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Mr. A.C., Ilse ‘
Norwich Eaton Pharmaceuticals, Inc. _ )
P.0, Box 191 _ -
Norwich, NY 13815 - .
Dear Mr, Ilse:;
Reference is made to your supplemental New Drug Applicationc (NDAs) dated o
January 14, 1988, submitted pursuant to section 505(b) of the Federal Food, t
Drug, and Cosmetic Act for Furadantin Tablets (NDA 8-693), Furadantin Oral .
Suspension (NDA 9-175), and Macrodantin (NDA 16-620). ‘
These supplements provided revised package inserts with modifications to the
information dealing with pulmonary reactions associated with nitrofurantoin.

- We have completed our review of these supplemental applicationa and they are
approved with the following labeling revisionz

In the "ADVERSE REACTIONS® section, the word "Respiratory®™ should be
placed on a separate line so that it is more prominent. It should be kept
in boldface type.

This revision should be incorporated in the next printing.

This revision should be implemented and the 'Dear Doctor " letter mailed within -
10 days.
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Our conments are li{mited to the preposed changes fequested 1ia thisp
S¥pplement. Sobsequent ladeling revisicas which have beea sppreved or are
Pending approwal are not affected and are mot addressed hete, _

Sincerely yours,

-

Edvard Tadoc, %.D.
Directer
Division of Aati-Infective
Dreg Produets ,
Otfice of Biologies Bessareh and Review
Cester for Drogs and Bielogios
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