Office of Nutritional Products, Labeling & Dietary Supplements (HFS 810)
Center for Food Safety and Applied Nutrition

Food and Drug Administration

5100 Paint Branch Pkwy.

College Park, MD20740

15 December 2003
Dear Sir or Madam:

NOTIFICATION SUBMITTED PURSUANT TO DSHEA SECTION 6 AND 21
C.F.R. SECTION 101.93

Please find attached the following documents supporting Herbology Pty Ltd s
notification as noted above:

1. Notification letter identifying the claims and dietary ingredients that are the
subject of the statement,

2. Individual copies of the labels for the following products:
- Mobility,
- Mood Tonic,
- Horny Goat Weed Libido,
- Cholipid,
- Menopause,
- Spirulina,
- Digestive Enzymes,
- Stress Formula,
- PH Balance Coral Calcium,
- Immune,
- Memory Tonic.

3. Venable s statement of services rendered in connection with the consultation
process in ensuring FDA and marketing compliance.

Thank you for your time and assistance in this regard. Please do not hesitale to
contact me on +27 31 265 1281 should you require any further information.

Kind Regards

DS e

Dean Marais
HERBOLOGY (PTY) LTD

PO Box 2726, Westway, Kwa-Zulu Natal, South Africa, 3635
Tel: 031 265 1281 Fax: 031 265 1282

The Basement, No 3 The Terrace, Westway Business Park, Westville,
Kwa-Zulu Natal, South Africa,

Reg No. 2003/003530/07 975 0162 LET / 3‘/%2



Office of Nutritional Products, Labeling & Dietary Supplements (HFS-810)
Center for Food Safety and Applied Nutrition

Food and Drug Administration

5100 Paint Branch Pkwy.

College Park, MD 20740

15 December 2003

Dear Sir or Madam:

NOTIFICATION SUBMITTED PURSUANT TO DSHEA SECTION 6 AND 21 C.F.R.
SECTION 101.93

This notification is filed pursuant to section 403(r)(6) of the Federal Food, Drug and Cosmetic Act,
section 6 of the Dietary Supplement and Education Act (“DSHEA”™), and 21 C.F.R. section 101.93 for
the Herbology Natural Health ™ dietary supplements listed below.

1. The distributor of the dietary supplement products is:
Herbology Ltd.
118 Commerce Blvd., No. 2
Bogart, GA 30622

2. Mobility

a. “Mobility” will bear the following ciaim:
“Helps to support healthy cartilage and joint function and helps to improve mobility.”

b. The following dietary ingredients are the subject of the statement:
Boswellia serrata
Yucca liliaceae
Glucosamine sulfate
Methylsulfonyimethane
Syzygium aromaticum
Cetyl myristoleate

c. The following dietary ingredients, although not the subject of the statement, are included in the
formula:
White willow bark
Arnica D6
Bromelain
Quercetin
Selenium

d. The name of the dietary supplement (including brand name) on whose label, or on
whose labeling the statement appears is:
Mobility, which is marketed under the brand name Herbology Natural Health ™
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Mood Tonic

“Mood Tonic” will bear the following claim:
“Contains 5-HTP, TMG & amino acids to assist with mild and occasional anxiety, occasional
insomnia & helps to improve motivation.”

The following dietary ingredients are the subject of the statement:
L-Tyrosine

DL-Phenylalanine

Trimethylglycine (TMG)

5-Hydroxytryptophan (SHTP)

L-Glutamine

The following dietary ingredients, although not the subject of the statement, are
included in the formula:

Omega 3 (from Flaxseed)

Nicotinamide Adenine Dinucleotide

Vitamin B6 (as Pyridoxine Hydrochloride)

Vitamin B12 (as Cyanocobalamin)

Zinc (as Zinc gluconate)

The name of the dietary supplement (including brand name) on whose label, or on whose labeling
the statement appears is:
Mood Tonic, which is marketed under the brand name Herbology Natural Health ™

Horny Goat Weed Libido

“Horny Goat Weed Libido” will bear the following claim:
“Also contains Maca, Damiana & Tribulus, herbal nutrients to help revitalize libido and improve
decreased sexual desire associated with aging in men & women.”

