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January 30, 2002

Office of Special Nutritionals

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Pkwy.

College Park, MD 20740

Re: Statement of Nutritional Support Notification

Dear Sir or Madam:

In accordance with 21 U.S.C. § 343 (r) and 21 CFR § 101.93, Mannatech Incorporated, 600 S.
Royal Lane, Ste 200, Coppell, TX 75019, hereby submits an original and two copies of it’s
notification within 30 days of first marketing its products with the statements presented below:

Supplement Brand Name: GlycoLean® Accelerator 2™

Supplement Ingredients: See attached brochure.

Text of Statements of Nutritional Support:

1.

2.

Thermogenic/energy, fat-loss support.

An herbal supplement designed to boost energy level and provide support for a normal
appetite.

Designed to provide energy and a feeling of vitality without the problems triggered by
many appetite-control products.

Designed to boost the body’s metabolic rate and energy level.

Designed to assist with appetite control and support blood sugar levels as well as the
immune system.

Helps maintain normal, already healthy metabolic rate, energy levels, blood sugar
levels, immune system and appetite.

Supports recovery from stress and fatigue.

Supports the body’s ability to handle nervous tension, stress and mild anxiety.
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9.

Designed to help counter the “free radicals” that are released when stored fat is
mobilized and used for energy.

Supplement Brand Name: GlycoLean® Catalyst

Supplement Ingredients: See attached brochure.

Text of Statements of Nutritional Support:

1.

2.

7.

8.

Antioxidant, fat-loss support.
Support your body’s ability to utilize fat.

Antioxidant support necessary to counter the effects of stress and free radicals that can
slow the metabolic rate and cause a diet to plateau.

Support for blood sugar levels, bone health, the liver and nervous system.

Helps maintain normal, already healthy: metabolic rate, energy levels, blood sugar
levels, digestion, immune system, nerves, kidneys, bones, teeth, gums, joints, skin, hair
and eyes.

Provides calcium to help strengthen bone and tissue in growing and mature users.

Formulated to help maintain good health.

Provide support for a normal appetite and to help maintain blood sugar balance.

Supplement Brand Name: GlycoLean® Fiber Full

Supplement Ingredients: See attached brochure.

Text of Statements of Nutritional Support:

1.

2.

Gentle, expanding fiber formula for supporting appetite control.

Designed to expand gently in the stomach when mixed with fluids, providing a feeling
of fullness that can help reduce appetite.

Helps to maintain a healthy digestive system.
Designed to expand gently in your stomach when mixed with fluids.
Designed to help control appetite and support the digestive system and colon health.

Support of elimination during changes in diet and lifestyle.
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Supplement Brand Name: GlycoLean® Body System (Accelerator 2, Catalysts and Fiber Full
packaged as a system that contains one each of the above supplements along with a
meal replacement drink, exercise guide and guide to low glycemic eating).

Supplement Ingredients: See attached brochures.
Text of Statements of Nutritional Support:

1. Designed to help you optimize your body’s composition and performance by focusing
on losing fat, not just pounds.

2. Any of the above product statements of nutritional support may be used in labeling
describing the entire Glycol.ean System as well as individual products.

Mannatech Incorporated certifies that it possesses adequate substantiation for these statements
of nutritional support; that the substantiation renders them truthful and non-misleading and thus
permissible under the Dietary Supplement Health and Education Act (DSHEA); and that the
information contained in this notice is complete and accurate.

Yours truly,

Do f Lok

Dennis R. Sparkman, Ph.D.
Executive Director Regulatory Affairs

Enclosures: GlycoLean Product Brochures.



MANNATECH™

Product #313 120 CAPSULES

MamMNATECH
.

