
Ortho Molecular Products lnc 

3017 Business Park Drive 
l?O. Box 1060 

Stevens Pow, WI 5448 1 
715.342.9881 Phone 

800.332.2351 
7 15.342.9866 Fax 

orthomolecularproducts.com 

Office of Speciai Nutritional (VHF!&450) 
Center for Food Safety and Applied Nutrition 
U.S. Food and Drug Ad&in&ration 
5 100 Paint Branch Parkway 
College Park, MD 20740-3835 

Dear Sir/Madam: 

This letter will serve as notification, pursuant to se&ion 403 (r)(6) of the Federal Food, Drug, and 
Cosmetic Act and 21 CFR 101.93, that Ortho Molec;ular Products, Zinc. is using the following claim on its 
label (see attached labels bn page 2). 

Name of Manufacturer: Ortho Molecular Products, inc. 
30 17 Business @ark Drive 
P-0. Bax 1060 
Stevens Point, WI 54481 

Statement Text: Gastrointestinal Support 

Dietary Ingredients: Glutamic Acid, Betaine HCl; Pancreatin-6X, Pepsin, Ox Bile Extract, Pancrelipase, 
Papain, Bromelain, Amylase, Diealcium Phosphate; Magnesium Stearate, Sorbitoi, Pharmaceutical iac 
glaze. 

Dietary Supplement Name: Or&o Digestzyme 

As required, enclosed are two photocopies of this natification. 

I certify that the information presented and contained in this notice is compiete and accurate, and that 
Ortho Molecular Products, Inc. has substantiation that the statement is tnrthfi~l and not misleading. 

Sincerely, 

Melissa Shger 
Document Control / Training M+ager 
Ortho Molecular Products 

Ortho Molecu;iar Products Ortho Digestzyme 
5/l 712005 
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Attachment of Ortho Digestzyme Labels Ortho Molecular Products Inc. 

30 I7 Business Park Drive 

PO. Box 1060 
Stevens Point, WI 5448 1 

7 15.342.988 I Phone 

800.332.2351 

715.342.9866 Fax 

orthomolecillarproducts.com 

Suggested Lb. As a dielary supplement, l-2 tablets 15 mm!& 

Suggested Use: As a diataly aupplamant I-2 tablab 15 minutes 
before meak; M aa recommended by your haa& cara pmfaa.Mal. 
kmnu&d to be fraeof allergens d&ad from: Gluten, wxn, egg, 
dairy, peanuts, soy, yeast, artific!ai colors and flavors. This product 
contains the following potential allergens: Pineappk?Bmmelain and 
Plant and Anini4 Enzymes. If you are pregnant or nursing, consult 
your physklan before taking this product, As with all dietary sup- 
plements, some indiwiduals may notto!erate or may be allergk to the 
ingredients used. Please read the ingredient panel carefuly pior to 
ingestion. &as+? taldng this product and consult your physician if 
you have negatii rGGCtiOnS upon ingestion. KEEP WNNER nGKRy 
CLOSUI. 8ME AT RM)M lEMP%W. KEEP Mli OF AW;H OF L%l&C!iEN. 

5Oma 
SOma * t E; 

1 
?‘i Daily V#&s not established 
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