HAND SANITIZER- alcohol solution
HAND SANITIZER- alcohol solution
Solquim SA DE CV

Disclaimer: This drug has not been found by FDA to be safe and effective, and this labeling has not been
approved by FDA. For further information about unapproved drugs, click here.

This is a hand sanitizer manufactured according to the Temporary Policy for Preparation of Certain
Alcohol-Based Hand Sanitizer Products During the Public Health Emergency (CoViD-19); Guidance
for Industry.

The hand sanitizer is manufactured using only the following United States Pharmacopoeia (USP) grade

ingredients in the preparation of the product (percentage in final product formulation) consistent with

World Health Organization (WHO) recommendations:

a. Alcohol (ethanol) (USP or Food Chemical Codex (FCC) grade) (80%, volume/volume (v/v)) in an
aqueous solution denatured according to Alcohol and Tobacco Tax and Trade Bureau regulations in
27 CFR part 20.

b. Glycerol (1.45% v/v).

c. Hydrogen peroxide (0.125% v/v).

d. Sterile distilled water or boiled cold water.

The firm does not add other active or inactive ingredients. Different or additional ingredients may
impact the quality and potency of the product.

Active Ingredient(s)
Alcohol 80% v/v. Purpose: Antiseptic

Purpose

Antiseptic, Hand Sanitizer

Use

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

Warnings

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

Do notuse
¢ inchildrenless than 2 months of age
¢ onopenskin wounds

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.

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.

Directions
¢ Place enough product on hands to cover all surfaces. Rub hands together until dry.
e Supervise children under 6 years of age when using this product to avoid swallowing.

Other information
e Store between 15-30C (59-86F)
e Avoid freezing and excessive heat above 40C (104F)

Inactive ingredients

glycerin, hydrogen peroxide, purified water USP
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Facebock: felarroyoate
Instagram: @dlamroyo atx
Twitter: @elarroyo_stx

wrwnw eomimalpablishing cnm

& Cozimel Puhlishing
Comgany, LLC

DISTRIBUTED BY AwAY
pRODLICTS 1 C

1834 W Bk St Aastin, TX 780003
I512) E43 7330

infofihey sanitize.com

wwre heysanitize.com

MADE IN MEXICO

NDC: 74 811771

HEY! Hand Sanitizeric a
lightly gelled sanitiz=r that is
waxy Lo pour inlu refillsble
botles, Pl FDA guidelives.
Conteing joseethyl aloohol.

8 “ 10019 7 45129 T4

BUT WE CAN KEEP
CHOOSING KINDNESS

HAND SANITIZER

4.06FL OZ /2o ML
ELARROYO.COM | @elarroyn_atx

DRUC FACTS

ACTIVE INGREDIENT(S)

Ethl Mbenhol 309 wiv . Antiseplic

USE(S) Fand sanitizer to help reduce bacteria that
polencialy can cause dsease. For use wher scap and water
sre not available.

WaRHINGE

FOR EXTERMAL USEONLY. Flarmmzble. Keep away from
hest or Harme. OMNOT USE on children less than 2 months
of age oron open skin wounds. WHEN USING THIS
PRODUCT kees cut of ayes, ears. end mouth. b case of
contact with eves, rinse eves theroughly with water. STOP
USE AMD ASK 4 DOCTOR ff irritaticon or rash occurs. These
may b= signs of aserious conditon. KEEP OUT OF REACH
OECHN DREN I swsllrsed, pat madical halp ar cordact 2
poicen control canter right away.

DIRECTIONS Apoly enough of the praduct to the palm of
vour hand te wet your hands complet=ly Rub hards
tagetter umil dry Supervise hidrzn snder & yesars of age
whzn using this procuct to avoid swal owing.

OTHER INFORMATION Store between 50-85+F 15:30°C).
Avoid freezing and excessive heat above 104 *F (40 #C)

INACTIVE IMGREDHENT SVvater, Flant-Based Glycerin,
Hydrogen Peraade, Cerbermner, Trethanolamire, Fragrance.

