PATTERSON DENTAL TOPICAL ANESTHETIC- benzocaine gel
Patterson Dental

Active Ingredients

Benzocaine 200mg (in each )

Purpose
Oral Anesthetic

Use

For oral mucosal use 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

¢ 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.

Directions



e Apply only amount needed to the oral mucosa to prevent or relieve pain.
e children under 2 years of age: do not use

Keep out of reach of children.

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

Inactive Ingredients

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.

Questions or comments?
800.873.7683



V3dV 4ONIH

M.d
B5 41
gs 288
m‘mmmm
38 585
®
Z
@)
JSA
T
VE:
=
o)
=
- 3
-]
S_2
P 8
g3
m.K.m.n,
e
CRTIN £
we i s O
g= 3 M
w - ~
Vs N
sEg ©
PAG1

(SL/1) €SLLSLd

V34V 1vYdSdd

POSELY9E T B0

V34V 1v3dS3d

8102/90 rsY 75CE6066

89L'€/8°008
£SAAIDIULLILI0)
sap nosuoyysanb sag

V44V 49ONIH

(686511179 uaune( 3304) 37
I1gos aunel (61 411G auner
¥3(4) uzeiLe) (Sg00L U T 0f U
abnoy ) Jy enjeabnox (p[pSy
17787 uabnoy 9q) g umopyd (0sh St
oI ‘g u 3bnoy yp() ausonpiiz
(05194 TS d13A Y5) J3utuek>
SUURZ|[ep LA ‘(£507 ol T '€ U1
304) 3 3p1os Uah {0602k T’ L
oU NG Y304) 1) 3Ueuq Niq : ueAInS
ﬂ_._EoBu ..,w_h__._mu—_._ou H_Wn_ .w_.&_vou
autetpoes ‘o o auapipadjod
11131} msﬁ% ueshewory
sppoDU spu3Ipabu|

€89£°€/8008
SIUAUINI) JOSUOTISaNY

V3dVY 49ONIH

‘1pb npabaad "0, 0%
19, 51) 4,9812 4 6S 20U I PBSUO)
suolvuLiojul sany

“abesn ey

sed a): sueg ap sulow pspuejL -
$3[e10 sasnenbnui s3] ns nanop
e|ebeqnos no.waazd nod aessasu
apuenb epyuBwarbun zanbiddy «
stionIpuj

“sjuejua sap aapod
ap ssoy zapier ynpoid np abesn aley
PIURAR UDIPILU LN, PSIAR, | ZApURLLEP

‘Zajlejje N0 AUIIU 531 SNOA

1S “JUaLURJeIpaLWLI Losiodiue a1puw)
UN Z3Yeju0) NO UDIPILU N, P 3pIE,|
TapueWEp ‘SR6UNUBUB[RILEPIE
159 113{n0p €[ 3p o> 3 nod
39PUBWIWIIAI 3[R anb apuepodu
snid a1puenb aun 5 *apuewwnal
abesop 3y sed zassedap

"Ne3 & S3f-Za0ul Jnpaid 35 Pejuod un I
xnaf 53] 2aA8 eJU) 3] Z3)1A]  npoad
@ ap abiesn sayey snoa anbsio]
*SUB 7 3P SUIOWI3p SYIBJU3 53] Jnod »
" Qlap apoce od.
‘upapaw! anon JusLuapidel zaynsue
uessiesedde aimay aun no sauem
uofdnug aun ‘aunyua aun is uand we
noualsisiad nafinos ejnonanop
B|‘uoneluL) 5 sinof 7 saj suep sed

Jualolpe;s au saLuoyduids s3] 1 A|qsuas
a1sa131pnod ]S “UD3PSLL Un,p kU0
SWe[3p suow gsinof ﬁs_n_ Juepuad -

abesn aneysed ay

“wauie» adky ap

SJUesosILE SaANe,p € NoRURIZU]
2| ‘L) | ‘S0 | ALY
XNED0| suEsaysaLe sap e aifiua)e aun
wanbipur nb uspanaiue sap eywened
3| anbs.o| Basunupe sed 3y : saibis|je
53] JUBLIRIUOD JUIWIASSIAAY

“aNIppe

10]0) B 52 ‘g4 mo|[aA (uizeiuiey)
"G MOJIRK Q4 Po1 '8k pa1 ‘e
pal’s# usalb ‘g4 wAID’ | #anjq
Uleju) ARy UEYIES WINIPOS
001 3d ‘05€€ H3d ‘Duioney
spuaipatbu anpvuy

burzaauy woy pajoyy
0.0£-51) 4.98 - 65121006
uonpuiiojur 1oyl

‘albiauap anbuews noanbije «
53559112} N0 SJUBLLBSSIPING]R »
UBBYN0SS «

‘aana(onberpue) xusnbay -

‘21319 newW

! (asoueid)

anena|q no anesub ‘sjed nead «

: spueAIns sawoidwis

3] ‘ajuasaud abeLp 204 RYURYUS UNIS
110 ‘Z2)uasaic STIOA 15 RDIPWI 3PIR,| 9P
Juauajetpaww Zopueusap 12 abesn |
559 ‘unpoid np abesn ey efapzane
SNOA IS awRUasaId 153 anbsu ) Dues
3 suepauabifiio,p xne) ) unpai 3y 1ed
‘uawepidesagyeiyang yop nb asnaugs
aIpefeWw 3un luRuIgejbowsIW

e| Bsne) ynad ynpoud & ap abesn ]

