FRUIT OF THE EARTH ACNE WASH- salicylic acid liquid
Fruit Of The Earth, 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.

Fruit of the Earth SpaCology Oil-Free Ache Wash

Active ingredient
Salicylic Acid 2.0%

Purpose

Acne Treatment

Uses

for the treatment of acne.

Warnings

For external use only

When using this product

e skin irritation and dryness is more likely to occur if you use another topical acne
medication at the same time. If irritation occurs only use one topical acne medication
at a time.

e avoid contact with eyes. If contact occurs, flush thoroughly with water.

Keep out of reach of children.

If swallowed, get medical help or contact a Poison Conrol Center right away.

Directions

e cover the entire affected area with a thin layer and rinse thoroughly one to three
times daily

e because excessive drying of the skin may occur, start with one apllication daily, then
gradually increase to two or three times daily if needed or as directed by a doctor

e if bothersome dryness or peeling occurs, reduce application to once a day or every
other day.

Other information



e may stain some fabrics

Inactive ingredients

water, sodium C14-16 olefin sulfonate, cocamidopropyl betaine, chamomilla recutita
(matricaria) flower extract, cocamidopropyl PG-dimonium chloride phosphate, propylene
glycol, aloe barbadensis leaf juice, anthemis nobilis flower extract, C12-15 alkyl lactate,
PEG-80 sorbitan laurate, disodium EDTA, benzalkonium chloride, fragrance, yellow 5, red
40.

\ @@AGIE WASH HELPS PREVENT BREAKOUTS WITH ONE SIMPLE \

STEP THAT COMBINES A POTENT ACNE TREATMENT WITH A GENTLE, YET

™ EFFECTIVE CLEANSER, THIS DIL-FREE FORMULA CLEANS SKIN DEEP IN THE
PORES AND RINSES CLEAN, LEAVING SKIN FRESHER AND GLEARER, SALICYLIC
ACID HELPS RID SKIN OF ACNE AND PREVENT FUTURE BREAKOUTS. GENTLE
a SKIN CLEANSERS HELP PREVENT OVERLY DRY SKIN AND SKIN IRRITATION.
RESIDUE-FREE - OIL-FREE - NON-COMEDOGENIC (WON'T CLOG PORES)
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Inactive ingredients Water, Sodium C1¢-16 Olefin
Sulfonate, Cocamidopropyl Betaine, Chamomilla Recutita (Matricaria)
Flower Extract, Cocamidopropyl PG-Dimonium Chloride Phosphate,
Propylene Glycol, Aloe Barbadensis Leaf Juice, Anthemis Nobilis Hower

DERMATOLOGIST TESTED Extract, mz—wn'hrl Lactate, PEG-80 Sorbitan Laurate, Disodium EDTA,
Benzalkonium Chloride, Fragrance, Yellow 5, Red 40
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FRUIT OF THE EARTH ACNE WASH

salicylic acid liquid

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:62217-932

Route of Administration TOPICAL



Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
SALICYLIC ACID (UNIl: 0414PZ4LPZ) (SALICYLIC ACID - UNII:0414PZ4LPZ)  SALICYLIC ACID 20 mg in1mL

Inactive Ingredients

Ingredient Name Strength
WATER (UNIIl: 059QF0KOOR)
FD&C YELLOW NO. 5 (UNII: 1753WB2F1M)
SODIUM C14-16 OLEFIN SULFONATE (UNIl: O9W3D3YF5U)
COCAMIDOPROPYL PG-DIMONIUM CHLORIDE PHOSPHATE (UNII: H2KVQ74JM4)
PEG-80 SORBITAN LAURATE (UNII: 239B50Y732)
C12-15 ALKYL LACTATE (UNIl: GC844VRD7E)
CHAMAEMELUM NOBILE FLOWER (UNIl: 02T154T60G)
EDETATE DISODIUM (UNII: 7FLD91C86K)
COCAMIDOPROPYL BETAINE (UNIl: 50CF3011KX)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
BENZALKONIUM CHLORIDE (UNII: F5UM2KM3W7)
ALOE VERA LEAF (UNIl: ZY81Z83H0X)
CHAMOMILE (UNII: FGL3685T2X)
FD&C RED NO. 40 (UNIl: WZB9127X0A)
ALCOHOL (UNII: 3K9958V90M)

Packaging
# Item Code Package Description Marketing Start  Marketing End
Date Date
NDC:62217- 237 mL in 1 BOTTLE, PUMP; Type 0: Not a

1 932-87 Combination Product LS

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

OTC monograph final part333D 11/16/2017

Labeler - Fruit of The Earth, Inc. (079559467)

Revised: 8/2021 Fruit Of The Earth, Inc.
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