SAFCO SENSICAINE ULTRA TOPICAL ANESTHETIC GEL- benzocaine gel
Safco Dental Supply Co.

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.



1 oz. (29.6 ml)

SensiCaine-Ultra
Topical Anesthetic Gel

REF| 102-0434
NDC 67239-0221-1
Gluten Free

Pina Colada

Buffalo Grove, L G0OBYS = B00-E21-2178
wan safoodentaleam  Made in USA

istributed by:

Safco Dental Supply Co.

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

Faor professional use only

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?
safcodental.com * 1-800-621-2178

Directions
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Product Information

SAFCO SENSICAINE ULTRA TOPICAL ANESTHETIC GEL

benzocaine gel



Product Type HUMAN OTC DRUG Item Code (Source) NDC:67239-0221

Route of Administration DENTAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
BENZOCAINE (UNIl: U3RSY48)W5) (BENZ OCAINE - UNII:U3RSY48JW5) BENZ OCAINE 200mg inlg

Inactive Ingredients

Ingredient Name Strength
POLYETHYLENE GLYCOL 3350 (UNIl: G2M7P15E5P)
POLYETHYLENE GLYCOL 400 (UNIl: B6978945SGQ)
SACCHARIN SODIUM (UNIl: SB8Z UX40TY)
FD&C YELLOW NO. 5 (UNII: [753WB2F1M)
FD&C YELLOW NO. 6 (UNIl: H77VEI93A8)
FD&C RED NO. 3 (UNIl: PN2ZH5LOQY)
FD&C RED NO. 40 (UNIl: WZB9127X0A)
FD&C BLUE NO. 1 (UNIl: 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 yellow Score

Shape Size

Flavor PINEAPPLE (Pina Colada) Imprint Code

Contains

Packaging

# Item Code Package Description L ) ELE Ll G 0
Date Date

1 NDC:67239- 30 gin 1 JAR; Type 0: Not a Combination 03/05/2019

0221-1 Product



10z (29.6 ml)

SensiCaine-Ultra
Topical Anesthetic Gel

Pina Colada

102-0434

NDC 67239-0221-1

Gluten Free

Faor professional use anly

wiwssloadentalcom  Made in USA

Safco Dental Supply Co.
Buffalo Grove, IL GOOBY = 800-621-217%

Distributad by:
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Marketing End
Date
Safco Dental Supply Co.

Date

Marketing Start
03/05/2019

Application Number or Monograph
Citation

‘00% 934 ‘D5EE 934 Tuusazy S5 [e0] o) sl e
Siuaipatbus anpou| i e
“Burzaag woy paig uo a5n you o] ;aqy ABsary

; ; Abuaua jo yoe) o anbe; -
(2,06-51)4.98 - 65 e e SSaUpapEaLBi| 0 SSRUZZIp -
45 jauap R Leay i._..

-8 Jo saead 7 sapun uaIp|iy> - aepeay «
U g (ss0uel)

19 E__.w.__uﬁ.u_ BN _m_._n u_.__- _—.in—“_w__n_nu _ﬂ_.__ﬂ .E__mn_a _i -

o} papaau junowe Kjuo fjddy - ‘sdofanap e
sonpaiig Inod ul plip 2 o nod j uanuane

U J0 Ypeau Jo ine dazy [E21PaLL URIPIILL 335
©asnayaq wepisiyd e yse pue asn delg jaq paped
‘Bupaay yseaig so yuenbiaud §) SI4 SN 3ney no I Uska oo
Hene bu JEyE7) [eiue) Losiog UED S| “P0o)q AU} Ul paLUE)
B ey0ed Jo diay [epaw 196 uabifxo Jo yunoLwe ay) saanpal
‘pamoqlems fyeiuapioe s) ured W asneag Adwoid pajean
0 parsn wey) ol )| -abesop 3 1ML 12U Ualyipuo Snolas B
PRPUILLILIOON PAANGD JOU O ‘Rluawgo|Bewaypaw anes few
TNEM A ST SN0 DEjUD npaud 51y jo 357 Gunuem
1 53k 3t eV plany enuauiqo|bowRyiay
yonposd sy Guisn uaiyy sbunLoy
abie jo sieak 7 Japun uRupqup u) -+ ‘sanpadesd [Eyap 1oun o}
bungaa 1oy - anp uied Jo jaiju Aiesoduwsa)

Apdweud weprsfyd mak aas 3y Joq sijuap Aq papaap
"slofanap Janay Jo ysed ‘Bungams 5% “jue asn [eseonLu e oy
Jo [suasian 1o fissiad ssaupa E]

50 ‘wied ‘uoneyL) ‘shep £ i Aty e
anaudiun jou op swoyduls yinow * asoding
2005 )| 'wenisfiyd e £ papaip {6 ypoa ) B g7 Suiozing
Syuaipasbi anpy

spe4 bnug

Category
OTC Monograph Drug MO022

Marketing

Marketing Information

Labeler - safco Dental Supply Co. (020417380)

Revised: 1/2025
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