SUNDOWN HONEY SOOTHERS LOLLIPOPS- pectin lozenge
The Nature's Bounty Company

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.

Active Ingredient
In each Lollipop:
PeCtin 5.4 ME....cccocuiiiiiiiieiieeeiee et e e Oral demulcent

Uses

For the temporary relief of minor discomfort and protection of irritated areas in sore mouth and sore
throat.

Uses

For the temporary relief of minor discomfort and protection of
irritated areas in sore mouth and sore throat.

Directions

®m Adults and children 4 years of age and older: Allow product to
dissolve slowly in mouth. May be repeated as needed or as directed
by a doctor.

® Children under 4 years of age: Consult a doctor.

Sore throat warning:

if sore throat is severe, persists for more than

2 days, is accompanied or followed by fever, headache, rash, swelling,
nausea or vomiting, consult a doctor promptly. These may be serious.
Discontinue use and consult a doctor if:

m sore mouth does not improve in 7 days

W irritation, pain or redness persists or worsens

Keep out of reach of children

Sore throat warning:

if sore throat is severe, persists for more than 2 days, is accompanied or followed by fever, headache,
rash, swelling, nausea or vomiting, consult a doctor promptly. These may be serious.

Discontinue use and consult a doctor if:

m sore mouth does not improve in 7 days
W irritation, pain or redness persists or worsens

Keep out of reach of children



Directions

® Adults and children 4 years of age and older: Allow product to
dissolve slowly in mouth. May be repeated as needed or as directed
by a doctor.

® Children under 4 years of age: Consult a doctor.

Inactive ingredients

Citric acid, evaporated cane sugar, natural flavor, organic honey,
organic rice syrup, sodium citrate, sucrose, water

Questions?
Call 1-888-VITAHELP (848-2435)

Drug Facts

Active ingredient Purpose
(in each Loilipop)
Pectin 5.4 mg Oral

Uses For the temporary relief of minor discomfort and protection of
irritated areas in sore mouth and sore throat.

Warnings

Sore throat warning: if sore throat is severe, persists for more than

2 days, is accompanied or followed by fever, headache, rash, swelling,
nausea or vomiting, consult a doctor promptly. These may be serious.
Discontinue use and consult a doctor if:

m sore mouth does not improve in 7 days

m irritation, pain or redness persists or worsens

Keep out of reach of children

Directions

m Adults and children 4 years of age and older: Allow product to
dissolve slowly in mouth. May be repeated as needed or as directed

by a doctor.
m Children under 4 years of age: Consult a doctor.

Inactive ingredients
citric acid, evaporated cane sugar, natural flavor, organic honey,
organic rice syrup, sodium citrate, sucrose, water

Questions? call 1-888-VITAHELP (848-2435)

*These pectin-based pops contain 100% honey

Non-GMO. No Gluten « No Wheat = No Milk « No Lactose
 No Artificial Color = No Artificial Flavor * No Artificial
Sweetener » No Yeast « No Peanuts » No Tree Nuts » No Fish

Made In The USA with select ingredients from around
the world

Manufactured for

REXALL SUNDOWN, INC.

Boca Raton, FL 33487 USA

Questions? Call toll free 1-888-VITAHELP (848-2435)
or visit us at www.sundownnutrition.com

© 2019

GO CLEAN!

Sometimes what’s not in
products is just as
important as what’s in
them. At Sundown, we
believe products should be
clean... and transparent.
That’s why all Sundown®
Kids Honey Soothers are
Non-GMO and mindfully
made with natural flavors
and colors sourced from
real food to naturally help
make little throats feel
better. And because every
child is precious, we protect
your little ones from key
allergens like gluten, dairy,
peanuts and tree nuts.
When extra love is needed,

choose Clean with Sundown®

Kids — the very best, when
they need it most.
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Drug Facts

Active ingredient

(in each Lollipop)
Pectin 5.4 mg Oral

Purpose

Uses For the temporary relief of minor discomfort and protection of
rritated areas in sore mouth and sore throat.

Warnings

Sore throat wamning: if sore throat is severe, persists for more than

2 days, is accompanied or followed by fever, headache, rash, swelling,
nausea or vomiting, consult a doctor promptly. These may be serious.
Discontinue use and consult a doctor if:

m sore mouth does not improve in 7 days

W irritation, pain or redness persists or worsens

Keep out of reach of children
Directions

m Adults and children 4 years of age and older: Allow product to
dissolve slowly in mouth. May be repeated as needed or as directed

)y a doctor.
m Children under 4 years of age: Consult a doctor.

Inactive ingredients
citric acid, evaporated cane sugar, natural flavor, organic honey,
organic rice syrup, sodium citrate, sucrose, water

Questions? call 1-888-VITAHELP (848-2435)

*These pectin-based pops contain 100% honey

Non-GMO. No Gluten = No Wheat « No Milk « No Lactose
= No Artificial Color = No Artificial Flavor * No Artificial
Sweetener » No Yeast « No Peanuts » No Tree Nuts » No Fish

Made In The USA with select ingredients from around
the world

Manufactured for

REXALL SUNDOWN, INC.

Boca Raton, FL 33487 USA

Questions? Call toll free 1-888-VITAHELP (848-2435)
or visit us at www.sundownnutrition.com

© 2019

GO CLEAN!

Sometimes what’s not in
products is just as
important as what’s in
them. At Sundown, we
believe products should be
clean... and transparent.
That’s why all Sundown™
Kids Honey Soothers are
Non-GMO and mindfully
made with natural flavors
and colors sourced from
real food to naturally help
make little throats feel
better. And because every
child is precious, we protect
your little ones from key
allergens like gluten, dairy,
peanuts and tree nuts.
When extra love is needed,
choose Clean with Sundown®
Kids — the very best, when
they need it most.
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SUNDOWN HONEY SOOTHERS LOLLIPOPS

pectin lozenge

Product Information

HUMAN OTC DRUG Item Code (Source) NDC:24737-1902

Product Type

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
PECTIN (UNIL: 89 NA02M4RX) (PECTIN - UNI:8 9NAO 2M4RX) PECTIN 0.1g in100 g
Inactive Ingredients
Ingredient Name Strength

40 g in100 g

SUCROSE (UNIL: C151H8 M554)




WATER (UNIE: 059 QFOKOOR) 50 g in 100 g
HONEY (UNI: YOH1V576 FH) 9¢g inl00g

Product Characteristics

Color orange Score score with uneven pieces
Shape ROUND (Lollipop) Size 50 mm

Flavor RASPBERRY (Honey Raspberry) , ORANGE (Honey Orange) Imprint Code None

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:24737-1902-2 60 gin 1 CARTON; Type 0: Not a Combination Product 07/01/2019

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part356 07/01/2019

Labeler - The Nature's Bounty Company (052790318)

Revised: 12/2018 The Nature's Bounty Company
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