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Analysis of Continuous Manufacturing Supervision in the Production of Calcium
Carbonate Materials Based on the Principles of ICH Q13
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Abstract Objective: To study and find out the principles of ICH Q13 by analyzing calcium carbonate
production as a case in order to promote continuous manufacturing application in China. Methods: By taking
the production of calcium carbonate materials as an example, this study analyzed the continuous process design
and its implementation of some processes in the continuous manufacturing production line and put forward some
considerations about regulation based on the requirements of ICH Q13 guidelines. Results and Conclusion:
For such a simple process as calcium carbonate production, it is very suitable to transform it into advanced
continuous manufacturing process. The continuous production of some processes can be realized under the
existing conditions. It is very promising to realize the real continuous manufacturing of the whole processso so
as to provide practical references for the smooth implementation of continuous pharmaceutical manufacturing in
China.
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