BURTS BEES THROAT SOOTHING- pectin lozenge
L. Perrigo 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.

Burt’s Bees Throat Soothing Pops Drug Facts

Active ingredient (in each throat pop)

Pectin 10.5 mg

Purpose

Oral demulcent

Uses

» for 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, nausea, or vomiting, consult a
doctor promptly

Stop use and ask a doctor if

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

Keep out of reach of children.

Directions

* children 3 years and older: allow one throat pop to dissolve slowly in mouth,
child should be seated and under adult supervision

* may be repeated as needed or as directed by a doctor

e children under 3 years: ask a doctor

Other information

e store at 20-25°C (68-77°F)



Inactive ingredients

citric acid, manuka honey, natural flavor, organic rice syrup, raspberry powder, sucrose,
water

Questions or comments?
1-800-864-9649
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POWER OF NATURE

Burt's Bees is passionate about nature inspired
products to comfort your little ones. Qur throat
pops use the power of fruit pectin tosoothe
their sore or irritated throats. We'll never add
synthetic colors, flavors or sweeteners to this
product, so you can feel good giving your child
this great tasting throat pop.
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Drug Facts

Active ingredient (in each throat pop) Purpase
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Uses

m for temporary relief of minor discomfort and potection of rritated
areas in sore mouth and sore throat

Wamings

Sore throatwaming if sore throat is severe, persists for more than
2 days, isaccompanied or followed by fever, headache, rash, nausea,
or vomiting, consult a doctor promptly

Stop uee and ask a doctor if
W sore mouth doesnot improve in 7 days
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Keep out of reach of children.

Directions

mchildren 3 years and older: allowone throat pop to dissolve sbwly
in mouth, child should be seated and und er adult supervision

mmay be repeated asneeded or as directed by a docior

mchildren under 3 years: ask a doctor

Other informa tion
msbre at 20-25°C (68-77 °F)

Inactive ingredients

difric acid,manuka honey, natural flaver, organic rice syrup, rasp berry
powd er, sucrose, water

Questions or comments 71-800-854-949
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Product Information

Product Type HUMAN OTC DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name
PECTIN (UNIl: 89NAO2M4RX) (PECTIN - UNII:89NA02M4RX)

Inactive Ingredients

Ingredient Name
CITRIC ACID MONOHYDRATE (UNIl: 2968PHW8QP)
SUCROSE (UNIIl: C151H8M554)
WATER (UNII: 059QFOKOOR)

Product Characteristics

Color RED Score
Shape ROUND Size
Flavor CHERRY

Contains

Packaging

# [Item Code Package Description

1 NDC:0113-8004-

22 Product
2 2'6DC10113'8004' 10 in 1 CARTON
2 1in 1 POUCH; Type 0: Not a Combination

Product

Marketing Information

15 in 1 BAG; Type 0: Not a Combination

Item Code (Source) NDC:0113-8004

Basis of Strength Strength
PECTIN 10.5 mg
Strength

Nno score

20mm

Imprint Code

Marketing Start
Date

Marketing End
Date

06/06/2021

06/15/2021

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
QINE MEMBEERN M ooy 06/06/2021

final

Labeler - L perrigo Company (006013346)
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