
CAREN HAND SANITIZER ANTISEPTIC- benzalkonium chloride gel  
Caren Products , LLC
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.

----------

Active Ingredient(s )
Benzalkonium Chloride....................Purpose: Antimicrobial and First Aid Antiseptic

Purpose
Antimicrobial and First Aid Antiseptic

Uses
For hand sanitizing to decrease bacteria on the skin.  Recommended for repeated use.  
For wound sanitizing to help prevent bacterial contamination in cuts, scrapes, burns, lacerations, and
sking infections.

Warnings
For external use only.

When us ing this  product avoid contact with eyes.  In case of eye contact, flush eyes with water.

Discontinue use if irratation or redness develops.  If condition persists for more than 72 hours consult
a doctor.

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

Directions
Place enough product on hands to cover all surfaces. Rub hands together until dry.
Supervise children under 6 years of age when using this product to avoid swallowing.
Antiseptic: Apply to cuts, scrapes, and burns 3 times a day after cleaning.  Allow to dry.

Inactive ingredients
Aloe, Carbomer, Ethylhexylglycerin, Glycerin, Phenoxyethanol, Purified Water









CAREN HAND SANITIZER ANTISEPTIC  
benzalkonium chloride gel

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:770 0 9 -0 420

Route  of Adminis tration TOPICAL

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

BENZALKO NIUM CHLO RIDE (UNII: F5UM2KM3W7) (BENZALKONIUM -
UNII:7N6 JUD5X6 Y)

BENZALKONIUM
CHLORIDE

0 .0 0 13 kg
 in 1 kg

Inactive Ingredients
Ingredient Name Strength

GLYCERIN (UNII: PDC6 A3C0 OX)  



Caren Products, LLC

CARBO MER HO MO PO LYMER, UNSPECIFIED TYPE (UNII: 0 A5MM30 7FC)  

WATER (UNII: 0 59 QF0 KO0 R)  

SO DIUM HYDRO XIDE (UNII: 55X0 4QC32I)  

ALO E (UNII: V5VD430 YW9 )  

PHENO XYETHANO L (UNII: HIE49 2ZZ3T)  

ETHYLHEXYLGLYCERIN (UNII: 147D247K3P)  

Packaging

# Item Code Package Description Marketing  Start
Date

Marketing  End
Date

1 NDC:770 0 9 -
0 420 -1 0 .0 59  kg in 1 TUBE; Type 0 : No t a  Co mbinatio n Pro duct 0 5/28 /20 20

2 NDC:770 0 9 -
0 420 -2 0 .118  kg in 1 TUBE; Type 0 : No t a  Co mbinatio n Pro duct 0 5/28 /20 20

3 NDC:770 0 9 -
0 420 -3

0 .9 48  kg in 1 BOTTLE, PUMP; Type 0 : No t a  Co mbinatio n
Pro duct 0 5/28 /20 20

4 NDC:770 0 9 -
0 420 -4

0 .3548 8 2 kg in 1 BOTTLE, PUMP; Type 0 : No t a  Co mbinatio n
Pro duct 0 9 /24/20 20

5 NDC:770 0 9 -
0 420 -5 0 .70 9 76 5 kg in 1 POUCH; Type 0 : No t a  Co mbinatio n Pro duct 0 9 /24/20 20

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 part333A 0 5/28 /20 20

Labeler - Caren Products , LLC (932901676)

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

Co sco  Internatio nal, Inc . 0 16 433141 manufacture(770 0 9 -0 420 )

 Revised: 9/2020
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