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1/23/04

Mr. John B. Foret, Director

Dietary Supplement Branch (HFS-811)

Division of Compliance and Enforcement

Office of Nutritional Products, Labeling and Dietary Supplements
US Food and Drug Administration

5100 Point Branch Parkway

College Park, MD 20740-3835

RE: Notification for Statement on Dietary Supplement

Dear Mr. Foret:

In compliance with the Dietary Supplement Health and Education Act of 1994, Solgar Vitamin and
Herb hereby makes its official notification under Section 101.93 that it has included a statement
listed in Section 403(r)(6) of the Federal Food, Drug and Cosmetic Act on its label. Accordingly,
enclosed please find two (2) copies of this Notification.

The following information is being provided:
e The dietary supplement is being distributed by:
SOLGAR VITAMIN AND HERB

500 Willow Tree Road
Leonia, New Jersey 07605 USA

» The text of the statement, the name of the dietary supplement and the name of the dietary
ingredients contained in the product, which is the subject of the above statement, is listed on
the attached sheet.

| hereby certify that the information presented and contained in this notice is complete and
accurate, and my files contain substantiation that the statements made are truthful and not
misleading.

If you have any questions, please do not hesitate to cantact the undersigned.
Very truly yours,

SOL@AR VITA )IN & HERB
LT %
Lane /(/&

Domestic Regulatory Affairs

Certified Mail — Return Receipt Requested
7001 1940 0001 0398 6823
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Solgar Vitamin and Herb

- Notification Letter

January 23, 2004

Solgar Vitamin and Herb Claims

Attachment A
Product Name Statement on Label Dietary Ingredient (s)

ABC Dophilus Gastrointestinal Support o Bifidobacterium bifidum

Solgar's ABC Dophilus Powder is a selective, s Streptococcus

scientific blend of essential and beneficial thermophiius

“friendly bacteria” specially formulated for the

infant and child. Bifidobacteria (B.bifidum &

B.infantis) constitute the predominant healthy

intestinal microflora in infants, children and

adults and primarily reside in the large intestine.

Recently, other strains such as S. thermophilus,

together with Bifidobacteria, have demonstrated

positive effects on the health and maintenance

of intestinal ecology. ‘
Vitamin B1 50 mg ¢ Energy Support s  Thiamin
Vitamin B1 100 mg e Energy Support e Thiamin
Vitamin B2 50 mg ¢ Energy Support * Riboflavin
Inositol 650 mg ¢ Lipid Metabolism s Inositol
Choline / Inositol + Lipid Metabolism Choline

Inositol

Potassium ¢ Electrolyte Balance + Potassium

*In accordance with 21 CFR § 101.93, the disclaimer statement is included where structure/function

claims appear.




