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Office of Nutritional Products Labeling VAR -8 2004 ¥
and Dietary Supplements (HFS-810) S T

Center for Food Safety and Applied Nutrition o :

U.S. Food and Drug Administration [

5100 Paint Branch Pkwy

College Park, MD 20740

Re: Notification for Statement on Dietary Supplement Labels

Dear Sir/Madam:

This notification is being submitted on behalf of EuroPharma, Inc., Green Bay, Wisconsin, a distributor
of dietary supplement products.

Pursuant to the requirements of Section 6 of the Dietary Supplement Health and Education Act of 1994,
21 U.S.C. § 343(r)(6), and in accordance with the authorized provisions of 21 CFR § 101.93(a), your Agency is
hereby notified that EuroPharma, Inc. has made statements of "nutritional support", as described in 21 U.S.C. §
343(r)(6)(A), for its dietary supplement(s) as follows:

PRODUCT NAME STATEMENTS
Body Confident Skin Protection Against Oxidative Damage.™
Skin Cell Defense™

Your skin is at the mercy of external forces such as the sun, smoking, and the myriad
of chemicals and pollutants you're exposed to every day. But it's never too late to
protect skin cells against free radical damage with Body Confident Skin Cell
Defense™.*

This revolutionary skin-protecting formula features GEISODIn®), the first orally
absorbed, vegetarian form of superoxide dismutase (SOD) created by a patented
process. Research suggests SOD is the most important enzyme for neutralizing
destructive free radicals.*

Begin defending and renewing your skin today with Body Confident Skin Cell
Defense.*

Everyone’s needs and lifestyle are unique. The Body Confident™ line allows you to
customize a regimen that's right for you. Triumph over the forces of aging with Body
Confident™.*

) 2 L5/
975 0162 LET /S

EuroPharma, Inc. @ P.O. Box 22547 o Green Bay, WI 54305-2547 e 355 Chalienger Dr. e Green Bay, WI 54311
Phone: 3920-406-6500 ¢ Fax: 920-406-8170
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As required, enclosed are two photocopies of this notification.

The undersigned certifies on behalf of EuroPharma, Inc. that the information presented and contained in
this correspondence is complete and accurate.

Sincerely yours,
EuroP

By: Terrence Lemerond
Its: President
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Office of Nutritional Products Labeling

and Dietary Supplements (HFS-810)
Center for Food Safety and Applied Nutrition
U.S. Food and Drug Administration
5100 Paint Branch Pkwy
College Park, MD 20740

Re:  Notification for Statement on Dietary Supplement Labels

Dear Sir/Madam:

This notification is being submitted on behalf of EuroPharma, Inc., Green Bay, Wisconsin, a distributor
of dietary supplement products.

Pursuant to the requirements of Section 6 of the Dietary Supplement Health and Education Act of 1994,
21 U.S.C. § 343(r)(6), and in accordance with the authorized provisions of 21 CFR § 101.93(a), your Agency is
hereby notified that EuroPharma, Inc. has made statements of "nutritional support", as described in 21 U.S.C. §
343(r)(6)(A), for its dietary supplement(s) as follows:

PRODUCT NAME STATEMENTS

Body Confident Thlspmdm:tmgets anyone who is regularly exposed to the sun, smoke,
Skin Cell Defense™ environmental and workplace pollutants, and chemicals. Skin Cell Defense™ defends

and renews skim at the cellular level *

As required, enclosed are two photocopies of this notification.

The undersigned certifies on behalf of EuroPharma, Inc. that the information presented and contained in
this correspondence is complete and accurate.

Sincerely yours,
EuroPharma, Inc.

~*errence Lemerond
Its: President

FuroPharma, Inc. @ P.0. Box 22547 o Green Bay, WI 54305-2547 » 955 Challenger Dr. © Green Bay, Wi 54311
Phone: 920-406-6500 = Fax: 920-406-8170
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Office of Nutritional Products Labeling

and Dietary Supplements (HFS-810)
Center for Food Safety and Applied Nutrition
U.S. Food and Drug Administration
5100 Paint Branch Pkwy
College Park, MD 20740

Re: Notification for Statement on Dietary Supplement Labels

Dear Sir/Madam:

This notification is being submitted on behalf of EuroPharma, Inc., Green Bay, Wisconsin, a distributor
of dietary supplement products.

Pursuant to the requirements of Section 6 of the Dietary Supplement Health and Education Act of 1994,
21 U.S.C. § 343(r)(6), and in accordance with the authorized provisions of 21 CFR § 101.93(a), your Agency is
hereby notified that EuroPharma, Inc. has made statements of "nutritional support", as described in 21 U.S.C. §
343(r)(6)(A), for its dietary supplement(s) as follows:

Body Confident Skin is at the mercy of external forces such as the sun, smog, cigareite smoke, low '

Skin Cell Defense™ humidity, and a myriad of chemicals and pollutants every day. Fortunately, it's never
too late to protect skin cells against free radical damage with Body Confident Skin Cell
Defense™.*

This revolutionary skin-protecting formula features GliSODiIn®, the first orally
absorbed, vegetarian form of superoxide dismutase (SOD) created by a patented
process. In contrast, as little as 0.0005% of typical SOD products taken orally reach the
intestines, and that small amount is in an unabsorbable form.*

SOD is the most important enzyme for destroying free radicals that threaten skin cells.
This includes free radicals produced by sun exposure, which affect skin even more
than the body’s natural aging process. Research shows a one-time UV exposure
decreased SOD levels for up to 72 hours. However, SOD supplementation can boost
SOD levels and maintain SOD production despite UV exposure.*

