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Abstract: The research on the regulatory system of biosimilar drugs is still a blank in China. To ensure the quality of the research

direction, the general principles of relevant laws and regulations system of bio-similar drugs are established in China: in order to solve

the domestic biological products in patients with drug accessibility as the core goal, in order to follow the principle of bio-similar drugs

research and development of biological products, in order to strengthen national industrial base as the starting point, draw experiences

and lessons from the generic medicines industry development, and research suggests that can hold. The general principles of relevant

laws and regulations system of bio-similar drugs in China are reviewed in this paper.
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