ADVANCE TOPICAL ANESTHETIC GEL- benzocaine gel
The Atlanta Dental Supply Company DBA Advanced Dental Products

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.

Keep Out of Reach of Children.



Protect from freezing.

ients

d
flavoring, PEG 3350, PEG 400, sodium saccharin, water. May contain blue #1, green #3,

green #5, red #3, red #28, red #40, yellow #5, (tartrazine), yellow #6, as a color

additive.

ive ingre

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

e children under 2 years of age: do not use

Questions or comments?

Store at 599 -86°F (15 - 30°C).
Call: 877-896-7341

Other Information

Directions
Inact

{ L = 4 N
E .m E — % BLOZIODASY  /9¥OL6P
8 = e Lv€£-968-1/8 118D
_M m ,_./_\ - ZSjuaLLLI0) Jo suoiysang)
= & o G = “aN}Ippe 10j0) BSB SS3|un skep £ ueylaious doy -
@_ 2= O ‘O moj|ak ‘(auizesye)) ‘g mojjak “”__. Mo.“mn_.._m
Shil QO 8 “Or P15 P54 PaI" i -
= uaab ‘g uaaib ‘| an|q uIeuod “.ME_G; hmr_mos mzrecm_._g
ey 191em 'ueypoeS WNIpos EIREHE IR SRS N
e . ) ISR [B30] 0} SB[
e 00t 93d ‘05€€ 93d ‘butioney : 10 K011 2 L Silioned
syuapaibus anpouj uo 3sn Jouoq :MaY Kby
h “buizaaij woy pajol fBaua jo e Jo anbey -
e el "0.0€-51)4,98- 651 AU0IS ssaupapeayybi 1o ssauizzip -
m — S Uonputiojul B0 131 JO SSULIOYS »
w e asn Jou op a1 ueay pides «
:abe Jo s1eak 7 Japun uaspjiyd - aypepeay «
ml C “Ured aA31pJ (sisouekd)
o) 10ju3Aaid o} esoanw [eio Aty urys pa10jo anjq Jo Aeib ‘Sjed «
f T A 0} papaau yunotue Ajuo Ajddy « :sdojanap ased
/( suonaIq InoA ul pliy? 4o nok Ji uoruape
*UaJpJIY? J0 Yoeai jo 3no daay | P13 23eIpIuILL] 4935
-3sn alojaq uepisAyde yse pue asn dos 2i0jaq pnpaid
‘Buipaay Jseaiq 1o yueubaid SIY. pasn aAey NoA §1 U3 2o
“Reme 3 b1 J3ju3) j043u0) UoSIDg Ue> sy) poojq au Ui patLies
il e peuo> 1o djay [@ipatu a6 uabAxojo junowe ay sadnpal
w o n ‘pamoyjems A lpjuappoe s uied Y asnexaq Ajdwoid payeasy
= .W,. - 104 pasn ueyy o  “abesop wn 1SN JBLY UONIPUOD SNOLI3S e
.. & ol et PaPULILI0Y3] PaadX J0U 0Q RIWLRUIGO|BOWRY W .&:G few
.m % % M o TaeM A GSN} <1230 PEJU0) npoud siyy jo mmm :Buuiem
c=-2 Jd O 1] 593 UM 1E3U0) plony ewauiqobowatpajy
o] G2 X ynpoad siyy Buisn sy sbunupy
25 % m () abe josieak 7 ;apun uapjiyd Ul ‘sanpacoud |ejuap soulus oy
SR Buiyjaa) soj - anp uted Jo Jai a1 Aielodway
,.m 3 3 o Aw “Apdwoud uenisfyd oA 3as 3 Jo4 Jshuap Ag papaup
[ m m c © ‘sdojanap Jana) Jo yses ‘Buifams Ji se “fjuo asn fesoontl [e10 4o
= m z m - 10 !suasiom Jo ssisiad ssaupal asf]
e © n.u 1o ‘uied ‘uoneyi ‘skep 7 ul JjRyisauy el
= > M anoJduwy jou op stuoidwis ynoLu asodmng
M { a10s J| ‘uepisfyd e Aq papanp [ (B 4202 ug) B (7 auiedozuag
, squaipatbu aandy
speq bng
\. J




ADVANCE TOPICAL ANESTHETIC GEL

benzocaine gel

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

Active Ingredient/Active Moiety

NDC:71347-100

Ingredient Name Basis of Strength Strength

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

Inactive Ingredients

Ingredient Name
POLYETHYLENE GLYCOL 3350 (UNIl: G2M7P15E5P)
POLYETHYLENE GLYCOL 400 (UNIl: B6978945GQ)
SACCHARIN SODIUM (UNIl: SB8Z UX40TY)
WATER (UNIl: 059QFOKOOR)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
D&C GREEN NO. 5 (UNII: 8)6RDUSLIX)
FD&C RED NO. 3 (UNIl: PN2ZH5LOQY)
D&C RED NO. 28 (UNII: 767IPOY5NH)
FD&C YELLOW NO. 5 (UNII: [753WB2F1M)
FD&C RED NO. 40 (UNIl: WZB9127X0A)
FD&C GREEN NO. 3 (UNIl: 3P30NR601S)
FD&C YELLOW NO. 6 (UNIl: H77VEI93A8)

Product Characteristics

Color pink Score
Shape Size
Flavor BUBBLE GUM Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start
Date
NDC:71347-100- 30 g in 1 JAR; Type 0: Not a Combination
1 30 Product 06/01/2018
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date

OTC Monograph Drug MO022 03/01/2017

200mg inlg

Strength

Marketing End
Date

Marketing End
Date
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