CLARIFYING TONER- salicylic acid liquid
Allure Labs, 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.

DRUG FACTS

Active Ingredient:
Salicylic Acid - 1%
Purpose: Acne Treatment

Uses:
e For the treatment of acne.
¢ Eliminates pore clogging impurities.
e For all skin types.

Warnings:
For external use only

Keep out of the reach of children.

e Using other topical acne medications at the same time or immediately following use of this product
may increase dryness or irritation of the skin.
e [f excessive irritation occurs reduce application to once a day.

Directions:

e (Cleanse the skin thoroughly before applying medication.

e Avoid eye area.

e [f excessive irritation, drying or peeling occurs, reduce applicationto once a day.

Water (Aqua), SD Alcohol 40-B (Alcohol Denat.), Hamamelis Virginiana (Witch Hazel) Water,
Glycerine, Polysorbate 20, Symphytum Officinale (Comfrey) Extract, Plantago Ovata (Indian Plantin)
Seed Extract, Sodium PCA, Hydrolyzed Wheat Protein, Hydrolyzed Wheat Starch, Phenoxyethanol,
Caprylyl Glycol, Ethylhexyl Glycerin, Rosmarinus Officinalis (Rosemary) Leaf Extract, Chamomilla
Recutita (Chamomile) Flower Extract, Hexylene Glycol, Allantoin, Dipotassium Glycyrrhizate.
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CLARIFYING TONER
salicylic acid liquid

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name
SALICYLIC ACID (UNIE: 0414PZ4LPZ) (SALICYLIC ACID - UNIEO414PZ4LPZ)

Inactive Ingredients
Ingredient Name
WATER (UNIE: 059 QFOKOOR)
HAMAMELIS VIRGINIANA TOP WATER (UNI: NT00 YO5A2V)
GLYCERIN (UNI: PDC6A3C00X)
POLYSORBATE 20 (UNI: 7T1F30 V5YH)
COMFREY ROOT (UNI: M9 VVZ08EKQ)
PLANTAGO O VATA SEED (UNI: UD50RBY30F)
SODIUM PYRROLIDONE CARBO XYLATE (UNIE: 469OTG57A2)

Basis of Strength
SALICYLIC ACID

NDC:62742-4070

Strength
10 mg in 1 mL

Strength




HYDROLYZED WHEAT PROTEIN (ENZYMATIC, 3000 MW) (UNIL: J2S07SBOYL)
PHENO XYETHANOL (UNIL: HIE492ZZ3T)

CAPRYLYL GLYCOL (UNIL: 00YIU5438U)

ETHYLHEXYLGLYCERIN (UNIL: 147D247K3P)

ROSEMARY (UNIL: 16 7X351P9)

CHAMOMILE (UNII: FGL3685T2X)

HEXYLENE GLYCOL (UNII: KEHO A3F75J)

ALLANTOIN (UNII: 344S277G0Z)

GLYCYRRHIZINATE DIPO TASSIUM (UNII: CA2YOFE3FX)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:62742-4070-1 120 mL in 1 BOTTLE, PLASTIC

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
OTC monograph final part333D 06/07/2014
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