2101 Olst Street 1831 ‘/ltam’n Telephone: 201-868-5950
North Bergen, NJ 07047 | Shoppe 4 www.vitaminshoppe.com

SINCE 1977

vitamin Shoppe Industries lnc. .

Rec A

December 20, 2004 12 /513 0 (/

Office of Nutritional Products, Labeling and
Dietary Supplements, (HFS-810)

Center for Food Safety and Applied Nutrition
Food and Drug Administration

Harvey W. Wiley Federal Building

5100 Paint Branch Parkway

College Park, MD 20740-3835

Re: FDCA 403(r)(6) Notification
Dear Sir or Madam:

Pursuant to section 403(1)(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 91st 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.

Respectfully yours

Sal Abraham M.S,, R.D., LD.N. )
Manager of Scientific and Regulatory Affairs VD

Vitamin Shoppe Industries Inc. (S\\

/5384
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Product Information File - Warnings, Structure/Function Statements, Categories 12/20/2004
Item # Name Basis for Structure/Function Statement Structure/Function Statement Structure/Function Category
vs-1818  |Stevia Plus® Frutafit® Inulin Fiber (Fructooligosaccharides-FOS) FOS nourishes friendly bacteria in the intestines
and supports intestinal/colon health
vs-2230  1Alpha Lipoic Acid with Diachrome ™ jAlpha Lipoic Acid Supports glucose metabolism that is already
Biotin (Diachrome ™) within the normal range. Supports glucose
Chromium(Chromax ®)(as chromium picolinate) uptake and blood glucose levels that are already
within the normal range.
vs-1398  |Herbal Regularity Senna(Cassia alexandrina)(pod) Intestinal Health and Colon Care.
vs-1740  [Especially for Men Hair Formula Biotin Provides nutritional support for healthy hair.
Pantothenic acid (as d-calcium pantothenate)
Zinc (as zinc monomethionine)
vs-1822  |Especially for Women Hair Formula  |Biotin Provides nutritional support for healthy hair.
TR . Pantothenic acid (as d-calcium pantothenate) ) )
vs-2065  |Ginger Root 550 mg Ginger (Zingiber officinale) (root) Ginger is a popular herb that has been used for
v5-2066 centuries during and after periods of motion
travel.
vs-1759  |Instant Cal-Mag Powder Calcium (as calcium gluconate) Cal-Mag is great for a bedtime drink, to relax
Magnesium (as magnesium carbonate) after a stressful day; or take before and after
exercise {o support bone health.
vs-1227  Flax Seed Oil Softgels Flax Seed Oil Flax Seed Gil supports cardiovascular and joint
vs-1228 health.
vs-1105  [L-Carnitine L-Carnitine (L-CamniPure) L-Carnitine may support a weight management
vs-1106 program that includes regular exercise and a
vs-1702 calorie restricted diet.
vs-1297
vs-1298
vs-1698
vs-1858 ZMA Tech Vitamin B6 (as pyridoxine HCH) This advanced supplement helps to support a
Magnesium (as aspartate) strength training program.
{Zinc (as monomethionine and aspartate) )
vs-1753  {Calcium Citrate plus Vitamin D Calcium (as calcium citrate) An adequate intake of calcium helps develop a
vs-1754 healthy skeleton in early life and helps minimize
bone loss later in life.
vs-1168  |Biotin 300 meg Biotin Biotin is involved in the synthesis of fatty acids
vs-1169 and glucose, and the metabolism of branched

chain amino acids. Studies have shown that
Biotin may support glucose utilization, as well
as provide nutritional support for healthy hair
and nails.
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Product Information File - Warnings, Structure/Function Statements, Categories

