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Quality Analysis of Chinese Patent Medicines Based on 2008—2021 National Drug Sampling Inspection
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[Abstract] National drug sampling inspection is an important means of post-marketing drug supervision in China, and
it plays a significant role in many aspects such as drug quality evaluation and supervision. From 2008 to 2021, 672 varieties
of Chinese patent medicines were sampled and inspected nationwide, involving 101 715 batches of samples. Both varieties
and dosage forms were diverse, with a wide clinical application range covered. The comprehensive analysis showed that the
pass rate of standard inspection over the years was high, and the overall trend tended to stability and improvement.
Exploratory research revealed some quality problems that were found to be related to safety, authenticity, effectiveness, and
uniformity. Meanwhile, the achievements of national drug sampling inspection in quality control standards and evaluation
system construction of Chinese patent medicines were summarized. Additionally, some thoughts and suggestions on national

drug sampling inspection were put forward to provide references for the further national drug sampling inspection.
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