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Summary Sheet Writing of Main Research Information in CTD Format Dossier of Pharmaceutical Products
XU Zhen-yu,JIANG Yu(Center for Drug Evaluation, China Food and Drug Administration, Beijing 100038, China)

ABSTRACT OBIJECTIVE: To discuss the general requirements of the summary sheet of main research information in Common
technical documents (CTD) format dossier of pharmaceutical products and writing requirements of some modules, and to provide
reference for drug applicants. METHODS: Based on previous writing requirements of the summary sheet of main research informa-
tion issued by China Food and Drug Administration, combined with the daily review experience of author, the writing of important
modules were demonstrated by the way of example. RESULTS & CONCLUSIONS: In this article, it helps the applicants to solve
the problems and improve the quality of the registration dossier by discussing the general requirements of the summary sheet of
main research information and the important modules, including “formulation development” and “manufacturing technology devel-
opment” in “2.3.P.2 product development”, “manufacturing process control of critical steps and intermediates” and “process valida-
tion and evaluation”in“2.3.P.3 manufacture”, “validation of analytical procedures” and “impurity analysis” in “2.3.P.5 quality con-
trol of the pharmaceutical products”.
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Tab 1 Example of summary for critical process steps and

parameters
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Tab 2 Example of summary for validation of known impuri-

ty methodology
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Tab 3 Example of impurities spectrum analysis
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Analysis and Countermeasures on the Certification Inspection Defects of the New Version of GMP for Ac-
tive Pharmaceutical Ingredient Manufacturers from Liaoning Province

ZHANG Chun-lei', LIU Zhi-yong”, TIAN Li-juan’ (1.School of Business Administration, Shenyang Pharmaceuti-
cal University, Shenyang 110016, China;2.Liaoning Center for Drug Certification, Shenyang 110003, China)

ABSTRACT OBIJECTIVE: To provide reference for active pharmaceutical ingredient (API) manufacturers to implement the
Good Manufacturing Practice (2010 revision) (hereinafter referred to as the new version of GMP) and to improve the level of pro-
duction management. METHODS: By retrospective analysis, the defective items of 12 API manufacturers in the new version of
GMP certification inspection from Liaoning province during the period of Mar. 2011 —Dec. 2013 were analyzed statistically. RE-
SULTS & CONCLUSIONS: A total of 161 defects have been found in 12 companies, and most of them were quality control and
quality guarantee, document management, materials and production, which were 36, 31 and 18 items, and accounted for 22.36% ,
19.25% and 11.18% . The main issues reflected that the management of the quality control laboratory was not standardized; docu-
ment control was lack of effectiveness and important control data or record; raw material management, the disposal of unqualified
immediate product and API were not up to the standard, etc. Enterprises should deeply understand the new version of GMP, fully
implement the concepts of quality risk management and production process management, strengthen the construction of hardware
systems, and promote the implementation of GMP; pay attention to the construction of software system, establish forceful quality
management system; improve the relevance and effectiveness of training, so as to minimize the risk of drug manufacturing process
to the utmost and improve the production and management of raw material.

KEYWORDS Active pharmaceutical ingredient manufacturers; Good Manufacturing Practice; Certification inspection; Defects
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