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Dosage Form: Oral Solution

Composition:

Rotavirus G1 Reassortant not less than 2.2 x 106 |U?
Rotavirus G2 Reassortant not less than 2.8 x 106 U2
Rotavirus G3 Reassortant not less than 2.2 x 106 |U?
Rotavirus G4 Reassortant not less than 2.0 x 106 U2
Rotavirus P1A[8] Reassortant not less than 2.3 x 106 U2

a Infectious Units
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RotaTeq is indicated for the prevention of rotavirus gastroenteritis in infants and children
caused by types G1, G2, G3, G4, and G9 when administered as a 3-dose series to infants
between the ages of 6 to 32 weeks. The first dose of RotaTeq should be administered
between 6 and 12 weeks of age.
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8 WARNINGS AND PRECAUTIONS

8.2 Immunocompromised Populations

e Immunosuppressive therapies including irradiation, antimetabolites, alkylating agents,
cytotoxic drugs and corticosteroids (used in greater than physiologic doses), may reduce

the immune response to RotaTeaq.
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