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On Management of Identification and Inspection of Counterfeit and Inferior
Drugs from the Perspective of Implementing Drug Administration Law
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Abstract Objective: To provide references for drug inspection institutions and other relevant units to
implement the Drug Administration Law, and to identify and inspect counterfeit and inferior drugs systematically
and efficiently. Methods: Through comparative study, literature research and policy analysis, the impact of the
newly revised Drug Administration Law on the identification and inspection of counterfeit and inferior drugs
was analyzed in the respects of the definitions and identification basis of counterfeit and inferior drugs. After the
problems and challenges in the actual work of identification and inspection for counterfeit and inferior drugs was

analyzed, suggestions on implementation of the Drug Administration Law and the identification and inspection
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for counterfeit and inferior drugs were put forward. Results: The newly revised Drug Administration Law
redefines the counterfeit and inferior drugs, reduces the forms and adds the actual contents. For example, as for the
identification basis of counterfeit and inferior drugs, it stipulates that the inspection conclusion should be stated.
The implementation of the relevant administrative liability clause requires the judgment of whether it belongs to
counterfeit and inferior drugs. These have brought challenges to the identification and inspection of counterfeit
and inferior drugs. In addition, there are some problems in the identification and inspection of counterfeit and
inferior drugs. For example, the system and mechanism of convergence and cooperation among institutions are
not perfect. The functions and roles of drug inspection institutions are not clear, the technical ability is insufficient,
and the samples are not in conformity with the regulations. The requirements for issuing inspection conclusions,
charging fees and fund guarantee need to be further clarified. Conclusion: It is suggested to clarify the specific
tasks of the drug inspection institutions in identification and inspection of counterfeit and inferior drugs, improve
the coordination among drug inspection institutions and the linkage mechanism with judicial authorities, and
clarify the relevant requirements for the acceptance of identification for counterfeit and inferior drugs, the issuance
and use of the inspection conclusions, the charge and the fund guarantees.

Keywords: Drug Administration Law; counterfeit drugs; inferior drugs; counterfeit and inferior drugs;

inspection; drug inspection institutions
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