HAND SANITIZER-SPRAY- alcohol spray
Landy International

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)
Alcohol 65% v/v. Purpose: Antiseptic

Purpose

Antiseptic, Hand Sanitizer

Use

Hand Sanitizer 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
¢ inchildrenless than 2 months of age
¢ onopenskin 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 and ask a doctor 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.

Stop use and ask a doctor 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
e Place enough product on hands to cover all surfaces. Rub hands together until dry.
e Supervise children under 6 years of age when using this product to avoid swallowing.

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

Inactive ingredients

PEG-40 hydrogenated castor oil, Fragrance (Parfum), Tocopheryl acetate, Aloe barbadensis leaf
extract, Phenoxyethanol, Ethylhexylglycerin, purified water USP



Package Label - Principal Dis play Panel
60 mL NDC: 51706-814-01
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HAND SANITIZER SPRAY
2 fl.oz (60 mD

60 mL NDC: 51706-814-02

HAND SANITIZER SPRAY
Drug Facts

Active ingredien Purpose:

Ethyl Alcohol {Vol Antiseptc/Hand & Skin Sanitizer
8 Hand Sanitizer Spray to help decrease bacteriaon the skin
® Hecommended for repeated use.

Waming:

m Flammable. Keep away from tlame and heat.

m For external use only. ® Do not swallow.

m fvoid contact with eves. If contactoceurs, rinse with water.
= Keep outof reach of children. = Store betwee

Directions:

Place enough product in your palm to thoroughly cover your
hands and rub hands together until dry.

Inactive ingredien

Water(Agua), PEG-40 hydrogenated castor oil, Fragrance
(Partum), Tocophery ate, Aloe babadensis leaf extract,
Phenoxyethanol, Ethylhexylglycern.
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TEA TREE + ALOE
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With ric inE cn rg exiract
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HAND SANITIZER SPRAY
2 fl.oz (60 mbD

60 mL NDC: 51706-814-03

HAND SANITIZER SPRAY
Drug Facls

Active Ingredient Purpose:

Ethyl Alcohol (Yol i Antiseptc/Hand & Skin Sanitizer

ts
u Hand Sanitizer Spray to help decrease bacteria on the skin
® Hecommended for repeated use.
Waming:
m Flammeble. Keep away from flame and heat.
= For external use only. ™ Do not swallow.
m fvoid contact with eyes. If contactoccurs, rins
= Keep outof reach of children. = Store betwee
Directions:
Place enough product in your palm to thoroughly cover your
hands and rub hands together until dry.
fnactive ingredien
i ] drogenated castor oil, F
(Parfum), Tocopheryl acetate, Aloe batbadens
Melaleuca alternifolia (tea tree) leat oil, Phenoxyethano|,
Ethylhexylglycenn.

60 ml/2floz
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BLUEBERRY

With rich witamin E ane r0 extroct
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HAND SANITIZER SPRAY
2 fl.oz (60 m

60 mL NDC: 51706-814-04

HAND SANITIZER SPRAY
Drug Facts

Active ingredien Pulpose

Ethyl Alzohol (Vol ! ¢ Antiseptic/Hand & Skin Sanitizer
U

m Hand Sanitizer Spray to help decrease bacteriaon the shkin
= Hecommended for repeated use.

Waming:

= Flammable. Keep away from tlame and heat.

® For external only. ®Do not swallow.

m Avoid contact with eyes. f contactoceurs, rinse with water.
m Keep outof reach efchildren. mStore betw - 109 =
Directions:

Place enough product in your palm to thorough b cover your
hands and rub hands together until dry.

Inactive ingredient

Water{Aqua), PEG-40 hydrogenated castor oll, Fragrance
{Partum), Tocopheryl acetate, Aloe bahadens
Phenaxyethanal, Ethylhexylglycerin.

G60ml{f2floz
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STRAWBERRY
IMMUNITY

With i min E ana o extract

Kills 99.9% GERMS ©®

HAND SANITIZER SPRAY
2 fl.oz (60 ml)

HAND SANITIZER SPRAY
Drug Facts

Active ingredient

Ethyl Alzohol (Yol 58] % Skin Sanitizer
Us

m Hand Sanitizer Spray to help decrease bacteria on the skin
® Hecommended for repeated use.

Waming:

= Flammable. Keep away from tame and heat.

m For external use only. ® Do ot swallow.

® Avoid contact with eyes. If contact occurs

= Keep outof reach ofchidren. mStore betw

Directions:

Place enough preduct in your palm to thoroughly cover your
hands and rub hands together untitdry.

