DALAN THERAPY ANTIBACTERIAL AND ODOR NEUTRALIZER - triclosan liquid
Dalan Kimya Endustri A.S.

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.
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Active Ingredient / Purpose
Triclosan 0.055% ...... Antibacterial

Uses

For hand washing to decrease bacteria on the skin

Warnings

For external use only

Do notuse inthe eyes. If contact occurs, flush eyes with water

Discontinue use if irritation and redness develops. If condition persists for more than 72 hours consult
a doctor.

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

Directions

Lather over wet skin and rinse well

Inactive Ingredients:

Benzyl Alcohol, Buteth-3, Citric Acid, Cocoamide DEA, Cocoamidopropyl Betaine, FDandC Blue 2,
FDandC Yellow5, Fragrance, Glycerin, Hexyl Cinnamal, Limonene, Linalool,
Methylchloroisothiazolinone, Methylisothiazolinone, PEG-40 Hydrogenated Castor Oil, Propylene
Glycol, Sodium Benzotriazolyl Buthylphenol Sulfonate, Sodium Chloride, Sodium Laureth Sulfate,
Tetrasodium EDTA, Tributyl Citrate, Trideceth-9, Water.
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Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:51209-001

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
TRICLO SAN (UNIL: 4NM5039Y5X) (TRICLOSAN - UNIE4NM5039 Y5X) TRICLOSAN 1mg in 1mL
Inactive Ingredients
Ingredient Name Strength

BENZYL ALCOHOL (UNI: LKG8494WBH)

BUTETH-3 (UNI: OC116 GRO69)

CITRIC ACID MO NO HYDRATE (UNIE: 2968 PHW8 QP)

CO CO DIETHANO LAMIDE (UNII: 92005F972D)

CO CAMIDO PROPYL BETAINE (UNI: 50CF3011KX)
FD&C BLUE NO. 2 (UNI: L06K8R7DQK)

FD&C YELLOW NO. 5 (UNII: I753WB2F1M)

GLYCERIN (UNI: PDC6A3C00X)

.ALPHA.-HEXYL CINNAMALDEHYDE (UNI: 7X60370K2I)
LIMONENE, (+)- (UNI: GFD7C86Q1W)

LINALOOL, (+)- (UNI: FAVNO44C09)
METHYLCHLOROISO THIAZOLINO NE (UNII: DEL7T5QRPN)
METHYLISO THIAZ O LINO NE (UNIE: 229 DOE1QFA)
PEG-40 CASTOR OIL (UNI: 4ERD20 76 EF)




PROPYLENE GLYCOL (UNI: 6DC9Q167V3)

SODIUM BENZOTRIAZOLYL BUTYLPHENOL SULFONATE (UNI: 0LA2QC903Z7)
SODIUM CHLORIDE (UNII: 451W471Q8 X)

SODIUM LAURETH SULFATE (UNIL: BPV390UAPO)

EDETATE SODIUM (UNII: MP1J8420LU)

TRIBUTYL CITRATE (UNII: 827D5B1B6S)

TRIDECETH-9 (UNI: X9HD791514)

WATER (UNIL: 059QF0KOOR)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:51209-001-00 400 mL in 1 BOTTLE

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333E 08/06/2014

Labeler - Dalan Kimya Endustri A.S. (566219285)

Establishment
Name Address ID/FEI Business Operations
Dalan Kimya Endustri A.S. 566219285 manufacture(51209-001)

Revised: 8/2014 Dalan Kimya Endustri A.S.
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