QCARE ORAL CLEANSING AND SUCTIONING SYSTEM, Q4- cetylpyridinium
chloride and hydrogen peroxide

QCARE ORAL CLEANSING AND SUCTIONING SYSTEM, Q8- cetylpyridinium
chloride and hydrogen peroxide

Sage Products LLC

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.

QCare Oral Cleansing and Suctioning System

Drug Facts

Active Ingredient: PEROX-A-MINT: Purpose
Hydrogen Peroxide 1.5% Oral Debriding Agent
Active Ingredient: ANTIPLAQUE*: Purpose
Cetylpyridinium chloride .05% Antigingivitis/antiplaque
USES

Suction Swab with Perox-A-Mint:
Aids in the removal of secretions and debris.

Suction Toothbrush with Antiplaque Solution:
Aids in the removal and prevention of plague that leads to gingivitis.

Oropharyngeal Suction Catheter:
Aids in the removal of secretions from the oropharyngeal cavity only.

WARNINGS

Suction Swab with Perox-A-Mint Solution:

Stop use and ask a doctor if:

e Sore mouth symptoms do not improve in 7 days.
e Swelling, rash or fever develops.

e Irritation, pain or redness persists or worsens.

Suction Toothbrush with Antiplaque Solution:

Stop use and ask a dentist if:

e Gingivitis, bleeding or redness persists for more than 2 weeks.

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



Suction Swab with Perox-A-Mint Solution:

Keep out of reach of children.

If more than used for debriding is accidentally swallowed, get medical help or contact a
Poison Control Center right away.

Suction Toothbrush with Antiplaque Solution:

Keep out of reach of children under 6 years of age

If more than used for brushing is accidentally swallowed, get medical help or contact a
Poison Control Center right away.

DIRECTIONS

Suction Swab with Perox-A-Mint Solution:

Before opening, turn package over, burst solution packet with thumbs.
Peel lid to open.

Remove Mouth Moisturizer and Applicator Swab.

Attach Suction Swab to Suction Handle.

Clean teeth and oral cavity for approximately one minute.

To suction, slide switch to ON. When finished, return switch to OFF.

To clear tubing, rinse with sterile saline or appropriate solution.

Discard Suction Swab. Reattach Covered Yankauer to Suction Handle.

Place Mouth Moisturizer on Applicator Swab.

Apply as needed to lips and inside mouth.

Use up to 4 times daily or as directed by a dentist or doctor.

Children under 12 years of age: supervise use.

Children under 3 years of age: consult a dentist or doctor.

Use a bite block when performing oral care on patients with altered levels of
consciousness or those who cannot comprehend commands.

e Ensure foam is intact after use. If not, remove any particles from oral cavity.

Suction Toothbrush with Antiplaque Solution:

Before opening, turn package over, burst solution packet with thumbs.

Peel lid to open.

Remove Mouth Moisturizer and Applicator Swab.

Attach Toothbrush to Suction Handle.

Clean teeth and oral cavity for approximately one minute.

To suction, slide switch to ON. When finished, return switch to OFF.

To clear tubing, rinse with sterile saline or appropriate solution.

Discard Toothbrush. Reattach Covered Yankauer to Suction Handle.

Place Mouth Moisturizer on Applicator Swab.

Apply as needed to lips and inside mouth.

Adults and children 12 years of age and older: use two times daily or as directed by a

dentist. Do not swallow the solution.

Children ages 6 to 12 years: supervise use.

e Children under 6 years of age: do not use.

e Use a bite block when performing oral care on patients with altered levels of
consciousness or those who cannot comprehend commands.

e Ensure foam is intact after use. If not, remove any particles from oral cavity.



Oropharyngeal Suction Catheter:

Peel lid to open.

Attach Suction Cather to Suction Handle.

Suction secretions from the oropharyngeal cavity.

To suction, slide switch to ON. When finished, return switch to OFF.

To clear tubing, rinse with sterile saline or appropriate solution.

