
February 241997 ..

Office of Special Nutntionals (HFS-450)
Center for Food Safety and Applied Nutrition
Food and Drug Administration
200 “c” street, S.w.
Washingto~ D.C. 20204

Dear Sir:
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This is to inform you that Mission Pharmacal Company has included a statement under section
403 (r)(6) of the Federal Food, Drug, and Cosmetic Act on the label of our product, CALCET.
The following information is submitted ( original and two copies) as per the Food and Drug
Administration proposed rule published in the September 27, 1996 Federal Register (61FR
50771-4) [Docket No. 96N-0240].

Name of Manufacturer: Mission Pharmacal Company
P. O. BOX 786099
San Antonio, TX 782786099

Text of Statement: “for low calcium
Leg cramps”

Name of dietary ingre&ent: calcium carbonate, calcium lactate, and calcium gluconate

Name of Dietary Supplement: CALCET Dietq Supplement
Triple Calcium plus Wtamin D ...

The ini?orrnationcontained in this notice is complete and accurate and as an official of Mission
Pharmacal Company, I certifj that we have substantiation that the statement is truthfi.d and not
misleading.

Enclosure:
Label

: Sincerely,
:.,

Neill B. Walsdofl, Jr.
t

Vice President
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