HAND SANITIZER- alcohol gel
REALITY PHARMA, S.A. DE C.V.

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

DOSAGE

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

INACTIVE INGREDIENTS

Inactive ingredients Water (Aqua), Glycerin, Carbomer, Triethanolamine

DIRECTIONS
Directions

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

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.

PURPOSE
PURPOSE ANTIMICROBIAL

WARNINGS
Warnings

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

ACTIVE INGREDIENT
Active ingredient. Ethyl Alcohol 70% v/v

STOP USE ASK A DOCTOR

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

PRINCIPAL DISPLAY




MEDICALLY MINDED

FORMULA

4.25FLOZ/125 mL

Drug Facts
Active Ingredient Purpose
Ethyl AlChohol 70% Wi ins Antimicrobial

Use Hand sanitizer to help reduce bacteria on skin.

Warnings:

Flammable. Keep away from fire of flame.

For external use only.

When using this product do no use in or near the eyes

In case of contact.flush thoroughly with water. Stop use
and ask a doctor it irritation or rash appears and lasts.
Keep out of reach of children. It swallowed, ge medical
help or contact a Poison Control Center inmediately.

Directions: Put enough product in your palm to cover
hands and rub hands together briskly until dry. Children
under 6 years of age should be supervised when using.

Other Information: Store below 110°F (43°C)

Inactive Ingredients: Water(Aqua), Glycerin, Carbomer,
Triethanolamine

MADE IN MEXICO
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MedicallyMinded.us

Alcohol Antiseptic 70%

Topical Solution

250 mL (.45 fl. 0z.)

Hand Sanitizer Gel Non-sterile Solution

Drug Facis

Active ingredient. Purpose
Etfryl Adeoho | 208 v Antrmicrabial

Usefs]

Hand Sanitizer 0 help reduce bacteria an <kin,

Warnings
For external use only. Flammahble. Keep away from heat or flame:

When using this product keep cut of eyes, 2ars, and mauth. In case af contact with eyes, rinse eyes thoroughly with water.

Sxop use and ask a doctor if irftation ar rash ocours. These may be sgns of a serious condition,
Keep out of reach of children. i swallowed, get medical help ar contact a Poison Contral Center right avay.

Directions
# Place enough product on hands ta cover all surfaces. Rub hands together until dry.
» Supervise children under 6 years of age when wsing this product to avaid swallowing.

Other information
# Store below 1107 (43°0)

Inacrive tngredienrs Water (Aqua), Ciyoerin, Carbomer, Tristharalangine

Distributed by

SBL Brands, LLC
MedicallyMinded .us
BAADE IN MEXICO

NET CONTENTS

250 mL

[2.451. oz)




Alcohol Antiseptic 70%0
Topical Solution
Hand Sanitizer Gel Non-sterile Solution

1000 mL (33.8 1 0z))

Drug Facts Datos del Producto

Active ingredient Purpose Ingrediente Activo Proposito
Ethyl Alcohol 70% vl N - . = e AR MECTO b Alcoholetilico?Swe u. = =m - . Artimicrabiano
usafs] Usos

Hand Sanitizer to help reduce becteria that potentially can causs diszase. For use when soap and
waler sre not availsbie.

warnings
For external use cnby. Flammable. Keep awey from heat or flame

Do not use
* in children less then 2 months of age
% _on open shin wounds

Dasinfciants pars Manos emplesdo pars regudir 18 cantided e bectarias =n |8 piel que pueden
cauzar enfermedsdes. Utilice este products ossngo no heys jandn y 2zus disponioles.

When using this product kezp out of eyes, ears, and mouth. In case of contact with oyes, rin:eelru

therough '[witn water.

Stop use and ask a doctor if irritstion or rash ooours. These mey De signs of & serious condition.
Keep out of reach of children. Ir;wnlbwec,szt medical helo or contact a Poison Control Center
right mway.

Directions
+ Flace enough product om hands to cover all surfaces. Rub hands together Jr'.ildry
* Supervise chilgnen under 6 years of Bps when using this product to Bvoid swalowing.

Advertencias
salo pars uso externo. inflamable. Mantengs este producto slejado del fuege o calor.

Mo Usar
* ennifios manores & 2 meses de edad
» en heridas expuestas

&l utilizar este producto, svitar el contacto con los uio;. Digas ¥ bora. En caso de caso de contacta

con los ojos, er'JnEl ompletamente con agLa

Deejar ge usar & producto y consultar 2 un medico si apansce Y parsiste una imitac an oe'Jpcil':r
cutBres. Estas pueden ser sefinles de una condicidn medica seria.

Mantener fuers del slcance de bos ninas. En oo gz '\u;:stiﬁr. nnsdir de inmediato & un medico o
ponerse £n contacto con un Centro g Comtrol de Swstan oss Touicas

other information
= StorepElow 110°F (43°C)

" .ﬁ.uod‘tee:hﬁ and excessive heat abowe 20C [104F]

Modo de Uso

* Foner sufidents cantidad e producto en i pEimA de I MAR0 PArE oUbrir 15 manas
Completamente. FrOtarse |85 Manos vigorosements hasts gue o sequen.

* El empieo de este producto por nifas menores 8 § afios deberd sar SupErasaio.

