TOPICAL ANESTHETIC- benzocaine gel
NDC, Inc.

Disclaimer: This drug has not been found by FDA to be safe and effective, and this labeling has not been
approved by FDA. For further information about unapproved drugs, click here.

Topical Anesthetic Gel -
20% Benzocaine

Gel - 10z/34g
2731001 Cherry
2731002 Mint
2731004 Pina Colada
2731005 Bubble Gum
2731006 Strawberry
2731007 Raspberry

For dental use only
Rx only

1. INDICATIONS AND USAGE

Indicated as a topical anesthetic for use on oral mucosa prior to local anesthetic injections, scaling and
prophylaxis. Also useful to relieve discomfort associated with taking impressions and intra- oral
radiographs.

2. DOSAGE AND ADMINISTRATION

0 Using a new cotton applicator, apply a small amount of gel to the mucosa to achieve topical
anesthesia. Do not reintroduce the cotton applicator into the bottle.

0 Tightly re-cap the jar after each use.

3. DOSAGE FORMS AND STRENGTH

Each gram of 20% Benzocaine Gel contains between 180-220 mg benzocaine in a flavored base.

4. CONTRAINDICATIONS

Should not be used with individuals with a known sensitivity to benzocaine or PABA.

5. WARNINGS AND PRECAUTIONS

METHEMOGLOBINEMIA WARNING

Use of this product may cause methemoglobinemia, a rare but serious condition that must be treated
promptly because it reduces the amount of oxygen carried in blood. Stop use and seek immediate
medical attention if the patient in your care develops:

pale, gray or blue colored skin (cyanosis)
* headache
* rapid heart rate



* shortness of breath
dizziness or lightheadedness
fatigue or lack of energy

Not for use in children under 2 years of age

Keep out of reach of children

For professional dental use only

Take care not to contaminate the bottle by reintroducing a used cotton applicator into the bottle
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6. OVERDOSAGE

In case of overdose, get medical help or contact a Poison Control Center right away.

7. DESCRIPTION

Flavored 20% benzocaine gel for topical mucosa anesthesia

8. HOW SUPPLIED/STORAGE AND HANDLING
20% benzocaine gel is supplied in multiple use containers
Store between 59°-86°F (15°-30°C). Protect from freezing.

For more information call NDC at 1-800-929-4232
Manufactured for NDC Nashville, TN 37217

Made in the USA

2731001DF, R1-120116

PRINCIPAL DISPLAY PANEL - 34g Jar Label - Cherry

Topical Anesthetic Gel
20% Benzocaine
Cherry

REF: 2731001
CHERRY

Qualag
DENTAL PRODUCTS

NET CONTENTS:
10z (34g)

Rx Only
NDC 43128-021-30



' 20% Benzocaine
' Cherry
' REF: 2731001
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' Topical Anesthetic Gel
i devebops: pale, gray, o bue colored skin {cyanosis), headache, rapid heart rate, shariness of breath, dizziness

Quale

& Usage: Indicyted ss 8 Inpiaal i mrun on ora] l'ppll,rﬂ rnqulr“.
Dosage & Adminisiration: Using & new cotton applcator, apply @ small amount of gel to the mucosa to
achiave topical anesthasia. Do nat reintroduca the cotion applicator into the jar, Tightly ra=cap the jar after
wach use.
Dosage Forms & Strength: Each gram contains between 180-220 g berrocaine in a flavored base,

tisna: (o ot use on individuals with 8 known ity to b or PABA,
Wamings & Precautions: METHEMOGLOEINEMIA WARMNING: Use of this product may cause
methemogiobinemia, & rare but sarious condition that must ba treated promptiy becauss it reduces the

amount of cxygen carried in blood, Sop use and seek immediate medical attention if the patient in your care

S or lightheadadnass, fatigus or lack of anergy. Not for usa In children under 2 years of age.
Keep out of reach of ehildren.
ﬁ Dmlul": In case of ovardose, uul medical help or contact a Poison Control Centar right away.
i Benzacaine, P Giycol 3350 NF, Pabyethylene Ghycol 400 NF, Artificial Cherry Flavar,
E Sodivm Saceharin usp, Purifisd er Licorica Essanca, FD&C Rad #40
Storage: Store between 59°=E6"F (15°=30°C). Protect fram freezing.

€ Made in USA for:
& NOC, Inc,, 402 BNA Drive, Suite 500 | Nashville, TN 37217 | www,quala,com

1X1 2D Barcode
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UNVARNISHED

PRINCIPAL DISPLAY PANEL - 34g Jar Label - Mint

Topical Anesthetic Gel
20% Benzocaine
Mint

REF: 2731002
MINT

Qualag
DENTAL PRODUCTS

NET CONTENTS:
1 0z (34g)

Rx Only
NDC 43128-023-30

Toplcal Anesthetic Gel

(’lunla & Keep out of reach of chibiren.
< Dn:lw In cunm ou-rduss. got madical help or contact a Paison Control Center right avway.

