LONE STAR BOTANICALS HAND SANITIZER GEL- alcohol gel
LONE STAR BOTANICALS HAND SANITIZER- alcohol solution
Lone Star Botannicals

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.

Lone Star Botannicals Hand Sanitizer

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

Package Label - Principal Dis play Panel
60ml Gel NDC: 81225-001-01

LONE+ STAR

BOTANICALS
Hand

Sanitizer

Alcohol Antiseptic 80%
(Unscented Aloe Gel)
Non-Sterile Solution
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Manufactured By:

Lone Star Botanicals

2001 Broussard Street

Tyler, TX 75701

903-894-6133 P/IN: LSB-2AG
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355ml Gel NDC: 81225-001-02

Drug Facts

Active ingredients(s): Purpose
Aol W Antiseptic
Use(s):

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

- 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 Poison Control Center right away.

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

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

Inactive ingredients: Aloe Vera, Glycerin, *hydroxypropyl
cellulose, *hydroxypropyl methylcellulose, Purified Water

*May or may not include
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LONE+STAR

BOTANICALS
Hand

Sanitizer

Alcohol Antiseptic 80%
(Unscented Aloe Gel)
Non-Sterile Solution

12.0 0z (355mL)

Manufactured By:

Huck Diversified Technologies, LLC.
111 Cash Street

Jacksonville, TX 75766

903-339-1257 P/N: LSB-12AG

946ml Gel NDC: 81225-001-03

LONE+ STAR

BOTANICALS
Hand

Sanitizer

Alcohol Antiseptic 80%
(Unscented Aloe Gel)
Non-Sterile Solution
32.0 0z (946mL)

Manufactured By:

Huck Diversified Technologies, LLC.
111 Cash Street

Jacksonville, TX 75766

903-339-1257 P/N: LSB-32AG

60ml Gel - Scented NDC: 81225-001-04

Drug Facts

Active ingredients(s): Purpose
Alcokol B0%wiv............ et N i bt et . Arntsegtc
Use(s):

Hand Sanitzer 10 help reduce bacteria that potentially can couse
disease. For use when s0ap and water are not availabie

Wamings:

For external use only. Flammabls. Kesp aw ay from heat or flams
Do not use:

- in children less than 2 months of age

- On open siin 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 d irrtation or rash oocurs. These
may be signs of 3 serious condition

Keep out of reach of children. If swallowed, get medical help
or contact Poison Control Center night oway

Dsrections:

- Place enough product on hands 10 cover all surfaces. Rub
hands together urtl dey

-Supenvise chidren under § yeors of 5ge when using this
product o void swallowing

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

Inactive ingredients: Aloe Vera, Glycerin, *nydroxypropy
celulose, *rydroxypropyl methyiceliulose. Purified Water

“May or may not include

Drug Facts

Active ingredients(s ) Purpose
Aoohol BOMWWN... ... cer vren svnnn sesnas sesnns mesncnas v e SAESEPEC
Use(s):

Hand Saniizer 1o help reduce bacteria that potentially can cause
disease. For use when 502D and waler are not availabie

VWamings:

For external use only. Flammabis. Kesp aw 2y from heat or fame
Do not use:

- in children less than 2 months of age

- on Open skin wounds

When using this product keep out of eyes, ears, and moutn. In
case of contact with eyes, rinse eyes Thoroughly with woler
$Stop use and ask a doctor firrtaton or rash cocurs. These
may be signs of 2 senous conditon

Keep out of reach of children. If swallowed, get medical help
or cortact Poison Control Center nght away

Directions:

- Place enough product on hands 1o cover all surbaces Rub
hands 1ogether untl dry

-Supense children under § years of oge when using ths
product o awoid swallowing

Other Information:
- Swore between 15-30C (59-86F)
- Avoid freezing and excessie heat above 40C (104F)

Inactive ingredients: Aloe Vera, Glycern, *nydroxyprogy’
celuiose, "nydroxypropy! methyicelulose. Purfied Water

*May or may not include




LONE+STAR

BOTANICALS
Hand

Sanitizer

Alcohol Antiseptic 80%
(Scented Gel)
Non-Sterile Solution
2.00z (60mL)

Manufactured By:
Huck Diversified Technologies, LLC.
111 Cash Street
Jacksonville, TX 75766

903-339-1257 P/N: LSB-25G

355ml Gel - Scented NDC: 81225-001-05

Drug Facts

Active ingredienta(s): Purpose
Alcohol 80% wiv. Artseptic
Use(s)

Hand Sanitzer 1 help reduce bactena that potentally can couse
disease. For use when 5000 and waler Jre rot Jvailable

‘Wamings:

For sxternal uss only. Flammabie. Kesp aw ay from heat or Bame
Do not use:

- 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 contact with eyes, rinse eyes thoroughly with water
Stop use and ask a doctor  irrtabon or rash oocurs . These
may be signs of 2 serious condton

Keep out of mach of children. If swallowed, get medical kelp
or contact Poison Control Center right away

Directions:

- Place enough product on hands to cover all surfoces. Rub
hands togetner untl dry.

