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mummyuzwﬂmmmam
purmamt to Section 505(b) of the Pedaral Food, » and Commetic

Aot for Acataminophen 300 my. and Codeins Phosphats 3 W"’

Reference is also made to your commmication dated Mpril 16,1979,
encloxing the final printed labeling and stability informstion.,

We have campletad the review of this abbreviated new druy application

and have concluded that the &rug is safe and effective for use as

r;mmmmmwmn. Accondingly, the application -
approved. _ -

This Administration should be advised of any change in the marketing
status of this drug.
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Promotion of a prodact maxketad under an abbxeviated new dxrug application
mast not ey the fspresaion that the produot is a new entity.,

The enclosures sasmriss the conditions relating to the approvel of this
application.
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