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DEC 26 27

Federal Express
Tel: (202) 401-9636

Office of Special Nutritionals (HFS-455)
Center for Food Safety and Applied Nutrition
FOOD AND DRUG ADMINISTRATION
200 “C” Street, S.W.

Washington, D.C. 20204

Dear Sir or Madam;:

Pursuant to Section 6 of the Dietary Supplement Health and Education Act of 1994, 21

U.S.C.§ 343 (6), this is to notify FDA that our company will include in the labeling of its
Dietary Supplement product as specified below, the following modified statement of -
nutritional support: ' : ’

1. Product name:
Probiata® =
2. Ingredients: '

Lactobacillus acidophilus

3. Statement of Nutritional Support: o .
Replenishes healthy intestinal flora, thereby promoting regular intestinal
function.

I certify that the information contained in this notice is complete and accurate, and that we
have substantiation that the statement is truthful and not misleading.

Sincerely,

R %
Harunobu Amagase, Ph.D.
Director, Research & Development.
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