NEAT HAND SANITIZER- alcohol liquid
Artesanales P.R. LLC

Hand Sanitizer Neat 80% Ethyl

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)

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 not use
¢ in children less than 2 months of age
e on open skin 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
e 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

ANTIBACTERIAL |

| DRUG FACTS

ACTIVE INGREDIENT(s)
Ethyl Alcohol B0%wy

PURPOSE
Antiseptic

USE(S) _
Hand Sanitizer to help reduce hacteria that potertially can cause
disease. For use when soap and water not availahle.

WARNING

For external Use only. Flammahle. Keep away from heat or flame
DO NOTUSE

« Inchildren less than 2 months of age
* On open skinwolnds
When using this product
Keep out of eyes, ears and mauth. In case of contac with eyes,
ringe eyes thoroughly with water

ANTIBACTERIAL e O TP FLE

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

Directions
« Place enaligh produd on hand to cover all surfaces. Rub
Hands together until dry
« Supervise children under & years of age when using this
productto avoid swallowing

Other information
« Store between 15°- 30° C{59°- 86°F)
« fwoid freezing and excessive heat above 40° C{104° F)

. - InaﬂivelnPredients: glycerin, carbomer, purified water USP,
Non-Steril Solution Vitamin E, Aloe Yera.
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Non-Steril Solution
Ethyl Alcohol Antiseptic 80%v/v Tropical Solution

160z (476ml)

ANTIBACTERIAL

ACTIVE INGREDIENT(s)
Ethyl Alcohol 80%viv

PURPOSE
Antiseptic

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

WARNING
Forexternal use only, Flammable. Keep away from heator flame.

DO NOTUSE
= Inchildren less than 2 months of age
= On open skin wounds

When using this product
Keep out of eyes, ears and mouth, In case of contact with eyes,
rinse eyes thorough\yv\nth water

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

Keep outof the reach of children. If swallowed, get medical
help orcontact a Poison Control Center right away.

Diractions
« Place enough product on hand to coverall surfaces. Rub
Hands together until dry.
= Supervise children under & years of age when using this
product to avoid swallowing.

Other information
« Store hetween 15°- 30° C (59" - 34" F)
« Avoid freezing and excessive heatabove 40°C(104° F)

Inactive Ingrediants: glycerin, catborner, purified water USF,
Vitamin E, Aloe Vera

Manufastured by: Artssanales PR, LLC
PU BD)( 58088 Bayamén, PR 00460
9 mfu@ﬂeatsanmzers Hi]
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NEAT HAND SANITIZER

alcohol liquid

Product Information

Product Type HUMAN OTC DRUG

Item Code (Source) NDC:78824-615



Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
ALCOHOL (UNII: 3K9958V90M) (ALCOHOL - UNII:3K9958V90M) ALCOHOL 80 mL in 100 mL

Inactive Ingredients

Ingredient Name Strength
WATER (UNII: 059QFOKOOR)
Packaging
# Item Code Package Description sl S i) Hs
Date Date
NDC:78824- 3790 mL in 1 BOTTLE; Type 0: Not a Combination
1 615-01 Product 03/30/2020
NDC:78824- 237 mL in 1 BOTTLE; Type 0: Not a Combination
2 615-02 Product 03/30/2020
NDC:78824- 476 mL in 1 BOTTLE; Type 0: Not a Combination
3 615-03 Product 03/30/2020

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO003 03/30/2020

Labeler - Artesanales P.R. LLC (117238442)

Registrant - Artesanales P.R. LLC (117238442)

Establishment
Name Address ID/FEI Business Operations
Artesanales P.R. LLC 117238442 manufacture(78824-615)

Revised: 4/2024 Artesanales P.R. LLC
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