FOAMING SANITIZING HAND- benzalkonium chloride soap
Kutol Products Company

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.

F683F Foaming sanitizing soap
[JActive Ingredient
Benzalkonium Chloride 0.13% w/w
[JPurpose

Antibacterial

Keep out of reach of children. If swallowed, contact a physician or poison control
center.

[JUses For handwashing to decrease bacteria on skin

ODirections Apply small amount, covering hands with product for 30 seconds. Add
water, lather, rinse.

OWarnings

For external use only. Do not use in the eyes. If eye contact occurs, flush eyes
with water.

Stop use and ask a doctor if redness and irritation occur and last for more than 72
hours.

OInactive Ingredients

water, cocamidopropyl PG-dimonium chloride phosphate,cocamidopropyl betaine, PEG-
6 cocamide, laurtrimonium chloride, iodopropynyl butylcarbamate,methylisothiazolinone.
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Foaming E2 Sanitizing Hand Soap
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ACTIVE INGREDIENT: BENZALKONIUM

CHLORIDE 0.19%
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ADVERTENGIAS: Para uso externo solamente. No use en los ojos. En
casos aros en que se produce iitacion o envojecimiento, defe de usarlo
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Laurtsimonio, Yodopropinil Buticarbamato, Metilsotiazolinona.

Net Contents / Contenu net/ Contiendo neto:
3.785 L (one gallon) / 3,785 L / 3.785 L
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Foaming E2 Sanitizing Hand Soap

Assainissant Antibactérien Moussant pour les Mains E2
Higienizador Antibacterial Espumoso E2 para las Manos

Drug Facts

Active Ingredient Purpose
Benzalkonium Chloride 0.183% W/W...oove oo Antibacterial Agent

Uses mFor handwashing to help reduce bacteria on the skin that could cause disease.

Warnings

m For external use only. ® Avoid contact with eyes. If contact occurs, flush with water.

m Stop use and ask a doctor if, in rare instances, redness or irritation develops and persists
for more than 72 hours.

B Keep out of reach of children. If swallowed, contact a physician or poison control center,

Directions ® To decrease bacteria on skin, apply small amount, covering hands
with product for 30 seconds. m Add water, lather, rinse.

Inactive Ingredients Water, Cocamidopropyl PG-Dimonium Chloride
Phosphate, Cocamidopropyl Betaine, PEG-6 Cocamide, Laurtrimonium Chloride,
lodopropynyl Butylcarbamate, Methylisothiazolinone.

Ingrédient actif : chiorure de benzalkonium 0,13 % P/P (Agent antibactérien)
Utilisations Pour Ie lavage des mains, afin de réduire les bactéries sur la peau.
Avertissements Pour usage externe seulement. Ne pas mettre dans les yeux. En cas
d'irritation, arrétez ['utilisation en cas d'irritation ou de rougeur. Si les symptémes persistent
plus 72 heures, consultez un médecin. En cas d'ingestion, consultez un médecin ou un

centre antipoison. Garder hors de portée des enfants. Mode d'emploi Appliquer une

petite quantité, se couvrant les mains de produit pendant 30 secondes. Ajouter de |'sau,
former une mousse et rincer. Ingrédients inactifs : eau, cocamidopropyl PG-dimonium
chloride phosphate, bétaine de cocamidopropyle, PEG-6 cocamide, laurtrimonium chloride,
butylcarbamate d'iodopropynyle, méthylisothiazolinone.

Ingrediente Activo Cloruro de benzalconio 0.13 % en peso (Agentes antibacteriano) Usos Se usa
para el lavado de manos a fin de disminuir las bacterias en la piel. Advertencias Solamente para uso
externo. No lo utilice en los ojos. En casos raros de irritacion, suspenda el uso si se causa irritacion
y enrojecimiento. Si el estado persiste durante mas de 72 horas consulte con un médico. Si se ingiere
llame a un médico o a un centro de control de venenos. Mantenga fuera del alcance de nifios. Mode
de Empleo Aplique una cantidad pequenia de producto sobre las manos, cubriendo las manos durante
30 segundos. Aniada agua, forme espuma y enjuague. Ingredientes Inactivos Agua, Cloruro y
Fosfato de Cocamidopropil PG- dimonio, Cocamidopropil Betaina, PEG - 6 Cocamida, Cloruro de
Laurtrimonio, Yodopropinil Butilcarbamato, Metilisotiazolinona.

