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Ortho Molecular Products Inc.
3017 Business Park Drive

PO. Box 1060

Stevens Point, Wi 54481
715.342,9881 Phone
800.332.2351

715.342.9866 Fax
orthomolecularproducts.com
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Office of Special Nutritional (HFS-450)

Center for Food Safety and Applied Nutrition

U.S. Food and Drug Administration o N
5100 Paint Branch Parkway o WMAY 25 i
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 Ortho Molecular Products, Inc. is using the following claim on its
label (see attached labels on page 2).

Name of Manufacturer: Ortho Molecular Products, Inc.
3017 Business Park Drive
P.O. Box 1060
Stevens Point, W1 54481
Statement Text: Cardiovascular Health, Daily Essentials

Dietary Ingredients: Vitamin E (as Mixed Tocopherols), Coenzyme Q10, Rice Bran Oil, Gelatin,
Glycerin, Yellow Beeswax, Beta Carotene, Titanium, Oxide, Annato Extract, Water.

Dietary Supplement Name: CoQ-10
As required, enclosed are two photocopies of this netification.
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,

M ynae- davwy

Melissa Slager
Document Control / Training Manager
Ortho Molecular Products
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Ortho Moleeular Products Inc. Attachment of CoQ-10 Labels
3017 Business Park Drive : . ERRE R

PO. Box 1060 Suggested Use: As a dietary supplement, 1 or more soft gei capsules per
Stevens Pomnt, Wi 54481 day or as recommenced by your health care professional, 'Supp‘ement F acts
g Fomulated to be free of alergens derived from Giten, com, egg, dairy, Serving Size 1 Soft Gel
715.342.9881 Phone peanuts, soy, yeast, arlificial colors and flavors 1f you are pregnant or nurs- Servings Per Container: 30
ing, consult your physician before taking tfnis product. As with alf dietary -
800.332.2351 supplements, soms indwiduals may not tolerate or may be allergle o the Becanse Efficacy Matters™ Amount Per % Daily
715.342.9866 Fax ingredients used, Please read the Ingrecient panel carefully prior to inges- ) 1 soft gel contains Servin Value
tion. Ceass taking thig product and consult your physiclan f you have nega- - Vitarmin E (& Mred T s 10010 333%
orthomolecularproducts.com tive reactions upan ingestion, KEEp CONTANER TIGHILY CLOSED, STORE AT ROOM e ——-—-—.W_____.:_
TEMPERATURE, KEER OUT OF REACH OF CHLDREN, ThiS product was sealed for vour pro- . Coerizyme Q10 100mg  «
tection Do ot use if outer logoed neck seaf or inner-seal are missing or damaged i - *% Daily Value not establishied

T ltments e ot been eveluaed byt Fond an D Ao, T prudetismt _

inteded t dagnse, e, cure; o pevent any tisoase. .
' oy i Ottrer Ingreduents. Rice Bran Oil, Gefatin, Glycern, Yellow
! Label 1D L-OMP100-120030-C. L \ Bagswax, Beta Carotene, Titanium Oxide, Annato Extract and
4 JUESI , : Wae
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Distary Su § : “ OthoMo i

Suggested Use: As a distary suppiement, 1 or more soft get capsules per Ty ¢ q
day or as recommended by your heatth care professional, RTHC Supp leme nt FaCts
Formulated to he free of allergens derived from: Gluten, corn, egg, dairy, Serving Size 1 Soft Gel
pearnuts, oy, yeast, artificiat colors and flavors,  you are pragnant or nurs- Servings Per Container: 80
ing, consult your physician before taking this product. As with all dietary N ?RQDUCE : Py
supplements, some sndividuals may not tolerate or may be allarglc to the Because Efficacy Matters * Amou{\t Per % Daily
ingredients used Please read the mgredient panel carefully pror o Inges- 1 soft gel contains Serving _Value
tion, Gease taking this product and consult your physician If you have nega- Vitamin E {gs Mived Tocopherols) 100 1U ~ 333%
tive reactions upon ingestion KEsp CONTANER TIGHTLY CLOSED. STORE AT ROOM Coanzyms Q10 700 m -
TEMPERATURE. KEEP QLT OF REACH OF Gri DREN, This product was sealed for your pro- ¥ g

* % Daily Valuenot established

tection. Do not use f cuter logoed neck seal or inner-seal are missing o damaged.
 These satements have o beem evakaated byt Food and Drug Adrvisvafion, Tis it s ek

et G, ot w vt Other ingredients. Rice'Bran Qi Gelatin, Giycerin, Yellow

ll " jl‘lw II"" Labet D L-OWP100-120080.C - Begtwax, Beta Carotene; Titanum Oxide, Annato Extract and

"” Al Ecrlntir - o < Water
15033101120 D e e ‘
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Suggested Use: As a dietary supplement, 1 or more soft gel
capsules per day or as recommended by your health care

professiona. 2 Supplement Facts
Formulated to be free of allergens derved from: Gluten, corn, -‘ﬂ. Mﬂﬁm Serving Size 1 Soit Gel

8gg, dairy, peanuts, soy, yeast, artficial colors and flavors if h FRODHCTS Servings Per Container; 120

YOu are pregnant or nursing, consult your physician before e
taking this product As with alf dietary supplements, some Because Efficacy Matters™ ) Amournt Per % Daily
individuals may not tolerate or may be allergic to the 150ft gel contains Serv Value

physician if you have negalive reactions upan ingestion

KEEP CONTAINER TIGHTLY CLOSED, STORE AT ROOM TEMPERATURE. * % Daily Value not established
KEEP OUT OF REACH OF CHILDREN.

1 Thess sataments have not been evauate y the Foc and g Admmnistration, This
prodet 5ot itended b ighs, e, e, o ety cseese,
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Ao Excellent for:
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ingredients used. Piease read the ingredient npane! carefully ) Vitamin & (as Mixed Tocopherols) 100 1U  333%
prior 1o ingestion. Cease taking this product and consult your ’ COQ 10 goa'n_zyngg (O 100 mg - .
A
L e e e s

Other ingredients: Rice Bran Oil, Gelatin, Glyoerin, Yellow Beesway, Beta
Carotene, Thaniun Oxids, Annato Extract and Water,

This proguct was sealett for your proteckion. Do not use ff outer logoed
neck séal or hner-seal are missing or tamaged
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