Notice is hereby given pursuant to the requirements of section 403(r)(6)(21 U.S.C.

343(r)(6) of the Federal Food, Drug, and Cosmetic Act and ;‘;? accordancg with the,reqmrements

S;,“* .l'l‘\ '%{i

of 21 CFR 101.93, that Metagenics, Inc. with its prmcxpal place of business at 100 Avenida la

Pata, San Clemente, California 92673, (949) 369-3372, has commenced marketing the

following dietary supplements bearing the following statement(s) on the label and/or in the

labeling;:
METAGENICS BRAND
Name of Supplement Name of Ingredient or Text of Claim
Supplement that is Subject to
the Claim
MetaGlycemX Vitamin C (as ascorbic MetaGlycemX™ features

acid), Vitamin E (as d-alpha
tocopheryl succinate),:
Thiamin (as thiamin
mononitrate), Riboflavin,
Niacin (as niacinamide),
Vitamin B6 (as pyridoxine
HCI), Folate (as folic acid),
Vitamin B12 (as
cyanocobalamin), Biotin,
Pantothenic Acid (as D-
calcium pantothenate), Zinc
(as zinc glycinate), Selenium
(as selenomethionine),
Copper (as copper lysinate
HCI), Manganese (as
manganese citrate),
Chromium (as chromium
polynicotinate), Alpha-
Lipoic Acid, Vanadium (as
vanady! sulfate), Chinese
Cinnamon Bark
(Cinnamonum cassia),
Catechins [Epigallocatechin
gallate (EGCG) (from
decaffeinated green tea leaf,
Cameilia sinensis], L-
Carnosine, Taurine

a unique combination of
green tea extract,
cinnamon, and alpha-lipoic
acid, along with a
comprehensive foundation
of nutrients to be used as
part of a healthy diet for
maintaining healthy blood
sugar levels. Green tea
contains epigallocatechin
gallate (EGCG), which
protects pancreatic islet
cells and enhances insulin
action. Cinnamon is
becoming increasingly
well-known for enhancing
insulin sensitivity. Alpha-
lipoic acid is a potent
antioxidant that acts as a
free radical scavenger and
additionally has been
shown to support glucose
transport to cells.
MetaGlycemX also
features enhanced levels of
other key supportive
nutrients—including biotin,
chromium, and vitamins C
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and E——combined in a
comprehensive formula for
individuals with blood
sugar concerns.

Arginine Plus

Folate (as folic acid, L-5-
methyl tetrahydrofolate, 5-
formyl tetrahydrofolate), L-
Arginine, L-Glycine

This combination of folates
uniquely supports critical
functions of folate by
delivering the biologically
active folates that are most
commonly found in
vegetables. Providing three
forms of folate may better
ensure optimal folate
nutrition—even in those
with genetic variations in
folate metabolism.

MyoCalm P.M.

Calcium (as calcium
lactate), Magnesium (as
magnesium citrate),
Passionflower Flower
(Passiflora incarnata),
Passionflower Flower 5.35:1
Extract (Passiflora
incarnate), Valerian Root
(Valeriana officinalis),
Valerian Root Extract
(Valeriana officinalis), Hops
Flower, Strobile (Humulus
lupulus), Hops Cone 7.5:1
Extract (Humulus lupulus),
Lemon Balm Leaf 5:1
Extract (Melissa officinalis)

Myocalm P.M. is an
exceptional, synergistic
blend of bioavailable
minerals and specialized
herbs that is designed to
provide comprehensive
support for the
musculoskeletal system.
The components of this
formula work in concert to
support healthy muscle
relaxation, help prevent
muscle cramping and
spasm, relieve nocturnal
leg cramps, promote
physical and mental calm,
and relieve occasional
sleeplessness.

Fem Premenstrual

Vitamin C (as ascorbic
acid), Vitamin B6 (as
pyridoxine hydrochloride),
Pantothenic Acid (as D-
calcium pantothenate),
Magnesium (as magnesium
citrate and magnesium
glycinate), Choline (as
choline bitartrate), Taurine,
A 5:1 herbal extract blend
of: Bupleurum Root
(Bupleurum chinese),

Fem Premenstrual is
designed to provide
targeted support to
metabolic pathways
involved in hormone
metabolism and muscular
contraction and relaxation.
It features:

e Specific nutrients to
support liver
involvement in
hormone




Chinese Peony Root (Paeoni
lactiflora), Dong Quai Root
(Angelica sinensis), Bai-Zhu
Atractylodes Root
(Atractylodes
macrocephala), Poria
Sclerotium (Poria cocos),
Ginger Rhizome (Zingiber
officinale), Chinese Licorice
Root (Glycyrrhiza
uralensis), Chinese Mint
Leaf (Mentha haplocalyx)

metabolism and
balance, and to
support the adrenal
glands’ adaptive
response.

Selected herbal
extracts
traditionally used to
support health and
wellbeing
throughout the
menstrual cycle.

Date Q}HD}D%

Metagenics, Inc.

THE UNDERSIGNED CERTIFIES THAT THE INFORMATION CONTAINED IN THIS
NOTICE IS COMPLETE AND ACCURATE AND THAT METAGENICS, INC. HAS
SUBSTANTIATION THAT THE STATEMENTS CONTAINED HEREIN ARE TRUTHFUL AND
NOT MISLEADING.
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Susan Y. Campbel]
General Counsel

A)