' 20% Benzocaine
 Mint
REF: 2731002

E Usage: Indicatad 25 & topical sthatic for use gn ors| mucosa, Apply as required,
nlll'l & Adminisiration: Using 2 mew cotton applicator, apply & small amount of gel to the mecoss tn
achieve topical anesthesia. Do not reintroduce tha cotton applicator into the jar Tightly re-cap the jar after
gach use.
Desage Forms & Strength: Each gram contains betwaen 1ID-ZZIII|1| bun.r.ur.urnu in & flavored base.
Contraindications: Do not use on indivi with a knawn sanst ing of PABA,
Warnings & Precautions: METHEMOGLOBINEMIA WARNING: Ua af this product may cause
mathamogiobinemia, & rare but sesipus condition thet must be rested promptly becausa it reduces the
amount of oxygen carried in bood. Stop use and seek immediate medical attention if the patient in your care

develops: pate, gray, or blus colored skin {cyanosial, hNiuchD.lupul heart rate, shortness of breath, dizziness
urﬁuhﬂnldnﬂnsai fatigus or lack of energy. Not for usa in children under 2 yaars of age.

& Blyeol 3350 NF, Palyethylene Glyeol 400 NF, Sodium Saccharin USP,

T g Matural P‘npparmm: Fllmr Purified Wlmr Licorice Essence, D&C Green #
| & Storage: Store between 58°-36°F (15°-30°C). Protact from lrmmn]

£ Made in USA fo
" = NDC, Inc., 402 Blb’u Drive, Suite 500 | Nashville, TN 37217 | www.quala.com

1X1 2D Barcode
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UNVARNISHED

PRINCIPAL DISPLAY PANEL - 34g Jar Label - Pifia Colada

Topical Anesthetic Gel
20% Benzocaine
Pifia Colada

REF: 2731004
PINA COLADA

Qualag
DENTAL PRODUCTS

NET CONTENTS:
10z (34g)

Rx Only



NDC 43128-024-30

(: _________________________ [ ;is;il_u_& ll_u;le_lndi_u;ad:a; ln_pir:_ll ;ﬂa;m;li:_far_us_a u; nr_al ;m:_ns;, A;pa t:ra_qu;“: ___________________
| T = I A th t' G I Dosage & Administration: Using & new cofton applicator, apply 8 small amount of gel to the mucasa to
| o p I c a “ es e Ic e :::;‘B::nplcd anesthesia. Do not reintroduce the cotton applicator into tha jar. Tightly re-cap tha jar aftar “I X‘I 2D Ba rcode
" .
- ] Forms & Strength: Each gram containa beteasn 180220 mg b g in a il d base.
I 20 % B enzocaine m‘"ﬁim: Da not u::n:f;aruf:udmm a I:r:;m unsllm'w ;";:::;n;::ur.;;?ﬂ.. *
: S Warnings & Precautions: METHEMOGLOBINEMIA WARNING: Use of this product may cause Area
' Pina Colada ~% :
| ﬂ i devetops: pale, gray, or blua colored skin {cyanaosis), hesdache, rapid haart rate, shortnass of braath, dizzinass
. lightheadedness, fatig lack of Nat o im child dar 2 faga.
: HEF. 2731M4 'ﬂuala 2 L:M:'":::;“iu:: lack of energy. 7 use in children under 2 yaars of age
|

@ UDENTALPROOUCTS 5 Overdesage: In case of overdose, gat medical help or contact a Polsan Cantrol Center right away, UNVARNISHED

i mathamoglobinemia, a rare but sericus condition that must be treated promptly becausa it reduces the
2 amount of oxygen cemied in bood. Stop use end seek immediate medical attantion if the patient in your care

™ Ingredienis: Benzocaine, Polyethylene Glycol 3350 NF, Palyethylene Glycol 400 NF, Artificial Pina Colada
= Flavor, Sodivm Saccharin USP
Storage: Store batwaen 59°-36°F [15*-30°C). Protect from freezing.

