
BREAKOUT CLEARING ALL OVER TONER- salicylic acid liquid  
Dermalogica, 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.

----------

Breakout Clearing All Over Toner
Drug Facts

Active ingredient
Salicylic Acid (1.0%)

Purpose
Acne Treatment

Use
For the treatment of acne

Warnings
For external use only

Do not use
Around eye area. If contact occurs, flush thoroughly with water.
If irritation develops, discontinue use.

When us ing this  product
If dryness or irritation occurs when using other topical acne products at the same time, limit usage to
one topical acne product.

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

Directions
Apply to cleansed face and throat twice daily.
Keep eyes closed.

Other information
Protect this product from excessive heat and direct sun.

Inactive ingredients
Water/Aqua/Eau, Hamamelis Virginiana (Witch Hazel) Water, Isoceteth-20, Ethoxydiglycol, Citrus
Aurantium Dulcis (Orange) Peel Oil, Lavandula Angustifolia (Lavender) Oil, Sodium Hydroxide,
Melaleuca Alternifolia (Tea Tree) Leaf Oil, Camellia Sinensis Leaf Extract, Porphyra Umbilicalis
Extract, Glycyrrhiza Glabra (Licorice) Root Extract, Citrus Aurantium Amara (Bitter Orange) Peel Oil,
Citrus Limon (Lemon) Fruit Oil, Cymbopogon Schoenanthus Oil, Argania Spinosa Kernel Extract,



Serenoa Serrulata Fruit Extract, Sesamum Indicum (Sesame) Seed Extract, Citral, Hexylene Glycol,
Geraniol, Limonene, Polysorbate 20, Disodium EDTA, Butylene Glycol, Linalool, Ethylhexylglycerin,
Phenoxyethanol.

Questions  or comments
Call toll free 1-800-831-5150 in the US
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Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:6 8 479 -312

Route  of Adminis tration TOPICAL

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

Sa licylic  Acid  (UNII: O414PZ4LPZ) (Salicylic  Acid - UNII:O414PZ4LPZ) Salicylic  Acid 10  mg  in 1 mL

Inactive Ingredients
Ingredient Name Strength

Wa ter (UNII: 0 59 QF0 KO0 R)  

Ha ma melis Virg inia na  To p Wa ter (UNII: NT0 0 Y0 5A2V)  

Iso ceteth-2 0  (UNII: O0 20 0 6 5R7Z)  

Diethylene Glyco l Mo no ethyl Ether (UNII: A1A1I8 X0 2B)  

Hexylene Glyco l  (UNII: KEH0 A3F75J)  

O ra ng e O il  (UNII: AKN3KSD11B)  

La vender O il  (UNII: ZBP1YXW0 H8 )  

So dium Hydro xide  (UNII: 55X0 4QC32I)  

Tea  Tree  O il  (UNII: VIF56 5UC2G)  

Green Tea  Lea f (UNII: W2ZU1RY8 B0 )  

Po rphyra  Umbilica lis (UNII: 14AN0 J70 WO)  

.Beta .-Sito stero l  (UNII: S347WMO6 M4)  

Glycyrrhiza  Gla bra  (UNII: 278 8 Z9 758 H)  

Bitter O ra ng e O il  (UNII: 9 TLV70 SV6 I)  

Citrus Limo n Fruit O il  (UNII: 0 HNC1J1YED)  

Cymbo po g o n Scho ena nthus O il  (UNII: XE7K56 8 ILO)  

Arg a nia  Spino sa  Seed  (UNII: 8 H7X7XB54H)  

Sa w Pa lmetto  (UNII: J7WWH9 M8 QS)  

Sesa me Seed  (UNII: 7Y1255HVXR)  

Po lyso rba te  2 0  (UNII: 7T1F30 V5YH)  

Edeta te  Diso dium  (UNII: 7FLD9 1C8 6 K)  

Butylene Glyco l  (UNII: 3XUS8 5K0 RA)  

Ethylhexylg lycerin  (UNII: 147D247K3P)  

Pheno xyetha no l  (UNII: HIE49 2ZZ3T)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:6 8 479 -312-0 2 1 in 1 CARTON

1 118  mL in 1 BOTTLE

2 NDC:6 8 479 -312-0 1 50  mL in 1 BOTTLE

3 NDC:6 8 479 -312-0 0 2 mL in 1 POUCH

Marketing Information



Dermalogica, Inc.

Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date
OTC MONOGRAPH FINAL part358 H 0 9 /0 5/20 13

Labeler - Dermalogica, Inc. (177698560)

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

Co sway 6 20 8 9 9 8 77 MANUFACTURE(6 8 479 -312)

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

Diamo nd Wipes 16 110 4729 MANUFACTURE(6 8 479 -312)
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