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Analysis and Suggestions on the Current Situations of
Medical Device Guidance of China
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Abstract: Objective: Based on the reseach of the current situations of medical device guidances of China, to provide references for the
formulating and revising of the guidance. Methods: By inductive method, to analyse the current situations of medical device
guidances of China, and based on the registration situation of medical device from 2010 to 2015, through the data comparison to
find out the distribution and current situations of medical device guidances. Results and Conclusion: A few suggestions were put
forward for medical device guidances of China, and should pay more attention to formulating and revising of the guidance,to solve
the distribution of guidance situation,in order to serve for the medical device review, approval and supervision work better.
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