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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 . S
5100 Paint Branch Pkwy. '
College Park, MD 20740

Re: SECTION 403(r)(6) NOTIFICATION

Dear Sir or Madam:

in accordance with the requiréements 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:

. Our patented joint replenishing complex helps naturally restore and maintain health joints—for a lifetime

of activity.

. These three all-natural ingredients [bromelain, ginger, and green tea extract] help with glucosamine
uptake and promote healthy joint function so you move better.

. Bromelain is extracted from the pineapple plant and has been shown to regulate the chemical
messengers of the immune system to help maintain your joint health.

. Ginger is recognized-as a strong antioxidant to combat the effects of free radicals.

. Green tea extract, also.a powerful free-radical-fighting antioxidant, helps keep collagen (a critical part

of cartilage) resilient and strong.

This statement contains the stétutory disclaimer. The name of the dietary supplement is Replenex®, and the
relevant dietary ingredients are: glucosamine HCL, ginger root extract, green tea extract, and bromelain.

| certify that the foregoing is complete and accurate, and that Melaieuca, inc., has substantiation that the
statement is truthful and not misleading. :

Very truly yours,

Melaleuca, Inc.

eff Wasden

V.P. of Product Marketing 075 1162 e //@ 0 9 g



