LOLLICAINE BUBBLE GUM- benzocaine gel, dentifrice
LOLLICAINE CHERRY- benzocaine gel, dentifrice
LOLLICAINE MINT- benzocaine gel, dentifrice
LOLLICAINE PINA COLADA- benzocaine gel, dentifrice
Centrix, Inc.

Lollicaine Topical Anesthetic Gel/Liquid -
20% Benzocaine

Active ingredients

Benzocaine 20%

Purpose

Oral Anesthetic

Use

For the temporary relief of occasional minor irritation and pain, associated with:

Sore mouth and throat

Ulcers

Minor dental procedures

Needle punctures

Minor irritation of the mouth and gums caused by dentures or orthodontic appliances

Warnings
For external use only
Methemoglobinemia Warning

Use of this product may cause methemoglobinemia, a serious condition that must be
treated promptly because it reduces the amount of oxygen carried in blood. This can
occur even if you have used this product before. Stop use and seek immediate medical
attention if you or a child in your care develops:

e Pale, gray or blue colored skin (cyanosis)

Headache

Rapid heart rate

Shortness of breath

Dizziness or lightheadedness

Fatigue or lack of energy

Allergy alert:

Do not use if you have a history of allergy to any “caine” anesthetics, such as
benzocaine, butacaine, procaine or tetracaine.



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. If sore mouth
symptoms do not improve in 7 days, see your dentist or doctor promptly.

Do Not Use
e For teething
¢ |In children under 2 years of age

When using this product
Avoid contact with eyes

Ask a doctor before use
e If pregnant or breastfeeding

Directions
Do not exceed recommended dosage.

Adults and children 2 years of age and older: Apply to affected area up to 4 times
daily or as directed by dentist or doctor.

Children under 12 years of age: Should be supervised in the use of the product.

Children under 2 years of age: Do not use

Keep out of the reach of children

Other information
Store at 59° to 862 F (152 to 302 C)

Questions or comments?
800.235.5862 | centrixdental.com

CENTRIX INCORPORATED
770 River Road

Shelton, CT 06484 USA

Toll Free (USA): 800.235.5862
CENTRIXDENTAL.COM

Inactive ingredients
Bubble Gum flavor contains:PEG-8, PEG-75, sodium saccharin
Cherry flavor contains:Cherry flavor, PEG-8, PEG-75, sodium saccharin

Mint flavor contains: Mint flavor, PEG-8, PEG-75, sodium saccharin



Pina Colada flavor contains:PEG-8, PEG-75, PinaColada flavor, sodium saccharin

LolliCaine

20% Benzocaine
Topical Anesthetic Gel

REF| 360094

Contains: 120 x LolliPack®
0.014 oz. (0.4 g),
0.01fl. oz. (0.3 ml) perunit

centrix

MAKING DENTISTRY EASIER




LolliCaine-

20% Benzocaine
Topical Anesthetic Gel

REF| 360094

Contains: 120 x LolliPack® " —
0.014 oz. (0.4 g),
0.01fl. oz. (0.3 ml) perunit 2 s

centrix

MAKING DENTISTRY EASIER"

Dru g Fac ts Drug Facts (continued)

P = Directions
Active ingredient Purpose | | po notexceed recommended dosage.

(in ea_‘:h unit-dose pack) _ Adults and children | Apply to affected area
Benzocaine 20%. Oral Anesthetic 2 years of age up to 4 times daily or as

_ m— and older directed by dertist or doctor.
Uses For the termporary relief of cccasional minor Children under Should be supervised

irritation and pain associated with: :

i fori rmuthpand st o ilieoes 12 years of age in the use of the product.
m Minor dental procedures m Needle punctures Ghildren under Do not use.

= Minor irritation of the mouth and gums caused 2 years of age
by dentures or orthodontic appliances

. Other information
Warnings Store at 53° to 86°F (15° to 30°C)
For external use only
Methemogloblnemia waming Inactive ingredients
Use of this product may cause methemoglobinemia, PEG-8, PEG-75, Pina Colada flavor, sodium
a serious condition that must be treated promptly saccharin
because it reduces the amount of oxygen carried
in blood. This can occur even if you have used this Questions?

product before. Stop use and seek immediate medi-
cal attention if you or a child in your care develops:
m Pale, gray or blue colored skin (cyanosis)

m Headache = Rapid heart rate

m Shortness of breath

m Dizziness or lightheadedness

m Fatigue or lack of energy

Allergy alert

800.2355862 | centrixdental.com




L0 NOT USe ITYoU nave a nistory or alergy 1o any
“caine” anesthetics, such as benzocaine, butacaine,
procaine or tetracaine.

