
FIRST AID BURN CREAM- lidocaine cream  
Davemed Healthcare Co., Ltd
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.

----------

Firs t Aid Burn Cream

Active Ingredients
Active Ingredient

Lidocaine HCL 0.5%

Benzalkonium Chloride 0.13%

Purpose
First aid antiseptic, external analgesic

Temporary relief of pain associated with minor burns

Uses
First aid to help prevent infection and for the temporary relief of pain and itching associated with minor
cuts, scrapes and burns.

EXTERNAL USE ONLY

KEEP OUT OF REACH OF CHILDREN
If ingested, get medical help or contact a Poison Control Center right away.

DO NOT USE
DO NOT USE:

in eyes
in large quantities
over raw blistered areas or on deep punctured wounds, animal bites or serious burns
for more than one week

Directions
Clean affected area
apply small amount not more than 3 times daily
maybe covered with a sterile bondage

Inactive ingredients
inactive ingredient

Other Information



Other Information
Store at room temperature

Principal Display Panel

FIRST AID BURN CREAM  
lidocaine cream

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:70 8 9 7-0 0 1

Route  of Adminis tration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

LIDO CAINE HYDRO CHLO RIDE (UNII: V130 0 7Z41A) (LIDOCAINE -
UNII:9 8 PI20 0 9 8 7)

LIDOCAINE HYDROCHLORIDE
ANHYDROUS

0 .5 g
 in 10 0  g

BENZALKO NIUM CHLO RIDE (UNII: F5UM2KM3W7) (BENZALKONIUM -
UNII:7N6 JUD5X6 Y) BENZALKONIUM CHLORIDE 0 .13 g

 in 10 0  g

Inactive Ingredients
Ingredient Name Strength

BENZYL ALCO HO L (UNII: LKG8 49 4WBH)  

DISO DIUM EDTA-CO PPER (UNII: 6 V475AX0 6 U)  



Davemed Healthcare Co., Ltd

GLYCERYL STEARATE SE (UNII: FCZ5MH78 5I)  

MINERAL O IL (UNII: T5L8 T28 FGP)  

METHYL PARAO XO N (UNII: UE1A2XL9 5H)  

PETRO LATUM (UNII: 4T6 H12BN9 U)  

DIISO PRO PYL PARAO XO N (UNII: R9 0 A28 49 YV)  

ALLANTO IN (UNII: 344S277G0 Z)  

TRIETHANO LAMINE SULFATE (UNII: MV1V8 9 M17O)  

STEARIC ACID D7  (UNII: T3B0 8 119 7X)  

WATER (UNII: 0 59 QF0 KO0 R)  

SO DIUM LAURYL SULFATE (UNII: 36 8 GB5141J)  

STEARYL ALCO HO L (UNII: 2KR8 9 I4H1Y)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:70 8 9 7-0 0 1-0 1 0 .9  g in 1 BAG; Type 0 : No t a  Co mbinatio n Pro duct 0 8 /11/20 16

2 NDC:70 8 9 7-0 0 1-0 2 42.5 g in 1 BAG; Type 0 : No t a  Co mbinatio n Pro duct 0 8 /11/20 16

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

OTC mo no graph no t fina l part348 0 8 /0 9 /20 16

Labeler - Davemed Healthcare Co., Ltd (529128716)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

Davemed Healthcare  Co ., Ltd 529 128 716 manufacture(70 8 9 7-0 0 1)

 Revised: 2/2020
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