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February 4, 2004

Office of Nutritional Products

Labeling and Dietary Supplements (HFS-810) o \\_/
Center for Food Safety and Applied Nutrition T
Food and Drug Administration

5100 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 statements:

The natural way to help maintain a healthy urinary tract.

CranBarrier™ combines the natural cleansing powers of cranberry, bearberry, and blueberry into an
exclusive formula that helps promote urinary tract health.

CranBarrier™ uses the all-natural power of cranberry to help promote a healthy urinary tract by
inhibiting bacteria from adhering to the walls of the urinary tract.

CranBarrier’s™ unique formula naturally works with your body’s system to effectively promote a
healthy urinary tract. ‘

CranBarrier™ helps maintain and protect a healthy urinary tract.

CranBarrier™ works by inhibiting bacteria from adhering to the lining of your urethra and bladder,
allowing the bacteria to be easily flushed from your body when you urinate.

Only CranBarrier™ contains uvi ursi and blueberry for maximum protection.

Cranberries: Contain phytonutrients that inhibit bacteria from attaching to the walls of the tract,
allowing bacteria to pass harmlessly out of the body.

Uva Ursi: A potent natural ingredient used in the protection of the urinary tract.

These statements contain the statutory disclaimer. The name of the dietary supplement is CranBarrier™, and
the relevant dietary ingredients are: cranberry concentrate, blueberry extract and bearberry extract.

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,
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V.P. of Product Marketing /
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