BOTANICAL PRODUCTS INTERNATIONAL, INC."

31 JUL 97

To: Food and Drug Administration [
Office of Special Nutritionals Wi -4 19
Mail Code HFS-450 A\

200 C. Street S.W.
Washington, D.C. 20204

Dear Sirs/Madams: 0203 97 SEP19 P1 50

In compliance with Public Law 103-417A>(Dietvary ’Supplé,r'hent Health and Education Act of
1994), Sec. 6. - Statements of Nutritional Support, we hereby provide notification of a dietary
supplement label statement which describes the role of a nutrient or dietary ingredient intended
to affect the structure or function in humans.

The products bearing the label statement are marketed commencing July 1997 under the
FARMACOPIA ™ brand name. The four dietary supplement products which bear the label
statement are: ' ' S R A -

CRAMPRELAX ™ for Women Capsules
STRESSRELAX ™ Capsules = = . '

- SLEEPRELAX ™ Capsules - . : -
CRAMPRELAX ™ for Women Tea

These four products contain Kava Herb (Pip_errm_ethyfs'ticumvstem_aﬂd/ojrﬂ leaf), and/qr:,-itéz -
powdered extract. COSETLYL L e RRARE

‘The label statement is as follows: "Naturally Relaxmg Dietary Supplement”

=, The label statement is.accompanied by the required statement: "This statement has not been
;" evaluated by the Food and Drug Administration. This product is not intended to diagnose, treat,
’ - cure, or prevent any disease."

Respectfully submitted,

T

Roy K. Skogstrom, V.P.