12/20/2004

Item # Name Basis for Structure/Function Statement Structure/Function Statement Structure/Function Category
vs-1868  |Biotin 5 mg Biotin Biotin is involved in the synthesis of fatty acids
vs-1869 and glucose, and the metabolism of branched
chain amino acids. Studies have shown that
Biotin may support glucose utilization, as well
as provide nutritional support for healthy hair
. and nails.
vs-2285  |Biotin | mg Biotin Biotin is involved in the synthesis of fatty acids
and glucose, and the metabolism of branched
chain amino acids. Studies have shown that
Biotin may support glucose utilization, as well
as provide nutritional support for healthy hair
and nails.
vs-1818  Stevia Plus with Frutafit Inulin Fiber - |Frutafit® Inulin Fiber (Fructooligosaccharides-FOS) . FOS nourishes friendly bacteria in the intestines
and supports intestinal/colon health
vs-2293  [SAMe 400 mg S-adenosyl-L-methionine For Mood and Joint Support Mood Suport
vs-1642  |One Daily with Lutein & Lycopene Lutein (FloraGlo®) (From marigolds) With Antioxidant Protection and Eye Health
vs-1643  lwith iron/without iron Support
vs-1646
vs-1647
vs-2289  |CoQ-10 300 mg Coenzyme Q-10 An Antioxidant to Promote Heart Health and Cardiovascular
Energy
vs-2279  |Zenergen Chromium (Chromax®)(as chromium picolinate) Supports Glucose Metabolism and Lean Body Weight Management
Tonalin® CLA (Conjugated Linoleic Acid) Proprictary Blend Mass. Chromium Supports Glucose and Fat
(from safflower seeds) Metabolism Already Within The Normal Range.
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
laboratory testing.
vs-1724  {Milk Thistle Extract Milk Thistle (Silybum marianum) (seed/fruit) Milk Thistle is an herb that contains Silymarin,
vs-1725 the active component that provides antioxidant
vs-2273 and protective support to the liver.
vs-2079
vs-2102
vs-2159
vs-1915
vs-2215  }7-Keto 50 mg 7-Keto™DHEA (3-acetyl-7-oxo-Dehydroepiandrosterone) Promotes Thermogenesis Weight Management
vs-2287  |L-Carnitine Liquid L-Carnitine (L-CarniPure®) For Healthy Heart and Fat Metabolism
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Product Information File - Warnings, Structure/Function Statements, Categories

