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February 22, 2001

CERTIFIED MAIL FEB 2 v
Return Receipt Requested ' 2007

Office of Special Nutritionals

HFS-450

Center for Food Safety and Applied Nutrition
Food and Drug Administration

200 C Street, SW

Washington, D.C. 20204

To Whom it May Concern,

This letter is submitted pursuant to Section 406 (r)(6) of the Federal Food, Drug, and Cosmetic
Act for the purpose of notifying the agency of statements being made in connection with the
marketing of dietary supplements being distributed by this company.

The product name and the dietary ingredients for which the statement is being made is as
follows:

Zinc Lozenges Zinc (as zinc gluconate and zinc 25mg
Oxide)
Other ingredients: Sucrose, fructose, microcrystalline cellulose,
mannitol, bee propolis, stearic acid, artificial flavor, magnesium stearate,
silicon dioxide

Zinc Lozenges with  Calories 5
Echinacea Total carbohydrate 1g
Sugars <1g
Vitamin C (as ascorbic acid) 60mg
Zinc (as zinc gluconate) 1 0mg
Echinacea (herb) 50mg

Other ingredients: Sucrose, hydrogenated cottonseed oil, starch, natural
and artificial flavor, magnesium stearate, yelow #6 lake.

Melatonin with Vitamin B6 (as pyridoxine 50mg
Vitamin B-6 hydrochloride)
Calcium (as dicalcium phosphate) 111 mg
Melatonin 6mg

Other ingredients: Microcrystalline cellulose, stearic acid, magnesium
stearate, silicon dioxide, pharmaceutical glaze

97 S\ 9162 LET 7353




Glucosamine ~GlucosaminéSulfate (as 250mg

Chondroitin potassium salt)
Chondroitin sulfate 200mg
Other ingredients: Gelatin, dicalcium phosphate, magnesium stearate
| Glucosamine Sodium (from chondroitin sulfate 32mg
g Complex sodium salt)
f Glucosamine HCI 500mg

Chondroitin Sulfate Sodium Salt 400mg
Other ingredients: Gelatin, magnesium stearate

The text of the statements that are being made in regards to the above stated product are listed
below:

: Zinc Lozenges
= -stay healthy
‘ -with immune power

Zinc Lozenges with Echinacea _ .
-Immune support

-added benefit of echinacea, shown to help activate the production of white blood cells
and support your immune system

Melatonin with Vitamin B6
-Relief from occasional restless nights
-new energy and support for regular sleep cycles

Glucosamine and Chondroitin
-maintaining healthy joint functioning

Glucosamine Complex
-maintaining healthy joint functioning
Sincerely,

GENERAL VITAMIN CORP.

WL%@SM
Megan Joslin :
Product Development Coordinator




