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Office of Nutritional Products, Labeling and Dietary Supplements (HFS-810)
Center for Food Safety and Applied Nutrition
. 'Food and Drug Administration
5’1‘ 00 Paint Branch Pkwy.
College Park, MD 20740

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 statement:

. Heart-smart blend of phytosterols and omega-3 fatty acids, which help maintain a healthy heart.

. Phytomega combines two natural ingredients—phytosterols and omega-3 fatty acids—in one heart-
smart dietary supplement for enhanced cardiovascular health.

. EPA and DHA are long-chain omega-3 fatty acids that research shows help maintain healthy

triglyceride levels in your body. (Studies have also positively linked omega-3 fatty acids to improved
mental health, joint health, eyesight, and more.) Plus, as an added benefit, Phytomega s omega-3
fatty acids enhance the solubility of its phytosterols-giving you a double dose of heart protectionin
one powerful supplement.

This statement contains the statutory disclaimer. The name of the dietary supplement is Phytomega®, and
the relevant dietary ingredients are fish oils and phytosterol esters.

I certify that the foregoing is complete and accurate, and that Melaleuca, Inc., has substantiation that the
statement is truthful and not misleading.

Very truly yours,
Melaleuca, Inc.
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Jeff Wasden
V.P. of Product Marketing
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