Bruce A. Schwemmer
Bruce EaviroExcel Group, Inc.
94 Buttermilk Bridge Road
Washington, NJ 07882
Phone/Fax: (908) 689 9215

May 30, 1996
¥ 4

Office of Special Nutritionals, HFS-450 :
Center for Food Safety and Applied Nutrition

Food and Drug Administration

200 C Street, SW

Washington, DC 20204

Dear Sir or Madam: .
Subject: Notification of Dietary Supplement Claims

In accordance with the DSHEA of 1994, and on behalf of Sanimpex, W. Weber, CH-4102,
Switzerland, I herewith notify the FDA of the supplement claims for six herbal products which
Sanimpex intends to market in the U.S. The product trade names and the respective claims:
Bioseve 10/Stress: Dietary supplement to nutritionally ease normal anxiety processes,
sleep patterns and stress. .
Bioseve 15/Weariness: Dietary supplement to nutritionally support normal energy
production processes. .
Bioseve 17/Articular Problems: Dietary supplement to nutritionally support normal joint
and muscle function. -
Bioseve 18/Circulation: Dietary supplement to nutritionally support normal blood and
vessel function.
Bioseve 20/Digestion: Dietary supplement to nutritionaily support normal digestive
processes.
Bioseve 29/Infection: Dietary supplement to nutritionally support a sense of well-being in
people with head and chest infections.
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I have also enclosed an actual size box and bottle label for Bioseve 10/Stress and request your
comments on the language and format. Sanimpex has followed the requirements detailed in the
DSHEA and the format described in your proposed labeling rule of December 28, 1995. Thank

you for your assistance.

Sincerely yours,
Bruce EnviroExcel Group, Inc. -
.@-—v.— a . f Ao mpan - ‘.
Bruce A. Schwemmer
President
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enclosure - label for Bioseve 10/Stress ' .

cc: AT/RCC w/p enc.
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Bioseve 10 is a dietary
supplement to nutritionally
ease normal anxiety
processes,sleep patterns
and stress.

Box Labeling S,c};riginal size)

SUPPLEMENT FACTS

8erying size to the marking of 1 measu-
1ing spoon / Servings per contalner 66

Amount per measusing spoon

This statement has not been
svaluated by the Food and Drug
Adminlstration. This product Is
not intended to diagnose, treat,
cure of prevent any disease,

Essontial ol of orangs, bitter peel

{from Citrus aurantium L.) {peel) Gmg*
Essenthl ol of mandasin (kom

Clsus- reticulata L) (peel) 6mg*
Essenthal ol of lavender (kom
Lavendula hybrida L, (bloom)  13mg’
Brehrootjules (kom

BeltulasspL) (root) T3my*
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Bioseve 10 Is a dietary
supplement to nutritionally
ease normal anxiety
processes,sieep patterns
and stress.

This statament hss not been
svaluated by the Food and Drug
Administration, This product is
not intended to diagnose, treat,
cure or prevent any disease,

All natural in{;rodients

Made in Swilzerland by
Sanimpex

W. Weber

CH~4102 Binningen

¢ Dally valus not establishad

Other Ingredients apple julcs, sandthorn
‘ulco. G 40 hydrogenated castor oll,
seithin, apricot kemel oll PEG 6 ssters,
vitamin C, vitamin €,
Recommandalions: As an addition to the
daﬂ{ dist, take ons measuring spooniull in
a little water three times dailly before
mealtimes, Inhals belore drinking, After
opening store in the relrigerator,

Y

All natural ingredients

Made in Swilzerland by
Sanimpex

W. Weber

CH-4102 Binningen

BIOSEVE 10 /STRE



-Label (original size)

$ U PPLEMENT F ACT S
Serving size 1o s marking of 1 Metsuring 5D0OR / Sarvings per contuiner 65

Amount fer metsuiing spoon
Essenital ol of ortage, biter peel (lrom Chrys wrntum LY {pes)  Omg®

Essentisl off of mandtrin (from Cerus teticutsta L) (peel) 6mg®
Essantal of of avender (trom Lavenduit Rybeida L) (Dloom}) 3mg*
8xch 50t uice (Trom Betule $3O.L.) (rool) T3y
~ Cully vakse aot estabshed

-

Otner ingraatents ap0la juice, stndthom juics, PEG 40 hydrogeaalsd castor
OK, lectnin, a00icol Kemal OF PEG 6 sstess, viami €, viamin
Recommandations: As 4 sddiSon 10 thedaty dist, ks cne meesurng soooatil
In 3 Bitle waler thres tmes Gally Defore meakimes. inhals befora drinking. After
opening siore i the seirigarator.

BIOSEVE10/ STRESS
Blosdve {10 is adiatary *
supplement to nutritionally eass
normal arcdety processes,
sleep patterns and siress,
This statamant bas not besa svalsatad
by the Fosd snd Drug Adminkstraton.

This product is not intended v dlagnose,
treat, care of preveat aay dissase.

All satxcal lagredients