Sore throat warning

If sore throat is severe, persists for more than

2 days, is accompanied or followed by fever, head-
ache, rash, nausea, or vomiting consult a doctor
promptly. if sore mouth symptoms do not improve

in ¥ days, see your dentist or doctor promptly. CENTRIX INCORPORATED
Do not use 770 River Road
m For teething = In children under 2 years of age Shelton, CT 06484 USA

Toll Free (USA): 800,235 5862
When using this product ki
Aor corfackmity ccs [ ]i] cENTRIXDENTAL.COM

Ask a doctor before use 15°C 5O°F
= If pregnant or breastfeeding E,i @ | 3¢ 5+

Keep out of reach of chlldren
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LolliCaine

20% Benzocaine
Topical Anesthetic Gel

REF| 360092

\

centrix . [
g lolliCaine ——m

DYE FREE * 20% Benzocaine

L —



Contains: 120 x LolliPack®
0.014 oz. (0.4 g),
0.01 fl. oz. (0.3 ml) perunit

centrix

MAKING DENTISTRY EASIER

LolliCaine-

20% Benzocaine
Topical Anesthetic Gel

REF| 360092

Contains: 120 x LolliPack"® &N 1 oy’ T g —_—
o - --_"Q.___l'- '.---.E y L 3 .’ ‘: .:‘_ vx\, ) '.i;_-a, :_: :. i F j_ —
0-014 nz- {0-4 g} ] f%ﬂ%%;;;i’/ vy y '

0.01fl.oz. (0.3 ml) perunit A

centrix

MAKING DENTISTRY EASIER®

Drug Facts (continued
Drug Facts g aciod !
—— - Directions
Active ingredient Purpose | | po notexceed recommended dosage.
(in Ea_‘-’h unit-dose pack) _ Adults and children | Apply to affected area
Lt L —— Oral Anesthetic 2 years of age up to 4 times daily or as
and older directed by dentist or doctor.

Ilaaas Chr Hhn trrmrmarans ralinf of cnsacinnal seinar
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ity : : i Children under Should be supervised
irrtation and pain associated with: ,
= Sore moulh andityoat = Ulcers 12 years of age in the use of the product.

= Minor dental procedures = Needle punctures Children under Do not use.
m Minor irritation of the mouth and gums caused 2 years of age
by dentures or orthodontic appliances

. Other information
Warnings Store at 59° to 86°F (15° to 30°C)

For external use only

Methemogloblnemla waming

Use of this product may cause methemoglobinemia,
a serious condition that must be treated promptly
because it reduces the amount of oxygen carried

in blood. This can occur even if you have used this
product before. Stop use and seek immediate medi-
cal attention if you or a child in your care develops:
m Pale, gray or blue colored skin {cyanosis)

m Headache = Rapid heart rate

m Shortness of breath

m Dizziness or lightheadedness

m Fatigue or lack of energy

Allergy alert
Do not use ifyou have a history of allergy to any
“caine” anesthetics, such as benzocaine, butacaine,

Inactive ingredients

Mint flavor, PEG-8, PEG-75, sodium saccharin

Questions?
8002355862 | centrixdental.com

procaine or tetracaine.

Sore throat warning

If sore throat is severe, persists for more than

2 days, is accompanied or followed by fever, head-
ache, rash, nausea, or vomiting consult a doctor
promptly. if sore mouth symptoms do not improve

in 7 days, see your dentist or doctor promptly. CENTRIX INCORPORATED
Do not use 770 River Road
m For teething  w In children under 2 years of age Shelton, CT 06484 USA

Toll Free {USA): 800.235.5862
When using this product "
Avoid contact with eyes. [:11] CENTRIXDENTAL.COM

Ask a doctor before use

m If pregnant or breastfeeding % @, * ;:E ﬁ::ﬁ

Keep out of reach of chlldren

L
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LolliCaine

20% Benzocaine
Topical Anesthetic Gel



REF| 360090
Cherry

centrix l
@ LoIIICalne —
DYE FREE + 20% Benzocaine

Contains: 120 x LolliPack®
0.014 oz. (0.4 g),
0.01 fl. oz. (0.3 ml) perunit

centrix

MAKING DENTISTRY EASIER®

LolliCaine-

20% Benzocaine
Topical Anesthetic Gel

REF| 360090
Cherry 1

l::-r‘ltr' H

Contains: 120 x LolliPack’ @ Lol ICalne S

0.014 o0z. (0.4 g), DYE FREE » 20 8e




0.01fl.oz. (0.3 ml) perunit _____  —————""

centrix

MAKING DENTISTRY EASIER"

Dru g Fac ts Drug Facts (continued)

P = Directions
Active ingredient Purpose | | po notexceed recommended dosage.

