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th:}zc;n‘ji 012 gzt bridging will be introduced with the ethnic factor. The bridging data based on
confirmatory study was w;(l)‘;er of BD was 44%, brid-ging data obtained by PK, PD-dose response and
fife-threatentng discase. or AoI.D SEac.h categOW f)f bridging waiver is the orphan drugs, drugs for the
difference. Th k diagnostic topical drugs and drugs that have demonstrated no ethnic

Th :e‘ ¢ product name in each category will be deal with under our experience.
safet; ralljg:t:iz ;cizli)gdinmdg (;S eeepred 1 e . drug has similarity of ethnic extrinsic factor, wide
ose response relationship well established. Up to now, about 70% of

bridging i I
o g N{[g s. performed by confirmatory study. The example of dose adjustment is Actos tablet, Crestor
ab, Morniflu Tab. The reason of the dose adjustment will be shown. |
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