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NDA 86-683

Purepac Pharrsceatioal Cosspnyy
Attention: Ms. Sandi Feldmn
200 Elmoza Averan
Rliizabsth, NI 07207

Gantleman:

Raference is made t0 your abbreviated new drug application submdtted
pursaant to Section 505(b) of ths Federal Food, Dxug, and Commetic
Act for Acetaminophen 300 mg. and Oodeins Phosphats 60 mg. Tablets,

Reference is also made to your commmication dated April 16, 1979,
enclosing the final printsd labaling and stability information.

We have mmdmw<umm -
and have concluded that the &rug is safe and affective for use as ..
reccemanded in the sulmittad labeling., Accordingly, the application

is approved.

Any significent change in the conditions outlined in this abiweviated
neas application
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is baing deferrad at the presant tims, Howewer, our actiom in approwing
this application is based upon an understanding that if this requirement
is reinstated you will perfora the appopriats procedures.
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