Yz A1)y 7858 2010:4:030-035

(FEABREMAEY PRI T L [HEBREE D STHREFIN 1 X r—7 v T EBHE] ER)

PIR)VIERERRICHEIBDBHEHERTINT YT

Dissolution Profile and Production Scale-up of Generic Drugs

I JIEW  Junya YAMASHITA
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Summary : In the product formulation for a dissolution profile of a generic drug, to make clinical products
which feature a similar/equivalent dissolution profile to innovator products is a main objective at a
development stage. While at a scale-up stage to an actual production size, to consistently produce medical
products which show an equivalent dissolution profile to clinical products is a challenging task. The
product formulation for the dissolution profile is complex work, and it is not easy to reproduce the same
dissolution profile at the scale-up stage. Also, it is important to consider a balance between the formulation
for dissolution profile and other required medicinal quality. To achieve this, it is inevitable to guarantee the
equivalency of formulation quality and production quality, by predicting variations to be led by the scale-up
process and analyzing acceptable limit at the production formulation stage.
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