EARTH BABY HAND SANITIZER GEL- ethyl alcohol gel
Earth Baby, 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.

Earth Baby Hand Sanitizer Gel+

Active Ingredient

Ethyl Alcohol 62% v/v

Purpose

Antiseptic

For external use only. Flammable. Keep away from fire or flame.

When using this product avoid contact with eyes. If eye contact occurs, rinse with water.
Stop use and ask a doctor if skinirritation or redness develops.

Keep out of reach of children. In case of accidental ingestion, seek medical help or contact a Poison
Control Center immediately.

Uses to help reduce bacteria on the skin
Directions apply enough gel to wet hands and rub together until dry. Use 1 to 3 times daily.
Other information do not store above 104°F (40°C).

Inactive ingredients Aloe Barbadensis Leaf Juice*, Carthamus Tinctorius (Safflower) Oleosomes*,
Glycerin, Hydroxyethylcellulose, Helianthus Annuus (Sunflower) Seed Oil, Isopropyl Alcohol,
Lonicera Caprifolium (Honeysuckle) Flower Extract, Lonicera Japonica (Honeysuckle) Flower Extract,
Parfum (Fragrance Natural), Rosmarinus Officinalis (Rosemary) Leaf Extract, Sodium Hyaluronate.



Drug Facts
Active ingredient Purpose
Ethyl Alcohol 62% VAV ........c.corecericccncene.... AtisEplic

Uses 1 to help reduce bacteria on the skin.

Warnings
For external use only.

Flammable. Keep away from fire or flame.

Stop use and ask a doctor if irmitation or redness
develops.

Keep out of reach of children. in case of accidental
ingestion, seek medical help or contact a Poison
Control Center immediately.

When using this product avoid contact with eyes. If
eye contact occurs, rinse with water.

Directions B Apply enough to wet hands and rub
together undil dry. Use 1 o 3 times daily.

Other information W Do not store above 104F/40°C

Inactive ingredients W Aloe Barbadensis Leaf
Juice*, Carthamus Tinctorius (Safflower) Oleosomes®,
Glycerin, Hydroxyethyicellulose, Helianthus Annuus
(Sunflower) Seed Qil, Isopropyl Alcohol, Lonicera
Caprifolium (Honeysuckle) Flower Extract, Lonicera
Japonica (Honeysuckle) Flower Extract, Parfum
(Fragrance Natural), Rosmarinus Officinalis
{(Rosemary) Leaf Extract, Sodium Hyaluronate.

* Certified Organic Ingredient
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HAND SANITIZER
GEL +

organic goodness from mother earth®

certified organic ingredients®
OleoSphere® technology

Kills 99.9% of Germs
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Drug Facts

é t j
e L L L — Antiseptic Qr I ]
Uises m o help reduce bacteria on the skin.

Wamings

For external use only.

Flammable. Keep away from fire or flame.
Stop use and ask a doctor if imitation or redness develops.

Keep out of reach of children. In case of accidental
ingestion, seek medical help or contact a Poison Control

o HAND SANITIZER

‘When using this product avoid contact with eyes. If eye GEL
Directions m Apply enough to wet hands and rub together
unil dry. Use 1 to 3 times daily.

Other information w Do not store above 104F40°C certified organic ingredients*

Inactive ingredients m Aloe Barbadensis Leaf Juice*, OleoSphere® technology
Carthamus Tinctorius (Safflower) Oleosomes”, Giyoein,

i Ao Seed
0il, lsopropyl Alcohiol, Lonicera Caprifolium (Honeysuckle)
Flower Extract, Lonicera Jagonica Flower
Exiract, Parfum (Fragrance Natural), Rosmearinus Officinalis
{Rosemary) Leaf Extract, Sodium Hyaluronate.

organic goodness from mother earth®

Kills 99.9% of Germs ®

* Certified Organic Ingredient

JE!""" B 33 FL OZ/976 mL €

HAND SANITIZER GEL

Safely and effectively rid your skin

of 99.9% of germs while providing a
hydrating moisturizer that leaves hands
feeling refreshed.

Earth Baby® represents the leading edge in
efficacy and safety, combining certified
organic ingredients with thoughtfully crafted
formulation and award-winning OleoSpheres®
technology to deliver healthy benefits to
baby, family and friends.

Directlons: Squeeze gel into the palm
of hand. Rub hands together gently for
up to 25 seconds. Let hands air dry.

Earth Baby, Organic Goodness from Mother Earth, and
Formulated Safe + Friendly are registered trademarks.
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EARTH BABY HAND SANITIZER GEL
ethyl alcohol gel

Product Information
Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
ALCOHOL (UNII: 3K9958V90M) (ALCOHOL - UNII:3K9958 V90 M)

Inactive Ingredients

Ingredient Name
CARTHAMUS TINCTORIUS SEED OLEO SOMES (UNIL: 9S60Q72309)
ALOE VERA LEAF (UNII: ZY81Z8 3H0 X)
ISOPROPYL ALCOHOL (UNII: ND2M416302)
HYDROXYETHYL CELLULOSE (100 MPA.S AT 2 %) (UNIL: R33S7TK2EP)
GLYCERIN (UNII: PDC6A3C00X)
SUNFLOWER OIL (UNIL: 3W1JG795Y])
ROSEMARY (UNII: 16 7X351P9)
LONICERA JAPONICA FLOWER (UNIL: 4465L2WS4Y)
LONICERA CAPRIFOLIUM FLO WER (UNII: 5N1WD9 784U)
HYALURONATE SODIUM (UNII: YSE9PPT4TH)

Item Code (Source)

NDC:62588-912

Basis of Strength Strength

62 mL in 100 mL

Strength




Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:62588-912-02 60 mL in 1 BOTTLE; Type 0: Nota Combination Product 02/01/2020 02/01/2024
2 NDC:62588-912-01 30 mL in 1 BOTTLE; Type 0: Not a Combination Product 02/01/2020 02/01/2024
3 NDC:62588-912-03 976 mL in 1 BOTTLE; Type 0: Nota Combination Product 02/01/2020 02/01/2024

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 02/01/2020 02/01/2024

Labeler - Earth Baby, Inc (079298651)

Registrant - V Manufacturing & Logistics, Inc. (079081508)

Revised: 4/2020 Earth Baby, Inc
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