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[Abstract] As the core stage of pharmaceutical production, the precision of impurity control directly determines
drug quality, safety, therapeutic stability, and regulatory compliance. Lean management, centered on the
principles of "eliminating waste, continuous improvement, and maximizing value," provides a systematic
framework for optimizing impurity control and analytical methods in chemical pharmaceutical processes. This
paper identifies key challenges in current impurity control practices—including source prevention, process
monitoring, analytical testing, and closed—loop optimization—and proposes targeted strategies based on lean
management principles across four dimensions: process reengineering, mechanism enhancement, technological
empowerment, and personnel development. The aim is to improve impurity control efficiency, reduce quality
risks, and ensure lean production standards, thereby offering theoretical support and practical guidance for the
high—quality development of chemical pharmaceutical enterprises.
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