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Key Points for Consistency Evaluation of Life Cycle Management of Extended-Release Generic
Drugs
LIANG Chao-feng HUANG Yun-ran WANG Xiao-ling
OUYANG Yun CHEN Ling SI Xiao-xi CHEN Tong-kai

[ Abstract] Chinese quality and efficacy equivalency evaluation of generic products is a systematic project started in
January 2012 and overall launched in August 2015 by the State Council , The consistency evaluation of generic drugs
is a very important link in the whole life cycle management of drugs , but the propelling speed of the extended release
preparation is particularly slow. With reference to the domestic and foreign literature and the actual work experience,
the author tries to put forward some own understanding from the key links of comprehensive consideration and design,
prescription technology R&D, pilot scale enlargement and technology transfer.
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Generic Drug Development Strategy of Chinese Pharmaceutical Companies
LI Xia

[ Abstract] Development of generic drugs is the main measure of reducing healthcare expenses, improving drug
availability, and protecting people's health. Developed countries such as America have gained balanced development
of generics and innovative drugs through establishment of a series of policies about generic drug development,
administration, marketing and substitution. Since 2015, China began to reform the system and policies of medicine
regulation, become a member of ICH, push through quality consistency evaluation for marketed generics in order to
improve the research and development level and assure the quality of drugs. This article, taking Qilu Pharmaceutical
as an example, summarizes how local pharmaceutical companies make practical development strategy and achieve
remarkable effect on development of generics in the new policy environment.

[ Keywords] Generic Drugs; Biosimilars; Development Strategy; Qilu Pharmaceutical
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