Discard Suction Catheter. Reattach Covered Yankauer to Suction Handle.
Use a bite block when performing oral care on patients with altered levels of
consciousness or those who cannot comprehend commands.

Caution
e Federal (U.S.A.) law restricts this device to sale by or on the order of a physician or
licensed practicioner.

Inactive Ingredients
Suction Swab with Perox-A-Mint Solution:

W ater, menthol flavor, polysorbate 80, phosphoric acid, sodium saccharin, Blue 1 (Cl
42090), Yellow 6 (Cl 15985)

Suction Toothbrush with Antiplaque Solution:

W ater, sorbitol, peppermint flavor, potassium sorbate, polysorbate 80, polysorbate 20,
citric acid, Blue 1 (C142090)

Questions?

Call toll-free 800-323-2220

Manufactured for Sage Products LLC Cary, IL

NOT MADE WITH NATURAL RUBBER LATEX. FOR SINGLE USE ONLY. MADE IN U.S.A.

QCare Oral Cleansing and Suctioning System, Q4
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Oral Cleansing & Suctioning System

Setup Instructions: Multi-Port Canister

Connect tubing to sucticn part Cleansing and Suctioning Tools attach Using the Covered Yankauer to aid with
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Contents:
1 Cowered Yankauwer, Suction Handle and Y-Comnector
2 Suction Toothbrush packages with Antiplague solstion

A Suction Oral Swab packages with Perow-A-Mint® sofution ®
2 Oogharmgnl St Caheter packages _HG_
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Antiphaque solution active ingredient: Cetylpyridinium chlaride 0.05%
Perox-A-Mit® sobition active ingredient: Hydrgen paroide 1.5% Sage Products LLC
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) Suction Swab

Cleans oral cavity and helps remove
secretions which may lead to
oropharyngeal colonization.
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\ @ Suction Swab



L
Cleans oral cavity and helps remove
secretions which may lead to

oropharyngeal colonization.

Suction Toothbrush

Helps remove dental plaque, a key
risk factor for HAP/VAPR.

Suction Catheter

Helps remove secretions from the
oropharyngeal cavity, a key
risk factor for HAP/VAR.
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Nurse Initiaks: Oral Cleansing & Suctioning System | .. 8003232220

Suction Swab
——
Cleans oral cavity and helps remove

secretions which may lead to
oropharyngeal colenization.

Suction Swab
ﬁﬂ

Cleans oral cavity and helps remove
secretions which may lead to
oropharyngeal colonization.

Suction Toothbrush

Helps remove dental plaque, a key
risk factor for HAP/VAR.

Suction Catheter

Helps remove secretions from the
oropharyngeal cavity, a key
risk factor for HAP/VAP.
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Oral Cleansing & Suctioning System

Setup Instructions: Multi-Port Canister

Connect twhing to suction port Cleansing and Suctioning Tools attach Using the Covered Yankauer to aid with

on canister, I additional port to Suction Handle, removal of secretions:
is needed, attach Y=-Connector

to suction port (see below*).

Connect the Suction Handle
and Covered Yankauer

1o tubing. + Follow hospital protocol.

« Use a bite block when performing oral care on
patients with altered levels of consciousness or those
who cannot comprehend commands.

« Retract sleeve until cap locks in place.

the f_uvemd Yankaver from ) = To suction, move switch to ON, When finished,
Suction Handle. Attach cleansing move switch ta OFF to prevent loss of suction power.
and suctioning tools to = Rinse after use until tubing is dear,
Suetion Hanclle. « Between uses, pull sleeve over tip to cover.
« Discard Yankauer and Y-Connector (if used) and Suction
Handle after using for 24 hours, or according to
To Wall To Oral hosp]tal pmto:cal.
Suction Sucti « For single patient oral use,

T
To Closed Using Y-Connector

ET Suction « Use when additional suction port
on canister is needed,

Connecting tools: Detach

IMPORTANT: Both ports on Y-Connector
must be utilized or a loss of suction power
can oceur.