Made in USA for:
NOC, Ine., 402 BNA Drive, Suite 500 | Nashville, TN 37217 | www.quala.com

MRC:

PRINCIPAL DISPLAY PANEL - 34g Jar Label - Bubble Gum

Topical Anesthetic Gel
20% Benzocaine
Bubble Gum

REF: 2731005
BUBBLE GUM

Qualag
DENTAL PRODUCTS

NET CONTENTS:
10z (34g)

Rx Only
NDC 43128-022-30

( """""""""""""""" Indications & Usage: Indicstad as a topical anesthatic for usa an aral mucass, Apply as reqived,
|
|
1

Topical AN S NI C Gl  com e et sees e sy eas e gy cop e e 1X1 2D Barcode

aach usa.

= Desage Forms & Strength: Each gram contains between 180-220 mq benzocaine in a flavored base.
20% BE[‘IZO c a |ne Contraindications: Do net use on individuals with a known sansitivity to Benzocaing or PAEA,

Warnings & Precautions: METHEMOGLOBINEMIA WARNING: Use of this product may cause Area
v mathemoglobinemia, & rare but sericus condition that must be weated promptly because it reduces the
2 amount of oxygan carried in biood. Stop use end seek immediate medical attaption if the patient in your care

Bubble Gum

= devetops: pale, gray, or blua colored skin {cyanosis), haadacha, rapid haart rate, shortnass of braath, dizzinass

bt ar hightheadedness, fatigus or lack of anergy. Nat far usa in children under 2 years of aga.

E Keep out of reach of children. ] UNVARNISHED
E Overdassge: In casi of overdose, get madical help or contact a Poalson Control Canter right away.

T Ingredients: Berzocaine, Palyetiylene Glycol 3350 NF, Polyethylene Glyeo 400 NF, Artificial Bubkle Gum

g E Flavos, Sodium Saccharin USP, Purified Water, DAC Red #28

& Sterage: Stora between 59°-36°F (15*-30°C). Proteet from freezing.

: Made in USA for.
" & NOC, Inc,, 402 BNA Drive, Suite 500 | Nashville, TN 37217 | www.quala.com

PRINCIPAL DISPLAY PANEL - 34g Jar Label - Strawberry

Topical Anesthetic Gel
20% Benzocaine
Strawberry

REF: 2731006
STRAWBERRY

Qualag
DENTAL PRODUCTS

NET CONTENTS:
10z (34g)



Rx Only
NDC 43128-020-30

Indications & Uzage: Indicatad 2s a topical anasthetic for usa on M‘Illnl.l.:ml. A]lpl"p a8 n‘;qulral‘.‘

Topmal ANCSHNELIC GE| ot b i hesstmssmsesas s rork nsestno. 1X1 2D Barcode

each use.

Diosage Farms & Strength: Each gram contains between 120220 mg berzocaing i a flavored base,
20% B e nzo c a I n e Cantraindications: Do not use on individuals with a known sensithvity to benzocaine or PABA,
Warnings & Precautions: METHEMOGLOEINEMIA WARNING: Use of this product may cause Area
Sn’awberry w mathemoglobinemia, a rare but serious condition that must be treated promptly because it reduces the
= amount of coygen carried in blood. Stop use and seek immediate medical attention if the patient in your cane

- - duvelops: pale, gray, or blue colored skin {cyanosis), headache, rapid heart rate, shariness of breath, dizziness
HEF. 2?31% ' g of lightheadsdnass, fatigua or lack of anargy, Nat far uss i children undar 2 years of sge.
- . Keen out of reach of children
&= lhm": In case of avardose, gat medical help or comtact @ Poison Control Cantar right aweay. UNVARNI SHED
o i Benzocaing, Pol Glyzel 3350 NF, Palysthylene Glycal 200 NF, Sodium Siuhlnrl use,
= ﬁ.m-r-mISlrlwlaun- F|-I\mr Pu:lf-ad Water, FD&C Red #30
& Sworage: Store benween 59°-26°F [15°-30°C), Frotect from fraazieg.

£ Made in USA for:
& NDC, Inc., 402 BNA Drive, Suite 500 | Nashville, TN 37217 | www.quala.com

PRINCIPAL DISPLAY PANEL - 34g Jar Label - Raspberry

Topical Anesthetic Gel
20% Benzocaine
Raspberry

REF: 2731007
RASPBERRY

Qualag
DENTAL PRODUCTS

NET CONTENTS:
10z (34g)

Rx Only
NDC 43128-026-30

(-— - . - IHIthn & i.lnql: Indicated as 8 toplcal anesthetic far use on oral mucosa, Appl-v a8 required, )
| Dosage & Administration: Using 2 new cotton appicator, apply & small amount of gel to the mucoss
| Topl cal Anesth etlc Gel achiave topical anesthasia. Do not reintroduce the cotion applicator into the jar, Tightly ra=cap the jar after ‘IX‘I 2D Barccde
wach use.
: Dosage Farms & Strength: Each gram containg between 130220 mg hnnw:ulnn in a flavored base,

