
Ot-tho Molecular Products Inc. 

30 17 Business Park Drrve 
i?O. Box 1060 

Stevens Point, WI 54481 
715342.9881 Phone 

800.332.235 1 
715.342.9866 Fax 

orthomoiecularproductxom 

May 18,2005 

Office of Special Nutritional (HFS-450) 
Center for Food Safety and Applied Nutrition 
U.S. Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740-3835 

. ___ .__ ^ - __ 

Dear Sir/Madam: 

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 Qrtho Molecular Products, Inc. is using the following claim on its 
label {see attached labels on page 2). 

Name of Manufacturer: Ortho Molecular Products, Inc. 
30 17 Business Park Drive 
P.O. Box 1060 
Stevens Point, WI 5448 1 

Statement Text: Cardiovascular Health, Daily Essentials 

Dietary Ingredients: Vitamin E (as Mixed Tocopherols), Coenzyme QlO, Rice Bran Gil, Gelatin, 
Glycerin, Yellow Beeswax, Beta Carotene, Titanium, Oxide, Annato Extract, Water. 

Dietary Supplement Name: CoQ-10 

As required, enclosed are two photocopies of this notification. 

I certifjr 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, 

Melissa Slager 
Document Control / Training Manager 
Ortho Molecular Products 
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LabelIDLa!Pior-120033-c 
OUW l$tred6@. Rice Bran Oil, G&on, GM, Yellow 
Beeswax. W Carotene, fitaow Qxlde, knato Extract and 

. , .  .” / .  
S”gge$&&&a’-‘-- _ ‘. o~eery suppramenr, I OT more son get capauiea per 
day M as remmmenc led by your he&h rare professional. 
Formulated to be free 

Facts 
of allergens derived from: Gluten. ccm, egg, dairy, 

*i(,...., ^ I ^^_ ..“A ‘t”..“- ,1.._.. ̂ _^ _-_^_d ._ . . peanuts, soy, yeast alllllua~bu~~10 ~E!U II~IWO.II YYU aiti piti~~~d~~l UI IWIS- : 

ing, consult your physician before takng his product. As with all dietary b 
supgements, some indlviduaB may not tolerate or may be allergic to the Beeaw Eficaeu L(mt&a ’ I Amount Per % Daily I 
inQredients used Please read the mixed&t Danei carefullv olxir to IROW 
tiin. Cease taking this prod& and &sult y&r physicfan it,, h&e&a- 
tive readlons uwn Inoestbn K~P ccw.84~~ naw aosm. STALE rzi ROOM 

_. __ 

333% 

fOOm0 * I 

* % Ually Valwnotestablfsheo’ 

Other Ingrediits. RWGran 04 Gelatin. Glycerin, Yellow 
Re$w, @&a Carotene, Titanam Oxide, Annatc &act and 

: Water 
I_ 

Suggested Use: As a dietaiy supplement, 1 or more soft gel 
capsules per day or as recommended by your health we 
professional. 
Formulated to be free of allergens danved from: Gluten, corn, 
egg, dairy, peanuts, soy, yeast. atiiffcial colors and flavors If 
you are pregnant or nursmg, consult your physician before 
taking thus product As wtb all dietary supplements, mme 
individuals may not tolerate or may be aifergic to the 
ingredients used. Please read the Ingredient panel carefully 
pnorto Ingestion. Cease taWng this pmduct and consult your 

e reactions upon ingestion 
STORE Ai ROCM TEMPERATURE. 
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