CENTER FOR DRUG EVALUATION AND RESEARCH

APPLICATION NUMBER:
ANDA 86-766

- APPROVAL LETTER



NuUA Bé-Ten

wenat Laberstories, Ifc.
Attention: Mr. Gregory F. Bergl
0 Nancy Drive

Belle Pisine, MR 58011

Gentlaeman:

nefererce is made to your abbreviated new drug application submitted
pursusnt to Section sus() of the Fecersl Food, Drug, 8nd Cosmetic Act
for Nitrofurazone G.2% Uintment.

kefererce is also msde to your communication catec parch 43, 198l.

we have completec the review of tnis abbreviated new crug spplication and
have concluasd that the drug is safe ang effective for use as recukwerded
in the submitted lsbeling, Rccordingly, the application is approved.

However, at time af the next printing or 18U days, whichever ocours
first, revise the packege Inseris as pel wul jetter of September 18, 158U
and 2ad cispensing information as per Fecersl register hotice of

August 10, 1575,

Ary significent chengs in the concitions outlineo in this apbrevistes new
aTug application requirss an approvet supplemental application before the
change may De Mmace, gxcept Tor changes made in conformance with ether
provisions of Section 214.8 of the new Oug reguisticns.

This Aoministration shouls be aavised of any change in the marketing
status of Lhis CGIug.

Tre requirement for scequate cata LO 2SSUIE the biclogic sveilability is -
peing ceferred el the present cime. Howsver, our sction in approving
this applicetion is DaSed Upon an urderstaroing.-that if this requirement
is reinstatec you will perform the appropriste procedures. '

We request that you submlt, in cuplicate, any propossd agvertising X
promotional copy which you imtend to use in your immediste aovertising ov
promoticnel cempaigns. Plewse submit both coples amd a complsted form
Fi-2253, together with a CcOpy of the Finel Printed Labeling, to the
Civision of Lrug Aovertising (HFo-170). & copy of form FD-2453 1s
anciosed FOr your convenience.



e call your sttention o regulation 21 CFR 310,300 (u)(3} lor
431.60(L(3) if Form &) which requires that material for any subseguent
acvertising or prosoticnsl campalgns, at the time of their initlal use,
be supmittec to our Division of Drug Aovertising (FFD-170) with &
corgpleteg form FU=2253.

The enclosures summarize the conaitlions relating to the spproval of thiis
application.

STfas
TViE 5
Dizector
Division of Generic Drug Monographs
office of Drug Monographs
Bureau of Drugs

Enclosures: 7
Congitions of Approvel of a kew Lrug Application
Records & Reports Reguiremenis :
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