HAND SANITIZER- alcohol gel
Biozone Chemical, S. de R.L. 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

ACTIVE INGREDIENT
Active ingredient Ethyl Alcohol 70%

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

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

INDICATIONS AND USAGE

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

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

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

PURPOSE
Purpose Antmicrobial

WARNINGS
Warnings

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

WARNINGS AND PRECAUTIONS
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.

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

ASKDOCTOR

Stop use and ask a doctor if irritation or rash occurs

PACKAGING LABELS

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

250 mL (8.45 1. 0z))

Drug Facts Datos del Producto
Active ingredient. Purpase Ingrediente Activo Proposito
Bl AR T Mmoo AMEMCTObR Alcohal et Lo P WV e Anfimicrobiang

Use[s] Usos

Hand Sanitizer to keln recuce bacteria that potentially can cause diseaze. For use when soap and Desinfectante pars manos empleado pars reducir |8 mntidsd de bacterias en Ia piel que pueden
WHEEr Bre not availabie. o B £

S causar enfermedades. Utilice este producto osando no hays abon ¥ =gus disponibles.

Warnings

Advertencias

For external use cnby. Flammabie. Kesp avwey from heat or fame & 5
5olo para uso externo. inflamable. Mantengs este producto alejado del fuego o calor.

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

Mo Usar
* Ennifos menores & I meses de sdad
» en heridas expuestas

When using this product k=ep out Of eyes, e2rs, and MOuth. In case of CORRCE with eyes, rinse yes = = = -

tno'\ouEr ¢ WIth WaREr. 5 Al I.ltlll!!-l este |_JIDI‘IIII:|D. evitar el contacto con los ojes, pigas beo. En mso de caso de contacto
con bas ojos, enjusgar comaletamente con agua

Dejar ot uzar & produdto § consultar & un medico si Bparece y persiste una mitecian oe'Jpcil'ir

cutBres. Estas pusden ser sefisles g una condicn mEcics seria.

Stop use and ask a doctor if irritation or msh oours. These may be signs of & seriows condition.
Keep out of re=ch of children. If swaliowes, get medical hain or contact 2 Poison Control Center
right away.

Directions

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

Mantener fuers del slcance de kos nifios. £n Caso os ingestion, acudir ds inmedists 8 un médico o
pomerse en contacto com un C=ntro de Conkrol de Sustandias Towioas

* Supervise childnen under 6 years of age when using this product to awvoid swalowing. Modo de Uso : 5
i - * Foner suticients cantidac o productn en i paimE G i MANG pars cuteir las manos
other information completamante. Frotarse las manas vigorosaments hasta que s= sequen.
* Store below 110°F [43°C) * El empiec de aste producto DO NiRGs Menores 8 § 870z Ceberd tar supsrissdo.
» Avoid freezing and sxcessive hest adowe 20C [LIF] Informacion Adicional
[Imaceive ingredienrs Water (Aqua), Glyariz, Carbomer, Tristhanolming * Aimancensr s tempersturas inferiores & 110°F [43°C)

» Evitar congeiar ol producto o exponerto 8 tempersturas superiores a 40C [104F)
Ingredientes Inactives Az, Slicerine, carbomero, trictanolamina,

Distributed by NET CONTENTS

SELEranes, LLC 25'] InL

MedicaliyMinded.us
MADE IN MEXICD |B.45fl. 0z.)




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
Ethyl Alcohol 708 viv...._.- . Antmicrokb Alcohol et i lico TOR WY SSNS————1 | -1
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
cauTar enfermegades. Utiice aste products ousnoo no heys jaodn y sEus disponizles

When us-ing this producd k::pout of Eyes, ears, and mouth. In case of contact with opes, rin:ee'lru

theraughiy wake

Stop use and ask a doctor if irritation or msh ocours. These may De signs of a seriows condition.
Keep out of reach of children. If swellowed, pet medioal heip or contact = Poizon Controd Center
right sway.

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, oigas Y boms. En caso de caso de contacto

com kos ojos, er'JnEEr completamente con Bz

Diejar de usar & producto y consultar 2 un médico si Bparzce y persiste una imitac an o =mupgon
cutBres. Estas pusden ser safisles oa una condicidn medica seria.

