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December 20,2004 

Office of Nutritional Products; Labeling and 
Dietary Supplements, (I-IFS-81 0) 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
Harvey W. Wiley Federal Building 
5 100 Paint Branch Parkway 
College Park, MD 20740-3835 

Re: FDCA 403(r)(6) Notification 

Dear Sir or Madam: 

Pursuant to section 403(r)(6) of the Federal Food, Drug, and Cosmetic Act (FDCA), 21 U.S.C. 
343(r)(6), and implementing Food and Drug Administration regulation, 21 C.F.R. 101.93 (62 Fed. Reg. 
49886 (Sept. 23,1997), Vitamin Shoppe Industries Inc. submits this notification that statements are 
included in labeling its dietary supplements, as attached. 

Vitamin Shoppe Industries Inc. at 2101 9lst Street, North Bergen, New Jersey is the distributor 
of the dietary supplements. 

The undersigned certifies that the information contained in this notice is complete and accurate, 
and that the notifying firm has substantiation that each statement is truthful and not misleading. 

Sal Abraham M.S., R.D., L.D.N. 
Manager of Scientific and Regulatory Affairs 
Vitamin Shoppe Industries Inc. 

/s 35L/ LEI 
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and supports mtestinakolon health 

calorie restricted diet. 

Calcium Citrate plus Vitamin 

and glucose, and the met 
chain amino acids. Studies have shown that 
Biotin may support glucose utilization, as well 
as prbvide nutritional support for heslthy hair 
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chain amino acids. Studies have shown that 
01% glucose utilization, as well 
ional support for healthy hair 

(from safflower seeds) 
Chromium may enhance body composition and 
preserve lean body mass when used with regular 
exercise and calorie restricted diet. 

CLA has been shown to play a vital role in 
reducing body fat and increasing lean mass 
according to human clinical studies and 

the active component that provides antioxidant 
and protective support to the liver. 

Page 2 of 8 



Product Information File -Warnings, Structure/Function Statements, Categories 1212012004 

L-5Hydroxytryptophan (Gr@bnia simplicifoIia Extract) (seed) 

Omega-9 (oleic acid) 
Phytosterols are plant sterols found in vegetable 
oils. Research has shown that these plant sterols 

Grape Seed Extract (MegaNaturaW) (Vitis vinifera) (seed) Grape Seed Extract is one of the most potent 
antioxidants availabje today. It has been shown 
to provide many health benefits, such as its cell- 
protecting properties and cardiovascular 

rote&ion. Supports blood pressure and 
sterol levels that are already in the normal 

(s-23 10 lCranberry Plus 400 mg (Cranberry juice concentrate (vaccinium oxycoccus)(berry) lSupports urinary tract health I 
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em# 
-2299 

t-2222 
i-2224 
i-23 16 

i-2183 
i-2184 
s-2185 
;,2188 
s-2305 

j-2303 

s-1851 
s-2326 

Name 
,400 IU plus selenium 200 mcg 

Basis for Structure/Function Statement 
iVitamin E (as d-alpha, gamma, beta delta tocopherols) Selenium 

,400 IU w/ EPA and DHA 
(as I-selenomethionine) 

IVitamin E 

cetyl-L-Carnitine 
:ch X Mass Vanilla & Chocolate 

EPA J DHA 
Acetyl-L-Camitine 
Amino acid profile 
I 

hewable Acidophilus with Bifidus ILactobacillus acidophilus 
Lactobaciilus bifidus 
Green Tea rganic Green Tea 

rganic Decaf Green Tea 
rganic Peppermint Tea 
rganic Chamomile Tea 
ltimate Woman 

Green Tea 
Peppermint 
Chamomile 
Magnesium @‘magnesium oxide) 
Vitamin C (as ascorbic acid) 
Vitamin D (as cholecalciferol) 
Boron (as hydrolyzed protein cheiate) 
Calcium (as calcium carbonate) 

Selenium (as selenium yeast) 
Saw Palmetto (Serenoa repens) (berry) 
Lycopene (LYC-0-MATO@) 
Zinc (as zinc oxide) 
Copper (as hydrolyzed protein chetate) 
Vitamin E (as d-alpha tocopheryl acetate) 
Thiamin (as thiamin monoitrate) 

