851 Broken Sound Parkway NW
Boca Raton, FL 33487
(407) 241-9400

Simdown

June 11, 1996

Elizabeth A. Yetley, Ph.D., R.D., Director
Office of Special Nutritionals

Center forfood Safety and Applied Nutrition
Food and Drug Administration

200 C Street, SW, HFS-450

Washington, DC. 20204

Dear Dr. Yetley:

Rexall Sundown, Inc. (“Sundown”) wishes to notify the Food and Drug Administration
that it has marketed or will within the near future commence marketing dietary
supplements which bear statements of nutritional support, pursuant to Section 6 of the
Dietary Supplement Health and Education Act (“DSHEA”), Section 403(r) of the Federal
Food and Drug Cosmetic Act (“the Act”). Please see the attachment for a listing of the
dietary supplements and corresponding statements of nutritional support.

These statements are being accompanied by the required disclaimer pursuant to
Section 403(r)(6)(C) of the Act.

Very truly yours,

DeborahSlyer Ohnilec.

Deborah Shur Trinker
Director of Regulatory Affairs
and Corporate Counsel
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Sundown Vitamins ¢ Rexall Consumer Products s Thompson Nutritional Products * Pennex Laboratories ¢
SDV Vitamins « Rexall Showcase International
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B Complex - Essential for energy production; helps maintain healthy nervous system,
muscle and heart function.

B Vitamins.¢ For a healthy nervous system; helps maintain healthy muscle and heart
function. .

Calcium Helps to maintain a regular heartbeat; maintains strong bones and healthy

teeth; helps maintain healthy cardiovascular function.

Echinacea and Golden Seal

Promotes general well being during the cold and flu season and helps
support a healthy immune system.

Feverfew

Helps reduce cellular inflammation. Feverfew contains parthenolides
which help to reduce inflammation and blood vessel spasms.

Garlic

Helps promote healthy cardiovascutar function. Helps maintain cholesterol
and blood pressure levels.

Hawthome Berries

Helps maintain heart rhythm and blood pressure function.

Lutein with Zeaxanthin

Helps maintain healthy eye function. These two important carotenoids may
be associated with protection against eye degeneration.

Lycoperne

Helpful carotenoid with powerful antioxidant action. Lycopene is an
important red carotenoid found in tomatoes. Lycopene’s antioxidant
properties promote healthy cell structure and protect agamst oxidative cell
damage.

Vitamin A

Helps in maintaining healthy cholesterol levels; assists proper

‘cardiovascular function; assists in the proper function of the immune

system; promotes healthy eye function.

Vitamin C

For general well-being during the cold and flu season; essential for free
radical protection; helps maintain healthy blood cholesterol levels; helps
promote immune function.

Vitamin E

Helps prevent free radical damage to body cells; helps maintain proper
circulatory function; assists cardiac and muscular cell respiration; promotes
cardiac and muscular cellular health; helps supply oxygen to the body to
promote endurance.

Valerian Root

Traditional calming herb.




