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Office of Special Nutritional (HFS-450) .

Center for Food Safety and Applied Nutrition oy

U.S. Food and Drug Administration ' -
5100 Paint Branch Parkway o

College Park, MD 20740-3835 : Fi 23

Dear Sir/Madan:
This letter will serve as notification, pursuant to section 403 (r)(6) of the Federal Food, Drug, and
Cosmetic Act and 21 CFR 101.93, that Ortho Molecular Products, Inc. is using the following claim on its
label.
Name of Manufacturer: Ortho Molecular Products, Inc.

3017 Business Park Drive

P.0. Box 1060

Stevens Point, Wi 54481
Statement Text: Cardiovascular Health

Dietary Ingredients: Vitamin E, Nattokinase, Rice Bran 0Oil, Gelatin. Purified Water, Lecithin. Ysllow
Beeswax, Turmeric Powder. & Titanium Dioxide.

Dietary Supplement Name: Nattokinase
As required. enclosed are two photocopies of this notification.
1 certify that the information presented and contained in this notice is complete and accurate. and that

Ortho Molecular Products, Inc. has substantiation that the statement is truthful and not misleading,

Sincerely.

Dﬁi@ﬁb%@& 975 0162 LET /5@ C/:

Quality Assurance Manager
Ortho Molecular Products

THO S \Subplm.ent Facts

1 soft gel contains Serving  Value

* % Daily Value not established
** 20,000 Fibrynofiyic Units per gram at time
of manufacture.

| Oher ingredients. Rice Bran O1, Gelatin, Glycerin, Punfied Water,
- Lecthn, Yallow Beeswitk, Tormerke Powder and Titanium
7 ioxide. i '

product was sealed for your protecton. Do net use #
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