Ortho Molecular Products Inc.
3017 Business Park Drive

RO. Box 1060

Stevens Point, Wi 54431
715.342,9881 Phone
800.332.2351

715.342 9866 Fax
orthomolecularproducts.com

o RTHO | | L
MOLECULAR

PRODUCTS o June 1, 2005
MiEs L
%{;1?57 5 iz P2 20
Office of Spec1al Nutritional (HFS- 450}§f Ui 5 e

Center for Food: Safety and Applied Nug:gL
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Dear Sir/Madaxﬁ:
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 (see attach‘ed tabels-on page 2).
Name of Manufacturer: Ortho Molecular Products, Inc.
3017 Business Park Drive
P.O. Box 1060
Stevens Point, WI 5448]
Statement Text: Cardiovascular Health
Dietary Ingredients: Sterol Esters, Gelatin, Natural Mixed Tocopherols 90%.
Dietary Supplement Name: Plant Sterols
As required, enclosed are two photocopies of this notification.
I 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,

MM@@&SW

Melissa Siager
Document Control / Training Manager
Ortho Molecular Products
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Nutrition Facts

Serving Size 1 Soft Ge!

Suggasted Use, As a dietary supplement, 1-2 soft gel capsules
per day or as recommended by your health care professional.
Formulated to be free of aflergens derived from: Gluten, corn, Servings Per Container: 60
€00, darry, peanuts, soy, yeast, artificial colors and flavors. if you

are pregnant or nursing, consu't your physician before taking this ’ ’ ’ . Amount Per % Daily
product As with al dietary supplements, some indwiduals may Hecanse Efficacy Maders™ 1 Soft Gelcontaing Serving  Valug

not toferate or may be alergic to he ingredhents used. Pleass read “Total Caloties 6.57 0%
the Ingredient pane! carefully prior to mgestion. Cease taking this . Cajories from Fat 8.57 0%
product and consult your physician if you have negative reactions : Total Fat 0.73g 1%
PR Ngestion, KEE> CONTAER VIGHTLY CLOSED. STORE AT RODM TEMPEA- : ’ G o] Eotore B50mg -

ATURE, KEEP QUT OF REACK OF GHILDREN.
+ Theso statements have £ bes evaluated by the Food and Drup Adrinishation, This
product is notintended to diaguiose, rea, cure, or prevent any diseass

* % Daily Values are based on a 2000 calorie diet.
** Daily Value not established

Other Ingredients; Gelatin, Natural Mived Tocopherols 90%
This product was spaled for your protection. Do ot use if outer
L lotoed nagk seat ar Inrter-seal are nissing or damaged
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