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Quality Management Requirements for Pharmaceutical Reference Standards on
Essential Characteristics and Production Specification

Chen Yafei, Li Xiaodong, Liu Mingli, Xiao Xinyue (National Institutes for Food and Drug Control, Beijing
100050, China)

Abstract Objective: To provide references for standardizing the development and production of pharmaceutical
reference standards. Methods: Based on the essential characteristics of pharmaceutical reference standards and
combining ISO guide 34, this paper discussed the related requirements of pharmaceutical reference standards
concerning homogeneity, stability, accuracy and compliance procedure in the current situation for total quality
management. Results and Conclusion: It is a necessary guarantee for the accuracy, stability and reliability of
assigned values to improve the technical requirements and production quality management for reference standards.
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