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September 24, 2002 QRN

Office of Special Nutritionals (HFS-450)
Center for Food Safety and Applied Nutrition
U.S. Food and Drug Administration
5100 Paint Branch Parkway

--College Park, MD-20740-3835

RE:  Label Claims/Disclaimers

Dear Sir/Madam:

This letter is to notify you that PhytoPharmica at 825 Challenger Drive, Green Bay, Wisconsin 54311 is a
distributor and has included statements provided for by section 403(r)(6) of the Food, Drug, and Cosmetic
Act on the labels of the following product.

Phyto-

Pharmica Nutrients™ for | Vitamin D, Vitamin E, Nutrients™ for 50-Plus

(a Division 50-Plus Men Vitamin K, Thiamin, Men features a fuli

of Integrative Riboflavin, Niacin, Vitamin range of vitamins, herbs

Therapeutics -| B6, Folic Acid, Vitamin B12, | and minerals important

Inc.) Biotin, Pantothenic Acid, for the daily energy and
Calcium, lodine, nutritional needs of
Magnesium, Zinc, mature men,* including:
Selenium, Copper, Lutein (1.5 mg) and
Manganese, Chromium, zeaxanthin (60 mcg) for
Molybdenum, Sodium, eye health.*

Potassium, Choline
Bitartrate, Saw Palmetto
Berry Extract, Cherry Fruit
Extract, Black Tea Leaf
Extract, Ginger Rhizome
Extract, Green Tea Leaf
Extract, Inositol, Betaine
HCI, Grape Seed Extract,
Korean Ginseng Root
Extract, Bromelain, Papain,
Bilberry Fruit Extract,
Pepsin, Lipase, Boron,
Lycopene, Lutein,
Vanadium, Zeaxanthin
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975 0162  LET 11059 S

TOIL FREE 800-553-2370
Fax 920-469-4418
FAX TOLL FREE 888-311-5657
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I certify that the information contained in this notice is complete and accurate and that PhytoPharmica has
substantiation that the statements are truthful and not misleading.

A . aa A .
" Robert C. Doster
Title: Senior Vice President of Scientific Affairs =~

Date: q/ a ‘//O } —

If you have any questions, please contact Robert Doster, Senior Vice President of Sc;ientiﬁc Affairs, at
(920) 406-3608.

L P fpnp

Michael P. Devereux
Chief Financial Officer
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"Office of Special Nutritionals (HFSKJ

Center for Food Safety and Applied Nutrition

U.S. Food and Drug Administration

et Denienle Dawlrcerasy
5100 Paint Branclh) Paikway

September 26, 2002

__College Park, MD 20740-3835__ .

RE:

Dear Sir/Madam:

This letter is to notify you that PhytoPharmica at 825 Challenger Drive, Green Bay, Wisconsin 54311 is a
distributor and has included statements provided for by section 403(r)(6) of the Food Drug, and Cosmetic

Label Claims/Disclaimers

Act on the labels of the following product.

“Phyto-

Pharmica Nutrients™ for | Vitamin D, Vitamin E Nutrients™ for 50-Plus
(a Division 50-Plus Men Vitamin K, Thiamin, Men features a full

| of Integrative Riboflavin, Niacin, Vitamin | range of vitamins, herbs
Therapeutics B6, Folic Acid, Vitamin B12, | and minerals important
Inc.) Biotin, Pantothenic Acid, for the daily energy and

Calcium, lodine,
Magnesium, Zinc,
Selenium, Copper,
Manganese, Chromium,
Molybdenum, Sodium,
Potassium, Choline
Bitartrate, Saw Palmetto
Berry Extract, Cherry Fruit
Extract, Black Tea Leaf
Extract, Ginger Rhizome
Extract, Green Tea Leaf
Extract, Inositol, Betaine
HCI, Grape Seed Extract,
Korean Ginseng Root

Extract, Bromelain, Papain,

Bilberry Fruit Extract,
Pepsin, Lipase, Boron,
Lycopene, Lutein,

L% o ik G i i
Iron-Free Clinical

nutritional needs of
mature men,* including:
Saw palmetto (80 mg),
selenium (200 mcg),
and lycopéne (2 mg) for
added prostate
support.*
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Vanadium, Zeaxanthin
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I certify that the information contained in this notice is complete and accurate and that PhytoPharmica has
substantiation that the statements are truthf.ll and not mxsleadmg

o PLA0AA

Robert C. Doster o
Title: Senior Vice President of Scientific Affairs

Date: Q/&(g /02— ‘

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at
(920) 406-3608.

