HAND SANITIZER- alcohol liquid
Elemental Herbs, Inc.

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.

Hand Sanitizer

Active Ingredient(s)
Alcohol 62% 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
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Drug Facts (continued)
Flammabie: keep away from fire, or flame.
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Directions =Squeeze a small drop onto palims
and rub together =For children under 6 years. use adult
supervision =Not recommended for infants,

Inactive ingredients Water, uranFe{Citrus
Aurantium Dulcis) Oll. Glycerin®, Propanediol, Carbormer,
Aminomethyl Propanal, Alee Vera (Aloe Barbadensis)
Leaf Juice, Coconut (Cocos Nucifera) 0il*, Sunflower
{Hallanthus Annuus) Sead 04", Jojoba (Simmeondsia
Chinensis) Seed Oil, Tocopheryl Acetate
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Drug Facts (continued) Drug Facts (continued)

Flammable: keep away from fire, or flame. Inactive ingredients Water, Orange
When using this product = Keep out of eyes = (Citrus Aurantium Dulcis) Oll, Glycerin’ Propanediol,
In case of contact with eyes, flush thoroughly Carbomer, Aminomethyl Propanol, Aloe Vera

with water = Avoid contact with broken skin (Aloe Barbadensis) Leaf Juice, Coconut (Cocos
Stop use and ask doctor if irritation or redness || Nucifera) Oil} Sunflower (Helianthus Annuus)
develop and persist for more than 72 hours. Siied Di‘:Joi:;a (Simmondsia Chinensis) Seed
Keep out of reach of children. If swallowed, N L dUODeRY; PURCKER

get medical help or contact a Poison Control Organic ingredients

Center immediately.

Directions =Squeeze a small drop onto palms

and rub together =For children under 6 years, use
adult supervision = Not recommended for infants. p
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Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALCOHOL (UNII: 3K9958V90M) (ALCOHOL - UNII:3K9958V90M) ALCOHOL 62 mL in 100 mL

Inactive Ingredients

Ingredient Name Strength
WATER (UNIl: 059QFOKOOR)
PROPANEDIOL (UNII: 5965N8W85T)
JOJOBA OIL (UNII: 724GKU717M)
ALOE (UNII: V5VD430YW0)
ORANGE OIL (UNII: AKN3KSD11B)
COCONUT OIL (UNIl: Q9LOO73W7L)
SUNFLOWER OIL (UNII: 3W1)G795Y1)
.ALPHA.-TOCOPHEROL ACETATE (UNII: 9E8X80D2L0)
CARBOMER HOMOPOLYMER, UNSPECIFIED TYPE (UNIl: 0ASMM307FC)
GLYCERIN (UNII: PDC6A3CO00X)
AMINOMETHYLPROPANOL (UNII: LU49E6626Q)

Packaging
# Item Code Package Description Marketing Start  Marketing| End
Date Date
NDC:75786- 59.1 mL in 1 BOTTLE, PLASTIC; Type 0: Not a

1 111-61 Combination Product LAY

Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

ﬁgacl monograph not . 13335 11/11/2020

HAND SANITIZER

alcohol liquid

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:75786-107

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALCOHOL (UNII: 3K9958V90M) (ALCOHOL - UNII:3K9958V90M) ALCOHOL 70 mL in 100 mL



Inactive Ingredients

Ingredient Name
PEPPERMINT OIL (UNII: AVO92KU4JH)
THYMUS VULGARIS LEAF (UNIl: GRX3499643)
GLYCERIN (UNIl: PDC6A3C0O0X)
TOCOPHEROL (UNII: ROZB2556P8)
WATER (UNIl: 059QFOKOOR)

Packaging

# Item Code Package Description

1 NDC:75786- 60 mL in 1 BOTTLE, SPRAY; Type 0: Not a
107-59 Combination Product

> NDC:75786- 60 mL in 1 BOTTLE, SPRAY; Type 0: Not a
107-64 Combination Product

Marketing Information

Marketing Application Number or Monograph

Category Citation

OTC monograph not

final part333A

HAND SANITIZER

alcohol liquid

Product Information
Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
ALCOHOL (UNII: 3K9958V90M) (ALCOHOL - UNII:3K9958V90M)

