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Cur Reference
MDA 17-010

Dome Laboratories

Civisien of Mlles Laberatories, Inc. JAN 4 1572
Attentlon: Mr. Charles F. Rayner

west Haven, Gennectlcut 06516

Centlenen:
Heferenco 15 made to your new drug appllication dated Februwary 8, 1971

suoni tted pursuant to sectien 50%5(b) of the Federal Food, Drug, and
Cosmetic Act for the preparstion Trideslion (desonlde) 0.05% Creme.

We also acknowledge recelpt of your additional cormunlcaﬂons dated
Hoveiber 5 and 22, 1971 amending the appllcation.

The application was fliled on November 22, 1971,
Wo have completed the review of this application as amended and have

concluded that the drug is safe and offective for use as recommended
In the submltted labelling. Accordingly, the application la approvad.

In addition, we would appreciate your submlitting in duplicafe, the
advertising copy which you Intend fo use in your lmmediate or proposed
promotional or advertising campaion. FPlease submit one copy dlirectly
to the Division of Drug Advertlsing with @ copy of the package Insert
and the other to the Division of Anti~lnfectlve Uruc Products.

The enclosures summarize the condltions retating te the approval of
this application.

Flease submilt fwo market packaces of The drug when avallable,

Sincerely yours,

Henry E. Stmmons, M.D., M.P.H.
Uirector
Bureau of Uruas

Enclosuras:
Records and Fsports kegulrement (Reg. 130.13)
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