MULTI VITAMIN ACNE CLEARING- salicylic acid lotion
Only Yourx, 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.

Active Ingredients: Salicyclic Acid 1.5%
Treat acne and help prevent new acne blemishes from forming

Use 1 to 3 times daily on cleansed skin; cover affected area with thin layer; if bothersome dryness or
peeling occurs, reduce applicatoin to once a day

Uses: treats acne and hleps prevent new acne blemishes from forming

Warnings: For external use only, When using this product keep out of eyes, if contact occurs, flush
thoroughly with water

Keep out of reach of children. If swallowed, get medical help or contact a Poison Control Center

Water, Butylene Glycol, Cetyl Ethylhexanoate, Glyceryl Stearate, PEG-100 Stearate, Stearic Acid,
Cetyl Alcohol, Magnesium Aluminum Silicate, Tetrahexyldecyl Ascorbate (Vitamin C), Retinol
(Vitamin A), Willow Bark Extract, Panthenol, Bisabolol, Tocopheryl Acetate (Vitamin E Acetate),
Witch Hazel Extract, Sage Extract, Dimethicone, Caprylic/Capric Triglyceride, Sodium Edetate,
Potassium Sorbate, Aminomethyl Propanol, Xanthan Gum, Ethylhexylglycerin, Phenoxyethanol

DRUG FACTS DRUG FACTS continued

Active Ingredients Purpose Flammable keep away from open
S Tty 1 erTs g B S — acne treatment flame or fire
Uses treats acne and helps prevent new Inactive Ingredients Water (Aqua),
acne blemishes from forming Butylene Glycol, Cetyl Ethylhexanoate,

I - - Glyceryl Stearate, PEG-100 Stearate,
WARNINGS For External Use Only Stearic Acid, Cetyl Alcohol, Magnesium

Ascorbate (Vitamin C), Retinol (Vitamin A),

if contact occurs, flush thoroughly with water Willow Bark Extract, Panthenol. Bisabolol.

Keep out of reach of children. If Tocopheryl Acetate (Vitamin E Acetate),

swallowed, get medical help or contact a Witch Hazel Extract, Sage Extract,

Poison Control Center Dimethicone, Caprylic/Capric Triglyceride,
- - Sodium Edetate, Potassium Sorbate,

Directions m use 1 to 3 times daily on Aminomethyl Propanol, Xanthan Gum,

cleansed skin m cover affected area with Ethylhexylglycerin, Phenoxyethanol

thin layer m if bothersome dryness or peeling
occurs, reduce application to once a day 3 MULTIVITAMIN ACNE CLEARING LOTION
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Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:70367-013

Route of Administration TOPICAL




Active Ingredient/Active Moiety

Ingredient Name
SALICYLIC ACID (UNIL: O414PZ4LPZ) (SALICYLIC ACID - UNI:0414PZ4L.PZ)

Inactive Ingredients

Ingredient Name
COBALT DISODIUM EDETATE (UNIL: 3EY1Y2QRLI)
POTASSIUM SORBATE (UNIL: 1VPU26JZZ4)
PHENO XYETHANOL (UNII: HIE492ZZ3T)
BUTYLENE GLYCOL (UNII: 3XUS85K0RA)
CETYL ETHYLHEXANOATE (UNIL: 134647WMX4)
GLYCERYL STEARATE SE (UNII: FCZ5MH78 51)
PEG-100 STEARATE (UNIL: YDO IN1999R)
STEARIC ACID (UNIL: 4ELV7Z65AP)
CETYL ALCOHOL (UNIL: 936JST6JCN)
MAGNESIUM ALUMINUM SILICATE (UNIl: 6 M3P64VONC)
TETRAHEXYLDECYL ASCORBATE (UNIl: 9LBV3F07AZ)
RETINOL (UNII: G2SHO XKK9 1)
WILLOW BARK (UNII: S883J9JDYX)
PANTHENOL (UNI: WW9CMO00O67Z)
.ALPHA.-BISABOLOL, (+/-)- (UNI: 36 HQN158 VC)
.ALPHA.-TOCOPHEROL ACETATE (UNI: 9E8 X80D2L0)
WITCH HAZEL (UNIL 10 114J0U34)
SAGE (UNII: 065C5D07717)
DIMETHICONE (UNIL: 92RU3N3Y10)
CAPRYLIC/CAPRIC/LAURIC TRIGLYCERIDE (UNII: FJ1H6M2JG9)
AMINOMETHYL PROPANEDIOL (UNIl: CZ7BU4QZJZ)
XANTHAN GUM (UNIL: TTV12P4NEE)
ETHYLHEXYLGLYCERIN (UNIL: 147D247K3P)

Product Characteristics

Color Score

Shape Size

Flavor Imprint Code
Contains

Packaging

# Item Code Package Description

NDC:70367-013- 59.15 mL in 1 BOTTLE, PUMP; Type 0: Not a Combination
02 Product

NDC:70367-013- 14.8 mL in 1 BOTTLE, PUMP; Type 0: Nota Combination
05 Product
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Basis of Strength

SALICYLIC ACID

Marketing Start
Date

08/26/2014

08/26/2014

Strength
1.5¢g in 100 mL

Strength

Marketing End
Date



DRUG FACTS

Active Ingredients Purpose
SalicylicACId 1:5% e seevmanee acne treatment

Uses treats acne and helps prevent new
acne blemishes from forming

WARNINGS For External Use Only

When using this product keep out of eyes,
if contact occurs, flush thoroughly with water

Keep out of reach of children. If
swallowed, get medical help or contact a
Poison Control Center

Directions m use 1 to 3 times daily on
cleansed skin m cover affected area with
thin layer m if bothersome dryness or peeling

occurs, reduce application to once a day 3

OTC monograph final part333D

DRUG FACTS continued

Flammable keep away from open
flame or fire

Inactive Ingredients Water (Aqua),
Butylene Glycol, Cetyl Ethylhexanoate,
Glyceryl Stearate, PEG-100 Stearate,
Stearic Acid, Cetyl Alcohol, Magnesium
Aluminum Silicate, Tetrahexyldecyl
Ascorbate (Vitamin C), Retinol (Vitamin A),
Willow Bark Extract, Panthenol, Bisabolol,
Tocopheryl Acetate (Vitamin E Acetate),
Witch Hazel Extract, Sage Extract,
Dimethicone, Caprylic/Capric Triglyceride,
Sodium Edetate, Potassium Sorbate,
Aminomethyl Propanol, Xanthan Gum,
Ethylhexylglycerin, Phenoxyethanol
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