12/20/2004

Item # Name Basis for Structure/Function Statement Structure/Function Statement Structure/Function Category
vs-2283  |5-HTP w/ Vitamin B6 100 mg Vitamin B6 (as pyridoxine HCI) Supports Positive Mood
L-5-Hydroxytryptophan (Griffonia simplicifolia Extract) (seed)
vs-2263  |Flax Oil with Phytosterols Omega-3 (alpha linolenic acid) Maintains Normal Cholesterol Levels and
Omega-6 (linoleic acid) Supports Healthy Heart System.
Omega-9 (oleic acid) .
Phytosterols Phytosterols are plant sterols found in vegetable
oils. Research has shown that these plant sterols
may have beneficial effects in supporting
cholesterol levels that are already within the
normal range.
vs-1767  |Mega Natural Grape Seed Extract (MegaNatural™) (Vitis vinifera) (seed) Grape Seed Extract is one of the most potent
vs-1763 antioxidants available today. It has been shown
to provide many heaith benefits, such as its cell-
protecting properties and cardiovascular
protection. Supports blood pressure and
cholesterol levels that are already in the normal
range.
vs-2236  {Crea Tech Extreme Creatine Monohydrate Lean Mass Volumizer
vs-2238
vs-2240
vs-1848  |Easy To Swallow High Gamma E-200 |Vitamin E (as d-alpha, d-beta, d-gamma tocopherols) Promotes Cardio and Joint Health
18] Vitamin E (Nutriene™)(as d-alpha, delta, gammé, beta
tocotrienols)
vs-1882  |High Gamma E-400 IU Vitamin E (as d-alpha, d-beta, d-gamma tocopherols) Promotes Cardio and Joint Health
Vitamin E (Nutriecne™)(as d-alpha, delta, gamma, beta
tacotrienols)
vs-2232  |{Beta-Carotene 10,000 [U Vitamin A |Vitamin A (as 100% beta-carotene) Supports Immuné and Eye Health Antioxidants
activity : \
vs-2234  |CoQ-10 100 mg plus vitamin E Coenzyme Q-10 {CoQsol™) An Antioxidant to Promote Heart Health and Cardiovascular
: ) Energy
vs-1936 | Alcohol Free Valerian Root Extract Valerian (Valeriana officinalis Y(root) Promotes Rest and Relaxation
vs-2281  |Magnesium Oxide Magnesium (as magnesium oxide) Maintains healthy bones and teeth
vs-1778  [Lycopene 15 mg Lycopene (Lyc-O-Mato™}(from tomato) An antioxidant that protects against frec radicals Antioxidants
vs-1777  |Glucosamine& Chondroitin 750/600  |Glucosamine Sulfate 2KCl Promotes healthy flexible joints Joint Solutions
Chondroitin Sulfate
vs-2194  {Triple strength glucosamine & Glucosamine Sulfate ZKCl Promotes healthy flexible joints Joint Solutions
chondroitin with MSM Chondroitin Sulfate A
MSM(OptiMSM™)(Methylsulfonylmethane)
vs-2195  |Saw Palmetto Extract 320 mg Saw Palmetto Extract (Serenoa repens )(berry) Promotes prostate health
vs-2310  |Cranberry Plus 400 mg Cranberry juice concentrate (vaccinium oxycoccus )(berry) Supports urinary tract health
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Item # Name Basis for Structure/Function Statement Structure/Function Statement Structure/Function Category
vs2299  |E-400 IU plus selenium 200 mcg Vitamin E (as d-alpha, gamma, beta delta tocopherols) Selenium |Selenium, an antioxidant, enhances the
(as -selenomethionine) antioxidant activity of vitamin E
vs-1726  |E-400 [U w/ EPA and DHA Vitamin E Supports Cardiovascular and Joint Heaith
EPA/DHA
vs-1750 [ Acetyl-L-Carnitine Acetyl-L-Carnitine Supports Brain Function Memory Booster
vs-2222  |Tech X Mass Vanilla & Chocolate Amino acid profile Weight Gain Formula
vs-2224
vs-2316  |Chewable Acidophilus with Bifidus Lactobacillus acidophilus Intestinal Health
Lactobacillus bifidus
vs-2183  1Organic Green Tea Green Tea Source of antioxidants
vs-2184  1Organic Decaf Green Tea Green Tea Source of antioxidants
vs-2185  {Organic Peppermint Tea Peppermint Healthy Digestion
vs-2188 1 Organic Chamomile Tea Chamomile ) _{Soothing and Relaxing
vs-2305  |Ultimate Woman Magnesium (as magnesium oxide) Helps build bones and maintain healthy teeth
Vitamin C (as ascorbic acid) .
Vitamin D (as cholecalciferol) Essential for DNA formation
Boron (as hydrolyzed protein chelate)
Calcium (as calcium carbonate)
Folic acid
vs-2303  |Ultimate Man Vitamin E (as d-alpha tocopheryl acetate) Supports normal prostate health
Selenium (as selenium yeast) .
Saw Palmetto (Serenoa repens) (berry) Required for normal reproductive function.
Lycopene (LYC-O-MATO®) .
Zinc (as zinc oxide) Involved in the production of cellular energy
Copper (as hydrolyzed protein chelate) .
Vitamin E (as d-alpha tocophery! acetate) Provides support for healthy heart, lung,
Thiamin (as thiamin monoitrate) prostate, and digestive tract function.
Riboflavin .
Niacin B vitamins are necessary for carbohydrate
Vitamin B6-(as pyridoxine hel) metaholism and energy production.
Folic acid
Vitamin B12 ( as cyanocobalamin)
vs-1851  IPolicosanol 10mg Policosanol Cholesterol solutions
vs-2326  |Sleep Naturally Valerian Root Provides nutritional support for the relief of
Chamomile occasional sleeplessness.
Ashwagandha .
Passionflower 5-HTP to promote normal mood.
Lemon Balm .
Catnip Melatonin to help normal sleep.
Skullcap .
Hops Valerian to promote rest and relaxation,
5-Hydroxytryptophan
Melatonin
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Product Information File - Warnings, Structure/Function Statements, Categories 12/20/2004
Item # Name Basis for Structure/Function Statement Structure/Function Statement Structure/Function Category
vs-2322  |Veg-Zymes Amylase Veg-Zymes may work to support a wide range off  Plant-based Digestive Formula
Protease digestive conditions and is especially helpful to
Peptidase people with poor eating habits or those of
Lipase advancing age, when enzyme activity typically
Cellulase decreases.
Hemicellulase Veg-Zymes has a combination of proteases,
Lactase carbohydrases, and lipases together with organic
Maltase barely grass juice, FOS, and ginger extract as
Invertase digestive stimulators.
Bromelain Veg-Zymes contains twelve different enzymes to
Papain breakdown fats, protein, carbohydrates,
Chiorophyll celiulose, 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 all people of all ages
who may periodically consume excessive
amounts of fats, proteins, or carbohydrates.
VS-2189  }Supreme Green Tea GreenTea 90% Polyphenols with 50% from epigallocatechin Provides powerful free radical fighting
gallate components that help maintain a strong immune
Lotus leaf system.
Lo Han .
Stevia It has been shown to help maintain good health
Kudzu and is an excellent addition to most weight loss
Chinese Licorice programs.
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Structure/Function Statement

