PURELIFE TOPICAL ANESTHETIC- benzocaine gel
PurelLife Dental

Active Ingredients

Benzocaine 200mg (in each g)

Purpose

Oral Anesthetic

Use

For oral mucosa only, as directed by dentist. For the temporary relief of pain due to
minor dental procedures.

Warnings

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 the 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:
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 on patients with a history of allergies to local anesthetics

such as procaine, butacaine, benzocaine or other “caine" anesthetics.

Do not use

e for more than 7 days unless directed by a physician. If sore mouth symptoms do not
improve in 7 days; irritation, pain, or redness persists or worsens; or if swelling, rash
or fever develops, see your physician promptly.

e for teething

e in children under 2 years of age

When using this product Avoid contact with eyes. If contact occurs, flush with
water.

Do not exceed recommended dosage. If more than used for pain is accidentally
swallowed, get medical help or contact a Poison Control Center right away.
If pregnant or breast feeding, ask a physician before use.

Keep out of reach of children.



Gluten Free
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e Apply only amount needed to the oral mucosa to prevent or relieve pain.

e children under 2 years of age: do not use
PurelLife, LLC., Carson, CA 90810
www.PureLifeDental.com

MANUFACTURED FOR
877-777-3303

flavoring, PEG 3350, PEG 400, sodium saccharin. May contain blue #1, green #3, green
#5, red #3, red #28, red #40, yellow #5, (tartrazine), yellow #6, as a color additive.

Store at 59° - 86°F (15°-30°C). Protect from freezing.

Other Information

Inactive Ingredients

Questions or comments?
877-777-3303 or purelifedental.com

Directions

r

8L02/0L "oY L0026 66

wo>|ejuapaiaind 10 £0€ €~/ //-//8
ZSJuawiwo) Jo suorsenp

‘aAl}ippe

10]0) e se ‘g4 MO| oK ‘(duizesiey)
‘G moj [k ‘Otr# pa1 ‘8z pal ‘e
pa1 ‘g u9aub ‘g4 uaaib ‘L # anjq
UIRU0) AR} "ULIBYIES WINIPOS
'00% 93d ‘05€€ 934 ‘Dumoneyy
syuaipaibu) arrpouj

‘Buizoaly wouy 13)0)4
'(0.0£-51) .98 - .65 1 31015
uonpuLoul Y)Q

asn jou op
:abe Jo s1eak 7 Japun ualpiyp -
“Uied analjal

10 Judnd 03 eSOINW [B10 3Y)
0} papaau Junowe Ajuo Ajddy -
suoalq

*uApjIY JO Yoeaa Jo Jno dady
*asn a10j3q uenisAyd e yse
‘Auipaayjseaiq Jo Jueubaid y|
“feme Jybul 12Ju) [013U0) UOSIOG
e 12e3u00 10 djoy jeipaw 196
‘Damol|ems Aj[eyuappoe si ued
10} pasn uey low §| *abesop
POpUBWWO0IDI PIAXS JOU 0
“Ta1eM I SN[} SIn)0 1oe)uod
115943 Y11m 19RJU0) plony
pnpoud siy3 buisn usym

DB J0 5183k 7 Japun UaIpjILp Ul «
Buiyyay 10y «

‘Apdwoxd uepisAyd anoA 33s
‘sdojoAIp Jans) J0 Ysel ‘Duljjams Ji
10 ‘SU3SI0M J0 S)s1siad Ssaupal
10 “ured ‘uoneyu ‘skep £ ul
anolduwi Jou op swoydwiAs yanow
2105 J) ‘uepiskyd e £q papaup

ssa|un skep / uey aiowl Joj «
asnjouoq

IENEEN

,AUIEY, J3UI0 10 UIRIOZUI(
‘auedRINg ‘auledoad se yans
SIYIsaue e20] 03 salBIR| e

Jo 10351y e yym spuaned

10 3sn Jou oq ;1Y ABId| |y
Ab1aua Jo e Jo anbiyey «
ssaupapeayybij Jo ssauizzip «
12314 JO SSaLLIOS «

ajel Jeay pider «

3yepeay -

(sisouefd)

uIys paio|0d anjq 1o Aeib ‘ajed -
'sdofanap a1ed

anof u1 pjiyd e 1o nok j1 uonuaye
[E21paW S}RIPSLULL 4335

pue asn dois *a1043q 1npoad
SIY3 PIsn 3Aey NoA J UIAS IO
UED SIY| POOJq 3L} Ut patued
uab4x0 JO Junowue 3y} SaNpal
nasnexsq Apdwoid pajean

9 JSNW Jey} UOIIPUO) SNOU3S B
‘RiwauIqo|bowaY)aW asne) few
pnpoid siy1 jo 35 :bujurem
ejwauiqojbowayey
sbuiwioy

"sainpadoud |eJuap Jouiw 0)
anp ured Jo Joijp) Arelodwa)

A} doJ Jsnuap Aq papaup
se ‘A|uo asn [esoonu [e10 Jo4

|

EIEEITTE)
asoding

(B yppa ui) b o7 suiRd0zuUag
sjualpaibuj anpy

spey bnug

PURELIFE TOPICAL ANESTHETIC




benzocaine gel

Product Information
Product Type HUMAN OTC DRUG Item Code (Source)
Route of Administration DENTAL

Active Ingredient/Active Moiety

NDC:68987-002

Ingredient Name Basis of Strength Strength

BENZOCAINE (UNIl: USRSY48JW5) (BENZOCAINE - UNII:U3RSY48JW5) BENZ OCAINE

Inactive Ingredients

Ingredient Name
POLYETHYLENE GLYCOL 3350 (UNIl: G2M7P15E5P)
POLYETHYLENE GLYCOL 400 (UNIl: B697894SGQ)
SACCHARIN SODIUM (UNII: SB8Z UX40TY)
FD&C YELLOW NO. 5 (UNII: [753WB2F1M)
FD&C YELLOW NO. 6 (UNII: H77VEI93A8)
FD&C RED NO. 3 (UNIl: PN2ZH5LOQY)
FD&C RED NO. 40 (UNIl: WZB9127X0A)
FD&C BLUE NO. 1 (UNII: H3R47K3TBD)
FD&C GREEN NO. 3 (UNIl: 3P30NR601S)
D&C RED NO. 28 (UNIl: 767IPOY5NH)
D&C GREEN NO. 5 (UNII: 8)6RDUSLIX)

Product Characteristics

Color red Score
Shape Size
Flavor RASPBERRY Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start
Date
NDC:68987-002- 30 g in 1 JAR; Type 0: Not a Combination
1 30 Product 10/01/2018
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date

OTC Monograph Drug MO022 07/01/2013

200 mg inlg

Strength

Marketing End
Date

Marketing End
Date
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