‘ SUGGESTED RETAIL PRICE $40.50
80OV SYSTEM MEMBER COST $38.48
: ASSOCIATE COST $36.45

Supplement Facts

Serving Size 1 Capsules (2 times daily)
Amount per Serving % Daily Yalue*

Calones 5

Total Carbohydrates <lg <I%*
Protein <!g

Chromium {25 chromium dnicotinate

glyanate, chromiwm palymicotinate) 30 meg 15%
Herbal/Botanical Blend 532 mg t

Bitter orange extract (fruit), green tea extract
leaves), American ginseng (root), guarana extract
seed), gotu kala ﬁ:ves) \berian ginseng extract
root), annamon (bark), curcumun (root), milk
thistle extract (seed), bladderwrack (whole plant),
dandelion (root), cayenne {frut)
Ambrotose® complex (patent pending] 12.5 mg t

™
Accelerator 2 Arabinogalactan (Larix decidua) (gum), Hanapo!®
aloe vera gel extract {tnner leaf gel), gum ghaty,
. gum tragacanth
Herbal Dietary Supplement | Fueioe LS ng I
*Percent Daily Yalues are based on a 2,000 calorie diet
1Daily Yalue not established.

Other sngredients: Gelaun, microcrystaline cellulose, silicon dionide, magnesium
stearate, stearic acid

Thermogenic/Energy, Fat-Loss Support*

GlycoLEAN Accelerator2™ is designed to provide a feeling of energy and vitality RECOMMENDED USE:

without the problems triggered by many appetite-control products.* As a dietary supplement to be taken in conjunction with
. X L the GlycoLEAN® Body Systern. Take two capsules two

GlycoLEAN Accelerator2™ is a safe, ephedrine-free, antioxidant formula times per day (morming and afternoon).

designed to help counter the “free radicals” that are released when stored fat is
mobilized and used for energy.* Featuring a unique blend of ingredients—such
as guarana, ginseng, gotu kola, Japanese green tea, chromium, citrus aurantium
and dandelion root— Accelerator2™ is designed to help boost your body'’s
metabolic rate and energy level.* Accelerator2” is also designed to assist with
appetite control and support blood sugar levels as well as the immune system.*
This ephedrine-free, thermogenic product maximizes your body’s ability to
burn fat.

U.03851.1101.001
Consult your physician before beginning any weight-loss or exercise program. Manufactured for:
Mannatech, Inc., Coppell, TX 75019, USA
www.mannatech.com

Mannatech ™, Ambrotose®, GlycoLEAN® Body System
and Accelerator2™ are trademarks of Mannatech, Inc.
Manapol® is a registered trademark of Carrington Labs., Inc.

Warning: This product contains naturally occurring synephrine from bitter orange This product is not intended

for use by individuals under the age of 18. Do not use this product if you have heart disease, diabetes or difficul-
ty 1n unnation due to enlargement of the prostate gland unless approved by a doctor As witny dietary sup-
plement, if you are pregnant or nursing, consult your doctor before taking this product Consult your physi-

c1an befoe beginning any diet program ann Ch

INCORPORATED

* 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.

FODU1006.011502 « PAGE 1 OF 5



MANNATECH™B

MAMMATECH

GlycoLEAN

BODY SYSTEM

CATALY

¥ »"”'Vﬁmm & MINERAL oIk 1

Catalyst

Multivitamin and Mineral Dietary Supplement

Antioxidant Fat-Loss Support”

GlycoLEAN® Catalyst is a multivitamin and mineral supplement specifically
designed to support your body's ability to utilize fat.* More than just another
appetite-control product, GlycoLEAN® Catalyst is designed to provide 100% of
the recommended daily allowance of the vitamins your body needs and is for-
mulated to help maintain good health.* In addition to supporting weight loss,
Catalyst provides nutrients your body may crave to maintain good hair, skin,
eyes and normal, healthy bones. Additionally, GlycoLEAN® Catalyst features
nutrients designed to maintain a healthy liver and glandular system to assist
carbohydrate conversion, blood sugar balance, bone density and a healthy
immune system.*

Catalyst taken with Accelerator2™ is essential to your long-term success and for
the changing of body mass from fat to lean. Catalyst is key! Catalyst contains
the nutrients the body needs when it is stressed, so the body feels satisfied
without the need for additional calories. Catalyst is optimized to provide sup-
port for a normal appetite and to help maintain blood sugar balance.* These
are critical when you increase activity and/or decrease calorie intake. If you're
going to optimize your chances for success, Catalyst is essential.

RECOMMENDED USE:

As a dietary supplement to be taken in conjunction with the GlycoLEAN® Body System. Take two
tablets twice per day (morning and evening).

Consult your physician before beginning any weight-loss or exercise program.