The following dietary ingredients are the subject of the statement:
Epimedium (Horny Goat Weed)

Tribuius

Damiana

Maca

The following dietary ingredients, although not the subject of the statement, are
included in the formula:

Saw Palmetto

DL-Phenylalanine

Vitamin B6 (as Pyridoxine hydrochloride)

Calcium (as Calcium carbonate)

Zinc (as Zinc gluconate)
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A

The name of the dietary supplement (including brand name) on whose label, or on whose labeling
the statement appears is:

Horny Goat Weed Libido, which is marketed under the brand name Herbology Natural Health ™
Cholipid

“Cholipid” will bear the following claim:
“With policosanol to help maintain healthy cholesterol levels already in the normal range.”

The following dietary ingredients are the subject of the statement:
Glucomannan

Beta-sitosterol

Guggul

Policosanol

The following dietary ingredients, although not the subject of the statement, are
included in the formula:

Milk Thistle

Nicotinamide Adenine Dinucleotide

Vitamin C (as Calcium ascorbate)

Vitamin D3 (as Cholecalciferol)

Zinc (as Zinc gluconate)

The name of the dietary supplement (including brand name) on whose label, or on whose labeling
the statement appears is:
Cholipid, which is marketed under the brand name Herbology Natural Health ™

Menopause

“Menopause” will bear the following claim:
“Helps the body cope with the physical and emotional symptoms associated with menopause,
including hot flashes.”

The following dietary ingredients are the subject of the statement:
Red Clover

L-Glutamine

Wild Yam

Maca

Dong Quai

DL-Phenylalanine

Omega 3 (Flaxseed)

The following dietary ingredients, although not the subject of the statement, are
included in the formula:

Nicotinamide Adenine Dinucleotide

Pregnenolone

Vitamin K

Thiamin (as Thiamin hydrochloride)
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Riboflavin (as Vitamin B2)
Vitamin B6 (as Pyridoxine hydrochloride)
Folic Acid
Vitamin B12 (as Cyanocobalamin)
Biotin
Pantothenic Acid (as Calcium-d-pantothenate)

The name of the dietary supplement (including brand name) on whose label, or on whose labeling
the statement appears is:
Menopause, which is marketed under the brand name Herbology Natural Health ™

Spirulina

“Spirulina” will bear the following claim:
“Energy-boosting amino acids & essential fatty acids. Contains a wide profile of organic vitamins,
minerals and phytonutrients.”

The following dietary ingredients are the subject of the statement:
Spirulina

The name of the dietary supplement (including brand name) on whose label, or on whose labeling
the statement appears is:
Spirulina, which is marketed under the brand name Herbology Natural Health ™

Digestive Enzymes

“Digestive Enzymes” will bear the following claim:
“Plant-based enzymes to help aid digestion while helping to improve nutrient absorption.”

The following dietary ingredients are the subject of the statement:
Amylase

Protease

Sucrase

Malt Diastase

Lipase

Cellulase

Lactase

Bromelain

Citrus aurantium

The following dietary ingredients, although not the subject of the statement, are
included in the formula:
Calcium (as Calcium carbonate)

The name of the dietary supplement (including brand name) on whose label, or on whose labeling
the statement appears is:

Digestive Enzymes, which is marketed under the brand name Herbology Natural

Health ™
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9. Stress Formula

a. “Stress Formula” will bear the following claim:
“Balanced multi-nutrients specially formulated for people living with stress.”