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

other information
= Store Delow 110°F [43°C)
N .ﬂ.\-od‘ree:i'\E and excessive heat abowe 20C [104F]

Modo de Uso

» Pomer suficiente cantidad de preducto en = paima d= b mana para cubrir las maros
completamente. Frotarse las maros vi;um:nrr'ewtz 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 inferiores = 110°F |i5'l::|
» Ewitar congedar el producto o exponerio a tem peraturs supeniores a 400 {1045

Ingredientes Inactivos Az, Slicerine, carbomens, tristanolamina,

NET CONTENTS




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%
Topical Solution
Hand Sanitizer Gel Non-sterile Solution

4000 mL (1 US GALLON)

Hand Sanitizer to help reduce becteria that potentially can cause disease. For use when soap and
waker are not availabie.

Drug Facts Datos del Producto

Active ingredient. Purpase Ingrediente Activo Proposita
Ethyl Akohad 2006w 0eoe— . Antmicrobin Alohaletilico?O®dwVe oo Antimicrobiana
Lise[s] Usos

Desinfeciante para manos empleado para reducir Ia mntidad de bacterias en la piel que pueden

causar enfermedades. Utilice este producto osando no hays ahon y asus disponiales

Warnings
For external use cnby. Flammabie. Kesp awey from heat or flame

Do not use
# i children less than 2 months of age
*_on cgen skn wounds

When using this product keep out of eyes, sars, and mouth. In case of contact with epes, rin:ee'l.-_:
Eheraughiy with water.

Stop use and a5k 8 doctor if irritation or msh ooours. These mEy DE Signs of & serious condition.
Keep out of neach of children. It swallowed gt medical helo or contact & Poizon Control Center
right sway.

Directions

Advertencias
5810 pArE USO externo. Inflamable. Mantengs sste producto slajsdo del fusgo o calor.

Mg Uisar
* En nifios menores & 2 meses de edad
® £n heridas expuestas

Al utilizar este producto, evitar el contacto con los uio;. oidas ¥ bormn. En mso de caso de contacto
com bas ojos, enjusEsr comaletameante con agLe

DejBr e usar & producto y consuitsr 8 un mEdico si aparece y parsiste una imitscian o srupcian
cutBres. Estas pueden ser sefiales ce una condicidn medica seris.

Mentener fusrs del alcance d= los nifios. En caso oe ingestion, sosdir de inmedists & un mégico o
ponerse en contacto con un Centro de Control de Sustancias Towims

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

* Supesvise children under & years of age when L;i'\E this product to avoid swallowing,
other information

® Store below 110°F :ﬂ"::

Modo de Uso

* Pomer suficiente cantidad Se producto en i paima o2 2 mand para cubsir las manas
completamente. Frotarse las MARos vigoressmante NAsta que s sequen.

+ El empizo de este productn por nifas menores a £ afios deberd sar superiisado

* Avoid freezing and excessive heet above 40C [104F)
Iraceve ingredients Warter (Aqua), Glycerin, Carbomar, Tristhanolaming

Informacidn Adicional
* Aimancensra temperatures inferiores 2 110°F [43°C)
= Evitar congelar el producto o exponerio a temperatums superiores a 300 [1D4F)

Ingredientes Ingctivos agus, Slicerina, carbomars, tristangaming

Distributed by
S8L Eranies, LLC
MedicaliMinded.us

MADE IN MEXICD

NET CONTENTS

4000 mL

[1US GALLON)

HAND SANITIZER
alcohol gel

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
ALCOHOL (UNII: 3K9958V90M) (ALCOHOL - UNII:3K9958 V90 M)

Inactive Ingredients
Ingredient Name
GLYCERIN (UNIE: PDC6A3C00X)
CARBOMER 940 (UNIL: 4Q93RCW27E)
WATER (UNIE 059 QFOKOOR)

Item Code (Source) NDC:78349-0002

Basis of Strength Strength
ALCOHOL 0.7 mL in 1 mL

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

TRIETHANO LAMINE CAPRO YL GLUTAMATE (UNIL: 0F2FO57253) 0.002 mL in 1mL



Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 2NDC:78 349-0002- 50 i, in 1 BOTTLE; Type 0: Nota Combination Product 05/22/2020
2 I;IDC:78 349-0002- 500 mL in 1 BOTTLE; Type 0: Nota Combination Product 05/22/2020
3 TDC:78349'°002‘ 1000 mL in 1 BOTTLE; Type 0: Not a Combination Product 05/22/2020
4 SNDC:78349'0002' 4000 mL in 1 BOTTLE; Type 0: Not a 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 - Biozone Chemical, S. de RL. de C.V. (812910867)
Registrant - Biozone Chemical, S. de RL. de C.V. (812910867)

Establishment
Name Address ID/FEI Business Operations
Biozone Chemical, S. de R.L. de C.V. 812910867 manufacture(78349-0002)

Revised: 5/2020 Biozone Chemical, S. de R.L. de C.V.
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