NutraMax

July 16, 2003

Office of Nutritional Products

Labeling and Dietary Supplements (HFD-810)
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

Dear Sir/Ma’am:

~ Pursuant to 21 CFR 101.93, NutraMax Products, Inc located at 51 Blackburn Drive, Gloucester,
MA 01930, hereby notifies the Food and Drug Administration that it is marketing a dietary
supplement that bears nutritional support statements on their labels. The statements being made
are as follows:

e A dietary supplement specially formulated to support the immune system
¢ Powers Zinc Plus Lozenges are specially formulated to support the body’s natural defense

system

Zinc - an essential nutrient that promotes proper immune functions
Vitamin B12 -  supports a healthy nervous system

Vitamin C - supports the immune system and aids in the absorption of iron

The name of the dietary supplement is Zinc Plus Lozenge manufactured under NutraMax’s
control brand name Powers and other various private label names.

As required, the product labels contain the disclaimer that these statements have not been
evaluated by the Food and Drug Administration and that the product is not intended to diagnose,
treat, cure, or prevent any disease. Two (2) copies of this notification are enclosed for your
convenience.

On behalf of NutraMax Products, Inc., I hereby certify that the information contained in this
notice is complete and accurate and that NutraMax Product’s, Inc. has substantiation that the
statements are truthful and not misleading.

If I can be of further assistance, please feel free to contact me directly at (978) 282-3742.

Sincerely;
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Linda Ross
Regulatory Coordinator g75 0162 LET / Q C// 5
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