GchoLEANé”-*

S

Product #120 120 TABLETS
SUGGESTED RETAIL PRICE $42.50
MEMBER COST $40.38
ASSOCIATE COST $38.25

Supplement Facts

Serving Size 2 Tablets (2 tmes daly)
Servings Per (ontainer 60

Amount per Sernng Y Daly Yahes*
Galones 5
Toral Carbohydrates iy <i%
Fiber iz %
Sodum § me <|%*

M MR
Yitamin A (as Dunahella salina nolm [:lplu- beta- 1,500 W 50%
carotene, ¢y 4 kiten] n PNCY)
Yiamen C [u ascorbic_acd 0 PHQ) 180 mp 300%
Yiamin D (25 cholecalisferol n PNC}) 200 W $0%
Yiamin £ 5” d-alpha-tocopheryl sucanate, mused d-alpha-, 15 W 0%
d-beta-, d-delta-, d-gamma-tocopherols i PNC1)
Theamin (as thamin w PRCH) Img 200%
Nboflavin {as nboflawn in PHCH) ldmg 100%
Niaon (s macnamde 1n PNCY) 10mg 0%
Yamin B (a3 pyndoune hydrochionde m PNCH) img 208%
Folate {as Johc 20d m PNC}} 200 meg §0%
Yiamin By, (a8 cyanocobalamin in PNCY) 12 meg 200%
Bioun (as biotin 1n_PHCE) 150 mg 50%
Pantothenic_sud (35 d-caloum pancoth w PN} W mg 10%
Glaum (as caleum carbonate, aloum ovatemaate S0 mg $0%
glyunate, calaum otrate i PN
lodine (as potassium todsde 1 PNCE) 18 meg S0%

Hap [ oxide, mag utrate, 164 mg 6%
apartate i PNCH)

Dinc_(as unc_ atrate, unc h n PRC 15 m 50%
Selenium (a5 sel h n PNGE) 100 mey 140%
Copper (as copper atrate m PNC3) | mg S0%
Hanganese (a5 manganese otrate in PNCY) img St
Chromum (a5 chromeum poly m PNCY) 200 mg 110%
Hollbdmum 25 sodium mo!bdm n mn 31§ ng 0%
Blue green algae (as Spwruina pratensis) 100 mg [
Ambrotase® complex {patent pending) 50 my t

Krabmogalactan (Lanx decidud) (gum), Ranapol™ alee vera
gl extract (inner leaf gel), gum ghatu, gum tragacanth

Choline (as choline bitartrate) 15 mg
Inosutol 25 mg
$Phytonutnent Complex / (PNC) g

Acerola cherry (frunt), bartey grass (leaves), ;mw (ml),

kelp (leaves). immature becter orange (whole frurt) w

biofavanoids, green peas (fruit), nce (bras), rose hp: soy
__protein with isofavones, spnach {leaves)

ANpha-Lipotc Aad Tim
Coenzyme Q10 ing
Boron (a5 boron plycmate 1 PHCY) [
Shca (a5 sodum metasicate n PNCH) I mg
Vanadim (25 vanadﬂ solfate m PHS' 100 meg

*Percent Darly Yalues are based on a 2000 calone dhet,
10aily Yalue not established

*This statement has not been evaluated by the Food and Drug Administration. J

This product is not intended to diagnose, treat, cure or prevent any disease

Other ingrediencs Mcrocrystalbne celolose, croscarmellese sodium, steanc 30d, magaesam stearate,
wheon dioxide, dibasic calaum phosphate and pharmaceuniaal ghaze

U.03832.1101.002

Manufactured for:
Mannatech, Inc., Coppell, TX 75019, USA
www.mannatech.com

Mannatech™, Ambrotose® and GlycoLEAN® Body System
are trademark; of Mannatech, Inc.
Manapol” 15 a registered trademark of Carrington tabs., Inc.

Wernatech
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MANNATECH™

Product #119 60 CAPSULES

SUGGESTED RETAIL PRICE $34.00
MEMBER COST $32.30
ASSOCIATE COST $30.60

Supplement Facts
Serving Size | Capsule (2 times daily)

- IBER H}-

BOTANICAL DIETARY supﬂfﬁ&'ﬂ‘ .