: 20% Benzucaine a Contraindications: 0o not use an individuals with a known jth or PARA

; W:;:ﬂllibmﬁulmn bnm:mm:_l_dm# mm:m L:u of mluhpmdun ma: nlula: Area
i Haspberry “ methemoglobinemia, & rare but sarious condition that must be treated promptly because it reduces the

|
' REF: 2731007

~ amaunt of oxygen carried in Blood. Stop use and seek immediate medical attention if the patient in your care
2 doevelops: pale, gray, or bue colored skin {cyanosis), headache, rapid heart rate, shortness. of breath, dizziness
< of lightheadadnass, fatigus or lack of energy, Not for use in children undar 2 years of aga.
Quala. 2 reepoutof reach ol children.
DENTAL PROCUCTS E l}nnhu": Incase nfnwrdun get medical help or comtact a Poison Control Center right away.
Glyeol 3350 NF, Polyethylene Glycol 200 NF, Sodium Saccharin USP,
Anrr-clallmnww Flwo-' Purified Water, FOAC Red 240, D&C Rad #28, FOAC Blue M1 U NVARN ISHED
£ Sinrage: Store betwean 55°-86°F (15°-30° C). Protect from fraaring,

2% 2 pado in USA for:
& NDC, Inc., 402 BNA Drive, Suite 500 | Nashville, TN 37217 | www.quala.com

TOPICAL ANESTHETIC

benzocaine gel

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:43128-021

Route of Administration DENTAL

Active Ingredient/Active Moiety




Ingredient Name Basis of Strength Strength
Benzocaine (UNI: U3SRSY48JW5) (Benzocaine - UNI:U3RS Y48JW5) Benzocaine 220 mg inlg

Inactive Ingredients
Ingredient Name Strength
Polyethylene Glycol 3350 (UNIl: G2M7P15E5P)
Polyethylene Glycol 400 (UNIL: B697894SGQ)
Saccharin Sodium (UNI: SB8ZUX40TY)
Water (UNIL: 059QFOKOOR)
FD&C RED NO. 40 (UNI: WZB9127X0OA)

Product Characteristics

Color RED Score

Shape Size

Flavor CHERRY Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date  Marketing End Date

1 NDC:43128-021-30 34 gin 1JAR; Type 0: Not a Combination Product 02/19/1963

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
UNAPPROVED DRUG OTHER 02/19/1963

TOPICAL ANESTHETIC

benzocaine gel

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:43128-023

Route of Administration DENTAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Benzocaine (UNI: USRSY48JW5) (Benzocaine - UNI:U3RS Y48JW5) Benzocaine 220 mg inlg
Inactive Ingredients
Ingredient Name Strength

Polyethylene Glycol 3350 (UNIl: G2M7P15E5P)



Polyethylene Glycol 400 (UNI: B6978945GQ)
Saccharin Sodium (UNI: SB8ZUX40TY)
Water (UNI: 059QFO0KOOR)

D&C GREEN NO. 5 (UNI: 8J6 RDU8 L9 X)

Product Characteristics

Color GREEN Score

Shape Size

Flavor MINT Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date  Marketing End Date

1 NDC:43128-023-30 34 gin 1JAR; Type 0: Nota Combination Product 02/19/1963

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
UNAPPROVED DRUG OTHER 02/19/1963

TOPICAL ANESTHETIC

benzocaine gel

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:43128-024

Route of Administration DENTAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Benzocaine (UNI: USRSY48JW5) (Benzocaine - UNIEU3RS Y48JW5) Benzocaine 220 mg inlg
Inactive Ingredients
Ingredient Name Strength

Polyethylene Glycol 3350 (UNIl: G2M7P15E5P)
Polyethylene Glycol 400 (UNI: B697894SGQ)
Saccharin Sodium (UNI: SB8ZUX40TY)
Water (UNI: 059QF0KOOR)

Product Characteristics
Color WHITE Score



Shape Size

Flavor COCONUT (Pina Colada) Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date  Marketing End Date

1 NDC:43128-024-30 34 gin 1JAR; Type 0: Nota Combination Product 02/19/1963

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
UNAPPROVED DRUG OTHER 02/19/1963

TOPICAL ANESTHETIC

benzocaine gel

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:43128-022

Route of Administration DENTAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Benzocaine (UNI: USRSY48JW5) (Benzocaine - UNIEU3RS Y48JW5) Benzocaine 220 mg inlg
Inactive Ingredients
Ingredient Name Strength

