PAIN RELIEF- benzocaine liquid
Safetec of America, Inc.

61010-8100-1,-2, Pain Relief

Active Ingredients

Benzocaine 20% (w/w)

Purpose

Oral pain reliever

Uses

temporarily relieves pain caused by

» toothache

dental work

minor irritation or injury of the mouth and gums
canker sores

gum sores

cheek bites

denture irritation

Warnings
For oral use only.Avoid contact with eyes.

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 attention if you or a child 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

Allergy alert:Do not use this product if you have a history of allergy to local
anesthetics, such as procaine, butacaine, benzocaine, or other “caine” anesthetics. If a
skin reaction occurs, stop use and seek medical help right away.

Do not use
» for teething
» in children under 2 years of age



When using this product

Do not use for more than 7 days unless directed by a dentist or doctor. If sore mouth
symptoms do not improve in 7 days; if irritation, pain or redness persists or worsens; or
if swelling, rash, fever or other allergic reaction develops, see your doctor or dentist
promptly. Do not exceed recommended dosage.

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

Directions

= adults and children 2 years of age and older: dry affected area and apply medication
undiluted. Use up to 4 times daily, but not more than every two hours, or as directed
by a dentist or doctor.

= children under 2 years of age: do not use

Other Information

= Do not use if packet is torn, cut, or opened

» Store at room temperature, 152 to 302C (592 to 862F)
» Avoid contact with eyes

Inactive ingredients

PEG 400, PEG 3350, peppermint oil, sodium saccharin, sorbic acid

Questions or Comments?
1-800-456-7077
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Oral Pain Relief

Fast mouth sore relief for:
Canker Sores

Gum Pain

Toothache

Dental Work

Reorder No. 53117

To reorder:



Call: 1-800-456-7077
Fax: 716-895-2969

Online: www.safetec.com
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DOral Pain Relief

Fast mouth sore relief for:
-Canker Sores

«Gum Pain

Tocthache
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144 Packets
Each Packat Nes. Wi, 0.75gm

Drug Facts

Active Ingredients

Badzocmbe 20N (wiv]

Uses tempoanly robeves pavs onsed by
miochachs W conkorsoes W pum s
@ cerinl work @ cheek Dies B devire arision
O TSN O gy of ha moulh and gums:

Wamings

Safetec

First Aid

Safetec

First Aid

Safetec

First Aid

Far aral uss anly. Axd ceed wh e
Wstaeroglabivemis waming: s o s, midect Fury cavss

nerma, o sericus sondiion hat mast ba asiad prompiy
Becsuse 1 IBELeS the anousl of mypen camed i biocd The oon torer
vz i o v e s prockuct ko, S4zp- e ond seck immeckatn
aberdzn ¥y ot chid i your e Sl

Oral Pain Relief

Oral Pain Relief

Oral Pain Relief

9 o,y o bk koo 8 yeroms] W wsoriene of breeds
[y ———

b or bk of mergy
et et ) b & i sl

anesics, such as procena, Buiscane, bonzocaine, of g ‘sane”

aseshebs. Hoa sk rorckon omes, g ume v seet msdcl kg rght sy

Dos vt use

Wty i chidven s s o g

Whes ssing tis product

Dzt ese for mort than T days nbess dwecied by a denfis! or docior. ¥ soe

miah sympione S ot ripses n T days. 4 miakos, pan o redsss persais

srreene; or  raels
[y
Fiep et of reach of =
SO0t 8 Frison ool G rght ey

vt o Db TR SMACHT Chmmkan
oy (12 wpmed ez rvded doange

Dfractians

8 prkite and chikdomn 2 paaes of s and i dry aflscted ansy and spply
roadicabon unditee] L up 04 Sre dady, bl ot mor than sy e
bors, or as deactud by a doriisi or dosier

B chichin snd 2 paas ol g co s -

OIfvé laformalion

ok s Pkt 5 B i, o pancd

S of oom empertwe, 1510 PG 55w BEF)

W oo oo wih apen

Trachive ingredients

PER 4], PEC X pupperrsin o, sodiuen sachiain, sadse acid

Queations or Commends? 10451077

![H 55|'DU 1

Marefaciurad by

EAFETEC OF AMERIGA, Inc.
Butain, MY 84215 - BOO-46G6-T077
www.saletes cam

P iz 22

5|n

7 3

Fast mouth sore refief for:
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To reorder
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Drug Facts
Active Ingredient Pumose

Benzocaine
20% (w/w) .. .Oral Anesthetic

Uses temporary relief of
minor pain and sore mouth

associated with toothache,
minor dental procedures and
irritations from dentures or
orthodontic appliances.

Warnings
For oral use only

PAIN RELIEF

benzocaine liquid

Product Information
Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name

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

Drug Facts (continued)

Allergy alert: do not use this
product if you have a history
of allergy to local anesthetics
due to the possibility of
anaphylactic shock.

Children under 2 years of
age do not use.

see outer box for additional
warnings and information

Directions m adults and
children 2 years and older:
dry affected area and apply
medication undiluted. Use up
to 4 times daily but not more
than every two hours, or as
directed by a dentist or a doctor
W children under 12 years of
age should be supervised in
use of this product.

Item Code (Source) NDC:61010-8100

Basis of Strength Strength
BENZ OCAINE 200mg inlg



Inactive Ingredients

Ingredient Name
POLYETHYLENE GLYCOL 400 (UNII: B697894SGQ)
POLYETHYLENE GLYCOL 3350 (UNIl: G2M7P15E5P)
PEPPERMINT OIL (UNII: AV0O92KU4JH)
SACCHARIN SODIUM (UNIl: SB8ZUX40TY)
SORBIC ACID (UNIl: X045W989B)

Packaging

# Item Code Package Description

Strength

Marketing Start Marketing End

Date Date
NDC:61010- 0.5 g in 1 PACKET; Type 0: Not a Combination
1 8100-2 Product AL
NDC:61010- ;
2 8100-1 144 in 1 BOX 02/01/2019
2 0.75 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
OTC Monograph Drug MO017 05/01/2010

Labeler - safetec of America, Inc. (874965262)

Establishment
Name Address ID/FEI Business Operations
Safetec Of America, Inc. 874965262 manufacture(61010-8100)

Revised: 2/2024

Safetec of America, Inc.
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