ZEP PEAR ANTI-BACTERIAL- benzalkonium chloride liquid
ZEP PEAR AB HS- benzalkonium chloride liquid
Zep 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.

66949-393/539 Pear AB
Benzalkonium Chloride 0.13%
Antiseptic Handwash

Uses

For hand washing to decrease bacteria on skin.

For external use only.

Do notuse inthe eyes; if in eyes, rinse promptly and thoroughly with water.

¢ Do not swallow.
¢ If swallowed, do not induce vomiting and if individual is conscious, give large quantities of water to
drink and consult a physician immediately.

Stop use and ask doctor if skin irritation or redness persists for more than 72 hours.

Keep out of reach of children and pets. Children must be supervised in use of this product.

Directions

Wet hands with water.

Press pump to dispense product into hands.

Massage soap into hands and wrists, emphasizing back of hands, knuckles and cuticles.
Rinse hands thoroughly and dry.

Store at 20 to 25°C (68 to 77°F).
Do not freeze.
Dispose inaccordance with all applicable federal, state and local regulations.

Water, Cetrimonium Chloride, Lauryl/Myristyl Amidopropyl Amine Oxide, Glycerin, Cocamide DIPA,
PEG-120 Methyl Glucose Dioleate, Sodium Chloride, Fragrance, Citric Acid,
Methylchloroisothiazolinone, Methylisothiazolinone, Tetrasodium EDTA, Red 4, Yellow 5

Questions or comments?
Call 1-877-1-BUY-ZEP (1-877-428-9937)
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ZEP PEAR ANTI-BACTERIAL

benzalkonium chloride liquid

Product Information
Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

BENZALKONIUM CHLORIDE (UNII: FSUM2KM3W7) (BENZALKONIUM -

UNIL:7N6JUD5X6Y)

Inactive Ingredients

Ingredient Name

METHYLISOTHIAZOLINONE (UNIL: 229D0E1QFA)
FD&C RED NO. 4 (UNII: X3W0AM1JLX)

FD&C YELLOW NO. 5 (UNIL: I753WB2F1M)
WATER (UNIL: 059QF0KOOR)
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Item Code (Source) NDC:66949-539

Basis of Strength Strength
BENZALKONIUM 0.13 g
CHLORIDE in 100 mL

Strength

LAUROYL/MYRISTO YL AMIDO PROPYL AMINE O XIDE (UNI: HY9 06 ZW9 CY)

COCO DIISOPROPANOLAMIDE (UNII: S485AM948Q)
SODIUM CHLORIDE (UNIL: 451W471Q8 X)
EDETATE SODIUM (UNIL: MP1J8420LU)

PEG-120 METHYL GLUCOSE DIOLEATE (UNIl: YMOK64F20V)
METHYLCHLOROISOTHIAZOLINONE (UNII: DEL7T5QRPN)

CETRIMO NIUM CHL ORIDE (UNII: UC9PE95IBP)
GLYCERIN (UNII: PDC6A3C00X)
ANHYDRO US CITRIC ACID (UNII: XF417D3PSL)

Packaging



# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:66949-539-24 3785 mL in 1 BOTTLE; Type 0: Not a Combination Product 03/15/2017

Marketing Information
Marketing Category  Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 03/15/2017

ZEP PEAR AB HS

benzalkonium chloride liquid

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:66949-393

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
BENZALKONIUM CHLORIDE (UNII: FSUM2KM3W?7) (BENZALKONIUM - BENZALKONIUM 0.13 g
UNIL:7N6JUD5X6Y) CHLORIDE in 100 mL
Inactive Ingredients
Ingredient Name Strength

FD&C YELLOW NO. 5 (UNIL: I753WB2F1M)
METHYLCHLOROISOTHIAZOLINONE (UNII: DEL7T5QRPN)
PEG-120 METHYL GLUCOSE DIOLEATE (UNIl: YMOK64F20V)
ANHYDRO US CITRIC ACID (UNII: XF417D3PSL)

COCO DIISOPROPANOLAMIDE (UNII: S485AM948Q)

WATER (UNII: 059QF0KOO0R)

CETRIMO NIUM CHL O RIDE (UNII: UC9PE9 5IBP)
LAUROYL/MYRISTO YL AMIDOPROPYL AMINE O XIDE (UNI: HY9O6ZW9CY)
GLYCERIN (UNII: PDC6A3C00X)

SODIUM CHLORIDE (UNII: 451W471Q8 X)

EDETATE SODIUM (UNII: MP1J8420LU)

FD&C RED NO. 4 (UNII: X3W0AM1JLX)

METHYLISO THIAZOLINONE (UNIL: 229D0E1QFA)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:66949-393-01 6000 mL in 1 CASE; Type 0: Nota Combination Product 03/03/2017

2 NDC:66949-393-11 6000 mL in 1 CASE; Type 0: Not a Combination Product 03/03/2017
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