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Office of Special Nutritional (HFS-450) ,

Center for Food Safety and Applied Nutrition f MAY 25 dud
U.S. Food and Drug Administration R

5100 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 Ortho Molecular Products, Inc. is using the following ciaim on its
label (see attached labels on page 2). '

Name of Manufacturer: Ortho Molecular Products, Inc.
3017 Business Park Drive
P.0O. Box 1060
Stevens Point, WI 54481

Statement Text: Cardiovascular Health

Dietary Ingredients: Chromium (as ChromeMate), Inositol Hexaniacinate, Gugul Resin (Standardized to
contain 2.5% Gugulsterones), Guar Gum, Artichoke Leaf Extract (Standardized to contain 5% Cynarin),
Natural vegetable capsules, Ascorbyl Palmitate, Magnesium Stearate, Microcrystalline Cellulose, Silicon
Dioxide.

Dietary Supplement Name: Lipitrol

As required, enclosed are two photocopies of this notification.

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, ’ )
Melissa Slager
Document Control / Training Manager
Ortho Molecular Products
g75 0162 LET /
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orthomolecularproducts.com

Suggested Use: As a dietary supplement, 1 capsule three times per day on an . -
emply stomach or as recommended by your health care professional. For best o Sup p l ement FaCts
resuilts, consult your health care professional abaut using Fiber Plus with Lipttrol %o Serving Size 3 Capsules
Formulated to be free of allergens derived from: Gluter, com, egg, dairy, ,.‘ mm . Servings Par Container; 30
peanuts, yeast, artificial colors and flavors. This product contains the following ’ — " " %
allergens: Asteracea. Do not consume this product if you are pragnant or nurs- PRODUCTS s . i A"é"”“f Per °/<IDIB“Y 3
ing. Consuit your physician for further Information. As with al dietary supple- Because Efficacy Matters™ ies contain anvin alue £
ments, some indlviduals may not tolerate or may be allergic to tge ingredients Chromiuns {as Chromel 200 m 167%
used. Piease read the ingredient panet carefully prior to ingestion. Cease taking Tnodiol Hlexanacia 1350 M o
this product and consult your physician if you have negative reactions upon * * W 500 rﬁg - 5
Ingestion. This product was sealed for your protestion, Do not use if ouler logoed neck seei l l 0 Slandardized to contain 2.5% Gugulstarons) §
or inner-seat are missing o damaged. - W -9———225 = - g
KEEP CONTAINER TIGHTLY GLOSED', STORE AT ROOM: TEMPERATURE, KEEP OUT OF REAGH OF Frichoks Loat Exiract 7 50————9mg - 2
CHILOREN - : g N
1 These statements have not Do eveluated y e Food and Drug Adivitrfion, nnmmmmmwm (Standardizett fo contain 5% Cynarin} %
dtamteazwe o ety . *'9% Daily Value not establistied
. Ot fgreiénts: Natoval vegetable capsules. Tojs product may contan
s ormore oma fouewing Astioryt Pa!mnate. Magnesium Stearate,
1 5033 0053011 6 Lot DLOVPIOOSO0OR0C o
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