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Dear Mr. Strauss:

This letter is written in reference to the marketing and distribution of Pedi-Dn Topical

Q

Powder by your firm. Our review of the labeling for this product finds that it contains nystatin
100,000 U.S. P. units per gram as the active ingredient, and is represented and suggested as usefbl
in t rcating fhngai infections of the feet caused by Candida species.

Based on its formulation and intended uses, we regard Pedi-Dri to bean antibiotic drug
product within the meaning of Section 507(a) of the Federal Food, Dreg, and Cosme~ic Act (“the
}\ct”) an(i subject to the provisions of Section 507. It is misbranded within the meaning of
Section 50Z(I) in that it is, or purports to be, or is represented to be an antibiotic drug and no
ccrt ificate or release has been issued pursuant to Section 507 and the drug product is not
excmptcci by regulations promulgated under Section 507(c) or (d). Consequently, the continued
marketing of Pcdi-Dri, or any other antibiotic drug product you may market and distribute
without the required certificate or release, constitutes a violation of Section 502(1) of the Act.

This Ictter does not represent a comprehensive review of all the products your firm may
market and distribute. It is your responsibility to ensure that all of your firm’s products are in
coinpliancc with all ofthc requirements of the Act and its implementing regulations.

YOUshould take prompt action to correct the violations. Failure to promptly correct these
violations n~ay result in regulatory action without f~lrther notice. This action may include seizure

an(i/or injunction

o ])]~ilse notify this office in writing within 15 working days of receipt of this letter, ot’ tiIC
spccitic aclions taken to correct the noted violations, including an explanation of each step being



.

Pedinol Pharmacal, Inc.

m

Page 2

ttIkeII 10 prevent recurrence of similar violations. If corrective actions cannot be completed within

15 working days, state the reason for the delay and the time within which corrections will be

Comp!etcd.

Your reply should be sent to Bruce A, Goldwitz, Compliance Officer, Food and Drug
/\(!l~~il~is~r:iti~)l), 850 Third Avenue, Brooklyn, New York 11232.

Acting D~trict Director