b. The following dietary ingredients are the subject of the statement:
Vitamin E
Thiamin (as Thiamin hydrochioride)
Riboflavin (as Vitamin B2)
Vitamin B6 (as Pyridoxine hydrochloride)
Folic Acid
Vitamin B12 (as Cyanocobalamin)
Pantothenic Acid (as Calcium-d-pantothenate)
Biotin
Magnesium (as Magnesium carbonate)
Nicotinamide Adenine Dinucleotide

c. The following dietary ingredients, although not the subject of the statement, are
included in the formula:
Astragalus membranaceous
Epimedium
Pfaffia paniculata
Pregnenolone

d. The name of the dietary supplement (including brand name) on whose label, or on whose labeling
the statement appears is:
Stress Formula, which is marketed under the brand name Herbology Natural Health™

10. pH Balance Coral Calcium

a. “pH Balance Coral Calcium” will bear the following claim:
“Helps restore healthy pH, neutralize uric & lactic acid, & helps to reduce acidity.”

b. The following dietary ingredients are the subject of the statement:
Coral Calcium
Calcium chelate
Calcium carbonate

c. The following dietary ingredients, although not the subject of the statement, are
included in the formula:
Boron
Magnesium
Vitamin D3 (as Cholecalciferol)

d. The name of the dietary supplement (including brand name) on whose label, or on
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whose labeling the statement appears is:
pH Balance Coral Calcium, which is marketed under the brand name Herbology Natural Health ™

11. Immune

a. “Immune” will bear the following claim:
“Contains Olive leaf extract, Beta-1.3 Glucan, Proanthocyanidin & Echinacea to help support the
immune system.”

b. The following dietary ingredients are the subject of the statement:
Olive leaf extract
Echinacea
Plant sterols
Sterolins
Beta-1.3 Glucan
Proanthocyanidin

c. The following dietary ingredients, although not the subject of the statement, are
included in the formula:
Vitamin A (as Palmitate)
Vitamin C (as calcium ascorbate)
Zinc (as Zinc gluconate)
Selenium

d. The name of the dietary supplement (including brand name) on whose label, or on
whose labeling the statement appears is:
Immune, which is marketed under the brand name Herbology Natural Health ™

12. Memory Tonic

a. “Memory Tonic” will bear the following claim:
“Concentration & mental vitality. Contains Rhodiola, Phosphatidyl Choline & Ginkgo, herbal
nutrients for improved memory, concentration & mental acuity.”

b. The following dietary ingredients are the subject of the statement:
Rhodiola rosea
Ginkgo biloba
Phosphatidyl Choline

¢. The following dietary ingredients, although not the subject of the statement, are
included in the formula:
Omega 3 (from Flaxseed)
L-Glutamine
Nicotinamide Adenine Dinucleotide
Vitamin B6 (as Pyridoxine hydrochloride)
Vitamin B12 (as Cyanocobalamin)
Pantothenic acid (as Calcium-d-pantothenate)
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d. The name of the dietary supplement (including brand name) on whose label, or on
whose labeling the statement appears is:
Memory Tonic, which is marketed under the brand name Herbology Natural Health ™

I certify that
substantiati¢

g information contained in this notice is complete and accurate, and that we have

Tony Hicks Dr. Catherine Motts—
Director Resident Medical Advisor
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and Drug Administration. This product is not intended to

diagnese, treat, cure, or prevent any disease.

$darker o

Supplement Facts

Serving Size: 3 tabiets

30 -

Servings Per Container

o

Amount Per Serving % Daily Value

120%

480 14
450 mg

Vitamin D3 (as Cholecalciferol)

45%
12%
26%

Calcium (as Calcium chelate)

300 mg

Calcium (as Calcium carbonate)

Magnesium (from Coral

103 mg

)

T
T

900 mg

Coral calcium

Boron

90 mcg

oo Percent Daily Values are based on a 2,000 calorie diet

+ Daily Value not Estabhshed
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*This statement has not been evaluated by the Food
and Drug Administration. This product is not intended

to diagnose, treat, cure, or prevent any disease.
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*These statements have not heen evaluated by the Food
and Drug Administration. This product is not intended to

diagnose, treat, cure, or prevent any disease.
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