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Revelations and Recommendations on Pharmaceutical Quality Management from Pharmaceutical

Quality Dispute Case
YUAN Xiao,SHI Yuhang,YANG Weiyi,GAO Fei,LIU Xueying,LIANG Yi
(School of International Pharmaceutical Business,China Pharmaceutical University , Nanjing , Jiangsu,China  211198)
Abstract: Objective To explore the necessity of total quality management in pharmaceutical production. Methods The case
analysis method was used, an administrative litigation case regarding the potency dispute of batroxobin concentrated solution was
taken as an example to analyze quality management deficiencies in pharmaceutical production and testing processes, and
improvement suggestions were proposed. Results and Conclusion Based on the Drug Administration Law and the Good
Manufacturing  Practice for Drugs, the disputed batch of products can be deemed non - comformity. Current pharmaceutical
manufacturers over — rely on finished — product testing standards while neglecting process quality control,increasing pharmaceutical

quality risks. Simultaneously, pharmaceutical purchasers lack sufficient understanding of quality standards, and regulatory systems
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exhibit blind spots in supervising production processes. It is recommended that pharmaceutical manufacturers implement total quality

management and strengthen production process control;purchasing enterprises improve their quality evaluation systems;and regulatory

authorities establish a comprehensive whole — process quality supervision mechanism with enhanced production oversight,so as to

holistically improve pharmaceutical quality.

Key words:pharmaceutical manufacturing;total quality management;quality dispute;case analysis
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