70% ALCOHOL HAND SANITIZER- alcohol soap
Kutol Products Company, 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.

70% Alcohol Hand Sanitizer Gel
Ethyl Alcohol 70% v/v.....Antibacterial Agent

Water, Glycerin, Propylene Glycol, Isopropyl Myristate, Aloe Barbadensis Leaf Juice, Tocopheryl
Acetate, Carbomer, Triisopropanolamine

For handwashing to help reduce bacteria on the skin
For external use only.
Avoid contact with eyes. If eye contact occurs, flush eyes with water.

Stop use if, inrare instances, redness or irritation develop. If condition persists for more than 72 hours,
consult a physician.

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

Apply to hair or body. Work into a rich lather. Massage hair and body completely for at least 30
seconds. Rinse thoroughly. Dry completely.

For handwashing to help reduce bacteria on the skin.
Avoid contact with eyes. If eye contact occurs, flush eyes with water.

Stop use if, inrare instances, redness or irritation develop. If condition persists for more than 72 hours,
consult a physician.

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

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



© ezLur Hond Sonizer Gel

with Aige prd Vilgrmin £ = E3 uga withou waler

Assalnissant a
@ E3 base d'aicool 70% pour les rgg:ns
Henbed compendy Higlenlzador Gel con
Rogisrtion Number: Alechol 70% para las Monos
Drug Facts
Aclive Ingredient Purpose
Ethyl Alcohol 70% wv. i ial Agent

Uizes Hand sanltizar to halp reduca barterla on the skin that could causs disaass.

Warnings

For axternal usa anky.
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Avold contact wilh eyes. If ey contact oecurs, flush with water.

&1op use I, In rare Instances, redness or nitation develop. If condition persists
for more than 72 hours, consutt a physickan.

Keap out of reach af children. Hf swallowed, contact a physician or poison control celer
Directions Apply small amount te paim. Briskly rub, covering hinds with preduct urtil dry.

Inactive Ingredianis Water, Glycerin, Propylene Elycol, Isapropyl Myristate, Aloe =
Barbadensis Leaf Juice, Tocopheryl Acetata, Carbomer, Triisopropanolamine. 3
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Net Contents: 1000 mL (33.8 FI. 0z) MANUFACTURED BY:

KUTDL PRODUCTS COMPANY
Manufactured In the USA CINCINNATI, DH 45241
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Drug Facts

Active Ingredient Purpose
Ethyl Alcohol 70% v/v. bacteral Agent
Uses Hand sanitizer to help reduce bacteria on the skin that could cause diseasa.

Warnings
For axtornal use only.
FLAMMABLE. Ksgp away from heat pr flames.

Avoid contact with syas. If aya contact cecurs, flush with wasr.

Stap use 1, In rare Instances, redness or Iritation develop. if conditon persists
for mare than 72 hours, consult a physiclan.

Kaop out of roach of children. If swallowsd, contact a physician or poison control carter.
Direeclions Apply small amount to paim. Briskdy rub, covering hands with product untll dry.

Inaciive Ingredienis Water, Glycerin, Propylens Glycol, Isopropy! Myristats,
Aloe Barbadens!s Leaf Julce, Tocopheryl Acetate, Garbomer, Trlsopropanolaming.

Ingrédient actif Alcool éthyligue 70% wiv 'gﬁoent antibactérien) UtIISatlons Pour le lavage des mains,
wfin de réduire les bactéries sur la peau. AVertiSSEMents INFLAMMABLE. Ns pas metire a proximite dwn
feu ou duna flamme. Pour usage exteme seulement. Ne pas mettre dans les yeux. En cas dirrtation ou de
rougeur, amétez Irtlisation. 51 les symptomes persistent plus 72 heures, consuftez un medeclnﬁn oaas
dingastion, consultez un médecin ou un centre antipolson. Gander hors de portés des snfants. ]
d'smploi Pour rédulre las bacérlas sur fa psau, appligusr une petite quantts sur ka paume. Appliquar et faire
pénétrer dans la psau en rotant Ingrédients inactis Eau, giycérne, propyisneglycol, myristate
Isopropyilque, Jus de faullls d"alods barbadine, acétats tocopherylique, carbomérs, isopropanciamine.

|ngradlents Active Alkcohol etfllco 70% v/v (Agent aribactarial) Usns Sa usa para el |avado da manos a fin de disminar las
bacterias €n la pied. Advertuaeias INF E. Mantener alajado del faegu o llama. Solamerte para uso extemo. No lo ulilice
&N 108 0jos. En casos raros de mitaclin v anrojscimiants, suspanda sl uso. 51 ol estado persiste durants més de 72 haras
consults con un médico. 81 58 Inglars llame a un médieo o a un cantro de control da vanenos. Mantsnga fuera dal alcanca da
nifios. Mode da Emples Para disminuir las bacterias en la piel, aplique una pequefia cantidad en b palma. Frote cubriendo las
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meanos con brio hasta que ¢ productn s seque. Ingradientos Inaktivos Agua, glicaring, propilin glcol, mirstato de Isoproplio,
jugo de hoja de Aloe barbadensis, acetato tocoferflico, earbomero, Wisapropanolamina.

Net Contonts: 1000 mL {338 Fl. 0z) MANUFACTURED BY:

Manufactured In the USA KUTOL PRODUCTS COMPANY
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alcohol soap

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:50865-074

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

ALCOHOL (UNIL: 3K9958V90M) (ALCOHOL - UNIL:3K9958 V90 M) ALCOHOL 0.07 mg in 1mL
Inactive Ingredients

Ingredient Name Strength

CARBOXYPOLYMETHYLENE (UNII: 0 ASMM30 7FC)
.ALPHA.-TOCOPHEROL ACETATE, D- (UNII: A7E6112E4N)
TRIISOPROPANO LAMINE (UNII: WOEN9DLM98)

ALOE VERA LEAF (UNII: ZY81Z83H0 X)

PROPYLENE GLYCOL (UNIL: 6DC9Q167V3)

ISOPROPYL MYRISTATE (UNIl: 0RE8SK4LNJS)

GLYCERIN (UNII: PDC6A3C00X)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:50865-074-41 6 in 1 PACKET 02/27/2018

1 1000 mL in 1 BAG; Type 0: Not a Combination Product

2 NDC:50865-074-44 4 in 1 PACKET 02/27/2018

2 1000 mL in 1 BAG; Type 0: Not a Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 02/27/2018

Labeler - kutol Products Company, Inc. (004236139)

Establishment

Name Address ID/FEI Business Operations
Kutol Products Company, manufacture(50865-074), analysis(50865-074) , label(50865-074) , pack(5086 5-
Inc 004236139 074)

Revised: 2/2018 Kutol Products Company, Inc.
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