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Application of Process Capability Analysis in Drug Quality Management
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Abstract: Objective

theory and application model of the process capability analysis were explained,and its application value in the field of drugs was

To establish a drug quality management system based on the process capability analysis. Methods The

analyzed through the empirical research. Results The drug quality management system based on the process capability analysis was
established, the basic procedures of process capability analysis and evaluation by the drug manufacturers were summarized, and the
practical significance of process capability analysis in the field of drug quality was clarified. Conclusion Process capability
analysis plays an evaluation and control role in the whole — process quality management system of drugs,which is helpful to solve

problems in a targeted manner and improve the quality of drugs.
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Tab.1 Evaluation of process capability levels
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Fig. 1 Relationships among the quality management, quality assurance

and quality control
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Tab.2 Questionnaire of the process capability status
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Fig.2 Screenshot of deliverable volume data of gatifloxacin samples
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Fig. 3 Histogram of deliverable volume of gatifloxacin samples
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