Uinda S. Kahl, Ph.D.
Office of Special Nutritionals
“Center for Food Safety and Applied Nutrition
Food and Drug Administration
200 C Street, S.W. (HFS-450)
Washington, DC 20204

Dear Dr. Kaht:

Pursuant to Section 6 of the Dietary Supplement Health and Education Act of 1994 ("DSHEA"),
Pharmaton Natural Health Products, Division of Boehringer Ingelhelm Pharmaceuticals, Inc.,
wishes to notify the Food and Drug Administration that within the past 30 days the company has
"begun marketing a dietary supplement with a label which bears statements of nutritional

support.

The dietary supplement for which the statements are mdde Is Ginkoba™ tablets, which consist
principally of standardized ginkqo biloba extract. The statements of nutritional support read as

follows

“Mental Alertness Dietary Supplement”
“Improves Memory and Concentration"
“Enhances Mental Focus*” '
*GINKOBA™ is a natural way to enhance your mental focus"
- “GINKOBA™ will help you maintain an overall feeling of healthy well-belng. reducing

normal forgetfulness and improving concentration”

A copy of the label is attached.

These sfatements are accompanied by the required disclalmer Indicating that the statements
have not been evaluated by FDA and that the product is not Iritended to diagnose, treat, cure,
or prevent any disease. The company possesses adequate substantiation for these statements
of nutritional support which renders the statements truthful and non-misleading, and thus

perissible under the DSHEA.

Sinoerely, _
Mr. Thomas W. Peterson,
Vice President & General Manager

PHARMATON NATURAL HEALTH PRODUCTS™ 7= ™~
A Division of Boehringer [ngelheim Pharmaceuticals, tnc.
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A, Enhances Mental Focus.
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