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b ' MediN iche, Inc.

June 24, 2004

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

200 C Street S.W.

Washington, DC 20204

Dear Sir/Madam:

Pursuant to Section 403(r)(6) of the Food, Drug and Cosmetic Act and 21 CFR § 101.93,
MediNiche is providing herewith, notification that it is marketing the dietary supplement,

UROVITEm™,

If you have any questions concerning this notification, please contact the undersigned at

(314) 542-9539 (telephone) or (734) 661-0347 (fax).

Sincerely,

Wy

Samuel Alioto
President and CEO
MediNiche, Inc.
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NOTIFICATION PURSUANT TO
SECTION 403(r)(6) OF FDCA
AND 21 CFR § 101.93

. Pursuant to Section 403(r)(6) of the Food, Drug and Cosmetic Act and 21 CFR § 101.93,
MediNiche, Inc. is hereby filing a notification of it’s intent to distribute the dietary
supplement, UROVITEm, MediNiche’s business address is: PMB 300, 167 Lamp & Lantern
Village, Chesterfield, MO 63017.

The following table identifies each dietary ingredient or supplement and provides the
corresponding structure-function statements:

Ingredient Structure-Function Statement

Vitamin E Plays an important role in maintaining proper prostate function
Selenium Plays an important role in maintaining proper prostate function
Saw Palmetto Plays an important role in maintaining proper prostate function
Lycopene Plays an important role in maintaining proper prostate function
Zinc Plays an important role in maintaining proper prostate function
Nettles Plays an important role in maintaining proper prostate function
Beta-Sistosterol Plays an important role in maintaining proper prostate function
Pumpkin Seed Powder | Plays an important role in maintaining proper prostate function
L-Alanine, L-Glutamic | Plays an important role in maintaining proper prostate function
Acid, L-Glycine

Proanthocyanidins Plays an important role in maintaining proper prostate function

I, Samuel Alioto, President and CEO at MediNiche, Inc., am authorized to certify this
notification on behalf of the company. I certify that the information contained in this
notification is complete and accurate and that MediNiche has substantiation the each
structure-function statement s truthful and not misleading.

Dated this 24 day of June, 2004;
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Sdmuel Alioto
President and CEO




