ONELAX FIBER THERAPY ORIGINAL COARSE- psyllium husk powder
Akron Pharma Inc.

Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may
be marketed if they comply with applicable regulations and policies. FDA has not
evaluated whether this product complies.

OnelLAX Fiber Therapy
100% Natural Psyllium Husk
Multihealth Dairy Fiber Supplement

Drug Facts

Active ingredient: (in each teaspoon)
Psyllium husk approximately 3.4 g

Purpose

Bulk-forming Laxative

Uses:
e for relief of occasional constipation (irregularity)
e generally produces bowel movement in 12-72 hours

Warnings:

Choking

Taking this product without adequate fluid may cause it to swell and block your throat or
esophagus and may cause choking. Do not take this product if you have difficulty in
swallowing. If you experience chest pain, vomiting, or difficulty in swallowing or
breathing after taking this product, seek immediate medical attention.

Allergy alert:

This product may cause allergic reaction in people sensitive to inhaled or ingested
psyllium.

Ask a doctor before use if you have
e asudden change in bowel habits persisting for 2 weeks
e abdominal pain, nausea or vomiting

Stop use and ask a doctor if
e constipation lasts more than 7 days
e rectal bleeding occurs

These may be signs of a serious condition.



Keep out of reach of children. In case of overdose, get medical help or contact a
Poison Control Center right away at 1-800-222-1222.

Directions:

Put one dose into an empty glass. Mix this product (child or adult dose) with at least 8
ounces (a full glass) of water or other fluid. Taking this product without enough liquid
may cause choking. See choking warning. Stir briskly and drink promptly. If mixture
thickens, add more liquid and stir.

Adults & children 1 rounded teaspoon in 8 ounces of liquid at the first sign of
12 years & older: irregularity. Can be taken up to 3 times daily.

Children 6 - 11 % adult dose in 8 ounces of liquid, up to 3 times daily

yrs:

Children under 6 Consult a doctor

yrs:

Bulk forming fibers like psyllium husk may affect how well other medicines work. If you
are taking a prescription medicine by mouth, take this product at least 2 hours before or
2 hours after the prescribed medicine. As your body adjusts to increased fiber intake,
you may experience changes in bowel habits or minor bloating.

New Users

Start with 1 serving per day; gradually increased to desired daily intake. You may initially
experience changes in bowel habits or minor bloating, as your body adjusts to increased
fiber intake.

Other information

e each teaspoon contains: potassium 35 mg; sodium 5 mg

e store at room temperature. Keep the container tightly closed to protect from
humidity

e contains a 100% natural, therapeutic fiber

Inactive ingredients

citric acid, colloidal silicon dioxide, FD&C Yellow No.6, maltodextrin, orange flavor,
sodium benzoate, sucralose.

Questions or comments ?
Call toll-free 1-877-225-6999.

Supplement Facts
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Serving Size 2 rounded Thsp(24g) 1 rounded Tbsp(12g)
Servings Per Container About 15 About 30
_ Amount per Serving %DV* %DV*
Calories 90 45
Total Garbohydrate 230 8%* 12 4%*
Dietary Fiber 6¢ 21%* 3¢ 11%*
Soluble Fiber 5¢ t 2( i
Total sugars 0g T 0g T
Iron 1.4 mg 8% 0.7 mg 4%
Sodium 10 mg <1% 5mg <1%
Potassium 70 mg 1% 35 mg 1%
*Percent daily Values(%DV) are based on a 2,000 calorie diet.
1Daily Value (DV) not established.

INGREDIENTS: citric acid, colloidal silicon dioxide, FD&C Yellow No.6, maltodextrin,
orange flavor, psyllium husk, sodium benzoate, sucrolose.

Notice: Put 1 dose of product into an empty glass. Mix this product with at least 8 ounces

(a full glass) of liquid. Stir briskly and drink promptly. Taking without enough liquid may

cause choking. Do not take if you have difficulty swallowing.

Allergy alert: This product may cause allergic reaction in people sensitive to inhaled or
ingested psyllium. Contact your doctor BEFORE USING this dietary supplement if you have
recently experienced a sudden change in bowel habits persisting for 2 weeks, abdominal pain,
nausea or vomiting. STOP USING this dietary supplement and ask a doctor if constipation lasts
more than 7 days or rectal bleeding occurs. These may be signs of a serious condition.

New Users: Start with 1 serving per day, gradually increase to desired daily intake.
You may initially experience changes in bowel habits or minor bloating, as your body adjusts
to increased fiber intake.