Structure/Function Category

vs-2357

Ultimate Antioxidant Capsules

Alpha Lipoic Acid

Bioperine® Nature's Thermonutrient™ (Piper nigrum )
Curcumin C3 Complex ® Turmeric extract

MegaNatural® Gold grapeseed extract (Vitis vinifera )(seed)
OptiBerry™

Origanox™ WS§ Natural Plant Extract (Origanum vulgare )(herb)
Pomegranate extract (Punica granatum L )(whole fruit)

Green tea extract (Camellia sinensis )(dried leaves)

Protects against free radicals. Alpha lipoic acid
is a coenzyme of energy producing reactions at
the cellular level. Known as the "universal
antioxidant" as it is both fat and water soluble.
It helps maintain blood glucose levels that are
already within the normal range. Alpha Lipoic
Acid supports glucose uptake and utilization that
is already within the normal range. Preliminary
research suggests it may protect the heart,
nervous system and cognitive function as we
age.

Provides powerfiil 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 celi-
protecting properties and cardiovascular
protection. Supports blood pressure and
cholesterol levels that are already in the normal
range.

v5-2349

Nattokinase

Nattokinase

1Vitamin E

Helps maintain cardiovascular function and a

healthy circulatory system.
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Grape Seed Extract

Alpha-Lipoic Acid, the fat and water soluble
antioxidant.

Grape Seed Extract to support the integrity of
ellastin and collagen.

ftem # Name Basis for Structure/Function Statement Structure/Function Statement Structure/Function Category
vs-2337  {Ultimate Memory Aid Phosphatidylserine (Leci-PS) Uttimate MemoryAid supports healthy brain
Acetyl L-Carnitine (L-CarniPure) function. This versatile formula is designed to
Alpha GPC (Alpha-giycerylphosphoryicholine) provide nutritional support for mild memory
Vinpocetine problems associated with aging.
Phosphatidylserine promotes brain health.
Vinpocetine supports brain and memory
function by increasing oxygen and blood flow to
the brain.
Acetyl L-Carnitine, plays an important role in
supporting brain function. Supports healthy
brain function.
vs-2335  |Ultimate Cholesaid Vitamin B6 Helps maintain cholesterol levels already within
Folic acid the normal range.
Vitamin B12
Oat beta glucan
Phytosterol complex
Policosanol
Red Yeast Rice
Trimethylglycine
vs-2353  {Cod Liver Oil DHA (Docosahexaenoic Acid) Omega-3 fatty acids play important roles,
EPA (Eicosapentaenoic Acid) including support of cardiovascular and joint
ALA (Alpha Linolenic Acid) function.
vs-2363  |Glucomannan Glucomannan Helps maintain blood glucose levels already
within the normal range and may promote a
feeling of fullness.
vs-236t  |Cinnamon Cinnamon 4:1 extract Helps maintain blood glucose levels already
within the normal range
vs-2400  ]Liquid C-300 Vitamin C {as ascorbic acid) An antioxidant to support immune function,
vascular and joint health.
vs-2318  |Ultimate Skin Formula Injuv® (Hyaluronic acid) Injuv®, providing Hyaluronic Acid, essential to
Alpha Lipoic Acid maintaining fluid balance within celis.
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Item # Name Basis for Structure/Function Statement Structure/Function Statement Structure/Function Category
vs-2402  {Liquid CoQ10 Coenzyme Q10 An antioxidant to promote heart health and
energy
vs-4200  |C-250 Vitamin C (as ascorbic acid) An antioxidant to support immune function,
vascular and joint health.
vs-1950 | Teavigo Green Tea Extract (90% EGCG -Epigallocatechin gallate) Enhances Metabolism
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