Contents:

1 Covered Yankauer, Suction Handle and Y-Connector

2 Suction Toothbrush packages with Antiplague solution

1 Suction Oral Swab package with Perox-A-Mint® solution

1 Oropharyngeal Suction Catheter package n G
Ingredients: =

Antiplaque solution active ingredient: Cetylpyridinium chloride 0.05% —_— PRODUCTS —
Perox-A-Mint® solution active ingredient: Hydrogen peroxide 1.5%
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M o M s 1 el e g Reorder # 6808 3909 Three Oaks Road | Cary, Minois 60013
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N Suction Toothbrush

Helps remove dental plaque, a key
risk factor for HAP/VAP,

-

N @ Suction Swab



Cleans oral cavity and helps remove
secretions which may lead to
oropharyngeal colonization.

Suction Toothbrush

Helps remove dental plaque, a key
risk factor for HAP/VAP,

Suction Catheter

Helps remove secretions from the
oropharyngeal cavity, a key
risk factor for HAP/VAP,
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uction Toothbrush

i

Helps remove dental plague, a key
risk factor for HAP/VAP,

Suction Swab

: ﬁ
Cleans oral cavity and helps remove

secretions which may lead to
oropharyngeal colonization,

Suction Toothbrush

@b:*

Helps remove dental plaque, a key
risk factor for HAP/VAP.

Suction Catheter

Helps remove secretions from the
oropharyngeal cavity, a key
risk factor for HAP/VAP.




taote:

H
H

TAaTHele

TaTHele
| Osa/Cusc]

TaHele
| Osa/ o]

Drzd Corel

TGDTHQ][Q

Suction Toothbrush Suction Swah Suction Toothbrush °’°P""Y"9e='
with Antplaque Soltion with Perox-A-Min® Sokti ‘with Antiplaque Soltion Suction
CONTENTS: 1 Sucton . ‘CONTENTS: | ‘CONTENTS: | I
t ity
ot Norsteile
Comers | ssmctes
Drug Facts Drug Facts Drug Facts Uses
‘Active ingredient Purpose “Active ingredient Purpose ‘Active ingredient Purpose e rtre v
TP PEcndm A ST
o ot ] | oo o 08— At
“antiplaque antiplaaue Directior
Uses s o
Tass : Tees LR v
U b JE——— © S
Warings ey - BN oy
i e R o BChmn
oo | - Bk S I— .
swolon gums, pus fom tho Keep outofresch of charen. swollen gus, o - Bt e
S b S Sl D o s sty S B tenm e ety
e s Fen i Sy :

Sl Certerrae v

Directions.

o s

or 1 Suion Hardles

o

burst

ity
et by o Sk & P
e Geit ot s

Bl o open.
* Ramow o eisurzer and pplctor S

9o K ot s or Druehing 5 ccsenaby
| it

Dieclons _
+ Balors s packagn o st b
« bedld 10 open,

RV ot and olcsorSwat)

+ o car g

* Clen‘aeh ol ity o sty

 Cleantectn nd ol caiy or sopronmaely Directions
~ Botors openin, paciage e st scluton
o swich to O, Whon ishes, e
. bedldto.
R Tooruan o Suctn sancie.
5 ooy

« Dlacare Sucnon

Variaar 13 Sucion Canak,
+ Placo ouln Vorsturzer o Apolator Swaie

+ 50 et dds suich to ON. Wnen fehec,

" gt i ot

« B ol s ahar sl ot e
any prticles o orel coviy:

- %o ioar g
s up 2 1 mes ek or s Arectea @ by
ot ordoctor, Tootonen. Reatach Coered Vankauer|
o + Grounir Tayoars of s uperv s, o Sovor i
« P Mo Mnmun:uuvlunhcmm sy *+ Gt undar 3 yearsof ae:cormita doctit  savioun ot o ko S
ol s roscied 10 e and il o cor, oy o noaed 10 s 7 veda e
e oot houts 2 crkiron 12 years ofage and ke
= ; Y 2 dont
ko o oluion, -« Ene ot ramove 5
. ww o 610 1 Y0 supenis o, any paries for ool Gl ages 11 yoars upanie on
i - Use a bite block when pertorming oral care on
v o corsclousrcs i shossorc

Pl e ity
ks Hre

 BesoocametComprredions
any pericies o ool cay.

