HAND SANITIZER- alcohol gel
Ignacio Reyes Gonzalez

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.

HAND SANITIZER GEL 250 mL

DIRECTIONS OF DOSAGE AND ADMINISTRATION
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.

INACTIVE INGREDIENTS

Water, Glycerin, Carbomer, Triethanolamine

INDICATIONS AND USAGE
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.

KEEP OUT OF REACH OF CHILDREN

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

ANTIMICROBIAL

Antimicrobial

WARNINGS
Warnings
For external use only. Flammable. Keep away from heat or flame

When using this product keep out of eyes, ears, and mouth. In case of contact with eyes, rinse eyes
thoroughly with water.

Stop use and ask a doctor if irritation or rash occurs. These may be signs of a serious condition.

ACTIVE INGREDIENT
Active ingredient.
Ethyl Alcohol 70%

HAND SANITIZER GEL PRINCIPAL DISPLAY LABEL



Alcohol Antiseptic 70%o
Topical Solution

Hand Sanitizer Gel Non-sterile Solution

250 mL (8.45 fl. 0z)

Drug Facts Datos del Producto

Active ingredient. Purpose Ingrediente Activo Proposito
Ethyl Akohed 70%6 W90 . ANtmiKTObis Alcoholetilico®MS vV e AnfimiCrobiana
use[s] Usos

Hamd Sanitizar to hels reducs secteria that potentislly can cause disaazs. For use when soap and
WaEEr Bre not availabie.

wWarnings
For external use onby. Flammabde. Keep awey from heat or lame

Do not use
® in children less than 2 months of age
* on open skin wounds

Desinfeciante pars manos empleado pars neducir i mntided oe Dacterias <n la piel que pueden

cauzar enfermedades. Utikce ests producto ossnda no heys jabon y azus disoonibles

When using this product keep out Of eyes, e2rs, and mOuth. In case of CORRCE with eyes, rinse ayes

theroughly with water.

Stop use Bnd a5k 8 doctor if irritation or mMsh ooours. These may De Signs of 2 seriows condition.
Keep out of neach of children. It swallowed gt medical help or contact 2 Poison Control Center
right sway.

Directions
* Place engugh product on hands to cover all surfaces. Rud hands together until dry.
* Supenvise childnen under £ years of ape when using this product to swvoid swalowing.

Advertencias
Sdlo para uso externo. inflamable. Mantenga este producto alejado del fuego o calor.

Mo Usar
* £nnifios menores & 2 meses de adad
*_en heridas expuestas

Al utilizar este producto, evitar el contacto con los ojos, 0idos y boca. En mso de caso de contacta
con ks ojos, enjuaEsr comoletamente con agua

Dejar o2 ussr & producto y CORSWILSr 8 un MEdico si sparsce y parsiste ura imitsdidn o srupdon
cutBmes. Estas pusden ser senales G urs condican medics seria.

Mantener fuera del alcance de bos nifias. £n c2so ce ingestion, aoudir de inmediata 8 un médico o
pomerse en contacte con un Centro de Control de Sustancas Toxicas

other information
= Store below 110°F [43°C)
* Ayoid freezing and excessive hest adove 400 |'1|;4=|

Modo de Uso

» Ponersufidente cantidad de producto en i paima o= kx mana para cubsir las manas
completamente. Frotarse las maras \risuro::rre'\tz hasia gue o= sequen.

+ Elampiac de aste croducto DOF Nifos Menores 8 6 8fios caberd sar suparissdo.

Inaceve ingredienrs Water (Aqua), Glyceriz, Carbomer, Tristhanolming

Distributed by
SELErsnos, LLC
MedicaliyMinded.us

MADE IN MEXICO

Informacion Adicional
* Aimancensr s temperaturas inferiores 8 110°F [43°C)
= Ewitar congelar e pmﬂJEoo exponerio a temperaturas supenaresa 40C [104F)

Ingredientes inactives apu, Glicerine, carbomers, triztanoamina

NET CONTENTS

250 mL

|B.45fl.oz.)

HAND SANITIZER
alcohol gel

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name
ALCOHOL (UNIE: 3K9958 V90M) (ALCOHOL - UNIE3K9958 VIO M)

Inactive Ingredients

Ingredient Name
TRIETHANO LAMINE CAPRO YL GLUTAMATE (UNIL: 0 F2FO57253)
GLYCERIN (UNI: PDC6A3C00X)
WATER (UNIL: 059 QFOKOOR)
CARBOMER 940 (UNI: 4Q93RCW27E)

Item Code (Source) NDC:77196-003

Basis of Strength
ALCOHOL

Strength
0.7 mL in 1 mL

Strength
0.002 mL in 1 mL
0.0375mL in 1 mL
0.2585 mL in 1 mL
0.002 mL in 1 mL



Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:77196-003-01 250 mL in 1 BOTTLE; Type 0: Nota Combination Product 05/22/2020

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 05/22/2020

Labeler - Ignacio Reyes Gonzalez (951577216)

Registrant - Ignacio Reyes Gonzalez (951577216)

Establishment
Name Address ID/FEI Business Operations
Ignacio Reyes Gonzalez 951577216 manufacture(77196-003)

Revised: 5/2020 Ignacio Reyes Gonzélez
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