[Fractive ingredienss Water (Aqua), Glycerin, Carbomer, Tristhanolanvine

Distributed by

S8L Erands, LLC
Medicaliinded.us
MADE IN MEXIDOD

Informacian Adicional
= AlmAanCensr s temperstures inferioras & 110°F |:!’E:|
= Evitar congeiar el progucto o exponerio a temperatumas supsriores a 400 [104F)

Ingredientes INOCtivos Apus, Glicering, carbomera, tristanoiamina,

NET CONTENTS

1000 mL

{33.8fl. oz.)




Alcohol Antiseptic 70%o
Topical Solution

Hand Sanitizer Gel Non-sterile Solution

500 mL (16.9 fl oz)

Drug Facts Datos del Producto

Active ingredient. Purpase Ingrediente Activo Proposito
BNl Ao T W e e ANEMICTDER LI LR TR LR Ty | —— 1. (-5
Usefs] Usos

Hand Sanitizer to help reduce bacteria that potentially can cause disease. For use when soap and
waker ars not available.

Warnings
For external use only. Flammabde. Keep awsy from heat or flame

Do not use
= in children less then 2 menths of age
® on open sion wounds

Disinfecints para Manos emplesdo Para redudir i mntidad os DeCterias n la piel que pueden
cauzEr enfarmacades. Utiioe este producto Dsanco no heys jabin y azus disionioles

When using this product keep out of eyes, ears, and mouth. In caze of contact with ees, rinse eyes

therauzhly with water.

Stop use and ask a dockor if irritation or rmsh ocours. These may be siEr; of & seriows condition.
Keep out of reach of children. If swellowed, pet medioal heip or contact = Poizon Controd Center
right mway.

Directions
= Place engugh product on hands to cover all ;urfaces. Rud hands together untildry
= Supervise children under § years of ape when wsing this produwct to awvoid swaliowing.

Advertencias
S8lo pare uso externo. inflamabie. Mantengs este products alejado del fusgo o calor.

Mo Usar
& &nnifios menores = 2 maser de sded
= _gn heridas expuestas

Al utilizar este producto, evitar el contactn con los ojos, oigos y bom. En caso de chso O Contacto

com kos ojos, er'JnEr completamente con Bz
Diejar de usar & producto y consultar 2 un médico si BpBrECE y persiste una imitac an o enupcion
CutArmes. Estas pusgen ser safimies e una condician mecic seria.

Mantenar fusra del slcance e los nifics. £n caso oa ingaction, s0sdic de inmedista 8 un médico o
ponerse en contacto com un Centro de Control de Sustandas Toxims

i)
other information
= Store Delow 110°F [43°C)
N n'\-od"ree:ins and excessive heat abowe 20C [104F]

Modo de Uso

» Pomer suficdente cantidad de preducto en = paima d= b mana para cubsir las maros
completamente. Frotarse las maros \-i;um::'r'entz hasta gue se sequen.

= El empiec de este producto por nifos menores & € afios ceberd cer sups=riisado.

Inaceve ingredients Water (Aqua), Glycarin, Carbomer, Tristhanolaming

Distributed by
S8L Branas, LLC
MedicaliMinded.us

MADE IN MEXICO

Informacion Adicional
= Almancenara tempersturas inferionss 2 110°F [43°C)
» Ewitar congedar el producto o exponerio a tem peraturs supeniores a 400 {1045

Ingredientes Inactivos Agus, Slicerine, carbomera, tristano@amina

NET CONTENTS

500 mL

{16.9fl. 0z.)

HAND SANITIZER
alcohol gel

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:78525-2000

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name
ALCOHOL (UNIL: 3K9958 V90M) (ALCOHOL - UNIE3K9958 V90 M)

Basis of Strength
ALCOHOL

Strength
0.7 mL in 1 mL

Inactive Ingredients

Ingredient Name
TRIETHANO LAMINE CAPRO YL GLUTAMATE (UNT: 0 F2FO57253)
CARBOMER 940 (UNI: 4Q93RCW27E)
WATER (UNIL: 059QFOKOOR)
GLYCERIN (UNI: PDC6 A3C00X)

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



Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:78525-2000-2 125 mL in 1 BOTTLE; Type 0: Nota Combination Product 06/02/2020

2 NDC:78525-2000-3 250 mL in 1 BOTTLE; Type 0: Not a Combination Product 06/02/2020

3 NDC:78525-2000-4 500 mL in 1 BOTTLE; Type 0: Not a Combination Product 06/02/2020

4 NDC:78525-2000-5 1000 mL in 1 BOTTLE; Type 0: Not a Combination Product 06/02/2020

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 06/02/2020

Labeler - REALITY PHARMA, S.A. DE C.V. (951578646)
Registrant - REALITY PHARMA, S.A. DE C.V. (951578646)

Establishment
Name Address ID/FEI Business Operations
REALITY PHARMA, S.A. DE C.V. 951578646 manufacture(78525-2000)

Revised: 6/2020 REALITY PHARMA, S.A. DE C.V.



	HAND SANITIZER GEL
	DOSAGE
	INACTIVE INGREDIENTS
	DIRECTIONS
	KEEP OUT OF REACH OF CHILDREN
	PURPOSE
	WARNINGS
	ACTIVE INGREDIENT
	STOP USE ASK A DOCTOR
	PRINCIPAL DISPLAY

