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CITRUDEXTM

Pursuant to section 21CFR101.93 of the Federal Food, Drug, and Cosmetic Act,
Biocodex, Inc., located at 1910 Fair-view Avenue East, Suite 208, Seattle, WA 98102,
hereby notifies the Food and Drug Administration that it has marketed the new dietary
supplement, CITRUDEY”, on December 15, 2000. CITRUDEXTM  is an encapsulated
powder of citrulline.

I.

II.

Dietary Supplements containing citwlline.

Biocodex, Inc. will market CITRUDEXTM for use in dietary supplements at a level
of 2 400 mg/day. The labeling of CITRUDEXTM  states that CITRUDEXTM
facilitates the removal of ammonia which is associated with the feeling of fatigue.
It promotes better recovery from muscular fatigue.

Evidence of Safety

CITRUDEXTM,  when used under the conditions recommended in the indicated
labeling, is reasonably expected to be safe. The active ingredient, citrulline, has
been used in several countries for over 20 years at this dose level with an
excellent tolerance profile (1)(2).

Manufacturer

CITRUDEXrM is manufactured and packaged by Laboratoires Biocodex, 1
Avenue Blaise Pascal, BP 10753, 60007 Beauvais*,: Cedex, FRANCE.
CITRUDEXYrM  is imported and distributed by Biocodex, Inc., 1910 Fairview
Avenue East, Suite 208, Seattle, WA 98102.

Health Claim

The label on CITRUDEXTM  states that it “helps removal of ammonia” and it
“promotes faster recovery from muscular fatigue”. No claims to diagnosis, treat,
cure or prevent any disease is,made.
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1 ’ COMMANDREF.
Analysis of the activity of STIMOL. Double blind trial in fatigue states.
La Vie MCdicale  178 ; 12(3)  : 1084-1085.

2 CREFF A.F.
Double blind placebo-controlled trial of STIMOL in the treatment of fatigue states.
Gazette MBdicale  de France 1982 ; 89 (16) : 1926-1929.
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V. Active Ingredient

Theactive ingredient of CITRUDEXM is citrulline. No other dietary ingredient is
contained in the supplement.
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VI. Responsible Party

Pursuant to section 21CFR101.93(~)  of the Federal Food, Drug, and Cosmetic
Act, I, the undersigned, certify that the information contained in the notice is
complete and accurate, and that Biocodex, Inc. has substantiation that the above

statements are truthful and not misleading.

Francois  Hublot
President

Enclosures: Panels from the CITRUDEXM product container.



i ’, “6s..

‘.ian!l ay) u! al3h aam at.+1 Bu!geJajam
kq e!uouiwe  40 lenowal  ayl sa~e~y324 xapnli!3

ye&pue poolq u! uoqewuime  ue p!ofie 0) ai3.m
NOISXJ e d!.l&M  paufejweur  aq p[nOqS  elLlOlJJLue 40

slanaj aLf~%iF3!ge4 40 liuyaa4 ayl pue e/uowue 40
uogwpmd a~+~‘~$!~.pag!~os;;e s!  &n!+~e ~ep-mn~

E!U~W~~E!  40 leA0l~a.1  SdlaH  <



.


