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RE: NDA No. 7-337; Percodan®/Percodan®-Demi Tablets - /\zb
SPECIAL SUPPLEMENT - CHANGES BEING EFFECTED o

Gentlemen:
In accordance with Section 314.70 (3)(c¢)(2)(ii) of the Code of Federal
"Regulations, Title 21, we are providing for a change in the package insert for

the addition of the following section and statement:

Drug Abuse and Dependence

Percodan® Tablets are a Schedule II controlled substance. Oxycodone
can produce drug dependence and has the potential for being abused
(see Warnings).

We realize that the Agency has stayed the effective date for the analgesic
labeling for "Content and Format for Labeling of Human Prescription Drugs"
which was published in the FEDERAL REGISTER on June 26, 1979 (44FR 37443-37467)
which included this section.,

As you know oxycodone is a Schedule II narcotic drug which has a potential
for abuse in addition to psychic and physical dependence. The information
included in this revised package insert which appears in the "Warnings" section
is perhaps redundant, however, we believe the information should be emphas’
and reinforced to the practitioner.

The insert will be effected July 1, 1989.
REC'D
MAY 1 7 1989

Oo
HW7

%"v’ AR s\%\‘&‘

Enclosed are twelve copies of the revised insert.
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Sincerely,

Edward B. Adams
Senior Regulatory Affairs Consultant
(302) 992-5094
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