Polyethylene Glycol 3350 (UNIl: G2M7P15E5P)
Polyethylene Glycol 400 (UNI: B697894SGQ)
Saccharin Sodium (UNI: SB8ZUX40TY)
Water (UNI: 059QF0KOOR)

D&C RED NO. 28 (UNII: 76 7IP0 YSNH)

Product Characteristics

Color PINK Score

Shape Size

Flavor BUBBLE GUM Imprint Code
Contains

Packaging

# Item Code Package Description Marketing Start Date  Marketing End Date



1 NDC:43128-022-30 34 gin 1JAR; Type 0: Not a Combination Product

Marketing Information

Marketing Category
UNAPPROVED DRUG OTHER

TOPICAL ANESTHETIC

benzocaine gel

Product Information

Product Type HUMAN PRESCRIPTION DRUG

Route of Administration DENTAL

Active Ingredient/Active Moiety
Ingredient Name
Benzocaine (UNI: USRSY48JW5) (Benzocaine - UNIEU3RS Y48JW5)

Inactive Ingredients
Ingredient Name
Polyethylene Glycol 3350 (UNIl: G2M7P15E5P)
Polyethylene Glycol 400 (UNI: B697894SGQ)
Saccharin Sodium (UNIL: SB8ZUX40TY)
Water (UNIE: 059 QFOKOOR)
FD&C RED NO. 40 (UNI: WZB9127X0OA)

Product Characteristics

Color RED

Shape

Flavor STRAWBERRY
Contains

Packaging

# Item Code Package Description

1 NDC:43128-020-30 34 gin 1JAR; Type 0: Not a Combination Product

Marketing Information

Marketing Category
UNAPPRO VED DRUG OTHER

02/19/1963

Application Number or Monograph Citation Marketing Start Date Marketing End Date

02/19/1963

Item Code (Source) NDC:43128-020

Basis of Strength Strength
Benzocaine 220 mg inlg
Strength
Score
Size
Imprint Code

Marketing Start Date Marketing End Date

02/19/1963

Application Number or Monograph Citation Marketing Start Date Marketing End Date

02/19/1963



TOPICAL ANESTHETIC

benzocaine gel

Product Information
Product Type

Route of Administration DENTAL

Active Ingredient/Active Moiety
Ingredient Name
Benzocaine (UNI: USRSY48JW5) (Benzocaine - UNIEU3RS Y48JW5)

Inactive Ingredients
Ingredient Name
Polyethylene Glycol 3350 (UNI: G2M7P15E5P)
Polyethylene Glycol 400 (UNIL: B697894SGQ)
Saccharin Sodium (UNI:: SB8ZUX40TY)
Water (UNI: 059QFO0KOOR)
FD&C RED NO. 40 (UNI: WZB9127X0OA)

Product Characteristics

Color RED

Shape

Flavor RASPBERRY
Contains

Packaging

# Item Code Package Description

1 NDC:43128-026-30 34 gin 1JAR; Type 0: Not a Combination Product

Marketing Information

Marketing Category
UNAPPROVED DRUG OTHER

Labeler - NDC, Inc. (009831413)

Establishment

Name Address ID/FEI
Caulk 083235549

HUMAN PRESCRIPTION DRUG

Item Code (Source) NDC:43128-026

Basis of Strength Strength
Benzocaine 220 mg inlg
Strength
Score
Size
Imprint Code

Marketing Start Date
02/19/1963

Marketing End Date

Application Number or Monograph Citation Marketing Start Date Marketing End Date

02/19/1963

Business Operations
MANUFACTURE(43128-021, 43128-023, 43128-024, 43128-022, 43128-020, 43128-026)



Revised: 9/2018 NDC, Inc.



	Topical Anesthetic Gel - 20% Benzocaine
	1.	INDICATIONS AND USAGE
	2.	DOSAGE AND ADMINISTRATION
	3.	DOSAGE FORMS AND STRENGTH
	4.	CONTRAINDICATIONS
	5.	WARNINGS AND PRECAUTIONS
	METHEMOGLOBINEMIA WARNING

	6.	OVERDOSAGE
	7.	DESCRIPTION
	8.	HOW SUPPLIED/STORAGE AND HANDLING
	PRINCIPAL DISPLAY PANEL - 34g Jar Label - Cherry
	PRINCIPAL DISPLAY PANEL - 34g Jar Label - Mint
	PRINCIPAL DISPLAY PANEL - 34g Jar Label - Piña Colada
	PRINCIPAL DISPLAY PANEL - 34g Jar Label - Bubble Gum
	PRINCIPAL DISPLAY PANEL - 34g Jar Label - Strawberry
	PRINCIPAL DISPLAY PANEL - 34g Jar Label - Raspberry

