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The Insight nto Ensuring the Dissolution Equivalence before and after Scale-up

E=H B, KaTsumiro YOSHIMURA
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Summary @ To gain the approval of generic drug, sample formulation used for the equivalence
examination should be prepared by manufacturing above 1/ 10 scale of actual production lot according
to “Guideline for Bioequivalence Studies of Generic Products.” Generally, for generic drug development,
sample formulation is prepared by manufacturing smaller scale production than actual one and the
production scale is brought up before marketing. So it is thought that maintaining the same quality before
and after the scale-up is crucial and industrialization process plays an important role. In this report, we
provide the insight into ensuring the dissolution equivalence before and after scale-up.
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