FRESHORIZE ALCOHOL FREE FOAMING HAND SANITIZER- benzalkonium
chloride lotion
Freshorize Ltd

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.

Alcohol Free Foam Hand Sanitizer

Uses:

To decrease bacteria on the skin.

Warnings
For external use only.

Do not use in eyes. In case of contact, rinse eyes thoroughly with water.
Stop use and ask a doctor is skinirritation develops.

If ingested, get medical help or contact a Poison Control Center immediately.

Warnings:

Keep out of reach of children.

Directions:

Liberally apply product to sin by gently massaging until absorbed.
Supervise children in the use of this product.

Other Information:

Avoid extreme temperatures.

Inactive Ingredients:
Water (Aqua), PEG-40 Hydrogenated Castor Oil, Parfum, Aloe Barbadensis Leaf Extract

Drug Facts
Active Ingredients

Benzalkonium Chloride

Purpose

Antibacterial.

Product/Brand Name Label



Freshorize Foam Hand Sanitiser 100ml
White layer included.

Pantone 485C Red.

Please ensure colours are printed solid.
Please add batch number.
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Freshorize Alcohol Free Hand Sanitizer

Requires no water or towels.
Apply small amounts to hands and rub lightly until dry.

www.freshorize.com

FRESHORIZE ALCOHOL FREE FOAMING HAND SANITIZER

benzalkonium chloride lotion

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:52305-600

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
BENZALKONIUM CHLORIDE (UNI: FSUM2KM3W?7) (BENZALKONIUM - BENZALKONIUM 0.13g
UNIL7N6JUD5X6Y) CHLORIDE in 100 mL

Inactive Ingredients
Ingredient Name Strength



HYDRO GENATED CASTOR OIL (UNIl: ZF94AP8 MEY) 0.75 g in 100 mL

DMDM HYDANTOIN (UNI: BYR0546 TOW) 0.2 g in 100 mL
GLYCERIN (UNII: PDC6A3C00X) 3 g in 100 mL
WATER (UNIL: 059QF0KOOR) 95.07 g in 100 mL
ALOE VERA LEAF (UNII: ZY81Z8 3H0 X) 0.1g in 100 mL

Product Characteristics

Color Score
Shape Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:52305-600- 100 mL in 1 BOTTLE, PUMP; Type 0: Nota Combination 06/15/2020
10 Product
2 NDC:52305-600- 280 mL in 1 BOTTLE, PUMP; Type 0: Not a Combination 06/15/2020
20 Product
3 NDC:52305-600- 270 mL in 1 BOTTLE, PUMP; Type 0: Not a Combination 06/15/2020
27 Product
4 NDC:52305-600- 250 mL in 1 BOTTLE, PUMP; Type 0: Nota Combination 06/15/2020
25 Product
5 NDC:52305-600- 160 mL in 1 BOTTLE, PUMP; Type 0: Not a Combination 06/15/2020
16 Product
6 NDC:52305-600- 240 mL in 1 BOTTLE, PUMP; Type 0: Not a Combination 06/15/2020

24 Product
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Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333E 06/15/2020

Labeler - Freshorize Ltd (424168503)

Registrant - Freshorize USA LLC (078206924)

Revised: 6/2020 Freshorize Ltd
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