Inactive Ingredients

Ingredient Name
TOCOPHEROL (UNII: ROZB2556P8)
PEPPERMINT OIL (UNII: AV0O92KU4JH)
GLYCERIN (UNIl: PDC6A3C00X)
WATER (UNIIl: 059QF0KOO0R)

Packaging

Marketing Start
Date

07/29/2020

04/11/2022

Marketing Start
Date

07/29/2020

Item Code (Source)

Basis of Strength
ALCOHOL

Strength

Marketing End
Date

Marketing End
Date

NDC:75786-102

Strength
70 mL in 100 mL

Strength



Marketing Start Marketing End

# Item Pack D ription
em Code ackage Descriptio i eting
NDC:75786- 80 mL in 1 BOTTLE, SPRAY; Type 0: Not a

1 10255 Combination Product 04/24/2020
NDC:75786- 60 mL in 1 BOTTLE, SPRAY; Type 0: Not a

2 10256 Combination Product 05/21/2020

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC monograph not 13335 04/24/2020

final

HAND SANITIZER

alcohol liquid

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:75786-106

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
ALCOHOL (UNII: 3K9958V90M) (ALCOHOL - UNII:3K9958V90M) ALCOHOL 62 mL in 100 mL

Inactive Ingredients
Ingredient Name Strength
HYDROXYPROPYL GUAR (2500-4500 MPA.S AT 1%) (UNII: 3A117376TC)
CITRIC ACID MONOHYDRATE (UNII: 2968PHW8QP)
CALENDULA OFFICINALIS FLOWER (UNIl: POM704Y7YD)
GLYCERIN (UNII: PDC6A3C00X)
WATER (UNIl: 059QFOKOOR)
ALOE VERA LEAF (UNII: ZY81Z83H0X)
CHAMOMILE (UNII: FGL3685T2X)

Packaging
# Item Code Package Description AEILGELE) BERE L RLEE) [
Date Date
NDC:75786- 60 mL in 1 BOTTLE, PLASTIC; Type 0: Not a
B 106-57 Combination Product Wrlek{pAtza)

Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End



Category Citation Date Date

]EI’nT; monograph not 43335 07/24/2020
HAND SANITIZER
alcohol liquid

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:75786-108
Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

ALCOHOL (UNII: 3K9958V90M) (ALCOHOL - UNII:3K9958V90M) ALCOHOL 60 mL in 100 mL

Inactive Ingredients

Ingredient Name
GLYCERIN (UNIIl: PDC6A3C00X)
TOCOPHEROL (UNII: R0ZB2556P8)
THYMUS VULGARIS LEAF (UNIl: GRX3499643)
PEPPERMINT OIL (UNII: AVO92KU4JH)
WATER (UNIl: 059QFOKOOR)

Packaging

# Item Code Package Description

1 NDC:75786- 60 mL in 1 BOTTLE, SPRAY; Type 0: Not a
108-60 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation
OTC monograph not part333A

final

HAND SANITIZER

alcohol liquid

Product Information

Strength

Marketing Start Marketing End
Date Date

08/12/2020

Marketing Start Marketing End
Date Date

08/12/2020

Product Type HUMAN OTC DRUG Item Code (Source) NDC:75786-112



Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
ALCOHOL (UNII: 3K9958V90M) (ALCOHOL - UNII:3K9958V90M)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNIl: PDC6A3C0O0X)
TOCOPHEROL (UNIl: ROZB2556P8)
THYMUS VULGARIS LEAF (UNIl: GRX3499643)
PEPPERMINT OIL (UNII: AV092KU4JH)
WATER (UNII: 059QFOKOOR)

Packaging
# Item Code Package Description
1 NDC:75786- 60 mL in 1 BOTTLE, SPRAY; Type 0: Not a

112-63 Combination Product

Marketing Information

Basis of Strength
ALCOHOL

Marketing Start
Date

04/11/2022

Strength
70 mL in 100 mL

Strength

Marketing End
Date

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ﬁgacl monograph not 3335 04/11/2022
Labeler - Elemental Herbs, Inc. (132776357)
Establishment
Name Address ID/FEI Business Operations
Evergreen Innovations 024394560 manufacture(75786-102, 75786-106, 75786-107, 75786-108, 75786-
LLC 111, 75786-112)

Revised: 5/2022

Elemental Herbs, Inc.
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