LE VITAL WAKE ME UP- ethyl alcohol gel
Shanghai Lantern Cosmetic Co., Ltd.

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.

[IMecicical Ingredient
Ethyl Alcohol 62%
Purpose

UAntiseptic

[Features

To decrease bacteria on the skin that could cause disease.
¢ Recommended for repeated use.
e Use anywhere without water.

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

Le Vital ® Signature
wake me up
hand sanitizer

[Directions
e Wet hands thoroughly with product and rub until dry without wiping
e For children under 6, use only under adult supervision.
¢ Notrecommended for infants

Warning
e For external use only - hands
¢ Flammable, keep away from heat and flame
e Discontinue if skin becomes irritated and ask a doctor

CAUTION: For external use only. This product was not tested on animals.

When using this product
e Keep out of eyes. In case of contact with eyes, flush thoroughly with water.
¢ Do notinhale or ingest.
¢ Avoid contact with broken skin.

Other information

® Do not store above 105°F.

e May discolor some fabrics.

e Harmful to wood finishes and plastics.

Non-Medicinal

Owater, isopropyl alcohol, glycerin, carbomer, aminomethyl propanol, parfum, propylene glycol, isopropyl
myristate, aloe barbadensis leaf juice, tacopheryl acetate
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Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name
ALCOHOL (UNIE: 3K9958 V90M) (ALCOHOL - UNIE3K9958 VIO M)

Inactive Ingredients

Ingredient Name
WATER (UNIL 059 QFOKOOR)
ISOPROPYL ALCOHOL (UNI: ND2M416302)
GLYCERIN (UNI: PDC6A3C00X)
CARBOMER COPOLYMER TYPE A (UNII: 71DD5V995L)
AMINO METHYLPROPANOL (UNIL: LU49E6626Q)
PROPYLENE GLYCOL (UNIE: 6DC9Q167V3)
ISOPROPYL MYRISTATE (UNI: 0RE8K4LNJS)
ALOE VERA LEAF (UNII: ZY81Z83H0 X)
.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)

Packaging
# Item Code Package Description

Item Code (Source) NDC:50306-000
Basis of Strength Strength
ALCOHOL 62 g in100 g
Strength

Marketing Start Date Marketing End Date

1 NDC:50306-000-01 26 gin 1 PACKAGE; Type 0: Nota Combination Product

Marketing Information

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

OTC monograph not final part333E

Labeler - shanghai Lantern Cosmetic Co., Ltd. (421252043)

Establishment

Name Address

Shanghai Lantern Cosmetic Co., Ltd.

Revised: 7/2015

07/23/2015
ID/FEI Business Operations
421252043 manufacture(50306-000)

Shanghai Lantern Cosmetic Co., Ltd.