Amount per Serving % Daly Yalues*

Pt . Total Carbohydrates <lg <l %

Centte : oy

m»""p;f&i’ﬁ,’;"i,'}? o irol® %, Dietary Fiber <lg 1%
Hagnesium (a5 magnesium aspartate, iag- 50 mg 15 %
nesium citrate and magnesium oude)
Ambrotose FiberMax™ 450 mg }

(Ambrotase® patent pending)
Glucomannan, arabinogalactan (Lanix decidua),
aloe vera gel extract (inner leaf gel)

Flax (seed) 50 mg t
Spirulina platensis 50 mg I
Gotu Kola (leaves) Bmg 1
Lactobacillus sporogenes 15 mg {

1

o Lipase 5 mg
Fl r Fu *Percent Daily Yalues are based on 2 2,000 calorie diet
t Dasly Yalue not established

B otan l ca [ D l eta ’.y S I p p [ ement Other ingredients: Gelatin, magnestum stearate, silicon dioxide, cellulose

RECOMMENDED USE:
As a dietary supplement to be taken in conjunction with the
GlycoLEAN® Body System. Take one capsule 20 minutes

Gentle, expanding fiber fOI‘mU|a fOl’ before mealtime with 16 oz. of water. Use twice daily.
supporting appetite control*

Fiber Full is a product containing Ambrotose FiberMAX", an exclusive new fiber
designed to expand gently in your stomach when mixed with fluids.* Many peo-
ple who take Fiber Full sense a feeling of fullness that reduces their food crav-
ings. Fiber Full is designed to help control appetite and assist overall digestive
system and colon heaith.* Fiber Full is meant to help you feel full, but it can
only achieve this goal with sulfficient water to cause the fiber to expand. This
unique fiber complex has numerous health benefits in addition to appetite
control.

Fiber Full also has nutrients for healthy intestinal flora and appetite control, as
well as whole aloe gel and magnesium for support of elimination during
changes in diet and lifestyle.*

Used with hot Japanese green tea, many consumers get that feeling of fullness U.03831.1101.003
in ten minutes or less. So take Fiber Full with fluid before you eat, up to three Manufactured for:
times a day. Of course, the more water you use, the better. Hydration is a key Mannatech, Inc,, Coppell, TX 75019, USA

www.mannatech.com
component of your success and your good health.
Mannatech™, Ambrotose® and GlycoLEAN® Body System

are trademarks of Mannatech, Inc.

Consult your physician before beginning any weight-loss or exercise program.

* This statement has not been evaluated by the Food and Drug Administration | %‘ h ] C‘ ]

This product is not intended to diagnose, treat, cure or prevent any disease. INCOR P ORATED

FODU1006.011502 « PAGE 3 OF 5
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GlycoSlim° cHocorate

Meal Replacement Drink Mix

GlycoLEAN GlycoSlim® Drink is a low-glycemic drink that contains the nutrients
your body needs to feel full and satisfied. A delicious nutritional breakthrough,
these appetizing meal-replacement drinks contain various nutrients, including
16 grams of non-GMO soy protein (equivalent to approximately 2.7 ounces of
chicken!) and low-glycemic carbohydrates that may help you feel satisfied.
Available in both chocolate and French vanilla flavors, add fresh or frozen low-
glycemic fruits in recommended quantities to the vanilla drink for a unique
taste experience. Unlike others, our drinks are low-glycemic, with no artificial
flavors, colors, or sweeteners or preservatives found in many commercial
products. Feel what it is like to eat low-glycemic.

A great, nutritionally-balanced quick meal or snack for those with a hectic
lifestyle!

RECOMMENDED USE:

As part of Mannatech’s GlycoLEAN ® Body System, enjoy GlycoShm * Meai Replacement Drink Mix in
place of one meal or in-between meals to help curb your appetite. Simply add one (1) siightly rounded
scoop of GlycoShm* Meal Replacement Drink Mix to either 8 oz. of water or nonfat mitk and mix.

This product contains no artificial sweetners or preservatives and no artficial colors.

Consuit your physician before beginning any weight-loss or exercise program.

