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Office of Special Nutritionals,
Center for Food Safety and Applied Nutrition,
Food and Drug Administration
200C St. SW.

Washington DC - 20204
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June 28, 2004

Aboca USA Inc, located at 126 South Spokane Street/Suite C, Seattle — Washington 98134, submits the following
notification of marketing in the United States of an herbal supplement imported from ltaly. Aboca will sell the product to
health care practitioners and qualified retailers within the United States. The packaging of the following item has been
modified for commercial purposes only. The gualitative and quantitative formula remains the same. Further note that this
new claim notification letter replaces any and all previous notices for this specific product.

NOTIFIES

The marketing of the following Herbal Supplement:

Brand Name: SEDIVITAX Natural Bedtime Formula

Presentation: 1.41 Oz (40g) — 20 tea bags (0.07 oz each)

Name and address of the manufacturer: Aboca S.p.a., Via della Liberta’ 37er — Pistrino di Citerna
Perugia - Italy

Name and address of the distributor: Aboca USA Inc., 126 South Spokane Street/Suite C, Seattie
Washington 98134

TEXT OF THE STATEMENT: | Promotes natural, restful sleep*

Sedivitax Herbal Tea promotes deep, restful, restorative
sleep by combining Passionflower, Chamomile and
other relaxant herbs traditionally used to ease nervous

tension and stress.* gg 0{ 7 E(

Text of the disclaimer: 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.
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HERBAL INGREDIENTS (Amount per Serving— 1 tea bag ):

Passionflower - (leaf) 0.40 g;
Anise — (fruit) 0.40 g;

Lemon balm —~ (leaf) 0.30 g;
Chamomile — (flower) 0.30 g;
Linden — (lower) 0.24 g;
Licorice — (root) 0.20 g:
Orange — (bark) 0.13 g

Waming: Do not use if you are pregnant or nursing. For other contraindications and cautions, or if you are taking
medidinal products, please consult your health care practitioner. Keep out of reach of children.

|, Anna Tucdi, Executive Vice-President and General Manager of Aboca USA, certify that all the information presented
and contained in this notice is compiete and accurate, and that Aboca USA has substantiation that the statement is truthful
and not misleading.

Tucc

tive Vice-President
Aboca USA



