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Targets

PMDA aims to achieve the following target review time for the 50th percentile (median) of
applications by FY 2018.

Type of application I Regulatory review time [months] I
New generic drugs | 10
Results

FY 2014 FY 2015 FY 2016 FY 2017 FY 2018

Approved products 1,325 635 731 805 620
Median regulatory review time [months] 6.1 8.2 8.2 8.9 6.0

Note: Products submitted for approval in or after April 2004 are covered.
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