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March 20, 1996

Dr. Elizabeth Yetley

Director of the Office of Special Nutritionals

Division of Programs and Enforcement Policy

Ceater for Food Safety and Applied Nutrition

Food and Drug Administration

200 C Street i

HFS-455 .
Washington, D.C. 20204 )

Dear Dr. Yetley:

Notice is hereby given pursuant to the requirements of Section 403(r)(6) (21 U.S.C. 343(r)(6)) of the
Federal Food, Drug, and Cosmetic Act of statements of nutritional support which have been made on the
label and/or in the labeling in connection with the marketing of the dietary supplement MELATIN™ —
Melatonin Liquid with Vitamin B-6. MELATIN™ will be first marketed with these statements of
nutritional support on Monday, March 25, 1996. The statements of nutritional support are as follows:

Dietary supplement that helps you sleep.

Melatonin is the "Sleep/Wake Cycle" substance that we secrete naturally from the pineal gland in
our brain according to the thythms of the day. The level of melatonin that humans secrete
decreases steadily as we age making it difficult for the body to sleep soundly. Melatin helps.
restore melatonin levels in your body. Use of Melatin is supported by professionally designed
clinical studies. These studies show that dietary supplementation of Melatin supports your body's
ability to produce melatonin naturally for a more regulated sleep/wake cycle ... and a more
restful sleep.

Melatin is the first melatonin liquid solution currently on the market formulated with Vitamin
B-6, which is necessary for the body to maintain its normal supply of melatonin.

Very truly yours,
Mason Dis
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Paul Kimbar, R.Ph.
VP Sales & Marketing
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