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April 2,2003 

Office of Special Nutritionals @IFS-450) 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
200 c St. SW 
Washington, DC 20204 

Dear Sir or Madam: 

Pursuant to Section 403(r)(6) of the Federal Food, Drug and Cosmetic Act and Section 101.93 of 
FDA’ s regulations, we hereby notify you that we are using the following statement(s): 

(1) Narne and address of manufacturer: 
Pharmavite LLC, PO Box 9606, Mission Hills, CA 91346 

(2) Text of the statement(s): 
Eye Essentials and/or Eye Defense 

EYE ESSENTIALS formula is uniquely formulated with Lutein, Zeaxanthin and 
other essential antioxidants to support the eyes in age-related vision conditions. 
Lutein and Zeaxanthin are carotenoids that occur naturally in the eye to help 
protect it from UV light damage. These materials accumulate in the eye as a 
result of dietary intake. A diet deficient in fruits and vegetables allows the content 
of Lutein and Zeaxanthin to diminish over time. EYE ESSENTIALS provides the 
eye with the nutrition it may be lacking. The perfect, natural 5: 1 ratio of Lutein to 
Zeaxanthin can increase the levels of these carotenoids and help maintain a 
healthy macula, where they are stored. This comprehensive formula also includes 
Beta Carotene, Vitamins C and E, with Zinc and Copper to provide the most 
beneficial and complete protection for strong and healthy eyes. 

Lutein and Zeaxanthin are stored in the macular region of the eye and help prevent 
damage from W  rays. Healthy levels of these carotenoids are necessary to 
support age-related vision health that may result from a diet lacking fruits and 
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vege tab les , th e  body’s n a tura l  source . E Y E  E S S E N T IA L S  pe r fec t b l end  o f 
L u te in , Zeaxan th in  a n d  o the r  key  n u tr ients p rov ides  th e  comb ina tio n  n a tu re  
in tended  to  fig h t aga ins t th e  e ffec ts o f ag ing  o n  eye  hea l th . N a tu re  M a d e ’s strict 
s tandards  fo r  qual i ty,  pur i ty a n d  p o tency  ensu re  you  a re  p rov id ing  th e  bes t 
s u p p l e m e n ta tio n  fo r  your  eyes . 

(3)  N a m e  o f th e  d ie tary  ing red ien t(s) if u o t p rov ided  in  th e  tex t o f th e  statement:  
V ita m in A  (as  B e ta  Ca ro tene )  
V ita m in C  (Ascorb ic  A cid)  
V ita m in E  (d l  A lpha  Tocophery l  A ce ta te )  
Z inc (from  Zinc O xide)  
C o p p e r  (from  C o p p e r  O x ide)  
L u te in  
Zeaxan th in  

(4 )  N a m e  o f th e  d ie tary  s u p p l e m e n t: 
E ye  E ssen tia ls  a n d /o r  E ye  D e fense  a n d  o the r  p roduc ts con ta in ing  th e  a b o v e  
ing red ien ts 

T h e  a b o v e  statement(s)  m a y  b e  used  in  o n e  o r  m o r e  o f th e  fo l low ing  b rands  o f p roduc ts: B .J.‘s 
W h o lesale,  K i rk land S igna tu re , J o g m a te , N a tu re  M a d e , N a tu re  ’ s Resource , N u tri -  P lus, 
O p tim ize, Sp r i ng  V a lley, Ta rge t, W a lg reens . 

W e  certify th e  inform a tio n  in  th is  n o tice is comp le te  a n d  accura te , a n d  w e  have  subs ta n tia tio n  
th a t th e  a b o v e  statement(s)  is truthful a n d  n o t m is leading.  

S incerely,  
n . 

Director,  Regu la tory  a n d  C o n s u m e r  A ffa i rs  