Inactive ingredfent

Water{Aqua), PEG-40 hydrogenated castor oil, Fragrance
{Parfum}, Tocopheryl 2

Phenoxyethanol, Ethylhexylglycerin.

60 mlf2floz
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FRESH HANDS

=

TEA TREE + ALOE
HEALING

With rict erc exiract

kills 99.9% GERMS ©

HAND SANITIZER SPRAY
2 fl.oz (60 ml)

60 mL NDC: 51706-815-01
60 mL NDC: 51706-815-02

HAND SANITIZER SPRAY
Drug Facls

Active ingredient

Ethyl Aleohol (Yol %) 6 AntisepticHand & Skin Sanitizer

Uses:
m Hand Sanitizer Spray to help decrease bacteriaon the skin
m Hecommended for repeated use,

Waming:

8 Flammeble. Keep away trom fhme and heat.

= For external use only. = Do not swallow.

= Avoid contact with eves. If contact occurs, nnse with water,

m Keep outof reachof children. ® Store between 32 °F-108 *F

Directions:

Place enough product in your palm to tho roughly cover your
hands and rub hands together until dry.

Inactive ingredients:

WateriAqua), PEG-40 hydrogenated castor ail, Fragrance
{Partum), Tocopheryl acetate, Aloe barbadensis leaf extract,
Melaleuca alternifoliz (tea tree) kat oil, Phenoxyethanol,
Ethylhexylglycenn.

GO0ml/f2floz
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FRESH HANDS

STRAWBERRY
IMMUNITY

With rich vitamin E and verd extroct

kills 99.9% GERMS

HAND SANITIZER SPRAY
2 fl.oz (60 ml)

60 mL NDC: 51706-815-03

HAND SANITIZER SPRAY
Drug Facts

Active ingredient Putpose:

Ethwl Alcohol [V 65%  AntisepticHand & Skin Santizer

Uses:

® Hand Sanitizer Spray to help decrease bacteria on the skin
® Recommended for repeated use.

Waming:

u Flammablke. Keep away from tlme and heat.

m For external use only. = Do not swallow.

» Avoid contact with eves. If contactoceurs, nnse withwater.
= Keep outof reachofchidren. = Store hetween 32 *F-109 °F
Directions:

Place enough praduct in your palm to tho mughly cover your
Fands and rub hands together until dry.

Inactive ingredients:
Water{Aqua), PEG-40 hydrogenated castor oil, Fragrance
{Partum), Tocop heryl acetate, Aloe barbadensis leaf extract,

Phenoxyethanal, Ethylhexylglycerin.
04100055
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FRESH HANDS

BLUEBERRY
DETOX

With rich vitamin E an verd extract

HAND SANITIZER SPRAY
2 fl.oz (60 ml)

60 mL NDC: 51706-815-04

HAND SANITIZER SPRAY
Drug Facls

Active ingredient

Ethwl Alcohol (Vol f AntisepticHand & Skin Santizer

Uses:

® Hand Sanitizer Spray to help decrease bacteriaon the skin
= Recommended for repeated use.

Waming:

u Flammeblke. Keep away from flame and heat.

m For external use only. Do not swallow.

® Avoid contact with eves. If contact occurs, ninse with water,
m Keep outof reachofchildren. m Store between 32 °F-108 *F
Directions:

Place enough product in your palm to tho roughly cover your
hands and rub hands together until dry.

Inactive ingredients:

Waterihqua), PEG-40 hydrogenated castor oil, Fragrance
{Partum), Tocopheryl acetate, Aloe barbadensis leaf extract,
Phenoxyethanol, Ethylhexylglycerin.

60ml/2floz

Wade in China




FRESH HANDS

EUCALYPTUS
STRESS RELIEF

With rich witamin E and £ verd exfract

lIs 99.9% GERMS O

HAND SANITIZER SPRAY
2 fl.oz (60 ml)

60ml NDC 51706-816

HAND SANITIZER SPRAY
Drug Facts

Active ingredient Putpose:

Ethyl Aleohol (VW 65%  AntisepticHand & Skin Santizer

Uses:

® Hand Sanitizer Spray to help decrease bacteraon the skin
® Hecommended for repeated use.

Waming:

m Flammablke. Keep away fram thme and heat.

= For external use only. = Do not swallow.

» Avoid contact with eves. If contactoceurs, rinse withwater.
m Keep outof reachofchidren. m Store between 32 °F-109 °F
Directions:

Place enough product in your palm to tho mughly cover your
hands and rub hands together until dry.

Inactive ingredients:

WatertAqua), PEG-40 hydrogenated castor oil, Fragrance
{Parfum}, Tocop heryl acetate, Aloe barbadensis leaf extract,
Phenaxyethanol, Ethylhexyiglycerin.

