
March 25,2003 

Food and Drug Adrninistation *ffice of Special N;l;~ti~na~~~~~~-~~~~~‘ ,‘I, is* 
3,” . <S,“.., _I._ Center for Food Safety and Applied’Nurrition 

200CStreet,SW ’ * ’ .- 
Washington, DC 20204 

Dear Sirs: 

Notice is hereby given pursuant to Section 4@(r)(6)‘(21 U.S.C::$‘~43(r)(6))‘of the !~ i 
Federal Food, Drug and Cosmetic Act that’Rexall.-~~ndo’~n Inc ‘(?&ndown$ ” -’ ’ ‘- ’ I ,‘ A~ ~ *E, r”,;:i:s~,~~,:~~,~~r”~~~~~~~“~~~~ a>,$*&&*,i* ?, / ., & * -,.“. ,, located at 6 111 Broken Sound Parkway, N. W., Boca Raton, Florida 3348~~~ ps 
marketed a dietary supPlement~under the Sundown* brandnainebea%ng the foiiowing +’ 

,_ i . , 

statements(s) on the label an6;‘or:~~~the’i~~~~~~~~ -’ “‘-‘- : :_ ,, :“, .?,&.” J.. -0 *..*ks, 
._ 8 p. L 

helps maintain strong bones and teeth by enhancing absorption of C’alfcium and’ 
Phosphorus. Thiamin metabolizes’sugar and starch to provide energy. Riboflavin is 
important for metabolism and energy production. fS;iacin’̂ helps maintain a healthy 
nervous system, Vitamin C is essentiai for, he+hy ‘immune function, Vitamin ‘B-6 is -, -.;* I :/:., ,: 1 essential for metabolism of protein’and proper hormone function. ‘Fol’ic’ Acrd helps 
maintain a healthy circulatory system. Vitamin B-12~aidsnormal.~~vkloprn~iit ‘and 
regeneration of red blood cells. ” :; 1 ,’ _, ) !_. 

I,_,. 
,. > : ,i,: : 

The undersigned certifies that the information containedq in this notice is complete and 
accurate and that Sundown has substantiation that the statement is truthful and not 
misleading. Pursuant to 3 rOl$3 ‘(aj(li, twocopies& this notification a& enciosed1 

.’ _ ” ._; I _. ,. ; ” , i 1 , 

CordialIy, / 

a ’ ,: / 
Deborah Shur Trinker, Esq. Senior Vice president ‘/ : . ‘ 3 ” ^ ” ” ; ; :-. .; 1‘ “_ .^’ ” *._/_,” .,,, ; ,; 
Regulatory Affairs 
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