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May lo,2005 

Office of Nutritional Products 
Labeling and Dietary Supplements (HFS-8 10) 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Pkwy 
College Park, MD 20740 

Re: Notification for Statements of TJutritional Srtpport” on Dietary Supplements 

Dear Sir or Madam: 

In accordance with the requirements of section 403(r)(6) of the Federal Food, Drug, and 
Cosmetic Act, this letter (original and two copies) serves as notification the Natrol, Inc., 
located at 21411 Prairie Street, Chatsworth, CA, 913 11, proposes to make statements of 
“nutritional support” for’the following dietary supplement products under the Natrol@  
brand: 

5HTP 100 mg Relaxing 
Promotes Balanced Serotonin Levels 
Helps Enhance Mood 
Helps Control Appetite 

4lpha Lipoic Acid 
300 mg 

Works naturally by increasing your body’s own level of serotonin, a 
neurotransmitter that plays a key role in controlling appetite and 
enhancing mood. 
Supports Energy Metaboiism 
Promotes Cellular Health 
Powerful Antioxidant 
A powerful antioxidant that helps pro;tect the.body,from oxidative 
damage. related to aging and exercise. ~A,supp~~rnenta~~n can 

ENADA@ NADH 5 mg 
aiso suppon glucose uptake bf the body’s ceils.- 
The Energizing Co-Factor 
Maximum-Abs&ption 
As a coenzyme, NADH plays a key role in the energy production of 
our ceils and neurotransmitter processes. This exclusive patented 

Ester Cm 1000 mg 

.-_- 
Ester C@’ Soft Chews 

supplement assures maximum’absorption. 
Gentler, Unique Form of Vitamin G 
A unique form of vitamin C containing-naturally occurring 
metaboiites. Ester C’s patented manufacturing process neutralizes 
the pH, mak@g.Ester C gentle on the digestive system. 
Gentler, Unique form of Vitamin C 
A unique form of vitamin C containing naturally occurring 
metaboikes. Ester, C’s patented manufacturing process neutraiiies 
the pH, making-Ester C gentie on the digestive system. 
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Supports immune Health 
Powerful Antioxidant Support 
Only Ester-E contains tocopherol phosphates, a form  in which the 
body naturdlystores Vitamin E, 
Advanced Joint Care 

-- 
Osteo Omega 
Solutions” Your Solution For Joint Care 

An Omega-3 based formula designed to promote joint comfort, 
mobility, flexibility and range of motion, rapidly soothing joints while 
rebuilding cartilage for long-term  comfort. This advanced formula 
contains ingredients shown to promote joint health. 
Omega-3 Fish‘Oil - Highly concentrated for ~~t~?~af joint support 
Gluc-r>samine - For long term  cartilage building 
HIDROX* - A powerful extract made from  olives, HBDROX contains 
hydroxytyrosof, a polyphenol whose free radical protection is among 
the highest ever reported for an antioxidant compound 
Cetyl Myristoleate - Shown to promote joint comfort 

Why Omega Solutions TM? Omega-3 ,promotes joint comfort by 
regulating biOlogiGaily active compounds invalved in joint health. 
Omega-3 and HIDROX are absorbed into the body rapidly, not in 
weeks like some other joint care products. Omega 3 fatty acids 
promote the healthy function of many other biological activities. 
Omega-3 fatty acids are one of the primary struotural components in 
cell membranes throughout’the body, 

PMS Omega SolutionsTM Clinically Shown to Reduce PMS Symptoms by 67% 
Your Solution for PMS Relief 
An Qmega-based formula shown to signifioantly reduce distressing 
and uncomfortable symptoms of PMS (premenstrual syndrome). 
Flax Oil - Supplies, Alpha Linolenic Acid and Linoleic Acid 
Borage Oil - Supplies Gamma Linolenic Acid 
Chaste Tree - Supports hormone baianoe 
Cramp Bark - Traditional botanical used by women 
Bioflavonoids - Contains important biaflavonoids 

Why Omega Solutions “? Omega-3 Essential Fatty Acids (EFAs) 
can benefit women’s health and assist w~th,~ormonat balance. 
Omega3 Essential Fatty Acids (EFAs) serve-as chemical building 
blocks for the production of hormone-like compounds called 
prostaglandins, which are associated with premenstrual conditions. 

A placebo-controlled, double blind trial condu,&ed at the Department 
of Obstetrics & Gynecology at the University of Saskatchewan 
showed that 85% of women taking Natrolo PM5 Omega SolutionsTM 
experienced a significant benefit and reduced symptoms by 67%. 

Scientists believe Chaste Tree, supports pituitary gtand function and 
supports estrogen levels that are already within the normal range. 
Chaste Tree fruit has been shown to hefp reduced breast 
tenderness, bloating‘and m ild mood swings in humans studies in 
women with PMS. 
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Alleviates Occasional Sleeplessness 
Supports hearthy steep patterns, The  body naturally releases 
me latanin in response to changes in light, with me latonin Levels rising 

Please be advised that the label and/or box of each of the above dietary supplement 
products prominently displays the statement that “The FDA has not evaluated these 
statements. This product is not intended to diagnose, treat, cure or prevent disease.” 

I certify that the information contained in this notice is complete and accurate and that 
Natrol possesses substantiation that these statements are truthful and not m isleading. 

Sincerely, 
NATROIL, INC. 

S&nor Compliance Manager 


