REDDYPORT ANTISEPTIC ORAL RINSE- hydrogen peroxide mouthwash
REDDYPORT ANTIPLAQUE SOLUTION- cetylpyridinium chloride rinse
REDDYPORT NIV MAINTENANCE KIT- cetylpyridinium chloride and hydrogen
peroxide

SMD Manufacturing

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.
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Drug Facts: Antiseptic Oral Rinse

Active Ingredients
Hydrogen Peroxide 1.5%.. e e Oral Agent
Inactive ingredients

Deionized Water, Glycerin, Spearmint Flavor, Sodium
Saccharin, D&C Green #5

Uses

+» Helps remove plague that leads to gingbvitis

+ Aidsin the remowval of phlegm, mucus, or other
secretions in the temporary relief of discomfort due
to sore throat and sore mouth

Wamings: Stop use and ask a doctor if
= Swelling, rash, or fever develops
= Severe or persistent sore throat and sore throat with a
high fever, headache, nausea, vomiting occurs
= Do not use morethan 2 days or administer to children
under 3 years of age unless directed by a physician
= Gingjvities, bleeding, or redness persists for more than
2 weeks
« fou have painful or swollen gums, pus from the gum
line, loose teeth, orincreasing spacing between the
teeth. These may be a sign of symptoms or
periodontitis, a serious form of gum disease
Directions
« Adults and children 12 years of age and clder, use
as directed by dentist
« Children & years to 12 years of age, supervise use
« Children under & years of age, do not use
« Use only under health care practitioner's supervision
« Use no more than 4 times daily

Other information

= This rinse is notintended to replace brushing or
flossing

- Store at room temperature, avoid excessive heat and
Freezing

Questions or comments? (801)899-3036




Drug Facts: Anti-plaque Solution
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Cetylpyridinium Chloride 005%....c.uevime Oral Agent
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D&C Green #5, D&C Red #33

Uses

« Helps remove plagque that leads to gingivitis

= Aids in the removal of phlegm, mucus, or other
secretions in the temporary relief of discomfort due
to sore throat and sore mouth

Warnings: Stop use and ask a doctor if

« Swelling, rash, or fever develops

« Severe or persistent sore throat and sore thoat with a
high fever, headache nausea, vomiting occurs

« Do not use more than 2 days or administer to children
under 3 years of age unless directed by a physician

« Gingivities, bleeding, or redness persists for more than
2 weelks

+fou have painful or swollen gums, pus from the gum
line, loose teeth, or increasing spacing between the
teeth. These may be a sign of symptoms or
periodontitis, a serious form of gum disease

Directions

+ Adults and children 12 years of age and older, use
as directed by dentist

« Children & years to 12 years of age, supervise use

« Children under 6 years of age. do not use

« Use only under health care practitioner's supervision

« Use no more than 4 times daily

Other information

« This rinse i not intended to replace brushing or
flossing

- Store at room temperature, avoid excessive heatand
Freezing

Questions or comments? (801) 899-3036




Drug Facts: Anti-plaque Solution

Active Ingredients
Cetylpyridinium Chloride 005%....c.uevime Oral Agent

Inactive Ingredients

Deionized Water, Glycerin, Sorbitol, Spearmint Flavor,
Benzoic Acid, Sodium Benzoate, Sodium Saccharin,
D&C Green #5, D&C Red #33

Uses

« Helps remove plagque that leads to gingivitis

= Aids in the removal of phlegm, mucus, or other
secretions in the temporary relief of discomfort due
to sore throat and sore mouth

Warnings: Stop use and ask a doctor if

« Swelling, rash, or fever develops

« Severe or persistent sore throat and sore thoat with a
high fever, headache nausea, vomiting occurs

« Do not use more than 2 days or administer to children
under 3 years of age unless directed by a physician

« Gingivities, bleeding, or redness persists for more than
2 weelks

+fou have painful or swollen gums, pus from the gum
line, loose teeth, or increasing spacing between the
teeth. These may be a sign of symptoms or
periodontitis, a serious form of gum disease

