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April 30, 1996

Elizabeth Yetley, Ph.D.

Food & Drug Administration

Office of Special Nutritionals .
200 C Sfreet S.W.

Washington, D.C. 20204

Dear Dr. Yetley:

Pursuant to Section 6 of the Dietary Supplement Health & Education Act of 1994, Pure-Gar
wishes to notify the Food & Drug Administration that it is planning to market dietary
supplements which bear the following statements of nutritional support.

¢ The dietary supplement for which the statements are made is Kava Herb. The statements of
nutritional support read as follows:

*... as an effective herbal relaxant and for uterine cramp relief.”

"Numerous scientific studies have confirmed the safe, natural relaxant properties
of Kava Herb."

¢ The dietary supplement for which the statement is made is Neem Herb. The statement of
nutritional support reads as follows:

"... for promoting general health and well being.”

These statements are accompanied by the required disclaimer which is prominently displayed in
bold-faced type.

These statements of nutritional support are based on a large body of data which, in our
judgment, renders these statéments substantiated, truthful and non-misleading.

Sincerely,
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Attachments: Kava Herb and Neem Herb labels

PO. Box 98813 Tacoma. WA 98498 206-582-6421 FAX: 206-582:6734
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Each capsula containg 500 mg. of Pure-Gar® Xava Herd
time: 15 mirutes of lest in he

stomach. Yeast
WARNING: Keep txt of reach of children,
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WARNING: Keop out of mach of chilkdren,
Please store in a cool, dry piace with the cap on #ght.
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Nutrition Facts
SERVING SIZE 1 CAPSULE
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NOT A SIGNIFICANT SOURCE OF OTHER
NUTRIENTS,

#PERCENT DALY VALUES ARE BASEDONA
2,000 CMLORIE OFET.
NGAEDIENTS: 100% PURE-GAR® NEEM LEAF

POWOER N A GELATIN CAPSULE MADE OF
GELATIN AND WATER.

RECOMMENDED 1 CAPSULE, £ T0 4 TIMES A DAY,