Earchnnl: falarraprats
Instagram- gielarmoyn atx
Twitter: gl amoyn sty
wwwecozumelpublishing com
& Cozumel Mublishing
Campary, LLC

RISTRIRIITED BY awaY
PROIDLICTS LI C

1504 W sth 3t Austin, TX 78703
(512) 8437330
info@hayssniliza.com

weww hoysanitize com

MADE IN MEXICO

NDC: 7né19771¢

HEY!™ Hand Sanitizer is a
lightly gelled santizar that is
easy o pour inta refillsble
battles. Meats FDA guidelines.
Crntaing 7o athyl alenhnl
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HAND SANITIZER

406 FL OZ /120 ML
ELARROYO.COM | @elarroyo_atx

CRUGFACTS

ACTIVE INGREDIENT(SI

Ethol Alcchol 7osewiv _ Antisaplic

USE(S) Hand sanitizer to help reduce bacteria that
potent ally can cause diszace. For wse when soap and water|
are 1ol availzble.

WAIHINGS

FOR EXTERHAL USE OHLY. Flammalbde. feep away rom
bezl, war Mane. DO MOT USE wnchibdren less Lhan 2 monbhs
of age or en spen skin wounds WHEM USING THIS
PRUDUCT keepout of eves, ezrs, and mouth. In case of
concact with eyes, ninse eyes thomughly with water 5100
USE AHD ASK ADOCTOR it irritat on orrash cccurs. Thess
may be signs.of a sericus cend tien. KEEP OUT OF REACH
OF CHLDREN. If swall owed, get medical help or contact &
poison control center right away.

DIRSCTIONS Acply encugh of the product te the palm of
your hared o wet your hands completel: Fub heands
together untd dry. Supervise children under & years of age
when Lsing this preduct to aveid swallowing.

OTUED INEODMATION Stars hebwaan 50-8i oF (15-30 =)
Auoid braszing and exzassive haat sbovs 104 *F Lyo=C)

IHACTIVE INGREDIENTS Water, Plent-Based Ghycarin,
Hydrogen Peroside, Carbomes, Triethanclamine, Fragrance.




Farsbank: jwlarraynat:
Instagram: Gelarrayn ste
Twsther: @Galarroyn_ ot
wwweozumclpublizning cor
® Cozumel Mublishing
Caompany, LLE
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MADE IN MEXICO
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HEY"" Hand Sanitizer s &
lightly gellad sanitizar that i
mavy te prar inte rafillable
beostles. Maats FDA guidalines.
Contains 709% ethyl alcohal.
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HAND SANITIZER

4006 FLOZ f 120 ML
ELARROYO.COM | @clarroyo_atx

CRUGFACTS

ACTIVE INGREDIENT(S)

Fthyl Alechel 7rme wfu Anticaptie

USE(S) Hand sanitizer to help reduce bacteria that
potentally can cause diszase. bor use when soap and waer|
are 2ot availzble.

WARNINGS

FOR EXTERMALUSE OMLY. Flammable. Keep away from
heat or flame. DD MOT USE on ch kdren less than 2 months
of age or on open skin wounds. WHEN USING | HIS
PRODUCT keep oot of eves eers, and mouth. In caze of
eontact with eyes, rinse eyes thoroughly with water STOP
USE AMD ASK ADOCTOR if irritat onor rash cecurs These
may be signs of & serious cond tion. KEEP OUT OF REACH
OF CHILDREN. I swal owed, get medical help or contact a
poison control center right away.

CIRECTIONS Appy enough of the product ts the palm of
your hand towet your hands completely. Fub hands
tegether untl dry. Jupernse children under &years of age
when vsing this product to sveid swallowing.

OTHER INFOMMATIOM Storc bobweer 56 846 oF (15 30 =C).
Syuid reezing awd escemsive heal sbovs w4 F lao-C).

INACTIVE INGREDIENTS Water, Plant-Based Ghycerin,
Kydrogen Percoide. Carbomer. Triethanclamine. Fragrance.
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HEY!
FREE-FLOW FORMULATION™

Hay!™ Hand Sanitieer is a lightly
galled sanitizer that is easy to powr
into rafillable botths. Moats FDA
guidelings. Containz 7o athyl
abeahiol

CHSTRIBUTED BY AWAY

PRODUCTS, LLC

1 W ath 38 Aesiing T réros
(512} 8437330
info@haysandize.cm
wwrw. by sanitiza.cem

HADE IF MEXICT
MDC: 74181417802
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FREE-FLOW FORMULATION™
ALCOHOL ANTISEPTIC 7098k wfv
2.08 FL OF f é0 ML
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HAND SANITIZER
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DRUEG FACTS

ACTWE INGREDIENTIS)

Ethyl Alcohal PO s e dnticoptic

USE(S) Hand sanitizer ta halp reduce bacteria that
pobestially can causs disease. For use whon soap and water
are nat available.

