SANTOTIZER- hand santizer solution liquid
Santolubes LLC

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.

Alcohol 80% v/v

Drug Facts

Active Ingredient Purpose
Ethyl Alcohol 80%. . .. . ... ........Antiseptic

Uses * Hand Sanitizer to reduce bacteria on skin.
Recommended for repeat use.

Warnings ¢ For external use only. Flammable;
keep away from heat or flame. « Do Not Use: In or
near the eyes; In case of contact, rinse eyes with
water. » Stop use and ask a doctor if irritation or
rash occurs. « Keep out of reach of children. If

swallowed, get medical help or contact Poison
Control immediately at 1-800-222-1222.

Directions * Place enough product on hands to
cover all surfaces. Rub hands together until dry.
« Supervise children under 6 yrs using product.

Other Information = Non Sterile topical solution
» Store between 15-30C (59-86F) and out of
direct sunlight.

Inactive Ingredients ¢ Glycerin, Hydrogen
Peroxide, Purified Water.

® STRONG UNSCENTED ®

Manufactured by SantoLubes®©
Made in America
santOtizer.com




80% Ethy| Alcohol Hand Sanitizer

SANT()TIZER"

MOISTURIZING - STRONG FORMULA

Kills 99 9% of Germs
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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.

Warnings

For external use only. Flammable. Keep away from heat or flame.
Inactive ingredients glycerin, hydrogen peroxide, purified water
Use[s]

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

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

Purpose

Antiseptic

3,600mI NDC 73976-1330-1
18,000mI NDC 73976-1330-2



200,000mI NDC 73976-1330-3
1,022,000mI NDC 73976-1330-4

80% Ethy| Alcohol Hand Sanitizer

SANT@TIZER"

MOISTURIZING - STRONG FORMULA

Kills 99.9% of Germs
1 Gallon » 1280z ;

FDA Packager Code: ; Drug Facts
For Questions or Comments? Call 564 02 | Amvn fent(s] e
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& Hand Saniitrer o help reduce bacieria that polentially can cause dissase. For use when soap and water are not avalabie
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1-703-527-3887 (Cutside .S or external use only. Flammable. Kesp away from heat or flame.
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= on open skin wounds
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Supervise children undear § years of age when using this product o avoild swallowing.
o
' Other information
Elore between 13-30C (39-098F )
Avold freezing and excessive haat above 40C (104F)
Mon-Elerile Solulion
Inactive ingredients giycann, hydrogen penaxide, purted waler




5 Gallons * 6400z

FDA Packager Code: 73976-1330-2

For Questions or Comments? Call 64 3004
FOR CHEMICAL EMERGENCY:

Spill, Leak, Fire, Exposure or Accident

Call CHEMTREC: Day or Migft

1-800-424-9300 (v

1-703-527-3867

For additional safety and health information,
refer to the Safety Data Sheet for this product.

80% Ethyl| Alcohol Hand Sanitizer

SANT@TIZER"

MOISTURIZING - STRONG FORMULA
Kills 99.9% of Germs

Drug Facts

Active ingredient{s) Purpose
= T R R —— ' | " . ]
Use(s)

Hand Sanfiizer o help reduce bacieria that polentially can cause disease. For use when scap and water are not avalable

Warnings
For external uss only. Flammable. Kesp away from heat or flame.

Do niod urses
*  in children less than 2 months of age
on open skin wounds

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

Stop use and ask a doctor If irftation or rash ooours. These may be signs of a serfous condition
Keep out of reach of children. H swallowed, get madical help or contact a Polzon Conbrol Canter right away.

Directions
Place enough product on hands o cover all surfaces. Rub hands iogether untll dry.
*  Supsrdss children unoer G yaars of 308 when using this Droduct D avokl swllowirg.

Other information

* Eiore between 13-30C {59-06F)
Avald feezing and excessive haat abowe 40C (104F)
Mon-Siesile Solulion

Inactive ingredients grycenn, hydrogen peraxide, puried waier




55 Gallons » 7,0400z

FDA Packager Code: 7297¢

For Questions or Comments? Call 564
FOR CHEMICAL EMERGENCY:

Spill, Leak, Fire, Exposure or Accident
Call CHEMTREC: Day or Night
1-800-424-3300 (n 115
1-703-527-3887

For additional safety and health information,
refer to the Safety Data Sheet for this product.

