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Abstract Objective: To explore the criteria for identifying counterfeit and substandard drugs in accordance
with the law for Chinese herbal pieces containing impurities, and to discuss how to implement comprehensive
discretionary penalties based on specific cases, quality risks, and other factors to ensure the safety of patients'
medication. Methods: Summarize the relevant regulations and standards issued by the national drug regulatory
authorities, as well as the processing norms and relevant regulations of the relevant provinces, consult the
literature, and combine the author's participation in the expert meeting of a counterfeit and substandard drug
identification, discuss the relevant issues and make recommendations. Results: The phenomenon of impurities

exceeding the standard in Chinese herbal pieces is common. The reasons are complicated, and it leads to different
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results. Some of the excessive impurities may not affect the safety and effectiveness, and some may endanger

the human body. For all that there is a certain vague zone in the identification and punishment of counterfeit/

substandard drugs in the case of Chinese herbal pieces containing impurities in China, and the implementation of

the provinces is not uniform. Conclusion: On the basis of strict investigation and punishment of the production

and sale of counterfeit drugs/substandard drugs, the identification of applicable provisions should be standardized.

And serious cases should be regarded as production and sale of counterfeit drugs. In the case of light punishment,

the recall of Chinese herbal pieces involved can be implemented. Hierarchical management can be used in the

production and sales of Chinese medicinal materials. It is urgent to establish a penalty standard for determining

the proportion of impurities exceeding the standard as counterfeit or inferior drugs. And the national processing

standards of Chinese herbal pieces should be established as soon as possible.
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