HAND SANITIZER- hand sanitizer gel
Shantou Wanli Biotechnology Co.,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)
PROPYL ALCOHOL 75% 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

glycerin, hydrogen peroxide, purified water USP



Package Label - Principal Dis play Panel

S'DANE
e

715% ALCOHOL

kills 99.9% of common germs

ALCOHOL
HAND SANITIZER GEL

[V[Against germs
™ Quick-drying
¥ Rinse-free

Specially formulated with antibacterial ingredients,
which are effective at eliminating

MRSA and E.coli*,

while leaving your hands gently cleansed and refreshed.

Net:17.6 fl 0z(500ml)

S’DANE

Active Ingredient Purpose
Ethyl Alcohol 75% ............................Antimicrobial
Use[s]

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

Warnings

or | use only.Fl
heat or flame

Do not use
© in children less than 2 months of age
e on open skin wounds

Keep away from

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

Directions

o 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

o Store between 15-30C (59-83F)

e Avoid freezing and excessive heat above
40C (104F)

Ingredients: Water(Aqua),Glycerin,Carbomer,
Triethanolamine,Parfum/ Fragrance,
Denatonium benzoate.

Manufacturer:

SHANTOU WANLI BIOTECHNOLOGY CO.,LTD

Add: INDUSTRIAL DISTRICT,PENGFA JINLIN ROAD,
WAISHA LONGHU SHANTOU GUANGDONG CHINA

MADE IN CHINA EXPIRY DATE:2022-12
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S'DANE

4
15% ALCOHOL

kills 99.9% of common germs

ALCOHOL
HAND SANITIZER GEL

[V]Against germs
™ Quick-drying
M Rinse-free

Specially formulated with antibacterial ingredients,
which are effective at eliminating
MRSA and E.coli*,

Net:26.4 fl 0z(750 ml)

while leaving your hands gently cleansed and refreshed.

S’DANE

Active Ingredient Purpose
Ethyl Alcohol 75% .............................Antimicrobial
Usels:

1
Hand sanitizer to help reduce bacteria that potentially
can cause disease.For use when soap and water are
not available.

Warnings
For extemal use only.Flammable. Keep away from
heat or flame

Do not use
e in children less than 2 months of age
s on open 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 and ask a doctor if imitation 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.Rul handst(;gether until dry.

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

Other information

e Store between 15-30C (59-83F)

* Avoid freezing and excessive heat above
40G (104F)

Ingredients: Water(Aqua) Glycerin Carbomer,
Triethanolamine,Parfum/ Fragrance,
Denatonium benzoate.

Manufacturer:

SHANTOU WANLI BIOTECHNOLOGY CO.,LTD

Add: INDUSTRIAL DISTRICT,PENGFA JINLIN ROAD,
WAISHA LONGHU SHANTOU GUANGDONG CHINA

MADE IN CHINA EXPIRY DATE:2022-12
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75% ALCOHOL

kills 99.9% of common germs

HAND SANITIZER GEL

[V[Against germs
M Quick-drying
M Rinse-free

Specially formulated with antibacterial ingredients,
which are effective at eliminating

MRSA and E.coli®,

while leavingyour hands gently cleansed and

Active Ingredient Purpose W
Ef N[‘.ohol T9%.......Antimicrobial

Us

Ha sanltlzer to help reduce bacteria
that potentially can cause disease For
use when sodp and water are not

available.

For extgrml use only.Flammable.
from heat or flame

Do not use

« in children less than 2 months of age
« 0N Open skin wounds

When using this roa..mt ke

£yes edrs a In case mnta-::t
with eyes finse thoroughly with water.
Stop use and ask a doctof if Irritation or
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Poison Gon | Center right away.
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« Store between 15-30C (59-53F
« Avold freezing and excessive heat above
40C (104F

Ingredients: Water(Aqua),Glycerin,Carbomer,
Triethanolamine, Parfum/Fragrance,

Denatonium benzoate.

Manufacturer:

SHANTOU WANLI BIOTECHNOLOGY CO_LTD
Add: INDUSTRIAL DISTRICT PENGFA JINLIN ROAD,
WAISHA LONGHU SHANTOU GUANGDONG CHINA

MADE IN CHINA  EXPIRY DATE:2022-12
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Use[s]

S’DANE
75% ALCOHOL

kills 99.9% of common germs

ALCOHOL

HAND SANITIZER GEL

[V[Against germs
™ Quick-drying
M Rinse-free

Specially formulated with antibacterial ingredients,

which are effective at eliminating
MRSA and E.coli*,

while leaving your hands gently cleansed and refreshed.