Tnactive ngrediens

Questions?, 220,

Tractve ngrdierts

e 55 e

et i i e
o o

ja e

S ek

e

o o mrens e coang ol kst

sowsiss

R e o e e,
e e e
et s ot b o

R ORSIGLESE 0N -

mocnus

553462-275-6

Peel Here

H mskszmrs—é

Peel Here

ot e ety ot ol
o eyt Sk gt

LATA RS - O SHGLEUSE O

2

3462-275-6,

S06s
Peel Here

* patorming et carvan
et st
fovee ot onscionanosa

LB - R s st v
[ttty

s0Gs

Peel Here

Antiplaque Solution, Perox-A-Mint

it o

TATHeIe

TATHEeTe

TaTHele
| Ol Cea]

TaTHeTe

1 Clorel il Canel Gzl
Suction Toothbrush Suction Swab Suction Toothbrush Oropharyngeal
with Antilague Soltion with PerorcAMint® Solution with Antiplaque Solution Suction
CONTENTS: | 3 3 I
ity e et suth Nonsterile
CoNTENTS. 1 Son et
Drug Facts Drug Facts Drug Facts uses
et ngredent Fupose| | actve oo Fupose| | Actve nrdnt ] Rty
ottt ot 055%..oe gt | | Fcogon perosce 1.5%. oo choc 05%.veve- Al SO culy
gl - il Diecio
Uses s in e o Uses R Sacton atheer
5 - reherioy
[ty T preiiys - B
 Som i yrotoms o Rt s 7 e Warnings. S socton, Hae swhch o
* Fnaton o i’w”‘,‘:‘iﬁ"u‘»‘""'” "

- Yl P vk s s o o

Woep outof reach of chdren,
‘.

tn
- Yot Borsweko s, s o

i

o

+ Fonlla to ooon,
o i stz and Apltor S

Directions
- -m(uwnmnuwm

packagnover bt scbcn

SCon i,
octh ard orel vty or sy

i R Fanck,

aparopra s,

g, sopraprae solion,
Botwoen s e, Thoas iy o g o oo o,
Symptoma o paiodons, a eous rm ! mptoms of pardon s, 4ot o1 of uton O
e gim dease. ke 0 Sucton Harcles
burst -
percrming orlcars on
ay age. ¥ o e g < acoetaly o
3o b s P Soaliowec oo mudal by okt Potoon patort with oo

ok of conscouaness

Comprahand comrans

Caution
< Focral U A

Aitach Toombruah 1 ucton b,

g Ssior,
- s ot st Covrd Yorkce

5 < approsimately
o minte, ke t Surion Fandl, e minse,
- T oo, i switcn o ON. When s . Fe Mwm Sosturzs “on plcar St - Tosucton;dide swich to ON. Wnen fnisned,
st st 1 OFF * Apoly asnescid o Tos atum swicn o
- o clar g + Tockearwong
1 o 2 arectea oy St s

Gari: o docrr
- Chlron undr 12 years o age superiss use.
* Chia

-+ Dot Tootromen. Reatiach Govered Varsauer|
ey

o Soctor ‘o Sucton Han:
- Phesioun \‘mmurm, o ot Sua. + Pl
Aooh s naeced e Ay 2 naocas 0l 3 i
= T b i and ok 12 years of ago and oker
. Y rectod by a dents.
o i chion. + Encir four & i aher s i k. remove Dot swabow i s,
- cmw et o Tyt e + Crliron 3905 01017 years suparvise use,

arnot comprehord Conance,
Ermin o ntactsho s nt v
 any pates o ool caviy.

avor, pobscrtate 89, phasphorc
ok, o sscehain, e 1 (1 42080,
Tgove sy

Questions?, 220,

e bt ook wnen peranming ol careon
mm i3 o ok f corecoanes o

 Enmes o st ahr s ot i
o s oy oy

“Tnactive ingredient
[imefi e O R—
Sotbat, pelysiroee 80, pl -

i et g v, o

e oo,

e s,

o

Noshiionues s s ol il

it S e

ot ol sty Vi 2ol il

e el et ko o
el vl

LATERRE « OR SO USEOWY - ADE N USA.