Skin Cell Defense™ features the Ultra Defense Blend™ containing GHSODin® and
grape seed procyanidins, shown to scavenge even the most reactive free radical
species. In addition, whole tomato extract provides 2.5 mg of lycopene, a carotenoid
that exhibits strong antioxidant activity. Lycopene is destroyed when skin is exposed
to UV light, supporting the importance of supplementation. In addition, our whole
tomato extract is produced under a patented process that makes it highly
bioavailable.*

EuroPharma, Inc. ¢ P.0. Box 22547 o Green Bay, W! 54305-2547 = 955 Challenger Dr. e Green Bay, Wl 54311
Phone: 920-406-6500  Fax: 920-406-81740
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PRODUCT NAME

STATEMENTS

Body Confident
Skin Cell Defense™

Stadies have shown that exposure to UV light reduces the level of vitamin E in the
shn.SlmlCdlDefmsemamiamsmmmEmammMMmphemlfcmMmtvﬂamm

vitamin E provides broader skin protection.®

Protects skin cells against oxidative damage caused by environmental and lifestyle
factors, especially the sun, but also including secondhand smoke, low humidity/dry
climate, and pollution.*

Contains GliSODiIn®, the first orally absorbed, vegetarian form of superoxide
dismutase (SOD) created by a patented process.*

Features the Ultra-Defense Blend™ of GliSODIn®, whole tomato extract, and grape
seed procyanidins to provide synergistic antioxidant benefits.*

As required, enclosed are two photocopies of this notification.

The undersigned certifies on behalf of EuroPharma, Inc. that the information presented and contained in
this correspondence is complete and accurate.

Sincerely yours,
EuroPharma, Inc.

By: Tetrence Lemerond
Its: President
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Office of Nutritional Products Labeling

and Dietary Supplements (HFS-810)
Center for Food Safety and Applied Nutrition
U.S. Food and Drug Administration
5100 Paint Branch Pkwy
College Park, MD 20740

Re: Notification for Statement on Dietary Supplement Labels
Dear Sir/Madam:

This notification is being submitted on behalf of EuroPharma, Inc., Green Bay, Wisconsin, a distributor
of dietary supplement products. ‘

Pursuant to the requirements of Section 6 of the Dietary Supplement Health and Education Act of 1994,
21 U.S.C. § 343(r)(6), and in accordance with the authorized provisions of 21 CFR § 101.93(a), your Agency is
hereby notified that EuroPharma, Inc. has made statements of "nutritional support”, as described in 21 U.S.C. §
343(r)(6)(A), for its dietary supplement(s) as follows:

PRODUCT NAME STATEMENTS
Body Confident Skin Protection Against Oxidative Damage.*
F aT™ Your skin is at the mercy of external forces such as the sun, smoking, and the myriad

of chemicals and pollutants you're exposed to every day. Body Confident Skin Cell
Defense™ features a revolutionary skin-protecting formula containing GHSODin®, the
first orally effective, vegetarian form of superoxide dismutase (SOD) created by a
patented process. Research suggests SOD is the most important enzyme for
neutralizing destructive free radicals.*

As required, enclosed are two photocopies of this notification.

The undersigned certifies on behalf of EuroPharma, Inc. that the information presented and contained in
this correspondence is complete and accurate.

Sincerely yours,
EuroPharma, Inc.

y: Teirerfe Lemeroad
Its: President

EuroPharma, Inc. © P.O. Box 22547 » Green Bay, Wl 54305-2547 e 955 Challenger Dr. ¢ Green Bay, WI 54311
Phone: 920-406-6500 « Fax: 920-406-8170
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Office of Nutritional Products Labeling

and Dietary Supplements (HFS-810)
Center for Food Safety and Applied Nutrition
U.S. Food and Drug Administration
5100 Paint Branch Pkwy
College Park, MD 20740

Re:  Notification for Statement on Dietary S,uppylement Labels

Dear Sir/Madam:

This notification is being submitted on behalf of EuroPharma, Inc., Green Bay, Wisconsin, a distributor
of dietary supplement products.

Pursuant to the requirements of Section 6 of the Dietary Supplement Health and Education Act of 1994,
21 U.S.C. § 343(r)(6), and in accordance with the authorized provisions of 21 CFR § 101.93(a), your Agency is
hereby notified that EuroPharma, Inc. has made statements of "nutritional support", as described in 21 U.8.C. §
343(r)(6)(A), for its dietary supplement(s) as follows:

__PRODUCT NAME ' STA
Body Confident - Your skin is at the mercy of external forces such as the sum, smoking, and the myriad

Skin Cell Defense of chemicals and pollutants you're exposed to every day. But its never too late to
F _— protect your skin cills against free radical damage with Body Confident Skin Cell
ormula Defense™.*

This revolutionary skin-protecting formula features GliSODIn®, the first orally
effective, vegetarian form of superoxide dismutase (SOD) created by a patented
process. Research suggests SOD is the most important enzyme for neutralizing
destructive free radicals.*

Begin defending and renewing your skin today with Body Confident Skin Cell
Defense™. *

Triumph over the forces of aging with Body Confident™.*

EuroPharma, Inc. © P.O. Box 22547 + Green Bay, W! 54305-2547 e 855 Chalienger Dr. ¢ Green Bay, Wi 54311
Phone: 920-406-6500 ¢ Fax: 920-406-8170



As required, enclosed are two photocopies of this notification.

The undersigned certifies on behalf of EuroPharma, Inc. that the information presented and contained in
this correspondence is complete and accurate.

Sincerely yours,
EuroPharma, Inc.

By: Terrence Lemerond
Its: President



