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Dockets Management Branch "
Food and Drug Administration 1
5630 Fishers Lane, Room 1061
Rockville, MD 20857

al

Re:  Docket 2004P-0006
Petition for Stay of Action

The undersigned submit this supplement to the above referenced Petition for Stay of
Action filed on January 6, 2004. This supplement encloses the labeling supplements-.
referenced in the Petition for Stay of Action and subsequently filed by Purdue Pharma L.P. to
its approved New Drug Application 20-553 for OxyContin® (oxycodone HCI controlled-
release) Tablets, 10 mg, 20 mg, 40 mg, 80 mg, and 160 mg (“OxyContin”).

Specifically, the following documents are enclosed:

Exhibit A  December 19, 2003 Changes being Effected Supplement to NDA 20-553
Exhibit B January 7, 2003 Changes being Effected Supplement to NDA 20-553
Exhibit C January 13, 2003 Expedited Supplement to NDA 20-533

The copy of the December 19, 2003 CBE Supplement attached as Exhibit A to the
Petition for Stay inadvertently omitted the “clean” copy of the revised package insert and
included only the version that highlighted the changes being made. Both versions were
included in the original Supplement and, therefore, an additional copy of the entire
December 19, 2003 Supplement is enclosed with this submission as Exhibit A.
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Peter R. Mathers
Jennifer A. Davidson
Counsel for Purdue Pharma L.P.
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