When used as a daily fiber supplement;

Fiber Supplement Information

Uses & Directions: For feeling less hungry between meals**
Adults & children 12 yrs, and over: Two rounded tablespoons in 8 or more ounces of liquid with
meals, up to 3 times daily.

For lowering cholesterol to promote heart health’
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"Diets low in saturated fat and cholesterol that include 7grams of soluble fiber per day from
psyllium husk, as in this product, may reduce the risk of heart disease by lowering cholesterol.
One serving of this product has 2.4 grams of this soluble fiber. Consult a doctor if you are
considering use of this product as a part of a cholesterol-lowering program.

For maintaining healthy blood sugar levels as part of your diet**

Adults & children 12 yrs, and aver: One rounded tablespoon in 8 ounces of liquid,

3 times daily. Consult your doctor before use if you are currently using medication to
control your blood sugar levels.

For promoting and maintaining digestive health**

Adults & children 12 yrs, and over: One rounded tablespoon in 8 ounces of liquid up
to 3 times daily for fiber supplementation. For occasional constipation and to help
promote and maintain reqularity. For children under 12 yrs: consult a doctor.

71399-6586-3 When used as a therapy for regularity:

'l | Supplement Facts || 0 Facts
Serving Size 2 rounded Tosp(24g) 1 rounded Tosp(120) Active ingredient (in each r munded Thsp (12g) ) _ Purpu_se TAMPER EVIDENT: DO NOT USE IF
Servings Per Container About 15 About 30 Pyllium husk Bulk-forming laxative PRINTED INNER SEAL UNDER CAP
"Amount per Serving DV v Uses: w for relief of ucnaslunal cunsllpalwn (irregularity) 1S BROKEN OR MISSING
Tk 7 3 w generally produces howel movement in 12-72 hours e
ies m o m v || Warnings: od A Dmg Adminisraton. This Product s Mot
o 3 i 1o Do, T, Gt v o Do,
Dietary Fiber q 21%" q 11%"_|| Choking: Taking this product without adequate fluid may cause it to swell an_d block your throat or GLUTEN FAEE (may contain race amouris ess fan
Soluble Fiber ] ] ‘esophagus and may cause choking. Do not take this product if you have difficulty in 2 Wn") If you have sgjcwhn dietary nf:ﬂs, you slﬁmM
. Total sugars 0y [ swallowing. If you experience chest pain, vomiting, or difficulty in swallowing or g"s“m‘gm‘ﬁ:’; "‘:f:':fc“":;":x :m‘:::ﬁ .
Tron Tamg A 07 mg 75, || breathing after aking this product, seek immediate medical attention. the Mﬁfch?melary carbohydrates on blood
% " = B sugar levels.
l er g:?a‘su:um ;g mg ‘1?; gs’“mgu <1 % || Allergy alert: This product may cause allergic reaction in people sensitive to inhaled or ingested psyllum.
~Percont daly Vluos F40V] are based on 200 e ik —| | Ask a doctor before use if you have m a sudden change in bowel habits persisting for 2 weeks
+Daily Value (DV) not estabiished. i wabdomninal pain, nausea or vomiting
3 Stop use and ask a doctor if w constipation lasts more than 7 days m rectal bleeding occurs.
INGREDIENTS: citic acd. collidal siicon dioxide, FDAC: Yellow No.§, maltodextrin i 1=
I he I a arange flavor, psylum hus sodum berzoats, surolose Leseimay fsigpe:of prseors conciion
Notice: Put 1 dose of product into an empty glass. Mix Tis proguct vt at east 8 ounces Keep aut of reach of children. In case of overdose, get medical help or contact a Poison Control Center
(afull glass) o liquid. Stir brisky and crink promptly. Taking without enough fiquid may right away at 1-800-222-1222.
cause choking. Do not take if you have diffioutty swallowin TERR TR o F
Alergy alen:uTMs product mzy calse auwicl',yeamn in nueap\e sensitive to inhaled o Directions: Put one dose into an empty glass. Mix this product (child or adult dose) with t least 8 Lot No:
ingested psylium. Contact your doctor BEFORE USING this dietary supplement if you have ounces {a full glass) of water or other fluid. Taking this product without enough liquid may cause choking, "
