BENZOCAINE AND BENZETHONIUM- benzocaine and benzethonium aerosol, spray
Tender Corporation

Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may be marketed if they
comply with applicable regulations and policies. FDA has not evaluated whether this product complies.

Genuine First Aid Antiseptic Spray

Active Ingredients
Benzethonium Chloride 0.2% w/w

Benzocaine 10% w/w

Purpose
Topical Antiseptic
Topical Anesthetic

Uses

For temporary relief of pain, treatment and helps prevent infection in
® minor cuts and scrapes
¢ insect bites
e minor skinirritations

Warnings

For external use only

Flammable:
® keep away from fire or flame
e contents under pressure
¢ do not puncture or incinerate container
® do not expose to temperatures above 120°F

Do notuse:
® inor near mucous membranes
e onserious burns
¢ ondeep puncture wounds
e for aprolonged period of time
e onalarge portion of the body

Stop use and ask a doctor if:

® redness, swelling, or irritation occurs
¢ infectionoccurs

e condition persists or worsens

e symptoms persists for more than 7 days

Keep out of reach of children.

If swallowed, get medical help or contact a Poison Control Center right away.



Directions

clean the affected area

shake can well before using
for adult institutional use only
not for use on children

hold 4-6 inches from surface and spray area until wet

may be covered with sterile bandage. If bandaged, let dry first

Other Information

¢ avoid inhaling

® use only as directed
¢ intentional misuse by deliberately concentrating and inhaling the contents may be harmful or fatal

Inactive Ingredients

Dipropylene Glycol, Isobutane, n-Butane, Propane

Label

47.0336

NDC 044224-3120-1

GENUINE FIRST AID’

ANTISEPTIC SPRAY

For Cuts and Abrasions

Provides a fast and easy way to disinfect minor cuts,
scratches, and abrasions while helping to

minimize pain

FLAMMAEBLE CONTENTS UNDER PRESSURE

Contains no fluorocarbons

ESPRAY ANTISEPTICO

Para cortes y abrasiones
Proporciona una forma rapida y facil de desinfectar
cortes menores, arafiaos y abrasiones al mismo
tiempo que ayuda a minimizar el dolor.
CONTENIDO INFLAMABLE BAJO PRESION.

Distribuled by:

Mo contiene fluorocarbonos
l/_‘\" GENUINE FIRST AID'
@

= A division of Tender Corporation
NET WEIGHT: 3 oz (85 g) Litdston, NH 03561

www,.GenuineFirstAid.com

BENZOCAINE AND BENZETHONIUM

benzocaine

and benzethonium aerosol, spray

Product Information

Product Type

Route of Administration

HUMAN OTC DRUG

TOPICAL

Drug Facts

Active Ingredients
Benzethonium Chloride 0.2% wiw,
Benzocaine 10% wiw,

Purpose
Topical Antiseptic
Topical Anesthetic

Uses For termporary relief of pain, treatment and helps prevent infection in
mminor cuts and scrapes ®insect bites mminor skin irritations

Warnings

For external use onlly

Flammable: 8 kesp away from fire or flame B contents under pressure
B do not puncture or incinerate container

= o not expose fo temperatures above 120°F

Do not use: ®in or near mucous membranes B on serious burns

m on deep puncture wounds m for a prolonged period of time

mon & large portion of the body

Stop use and ask a doctor if: m redness, swelling, or irritation occurs
u infection cccurs B condition persists or worsens

m symptoms persist for more than 7 days

Keep out of reach of children, If swallowed, get medical help or contact a
Poison Control Genter right away,

Directions

m clean the affected area ® shake can well before using

m for adult institutional use only » not for use on children

m hold 46 inches from surface and spray area until wet

u may be covered with sterile bandage. If bandaged, let dry first

Other Information

® avoid inhaling ®use only as directed

m intentional misuse by deliverately concentrating and inhaling the contents
may be harmful or fatal

Inactive Ingredients Dipropylene Glycol, Isobutane, n-Butane,
Fropane

9999-3120

Item Code (Source) NDC:44224-3120



Active Ingredient/Active Moiety

Ingredient Name

BENZETHO NIUM CHL O RIDE (UNII: PH41D05744) (BENZETHONIUM -
UNI:1VU15B70BP)

BENZO CAINE (UNII: U3RSY48JW5) (BENZOCAINE - UNILU3RS Y48 JW5)

Inactive Ingredients
Ingredient Name
PROPANE (UNI: T75W9911L6)
DIPROPYLENE GLYCOL (UNIL: E107L85C40)
ISOBUTANE (UNI: BXR49 TP6 11)
BUTANE (UNI: 6 LV4FOR43R)

Packaging
# Item Code Package Description
1 NDC:44224-3120-1 85 gin 1 CAN; Type 0: Not a Combination Product

Marketing Information

Marketing Category  Application Number or Monograph Citation

OTC monograph not final part348

Labeler - Tender Corporation (064437304)

Revised: 6/2016

Basis of Strength Strength
BENZETHONIUM .
CHLORIDE 170 mg in85¢g

BENZOCAINE

Marketing Start Date
08/19/2014

08/19/2014

Marketing Start Date

8500 mg
in85¢g

Strength

Marketing End Date

Marketing End Date

Tender Corporation
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