Net:8.8 fl 0z(250ml)

Hand sanitizer to help reduce bacteria that potentially
can cause disease.For use when soap and water are

not available.

Warnings
For extemal use only.Flammable. Keep away from

heat or flame

Do not use
o in children less than 2 months of age

e on open 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 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

o 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.

Other information

e Store between 15-30C (59-83F)

e Avoid freezing and excessive heat above
40C (104F)

Ingredients: Water(Aqua),Glycerin,Carbomer,

Triethanolamine,Parfum/ Fragrance,

C€wu1

ium benzoate.

Manufacturer:
SHANTOU WANLI BIOTECHNOLOGY CO.,LTD

Add: INDUSTRIAL DISTRICT,PENGFA JINLIN ROAD,
WAL SHA LONGHU SHANTOU GUANGDONG CH NA




S'DANE

715% ALCOHOL

kills 99.9% of common germs

ALCOHOL
HAND SANITIZER GEL

[V[Against germs
¥ Quick-drying
¥ Rinse-free

Specially formulated with antibacterial ingredients,
which are effective at eliminating

MRSA and E.coli*,

while leaving your hands gently cleansed and refreshed.

Net:35.2 fl 0z(1000 ml)

S’DANE

Active Ingredient Purpose
Ethyl Alcohol 75% .......................... Antimicrobial
Use[s]

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

Warnings
For extemal use only.Flammable. Keep away from
heat or flame

Do not use
e in children less than 2 months of age
e on open 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 and ask a doetor 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 preduct 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 (59-83F)

e Avoid freezing and excessive heat above
40C (104F)

Ingredients: Water(Aqua),Glycerin,Carbomer,
Triethanolamine, Parfum/ Fragrance,
Denatonium benzoate.

Manufacturer:

SHANTOU WANLI BIOTECHNOLOGY CO. LTD

Add: INDUSTRIAL DISTRICT,PENGFA JINLIN ROAD,
WAISHA LONGHU SHANTOU GUANGDONG CHINA

MADE IN CHINA EXPIRY DATE:2022-12




S’DANE

75% ALCOHOL

kills 99.9% of common germs
HAND SANITIZER GEL

[V[Against germs

¥ Quick-drying
[V Rinse-free

Specially formulated with antibacterial ingredients,
which are effective at eliminating
MRSA and E.coli*,

while leaving your hands gently cleansed and refreshed.

Net:2.1 fl 0z(60 ml)

S’DANE

Active Ingredient Purpose
Ethyl Alcohol 75% . Anbmicrobial

Use[s]

Ham[i sanitizer to help reduce bacteria that potentially
can cause disease.For use when soap and water are
not available.

Warnings
For extemal use only.Flammable. Keep away from
heat or flame

Do not use
& in children less than 2 months of age
# on open 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 and ask a doctor if imtation or rash occurs.
These may be signs of a serious condition.

K:ﬁp out of reach of children.If swallowed, ?et
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.

Other information

» Store between 15-30C (59-83F)

» Avoid freezing and excessive heat above
40C (104F)

Ingredients: Waler(Aqua&,Glyceﬁn,Ca rbomer,
Triethanolamine Parfum/ Fragrance,
Denatonium benzoate.

Manufacturer:

SHANTOU WANLI BIOTECHNOLOGY CO_LTD

Add: INDUSTRIAL DISTRICT PENGFA JINLIN ROAD,
WAISHA LONGHU SHANTOU GUANGDONG CHINA

MADE IN CHINA EXPIRY DATE:2022-12
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S’DANE

Active Ingredient Purpose
Ethyl Alcohol 75% .......ovveeeeeene. Antimicrobial
/ Use[s]

® Hand sanitizer to help reduce bacteria that potentially
can cause disease.For use when soap and water are
not available.
Warnings
For extemal use only.Flammable. Keep away from
heat or flame
Do not use

e in children less than 2 months of age

7 0/ ALCOHOL ® on open skin wounds
5 0 When using this product keep out of eyes ears,and

5 th.l f contact with M
kills 99.9% of common germs thoroughly with water. T T

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

dical hel tact a Poison Control Center right
ALCOHOL ;nﬁagl/(.:a elp or contact a Poison Control Center rig

HAND SANITIZER GEL Directions

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

MAgainst germs ¢ Supervise children under 6 years of age when
using this product to avoid swallowing.
MQUiCk'd ryi ng Other information
M e Store between 15-30C (59-83F)
i - e Avoid freezing and excessive heat above
Rinse-free 400 (1048)

Ingredients: Water(Aqua),Glycerin,Carbomer,
Triethanolamine,Parfum/ Fragrance,
Denatonium benzoate.