N
3 536462-275-6

Peel Here

3 m;«sz—msw s

Peel Here

B S ettt
R R e e

Ve Sage s b
DX R+ FORSGLEUSE O - HAOCH

353462-275-6

sSAGs
Peel Here

To'%ale by o o the
arer o prysic
orfonsad proci

LTS - o s g vy
TR UsA

sA6sE
Peel Here



A

Antiplaque

Solution
Active Ingredient:
Cetylpyridinium

chloride 0.05%

Squeeze Here

To Release Fluid

BURST PACKET
BEEFORE OPENING
OUTER PACKAGE

Do not remove
from package

0.25 fl. 0z./7T mL

R5269C

A

Antiplaque

Solution

Active Ingredient:
Cetylpyridinium
chloride 0.05%

Squeeze Here

To Release Fluid

BURST PACKET
BEFORE OPENING
OUTER PACKAGE

Do not remove
from package

0.25 1. 0z.7T mL
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Perox-A-Mint®
Solution

Active Ingredient:
Hydrogen
peroxide 1.5%

Squeeze Here

To Release Fluid

BURST PACKET
BEFORE OPENING
OUTER PACKAGE

Do not remove
from package

0.25 fl. 0z./7 mL

R5266C

A

Perox-A-Mint®
Solution
Active Ingredient:

Hydrogen
peroxide 1.5%

Squeeze Here

To Release Fluid

BURST PACKET
BEFORE OPENING
OUTER PACKAGE

Do not remove
from package

0.25 fl. 02./7 mL
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QCARE ORAL CLEANSING AND SUCTIONING SYSTEM, Q4

cetylpyridinium chloride and hydrogen peroxide kit

Product Information

Product Type

Packaging

# Item Code

160

NDC:53462-804- 1 in 1 KIT; Type 1: Convenience Kit of Co-

Package

Quantity of Parts

HUMAN OTC DRUG

Package Description

Item Code (Source)

Marketing Start

06/30/2004

NDC:53462-804

Marketing End

Date




Part # Package Quantity Total Product Quantity

Partl 4 PACKET 28 mL
Part2 2 PACKET 14 mL
Part 3 1
Part4 6 PACKET 12 g
Part 1 of 4

PEROX-A-MINT SOLUTION

hydrogen peroxide mouthwash

Product Information

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

WATER (UNIl: 059QFOKOOR)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
PHOSPHORIC ACID (UNIl: EAGA8884NN)
SACCHARIN SODIUM (UNIl: SB8ZUX40TY)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
FD&C YELLOW NO. 6 (UNIl: H77VEI93A8)

Packaging
Item T Marketing Start
# Code Package Description Date
1 4 in 1 KIT
1 7 mL in 1 PACKET; Type 0: Not a Combination
Product

Marketing Information

Marketing Application Number or Monograph Marketing Start

Category Citation Date
OTC monograph not . 1356 05/21/1998

final

Marketing End
Date

Marketing End
Date



Part 2 of 4
ANTIPLAQUE SOLUTION

cetylpyridinium chloride mouthwash

Product Information

Route of Administration BUCCAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
CETYLPYRIDINIUM CHLORIDE (UNII: DOOM4SK49P) (CETYLPYRIDINIUM - CETYLPYRIDINIUM 0.5 mg
UNII:CUB7JI0)V3) CHLORIDE in 1 mL

