ORAL PAIN RELIEF- oral pain reliever gel
Discount Drug Mart, Inc.

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.

Drug Facts

Active ingredient (in each gram)

Benzocaine 20%

Purpose

Oral Pain Reliever

Uses

for the temporary relief of pain due to
e toothaches
e canker sores
e minor injury of the mouth and gums
e minor irritation of the mouth and gums caused by dentures

Warnings

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

Flammable: keep away from fire or flame. Avoid smoking during application and until this product has
dried.

Do notuse
more than directed for more than 7 days unless told to do so by a dentist or doctor
Stop use and ask a doctor if

swelling, rash or fever develops; irritation, pain or redness persists or worsens; symptoms do not
improve in 7 days

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

Directions

Directions cut opentip of tube

Adults and children2  Apply a small amount of product to the cavity and around gum surrounding the
years of age and over teeth. Use up to 4 times daily or as directed by a dentist or doctor

Children under 12 years
of age

Children under 2 years
of age

Should be supervised in the use of this product

Ask a dentist or doctor



Inactive ingredients

Inactive ingredients flavor, glycerin, polyethylene glycol, sodium saccharin, sorbic acid,

Other Information

¢ do not use if tube tip is cut prior to opening

e this preparation is intended for use in case of toothache, only as a temporary expedient until a dentist
can be consulted

¢ do notuse continuously

Discount Drug Mart Oral Pain Relief
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SATISFACTION GUARANTEED
IF DISSATISFIED, RETURN UNUSED PORTION AND PACKAGE
TO STORE WHERE PURCHASED. IF UNABLE TO RETURN TO
STORE, SEND REASON FOR DISSATISFACTION. NAME,
ADDRESS AND EMPTY PACKAGE TO:DISCOUNT DRUG

MART, 211 COMMERCE DRIVE, MEDINA, OHIO 44256 0 93351 O 1 996 8

/ \
< Keme yybu
ewBnip: . ; - L
I ueW“gﬁfquﬁ‘ﬁoggﬁ]“{}ﬁgm,f’sﬁﬁlg‘,?!;;’ﬁ!gig 18JUaD |05JUOD UOSIOd B JojU0D Jo djay [edlpaw Job ‘uonoeal —~—
21B1a][e 10 SSOPISAO JO SSED U] "UIP|IYD JO YIeal Jo no daay
/ o'18e10 >ewspel) passjsibal 8y} Jo JBUMO ‘Ou| skep 2 ul enoxdwi Jou op swojdwAs & \
“00 1BIMa B YoINYD Aq peinqiasip Jo paImeNUEW Jou 8} 1onpoud iU L, asiom s}06 10 sjsisiad ssaupa 1o uled ‘uonell |
T sdojenep Jangy Jo ‘ysel ‘Buljjems = —
J1 10}00p e yse pue asn dojg
e PIOE 0GOS ‘ULIEUDOES WNIPOS *10100p 10 1SJUSP € Aq pajoalip SSjun SAep 7 Uey) aiol 1o} | TR
‘|09A|6 aualAureAiod ‘ueoA|6 Joney spuBIPAIBUI BAIRORU| pajoallp Uey) 210w ® @SN Jou o
/ \
L Aisnonuiuoo asn Jou op | ‘paup sey jonpoud siyy (jun pue uonesrdde Buunp
Pa}NSuUOo 8¢ Ued Jshuap e |jun jusipadxe Aresodws) e se Ajuo Bupjows plony “ewieyj 1o a1y wioy Aeme daay :ajqewie]d
‘3U0BY}00} JO SSSED Ul SSN 10} papusjul s uonesedaid siyy m “SolleUISaUE ,eUIED, JaU10 Jo BUIBo0ZUSq
Buiuado o Joud Jno si diy agn} 41 asn jou op = ‘auleoe)ng ‘auleooid se yons soneyjsaue |eoo| o) ABioje
uonewiiojul 1dY30 | o kiojsiy e aney nof ji jonpoud siyy asn Jou op ey ABajy
abe josieak g Sﬁu_lu,lEM
10}00p 10 jspuSp B 3sy Jspun uaipjiyo sainjuap Aq pasneo swnb pue ynow ayj Jo Uoljejl Jouiw m
jonpoud abe jo sieak z| swnb pue yinow auy ;zgjgg"i;oﬂ!;; :
SIY} Jo asn ay ul pasiaiadns aq pinoys Japun uaipjiyo seqoe:mo; .
10}00p 10 JShusp 0} anp uled jo jaija1 Ateijodway ay} 1oy
e Aq pajoalip se Jo Ajiep sawn 7 03 dn asn 180 pue sasn
‘yyes} ay} Buipunowns wnb punose pue abe josieah g
Aynea ay) 0} onpoud Jo Junowe [lews e Ajddy | uBIp|IYo PUE SINPY | japaijas uted [eaQy e %0 uleoozuag
agn}jo dj uado InQ ® suonpdallg | esodind (weib yoea uj) Jusipaibul aARdYy
(penunuod)spoey bnuqg sjoeq bnug

AV G004 J9119Y Uted 3Ydey3oo] 1seq

Jew Joljay liied jedp

Bnu



ORAL PAIN RELIEF

oral pain reliever gel

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:53943-996

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name
BENZO CAINE (UNIL: U3RS Y48JW5) (BENZOCAINE - UNILEU3RS Y48 JW5)

Inactive Ingredients

Ingredient Name
POLYETHYLENE GLYCOL (UNIL: 3WJQ0SDWI1A)
SACCHARIN SODIUM (UNIE: SB8ZUX40TY)
SORBIC ACID (UNIL: X045WJ989B)
GLYCERIN (UNIE: PDC6A3C00X)

Packaging
# Item Code Package Description
1 NDC:53943-996-42 1in 1 CARTON

1 11.9 g in 1 TUBE; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation

OTC monograph not final part356

Labeler - piscount Drug Mart, Inc. (047741335)

Revised: 12/2017

Basis of Strength Strength
BENZOCAINE 200 mg inlg
Strength

Marketing Start Date Marketing End Date
11/09/2015

Marketing Start Date Marketing End Date
11/09/2015

Discount Drug Mart, Inc.
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