90 Onville Drive, Bohemia, NY 11716-2510 M Phone: (631) 567-9500 M Fax: (631) 218-7480

5445 05 ik

&5
PG
<o
e
I~
A
i

Office of Nutritional Products August 7, 2003 I
Labeling & Dietary Supplements DTl
Center for Food Safety and Applied Nutrition Al T,
Food and Drug Administration fr g
5100 Paint Branch Parkway SR

| College Park, MD 20740-3835 = /

Dear Sir or Madam:

This letter will serve as a 30-day notification pursuant to Section 6 of the Dietary
Supplement Health and Education Act of 1994 that NBTY Inc. is using the following
statements on our Selenium supplements under the CVS label:

Antioxidant
Helps Protect Cells from Oxidative Damage
As an essential mineral, Selenium is important for promoting immune system health
and antioxidant support.

o Antioxidants are important for protecting the body against cell-damaging free
radicals.

The above statements are accompanied by the required disclaimer pursuant to Section 6
of the Dietary Supplement Health and Education Act.

Sincerely,

Director of Nutrition Communications
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