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3017 Business Park Drive
PO. Box 1060

Stevens Point, Wi 54481
715.342.9881 Phone
800.332.2351
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U.S. Food and Drug Administration
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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, WI 54481

Statement Text: Gastrointestinal Health

Dietary Ingredients: Milk Thistle Seed Extract (Standardized to contain 80% Silymarin), Natural
vegetable capsules, Ascorbyl Palmitate, Magnesium Stearate, Microcrystalline Cellulose, Silicon
Dioxide. '

Dietary Supplement Name: Silymarin Forte

As required, enclosed are two photocopies of this notification.

1 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,

Mahagr g
Melissa Slager

Document Control / Training Manager
Ortho Molecular Products
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Attachment of Silymarin Forte Labels

Suggestert Use: A6 a dietary Supplement, T 2apsule three tmes per day or

; a5 recommended by your health eare professional. Forulated 1o be free of
Stevens Point, Wi 54481 allergens desia rom: Guten, G5, egg,daly, paanuts, s, veas!, arfl 2oel THO
715.342.9881 Phone cial colors and flavors. 1 you are pregnant or nUrsirg, consuit your physi- 2o, MOLECULAR.
cian before taking this product. As with alt dietary supplaments, some
800.332.2351 inelividuls miay ot Tolevate 0r may be alergle 1o e ingredients used, W,
715.342.9866 Fax Please fead the ingrecit panel carefly pror o ingeshion. Ceass teking . Borauss Elicacy Magtrs
this produet and consult ician ff you have negative reactions
orthomolecularproducts.com upor? mg:sﬁon, o Ay ega Sllym Fﬁm
KEEP GONTANER TIGHTLY CLOSER. STORE AT RQQI TEMPERATURE, KEEP OUT OF REAGH » ’

OF CHILOREN,

Labet ID{-OMP100-806060-8

6 ﬁi"!5033|10080

Suggested Use: As a dietary supplement, 1 capsule three times

per day or as recommended by your health care professional.
Formulated to be free of allergens derived from: Gluten, com,
egg, dairy, peanuts, soy, yeast, artificiaf colors and fiavors. if

YOu @re pregnant of nursing, consult your physician before tak-

ing this product, As with all dietary suppfements, sorme indi-
Vviduals may not tolerate or may be allergic to the ingredients
used Please read the ingredient panel carsfully prior to
ingestion. Cease taking this product and consult your physi-
cian if you have negative reactions upon ngestion.

KEEP CONTAINER TIGHTLY CLOSED. STORE AT ROOM TEMPERATURE. KEEP
QUT OF REACH OF CHILDREN
Label D L-OMP100-806090-8

”|1 503”“01 806|I|

Suggested Use: As & distary supplemert, 1 capsule three times per
day or as recommended by your heaith care professional. Formulated
to be free of allergens derived from: Gluten, corn, egg, dairy, peantts,
oy, yeast, artificial colors and flavors. If you are pregnant of nursing,
consult yaur physictan before taking this product. As with all distary
supplements, some individuals may not tolerate or may be allergic to
the ingrecients used. Please read the ingredient panet carefully prior to
ingestion, Cease taldng this product and consuit your physician i you
have negative reactions upon ngestion.

KeeP CONTAINER TIGHTLY CLOSED STORE AT ROOM TEMPERATURE. KEEP out OF
REACH OF CHILOREN,

Lt I L-OMP100-808120-8
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Bevanse Efficacy Matiers”

Silymarin Forte

I:Su;\)plement Facts

Serving Size: T Capsule
Servings Per Container; 60

Amount Per % Deily
| 1 capsule contains Servin Value

" Milk Thistle Seed Extract 200 mg ~ *
| (Standardized to contain 80% Sitymann)

* 9% Daily Value not established

, rmgxadlenw Natrral vegetable capsules. This product may contain
ofmorg of the lefmng Ascorbyl Paimitate, Magnesium Stearate,
Misraerystaliie Cellulose and Dioxide, This prodhi led
: foryowprotecﬁm Dom!usevfouter\ogoedneckseaj oF Inrier-seal are
- midsing or damaged.
- Mg, by ko Moloudr Prockes, . 30

1Thess siztements have ot bees evaated by the Food
- and Deug Adminsiton The product & ot intended by

diagnose, reat, cuce, o prevent any disease

TSN

1 capsule contains Servi Value

Suppiement Facts

Serving Size: 1 Capsule
Servings Per Container: 90

Amount Per % Daily

)

Food and Bro

Mill Thistle Seed Extract 200 mg .
(Standardized to contein 80% Silymarin)

* % Dally Value notestablished

‘contmn ong.or more of the following: Ascorbyf Palmitate,

freve nt bees

Other ingredients: Natural vegelable capsules. This product may
“Magnhasisty-Stedrate, Mlcmcrystaﬂ[ne Cellutose and Siicon

This product 5 Aot intanded to Gagnose, treat, owe, of prevent any disease

Diowide:
This roduet was sealed for your protection Do not use fouter 2
Iogoed ik saaf o Inner seal ang missing or damaged. h

oleenl Ahmin C

Supplement Facts

Serving Size: 1 Capsule
Servings Per Container: 120

. Ampunt-Per % Daily
;1 capsule contains Senvi Value

Milk Thistle Seed Extract- 200 mg *
{Standardized to contain 80% Sllymarin)

* % Dally Value not established

Gither Ingradients: Naturat vegetable capsules This prog-
_ugtmay contain one or more of the following: Ascorbyl
Palmitate, Magnesiur Stearate, Microcrystaline
GColiafoss and Stticon Diowide

“This;pradigct was sealed for your protection, Do not use
if outer Iogaed -neck seal or inner seal are roissing or
“dardaged. -

iy wpmmﬂmmmwmmm Stvess Puin, Wi, 54461
OrthoMolecularProducts.com

fThase statements have mtbeen pvatated b e Food 2% Drug Adminetzon Ths

produst is not misnded o diagnose, treal, cure, of prevent eny disease

Ortho Molecular Products Silymarin Fort:
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