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27 July 2001

Office of Special Nutritionals (HFS-810)
Center for Food Safety and Applied Nutrition
Food and Drug Administration

200 C Street SW

Washington, DC 20204

To the Food and Drug Administration,

Pursuant to section 403(r)(6) for the Federal Food, Drug, and Cosmetic Act (FDC Act), 21.US.C. §343
(£)(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: Pulmazone
3) The text of the statements are:
“To Maintain Healthy Lung, Muscle and Urinary Tract Function’

“Pulmazone is formulated to build strong muscles and promote healthy lung and urinary tract
function...’

“Pulmazone provides a minimum of 24,000 micrograms of 70 dissolved macro and trace minerals that
play a vital role in the healthy functioning of the human body..."

* 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 are subject to these statements:
Aqueous Extract of Humic Shale
Cold pressed extract of Aloe Vera
Cranberry Extract

Pursuant to FDA regulations concerning notification procedures for certain types of statements on dietary
supplements, 21 C.FR. §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.
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Ronald C. Sappington
Director of Compliance and Quality Assurance
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