BURN TREATMENT- benzalkonium chloride, lidocaine hydrochloride cream
CMC Group Inc.

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.

Burn Treatment

Drug Facts

Active ingredients
Benzalkonium chloride 0.13%

Lidocaine hydrochloride 0.5%

Purpose
First aid antiseptic

Painrelieving cream

Uses
e Firstaid to help prevent infection in minor cuts, scrapes, and burns.
e For the temporary relief of pain and itching associated with minor burns , minor cuts, and scrapes

Warnings

For external use only.

Do not use

* inthe eyes * over large areas of the body ¢ inlarge quantities * over raw surfaces or blistered areas *
longer than 1 week unless directed by a doctor

Ask a doctor before use if you have

* deep or puncture wounds ¢ animal bites * serious burns.

Stop use and ask a doctor if

« the condition persists or gets worse ¢ symptoms persist for more than 7 days or clear up and occur
again within a few days

Keep out of reah of children.

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

Directions
¢ Clean the affected area
® Adults and children 2 years of age and older: Apply a small amount of this product to affected area
not more than 3 times daily
e Childrenunder 2 years of age: consult a doctor
® May be covered with a sterile bandage



Other information

Store at room temperature

Inactive ingredients

glycerin monostearate, glycerol, purified water
Package Labeling:

REFILL INSTRUCTIONS

1. Remove old box from
tabbed grid by slightly
squeezing the front of box
and pull straight out.

2. Insert the new product

=

box into the grid with the !

removable panel facing

the front, pushing it past the
=
j

REFILL

3

tabs, locking it into place.

3. Remove the upper half

of the box front panel by
hooking your finger into

the hole, and pulling back.
This will tear along the
perforated edge and give 1
access to the first aid product.
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Made in China

Drug Facts

Active ingredients
Benzalkonium chloride 013
Lidocaine hydrochloride 0.5

Purpose
t aid antiseptic
Pain refieving cream

Uses

M First aid to help prevent infection in minor cuts, scrapes, and bums,
M For the temporary refief of pain and itching associated with minor
burs, minor cuts, and scrapes

Warnings

For external use only,

Donotuse Mintheeyes I over large areas of the body
W i erge quanti W over

I longer than 1 week unless directed by a doctor

Aska doctor before use if you have Il deep or punciure wounds
W animel bites i

Stop use and ask a doctor if I the conditon persists or gets worse
I symptoms persistfor more than 7 days or clear up and occur again
within @ few days

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

M Adults and chikiren 2 years of age and older: Apply a small amount of
this product to affected area not more than 3 times daily

' Chifen under 2 years of age: consut  doctor

B May be covered with a sterlle bandage

Other information
Store at room lempevalure

Inactive ingredients
glycerin monostearate, alycerol, purfied water
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BURN TREATMENT

benzalkonium chloride, lidocaine hydrochloride cream

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

GLYCERIN (UNI: PDC6A3C00X)
WATER (UNIE: 059 QFOKOOR)

NDC:49687-0014

Ingredient Name Basis of Strength Strength
BENZALKONIUM CHL O RIDE (UNT: F5UM2KM3W7) (BENZALKONIUM - BENZALKONIUM 0.13 g
UNIL7N6JUD5X6Y) CHLORIDE in 100 g
LIDO CAINE HYDRO CHLO RIDE (UNIE: V13007Z41A) (LIDOCAINE - UNI:98P1200987) HIDOCAINE 0.5g in 100
: : HYDROCHLORIDE 8 g
Inactive Ingredients
Ingredient Name Strength




Packaging

# Item Code Package Description Marketing Start Date
1 NDC:49687-0014-0 10 in 1 KIT 08/06/2016

1 0.9 g in 1 POUCH; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date
OTC monograph not final part333A 08/06/2016

Labeler - cMc Group Inc. (117201448)

Revised: 1/2021

Marketing End Date

Marketing End Date

CMC Group Inc.
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