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Dear Sir/Madam: N, R

This letter will serve as niotification, pursuant to seetion 403 (£)(6) of the Federal Food, Drug, and o
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 Mam’;facturé;: Ortho Mcleou}ax&Producté, Inc.
3017 Business Park Drive
P.0:. Box 1060 / -
Stevens Point, W1 54481
Statement Text: Gastrointestinal Support, Immune Health
Dietary Ingredients: Lactobacillus acidophilus, Lactobacillus paracasei, Bifidobacterium bifidum,
Bifidobacterium lactis, Lactobacillus plantarum, Lactobacillus thamnosus, Saccharomyces boulardii,
Ascorbyl Palmitate; Magnesium Stearate, Microci'ystaﬂine Cellulose, Silicon Dioxide.
Dietary. Supplement Name: Ortho Biotic Powder — 51 gra'ms
As required, enclosed are two photocopies of this notification.
1 certify that the information presented and containgd 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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Ortho Molecular Products Ortho Biotic Powder ~ 51 grams
” 8/3/2003
Page 1 0of2




QOrtho Molecular Products Inc.
3017 Business Park Drive

RO. Box 1060

Stevens Point, Wi 54481
715.342.9881 Phone
800.332.2351

715.342.9864 Fax
orthomolecularproducts.com

RTHO

MOLECULAR
PRODUCTS

s Gutisioy Auoio] ++ -
‘aseasip Aug Juanasd 10 ‘910 ‘yean ‘asaufelp
03 PaPRIIUS J0U SFJ0NPoxd SILL UORRASIURY
G Pise pooJ Big: A Dojeness Useg Jou

5R%1) SUAWEIES BS3UY) 4. ‘B0NOIR. uonms pie- .

as0pIen aLmeSAIoIONN ‘Blesealg Wimssube W"

ayfled (Aqioosy BLIOID] AUl 10 B10W 1o
80 RIU0I detw Jorposd s szuamﬁu; R

peysyqeIss Jou ante/\ Ag aa % |

« 414D VOO 7 pIBinoq Seakuwnkooes
- SNSCULIBY) SNOBqOIE |}
‘T“”""‘"‘T’"’W
SHOE| W t
“Wm
B

snmdopnesn psqowu-, |
» {140 UOIG02 DUGIR AEAGL00E

98! snep  Buneg sueuos Buires 1
AieQ % 18 Wnowy - X

0§ HeurRuDYD) Jod BBUIAGS |
(dooos { "xoiddy) swes 21 ezig ﬁuwes

sjoe4 juswelddng)|

bt
g
B
-
2
o0
g?

A Eallent

EMPLRATRE. Kee? cu oF REACH OF CREOREN. This produtt wels sealed for ;
 your protection, Do ot uss if outer logoed neck seal
" or innier seal are missing or damaged,
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taking this product and consuit your physiclan if you hitve nagative reactions upon

Cense
ingestion. CAUTION: This product containg & destccant, For best results, keep the desiccant i~

Suggested Use: As a digtary supplement, add one scoop of Ortfio Biotic Powder (1.7 ¢) to a glass
of water or the beverage of your choice, stir and drink, or as recommended by your health care
professional. Formulated 1 be free of allergens derived from: Gluten, corn, egg, peanuts,
yeast, artificiat colors and flavors, If you are preghant or nufsing, consult your physician before
taking this product As with alf dietary supplements, some individuals may not toferate o may

e gllergic to the ingredients used. Please read the ingredient panel carefully prior to Ingestion.
the bottie unl & contents are consumed, DO NOT EAT DESICCANT. Kez cONTNER neHIY
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