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Abstract Objective: Based on the equally important quality standard itemsand functionality-related
characteristics, to put forward a process stability evaluation strategy as a new method for the process stability
control of pharmaceutical excipients. Methods: Firstly, the quality standard items (loss on drying, ignition
loss, pH and content) and functionality-related items (moisture absorption, specific surface area, particle size,
and particle size distribution) of a total of 14 batches of silica from manufacturers A and B were determined.
Subsequently, the quality standard items stability difference (PQ) and functionality-related characteristics
stability difference (PF) were obtained by the process stability evaluation strategy. Results: The PQ values of
silica of manufacturers A and B were 31.1% and 58.1%, and the PF values were 15.6% and 50.0%, respectively.

Conclusion: By comparing PQ values and PF values of two manufacturers, it could reflect the quality of product
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impurity control effect of specific manufacturers, the control of functionality-relatedcharacteristics and the

difference in control requirements, so as to fully reflect the process stability control of specific manufacturers

on their products. The PQ value and PF value provide a comprehensive and effective method for monitoring the

process stability evaluation of silica, which can provide a reference for the process stability evaluation monitoring

of other pharmaceutical excipients.
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