-Supenvise chidren under 6 years of age when using this
product 1o void swallowing

Other Information:
- Store between 15-30C (59-86F)
- Avoud freezing and excessive nedt above 40C (104F)

Inactive ingredients: Crramon, Clove, Lemon, Eucalyius, Rosemary

Ghyeerr, ryeronyorooyl cellose, “hycrampeony| metiis biloos, Purified Water
*May or may not include

LONE+STAR

BOTANICALS
Hand

Sanitizer

Alcohol Antiseptic 80%
(Scented Gel)
Non-Sterile Solution

12.0 0z (355mL)

Manufactured By:

Huck Diversified Technologies, LLC.
111 Cash Sireet

Jacksonville, TX 75766

903-339-1257 P/N: LSB-128G

946ml Gel - Scented NDC: 81225-001-06

Drug Facts

Active ingredients(s): Purpose
Aloohol BORWY.... ... cccceeere v ier cmaes crnees oo ARESEDEC
Use(s):

Hand Sanitzer to help reduce bacteria that potensially can couse
disease. For use when s0ap and water are not available

Wamings:

For external use only. Flammabie. Kesp aw 2y from heat or flame
Do not use:

- in children less than 2 montns of age

- Oon open skin wounds

When using this product keep outof eyes, ears, and mouth. In
case of contoct with eyes, rinse eyes thoroughly with water
Stop use and ask a doctor f wrtaton or rash oocurs. These
may be signs of 2 serious condition

Kesp out of reach of children. If swallowed, get medical help
Or contact Poison Control Center ngit oway

Directions:

-Place endugh product on hands 1o cover ol surfaces Rub
hands together untl dry

-Supenvise children under § years of 3ge when using this
product o avoid swallowing

Other Information:
- Store between 15-30C (59-86F)
- Avoid freezing and excessive hedt above 40C (104F)

Inactive ingredients: Crmamon, Clove, Lemon, Sucalyptes, Rosemary,
Gy cerin Prcroxyorood celldose “mycromorooy| mesmice by lose Borifec Water

*May or may not include




LONE+STAR

BOTANICALS
Hand

Sanitizer

Alcohol Antiseptic 80%
(Scented Gel)
Non-Sterile Solution

32.0 0z (946mL)

Manufactured By:

Huck Diversified Technologies, LLC.
111 Cash Street

Jacksonville, TX 75766

903-339-1257 P/IN: LSB-32SG

120ml Spray NDC: 81225-002-01

LONE+STAR

BOTANICALS
Hand

Sanitizer

Alcohol Antiseptic 80%
(Unscented Aloe Spray)
Non-Sterile Solution
4.0 0z (120mL)

Manufadured By:

Huck Diversified Technologies, LLC.
111 Cash Street

Jacksonville, TX 75766

903-339-1257 P/N: LSB-4AS

120ml Spray - Scented NDC: 81225-002-02

Drug Facts

Active ingredients(s): Purpose
Alcokol 80% viv i Artsepte
Usa(s):

Hand Sanitzer 1o help reduce bacteria that potentally can couse
disease. For use when 500 and water Jre not vailable

Wamings

For sxternal use only. Flammable. Kesp aw ay from heat or fame
Do not use:

- in chidren 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 thoroughly with water.
Stop use and ask a doctor  irrtation or rash occurs. These
may be signs of 3 senous condition

Keep out of reach of children. If swallowed, get medical help
or contact Poson Control Center ngint away

Directions:

- Place enough product on hands 1o cover all surfaces Rub

hands together unti dry
-Supervise children under § years of oge when using ths
product 1o avoid swallowing

Other information:
- Store between 15-30C (59-86F)
- Avoid freezing and excessive hedt obove 40C (104F)

Inactive ingredients: Cirmamon, Clove, Lemon, Eucalypiua, Rosemary

Gy cenr, Pycirox yorooyl cellulose, *hydromy 1
*May or may not include

Drug Facts

Active ingredients(a): Purpose
Alcohol BORWY... ..cvce e v s samnee s . Artseptc
Use(s):

Hand Sanitzer to help reduce bacteria that potentially can couse
disease. For use when 500D and waler are not available

Wamings:

