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

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 using this product avoid contact with eyes. Incase 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
e Place enough product on hands to cover all surfaces. Rub hands together until dry.
e Supervise children under 6 years of age when using this product to avoid swallowing.
e 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



HAND SANITIZER

+ ANTISEPTIC

WITH SOOTHING ALOE VERA

UNSCENTED
KILLS 99.9% OF GERMS

2 0Z |59 ML

Fast, effective formula | Instantly Kills 99.9% of Germs
Alcohol Free | Non Drying | Moisturizing

Drug Facts
Active ingredient Purpose
Benzalkonium Chloride 0.13%......oveseeeesversesnes Antimicrobial and First aid antiseptic

U6 « For hand santtizing to decrease bacteria on the skin. Recommended for
repeated use. « For wound sanitizing to help prevent bacterial contamination in cuts,
scrapes, bums, lacerations and skin infections.

Warnings

For external use only

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

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

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

Directions

© Place enough product on hands to cover all surfaces. Rub hands together until dry.

« Supervise children under 6 years of agbe when using this product to avoid swallowing.
« Antiseptic: Apply to cuts, scrapes, and bums 3 times a day after cleaning. Allow to dry.

Inactive ingredients Aoe Barbadensis Leaf Juice, Carbomer,
Ethythexylglycerin, Glycein, Phencxyethanal, Purified Water,
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CAREN

HAND SANITIZER

+ ANTISEPTIC

Fast, effective formula | Instantly Kills 99.9% of Germs
Alcohal Free | Non Drying | Moisturizing
Make sure to use Caren moisturizing Hand Treatment to
soothe, heal and condition dry skin.

Drug Facts
Active ingredient Purpose
Benzalkonium Chloride 0.13%........c...u . ueerenr.....ANTIMICrObial and First aid antiseptic

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

Warnings

For extenal use only

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

Discontinue use i iritation 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 Polson
Control Center right away.

Directions

o Place enough product on hands to cover all surfaces. Rub hands together until dry.

o Supervise children under & years of age when using this product to avoid swallowing.
o Antiseptic: Apply to cuts, scrapes, and burns 3 times a day after cleaning. Allow to dry.

Inactive ingredients Aos Batbadensis Leaf Juice, Carbomer,
Ethylhexylglycerin, Glycerin, Phenoxyethanol, Purified Water.
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Fast, effective formula | Instantly Kills 99.9% of Germs
Alcohol Free | Non Drying | Moisturizing
Make sure to use Caren moisturizing Hand Treatment to
soothe, heal and condition dry skin.

Drug Facts
Active ingredient Purpose
Benzalkonium Chioride 0.13%.. ..Antimicroblal and First aid antiseptic
Uses »ror the skin,
repeated uge. * For o help pravent ,
‘scrapes, bums, lacerations and skin infections.
Warnings
For external use only
Incase of eye contact, flush eyes
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hours consult a doctor.
Keep out of reach of children. If swallowed, get medical help or contact a Polson
Cantrol Center right awey.
Directions
« Place enough fo until dry.
. age when using
fepti i ceaning, Allow to 0y,

rin, Glycerin, Pheng anol, Purifi T
UNSCENTED ﬂ
KILLS 99.9% OF GERMS MADE IN THE USA FOR CAREN
ROSWELL, GA 30076
32 0OZ | 948 ML CARENPRODUCTS.COM
! 810040401 9 80626272
Directions ‘ AREN Drug Facts
+ Pl enough producton hands to cover all surfaces. Rub hands together untildry. T w
e e e o Active imgredient Purpose

Inactive ingredients te fabadensis Leaf Mise, Caborer,
Etyhegiaboert  eern, enonetenol, i s

Fast, effective farmula | Instantly Kills 99.9% of Germs
Alcohal Free | Non Drjing | Moisturizing

g MADE IN THE USA FOR CAREN
EBGI s
1 ]II] fl CARENP RODUCTS COM
uflisse
ooo%gooonlilla awsxeznz

