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April 8, 2005

Office of Nutritional Products, Labeling, and Dietary Supplements (HFS—BOO)
Center for Food Safety and Applied Nutrition

Food and Drug Administration
. 5100 Paint Branch Parkway

College Park, MD 20740

i

NOTIFICATION OF STATEMENT OF NUTRITIONAL SUPPORT

Dear Sir or Madam:
In accordance with Section 403(r)(8) of the Federal Food, Drug, and Cosmetic Act, and pursuant to 21 C.F.R.
§ 101.93, we hereby provide the following notice with regard to the marketing of the Dietary Supplement described below:

Distributor: lovate Health Sciences U.S.A. inc., 3880 Jeffrey Blvd., Blasdell, NY 14219
Name of Supplement: six star’™ CALORIE BURN

Statement of Nutritional Support:
) Calorie Burn
. Six star™ Calorie Bum is a superior formula that elevates body’s natural metabolic rate as part of a diet
and exercise plan. In doing so, six star CALORIE BURN allows your body to bum more calories and
provides an increase in energy. six star CALORIE BURN also increases the ability to mentally focus in the
gym, allowing you to work out harder and longer.

To the best of my knoWIedge. the information contained in this notice is complete and accurate, and lovate Heaith
Sciences USA Inc. has substantiation that the statements are truthful and not misleading.

Sincerely,
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_’_..—-———',’—
Shan Chaudhuri
Regulatory Affairs Manager
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