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PRODUCTS : ' August 3, 2005

Ortho Molecular Products Inc.
3017 Business Park Drive

PO. Box 1060

Stevens Point, W} 54481
715.342.9881 Phone
800.332.2351

715.342.9866 Fax
orthomolecularproducts.com

0125 5
Office of Special Nuiritional (HFS-450)
Center for Food Safety and Applied Nutrition
U.S. Food and Drug Administration
5100 Paint Branch Parkway
College Park, MD 20740-3835

Dear Sir/Madam:

This letter will serve as notification, pursuant to sgction%@&(ﬁ)(é) of the Federal Food, Drug, and
Cosmetic Act and 21 CFR 101.93, that Ortho Molecutar Products, Inc. is using the following claim on its
label (see attached labels.on page 2). :

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

Statement Text: Immﬁne\ﬂea}th,;Wejmen’s Health

Dietary Ingrédients: Uva Ursi Leaf Extract (Standardized to contain :20%‘ Arbutin), Berberine Sulfate,
Bromelain (2,400 GDU/g), Marshmallow Root, Buchu Leaf Extract 4:1, Bladderwrack Leaf, Natural
vegetable capsules, Ascorbyl Palmitate, Magnesium Stearate, Microcrystalline Cellulose, Silicon
Dioxide. ‘

Dietary Supplement Name: Cystistatin
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, - L

o

Melissa Slager ‘

Document Control / Training Manager
Orthe Molecular Products. ’
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Ortho Molecular Products Inc. Attachment of C,ystistatin Labels
3017 Business Park Drive
RO. Box 1060

Stevens Point, Wi 54481 Sugyetedise, A 8 ey _Wmm D capsules hres e i dey a5

nded health nare professidnal Formulatad to be free of allergens:
715.342.9881 Phone ;;Mveﬁom Gm:’fegg. dalry, peantts, sy, yeast, antigial colcts and favors,
800.332.2351 T procctcantairs he folowing potanted allrgeos. Prssprle Sramelan. Co
U rot consue tis praduct I you &se regnant o pursing. Conmmxr ml:nm
for further As with all dletary some T
715.342.9866 Fax tolerats or may be altergys to the ngredients used. Piease read fy Ingrediant
orthomolecularproducts.com panel carefuly o t Ingeston, Cease tang s proxuct and comsid yoot

physiclan If you have negative feactons uion Ingestion. Kesp QONWARE Tty
0560, STORE AT ROGH TENPRRATIRE KEEP 0T 07 REAGH OF CHEOREN, Tis product wes
sealod for your potection £o no us i oler logosd néck seafo irer geal e
nissing or damaged, 1These statemants fave Dot been aveluatad by the Food . )
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Serving Size 1 Capsule .

Uva UrsiLeaf Extract 325 mg

> | (Standardized 1o contain 20%

Servings Per Container: 30
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Suggested Use: As a dietary supplement, 1-2 capsules threa fimes per day
oF as regommended by your health care professional. Farmulated tobe free
of allergens derved from: Gluten, eqg, dalry, peanuts, soy, yeast, artficial
colors and Havors, This product conains the following potential alergens:
Pineapple/Bromelain. Do not consume this product i you are pregnant or A
nursing. Consult your physician for further information. As with all distary .
suppemens, sume el may no kel o may b lerglo o e Because Efficacy Matters
ingredients used. Please read the ingredient panel carefully prior 1o inges- ‘

tion. Cease taking this product anc consult your physician f you have nega-

v reactions upon ingestion. Kesp covtaneR vty L0320, STORE AT ROOM
TEMPERATURE. KEEP 0L OF REACH 0% CHLbREN, This product was sealed for your
protection. Do ok use i auter 1og0ed neck seal or inner seal are missing or
damaged. {These statements have riot been evaluated by the Food:and * )
Drug Administration. This product Is notinlended to diagnoss, reatjcure, -
of prevent any alsease 1abet !DL OMPtDG-BSmBO B >

" | Bladderwrack Leaf 40 my

Supplement Facts
' Serving Size 1 Capsule
.| Servinys Per Container: 60

A Amount Per % Daily
1 capsule containg  Senving  Value
o o B = 7 St ]
Uva Ursileat Extract 325 mg ¢
(Standardized to contain 20% Arbutin
. ting Sulfate 100 mg
Bromeldin (2,400 GDUgy 50 mg

‘Warshmallow Foot E0 v
oAl Bt &1 40 g

*% Daily Value not established
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