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Generic Drug Product Development:Scale-up — Current Status and Issues
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Summary : During the manufacturing process of oral solid formulations, changes in batch size and/ or
operating parameters can affect the quality of the finished product. We hereby report our experiences of
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scale-up on the,

1. delay in disintegration time of granules produced by the agitation granulation method, and
2. verification of the mixing uniformity of tablets produced by the direct compression method

as well as our approach to resolve presented issues.
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