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Discussion on the Feasibility of Reducing the Sampling Quantity in Current
Drug Inspections

Xue Jing, Qi Wenjuan, Huang Qingquan (National Institutes for Food and Drug Control, Beijing 102629, China)

Abstract Objective: To solve the practical problem of excessive burden on sample retention management due
to large sampling quantity in drug inspections, and provide a reference for the revision of relevant regulations.
Methods: By investigating the requirements of current relevant regulations on the sampling quantity of drug
inspections, the necessity of reducing the sampling quantity was analyzed, the feasibility of reducing the
sampling quantity was discussed and some suggestions for reducing the sampling quantity were put forward.
Results: To carry out sampling scientifically and reasonably, the multiple of sampling quantity, the proportion
of samples for inspection, retrial and retest, and the sample quantity required for complete inspection should be
adjusted according to different types of drug inspections. Conclusion: Some of the existing relevant regulations
on the sampling quantity of drug inspections were inconsistent with the actual drug inspections work at present.
It is urgent to revise those regulations to ensure the maximum interests of drug manufacturers, users and drug
administration and drug inspection institutions.
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