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Ortho Molecular Progucts Inc
3017 Business Park Drive

PO Box 1060

Stevens Point W1 54481

715 342 9881 Phone

800 332 2351

715 342 9866 Fax
orthomolecularproducts com

MOLECULAR
PRODUCTS

v. August 23. 2004

Office of Special Nutritional (HFS-450)
Center for Food Safety and Applied Nutrition
U.S. Food and Drug Admimnistration

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 claim on 1ts
label (see attached labels on page 2).

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

Statement Text: Vessel Max Premier venous tissue support

Dietary Ingredients: Troxerutin. Horsechestnut Seed Extract (Standardized to contain 20% Aescin).
Butchers Broom Root Extract 4:1, Gotu Kola Leaf Extract (Standardized to contain 10% Asiaticosides).
Centella Asiatica Purified Triterpenes, Ascorbvl Palmitate, Microcrystalline Cellulose. and Silicon
Dioxide.

Dietary Supplement Name: Vessel Max

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.

WW 2204
Deborah Zurawski

Qualitv Assurance Manager
Ortho Molecular Products
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Ortho Moleculai Products inc
3017 Business Park Drive
PO Box 1060
Stevens Point, W1 54481
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orthomolecularproducts com

Attachment of Vessel Max Labels

SUGGESTED USE  As a dietary supplement, 3 capsules per day m dmded RTHO s u pple ment Facts
doses or as recommended by your health care professional ,:. Serving Size 3 Capsules

Formulated to be free of the following Gluten, egg, dairy, peanuts, soy, o0 MOLECU_LAR Sewmgs Per Container 15

yeast, artificial colors and flavors Do not consume this product if you are PRODU(,TS

Amount Per % Daily

pregnant or nursing  Consult your physicran for further information  As
Serving  Value

with ali distary supplements, some ndwduals may not tolerate or may be allergic to
the ingradients used  Please read the ingredient panal carefully prar to ingestion

Because Ffficacy Matters 3 capsules contain
I —

Troxerutin 600mg *
Cease takng this product and consult your physician if you have negative reac- -
1ions upon ingeston Keep contatner tightly closed Store at room temperature HorieChes‘”m Seed Extract 500 mg
Keep out of reach of chiidren This product was sealed for your protection Do not {St to contain 20% Aescin.

Butchers Broom Root Extract4 1 200 mg ~ *
Gotu Kola Leaf Extract 200 mg
_(Stand to contain 10% A

use if outer logoed neck seal or InNner seaf are Missing or damaged
Mfg by Ortho Molecular Products, Inc 3017 Busmass Park Drve: Srevens Pomt WI 54481

OrthoMoleculzrProducts com o+ Centella Asiatica Purtied Trterpenes 60 m *
Label D L-OMP100-549045-8
& * % Daily Value not established
. Ot gredents Nt vegeae capsuls, s i
6715033700549 "8  veeps o e g e o e oo oD

Dietary Supplement Product #549 45 Capsules

SUGGESTED USE  As a dietary supplement, 3 capsules per day in
dmided doses or as recommended by your heatth care professional °

Supplement Facts

Serving Size 3 Capsules
Servings Per Container 30

Lo * QL R1HO
< so o MOLECULAR
*®odll PRODUCTS

o F . 3 capsules tain ving  Value
information As with all dietary supplements, some individuals may not Because Efficacy Matters &L = Se .u
tolerate or may be allergic to the mgredients used Please read the Ingredient Troxerutin 600 mg

Formulated to be free of the following Gluten, egg, dairy, peanuts,
soy, yeast, artrficial colors and flavors Do not consume this product

Amount Per % Daul
if you are pregnant or nursing  Consult your physician tor further ou o DAy

panel carefully prior to ingestion  Cease taking this product and consult your
physician (f you have negative reactions upon ingestion

KEEP CONTAINER TIGHTLY CLOSED  STORE AT ROOM Tt MPERATURE

KEEP QUT OF REACH OF CHILOREN

This product was sealed for your protection Do not use If outer logoed neck
seal or nner seal are missing or damaged

01549

l Lebel ID L-OMP100-549090-8

15033

_(Standardized to contain 20% Aesen)

Horsechestnut Seed Extract 500 mg  *

Buichers Broom Root Extract 4 1 200 mg

Gotu Kola Leaf Extract 200 mg

{Standardized to contain 10% A

Centella Asiatica Purified Triterpenes 60 m

* % Daily Value not estabhished

¥

1

Thes produet s ot kended o Gagnose, FEal, cure, o (rewent iy Gsease

Other Ingredhents Natural vegetable capsules This product may contain one or more

of the foliowing Ascorbyt Paimitate. Micracrystaline Celluinse and Siicon Dioxide
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