Vitamin B6 (as p~d~xine hcl) 

5Hydroxytryptophan 
Melatonin 
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Structure/Function Statement 
;elenium, an antioxidant, enhances the 
ntioxidant activity of vitamin E 
krpports Cardiovascular and Joint Health 

;upports Brain Function 
Weight Gain Formula 

source of antioxidants 
Source of antioxidants 
healthy Digestion 
Soothing and Relaxing 
3elps build bones and maintain healthy teeth 

Sssential for DNA formation 

Supports normal prostate health 

Required for normal reproductive function. 

tnvolved in the production ofcelluiar energy 

Provides support for healthy heart, lung, 
prostate, and digestive tract function. 

I3 vitamins are necessary for carbohydrate 
metabolism and energy production, 

Provides nutritional support for the relief of 
occasional sleeplessness. 

5-HTP to promote normal mood. 

Meiatonin to help normal sleep. 

Valerian to promote rest and relaxation. 

Structure/Function Category 

Memory Booster 

Intestinal Health 

Cholesterol solutions 
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tern # 

s-2322 Veg-Zymes 
Name Basis for Structure/Function Statement 

Amylase 
Protease 
Peptidase 
Lipase 
Cellulase 
Hemicellulase 
Lactase 
Maltase 
Invertase 
Bromelain 
Papain 
Chlorophyll 

Structure/Function Statement 
Veg-Zymes may work to support a wide range of 
digestive conditions and is especially helptil to 
people with poor eating habits or those of 
advancing age, when enzyme activity typically 
decreases. 
Veg-Zymes has a combination of proteases, 
carbohydrases, and lipases together with organic 
barely grass juice, FOS, and ginger extract as 
digestive stimulators. 
Veg-Zymes contains twelve different enzymes to 
breakdown fats, protein, carbohydrates, 
cellulose, and sugars. 
Veg-Zymes is valuable for people over fifty who 
are starting to have decreased enzyme output and 
problems with digestion, 
Veg-Zymes is helpful for ah people of ah ages 
who may periodically consume excessive 

Structure/Function Cateeory 
Plant-based Digestive Formula 
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em# 
i-2357 

s-2349 

Name 
lltimate Antioxidant Capsules 

iattokinase 

ature’s ThermonutrientTM (Piper nigrum ) 
:urcumin C3 Complex Q Turmeric extract 
legaNatural@ Gold grapeseed extract (l&is vinijkru )(seed) 
rptiBerry’rM 

rote&s against free radicals. Alpha lipoic acid 
is a coenzyme of energy producing reactions at 

cellular level. Known as the “universal 
ioxidant” as it is both fat and water soluble. 

‘omegranate extract (Punica grunatum L .)(whole fruit) 
ireen tea extract (Camellia sinensis )(dried leaves) 

already within the normal range. Alpha Lipoic 
Acid supports glucose uptake and utilization thz 
is already within the normal range. Preliminary 
research suggests it may protect the heart, 
nervous system and cognitive function as we 

Provides powerful free radical fighting 
components that help maintain a strong immune 
system. It has been shown to help maintain 
good health and is an excellent addition to most 
weight loss programs. 

Grape Seed Extract is one of the most potent 
antioxidants available today. It has been shown 
to provide many health benefits, such as its cell. 
protecting properties and cardiovascular 
protection. Supports blood pressure and 
cholesterol levels that are already in the normal 

Structure/Function Category 
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Item # 
~-2337 

Name 
Ultimate Memory Aid 

Basis for Structure/Function Statement 
Phosphatidyiserine (Leci-PS) 
Acetyl L-Camitine (L-CamiPure) 
Alpha GPC (Alpha-glycerylphosphorylcholine) 
Vinpocetine 

Structure/Function Statement 
Ultimate MemoryAid supports healthy brain 
function. This versatile formula is designed to 
provide nutritional suppori for mild memory 
problems associated with aging. 

Phosphatidylserine promotes brain health. 
Vinpocetine supports brain and memory 
fimction by increasing oxygen and blood flow to 
the brain. 

Structure/Function Category 

Acetyl L-Camitine, plays an important role in 
supporting brain function. Supports healthy 
brain function. 

Phytosterol complex 

ucomannan 

Alpha-Lipoic Acid, the fat and water soluble 

o support the integrity of 
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