BENZOCAINE 20% /LIDOCAINE 10% / TETRACAINE 10% - benzocaine 20 % /lidocaine
10% / tetracaine 10% cream
Sincerus Florida, LL.C

Disclaimer: This drug has not been found by FDA to be safe and effective, and this labeling has not been
approved by FDA. For further information about unapproved drugs, click here.

BENZOCAINE 20% /LIDOCAINE 10% / TETRACAINE 10%

Directions for use
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Active, inactive
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Active ingredients

BenzocaiNEe USP ... - ot iinnnne, 2%
Lidocaine USP - ... voviiiiiianananennenes R
TetracaiNE USP - . vcicrvniiinmnianeaiaannn, . 10%

Inactive ingredients

Butylated Hydroxytoluene NF (BHT) - 0.1%
QO_OBQZOOJQ .................................... 6.5% P
Dimethyl SUNOXIAE ALS -« v+ v shrnmssnsrseiansncasan e 3%
DOW COMING 150L -« x -« /s Ve vi mamaines anduisia aetrsions 1.5%
Dow COmiNg Q01 -« -vreisvraneicncdensancannats. 7.5%
Edetate Disodium USP Dihydrate -~~~ . 0.2%
purified Water, USP .- -~ PSS U S

Sak Stable Lo Cream - ------"°"""° : : 3696




NDC 72934- 2009-2 BENZOCAINE 20% /LIDOCAINE 10% / TETRACAINE 10% . Cream 30
gm




BENZOCAINE 20% / LIDOCAINE 10% / TETRACAINE 10%

benzocaine 20% / lidocaine 10% / tetracaine 10% cream

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:72934-2009

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

BENZO CAINE (UNI: U3RSY48JW5) (BENZOCAINE - UNILU3RS Y48 JW5) BENZOCAINE 20 g in 100 g
LIDO CAINE (UNII: 98P1200987) (LIDOCAINE - UNI:98P1200987) LIDOCAINE 10 g in 100 g
TETRACAINE 10 g in 100 g

TETRACAINE (UNII: 0619F35CGV) (TETRACAINE - UNIL:06 19F35CGV)




Packaging
# Item Code Package Description

NDC:72934-2009- 30 gin 1 BOTTLE, PUMP; Type 0: Not a Combination

1
2 Product

Marketing Information
Marketing Category Application Number or Monograph Citation

unapproved drug other

Labeler - Sincerus Florida, LLC (080105003)

Establishment
Name Address ID/FEI
Sincerus Florida, LLC 080105003

Revised: 5/2019

Marketing Start
Date

05/22/2019

Marketing End
Date

Marketing Start Date Marketing End Date

05/22/2019

Business Operations

manufacture(72934-2009)

Sincerus Florida, LLC
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