October 24, 2003

P

VIA U.S. MAIL
Office of Special Nutritionals (HF-450)

Center for Food Safety and Applied Nutrition ST e
Food and Drug Administration S718 T -l P T
5100 Paint Branch Parkway G o e
College Park, MD 20740-3835

Re: Fulfillment of Reporting Obligatic;ﬂi" R [
Under 21 U.S.C. § 343 (r)and 21 C.F.R. § 101.93 Lo

Dear Sir/Madam:;

Supernatural Health, Inc., in accordance with 21 U.S.C. § 343 (r) and 21 C.F.R. § 101.93, hereby submits an original and
two copies of its notification with the statements presented below. Supernatural Health, Inc. retains scientific
documentation supporting these statements.

1. Supplement Brand Name

Recouleur
2. Supplement Ingredients
Zinc, Pantothenic Acid, Vitamin B12, Folic Acid, Vitamin C, Copper
Other ingredients are: Croscarmelose Sodium, Stearic Acid, Magnesium Stearate, Calcium Phosphate.

3. Text of Statements of Nutritional Support
Supports reappearance of color in gray hair and depigmented skin.

Clinical studies suggest that these ingredients are associated with increased color in depigmented skin and gray

hair.
Zinc 15 mg. 100%
Copper 2 mg 100%
Folic Acid 800 mcg, 100%
Vitamin B12 1mg 1667%
Vitamin C 500 mg. 835%
Pantothenic Acid 250 mg. 2500%

In accordance with 21 U.S.C. § 343 (r) and 21 C.F.R. § 101.93(c), each of the above statements will be followed by an
asterisk that will be cross-referenced to another asterisk on the very same panel or page next to which the following
statement will appear in a box in bold-faced type: “These statements have not been evaluated by the Food and Drug
Administration. This product is not intended to diagnose, treat, cure, or prevent any disease.”
We plan to market the product by January 15, 2004,

Respectfully submitted,

M? Vit Dot

Audrey VanS{ockum, President

s oisr et /380

Encl.: Bibliography of scientific documentation supporting the statements
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- Certification

1, Audrey VanStockum, President of Supernatural Health, Inc., hereby certify that the information contained in the
foregoing notice is complete and accurate and that Supernatural Health, Inc. has substantiation that the statements are
truthful and not misleading.

Executed on: ﬁ\[j 022/ MOE M %W

Audrey VigStockum
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