DEM-based investigation of the effect of the CPP
on the CQA in a low-dose capsule filling process
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3. Case study
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*+ Raw material attributes e.g., the
presence of fine particles may result in
poor flowability (due to high cohesion)
and deviations from the targeted CQAs
(e.g., capsule weight and uniformity,
APIl/Excipient ratio).
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4. Conclusion and future work

“*Capsule weight is highly sensitive to the particle mean size of the raw material **API ratio in capsule varies slightly from capsule to capsule but overall remains within the
“+*PSD changes in the raw material results in capsule weight deviations. targeted 5% variation (CQA bounds).
+*PSD of the material in the capsules is overall consistent with the PSD of the raw material

under the investigated conditions. ‘*More data of capsules and experiments will be generated to improve the reliability of DEM

“*Capsule weight uniformity is highly sensitive to the APl / Excipient ratio. predictions and help identify the design space
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