(in ea_‘:h unit-dose pack) _ Adults and children | Apply to affected area
Berocaine 2096 ... Oral Anesthetic 2 years of age up to 4 times daily or as

_ m— and older directed by dertist or doctor.
Uses For the termporary relief of cccasional minor Children under Should be supervised

irritation and pain associated with: ;

= Sore rmuthpand throat = Licers 12 years of age in the use of the product.
m Minor dental procedures m Needle punctures Ghildren under Do not use.

= Minor irritation of the mouth and gums caused 2 years of age

by dentures or orthodontic appliances

. Other information
Warnings Store at 53° to 86°F (15° to 30°C)
For external use GI'II}F
Methemogloblnemla waming Inactive ingredients

Use of this product may cause methemoglobinemia, Cherry flavor, PEG-8, PEG-75, sodium saccharin
a serious condition that must be treated promptly

because it reduces the amount of oxygen carried P 2
in blood. This can occur even if you have used this Questions: _
product before. Stop use and seek immediate medi- 800.235.5862 | centrixdental.com

cal attention if you or a child in your care develops:
m Pale, gray or blue colored skin {cyanosis)

m Headache = Rapid heart rate

m Shortness of breath

m Dizziness or lightheadedness

m Fatigue or lack of energy

Allergy alert

Do not use ifyou have a history of allergy to any
“caine” anesthetics, such as benzocaine, butacaine,
procaine or tetracaine.

Sore throat warning

If sore throat is severe, persists for more than

2 days, is accompanied or followed by fever, head-
ache, rash, nausea, or vomiting consult a doctor
promptly. If sore mouth symptoms do not improve
in 7 days, see your dentist or doctor promptly.

Do not use
m For teething = In children under 2 years of age

When uging this product
Avoid contact with eyes.

CENTRIX INCORPORATED
770 River Road
Shelton, CT 06484 USA

|:H:| CENTRIXDENTAL.COM

Ask a doctor before use
= If pregnant or breastfeeding

Keep out of reach of chlldren }

15°C 5O°F
% @ & W°C B6F
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LolliCaine

20% Benzocaine
Topical Anesthetic Gel

REF| 360088
Bubble Gum

centr |
O LolliCaine ——
DYE FREE ¢ 20%Ben

Contains: 120 x LolliPack®
0.014 oz. (0.4 g),
0.01fl. oz. (0.3 ml) perunit

centrix

MAKING DENTISTRY EASIER®



- ]
LolliCaine-

20% Benzocaine
Topical Anesthetic Gel

REF| 360088
Bubble Gum :

cantrix |

Contains: 120 x LolliPack”® ég\ ! E
aine —
0-014 nz- {0-4 g}, () %3!!59 BengoCama

0.01fl. oz. (0.3 ml) perunit ——

centrix

MAKING DENTISTRY EASIER®

Dru g Fac ts Drug Facts (continued)

— = Directions
Active ingredient Purpose | | po notexceed recommended dosage.

(in Ea_‘-’h unit-dose pack) _ Adults and children | Apply to affected area

Berzocaine 2096 ... Oral Anesthetic 2 years of age up to 4 times daily or as
and older directed by dentist or doctor.

Uses For the temporary relief of occasional minor Cridien under Should be supervised

irrtation and pain associated with: )

& Sorsirnr b e oAk o bl 12 _yfears of age in the use of the product.
m Minor dental procedures m Needle punctures Children under Do not use.

= Minor irrtation of the mouth and gums caused 2 years of age

by dentures or orthodontic appliances

. Other information
Warnings Store at 59° to 86°F (15° to 30°C)
For external use only
Methemoglobinemia waming Inactive ingredients
Use of this product may cause methemoglobinemia, Bubble Gum flavor, PEG-8, PEG-75,
a serious condition that must be treated promptly sodium saccharin
because it reduces the amount of oxygen carried
in blood. This can occur even if you have used this i 2
product before. Stop use and seek immediate medi- SIERH NN :
cal attention if you er a child in your care develops: 800.235.5862 | centrixdertal.com
m Pale, gray or blue colored skin (cyanosis)

m Headache w Rapid heart rate
m Shortness of breath




m Dizziness or lightheadedness
m Fatigue or lack of energy

Allergy alert

Do not use ifyou have a history of allergy to any
“caine” anesthetics, such as benzocaine, butacaine,
procaine or tetracaine.

