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Office of Special Nutritionals (HFS-450)

- Center for Food and Safety and

Applied Nutrition

Food and Drug Administration

200 C Street, SW
Washington, DC 20204

Re: Statements of Nutritional Support

Dear Sir:

Consider the following as notification of Statements of Nutritional Support as required
under Section 403(r)(6) (21 U.S.C. 343(r)(6)) of the Federal Food, Drug and Cosmetic Act and
in accordance with Section 101.93 of 21 Code of Federal Regulations.

Distributor Name & Address:

Statement Text

“Immune booster”

“Ayurvedic rejuvenator”

975 0167 LET 2257/ R

Premier Research Labs
2000 N. Mays, #120
Round Rock, TX 78664

Name of Subject
Dietary Ingredient(s) Brand Name
Aloe (200:1) Premier Aloe
Amla (Phyllanthus emblica), Amia Royale

Jaggery, honey, ghee, coconut oil,
Curcuma Angustifolia, Piper longum
Gmelina arborea, Arborea, Agele
Marmelos, Streospermum suavelceng,
Aroxylum indicum, Clerodendron phlomides,
Uraria picta, Desmodium gangeticum, Solanum
xanthocarpum, Solanum indicum, Tribulus
terrestria, Sida restusa, Cyperus rotundus,
Pueraria tuberosa, Nyphaea stellata,
Phaseolus trilobus, Rhus succedanea,
Asparagus racemosus, Phyllanthus niruri,
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Statement Text

“Premier quality brain nutrients
for superior brain processing,
performance and enhanced
learning.”

“World-class brain nutrients

to promote focus, clarity, attention,
and memory.”

“Support for the immune
system and lymphatic system.”

- “World-class nutrients to support
an optimal immune system.”

“Healthy heart, brain and
immune support.”

“Immune system booster”
“Powerful boost for the immune
system.”

“Immune system booster”
“World-class immune support.”

“Lung and kidney
support.”

“Adrenal and endocrine
support”

Name of Subject

Dietary Ingredient(s)

Elettaria cardamomum,
Holostemma rheedi,

Aquilaria agallocha, Vitis vinifera,
Withani somnifera.

Phosphatidylserine,
phosphatidyicholine,
phosphatidylethanolamine,
phosphatidylinositol, coral
minerals, calcium, magnesium,
rice protein.

Cat’s claw (Uncaria tormentosa),
Coriolus versicolor (special strain
mycelial mushroom extract), olive
leaf extract, green tea, alfalfa
concentrate.

Coenzyme Q-10, carrot powder

Colostrum powder
Colostrum powder, rice bran
Cordyceps sinesis

DHEA derived from wild yam,
rice bran.

Brand Name

Premier Brain Food
Complex

Premier Cat’s Claw
Complex

Premier CoQ-10

Premier Colostrum
Powder

Premier Colostrum

Premier Cordyceps

Premier DHEA



Statement Text

“Life-essential fatty acids for
a super healthy brain and body.”

“High powered brain and healthy
heart support.”

“Life-essential fatty acids for a
healthy body and brain.”
“Promotes healthy circulation

in the brain.”

“For healthy joints.”

“Free form amino acids enhance

Name of Subject
Dietary Ingredient(s

Saturated fat, monosaturated fat,

polyunsaturated fat, fiber, oleic acid,
linoleic acid, gamma linolenic acid,

omega 3.

EPA (eicosapentaenoic), DHA
(docosahexaenoic acid)

Saturated fat, monsaturated fat,
polyunsaturated fat, cholesterol,

sodium, carbohydrates, fiber, sugars

protein.

Ginkgo biloba

D-glucosamine (as glucosamine
sulfate)

L-glutamine

brain mucus membrane and appetite

support.”

“Digestive support.”

Water, betaine hydrochloric acid

“Helps the body eliminate chemicals Soy isoflavone complex which
and byproducts locked in hormone  contains genistein and daidzein,

and neurological receptor sites.”

“Immune booster.”

“Aids healthy bones”

beta-sitosterol, rice protein.

Orange peel extract concentrate

Calcium, rice protein

Brand Name

Premier EFA Oil

EPA/DHA powder

Premier Flax Qil.

Premier Ginkgo
Biloba

Premier Glucosamine
Sulfate

Premier Glutamine

Premier Liquid
Hydrochloric Acid

Premier Isoflavone
Complex

Premier Limonene
Complex

MCH Calcium



Statement Text

“Promotes healthy sleep routines.”

“Powerful immune system support.”

“Break-through brain, sleep and
immune support.”

“Helps maximize muscle power
and definition.”

“World-class super nutrients for
optimal immune boosting and
maintenance”

“World-class herbal tea for immune

support.”

“Mood enhancer

and brain support.”
“World-class mood, brain
and enzyme activator.”

“Immune system booster.”

“World-class herbal formula for
optimal intestinal cleansing and
support.”

“Natural breath freshener; stomach

and digestive boost.”

“immuno-boosting
properties.”

“Thyroid support.”

Name of Subject
Dietary Ingredient(s

Melatonin, rice bran

Creatine monhydrate, fructo-
oligosaccharides.

Neem leaf powder, vegetable
extracts of broccoli and celery

Neem leaf tea

Nomi powder

Olive leaf extract, rice protein

Holarrhena antidysenterica, bark
and seed.

Peppermint essential oil,
almond oil

Reishi mushroom, aronia
melanocarpa, rice protein

Ascophyllum nodosum

Brand Name

Premier Melatonin

Muscle Power Boost

NeemaStat

Premier Neem Leaf
Tea

Premier Nomi

Premier Oleuropein

ParaStat

Premier Peppermint
Qil

Reishi Royale

Premier Seafood




Name of Subject

Statement Text Dietary Ingredient(s)
“Support for liver, Superoxide dismutase

teeth, gums, eyes and
immune system.”

“Brain and mood enhancer.” St. John's Wor, rice protein

“Herbal brain and mood support”

“To optimize liver health and Tumeric root powder
cleansing.”
“For a healthy colon ecology.” Fructooligosaccharides

Brand Name

Premier S.0.D.

Premier St. John's
Wort

Premier Tumeric

Premier FOS

The information contained in this notice is complete and accurate. The above distributor

has substantiation that the statements are truthful and not misleading.
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Dr. Robert Marshafl. ~
Premier Research Laboratories




