HAND SANITISER- isopropyl alcohol spray
WESTBARNCO 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.

Active Ingredient(s)
Isopropyl Alcohol 67% w/w

Drug Facts Active ingredient[s] |5c'prop}f| alcohol 67% wiw
Purpose ﬁ-ntisept Ic.

Use[s] Hand sanitiser spray to |1v.=_-||::- reduce bactena that p-otentia”':,.f can cause disease. For use when soap and

water are not available.

Warni ngs

FCIF externa| use 0n|}r. FlammaHe. KE‘E‘P away ﬁ'cm I'iE'Et or 'FIEIITIE

Do not use
- in children less than 2 menths of age

- on open skin wounds

When usirig this product keep out of eyes, ears, and mouth. In case of contact with eyes, rinse eyes thorough!y

with water.

5tup use and ask a doctor if irmtation or rash occurs. These may be signs of a serious condition.

Keep out of reach of children if swallowed, get medical hefp or contact a Poisen Contral Center right away.

Directions
. Place En::uu.gl'l prccluct on hands to cover all surfaces. Rub hands tﬁ.gether unil cfr}f_
; Superul'ie children under & years D-Fage when using this prc:::luct to avoid swa”c:-wing.

Other information
. Store between 15-30C (59-86F)
. Avoid Freezing and excessive heat above 40C (104F)

Inactive ingredients Mentha piperita leaf water, Glycerin, Mentha piperita oil, Eucalyptus globulus leaf ail,
Phenaxyethanol, Ethylhexylglycenn, Limonene, Cl 42050, C116035.

Purpose

Antiseptic

Use(s)

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

Warnings

For external use only. Flammable. Keep away from heat or flame

Do notuse

* in children less than 2 months of age



* onopen skin wounds

When using this product

keep out of eyes, ears, and mouth. In case of contact with eyes, rinse eyes thoroughly with water.

Stop use

if irritation or rash occurs. These may be signs of a serious condition.

Keep out of reach of children

If swallowed, get medical help or contact a Poison Control Center right away.

Directions
* Place enough product on hands to cover all surfaces. Rub hands together until dry.

* Supervise children under 6 years of age when using this product to avoid swallowing.

Dosage
wet hands thoroughly with product and allow to dry without wiping

Other Information
* Store between 15-30C (59-86F)
* Avoid freezing and excessive heat above 40C (104F)

Inactive ingredients

Mentha piperita leaf water, Glycerin, Mentha piperita oil, Eucalyptus globulus leaf oil, Phenoxyethanol,
Ethylhexylglycerin, Limonene, CI 42090, CI 16035.

50ml. 76916-167-15



WBCE.

CLEAN DOWN
Sanitiser Spray

FOR HANDS &
HARD SURFACES

50ml 2 1.69 fl. oz.




DIRECTIONS FOR USE Dispense 3-4
sprays onto hands and massage together. Allow

to dry, no need to rinse. Use with caution on
sensitive hands. Can also be used on hard surfaces.

WARNINGS Do not ingest. Avoid contact with eyes.
If product gets into eyes, rinse thoroughly with water.
Not for facial use. Flammable. Keep away from heat
and flame. Keep out of reach of children. If swallowed,
seek medical advice.

INGREDIENTS Isopropyl alcohol, Mentha piperita leaf
water, Glycerin, Mentha piperita oil, Eucalyptus
globulus leaf oil, Cl 42090, Cl 16035, Phenoxyethanol,
Ethylhexylglycerin, Limonene.

WBCo, St John's Rd, Durham, DH7 8TZ | Handmade in the UK.
WRBC?2: is aregistered trademark of WestBarnCo Ltd.

200ml. 76916-167-12



DIRECTIONS FOR USE Dispense 3-4
sprays onto hands and massage together. Allow

to dry, no need to rinse. Use with caution on

wece sensitive hands. Can also be used on hard surfaces.

WARNINGS Do not ingest. Avoid contact with eyes.

REFILL If product gets into eyes, rinse thoroughly with water.

Not for facial use. Flammable. Keep away from heat

CLEAN DOWN and flame. Keep out of reach of children. If swallowed,
seek medical advice.

Sanitiser 5|:J-ra.'3,-I

INGREDIENTS Isopropyl alcohol, Mentha piperita leaf
water, Glycerin, Mentha piperita oil, Eucalyptus
globulus leaf oil, Cl 42090, Cl 16035, Phenoxyethanol,
Ethylhexylglycerin, Limonene.

WBCo, St John's Rd, Durham, DH7 8TZ | Handmade in the UK.
FOR HANDS &

HARD SURFACES WRBC?Q: is aregistered trademark of WestBarnCo Ltd.

200mi L * 6,57 fl.ox

HAND SANITISER
isopropyl alcohol spray

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:76916-167

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

ISOPROPYL ALCOHOL (UNI: ND2M416302) (ISOPROPYL ALCOHOL - ISOPROPYL 0.67 mL
UNIE:ND2M416302) ALCOHOL in 50 mL
Inactive Ingredients

Ingredient Name Strength
GLYCERIN (UNII: PDC6A3C00X) 0.1 mL in 50 mL
EUCALYPTUS OIL (UNI: 2R040NI662) 0.0008 mL in 50 mL
ETHYLHEXYLGLYCERIN (UNI: 147D247K3P) 0.0000012 mL in 50 mL
MENTHA PIPERITA LEAF (UNI: A389033LX6) 0.2272 mL in 50 mL
PEPPERMINT OIL (UNI: AV092KU4JH) 0.0008 mL in 50 mL

FD&C BLUE NO. 1 (UNII: H3R47K3TBD) 0.000028 mL in 50 mL



PHENO XYETHANOL (UNIL: HIE492ZZ73T)
WATER (UNIL: 059QF0KOOR)
FD&C RED NO. 40 (UNI: WZB9127X0A)

Packaging

# Item Code Package Description

1 NDC:76916-167- 50 mL in 1 BOTTLE, SPRAY; Type 0: Nota Combination
15 Product

2 ll\IzDC:769 16-167- 500 mL in 1 BOTTLE; Type 0: Nota Combination Product

Marketing Information

Marketing Category  Application Number or Monograph Citation
OTC monograph not final part333A

Labeler - WESTBARNCO LTD (222350573)

Revised: 4/2020

0.0000108 mL in 50 mL
0.001135 mL in 50 mL
0.000025 mL in 50 mL

Marketing Start
Date

05/10/2020

05/10/2020

Marketing Start Date
05/10/2020

Marketing End
Date

Marketing End Date

WESTBARNCO LTD
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