For external uss only. Flammabie. Kesp aw 2y from heat or kams
Do not use

- in children less than 2 months of age

- on open sin wounds

When using this product keep outof eyes, ears, and mouth. In
case of contact with eyes, rinse eyes thoroughly with water
Stop use and ask a doctor f irritation or rash cocurs . These
may be signs of 3 serious conditon

Keep out of reach of children. If swollowed, get medical help
or contoct Poison Control Center right oway

Directions

- Place enough product on hands 1o oover ol surfaces. Rub
hands together untl dry

-Supervise chidren under § years of age when using this
product 1o avoid swallowing

Other information:
- Store between 15-30C (55-86F)
- Avoid freezing and excessve heot above 40C (104F)

Inactive ingredients: Aloe Vera, Glycerin, Hydrogen Peroxide
Purdfied Water




Drug Facts

Active ingredients(s): Purpose
LONE | STAR

Use(s)

Hand Santizer 10 help reduce bacteria that potenta ¥ Can Couse
B O T A N | C A L S disease. For use when 5020 and water are not available

VWamings
For external uss only. Flammabie. Kssp aw 2y from heat or fame
H a n d Do not use:
Sanitizer - inchildren less than 2 montns of age

= On Open SN WoOunds

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

Alcohol Antiseptic 80% Shuie e o m
may be signs of 3 serous conditon
(SC ented Sp raY) Kesp out of reach of children_If swallowed, get medical help
Non-Sterile Solution S
4 0 oz (1 zomL} - Place enough product on hands to cover all surfaces. Rub
: nands togetner unti dry
Manufacured By e ———
Huck Diversified Technologies, LLC. Other information: i
- Store between 15-30C (59-86F)
11 CaShr Street - Avoid freezing o e xoessve heat above 40C (104F)
Jacksonville, TX 75766 i-'lictrvo mgmdmta:.: nnamon, Ciove, Lemon, Eucalyptus
903-339-1257 P/N: LSB-4SS Rosemyy Gyoerr thorogen Peronds Purfed Ve

LONE STAR BOTANICALS HAND SANITIZER GEL
alcohol gel

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:81225-001(NDC:75512-002)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALCOHOL (UNI: 3K9958V90M) (ALCOHOL - UNI:3K9958 V90 M) ALCOHOL 80 L in 100 L
Inactive Ingredients

Ingredient Name Strength
GLYCERIN (UNIL: PDC6A3C00X) 1.45 L in 100 L
HYDRO GEN PERO XIDE (UNIL: BBX060AN9V) 0.125L in 100 L
WATER (UNI: 059QF0KOOR)
Packaging
# 1Item Code Package Description Sanke (ingis tant s TR S ]
Date Date
1 NDC:81225-001- 0.06 L in 1 BOTTLE, PLASTIC; Type 0: Nota Combination 12/07/2020
01 Product

2 NDC:81225-001- 0.355L in 1 BOTTLE, PLASTIC; Type 0: Nota Combination 12/07/2020

02 Product



NDC:81225-001- 0.946 L in 1 BOTTLE, PLASTIC; Type 0: Not a Combination

3 03 Product 12/07/2020

4 NDC:81225-001- 0.06 L in 1 BOTTLE, PLASTIC; Type 0: Not a Combination 12/07/2020
04 Product

5 NDC:81225-001- 0.355 L in 1 BOTTLE, PLASTIC; Type 0: Nota Combination T
05 Product

6 ON?C:S 1225-001- grggﬁclz in 1 BOTTLE, PLASTIC; Type 0: Not a Combination 12/07/2020

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 12/07/2020

LONE STAR BOTANICALS HAND SANITIZER

alcohol solution

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:81225-002(NDC:75512-001)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALCOHOL (UNI: 3K9958 V90M) (ALCOHOL - UNIE:3K9958 V90 M) ALCOHOL 80 L in 100 L
Inactive Ingredients
Ingredient Name Strength
GLYCERIN (UNIL: PDC6A3C00X) 1.45L in 100 L
HYDRO GEN PERO XIDE (UNI: BBX060AN9V) 0.125L in 100 L

WATER (UNIL: 059QF0KOOR)

Packaging
# Item Code Package Description L Y BT L8
Date Date
1 NDC:81225-002- 0.12 L in 1 BOTTLE, PLASTIC; Type 0: Not a Combination 12/07/2020
01 Product
2 NDC:81225-002- 0.12 L in 1 BOTTLE, PLASTIC; Type 0: Not a Combination 12/07/2020
02 Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 12/07/2020



LONE STAR BOTANICALS 095720972  repack(81225-001, 81225-002) , label(81225-001, 81225-002)

Revised: 12/2020 Lone Star Botannicals
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