Inactive Ingredients

Ingredient Name Strength
SORBITOL (UNIl: 506T60A25R)
POTASSIUM SORBATE (UNIl: 1VPU26JZZ4)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
POLYSORBATE 20 (UNIl: 7T1F30V5YH)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
WATER (UNIl: 059QFOKOOR)
CITRIC ACID MONOHYDRATE (UNIl: 2968PHWSQP)

Packaging
Item S Marketing Start Marketing End
# Code Package Description Date Date
1 2in1KIT
1 7 mL in 1 PACKET; Type 0: Not a Combination
Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End

Category Citation Date Date
ﬁgacl monograph not 4356 05/21/1998
Part 3 of 4

SODIUM BICARBONATE

other oral hygiene products



Product Information

Other Ingredients

Ingredient Kind Ingredient Name Quantity
INGR SODIUM BICARBONATE (UNIIl: 8MDF5V39QO0)
INGR CARBOXYMETHYLCELLULOSE SODIUM (UNIl: K6790BS311)
INGR SODIUM LAURYL SULFATE (UNII: 368GB5141))
INGR SODIUM BENZOATE (UNII: OJ245FE5EU)
INGR WATER (UNII: 059QFO0KOOR)
INGR SACCHARIN SODIUM (UNIl: SB8Z UX40TY)

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
Cosmetic
Part 4 of 4

MOUTH MOISTURIZER

other oral hygiene products

Product Information

Other Ingredients
Ingredient

Kind Ingredient Name Quantity
INGR CETYLPYRIDINIUM CHLORIDE (UNIl: D9OM4SKA49P)
INGR CARBOMER HOMOPOLYMER TYPE B (ALLYL PENTAERYTHRITOL CROSSLINKED)
(UNII: HHTO1ZNK31)
INGR COCONUT OIL (UNIl: Q9LOO73W7L)
INGR XYLITOL (UNII: VCQO06KQ1E)
INGR CARBOXYMETHYLCELLULOSE SODIUM (UNIl: K6790BS311)
INGR .ALPHA.-TOCOPHEROL ACETATE (UNIl: 9E8X80D2L0)
INGR WATER (UNIl: 059QFOKOOR)
INGR POLYSORBATE 20 (UNIIl: 7T1F30V5YH)
INGR POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
INGR POTASSIUM SORBATE (UNIl: 1VPU26JZZ4)

Packaging



# em Package Description
Code g P
1 6in 1 KIT
1 2 g in 1 PACKET; Type 0: Not a Combination
Product

Marketing Information

Marketing Application Number or Monograph
Category Citation
Cosmetic

Marketing Information

Marketing Application Number or Monograph
Category Citation
OTC monograph not

final part356

viarketung >tuartc
Date

viarkeuny cna
Date

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

Marketing End
Date

06/30/2004

QCARE ORAL CLEANSING AND SUCTIONING SYSTEM, Q8

cetylpyridinium chloride and hydrogen peroxide kit

Product Information

Product Type HUMAN OTC DRUG

Packaging

# Item Code Package Description

1 NDC:53462-808- 1 in 1 KIT; Type 1: Convenience Kit of Co-
60 Package

Quantity of Parts

Part # Package Quantity

Part1 1 PACKET 7 mL
Part 2 2 PACKET 14 mL
Part 3 1
Part4 3 PACKET 69
Part 1 of 4

PEROX-A-MINT SOLUTION

hydrogen peroxide mouthwash

Item Code (Source)

NDC:53462-808

Marketing Start
Date

Marketing End
Date

06/30/2004 04/09/2018

Total Product Quantity



Product Information
Item Code (Source) NDC:53462-075

Route of Administration BUCCAL

Active Ingredient/Active Moiety

Ingredient Name

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

Inactive Ingredients

Ingredient Name
WATER (UNIl: 059QF0KOOR)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
PHOSPHORIC ACID (UNIl: E4AGA8884NN)
SACCHARIN SODIUM (UNII: SB8ZUX40TY)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
FD&C YELLOW NO. 6 (UNIIl: H77VEI93A8)

