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Ortho Molecular Products Inc. 
3017 Business Park Drive 

RO. Box 1060 
Stevens Point, WI 54481 

715342.9881 Phone 
800.332.235 1 

7 15.342.9866 Fax 
orthomolecularproductr.com 

Office of Special ~u~i~jo~a~ @ IFS-450) 
Center for Food Safety Qnd Applfed Nutrition 
U.S. Food and Drug A~~nis~~t~on 
5 100 Paint Branch Parkway 
College Park, MD 20740-3835 

Dear Sir/Madam: 

August 3,2005 

This letter will Serve as notiftcation, pursuant to section 403 (r)(6) ofthe Federal Food, Drug, and 
Cosmetic Act and 2 1 CFR 101.93, that Ortho Molecular Products, Inc. is using the following claim  on its 
label (see attached labels on page 2). 

Name of Manutfacturer: Or&o Molecular Products, Inc. 
3017 Business Park Drive 
P.Q. Box 1060 
Stevens Point, W I 54481 

Statement Text: Gastrointestinal Support, Immune He&h 

Dietary Lngre#ients: La~obac~~~~s acidophitus, Lactobacilms paracasei, Bifidobacterium bifidum , 
Bifidobacterium I&is, Lactobaeillus piantarum, L~tob~c~~~s~~~~~s~s, Saccharomyces boulardii, 
Natural vegetable capsules, AscarbyI Palmitate, ~a~es~~,~te~r~e, M icrocrystalline Cellulose, Silicon 
Dioxide. 

Dietary Supplement Name: O&ho Biotic 

As required, enclosed are two p~~tocopi~~ Of this no~~~at~on. ’ 

I certify that the infarmation presented and contained in thi$ not&x? is complete and accurate, and that 
Ortho Molecular Products, Inc. has substantiation that the s~tement ia truthful and not m isleading. 

Sincerely, 

Melissa Slager 
Document Control / Training iManager 
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Ortho Molecular Products Inc. 
3017 Business Park Drive 

EO. Box 1060 
Stevens Point, W15448 I 

7 15.342.9881 Phone 
800.332.2351 

715342.9866 Fax 
orthomolecufarproducts.com 
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