
Office of Special Nutrition$s (HFS-450) 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
200 c St. SW 
Washington, DC 20204 

Pharmavite Reference: 106tP30 Al3 

Dear Sir or Madam: 

Pursuant to Section 403(r)(6) of the Federal Food, Drug and Cosmetic Act, and Section 101.93 of 
FDA 1 s regulations, we hereby notify you that we are using the following statement(s): 

(1) Name and address of manufacturer: 
Pharmavite LLC, PO Box 9606, Mission $!Lihs, CA 91346 

(2) Text of the statement (s): 
For Cardiovascuhu Health 
Lnflammation DefenseTM also contains powerful ~t~~x~d~ts Vitamin D and 
Grape Seed Fxtra&, to help support your body’s immuue system by reducing 
oxidative stress., Oxidative stress fkom free radicals and othqr environmental 
factorssuch as pollution causes.the,body to respondby increasing inflammation. 
Antioxidants reduce the ox&ative response to allow the body to maintain a 
normal level .of inflammatiory balance, 

Selenium, ti essential trace mineral, activates the body% natural antioxidant 
system to naturally f&t oxidative stress and increased inflammation. 

Vitamin D - Emerging science now shows the c&Gal role Vitamin D plays in 
immune heahh and normal inflammatory response. 

According to, emerging s&ice, chronic, excessive levels of arterial infIlammation 
may be at the center “of ,chahenges to cardiovascuhtr health. Inflammation Defense 
which helps the body maintain a normal inflammatory balance. This combination 
product features ingredients that may provide a synergistic solution for 
consumers. 
This powerful new product -offers a safe, natural approach TV heart and artery ,/ 

LET 
health. 
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(3) Name of the dietary itigredie~t (s): 
Fish oil 
Vitamin b 
Selenium 
Grape seed extract 

(4) Name of the dietary svpp&ment(s): 
Inflammation Defense or p&ducts containing fish oif as a singie ingredient or-in 
combination with other ing&dients. 

The above statement(s) amy be used in oneqr more of the following brands of pro@cts: B.J,“s 
Wholesale, Kirkland Signature, Na&e Made, Nature’s Resource, I%$.ri .!I$@, Cnlay, Sptig 
Valley, Target, TruN&u-e, Walgrems. 

We certify the information in this mtice is complete and accurate, md we have substantiation 
that the above statement is tz%thfY a&not misleading. 

Director, Regulatory Aff5rs 

cc. P. Bolar 


