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Analysis of key points and deficiencies of drug retention sample management

YE Xiao, YAN Ruoxi
Center for Food and Drug Inspection of NMPA, Beijing 100063, China

Abstract: Drug sample retention management is a fundamental and mandatory activity within the pharmaceutical production quality
management system. However, in practical drug production quality management, there remain numerous weak links and deficiencies
in drug sample retention. This article reviews the requirements and key points for drug sample retention as stipulated in regulatory
standards, conducts statistical analysis of sample-related deficiencies identified during GMP inspections, and categorizes them into
five typical issues: insufficient sample quantity or incomplete representativeness, inadequate storage conditions and monitoring,
improper sample record management, non-compliance with sample packaging and labeling requirements, and other common
deficiencies. The aim is to provide industry insights for continuous improvement and to offer references for enhancing the specificity
of sample retention management in inspections.
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