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Abstract Objective: To study and analyze the key points of drug sampling and testing procedures of centrally
authorized products (CAPs) in European Union in order to provide references for the revision of drug sampling
and testing procedures in China. Methods: By means of literature research, relevant literature reviews, the official
websites of EMA and EDQM were searched to find related documents, laws and regulations of the European
Union drug sampling and testing procedures and to conduct a comprehensive study of CAPs sampling and testing
program. Results: The procedures for sampling and testing of CAPs and the characteristics of the sampling
and testing workflow management were combed. The refined measures of general program, generics program,
biosimilars program, parallel distribution program, program plan management of sampling and testing of ad
hoc active pharmaceutical ingredients, implementation of sampling and testing, and the refined measures of the
application and management of sampling and testing results were illustrated. Conclusion: The refined measures
for organization and management of CAPs sampling and testing, problem-oriented planning of five-year CAPs
sampling and testing program, the measures of conducting feasibility studies to confirm sampling and testing
program, are of reference value to pharmaceutical administration in China.
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