U 03830.1101 003

Manufactured for:
Mannatech, Inc., Coppell, TX 75019, USA
www.mannatech.com

Mannatech™, GlycoLEAN® Body System and GlycoSkm®
are trademarks of Mannatech, Inc.

lyco
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Product #115 nNeTwr 17.2 02.(4899)
SUGGESTED RETAIL PRICE $35.20
MEMBER COST $33.44
ASSOCIATE COST $31.00

Nutrition Facts
Serving Size | Scoop (3.6 g)
Servings Per Contamer 15

p—
Amount Per Serving” In Water 10 8 oz Nonfat Milk™*
Calories 140 230
Calones from fat 45 45
% Daily Yalue***
Total Fat § g % 1%
Saturated Fat Jess than ) g % %
Cholesterol 0 mg 0% %
Sodium 170 mg i 12%
Total Carbohydrate 15 g 5% 10
Dietary fiber 2 g % %
Sugans 8 g 1 i
Protein 8 ¢ 16% 3%
Yitamun A 50% %
YVitamin { S0% 55%
Calaum 0% S0%
Iron S0% 51%
Yitamin D 1% $0%
Yiamin £ 50% 0%
Thiamin $0% 55%
Reboflavin 50% 50%
Niacn 50% S1%
Yitammn B, S0% 50%
Folate 0% S
Vitamin Byy 50% 5%
Biotin 50% S0%
Pantothenic Aad 50% S0%
Phosphorus H% 48%
lodine S0% $0%
Magn 48% S4%
lin¢ 50% 56%
Selenium 50% $1%
Copper S0% 51%
Mang; $0% 50%
Chromwm S0% 0%
Holybdenum S0% S0%
* Amount w mx

** Mued with § or. of nonfat mwik winch prondes aa addiuonal 90 calones, 5 wy dholesterol,
130 mg sodum, 400 mg potassum, 12 ¢ total corbolydrates {12 ¢ sgans) and B g proten.
*+* Percenc Dady Yaker are based oo 3 1000 calone et Your duly valves may be hugher or
fower depending on your Glene needs.
t Daily Yalue not established.

Calories 2000 2500
ol Tat Less than X Wy
Satrated Fa Less than 0y B
Cholestesol Less than 300 mg 300 mg
Sodaim Less than 400 mg 400wy
Total Carbokydrate 300 ¢ s g
Dietary fiber B Wy
Protem 3 [}

Calontes per gram. Fat 9 - Carbohydeate 4 - Protem 4

b}

INGREDIENTS: Soy protein uolate, non-dairy creamer {safflower oil, corn syrup solid, sodwm
casenate, digotassium phasphate, mono- and digfycendes, fecitbin, tocopherols, matural flavors and
sdicon dioxide), fructose, mulin, cocoa, lructo-ofigesacchandes, dicakwm phosphase, gum blend {cel-
Iulose gum, xanthan gum, and Carrageenan), natural flavors, mag oxide, beta carotese, sodi-
um chlande, siicon dioxide, ascorbic aad, ferrous umarate, zne atrate, d-alpha-tacopheryl acetate,
sodum  molybdate, biotin, d-apha-tocopheryl sucamate, macmamide, selenomedsionine, d~calowm
pantoth nee protein pea proteia ganese sultate, folic 304, cop-
per atrate, chromum d ghydrate, cholecalciferol, pyridonne bydrochlonde, thiamin

bdrachtand,

y , niboflavin, cyanocobalamin and potassium todide

annatech

INCORPORATED
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MEAL REPLACEM {}jdﬁ‘j,'

French
S VANILLA

GlycoSlim® rRENCH VANILLA

Meal Replacement Drink Mix

GlycoLEAN GlycoSlim® Drink is a low-glycemic drink that contains the nutrients
your body needs to feel full and satisfied. A delicious nutritional breakthrough,
these appetizing meal-replacement drinks contain various nutrients, including
16 grams of non-GMO soy protein (equivalent to approximately 2.7 ounces of
chicken!) and low-glycemic carbohydrates that may help you feel satisfied.
Available in both chocolate and French vanilla flavors, add fresh or frozen low-
glycemic fruits in recommended quantities to the vanilla drink for a unique
taste experience. Unlike others, our drinks are low-glycemic, with no artificial
flavors, colors, or sweeteners or preservatives found in many commercial prod-
ucts. Feel what it is like to eat low-glycemic.

