HAND CLEANING GEL- alcohol liquid
HAND SANITIZER- alcohol 70% liquid
Sea to Summit 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.

Hand Sanitizer Gel 50ml; 100ml and 89ml



DRUG FACTS

ACTIVE INGREDIENTS PURPOSE
Ethanol 70%v/v Antimicrobial
USES

Hand Sanitizer to help reduce bacteria that potentially can cause disease.
For use when soap and water are not available.

WARNINGS

Flammable. Keep away from fire or flame.

For external use only.

When using this product do not use it in or near the eyes. In case of contact, rinse
eyes thouroughly with water.

Stop use and ask a doctor if irritation or rash appears and lasts.

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

DIRECTIONS

Wipe off excess dirt from hands. Apply enough gel to cover both hands thoroughly.
Rub hands together until dry. Ideal for use before eating. Children under 6 years of
age should be supervised when using this product.

OTHER INFORMATION
Store between 15 and 40 deg C (59-104F)

INACTIVE INGREDIENTS

ACRYLATES/C10-30 ALKYL ACRYLATE CROSSPOLYMER, TRIETHANOLAMINE, PARFUM
(FRAGRANCE], CITRONELLOL, HEXYL CINNAMAL, HYDROXYCITRONELLAL, LIMONENE,
LINALOOL

Product and packaging designed by Sea to Summit, Perth, Australia.

Sea to Summit Pty Ltd (Head Office), 5 Eyre Street, Rivervale, ’ QD
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HAND CLEANING GEL

alcohol liquid

Product Information
Product Type HUMAN OTC DRUG

Item Code (Source)

NDC:79238-1110




Route of Administration CUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALCOHOL (UNII: 3K9958Vv90M) (ALCOHOL - UNII:3K9958Vv90M) ALCOHOL 70 mL in 100 mL

Inactive Ingredients

Ingredient Name Strength
WATER (UNIIl: 059QFOKOO0R) 29.21 mL in 100 mL
CARBOMER COPOLYMER TYPE A (UNIl: 71DD5V995L) 0.35 mL in 100 mL
TROLAMINE (UNII: 903K93S3TK) 0.34 mL in 100 mL
GREEN TEA LEAF (UNII: W2ZU1RY8BO0) 0.1 mL in 100 mL
Packaging
# Item Code Package Description Marketing Start Marketing End

Date Date
NDC:79238- 89 mL in 1 BOTTLE, PLASTIC; Type 0: Not a
1 1110-1 Combination Product e AL
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ﬁ;ﬁ monograph not /43335 07/14/2020
HAND SANITIZER
alcohol 70% liquid
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:79238-1111
Route of Administration CUTANEOUS
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
ALCOHOL (UNII: 3K9958Vv90M) (ALCOHOL - UNII:3K9958Vv90M) ALCOHOL 70 mL in 100 mL
Inactive Ingredients
Ingredient Name Strength

CARBOMER HOMOPOLYMER TYPE A (ALLYL PENTAERYTHRITOL CROSSLINKED) (UNII: 0.35 mL

F68VH75CJC) in 100 mL



TROLAMINE (UNIl: 903K9353TK) 0.34 mL

in 100 mL
GREEN TEA LEAF (UNIl: W2ZU1RY8BO) 0.1 mL in 100 mL
. 29.21 mL
WATER (UNIl: 059QF0KOO0R) ‘0 100 mL

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:79238- 89 mL in 1 BOTTLE, PLASTIC; Type O: Not a

1 1111-1 Combination Product RUES 2R
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Marketing Application Number or Monograph Marketing Start Marketing End
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