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w of this abbreviated application and
g 1s safe and effective for use ‘as
d labeling. Accordingly the
he Division of Bioegquivalence has

1 e Oral Sclution, 4mg/5mL, to
therapeutically equivalent to
ixir, 4mg/5mL, of Ortho McNeil
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Post-marketing reporting resquirsments for this abbr eviated
pplication are set forth in 21 CFR 314.80-81 and 314.98. The
OZfice cf Generic Drugs should be advised of any change in the
marketing status of this drug
We request that you submit, in duplicate, any proposed
advertising or promotional copy that you intend to use in your
initial advertising cr promorional campaigns. Please submit a1l
proposed materials in draft or mock-up form, not final print.
Submit both copies together with a copy of hhn proposed or final
pr;.tea labeling to the Division of Drug Marketing, Advertising,
nd-Communications (KFD-40). Please do not use Form FDA 2253
{ ransmittal of Advertisements and Promotional Labeling for
Orugs for Human Use) for this initial submission.

We call your attention to 21 CFR 314.81(b) (3) which requires
that materials for any subsequent advertising or promotional
campaign be submitted to our Division of Prug Marketing,
Advertising, and Communications (HFD-40) with a completed Form
FDR 2253 at the time of their initial use.

Sincerely yours,

Fo (el

Ga*v EuehTer

Director

Office of Generic Drugs

Center for Drug Evaluation and Research