Manufacturer:

SHANTOU WANLI BIOTECHNOLOGY CO.,LTD

Add: INDUSTRIAL DISTRICT,PENGFA JINLIN ROAD,
WAISHA LONGHU SHANTOU GUANGDONG CHINA

MADE IN CHINA EXPIRY DATE:2022-12

Specially formulated with antibacterial ingredients,
which are effective at eliminating

Y
‘.
.

mﬁﬁ:laeg?/iigzg;'rhandsgentlycleansed and refreshed. c € n 1 ‘ ‘ ‘
Net:7.05 fl 0z(200ml) " U 619222121032539




S'DANE

75% ALCOHOL

kills 99.9% of common germs
HAND SANITIZER GEL

[M[Against germs

™ Quick-drying
M Rinse-free

specially formulated with antibacterial ingredients,
which are effective at eliminating

MRSA and E.coli*,

while leaving your hands gently cleansed and refreshed.

Net:3.53 fl 0z(100ml)

S’DANE

Active Ingredient

Purpose
Ethyl Alcohol 75% ...................

<eeenene...ANtIMicrobial

Use[s

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

Warnings
For extemal use only.Flammable. Keep away from
heat or flame

Do not use
# in children less than 2 months of age
« on open 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 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

* 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.

Other information

« Store between 15-30C (59-83F)

« Avoid freezing and excessive heat above
40C (104F)

Ingredients: Water(Aqua),Glycerin,Carbomer,
Triethanolamine,Parfum/ Fragrance,
Denatonium benzoate.

Manufacturer:

SHANTOU WANLI BIOTECHNOLOGY CO.,LTD

Add: INDUSTRIAL DISTRICT,PENGFA JINLIN ROAD,
WAISHA LONGHU SHANTOU GUANGDONG CHINA

MADE IN CHINA EXPIRY DATE:2022-12
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HAND SANITIZER

hand sanitizer gel

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
ALCOHOL (UNII: 3K9958V90M) (ALCOHOL - UNII:3K9958 V90 M)

Inactive Ingredients
Ingredient Name
CARBOMER 1342 (UNI: 809 Y72KV36)
DIGLYCERIN (UNIL 3YC120743U)
WATER (UNIL 059 QFOKOOR)
DENATONIUM BENZOATE (UNIL: 4YK5Z54AT2)
CUPRIC TRIETHANO LAMINE (UNII: 6 NU949 U74E)

Item Code (Source)

Basis of Strength
ALCOHOL

NDC:74928-002

Strength
75 mL in 100 mL

Strength



Packaging
# Item Code

1 NDC:74928-002-01
2 NDC:74928-002-02
3 NDC:74928-002-03
4 NDC:74928-002-04
5 NDC:74928-002-05

NDC:74928-002-
06

7 NDC:74928-002-07

NDC:74928-002-
08

6

Package Description
30 mL in 1 BOTTLE; Type 0: Not a Combination Product
60 mL in 1 BOTTLE; Type 0: Not a Combination Product
100 mL in 1 BOTTLE; Type 0: Nota Combination Product
200 mL in 1 BOTTLE; Type 0: Nota Combination Product
250 mL in 1 BOTTLE; Type 0: Not a Combination Product

500 mL in 1 BOTTLE; Type 0: Nota Combination Product

750 mL in 1 BOTTLE; Type 0: Not a Combination Product

Marketing Start Date Marketing End Date
04/13/2020
04/13/2020
04/13/2020
04/13/2020
04/13/2020

04/13/2020

04/13/2020

1000 mL in 1 BOTTLE; Type 0: Not a Combination Product 04/13/2020

Marketing Information
Marketing Category  Application Number or Monograph Citation

OTC monograph not final part333A

Establishment

Marketing Start Date Marketing End Date

04/13/2020
Labeler - shantou Wanli Biotechnology Co.,Ltd. (544468822)
Name Address ID/FEI Business Operations
544468822 manufacture(74928-002)

Shantou Wanli Biotechnology Co.,Ltd.

Revised: 4/2020

Shantou Wanli Biote chnology Co.,Ltd.
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