HAND SANITIZER- ethyl alcohol gel
Black Irish Products, 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.

Ethyl Alcohol 75% v/v Purpose: Antiseptic

Keep out of eyes, ears, and mouth. In case of contact with the eyes, rinse eyes
thoroughly with water.

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

e on chilren less then 2 months of age
e on open skin wounds

if irritation or rash occurs. These may be signs of a serious condition.
If swallowed, get medical help or contact a Poison Control Center right away
Apply dime size amount to hands and

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

Visit penta5usa.com or call toll free 1-800-511-5609

e Store between 15-30 Degrees C (59-86 F)
e Avoid freexing and excessive heat about 40 C (104 F)

Water, Carbopol Aqua SF1, Hydrogen Peroxide 3%, Glycerol, Fragrance, AMP PC2000



Desinfectante de Manos
Drug Facls
muum?raxw...uﬂ ................................ Hm

Usefs]
e i e e

m-&m-ng!ﬂnmln-m

et Ree
.memmlmmanzmmmm
ki winnds

H , aars and mouth. Tn
mnl with werke:
nu-unnm hmurmommmm
ulunllsmllﬂnn
[=] or

1 Polson Conim| Dumrunaw

h poduct on hands b eover all surfaces. Rub hands
!mﬂh rlnnndarem of age when weing this product

Other Information
+ Stor batwpen 16-30 *C (55-86 *P)
w Skl Traeing end eecosihy hoat Abew 40 °G (104 °F)

Hydrogan Pa S"Eﬂlﬂlﬂl‘.F\'lllliﬂfi- Pﬂm

OasHons? vt wws paiasuss.com or call il e
13005115608

NOT FOR HUMAN CONSUMPTION

Do not store in motor vehicle or
liseptic intemperatures over 85 °F

Distributed hy:
Black Irish Products
560 Main Street
Hudson, MA 01749
Tel: 617-612-5213
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236 ML, NDC: 80589-001-01
59 mL NDC 80589-001-02
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Redi-2-Pall Hore Products LLC
1712 Northpate Boulevard
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WICKED KILLAH SKIN PROTECTION

Lou’s Lemon

Hand Sanitizer
{(Non-Sterile Solution)

Ethyl Alcohol Antiseptic 70%
Topical Gel Solution
Kills 99.99% of Germs

MADE IN THE USA
MWBE DIVERSE PRODUCT

Net Contents 8 fl. oz (236 ml)
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NOT FOR HUMAN CONSUMPTION

Do not store in motor vehicle or
liseptic intemperatures over 85 °F

Distributed hy:
Black Irish Products
560 Main Street
Hudson, MA 01749
Tel: 617-612-5213
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MADE IN THE USA
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Other Information
+ Stor batwpen 16-30 *C (55-86 *P)
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NOT FOR HUMAN CONSUMPTION

Do not store in motor vehicle or
liseptic intemperatures over 85 °F

Distributed hy:
Black Irish Products
560 Main Street
Hudson, MA 01749
Tel: 617-612-5213
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IManufactured by
Redi-2-Pall Hore Products LLC
1712 Northpate Boulevard
Sarasota, FL 34234
Tel: 841-358-8678

Lou’s Lemon

Hand Sanitizer
{(Non-Sterile Solution)

Ethyl Alcohol Antiseptic 70%
Topical Gel Solution
Kills 99.99% of Germs

MADE IN THE USA
MWBE DIVERSE PRODUCT

Net Contents 128 fl. 0oz (3,785 mL)



Drug Facts

Active ingredientfs] Purpose
Ethyl algohol 75% v/v. Antiseptic

Usefs,
Hand sanilizer to help reduce bacteria that polentially can cause
Oksease. FOT Use when soap and water a avaitable.

Warnings

For external use nly. Fiammable. Keep away from heat or flame
Tio not use.

HAND SANITIZER

Directions
» Fla ugh product on ha

n using his produet

Other information
» Store béwzen 15-30 °C
» Avoid fr & 10°C (104 °F)

Inactive ingredients warr, Carbopol Aqua SF1
Hydrogen Peroxide 3%, Glycerol, Frageance, AMP PL2000

Questions? vsi v ssa.com or call ol free
1-800-511-5

NOT FOR HUMAN CONSUMPTION

kills 99.00% of germs 5% alcohol
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2floz | 60ml

Manufactured by Black Irish Preducts and distributed by Lancaster Packaging LLC, 560 Main St,

Hudson MA 01749

133 mL NDC 80589-001-05
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HAND SANITIZER

ethyl alcohol gel

Product Information

Item Code (Source) NDC:80589-001

HUMAN OTC DRUG

Product Type

TOPICAL

Route of Administration



Active Ingredient/Active Moiety

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

Inactive Ingredients
Ingredient Name
WATER (UNIl: 059QFOKOOR)
CARBOMER COPOLYMER TYPE A (UNII: 71DD5V995L)
HYDROGEN PEROXIDE (UNIl: BBXO60AN9V)
GLYCERIN (UNIl: PDC6A3C00X)
FRAGRANCE LEMON ORC2001060 (UNII: K1725A7G95)
.ALPHA.,.BETA.-METHYLENE ADENOSINE 5'-DIPHOSPHATE (UNIl: 0T2A54390E)

Product Characteristics

Color Score
Shape Size

Flavor LEMON Imprint Code
Contains

Packaging

Marketing Start

# Item Code Package Description

Date
R BATLRLSTG T TR oo
2 g(I)DlC_:OSZOSBQ- g?O?uLcitn 1 BOTTLE; Type 0: Not a Combination 03/29/2021
N I e
a (I;I(I)ch_:oszf)589- g?o?ul_citn 1 BOTTLE; Type 0: Not a Combination 03/29/2021
5 (I;I(I)ch_:()85()589- ;Ec?chLt in 1 POUCH; Type 0: Not a Combination 03/29/2021

Marketing Information

Marketing Application Number or Monograph Marketing Start
Category Citation Date
ore monograph not 43335 03/29/2021
Labeler - Biack Irish Products, LLC. (131420039)
Establishment
Name Address ID/FEI
Redi-2-PaQ Home Products, LLC. 081148102

Strength
75 mL in 100 mL

Strength

Marketing End

Date

Marketing End

Date

Business Operations
manufacture(80589-001)



Establishment

Name Address ID/FEI Business Operations
Black Irish Products 131420039 label(80589-001)

Revised: 3/2021 Black Irish Products, LLC.



