EU Number Invented name Strength Pharmaceutical Route of Packaging Content Package size

Form Administration
EU/1/06/348/001 RotaTeq > Oral solution Oral use tube (LDPE) 2ml 1
EU/1/06/348/002 RotaTeq _* Oral solution Oral use tube (LDPE) 2mi 10
_* One 2-ml dose contains:
rotavirus serotype* G1 not less than 2.2 x 10° lU*2
rotavirus serotype* G2 not less than 2.8 x 10° IU*2
rotavirus serotype* G3 not less than 2.2 x 10° IU*?
rotavirus serotype* G4 not less than 2.0 x 10° lU*2
rotavirus serotype* P1[8] not less than 2.3 x 10° lU*2

* human-bovine rotavirus reassortants (live), produced in Vero cells.

! Infectious Units
2 As lower confidence limit (p = 0.95)
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