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Impact of the Newly-revised '""Regulations for Lot Release of Biological
Products" on Some Inspection Processes and Countermeasures

Xue Jing, Huang Qingquan, Zhang Jie (National Institutes for Food and Drug Control, Beijing 102629, China)

Abstract Objective: To provide references for the relevant personnel of the batch issuing institutions to
implement the batch issue work and study the new requirements for non-inspection links in the business
process of the "Administrative Measures for the Batch Issue of Biological Products" implemented on March
1, 2021. Methods: From the perspective of process management, this paper compares the 2020 version of the
method and the 2017 "Administrative Measures for the Batch Issue of Biological Products" of the synchronous
abolition method, the possible impact of the differences between the two versions of regulations on some
business processes was analyzed, and some targeted suggestions for future work were put forward. Results:
The 2020 version of the measures puts forward a number of new requirements for the process of data audit,
sample acceptance, certificate preparation and distribution, reviews, information disclosure and so on. Then the
management of batch issuance of biological products was further standardized. Conclusion: According to the
release and implementation of the newly-revised "Administrative Measures for the Batch Issuance of Biological
Products", new and higher requirements for the batch issuance work were put forward. Relevant personnel
should strengthen learning and adapt to the implemented regulation as soon as possible.
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