Directions

+ Adults and children 12 years of age and older, use
as directed by dentist

« Children & years to 12 years of age, supervise use

« Children under 6 years of age. do not use

« Use only under health care practitioner's supervision

« Use no more than 4 times daily

Other information

« This rinse i not intended to replace brushing or
flossing

- Store at room temperature, avoid excessive heatand
Freezing

Questions or comments? (801) 899-3036




Drug Facts: Antiseptic Oral Rinse

Active Ingredients
Hydrogen Peroxide 1.5%.. e e Oral Agent
Inactive ingredients

Deionized Water, Glycerin, Spearmint Flavor, Sodium
Saccharin, D&C Green #5

Uses

+» Helps remove plague that leads to gingbvitis

+ Aidsin the remowval of phlegm, mucus, or other
secretions in the temporary relief of discomfort due
to sore throat and sore mouth

Wamings: Stop use and ask a doctor if
= Swelling, rash, or fever develops
= Severe or persistent sore throat and sore throat with a
high fever, headache, nausea, vomiting occurs
= Do not use morethan 2 days or administer to children
under 3 years of age unless directed by a physician
= Gingjvities, bleeding, or redness persists for more than
2 weeks
« fou have painful or swollen gums, pus from the gum
line, loose teeth, orincreasing spacing between the
teeth. These may be a sign of symptoms or
periodontitis, a serious form of gum disease
Directions
« Adults and children 12 years of age and clder, use
as directed by dentist
« Children & years to 12 years of age, supervise use
« Children under & years of age, do not use
« Use only under health care practitioner's supervision
« Use no more than 4 times daily

Other information

= This rinse is notintended to replace brushing or
flossing

- Store at room temperature, avoid excessive heat and
Freezing

Questions or comments? (801)899-3036




Drug Facts: Anti-plaque Solution

Active Ingredients
Cetylpyridinium Chloride 005%....c.uevime Oral Agent

Inactive Ingredients

Deionized Water, Glycerin, Sorbitol, Spearmint Flavor,
Benzoic Acid, Sodium Benzoate, Sodium Saccharin,
D&C Green #5, D&C Red #33

Uses

« Helps remove plagque that leads to gingivitis

= Aids in the removal of phlegm, mucus, or other
secretions in the temporary relief of discomfort due
to sore throat and sore mouth

Warnings: Stop use and ask a doctor if

« Swelling, rash, or fever develops

« Severe or persistent sore throat and sore thoat with a
high fever, headache nausea, vomiting occurs

« Do not use more than 2 days or administer to children
under 3 years of age unless directed by a physician

« Gingivities, bleeding, or redness persists for more than
2 weelks

+fou have painful or swollen gums, pus from the gum
line, loose teeth, or increasing spacing between the
teeth. These may be a sign of symptoms or
periodontitis, a serious form of gum disease

Directions

+ Adults and children 12 years of age and older, use
as directed by dentist

« Children & years to 12 years of age, supervise use

« Children under 6 years of age. do not use

« Use only under health care practitioner's supervision

« Use no more than 4 times daily

Other information

« This rinse i not intended to replace brushing or
flossing

- Store at room temperature, avoid excessive heatand
Freezing

Questions or comments? (801) 899-3036




Drug Facts: Antiseptic Oral Rinse

Active Ingredients
Hydrogen Peroxide 1.5%.. e e Oral Agent
Inactive ingredients

Deionized Water, Glycerin, Spearmint Flavor, Sodium
Saccharin, D&C Green #5

Uses

+» Helps remove plague that leads to gingbvitis

+ Aidsin the remowval of phlegm, mucus, or other
secretions in the temporary relief of discomfort due
to sore throat and sore mouth

Wamings: Stop use and ask a doctor if
= Swelling, rash, or fever develops
= Severe or persistent sore throat and sore throat with a
high fever, headache, nausea, vomiting occurs
= Do not use morethan 2 days or administer to children
under 3 years of age unless directed by a physician
= Gingjvities, bleeding, or redness persists for more than
2 weeks
« fou have painful or swollen gums, pus from the gum
line, loose teeth, orincreasing spacing between the
teeth. These may be a sign of symptoms or
periodontitis, a serious form of gum disease
Directions
« Adults and children 12 years of age and clder, use
as directed by dentist
« Children & years to 12 years of age, supervise use
« Children under & years of age, do not use
« Use only under health care practitioner's supervision
« Use no more than 4 times daily

Other information

= This rinse is notintended to replace brushing or
flossing

- Store at room temperature, avoid excessive heat and
Freezing

Questions or comments? (801)899-3036




Drug Facts: Anti-plaque Solution

Active Ingredients
Cetylpyridinium Chloride 005%....c.uevime Oral Agent

Inactive Ingredients

Deionized Water, Glycerin, Sorbitol, Spearmint Flavor,
Benzoic Acid, Sodium Benzoate, Sodium Saccharin,
D&C Green #5, D&C Red #33

