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April 26, 2002

=

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

200 C Street, S.W.

Washington, DC 20204

Re: SECTION 403(r)(6) NOTIFICATION
Dear Sir or Madam:

In accordance with the requirements of section 403(r)(6) of the Federal Food, Drug and Cosmetic
Act, Melaleuca, Inc., notifies FDA that it has begun using the following statements:

. Can help maintain the normal function of female body systems—including helping reduce
the occurrence of hot flashes.

. With its unique formula, EstraVal® gives a woman'’s body the tools it needs to sustain
health and well-being through this natural change.

These statements contain the statutory disclaimer. The name of the dietary supplement is
EstrAval®, and the relevant dietary ingredients are Soy extract, Black Cohosh extract and Dong
Quai extract.

| certify that the foregoing is complete and accurate, and that Melaleuca, Inc., has substantiation
that the statements are truthful and not misleading.

Very truly yours,

Melaleuca, Inc.

qeff Wasden

V.P. Product Marketing
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