OZCARE ANTISEPTIC HAND SANITIZER- alcohol gel
Reed Holdings Australia, Pty. 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.

Ozcare Antiseptic Hand Sanitizer Gel

Drug Facts

Active ingredient
Ethyl Alcohol 70%

Purpose

Antiseptic

Use
e for hand washing to decrease bacteria on the skin.

Warnings
For external use only
Flammable, keep away from fire or flame

Do notuse
¢ inthe eyes

Stop use and ask a doctor if
e irritation and redness develop
e if condition persists for more than 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 and allow to dry without wiping

Inactive ingredients

Aloe Vera Extract, Disodium EDTA, Eucalyptus Oil, Glycerin, Lavender Oil, Tocopherol
Acetate, Triethanolamine, Water

Questions or Comments:
1-800-888-0776

Package Labeling:



o —— | Drug Facts
— O —
@ ZC A R E > | Active ingredient Purpose
— Ethyl Alcohol 70% Antiseptic
— O Y (s
——— O ' for hand washing to decrease bacteria on the skin.

. . ——<t || Warmings
N < For external use only
Antl se tlc H a nd <t Flammable, keep away from fire or flame
°_o — N f Donotuse  minthe eyes
Sa n |t 1Zer Ge I — <t~ | Stop use and ask a doctorif  miritation and redness develop

mif condition persists for more than 72 hours

o/ E l‘l IAI I'\ I =
e Keep out of reach of children. If swallowed, get medical help or contact a Poison Conirol Center
70% Et y coho > | L

right away.

Directions
m Wet hands thoroughly with product and allow to dry without wiping

Inactive ingredients
Aloe Vera Extract, Carbomer, Disodium EDTA, Eucalyptus Oil, Glycerin, Lavender Oil, Tocopherol
Acetate, Triethanolamine, Water

Questions or Comments: 1-800-888-0776

Manufactured By: Reed Holdings Australia, Pty Ltd
A J 9 Whitfield Boulevard
’." Cranbourne West, Victoria 3977, Australia

Made in Australia

No Water Needed

B1062 EXP04042022

e 8.5 fl oz (250 ml)

D OWNED

OZCARE ANTISEPTIC HAND SANITIZER
alcohol gel

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:75584-002

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALCOHOL (UNII: 3K9958V90M) (ALCOHOL - UNII:3K9958 V90 M) ALCOHOL 0.7 mL in 1 mL
Inactive Ingredients
Ingredient Name Strength

ALOE VERA LEAF (UNIL: ZY8 18 3H0 X)

EDETATE DISODIUM ANHYDRO US (UNT: 8 NLQ36 F6 MM)
EUCALYPTUS OIL (UNI: 2R040NI662)

GLYCERIN (UNI: PDC6A3C00X)

LAVENDER OIL (UNI: ZBP1YXWOHS)

.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
TROLAMINE (UNIE: 9 03K93S3TK)

WATER (UNIE: 059 QFOKOOR)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:75584-002-01 250 mL in 1 BOTTLE; Type 0: Nota Combination Product 07/23/2020



Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333E 07/23/2020

Labeler - reed Holdings Australia, Pty. Ltd. (748340262)

Revised: 7/2020 Reed Holdings Australia, Pty. Ltd.
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