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Scale-up Problem regarding Generic Drug
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Summary : When the generic medicines are developed, the dissolution behavior is compared with the
brand name medicines by following “Guideline for Bioequivalence Studies of Generic Products” . However,
marketed products might need scale-up from test products. In the scale-up, there is a apprehension about
changing into different dissolution behavior. It is important to understand the main factor that influences
the behavior at development to avoid such a situation. If the main factor is understood, it is able to set the
point that pays attention in the scale-up adequately, and becomes easy to make the scale-up succeed. There
is a thing that factors other than the scale difference of the equipment relate in the stage of the scale-up.
For instance, the characteristic of APIs is given as the one. Therefore, specs of APIs are discussed enough
with the manufacturer at point that buys APIs for the test products (or before that) .
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