80% Ethy| Alcohol Hand Sanitizer

SANT()TIZER®

MOISTURIZING - STRONG FORMULA
Kills 99.9% of Germs

Drug Facis

Active ingredient{s) Purpose
Ethyl Alcohol B0% wiv AT AERE T S LI ST ST RO T T STLNROE TIN LU LU BOE TR TUNS FORE WERE DRSCT I URT opr e o e - |
Use(s)

Hand Sanfiizer io help reduce bacieria that polentally can cause dissase. For use when soap and waber are not avalable.

Warnings
For external uss only. Flammabie. Fesp away from haat or fame.

Do niod urse
in children less than 2 months of age
on open skin wounds

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

Stop use and ask a doctor If irftation or rash oocours. These may be sigres of a serfous condition
Keep out of reach of children. i swallowed, get madical help or contact a Polson Conbrol Centar right away

Directions
*  Flace snough product on hands o cover all surlaces. Rub hands together untll dry.
Suparviss chidren uncer § years of &Je when using this produc 1o avok] swallowing.

Other information
Siore between 15-30C |53-35F)
Avold feezing and excessive haat abowe 40C (104F)
Mon-Slerile Solulion

Inactive ingredients grycenn, hydrogen peraxide, puried waler




80% Ethyl Alecohol Hand Sanitizer

SANT@TIZER"

MOISTURIZING - STRONG FORMULA
Kills 99.9% of Germs

275 Gallons * 35,2000z

Emljracsﬁager {hg(e]: 157 e Drug Facis
or Questions or Comments? Cz 7 v -~
F:JH |: HE[-”E,{"L E"|I1EH:-|EI-_|EY Efhyl Aloohol BO% wiv ... R . oy o W oy o . o . ... Anlissptic
Spill, Leak, Fire, Exposure or Accident Use(s
- 2 Hand Sanfitzer io help reduce bacieria that polentally can cause d=sease. For use whean soap and water are not avalable
Call CHEMTREC: light
1-800-424-9300 (v Warnings
F L 1l . IFl ble. He from heat or 1 L
1-703-527-3687 Dutside | or external use only. Flammable. Keep away from heat or flame
Do noi wss
In children kess than 2 manths of age
= on open skin wounds
Whan using this product ksep oul Of =yss, sars, and Molth. In case of Contact wilth Byes, fnss eyes Horoughly With watsr
Stop use and ask & OoCIor If rmtation oF rash ooours. Thass may be signs of a Sanous. condrion
For additional safety and heatth information, Keep out of neach of chiliren. If swallowsd, get medical el o contact 8 Polsan Cantrol Ganbsr nght away
refer to the Safety Data Sheet for this product. Directions
*  PFlace snough product on hands o cover all surfaces. Rub hands togefher unbl dry.
= Supenise children under & years of age when using this product o avold swallowing.
Other information
= Eiore between 13-30C (53-O6F )
= Avoid FEETINg and axcessve heat above 40C (104F)
= Non-Slerie Soluson
Inactive ingredients giyoamn, nytrogen penaxite, purted waler

SANTOTIZER

hand santizer solution liquid

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:73976-1330
Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALCOHOL (UNII: 3K9958V90M) (ALCOHOL - UNII:3K9958V90M) ALCOHOL 80L in100L

Inactive Ingredients

Ingredient Name Strength
HYDROGEN PEROXIDE (UNIl: BBXO60AN9V) 0.125 L in 100 L
WATER (UNIl: 059QFOKOOR) 18.4 L in 100 L

GLYCERIN (UNIl: PDC6A3C00OX) 1.45L in 100 L




Packaging
# Item Code
NDC:73976-

1330-3

NDC:73976-
1330-1

NDC:73976-
1330-2

NDC:73976-
1330-4

NDC:73976-
1330-6

Package Description
200 L in 1 DRUM; Type 0: Not a Combination Product
3.6 Lin 1 PAIL; Type 0: Not a Combination Product
18 L in 1 PAIL; Type 0: Not a Combination Product

1022 L in 1 TANK; Type 0: Not a Combination Product

0.0384456 L in 1 BOTTLE, SPRAY; Type 0: Not a
Combination Product

Marketing Information

Marketing
Category

Application Number or Monograph
Citation

OTC monograph not part333A

final

Labeler - santolubes LLC (144734980)

Registrant - santolubes LLC (144734980)

Establishment
Name Address ID/FEI
Santolubes LLC 144734980

Revised: 4/2021

Marketing Start Marketing End
Date Date

03/30/2020
03/30/2020
03/30/2020
03/30/2020

04/16/2021

Marketing Start Marketing End
Date Date

03/30/2020

Business Operations
manufacture(73976-1330)

Santolubes LLC
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