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Abstract: Objective
Chinese medicine (TCM) preparations. Methods

To investigate a systematic risk assessment and conirol strategy in the collinear production of traditional
Based on the basic process of quality risk management and the corresponding
analytical methods and guidelines in the International Council for Harmonisation (ICH) Q9,a basic model for risk assessment in
the collinear production was established. Deficiency cases related to the collinear production of TCM preparations were evaluated,

and corresponding control strategies were discussed. The risk assessment of inspection deficiencies was also conducted by using the
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Pharmaceutical Inspection Co — operation Scheme (PIC / S) and China’s Good Manufacturing Practice (GMP) risk rating model,
and focusing on collinear production of TCM preparations. Results and Conclusion The enterprise’s collinear production risk
assessment and control should at least include processes such as analysis of the characteristics of collinear produced varieties,
formulation of control strategies, gap analysis and implementation of corrective actions, and follow — up verification of corrective

strategies. It is recommended that drug inspectors (especially for TCM) focus on the implementation status of the above processes

during collinear production inspections,and scientifically assess deficiencies based on their actual impacts.

Key words: collinear production; risk assessment; traditional Chinese medicine preparations; good manufacturing practice for

pharmaceutical products
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Fig.1 Basic risk assessment model for collinear production
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