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ABSTRACT

This study focuses on optimizing the dry granulation process for cefditoren pivoxil tablets (400
mg) to enhance their dissolution performance, addressing the challenges posed by the drug’s high
insolubility (BCS Class IV). Using a Quality by Design approach [QbD] and Response Surface
Methodology [RSM], the research evaluated the impact of key formulation ingredients: % granules
ratio, mannitol (PEARLITOL SD® 200), and magnesium stearate, on tablet properties like friability,
hardness and Carr's index. The final optimized formulation featured a granule ratio of 60 %, 240
mg tablet! of mannitol and 24 mg tablet' of magnesium stearate. This formulation demonstrated
significant improvements in tablet performance metrics, with dissolution studies and bioequivalence
showing results similar to the innovator product Meiact® 400. These findings indicate that the
optimized dry granulation process can produce high-quality cefditoren pivoxil tablets with enhanced
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