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Ortho Molecular Products Inc. 
30 17 Business Park Drive 

ITO. Box 1060 
Stevens Point, WI 5448 1 

7 15.342.9881 Phone 
800,332.2351 

7 15342.9866 FOX 

orthomoiecularproducts.com 

Office of Special Nu~~ti~~al (BPS- 
Center for Food Safety and Applied Nutrition 
U.S, Food and Drug Admi~js~atio~ 
5 100 Paint Branch Parkway 
College Park, MD 20740-3835 

Dear Sir/Madam: 

August 3,2005 
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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 Moi~cular Products, Inc. is using the following claim on its 
label (see attached labels on page 2). 

Name of Man~fa~~~e~~ Ortho Molecular Products, Iuc. 
30 17 Business Park Drive 
P.O. Box 1060 
Stevens Point, WI 5448-I 

Statement Text: Gastrointestinal Health, Immune I&z&h 

Dietary Ingredients: Colostrum (Bovine), Lactoferrin (from Bioferrin, Colostrum), Natural vegetable 
capsules, Ascorbyl Palmitate, Mamesium Stearate, ~icr~c~s~ll~e Cellulose, Silicon Dioxide. 

Dietary Supplement N@ne: Colostrum 

As required, enclosed are two photocopies of this notifloation. 

I certify that the information ~~~ted.~d cbntained in this notice is complete and accurate, and that 
Ortho Molecular Produots, Inc. has substantiation &at the statement is truthmi and not misleading. 

Sineerely, 

Melissa Slager 
Document Control / Training Manager 
Ortho Molecular Products 

Orth~~ Mdecular Products Colostnrm 
813/2005 
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Orrho Molecular Products Inc. 
30 17 Business Park Drwe 

EO. BQX 1060 
Stevens Porn Wi 5448 I 

715.342.9881 Phone 
800.332.2351 

715.342.9866 Fax 
orthomolecularproductXom 

Attachment of Colostrum ‘Labels 

.- 

sllggested Us& As a dieta?, wpDlement, 2 capsules iw kmes per day or 
as recommended by your IWh care proWanal. FormufatefJ to be free of 
allergens da&d from: Glulen, ccm, egg, peam& soy. yeast, arL&ial Ml. 
ors and Aawrs. If you are pregnant or nursing, cowit your physician 
before liw lhis Wcduct. As with all dIetar/ wWnenb, sxnsbndfiidu- 
I may not tolerate or may be allergic to llw ingredlenh used. Pi&w read 
Ihe ingredwt panel carefulty prbr to IngeaUon. Cease taking Mb @oduct 
and cw.ril your physician if you have negative ingestion 

Gfatiia Nukl~is, Inc. 

letxthx ProdwtsCalostm 
8/3/2005 
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