A RHIRICE

FOR EXTERMAL USE DMLY, Flammat|e. Keep away Tom haat
or flama. DO MGT UZE an children less than 2 manths of age
or onopen skin wousds. WHEN USIHG THIES PRODUCT koap
out of @yes, gars, and mouth. In case of contact with eyes,
rineo ayor thoraughly with wator STOR USE AKD ASK A
DOCTOR if iritationor rash accurs. Thasae may ba signs of a
sericus condition. KEEP OUT OF BEACH OF CHILDEEN. I
swallowed, get medical halp or contact a poiscn conéraol
center night away

DIRECTIONS Apply @nough of the product to tha salm of
wour nand ko wek your hands comphitely. Rub hands
togethaer until dry. Supervise childron undar & year of age
whan using this procuct to avaid swallowing.

OTHER BEORMMATION Stora boteoon £0-86 4 (536 #0).
Awvoid freezing and excessive heat asowve 10y *F (40 +C)L

INACTIVE IMGREDIENTS Water, Mant-Based Glyczrin,
Hydrogen Peraxide, Carbomer, Triethanolaming, Fagranca.
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Etiqueta 500 ml Boston
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HEY!

FREE-FLOW FORMULATION™

Hey!™ Hand Sanitizer i= a lightly
gelled sanitizer that is easy o pour
into refilable botthes. Meets FDA
guidelines. Contains pose ethyl
alenhoal

DISTRIBUTED BY AWAY
PRODUCTS, LLC

was W osth Sk Austin, TX 78703
10.2¢cm (512) 8437330
info@beysanitize.com

www heysanitize com
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HEY!

HAND SANITIZER
CITRUS

FREE-FLOW FORMULATION™
ALCOHOL ANTISEPTIC 70% viv
169 FL OZ / 500 ML

WWW. HEYSANITIZE.COM

DRUG FACTS

ACTIVE INGREDIENT(S)

Ethyl Alechel 70% v e Antizeplic

USE(S) Hand sanitizer to help reduce bacteria that
potentially can cause disease. For use when soap and
water are not available.

WARNINGS

FOR EXTERMAL UISE OMLY. Flammable. Keep away from
heat or flame. DO MOT USE on children less than 2 manths
of age or on open skin wounds WHEM USING THIS
PRODUCT keep out of eyes. sars, and mouth. In case of
contact with eyes, rinse eyes tharoughly with water. STOP
USE AND ASK A DOCTOR if irritation or rash occurs, These
may be sigrs of a serious condition. KEEP OUT OF REACH
OF CHILDREM. If swallowed, get medical help or contact a
poison control center right away.

DIRECTIOMS Apply enough of the product to the palm of
your hand to wet your hands completely. Rub hands
together until dry. Supervize children under & years of age
when using this product to avaid swallowing.

OTHER INFORMATION Store between 59-84& °F (1530 -C)
Avoid freezing and excessive heat aboveog =F (40 -C).

IMACTIVE IMGREDIEMTS Water, Plant-Based Glycerin,

Hydrogen Peroxide, Carbomer, Triethanolamine, Fragrance.

