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[ Abstract |

and quality control of drugs,which also is the important content in pre-approval inspection. New changes have taken

The research and development data is the important evidence to prove the safety, effectiveness

place in drug pre-approval inspection after Drug Registration Administration came into force on 1 July 2020. Based
on study and analysis of the observations of pre-approval inspection of chemical drugs in the past 2 years,the common

problems and changes were put forward. The study provides references for registration applicants and pharmaceutical

researchers to improve their quality management.
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