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Abstract Objective: To explore the connotation and extension of drug registration specifications. Methods:
Cognition analysis method was used to discuss and analyze the essence and indicators of drug quality, the
composition and requirements of drug specifications, the role of drug specifications in every aspect of drug's
life cycle, the connotation and extension of drug registration specifications, as well as the role of promoting and
improving the quality of drugs based on the understandings of the quality and drug quality. Results: The essence
of drug quality is the safety and efficacy of clinical application of drugs. Drug specifications consist of drug
substitute quality indicators, test methods and relevant requirements, and to some certain extent, they are related
to effectiveness and safety of the drugs. Conclusion: The drug registration specifications have the attributes of
national and enterprise specifications. The enterprise specification attribute has its unique role in adapting to the
production conditions of the enterprise, pursuing the quality differences, and promoting the quality improvement.
However, the specification management and application still need to establish the drug specification management
and evaluation system in order to build and improve the drug specification system.
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