HAND SANITIZER

alcohol solution

Product Information
Product Type

Route of Administration

HUMAN OTC DRUG

TOPICAL

Active Ingredient/Active Moiety

Item Code (Source)

NDC:74161-175

Basis of Strength
ALCOHOL

Strength
70 mL in 100 mL

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

Inactive Ingredients
Ingredient Name Strength

CARBOMER HOMOPOLYMER TYPE B (ALLYL PENTAERYTHRITOL OR ALLYL SUCROSE CRO SSLINKED)
(UNIE: KEMOM3T5YL)

GLYCERIN (UNIL: PDC6A3C00X)

HYDRO GEN PERO XIDE (UNI: BBX060AN9 V)

WATER (UNI: 059QFOKOOR)

TRIETHANO LAMINE BENZO ATE (UNI: M3EN4GC19W)




Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:74161-175-01 50000 mL in 1 DRUM; Type 0: Nota Combination Product  03/30/2020

2 NDC:74161-175-07 500 mL in 1 BOTTLE; Type 0: Not a Combination Product  05/22/2020

3 NDC:74161-175-05 1000 mL in 1 BOTTLE; Type 0: Not a Combination Product 05/26/2020

4 NDC:74161-175-02 60 mL in 1 BOTTLE; Type 0: Not a Combination Product 05/26/2020

5 NDC:74161-175-03 120 mL in 1 BOTTLE; Type 0: Not a Combination Product 05/26/2020

6 NDC:74161-175-04 4000 mL in 1 DRUM; Type 0: Nota Combination Product 05/26/2020

NDC:74161-175-

7 06 20000 mL in 1 DRUMV; Type 0: Nota Combination Product  05/26/2020
8 NDC:74161-175- 1000000 mL in 1 DRUM; Type 0: Nota Combination 05/28/2020
08 Product

Marketing Information
Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
unapproved drug other 03/30/2020

HAND SANITIZER

alcohol solution

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:74161-176

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALCOHOL (UNIL: 3K9958V90M) (ALCOHOL - UNI:3K9958 V90 M) ALCOHOL 70 mL in 100 mL
Inactive Ingredients
Ingredient Name Strength

HYDRO GEN PERO XIDE (UNII: BBX060AN9V)

CARBOMER HOMOPOLYMER TYPE B (ALLYL PENTAERYTHRITOL OR ALLYL SUCRO SE CRO SSLINKED)
(UNI: K6MOMBT5YL)

GLYCERIN (UNI: PDC6A3C00X)
WATER (UNIE: 059 QFOKOOR)
TRIETHANO LAMINE BENZO ATE (UNI: M3EN4GC19W)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:74161-176-07 500 mL in 1 BOTTLE; Type 0: Nota Combination Product 07/08/2020

2 NDC:74161-176-03 120 mL in 1 BOTTLE; Type 0: Nota Combination Product 07/08/2020

3 NDC:74161-176-04 4000 mL in 1 BOTTLE; Type 0: Not a Combination Product 07/08/2020



4 NDC:74161-176-02 60 mL in 1 BOTTLE; Type 0: Nota Combination Product 07/08/2020
5 NDC:74161-176-05 1000 mL in 1 BOTTLE; Type 0: Not a Combination Product 07/08/2020

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
unapproved drug other 07/08/2020

HAND SANITIZER

alcohol solution

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:74161-177

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALCOHOL (UNIL: 3K9958V90M) (ALCOHOL - UNIL:3K9958 V90 M) ALCOHOL 70 mL in 100 mL
Inactive Ingredients
Ingredient Name Strength

HYDRO GEN PERO XIDE (UNIl: BBX060AN9 V)

CARBOMER HOMOPOLYMER TYPE B (ALLYL PENTAERYTHRITOL OR ALLYL SUCRO SE CRO SSLINKED)
(UNI: K6 MOMBTS5YL)

GLYCERIN (UNII: PDC6A3C00X)
WATER (UNII: 059QF0KOOR)
TRIETHANO LAMINE BENZOATE (UNII: M3BEN4GC19W)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:74161-177-03 120 mL in 1 BOTTLE; Type 0: Nota Combination Product 08/04/2020

2 NDC:74161-177-10 120 mL in 1 BOTTLE; Type 0: Not a Combination Product 08/04/2020

3 NDC:74161-177-11 120 mL in 1 BOTTLE; Type 0: Not a Combination Product 08/04/2020

4 NDC:74161-177-02 60 mL in 1 BOTTLE; Type 0: Nota Combination Product 11/13/2020

Marketing Information
Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
unapproved drug other 07/08/2020

Labeler - solquim SA DE CV (821362605)



Solquim S.A. de C.V. 821362605 manufacture(74161-175, 74161-176, 7416 1-177)

Revised: 11/2020 Solquim SA DE CV
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