GO ml{2floz




FRESH HANDS

BLUEBERRY
DETOX

With rich vitamin E and verd exiract

HAND SANITIZER SPRAY
2 fl.oz (60 ml)

HAND SANITIZER-SPRAY

alcohol spray

Product Information

HAND SANITIZER SPRAY
Drug Facls

Active ingredient Putpose:

Ethwl Alcohol (Yol AntisepticHand & Skin Santizer

Uses:

® Hand Sanitizer Spray to help decrease bacieraon the skin
= Recommended for repeated use.

Waming:

u Flammeblke. Keep away from flame and heat.

m For external use only. Do not swallow.

® Avoid contact with eves. If contact occurs, ninse with water,
m Keep outof reachofchildren. m Store between 32 °F-108 *F
Directions:

Place enough product in your palm to tho roughly cover your
hands and rub hands together until dry.

Inactive ingredients:

Waterihqua), PEG-40 hydrogenated castor oil, Fragrance
{Parfum), Tocopheryl acetate, Aloe barbadensis leaf extract,
Phenoxyethanol, Ethylhexylglycerin.

60ml/2floz

Product Type HUMAN OTC DRUG Item Code (Source) NDC:51706-814
Route of Administration TOPICAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
ALCOHOL (UNII: 3K9958V90M) (ALCOHOL - UNII:3K9958 V90 M) ALCOHOL 65 mL in 100 mL
Inactive Ingredients
Ingredient Name Strength

ETHYLHEXYLGLYCERIN (UNIL: 147D247K3P)
WATER (UNII: 059QF0KOOR)

Packaging

# Item Code Package Description

0.0003 mL in 100 mL

Marketing Start Date Marketing End Date



1 NDC:51706-814-01 60 mL in 1 BOTTLE; Type 0: Nota Combination Product 03/30/2020
2 NDC:51706-814-02 60 mL in 1 BOTTLE; Type 0: Not a Combination Product 03/30/2020
3 NDC:51706-814-03 60 mL in 1 BOTTLE; Type 0: Not a Combination Product 03/30/2020
4 NDC:51706-814-04 60 mL in 1 BOTTLE; Type 0: Nota Combination Product 03/30/2020

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333E 03/30/2020

HAND SANITIZER-SPRAY

alcohol spray

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:51706-816

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALCOHOL (UNIL: 3K9958V90M) (ALCOHOL - UNI:3K9958 V90M) ALCOHOL 65 mL in 100 mL
Inactive Ingredients
Ingredient Name Strength
ETHYLHEXYLGLYCERIN (UNII: 147D247K3P) 0.0003 mL in 100 mL

WATER (UNII: 059QF0KOOR)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:51706-816-01 60 mL in 1 BOTTLE; Type 0: Nota Combination Product 03/30/2020

2 NDC:51706-816-02 60 mL in 1 BOTTLE; Type 0: Not a Combination Product 03/30/2020

3 NDC:51706-816-03 60 mL in 1 BOTTLE; Type 0: Not a Combination Product 03/30/2020

4 NDC:51706-816-04 60 mL in 1 BOTTLE; Type 0: Nota Combination Product 03/30/2020

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333E 03/30/2020

HAND SANITIZER-SPRAY
alcohol spray



Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:51706-815

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALCOHOL (UNII: 3K9958V90M) (ALCOHOL - UNI:3K9958V90M) ALCOHOL 65 mL in 100 mL
Inactive Ingredients
Ingredient Name Strength
ETHYLHEXYLGLYCERIN (UNIL: 147D247K3P) 0.0003 mL in 100 mL

WATER (UNII: 059QF0KOOR)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:51706-815-01 60 mL in 1 BOTTLE; Type 0: Nota Combination Product 03/30/2020

2 NDC:51706-815-02 60 mL in 1 BOTTLE; Type 0: Not a Combination Product 03/30/2020

3 NDC:51706-815-03 60 mL in 1 BOTTLE; Type 0: Not a Combination Product 03/30/2020

4 NDC:51706-815-04 60 mL in 1 BOTTLE; Type 0: Nota Combination Product 03/30/2020

Marketing Information
Marketing Category  Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333E 03/30/2020

Labeler - Landy International (545291775)

Establishment
Name Address ID/FEI Business Operations

Snoozy Freshners, LLC 075299630 label(51706-814)
Establishment

Name Address ID/FEI Business Operations
Landy International 545291775 manufacture(51706-814, 51706-815, 51706-816)
Establishment

Name Address ID/FEI Business Operations

DM imports, Ltd 799543041 label(51706-815)

Revised: 7/2020 Landy International
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