Uses

« Helps remove plagque that leads to gingivitis

= Aids in the removal of phlegm, mucus, or other
secretions in the temporary relief of discomfort due
to sore throat and sore mouth

Warnings: Stop use and ask a doctor if

« Swelling, rash, or fever develops

« Severe or persistent sore throat and sore thoat with a
high fever, headache nausea, vomiting occurs

« Do not use more than 2 days or administer to children
under 3 years of age unless directed by a physician

« Gingivities, bleeding, or redness persists for more than
2 weelks

+fou have painful or swollen gums, pus from the gum
line, loose teeth, or increasing spacing between the
teeth. These may be a sign of symptoms or
periodontitis, a serious form of gum disease

Directions

+ Adults and children 12 years of age and older, use
as directed by dentist

« Children & years to 12 years of age, supervise use

« Children under 6 years of age. do not use

« Use only under health care practitioner's supervision

« Use no more than 4 times daily

Other information

« This rinse i not intended to replace brushing or
flossing

- Store at room temperature, avoid excessive heatand
Freezing

Questions or comments? (801) 899-3036




Drug Facts: Antiseptic Oral Rinse

Active Ingredients
Hydrogen Peroxide 1.5%.. e e Oral Agent
Inactive ingredients

Deionized Water, Glycerin, Spearmint Flavor, Sodium
Saccharin, D&C Green #5

Uses

+» Helps remove plague that leads to gingbvitis

+ Aidsin the remowval of phlegm, mucus, or other
secretions in the temporary relief of discomfort due
to sore throat and sore mouth

Wamings: Stop use and ask a doctor if
= Swelling, rash, or fever develops
= Severe or persistent sore throat and sore throat with a
high fever, headache, nausea, vomiting occurs
= Do not use morethan 2 days or administer to children
under 3 years of age unless directed by a physician
= Gingjvities, bleeding, or redness persists for more than
2 weeks
« fou have painful or swollen gums, pus from the gum
line, loose teeth, orincreasing spacing between the
teeth. These may be a sign of symptoms or
periodontitis, a serious form of gum disease
Directions
« Adults and children 12 years of age and clder, use
as directed by dentist
« Children & years to 12 years of age, supervise use
« Children under & years of age, do not use
« Use only under health care practitioner's supervision
« Use no more than 4 times daily

Other information

= This rinse is notintended to replace brushing or
flossing

- Store at room temperature, avoid excessive heat and
Freezing

Questions or comments? (801)899-3036




Drug Facts: Anti-plaque Solution

Active Ingredients
Cetylpyridinium Chloride 005%....c.uevime Oral Agent

Inactive Ingredients

Deionized Water, Glycerin, Sorbitol, Spearmint Flavor,
Benzoic Acid, Sodium Benzoate, Sodium Saccharin,
D&C Green #5, D&C Red #33

Uses

« Helps remove plagque that leads to gingivitis

= Aids in the removal of phlegm, mucus, or other
secretions in the temporary relief of discomfort due
to sore throat and sore mouth

Warnings: Stop use and ask a doctor if

« Swelling, rash, or fever develops

« Severe or persistent sore throat and sore thoat with a
high fever, headache nausea, vomiting occurs

« Do not use more than 2 days or administer to children
under 3 years of age unless directed by a physician

« Gingivities, bleeding, or redness persists for more than
2 weelks

+fou have painful or swollen gums, pus from the gum
line, loose teeth, or increasing spacing between the
teeth. These may be a sign of symptoms or
periodontitis, a serious form of gum disease

Directions

+ Adults and children 12 years of age and older, use
as directed by dentist

« Children & years to 12 years of age, supervise use

« Children under 6 years of age. do not use

« Use only under health care practitioner's supervision

« Use no more than 4 times daily

Other information

« This rinse i not intended to replace brushing or
flossing

- Store at room temperature, avoid excessive heatand
Freezing

Questions or comments? (801) 899-3036




Drug Facts: Antiseptic Oral Rinse

Active Ingredients
Hydrogen Peroxide 1.5%.. e e Oral Agent
Inactive ingredients

Deionized Water, Glycerin, Spearmint Flavor, Sodium
Saccharin, D&C Green #5

Uses

+» Helps remove plague that leads to gingbvitis

+ Aidsin the remowval of phlegm, mucus, or other
secretions in the temporary relief of discomfort due
to sore throat and sore mouth