Packaging
# Rem Code Package Description
1 1in 1KIT

1 NDC:53462-075- 7 mL in 1 PACKET; Type 0: Not a Combination
60 Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

QTC monograph not part356

final

Part 2 of 4

ANTIPLAQUE SOLUTION

cetylpyridinium chloride mouthwash

Product Information
Item Code (Source) NDC:53462-275

Route of Administration BUCCAL

Basis of
Strength Strength
HYDROGEN 15 mg
PEROXIDE in1mL
Strength

Marketing Start
Date

Marketing Start
Date

05/21/1998

Marketing End
Date

Marketing End
Date



Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength

CETYLPYRIDINIUM CHLORIDE (UNIl: D9OM4SK49P) (CETYLPYRIDINIUM -

UNII:CUB7JI0)V3)

CHLORIDE

Inactive Ingredients

Ingredient Name

SORBITOL (UNII: 506T60A25R)
POTASSIUM SORBATE (UNII: 1VPU26JZZ4)

POLYSORBATE 80 (UNII:
POLYSORBATE 20 (UNII:
FD&C BLUE NO. 1 (UNII:

60ZP39ZG8H)
7T1F30V5YH)
H3R47K3TBD)

WATER (UNIl: 059QF0KOOR)
CITRIC ACID MONOHYDRATE (UNIl: 2968PHWBQP)

Packaging

# Item Code

Marketing Start

Package Description Date

1 2in 1 KIT

1

NDC:53462-275- 7 mL in 1 PACKET; Type 0: Not a Combination

60 Product

Marketing Information

Marketing Application Number or Monograph Marketing Start
Category Citation Date
OTC monagraph not - 356 05/21/1998

final

Part 3 of 4

SODIUM BICARBONATE

other oral hygiene products

Product Information

Other Ingredients
Ingredient Kind

INGR

INGR

INGR

INGR

Ingredient Name
SODIUM BICARBONATE (UNIl: 8MDF5V39Q0)
CARBOXYMETHYLCELLULOSE SODIUM (UNII: K6790BS311)
SODIUM LAURYL SULFATE (UNIl: 368GB5141))
SODIUM BENZOATE (UNII: OJ245FE5EU)

CETYLPYRIDINIUM

0.5 mg
in 1 mL

Strength

Marketing End
Date

Marketing End
Date

Quantity



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

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
Cosmetic
Part 4 of 4

MOUTH MOISTURIZER

other oral hygiene products

Product Information

Other Ingredients

Ingrt_adient Ingredient Name Quantity
Kind
INGR CARBOXYMETHYLCELLULOSE SODIUM (UNII: K6790BS311)
INGR .ALPHA.-TOCOPHEROL ACETATE (UNIl: 9E8X80D2L0)
INGR WATER (UNII: 059QFOKOO0R)
INGR POLYSORBATE 20 (UNIl: 7T1F30V5YH)
INGR POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
INGR POTASSIUM SORBATE (UNII: 1VPU26)ZZ4)
INGR CETYLPYRIDINIUM CHLORIDE (UNIl: D9OM4SK49P)
INGR CARBOMER HOMOPOLYMER TYPE B (ALLYL PENTAERYTHRITOL CROSSLINKED)
(UNII: HHTO1ZNK31)
INGR COCONUT OIL (UNIl: Q9LOO73W7L)
INGR XYLITOL (UNII: VCQO06KQ1E)
Packaging
# clt:;; Package Description MarkeDt:;g i MarkeDigzg End
1 3in1KIT
1 2 g in 1 PACKET; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

Cosmetic



Marketing Information

Marketing Application Number or Monograph
Category Citation

QTC monograph not part356

final

Labeler - sage Products LLC (054326178)
Registrant - sage Products LLC (054326178)

Revised: 2/2022

Marketing Start
Date

06/30/2004

Marketing End
Date

04/17/2018

Sage Products LLC
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