Sore throat warning

If sore throat is severe, persists for more than

2 days, is accompanied or followed by fever, head-
ache, rash, nausea, or vomiting consult a doctor
promptly. if sore mouth symptoms do not improve
in ¥ days, see your dentist or doctor promptly.

CENTRIX INCORPORATED
Do not use 170 River Road
m For tegthing = In children under 2 years of age Shelton, CT 06484 USA

Tall Free (USA): 800235 5862
When using this product
Avoid contact with eyes. EJ_—‘ CENTRIXDENTAL.COM

Ask a doctor before use

- 15°C 56°F
m If pregnant or breastfeeding E @ d w¢ T
Keep out of reach of children >
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LOLLICAINE BUBBLE GUM
benzocaine gel, dentifrice
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:60640-8800
Route of Administration DENTAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
BENZOCAINE (UNIl: U3RSY48)W5) (BENZ OCAINE - UNII:U3RSY48JW5) BENZ OCAINE 200mg inlg
Inactive Ingredients
Ingredient Name Strength

PEG-8 (UNIl: B6978945GQ)
PEG-75 (UNIl: G2M7P15E5P)
SACCHARIN SODIUM (UNIl: SB8ZUX40TY)

Product Characteristics

Color pink Score

Shape Size

Flavor BUBBLE GUM Imprint Code



Contains

Packaging
# Item Code Package Description ISR SR RIS L
Date Date
NDC:60640- .
1 8800-1 120 in 1 CARTON 01/14/2019
1 0.4 g in 1 DOSE PACK; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO022 01/14/2019
LOLLICAINE CHERRY
benzocaine gel, dentifrice
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:60640-9000
Route of Administration DENTAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
BENZOCAINE (UNIl: USRSY48JW5) (BENZOCAINE - UNII:U3RSY48JW5) BENZ OCAINE 200mg inlg
Inactive Ingredients
Ingredient Name Strength
PEG-8 (UNIl: B6978945GQ)
PEG-75 (UNIl: G2M7P15E5P)
SACCHARIN SODIUM (UNII: SB8ZUX40TY)
Product Characteristics
Color red Score
Shape Size
Flavor CHERRY Imprint Code
Contains
Packaging
4 Mmn FadA Ml e P mfaa b en Marketing Start Marketing End



+ ILCIIn wouce rauRayce wvesuiipuvulil

Date Date
NDC:60640- .
1 9000-1 120 in 1 CARTON 01/14/2019
1 0.4 g in 1 DOSE PACK; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO022 01/14/2019
LOLLICAINE MINT
benzocaine gel, dentifrice
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:60640-9200
Route of Administration DENTAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
BENZOCAINE (UNIl: USRSY48JW5) (BENZOCAINE - UNII:U3RSY48JW5) BENZ OCAINE 200mg inlg
Inactive Ingredients
Ingredient Name Strength
PEG-8 (UNIl: B6978945GQ)
PEG-75 (UNIl: G2M7P15E5P)
SACCHARIN SODIUM (UNII: SB8ZUX40TY)
Product Characteristics
Color green Score
Shape Size
Flavor MINT Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:60640- :
1 9200-1 120 in 1 CARTON 01/14/2019
1 0.4 g in 1 DOSE PACK; Type 0: Not a Combination

Product



Marketing Information

Marketing Application Number or Monograph Marketing Start
Category Citation Date
OTC Monograph Drug MO022 01/14/2019

LOLLICAINE PINA COLADA

benzocaine gel, dentifrice

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration DENTAL

Active Ingredient/Active Moiety

Marketing End
Date

NDC:60640-9400

Ingredient Name Basis of Strength Strength

BENZOCAINE (UNII: USRSY48)JW5) (BENZOCAINE - UNII:U3RSY48)JW5) BENZ OCAINE

Inactive Ingredients

Ingredient Name
PEG-8 (UNIl: B697894SGQ)
PEG-75 (UNIl: G2M7P15E5P)
SACCHARIN SODIUM (UNIl: SB8Z UX40TY)

Product Characteristics

Color yellow Score
Shape Size
Flavor COCONUT Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start
Date
NDC:60640- .
1 9400-1 120 in 1 CARTON 01/14/2019
1 0.4 g in 1 DOSE PACK; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date

OTC Monograph Drug MO022 01/14/2019

200mg inlg

Strength

Marketing End
Date

Marketing End
Date



Labeler - centrix, Inc. (053707303)

Establishment

Name Address ID/FEI Business Operations

Centrix 053707303 pack(60640-8800, 60640-9000, 60640-9200, 60640-9400) , label(60640-8800, 60640-
Inc 9000, 60640-9200, 60640-9400)

Revised: 10/2025 Centrix, Inc.
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