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Office of Special Nutritionals (HFS-450)
Center for Food Safety and Applied Nutrition
U.S. Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740-3835

RE:  Label Claims/Disclaimers
Dear Sir/Madam:
This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin

54311 is a manufacturer and has included statements provided for by section 403(r)(6) of the Food, Drug,
and Cosmetic Act on the labels of the following product.

COMPANY PRODUCT DIETARY STATEMENTS
NAME INGREDIENTS
Enzymatic Fiush-Free Niacin Niacin is important to
Therapy, Inc. | Hexaniacin maintain healthy cholesterol
levels already the normal
range.

I certify that the information contained in this notice is complete and accurate and that Enzymatic
Therapy, Inc. has substantiation that the statements are truthful and not misleading.

-0

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: %- j;, DL

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 469-3608

Sinceyely. ﬂ L\/

Michael P. Devereux
Chief Financial Officer
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To the Food and Drug Administration,
Pursuant to section 403(r)(6) for the Federal Food, Drug, and Cosmetic Act (FDC Act), 21.U.S.C. §343
(r)(6), We hereby notify the FDA that Gifts of Nature Inc., has included the following statements in
labeling for a dietary ingredient that it markets for use as a dietary supplement. These statements will be
used for all of our products in advertising literature.
The following information is provided:
1) Company Name: Gifts of Nature, 200 N. 1000 E., St. George, UT 84770
2) Product Name: Kalmin
3) The text of the statements are:

‘A Powerful Antioxidant and Body Detoxifier’

“The effect is a powerful antioxidant that attacks oxygen free radicals in a powerful way.’

* It is a rich source of fulvic acid, a powerful natural chelating agent that effectively transports the
minerals into the cells of the body.’

4) Supplement Ingredients that is subject to these statements:
Aqueous Extract of Humic Shale

Pursuant to FDA regulations concerning notification procedures for certain types of statements on dietary
supplements, 21 CF.R. §101.93. I certify that to the best of my knowledge and in my opinion, the
information contained in this notice is complete and accurate, and that Gifts of Nature Inc. has
substantiation that the statements are truthful and not misleading.

Sincerely,

Ronald C. Sappington

Director of Compliance and Quality Assurance
Gifts of Nature Inc.
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