.
In clinical trials, efficacy was demonstrated against gastro-enteritis due to rotavirus of types G1P[8], G2P[4],
G3P[8], G4P[8] and G9P[8].
The use of Rotarix should be based on official recommendations.
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1 dose (1.5 ml) contains:

Human rotavirus R1X4414 strain (live, attenuated)* not less than 10°° CCIDs

*Produced on Vero cells
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Warnings and Precautions

The potential risk of apnoea and the need for respiratory monitoring for 48-72h should be considered
when administering the primary immunisation series to very premature infants (born < 28 weeks of
gestation) and particularly for those with a previous history of respiratory immaturity.

As the benefit of the vaccination is high in this group of infants, vaccination should not be withheld or

delayed.
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