GENTLE HAND SANITIZER- benzalkonium chloride spray
Nature's Organics, LL.C

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.

NATURE'S BABY - GENTLE HAND SANITIZER

ACTIVE INGREDIENT
BENZALKONIUM CHLORIDE 0.1%

PURPOSE
ANTIMICROBIAL

USES

For hand sanitizing to reduce bacteria on the skin. Recommended for repeated use.

WARNINGS

For external use only.

Avoid direct contact with eyes. In case of eye contact, please flush the eyes with water.
Contact a doctor if irritation or redness persists.

Keep out of reach of children. If swallowed, get medical help and/or contact a poison control center
immediately.

DIRECTIONS
Spray the hands and rub together briskly to cover all surfaces.

INACTIVE INGREDIENTS

Water, Phenoxyethanol, Benzoic Acid, Ethylhexyl-glycerin, Glycereth-2 Cocoate, Dihydroxypropyl
PEG-5, Linoleammonium Chloride, Behetrimonium Chloride, Potassium Hydroxide, Dihydroxyethyl
Cocamine Oxide
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Drug Facts

Active Ingredients Purpose
Benzalkonium Chloride 0.1%........Antimicrobial

Uses
- For hand sanitizing to reduce bacteria on the

skin. Recommended for repeated use.

Warnings
For external use only.

Avoid direct contact with eyes. In case of eye
contact, please flush the eyes with water.

Contact a doctor if irritation or redness persists,

Keep out of reach of children. If swallowed,
get medical help and/or contact a poison control
center immediately.

Directions Spray the hands and rub together
briskly to cover all surfaces.

Inactive Ingredients water, Phenoxyethanol, gentle hand San[tizer

Benzoic Acid, Ethylhexyl-glycerin, Glycereth-2 no triclosan, parabens, sulfates & phthalates

Cocoate, Dihydroxypropyl PEG-5, Linoleammanium Ne O " ~
Chloride, Behetrimonium Chioride, Potassium kills 99.8% of most common germs
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GENTLE HAND SANITIZER

benzalkonium chloride spray

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:73725-110

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
BENZALKONIUM CHLO RIDE (UNI: FSUM2KM3W7) (BENZALKONIUM - BENZALKONIUM 0.1g
UNIL7N6JUDS5X6Y) CHLORIDE in 100 g
Inactive Ingredients
Ingredient Name Strength

WATER (UNIL: 059QF0KOOR)

PHENO XYETHANOL (UNIL: HIE492ZZ73T)
BENZOIC ACID (UNII: 8 SKNO B0 MIM)
ETHYLHEXYLGLYCERIN (UNII: 147D247K3P)




GLYCERETH-2 COCOATE (UNII: JWMO00 VS7HC)

DIHYDRO XYPROPYL PEG-5 LINOLEAMMO NIUM CHL O RIDE (UNII: 0 YONQR2GHLI)
BEHENTRIMO NIUM CHL O RIDE (UNII: X7GNG3S47T)

POTASSIUM HYDRO XIDE (UNII: WZH3C48 M4T)

DIHYDRO XYETHYL CO CAMINE O XIDE (UNII: 8 AR51R3BL5)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:73725-110-11 113.4 g in 1 BOTTLE; Type 0: Nota Combination Product 03/25/2020

Marketing Information

Marketing Category  Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 03/25/2020

Labeler - Nature's Organics, LLC (052224117)

Registrant - Nature's Organics, LLC (052224117)

Establishment
Name Address ID/FEI Business Operations
Health Specialty 794053863 manufacture(73725-110)

Revised: 3/2020 Nature's Organics, LLC
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