
ACNE TREATMENT SYSTEM- benzoyl peroxide, salicylic acid  
Vivier Pharma, 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.

----------

Acne Treatment Sys tem

Drug facts

Active ingredient
Salicylic Acid USP 2%

Purpose
Acne treatment

Use
For the treatment of acne. Dries, clears and helps keep skin clear of new acne pimples, blackheads and
whiteheads.

Warnings
For external use only.

Ask a doctor before use if you are
using other topical acne medications at the same time or immediately following use of this product may
increase dryness or irritation of the skin. If this occurs, only one medication should be used unless
directed by a doctor.

When us ing this  product
do not get into eyes.

Stop use and ask a doctor if
excessive skin irritation develops or increases.

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

Directions
• Wet face using lukewarm water. 
• Gently massage over face using fingertips. 
• Rinse completely. 
• Use both morning and night or as directed by a physician. 
• If dryness or peeling occurs, reduce application to once a day or every other day.

Other information



Store at room temperature (15-30°C / 59-86°F).

Inactive ingredients
Acrylates Copolymer, Alcohol, Citric Acid, Disodium Cocoamphodiacetate, Disodium Cocoyl
Glutamate, DMDM Hydantoin, Ethoxydiglycol, Fragrance, Hexamidine Diisethionate, PEG-7 Glyceryl
Cocoate, PEG-120 Methyl Glucose Dioleate, Sodium Hydroxide, Sodium Lauroyl Sarcosinate,
Water/Eau.

Questions?
450 455 9779 1 877 484 8437

Package Labeling:



ACNE TREATMENT SYSTEM  
benzoyl peroxide, salicylic acid kit

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:6 7226 -30 26

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:6 7226 -30 26 -9 1 in 1 KIT 11/11/20 17

Quantity of Parts



Part # Package Quantity Total Product Quantity
Pa rt 1 1 TUBE 30  mL

Pa rt 2 1 BOTTLE, PUMP 150  mL

Part 1 of 2

ACNE TREATMENT  
benzoyl peroxide lotion

Product Information
Ite m Code  (Source ) NDC:6 7226 -20 50

Route  of Adminis tration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

BENZO YL PERO XIDE (UNII: W9 WZN9 A0 GM) (BENZOYL PEROXIDE - UNII:W9 WZN9 A0 GM) BENZOYL PEROXIDE 50  mg  in 1 mL

Inactive Ingredients
Ingredient Name Strength

C13 -14  ISO PARAFFIN (UNII: E4F12ROE70 )  

ETHYLHEXYLGLYCERIN (UNII: 147D247K3P)  

LANO LIN O IL (UNII: OVV5IIJ58 F)  

LAURETH-4  (UNII: 6 HQ8 5579 8 J)  

LAURETH-7  (UNII: Z9 5S6 G8 20 1)  

MAGNESIUM ALUMINUM SILICATE (UNII: 6 M3P6 4V0 NC)  

PHENO XYETHANO L (UNII: HIE49 2ZZ3T)  

PRO PYLENE GLYCO L (UNII: 6 DC9 Q16 7V3)  

WATER (UNII: 0 59 QF0 KO0 R)  

XANTHAN GUM (UNII: TTV12P4NEE)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:6 7226 -20 50 -3 1 in 1 BOX

1 30  mL in 1 TUBE; Type 0 : No t a  Co mbinatio n Pro duct

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

OTC mo no graph fina l part333D 11/0 1/20 11



Part 2 of 2

MEDICATED WASH  
salicylic acid liquid

Product Information
Ite m Code  (Source ) NDC:6 7226 -10 21

Route  of Adminis tration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

SALICYLIC ACID (UNII: O414PZ4LPZ) (SALICYLIC ACID - UNII:O414PZ4LPZ) SALICYLIC ACID 20  mg  in 1 mL

Inactive Ingredients
Ingredient Name Strength

BUTYL ACRYLATE/METHYL METHACRYLATE/METHACRYLIC ACID CO PO LYMER ( 18 0 0 0  MW)  (UNII:
JZ1374NL9 E)  

ALCO HO L (UNII: 3K9 9 58 V9 0 M)  

CITRIC ACID MO NO HYDRATE (UNII: 29 6 8 PHW8 QP)  

DISO DIUM CO CO AMPHO DIACETATE (UNII: 18 L9 G3U51M)  

DISO DIUM CO CO YL GLUTAMATE (UNII: MBK0 CP8 F5A)  

DMDM HYDANTO IN (UNII: BYR0 546 TOW)  

DIETHYLENE GLYCO L MO NO ETHYL ETHER (UNII: A1A1I8 X0 2B)  

HEXAMIDINE DIISETHIO NATE (UNII: 0 23XA5Z50 L)  

PEG-7  GLYCERYL CO CO ATE (UNII: VNX7251543)  

PEG-12 0  METHYL GLUCO SE DIO LEATE (UNII: YM0 K6 4F20 V)  

SO DIUM HYDRO XIDE (UNII: 55X0 4QC32I)  

SO DIUM LAURO YL SARCO SINATE (UNII: 6 32GS9 9 6 18 )  

WATER (UNII: 0 59 QF0 KO0 R)  

Packaging

# Item Code Package Description Marketing  Start
Date

Marketing  End
Date

1 NDC:6 7226 -10 21-
1

150  mL in 1 BOTTLE, PUMP; Type 0 : No t a  Co mbinatio n
Pro duct

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

OTC mo no graph fina l part333D 11/11/20 17

Marketing Information



Vivier Pharma, Inc.

Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date
OTC mo no graph fina l part333D 11/11/20 17

Labeler - Vivier Pharma, Inc. (250996550)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

Dermo lab Pharma Ltd 245414743 manufacture(6 7226 -30 26 , 6 7226 -20 50 , 6 7226 -10 21)

 Revised: 5/2018
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