A gréat, nutritionally-balanced quick meal or snack for those with a hectic
lifestyle!

RECOMMENDED USE:

As part of Mannatech’s GlycoLEAN® Body System, enjoy ClycoShm* Meal Replacement Drink Mix in place
of one meal or in-between meals to help curb your appetite Simply add one (1} slightly rounded scoop
of GlycoStim* Meal Replacement Drink Mix to either 8 oz. of water or nonfat mitk and mix

This product contains no artificial sweetners or preservatives and no artificial colors

Consult your physician before beginning any weight-loss or exercise program

U.03829.1101.003

Manufactured for:
Mannatech, Inc., Coppell, TX 75019, USA
www.mannatech.com

Mannatech”, GlycoLEAN" Body System and GlycoShm* are trademarks of Mannatech, Inc.

«%@wﬂé&-’
Product #116 nNeTwr 168 07.(4779)

SUGGESTED RETAIL PRICE $35.20
MEMBER COST $33.44
ASSOCIATE COST $31.00
Nutrition Facts
Serving Size [ Scoop (31.8 g
Servings Per Contatner 15
Amount Per Serving* In Water In 8 or. Nonfat Mik**
Calories 140 230
Calones from fat L] 40
% Daily Value*™
Total Fat 45 ¢ 1% 1%
Saturated Fat 0 ¢ 0% 0%
Cholesterol 0 mg 0% 1%
Sodium 120 mg S % 10 %
Total Carbohydrate !5 ¢ 5% ? %
Deetary Fiber 2 ¢ 1% 1%
Sugan 7 5, i T
Protein 9 ¢ 18 % Y%
Yitamin A 50 % 80 %
Vitamin € 50 % 55 %
Calaum 0 % 50 %
fron 50 % SI %
Yitamin D 25 % 50 %
Yitamin £ 50 % 50 %
Thiamin 50 % 55 %
ibeflavin 50 % 50 %
[ 50 % St %
Yitamin By 50 % O %
Folate 50 % S0 %
Yitamun B S0 % & %
Biotin W% W%
Pantothenic Acid 50 % 50 %
Phosphorus U % 48 %
lodine 50 % 50 %
Magnesi 4% 51 %
lin 50 % S6 %
Selenium 50 % 51 %
Copper 50 % S %
Mang 50 % 50 %
Chromium 50 % 50 %
Molybd 50 % 50 %
Amm "

** Hixed with B oz of noofat mik which provides an 28dwonal IO calones, S mg cholesterol, 3¢
mg sodivm, 400 mg potasswm, 12 ¢ total carboydrates (12 ¢ sugan) and § ¢ protem
** Percent Dasly Yabves are based on 2 2,000 caloie diet. Tour day values may be hugher o
fower depending em your cllone needs.
1 Dady Yalie not established.

Calories 2000 2500
Toaal Tat Less than 6 We
Satvrated Fat Leqy than W B
Cholestesol Less than 300 mg 300 mg
Sodium Less than 2400 g 1400 wg
Total Carbohydeate e g 5y
Oeaary Fiber By j0¢
Protem S0y [

Calones per gram. Fat 9 - Carbolydrate 4 - Protem ¢

INGKEDIENTS Soy prottin uohn non-dany creamer (safflower o, corn syrup solds, sodi-
um caseinate, d mono- and di , lecithin, tocopheris, natural Ravors
and sihcon dlmde), fructose, wuln, nalunl ﬂmﬂ. fructo- olqou«hmdex Goum phosphate,
gum blend (cellulose gum, xanthas gum, carrageenan), magnesium oxide, beta caratene, silicon
dionde, nce protesn concentrate, ascorbic aud, kmm l\muuu e onate, Hpirlmpheryi
acetate, sodwm molybdate, biotn, ni d-cakim p 2 pro-
tem concentrate, manganese sulfate, copper atrate, ol acd, romum dmicounate-ghyamate,
cholecalciferol, pyrddozme hydrochlonde, thamia hydrochlande, nbofavin, crasecobadamin and

//V@nn fech

INCORPORATED
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