HAND SANITIZER

+ ANTISEPTIC
WITH SOOTHING ALOE VERA

UNSCENTED » KILLS 99.9% OF GERMS
120Z| 3585 ML

Uses + krhand saitizng o etrease bacria on the sk Recorrmendsd for
repeateduse.» forwound sanitzng 1o heP prevent bacterilcortamnatin i cuts,
serapes, s, lgeratonsand skin et

Wamings

Forexternaluse only

When using th s poduct awoid contact with eyes. b case ofepe cntect, fush eyes:
with water.

Discontin ve use if miatin or redness deve kps. fFoonditon persists fr rrore than 72

Reep otof ach ofcilien  swaloed, et il e of ot P
Canrol Certer it .




HAND SANITIZER
+ ANTISEPTIC
Fast, effective formuls | Instanfcly Kills ?99%.01‘ Gerrms
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socthe, heal and condition dry skin.
# ANTISEPTIE

Drug Facts

WITH SOOTHING ALOE VERA = -
Active ingredient Purpose
Berzalkonium Chioride 013% ... Antimicrobial and First aid antkeptic

{58 + For hand sanitizing 1o decreass bacteria on the skin. Recommendad for
repeated wse. + Forwound sanitizing o help prevent bectenal contamination in cuts,
acrapess, bums, laceratons and skin infections.

Warnings

For extemal use oy

When using this produet avoid contact with syes. In caze of eve contact, flush eyes
with water.

Discortinne use if imitation or redness develops. ff condition persists for more than 72
hours consult & doctor.

Keep aut of reach of children. If swallowed, get medical help or contact a Paizon
Control Center nght away.

Directions
+ Place enough product on hands to e all surfaces. Rub hands together until dry.

+ Supenvize chiden under & years of age when wsing this product to avoid swallowing.
+ Antreptic: Apphy to cuts, scrapes, and burns 3 times. a day after ceaning. Allow to dry.
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CAREN HAND SANITIZER ANTISEPTIC

benzalkonium chloride gel

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:77009-0420

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
BENZALKONIUM CHLORIDE (UNII: FSUM2KM3W7) (BENZALKONIUM - BENZALKONIUM 0.0013 kg
UNIL:7N6JUD5X6Y) CHLORIDE in 1kg
Inactive Ingredients
Ingredient Name Strength

GLYCERIN (UNII: PDC6A3C00X)




CARBOMER HOMO POLYMER, UNSPECIFIED TYPE (UNIL: 0 ASMM30 7FC)
WATER (UNIL: 059 QFOKOOR)

SODIUM HYDRO XIDE (UNII: 55X04QC32])

ALOE (UNI: V5VD430YW9)

PHENO XYETHANOL (UNIL: HIE492ZZ3T)

ETHYLHEXYLGLYCERIN (UNI: 147D247K3P)

Packaging
# Item Code Package Description LGOI SR LT GO Ll
Date Date
1 18%%717009' 0.059 kg in 1 TUBE; Type 0: Nota Combination Product 05/28/2020
2 ONA]?Z(E):—727009- 0.118 kg in 1 TUBE; Type 0: Not a Combination Product 05/28/2020
3 NDC:77009- 0.948 kg in 1 BOTTLE, PUMP; Type 0: Not a Combination 05/28/2020
0420-3 Product
4 NDC:77009- 0.354882 kg in 1 BOTTLE, PUMP; Type 0: Not a Combination 09/24/2020
0420-4 Product
5 ONA?ZCO:—757009- 0.709765 kg in 1 POUCH; Type 0: Not a Combination Product 09/24/2020

Marketing Information
Marketing Category  Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 05/28/2020

Labeler - caren Products, LLC (932901676)

Establishment
Name Address ID/FEI Business Operations
Cosco International, Inc. 016433141 manufacture(77009-0420)

Revised: 9/2020 Caren Products, LLC
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