ALCOHOL-FREE GEL- alcohol-free gel gel
Collective Science Integration

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.

e
Drug Facts
Active ingredients Purpose
Benzalkonium Chloride .13%...........c........... Antimicrobial

Uses « for handwashing to decrease microbial
contamination on the skin ® may be reapplied during the
day as required e for disinfecting surfaces

Warnings

For external use only.

Do not use in the eyes. In case of contact, rinse eyes
thoroughly with water. Then contact physician.

Stop use and ask a doctor if irritation and redness
develop and persist for more that 72 hours.

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

Directions e wet hands thoroughly with product

« briskly rub hands together until dry e supervise children
under 6 years in the use of the product e wet the surface
with the spray. Allow to air-dry. No rinsing or wiping required.

Inactive ingredients Purified Water/Aqua/Eua
Purifie, Glycerine, Carbomer.
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Product Information



Product Type HUMAN OTC DRUG Item Code (Source) NDC:90055-215

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name

BENZALKONIUM CHLORIDE (UNIl: F5UM2KM3W7) (BENZ ALKONIUM -
UNII:7N6JUD5X6Y)

Inactive Ingredients
Ingredient Name
CARBOMER 940 (UNII: 4Q93RCW27E)
WATER (UNII: 059QFOKOOR)
GLYCERIN (UNII: PDC6A3C0OX)

Packaging
# Item Code Package Description

NDC:90055- 236 mg in 1 BOTTLE, PUMP; Type 0: Not a

1 215-08 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation
OTC monograph not part333A

final

Labeler - collective Science Integration (133591508)

Establishment
Name Address ID/FEI
P&P International 133591508

Revised: 2/2021

Basis of Strength Strength

BENZ ALKONIUM 0.13 mg
CHLORIDE in 0.13 mg
Strength

Marketing Start Marketing End
Date Date

02/17/2021

Marketing Start Marketing End
Date Date

02/17/2021

Business Operations
manufacture(90055-215)

Collective Science Integration