Net Contents: 1000 mL (33.8 Fl. 0z.) 'I‘("S;‘E’:‘:EJSEEJ’EBT‘; COMPALY

Manufactured in the USA CINCINNATI, OH 45241
in a LEED® Silver certified facility 1-800-543-4641 www.kutol.com j
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INSE WITHIWATER -y

950'mL (32 FI. Oz:)

E2/RINSE WITH'WATER!

950 mL (32'El. 0z})
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Foaming E2 Sanitizing
Hand Soap cleans and kills
commaon germs. Must be rinsed.

Drug Facts
Active Ingredient Purpose
Benzalkonium Antibacterial

Chioride 0.13% WWe.. e oree ...Agent

/ Uses
m For handwashing fo decrease bacteria on skin,
Warnings

m For external use only.

mDo not use in the eyes. If contact occurs, rinse eyes
with water. m Stop use if redness or irritation occurs. If
condition persists for mare than 72 hours, consult a physician,
Keep out of reach of children. If swallowed, get medical

help or contact a Poison Control Center.

Directions

m Apply a small amount of product to hands. Add water, work
into a lather, Rinse thoroughly with potable water and dry.

Inactive Ingredients Water, Cocamidopropyl
PG-Dimonium Chloride Phosphate, Cocamidopropyl Betaine,
PEG-6 Cocamide, Laurtimonium Chloride, lodopropynyl
Butylcarbamate, Methylisothiazolinone.
Manufactured i the LISA in a LEED®
Silver candled faslity by
KUTOL PRODUCTS GO., CINCIRNATI, OH 45241 www.itoLeom




FOAMING SANITIZING HAND

benzalkonium chloride soap

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:50865-683
Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
BENZALKONIUM CHLORIDE (UNII: FSUM2KM3W7) (BENZ ALKONIUM - BENZ ALKONIUM 0.003 mg
UNII: 7N6JUD5X6Y) CHLORIDE in 1 mL

Inactive Ingredients

Ingredient Name Strength
WATER (UNIl: 059QF0KOO0R)
COCAMIDOPROPYL BETAINE (UNIl: 50CF3011KX)
COCAMIDOPROPYL PG-DIMONIUM CHLORIDE PHOSPHATE (UNII: H2KVQ74)M4)
PEG-6 COCAMIDE (UNIl: YZ6NLA4O1E)
LAURTRIMONIUM CHLORIDE (UNIl: AB1MSIOFIC)
METHYLISOTHIAZOLINONE (UNII: 229D0OE1QFA)
IODOPROPYNYL BUTYLCARBAMATE (UNIl: 603P14DHEB)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:50865- 4000 mL in 1 DRUM; Type 0: Not a Combination
1 683-03 Product 10/01/2015 06/10/2017
2 2'5_5_%0865 1000 mL in 1 BAG; Type 0: Not a Combination Product 10/01/2015
NDC:50865- 950 mL in 1 BOTTLE, PLASTIC; Type 0: Not a
e 683-78 Combination Product OIS Uty
4 gggfﬁ%& 1000 mL in 1 BAG; Type 0: Not a Combination Product 06/12/2016
NDC:50865- 50 mL in 1 BOTTLE, PLASTIC; Type O: Not a
-/ 683-17 Combination Product U OND
6 2?_5_:(;5;)865- 1000 mL in 1 BAG; Type 0: Not a Combination Product 06/12/2017
NDC:50865- 1000 mL in 1 BOTTLE, PLASTIC; Type 0: Not a
7 68300 Combination Product 10/01/2015 06/12/2016
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OVE TENGEIER MEE . remeye 10/01/2015

final



Labeler - kutol Products Company (004236139)

Registrant - kutol Products Company (004236139)

Establishment
Name Address ID/FEI Business Operations
Kutol Products Company 004236139 manufacture(50865-683)

Revised: 8/2023 Kutol Products Company
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