Wamings: Stop use and ask a doctor if
= Swelling, rash, or fever develops
= Severe or persistent sore throat and sore throat with a
high fever, headache, nausea, vomiting occurs
= Do not use morethan 2 days or administer to children
under 3 years of age unless directed by a physician
= Gingjvities, bleeding, or redness persists for more than
2 weeks
« fou have painful or swollen gums, pus from the gum
line, loose teeth, orincreasing spacing between the
teeth. These may be a sign of symptoms or
periodontitis, a serious form of gum disease
Directions
« Adults and children 12 years of age and clder, use
as directed by dentist
« Children & years to 12 years of age, supervise use
« Children under & years of age, do not use
« Use only under health care practitioner's supervision
« Use no more than 4 times daily

Other information

= This rinse is notintended to replace brushing or
flossing

- Store at room temperature, avoid excessive heat and
Freezing

Questions or comments? (801)899-3036




Drug Facts: Anti-plaque Solution

Active Ingredients
Cetylpyridinium Chloride 005%....c.uevime Oral Agent

Inactive Ingredients

Deionized Water, Glycerin, Sorbitol, Spearmint Flavor,
Benzoic Acid, Sodium Benzoate, Sodium Saccharin,
D&C Green #5, D&C Red #33

Uses

« Helps remove plagque that leads to gingivitis

= Aids in the removal of phlegm, mucus, or other
secretions in the temporary relief of discomfort due
to sore throat and sore mouth

Warnings: Stop use and ask a doctor if

« Swelling, rash, or fever develops

« Severe or persistent sore throat and sore thoat with a
high fever, headache nausea, vomiting occurs

« Do not use more than 2 days or administer to children
under 3 years of age unless directed by a physician

« Gingivities, bleeding, or redness persists for more than
2 weelks

+fou have painful or swollen gums, pus from the gum
line, loose teeth, or increasing spacing between the
teeth. These may be a sign of symptoms or
periodontitis, a serious form of gum disease

Directions

+ Adults and children 12 years of age and older, use
as directed by dentist

« Children & years to 12 years of age, supervise use

« Children under 6 years of age. do not use

« Use only under health care practitioner's supervision

« Use no more than 4 times daily

Other information

« This rinse i not intended to replace brushing or
flossing

- Store at room temperature, avoid excessive heatand
Freezing

Questions or comments? (801) 899-3036




Drug Facts: Antiseptic Oral Rinse

Active Ingredients
Hydrogen Peroxide 1.5%.. e e Oral Agent
Inactive ingredients

Deionized Water, Glycerin, Spearmint Flavor, Sodium
Saccharin, D&C Green #5

Uses

+» Helps remove plague that leads to gingbvitis

+ Aidsin the remowval of phlegm, mucus, or other
secretions in the temporary relief of discomfort due
to sore throat and sore mouth

Wamings: Stop use and ask a doctor if
= Swelling, rash, or fever develops
= Severe or persistent sore throat and sore throat with a
high fever, headache, nausea, vomiting occurs
= Do not use morethan 2 days or administer to children
under 3 years of age unless directed by a physician
= Gingjvities, bleeding, or redness persists for more than
2 weeks
« fou have painful or swollen gums, pus from the gum
line, loose teeth, orincreasing spacing between the
teeth. These may be a sign of symptoms or
periodontitis, a serious form of gum disease
Directions
« Adults and children 12 years of age and clder, use
as directed by dentist
« Children & years to 12 years of age, supervise use
« Children under & years of age, do not use
« Use only under health care practitioner's supervision
« Use no more than 4 times daily

Other information

= This rinse is notintended to replace brushing or
flossing

- Store at room temperature, avoid excessive heat and
Freezing

Questions or comments? (801)899-3036




Drug Facts: Anti-plaque Solution

Active Ingredients
Cetylpyridinium Chloride 005%....c.uevime Oral Agent

Inactive Ingredients

Deionized Water, Glycerin, Sorbitol, Spearmint Flavor,
Benzoic Acid, Sodium Benzoate, Sodium Saccharin,
D&C Green #5, D&C Red #33

Uses

« Helps remove plagque that leads to gingivitis

= Aids in the removal of phlegm, mucus, or other
secretions in the temporary relief of discomfort due
to sore throat and sore mouth

