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Relevant Requirements and Common Defect Analysis for Stability Research of
Drug
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Administration, Beijing 100076, China)

Abstract Objective: To explore the requirements and common defects in drug stability research, providing
references and guidance for stability research. Methods: The requirements for drug stability research in relevant
domestic and international regulations and guidelines were sorted out, common stability-related defects in
the process of inspections were collected, and the considerations and focal points in stability research were
explored. Results and Conclusion: Enterprises could according to the requirements of laws, regulations, and
relevant guidelines for drug stability research, refer to the common defects mentioned in field inspection, such
as the formulation and implementation of stability test procedures/programs, data integrity, the equipment or
establishment for stability test, and inspection record, etc. By integrating the framework of quality management
systems and the characteristics of the drug products, appropriate strategies can be developed to continuously
improve the quality and level of stability research related work.
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