: Awauijoowayiaw ap anbsiy
SIIIASSIIAAY

8N Jou op

:abe Jo s1e3f 7 Japun uIp|ILP -
“ued a1l

10 Juanaid 0y BSOINW [R10 3L
0} papaaul yunotue Ajuo jddy «

suoIpaAQ

EETET

SAUIBJURP SUONUBARILI 53]1ed 3sne)
1najnope| apaurioduws) Juawebenos 3
N0 BJSHUSP UN  SUDIPNSUI S| UD|3S
‘sa[e10 sasnanbnwu xne JuRnsal abes)

abosp

|eI0JUEISIfISAUE JNPoIg
oo

"URIp|Ip JO 1peal jo Jno dady
35N 210Jaq uepishyd e yse
‘Buipaajisealq o jueubaid j
“femeybu 1ayuay jouoy) uosiog
©1B)U02 IO dj3y [eoipawi 13b
‘pamojjems £|[eyuappoe siured
1o} pasn uey) loul J| abesop
PapUAWILI0dI PAIIXIJOU 0]
JRJeA )M SN[} 'SIN2I0 PEJUO)
415943 ypim PeRUO) ploy
pnpoxd sty buisn uayp

2105 J| "uepishyd e Aq papdanp
SsaJUN sABp /7 UL 0L Joj -
asnjouo(

OISR AU, BYI0 10
UIRI0ZUY FUIRIEING
‘auedold se NS SABYISIUR 20| 0)
saibp|jeyo f1oysiy e i syuaned
uoasnjou o] :Ja |y KBy
fbrua homum_ 103nbyey
ssaupapeaypyby| 1o ssauzzip -
1231 JO SSAUMIOYS *

aje1ieay pides -

aypepeat, -

(sisouefd)

unys palojod3niq o £eib ‘3jed -
:sdojanap a1ey

ano ur pjiy eJo no 1 uonuape
[DIPALL ARIP3LLILLI §33S pueasn
dojs a10j2q PNpoud SiLp pasn aney
noA J§ U3A3 N30 UBD S|y | 'Podyq

AU U pared uabfxo Jojunoue aLp
snpai )1 asnexdq Apdword pajean
3 1SN ) LONIPUO) SNOLIAS

e ‘eiuwRuIgojbowaLpaw asnes few
pnpad siyrjoas() bunwem
ejwauiqojbowayiapy
sburumypy

abe o s1eaf 7 sapun ualpjip Ul -
Bua o)

fpdwoud uepisfyd inof 2as
‘sdofanap 1an3) Jo yser ‘Durams j
105U3SI0M 10 S)sisiad sUpal 10
‘uied ‘voneyiuy ‘shep 7 uanosdwy
Jou op stwoydwis (pnow

(2w avd) b (7 sumd0zug
sy suaipaIbuy

"SaInpar01d [E3uap Jouu|
o}anp ured jo jaiR1 f1eodwa)
33104 Isnuap g papaup

se ‘fjuo asn [esoonu [e10 o4
s

JUBWRIPI

9] Ins suoneulioju)

NAPSAY [BIQ
asoding

~ {bippa W bui()z 2uLI0ZUg
squalpaibul anpy

spey bnug

V34V 3ONIH

V3ddYvY 49ONIH




PATTERSON DENTAL TOPICAL ANESTHETIC

benzocaine gel

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration DENTAL

Active Ingredient/Active Moiety

Ingredient Name
BENZOCAINE (UNIl: U3RSY48)W5) (BENZ OCAINE - UNII:U3RSY48JW5)

Inactive Ingredients

Ingredient Name
POLYETHYLENE GLYCOL 3350 (UNIl: G2M7P15E5P)
POLYETHYLENE GLYCOL 400 (UNIl: B6978945GQ)
SACCHARIN SODIUM (UNIIl: SB8ZUX40TY)
FD&C YELLOW NO. 5 (UNII: I753WB2F1M)
FD&C YELLOW NO. 6 (UNII: H77VEI93A8)
FD&C RED NO. 3 (UNIl: PN2ZH5LOQY)
FD&C RED NO. 40 (UNII: 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)6RDU8L9X)

Product Characteristics

Color red Score
Shape Size

NDC:50227-1011

Basis of Strength Strength

BENZ OCAINE

Flavor RASPBERRY Imprint Code

Contains

Packaging
# Item Code Package Description

NDC:50227- 30 g in 1 JAR; Type 0: Not a Combination

5 1011-3 Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

OTC Monograph Drug MO022

Marketing Start

Date

06/01/2018

Marketing Start

Date

02/01/2015

200mg inlg

Strength

Marketing End
Date

Marketing End
Date
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