Warnings: Stop use and ask a doctor if

« Swelling, rash, or fever develops

« Severe or persistent sore throat and sore thoat with a
high fever, headache nausea, vomiting occurs

« Do not use more than 2 days or administer to children
under 3 years of age unless directed by a physician

« Gingivities, bleeding, or redness persists for more than
2 weelks

+fou have painful or swollen gums, pus from the gum
line, loose teeth, or increasing spacing between the
teeth. These may be a sign of symptoms or
periodontitis, a serious form of gum disease

Directions

+ Adults and children 12 years of age and older, use
as directed by dentist

« Children & years to 12 years of age, supervise use

« Children under 6 years of age. do not use

« Use only under health care practitioner's supervision

« Use no more than 4 times daily

Other information

« This rinse i not intended to replace brushing or
flossing

- Store at room temperature, avoid excessive heatand
Freezing

Questions or comments? (801) 899-3036




Drug Facts: Antiseptic Oral Rinse

Active Ingredients
Hydrogen Peroxide 1.5%.. e e Oral Agent
Inactive ingredients

Deionized Water, Glycerin, Spearmint Flavor, Sodium
Saccharin, D&C Green #5

Uses

+» Helps remove plague that leads to gingbvitis

+ Aidsin the remowval of phlegm, mucus, or other
secretions in the temporary relief of discomfort due
to sore throat and sore mouth

Wamings: Stop use and ask a doctor if
= Swelling, rash, or fever develops
= Severe or persistent sore throat and sore throat with a
high fever, headache, nausea, vomiting occurs
= Do not use morethan 2 days or administer to children
under 3 years of age unless directed by a physician
= Gingjvities, bleeding, or redness persists for more than
2 weeks
« fou have painful or swollen gums, pus from the gum
line, loose teeth, orincreasing spacing between the
teeth. These may be a sign of symptoms or
periodontitis, a serious form of gum disease
Directions
« Adults and children 12 years of age and clder, use
as directed by dentist
« Children & years to 12 years of age, supervise use
« Children under & years of age, do not use
« Use only under health care practitioner's supervision
« Use no more than 4 times daily

Other information

= This rinse is notintended to replace brushing or
flossing

- Store at room temperature, avoid excessive heat and
Freezing

Questions or comments? (801)899-3036




“‘i‘ m*ﬁ.

‘f Antiplaque ‘a

Solution

( {REDDYPORT

0.50 l. oz. {14m1)
ACTIVE INGREDIENT:
Catylpyridinium Chioride 0,05%
o Ao B of Ingreslents
Fafad I W BN

OC-p08-3

~ Antiseptic =)
Oral Rinse

:IREDDYP@RT%

ﬂ-S{I'TI O, 114ml.]
ALCTIVE INGREDIER
HlulC'D[:l‘l' Penoidie l.".'.

REDDYPORT ANTISEPTIC ORAL RINSE

hydrogen peroxide mouthwash

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:73573-015

Route of Administration BUCCAL

Active Ingredient/Active Moiety

. Basis of
Ingredient Name Strength Strength
HYDROGEN PEROXIDE (UNII: BBX060AN9V) (HYDROGEN PEROXIDE - HYDROGEN 15 mg
UNII:BBX060AN9V) PEROXIDE in 1 mL
Inactive Ingredients
Ingredient Name Strength

D&C GREEN NO. 5 (UNII: 8/6RDUSL9X)




SACCHARIN SODIUM (UNIl: SB8ZUX40TY)
WATER (UNIl: 059QFOKOOR)

GLYCERIN (UNII: PDC6A3CO00OX)
SPEARMINT (UNII: J712T6IV1N)

Packaging
# Rem Code Package Description Marketing Start Marketing End
Date Date
1 NDC:73573-015- 14.8 mL in 1 CUP; Type 0: Not a Combination 01/22/2020
15 Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End

Category Citation Date Date
ﬁrTaCl monograph not 4356 01/22/2020
REDDYPORT ANTIPLAQUE SOLUTION
cetylpyridinium chloride rinse
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:73573-005
Route of Administration ORAL
Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
CETYLPYRIDINIUM CHLORIDE (UNII: D9OM4SK49P) (CETYLPYRIDINIUM - CETYLPYRIDINIUM 0.5 mg
UNII:CUB7)I0JV3) CHLORIDE in1 mL
Inactive Ingredients
Ingredient Name Strength

WATER (UNIl: 059QFOKOOR)

