Figure 1: QbD Approach: Generic Formulation and Manufacturing Process


Figure 2: pH Dissolution profiles of Risedronate Sodium 150 mg Tablets (brand name®, batch XYZ) in USP Purified Water, 0.1N HCl, and 0.05 M Phosphate Buffer pH 4.5 and pH 6.8
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Note: Hypothetical dissolution values are used in the above example.

Figure 3: Solubility Screening
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Stage 3: Initial Risk Assessment





Stage 1: Identify Performance Requirement: QTPP





Stage 2: Determine CQAs
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Stage 7: Process Verification and Continuous Improvement





Stage 6: Determine Control Strategy





Stage 5: Scale up to Commercial





Stage 4: Develop Manufacturing Process





As per literature dose: solubility ratio is > 250 mL at pH value of 1.1-7.5





“Low solubility”





“High solubility” is assumed based on drug: solubility ratio and pKa value





Determine solubility experimentally. If the drug: solubility ratio of the highest strength is < 250 mL, pH of 1.1-7.5 at 37°C, the solubility is high.