0, < ) recently experienced a sudden change in bowel habits persisting for 2 weeks, abdorninal pain, See choking warning. Stir briskly and drink promptly. I mixture thickens, add more liquid and stir.
100% Natural Psy|||llm Husk: nausea or vomiting. STOP USING this dietary supplement and ask a doctor if constipation lasts. . _
= p g more than 7 days or recta bleeding occurs. These may be signs of a serious condtion Adults & children 1 rounded tablespoon in 8 ounces of liquid at the first sign of
Multi'HealthiDaily Eiber supplemem New Users: Statwith 1 serving er day,gradually increaseto desire daiy ke, 12years &older. | imegularity. Can be taken up to 3 times dally. Exp Date:
For Reg u Iar“y ‘:g“m"‘;eya‘s"e‘ga,‘lg;’:xg‘é"” changes n bowel habitsor minorbloating, 25 your body adusts " giren 5-11yrs: | 1/2 adult dose in 8 ounces of liguid, up to 3 times daily
When used as a daily fiber supplemen. Children under 6 yrs: | Consult a doctor
Helps you feel less hungry between meals** :;:Z’:’;‘:m:::_";z’z:z';:lm T Bulk-forming fibers like psylium husk may affect how well other medicines work. f you are teking a
Helps maintain healthy blood sugar levels as part ofyour diet** Adlts & hilen 12 s, and over: T rounded tablespoons n 8 or more ouces of quid with p:zzg:‘;gg%’g:&"ﬁge i, s prociust o s 2 s ool 2 ours e Ui
Helps lower chelesterol to promote heart health? mgals, up to 3 times dally. B i .
P tes digestive health** For lowering cholesterol 1 promote heart heall New Users: Start with 1 serving per day; gradually increased to desired daily intake. You may iniially
rome g Adults & children 12 yrs, an over: One ounded tablespoan n & ounces ofqui, 3 times daly. | | €XPerience changes in bowel habits or minor bloating, as your body adjusts to increased 71399765863
Gluten-Free "Diets low in saturated fat and cholesterol that includs 7grams of soluble fiber per day from finer intake.
*Serving size varles psyllium husk, as in this product, may reduce the risk of heart disease by lowering cholesterol, Other information: Rev.:11/21
3 One serving of this product has 2.4 grams of this soluble fiber. Cansut a doctor if you are I ¢
See DIRECTIONS on back panel ORANGE FLAVOR considring useoftis productasa part ofa chlestro-loering program B SECA bl G O 0G0 P AkeCn Pharma
for more information Naturally and Artificially Flavored | i L R A uslore h”‘ﬂggn/ 2 f)’h eept ”%‘]‘a‘"er"” iy clsat o ot fmhumicity Manufactured for:
) Adults & children 12 yrs, and over; One rounded tablespoon in 8 ounces of iuid, ' contains 2 100% natural, therapewtic fiber Akron Pharma Inc.
'See back for information about soluble 3 times daily. Consultyour doctor before use ifyou are currently using meicaton to e naredients ror -
i TABLESPOON' contotyout oot sugr e, naclive ingredignts: Fairfield, NJ-07004
DOSES Far promofing and maitaining Figestive healt™™ citric acid, colloidal silicon dioxide, FD&G Yellow No.6, maltodextrin, orange flavor, www.akronpharma.com
Net W 13 oz (368g) Aﬂu!'ta'hmlﬂnnﬂyts and aver: One ruundﬁi::\’:a;punnmauunws u'\’\‘z\‘:d w sodlum.henzoate Sucm‘ﬂse-’ FSSAI Lic No: 1001704200338
promote and maintain regulariy. For children under 12 yrs: consult a doctor, Qusstions or gomments? Gal ol 1-877-225-6399

ONELAX FIBER THERAPY ORIGINAL COARSE

psyllium husk powder

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:71399-6586

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength




PSYLLIUM HUSK (UNIl: 0SHO53407G) (PSYLLIUM HUSK - UNII:0SHO53407G)

Inactive Ingredients

Ingredient Name
CITRIC ACID MONOHYDRATE (UNII: 2968PHW8QP)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
FD&C YELLOW NO. 6 (UNII: H77VEI93A8)
MALTODEXTRIN (UNIl: 7CVR7L4A2D)
SODIUM BENZOATE (UNIl: OJ245FE5EU)
SUCRALOSE (UNIl: 96K6UQ3ZD4)

Product Characteristics

Color Score
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Flavor ORANGE Imprint Code

Contains
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# Item Code Package Description Marketing Start

Date
NDC:71399- 368 g in 1 BOTTLE, PLASTIC; Type 0: Not a
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