ANTIMICROBIAL HAND WASH- benzalkonium chloride soap
Jocott Brands, 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.

ANTIMICROBIAL HAND WASH

ACTIVE INGREDIENT
BENZALKONIUM CHLORIDE (.13%)

PURPOSE
ANTIMICROBIAL

USE
e FOR HANDWASHING TO DECREASE BACTERIA ON THE SKIN.

WARNINGS
FOR EXTERNAL USE ONLY.

WHEN USING THIS PRODUCT AVOID CONTACT WITH EYES. IN CASE OF EYE CONTACT,
FLUSH WITH WATER.

STOP USE AND ASK A DOCTOR IF IRRITATION OR REDNESS DEVELOPS.

KEEP OUT OF REACH OF CHILDREN. IF SWALLOWED GET MEDICAL HELP OR CONTACT
A POISON CONTROL CENTER RIGHT AWAY.

DIRECTIONS
e PUMP INTO HANDS, WET AS NEEDED
e LATHER VIGOROUSLY FOR AT LEAST 15 SECONDS
e WASH SKIN, RINSE THOROUGHLY AND DRY

INACTIVE INGREDIENTS

PURIFIED WATER (AQUA), SODIUM LAURETH SULFATE, COCAMIDOPROPYL BETAINE,
SODIUM CHLORIDE, ALOE BARBADENSIS (ALOE VERA) LEAF JUICE, COCOS NUCIDERA
(COCONUT) OIL, ARGANIA SPINOSA (ARGAN) KERNEL OIL, SIMMONDSIA CHINENSIS
(JOJOBA) SEED OIL, BUTYROSPERMUM PARKII (SHEA) BUTTER, CUCUMIS SATIVUS
(CUCUMBER) FRUIT EXTRACT, GLYCERIN, POLYQUATERNIUM-7, PEG-150 DISTEARATE,
PHENOXYETHANOL, DEHYDROACETIC ACID, BENZYL ALCOHOL, FRAGRANCE
(PARFUM)



ANTIMICRO
HAND WASH

Drug Facts

Active Ingredient Purpose
Benzalkonium Chioride s a5 cnovns Antimicrobial

Use « £y handwashing fo decrease bacteria on the skin.

Warnings For external use only.
When using this product avoi ‘ In case of eye
contact 1|ugn with '.r.raler,1 e s
Stop use and ask a docfor f iitation or redness develops.
Keep oul of reach of chdren. I swallowed get medical hélf O
tu?taﬂ a Poison Control Center right away.
Directions
" Pumpinto hands, wet as needed
" Lather vigorously for at feast 15 seconds
u5|j sKin, rinse thoroughly and dry

Inactive Ingredints puried Water (hqua),Sodium Lavreln
Sulfate, Cocamidopropyl Betaine, Sodium Chloride, Aloe Barbadens's
(0 Vera)Leat i, Gocos Nuifera (Coconut) O, Argania Spnos?
b 9an) Kernel O, Simmondsa Chinenes (Jojoba) Seed Ol
F”":"msﬂﬁrmum Parkii (Shea) Butter, Cucumis Safivus (Cucumber)
e;;m Exract, Glycern, Polyquaternium-7, PEG-150 Distearaté, Phenoxy

20!, Dehydroacetic Acid, Benzyl Alcohol, Fragrance (Parfur)

ANTIMICROBIAL HAND WASH

benzalkonium chloride soap

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:78902-103

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
BENZALKONIUM CHLORIDE (UNII: FSUM2KM3W7) (BENZALKONIUM - BENZALKONIUM 0.13 g
UNIL:7N6JUD5X6Y) CHLORIDE in 100 mL

Inactive Ingredients




Ingredient Name Strength
WATER (UNI: 059QF0KOOR)
SODIUM LAURETH SULFATE (UNIl: BPV390UAPO)
CO CAMIDOPROPYL BETAINE (UNII: 50 CF30 11KX)
SODIUM CHLORIDE (UNII: 451W471Q8 X)
ALOE VERA LEAF (UNII: ZY81Z8 3H0 X)
COCONUT OIL (UNI: Q9L0073W7L)
ARGAN OIL (UNII: 4V59 G5UW9 X)
JOJOBA OIL (UNIL: 724GKU717M)
SHEA BUTTER (UNII: K49 155WL9Y)
CUCUMBER (UNI: YY7C30VXJT)
GLYCERIN (UNIL: PDC6A3C00X)
POLYQUATERNIUM-7 (70/30 ACRYLAMIDE/DADMAC; 1600 KD) (UNI: 0L414VCS5Y)
PEG-150 DISTEARATE (UNIl: 6F36 Q010 AC)
PHENO XYETHANOL (UNII: HIE492Z73T)
DEHYDROACETIC ACID (UNIL: 2KAG279R6R)
BENZYL ALCOHOL (UNIl: LKG8494WBH)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:78902-103-16 480 mL in 1 BOTTLE; Type 0: Nota Combination Product 06/27/2020

2 NDC:78902-103-32 960 mL in 1 BOTTLE; Type 0: Not a Combination Product 06/27/2020

3 NDC:78902-103-25 750 mL in 1 BOTTLE; Type 0: Not a Combination Product 06/27/2020

Marketing Information

Marketing Category  Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 06/27/2020

Labeler - jocott Brands, Inc. (080399826)

Revised: 6/2020 Jocott Brands, Inc.
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