BENZOIC ACID (UNII: 8SKNOBOMIM)
GLYCERIN (UNIl: PDC6A3C00OX)

SODIUM BENZOATE (UNIl: OJ245FE5EU)
SACCHARIN SODIUM (UNIl: SB8ZUX40TY)
D&C GREEN NO. 5 (UNII: 8)6RDUSL9X)
D&C RED NO. 33 (UNIl: 9DBAOSBBOL)
SORBITOL (UNIl: 506T60A25R)
SPEARMINT (UNII: J712T6IV1N)



Packaging

# Item Code Package Description Markeklngistant MarketlngiEnd

Date Date
1 NDC:73573-005- 14.8 mL in 1 CUP; Type 0: Not a Combination 01/22/2020
15 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC monograph ot part3s6 01/22/2020
REDDYPORT NIV MAINTENANCE KIT
cetylpyridinium chloride and hydrogen peroxide kit
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:73573-155

Packaging
# [Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:73573-155- 1 in 1 KIT; Type 1: Convenience Kit of Co- 01/14/2021
14 Package
Quantity of Parts
Part # Package Quantity Total Product Quantity
Part1 0 CUP, UNIT-DOSE 4 mL in 14.8
Part2 0 CUP, UNIT-DOSE 2mL in 14.8
Part 1 of 2

REDDYPORT ANTISEPTIC ORAL RINSE

hydrogen peroxide mouthwash

Product Information
Item Code (Source) NDC:73573-015

Route of Administration BUCCAL

Active Ingredient/Active Moiety

m_ _*_ _r



Ingredient Name

HYDROGEN PEROXIDE (UNII: BBX0O60AN9V) (HYDROGEN PEROXIDE -
UNII:BBXO60AN9V)

Inactive Ingredients

Ingredient Name
SPEARMINT (UNII: J712T6IVIN)
SACCHARIN SODIUM (UNIl: SB8Z UX40TY)
D&C GREEN NO. 5 (UNII: 8)6RDUSLI9X)
WATER (UNIl: 059QFOKOOR)
GLYCERIN (UNII: PDC6A3C00X)

Packaging
Item i e
# Package Description
Code 9 P
1 14 mL in 1 CUP, UNIT-DOSE; Type 1: Convenience Kit of
Co-Package

Marketing Information

DASIS OT

Strength Strength
HYDROGEN 15 mg
PEROXIDE in 1 mL

Strength

Marketing Start
Date

Marketing Application Number or Monograph Marketing Start
Category Citation Date

ﬁrTacl monograph not . 4356 01/22/2021

Part 2 of 2

REDDYPORT ANTIPLAQUE SOLUTION

cetylpyridinium chloride rinse

Product Information
Item Code (Source) NDC:73573-005

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

CETYLPYRIDINIUM CHLORIDE (UNIl: D9OM4SK49P) (CETYLPYRIDINIUM -
UNII:CUB7]I0JV3)

Inactive Ingredients
Ingredient Name

Marketing End
Date

Marketing End
Date

Basis of Strength Strength

CETYLPYRIDINIUM

CHLORIDE

0.5 mg
in1mL

Strength



D&C RED NO. 33 (UNIl: 9DBAOSBBOL)
SPEARMINT (UNII: J712T6IV1N)

BENZOIC ACID (UNII: 8SKNOBOMIM)
SACCHARIN SODIUM (UNIl: SB8ZUX40TY)
GLYCERIN (UNIl: PDC6A3C0OX)
SORBITOL (UNIIl: 506T60A25R)

D&C GREEN NO. 5 (UNII: 8)6RDUSLIX)
WATER (UNIl: 059QFOKOOR)

SODIUM BENZOATE (UNIl: OJ245FE5EU)

Packaging
Item -
# Code Package Description

Co-Package

Marketing Information

Marketing Application Number or Monograph
Category Citation
OTC monograph not part356

final

Marketing Information

Marketing Application Number or Monograph
Category Citation
OTC monograph not part356

final

Labeler - smMb Manufacturing (070849038)

14 mL in 1 CUP, UNIT-DOSE; Type 1: Convenience Kit of

Marketing Start Marketing End
Date Date

Marketing Start Marketing End
Date Date

01/22/2021

Marketing Start Marketing End
Date Date

01/14/2021

Establishment
Name Address ID/FEI Business Operations
Elba, Inc. 108428483 manufacture(73573-005, 73573-015, 73573-155)

Revised: 1/2021

SMD Manufacturing