Wp&wjﬂ

Michael P. Devereux
Chief Financial Officer

CN for 50-Plus Men 6p
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September 25, 2002

Office of Special Nutritionals (HFS-450)
Center for Food Safety and Applied Nutrition

U.S. Food and Drug Administration

5100 Paint Branch Parkway
__College Park, MD 20740-3833

RE:

Dear Sir/Madam:

Labe] Claims/Disclaimers
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This letter is to notify you that PhytoPharmica at 825 Challenger Drive, Green Bay, ‘Wisconsin 54311 isa
distributor and has included statements provided for by section 403(r)(6) of the Food, Drug, and Cosmetic
Act on the labels of the following product.

Pharmica

(a Division
of Integrative
Therapeutics
Inc.)

Nutrients™ for
50-Plus Men

Vs anﬁih‘ A, Viiarrii C,

Vitamin D, Vitamin E,
Vitamin K, Thiamin,
Riboflavin, Niacin, Vitamin

B8, Folic Acid, Vitamin B12,

Biotin, Pantothenic Acid,
Calcium, lodine,
Magnesium, Zinc,
Selenium, Copper,
Manganese, Chromium,
Molybdenum, Sodium,
Potassium, Choline
Bitartrate, Saw Palmetto
Berry Extract, Cherry Fruit
Extract, Black Tea Leaf
Extract, Ginger Rhizome
Extract, Green Tea Leaf
Extract, Inositol, Betaine
HCI, Grape Seed Extract,
Korean Ginseng Root

Extract, Bromelain, Papain,

Bilberry Fruit Extract,
Pepsin, Lipase, Boron,
Lycopene, Lutein,
Vanadium, Zeaxanthin

range of vitamins, herbs
and minerals important
for the daily energy and

mature men,

with antioxidant

development.*

Irori-Free Clinical
Nutrients™ for 50-Plus
Men features a full

nutritional needs of

* including:
Fruit- and tea-based
ingredients (130 mg)

properties that support
healthy cell

CN for 50-Plus Men 5p
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I certify that the information contained in this notice is complete and accurate and that PhytoPharmica has
substantiation that the statements are truthful @pqdng'gnmiél‘gé}dir}gﬁ o ‘ ‘
AT
Robert C. Doster
“Title: ~Senior Vice President of Scientific Affairs

L

By:

Q.

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at
(920) 406-3608.

Sincerely,

JELt P -Jpop

Michael P. Devereux
Chief Financial Officer

CN for 50-Plus Men 5p
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September 27, 2002

Office of Special Nutritionals (HFS-450)
Center for Food Safety and Applied
U.S. Food and Drug Administration

5100 Paint Branch Parkway
College Park, MD 20740-3835

RE:

Dear Sir/Madam:

Label Claims/Disclaimers

Nttt

INuUtriion

This letter is to notify you that PhytoPharmica at 825 Challenger Drive, Green Bay, Wisconsin 54311 1isa
distributor and has included statements provided for by section 403(r)(6) of the Food, Drug, and Cosmetic
Act on the labels of the following product.

JC DIETARY INGREDIENTS" |
Sl NAME & 5
Phyto- Clinical Vitamin A, Vitamin C, ,
Pharmica Nutrients™ for | Vitamin D, Vitamin E, Nutrients™ for 50-Plus
(a Division | 50-Plus Men Vitamin K, Thiamin, Men features a full
of Integrative Riboflavin, Niacin, Vitamin range of vitamins, herbs
Therapeutics B6, Folic Acid, Vitamin B12, | and minerals important
Inc.) Biotin, Pantothenic Acid, for the daily energy and
Calcium, lodine, nutritional needs of
Magnesium, Zinc, mature men,* including:
Selenium, Copper, Choline (275 mg), which
Manganese, Chromium, is important for
Molybdenum, Sodium, endurance and energy;
Potassium, Choline as well as brain, heart,
Bitartrate, Saw Paimetto and liver health.*
Berry Extract, Cherry Fruit
Extract, Black Tea Leaf
Extract, Ginger Rhizome
Extract, Green Tea Leaf
Extract, Inositol, Betaine
HCI, Grape Seed Extract,
Korean Ginseng Root
Extract, Bromelain, Papain,
Bilberry Fruit Extract,
Pepsin, Lipase, Boron,
Lycopene, Lutein,
Vanadium, Zeaxanthin
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I certify that the information contained in this notice is complete and accurate and that PhytoPharmica has
substantiation that the statements are truthful and not misleading.

N Ldedd

Robert C. Doster
- Title: ~Senior Vice President of Scientific Affairs

Date: 7 /&7 /O}

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at
(920) 406-3608.

Sincerely,

Jdd P -

Michael P. Devereux
Chief Financial Officer

CN for 50-Plus Men 7p



