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Technical Requirements and Review Considerations for Holding Times of the
Intermediate Products/ Bulk Products in the Pharmaceutical Production Process
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Abstract Objective: In order to provide guidance and references for the study on holding times of the
intermediate products/bulk products in the pharmaceutical production process, the significance, regulatory
requirements, and the contents to be considered in the research were discussed. Methods: The relevant foreign
guidelines and the current domestic technical review requirements were reviewed, combined with the daily
pharmaceutical review work, the research content of holding times of the intermediate products/bulk products
were discussed by taking solid oral coated tablets as an example. Results and Conclusion: Whether from the
perspective of GMP or review, in the non-continuous production (especially for products requiring special
storage), the research on holding times of the intermediate products/bulk products should attract enough attention
from researchers, and the intermediate products/bulk products should be investigated in combination with
the relevant domestic and foreign guidelines, the current domestic technical review requirements and product
characteristics so as to ensure that the final products meet the specifications.
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