BENZALKONIUM CHLORIDE INSTANT HAND SANITIZER- benzalkonium chloride
instant hand sanitizer liquid
Dongguan Mingyi Medical Products 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.

74046-006
Benzalkonium Chloride Instant Hand Sanitizer

Active Ingredients
Benzalkotim Chloide 0.13% v/v

Purpose

Antiseptic

Uses

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 not use
- In children less than 2 months of age

- On open skin wounds

when using this product

keep out of eyas, 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.

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 15-30°C ( 59-86°F)

Avcid freezing and excessive heat above 40°C ( 104°F)

Inactive Ingredients

aloe, glycerin , sterile distilled watet

Package Label - Principal Display Panel

' UNIVERSAL INSTANT HAND SANITIZER

/Drug Facts ) o
Active Ingredients PURPOSE
_BenzalkotLrn Chlioide 0.13% viv................... Antiseptic ) o
Use Hand Sanitizer to help reduce bacterla that potentially |

can cause disease.For use when soap and water are not Eﬁe CI’IVG bd Cteriostdhc I'lee

available.

WARNINGS

For external 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 eyas ears and mouth. Be nqu kon iu m

In case of contact with eyes. rinse eyes thoroughly with water.

g e e sl ecomy: Chloride Instant
Hand Sanitizer

Keep out of reach of chilldren.if swallowed.get medicol .
help or contact a Polson Control Cenlet nghl away.
Dlrectlons 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 15-30°C 59 as F)
Avcid freezing and excesslve heat above 40°c (104" F)
Inactive ingredients

kaloe,glycerin.sterile dislilled watet _/

[Valldity perlod] Two years

[Production date] See Outer Packaging

[Production Batch Number]See Outer Packaging
[Manufacturer]: Dongguan Mingyi medical supplies Co, Ltd
[Address]: Room 201, 1f, No. 187, Tianheng Road,
Shahukou management zone, Changping Town,
Dongguan City, Guangdong Province. 0.33FLoz/ 10ML

Made in China

EXTERNAL USE




o

UNIVERSAL INSTANT HAND SANITIZER

/Drug Facts
Active Ingredients PURPOSE
BenzalkotLm Chloide 0.13% viv...................Antiseptic

Use Hand Sanltizer to help reduce bacterla that potentlally
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 not use
‘In children less than 2 months of age
‘On open skin wounds

when using this product keep out of eyas.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 conditicn.

Keep out of reach of chilldren.if swallowed.get medicol .
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 15-30°C(59-86° F)
Avcid freezing and excessive heat above 40°c (104" F)

Inactive ingredients

\alne,glyoerin,stetile distilled watet

[Valldity perlod] Two years

[Production date] See Outer Packaging

[Production Batch Number]See Outer Packaging
[Manufacturer]: Dongguan Mingyi medical supplies Co, Ltd
[Address]: Room 201, 1f, No. 187, Tianheng Road,
Shahukou management zone, Changping Town,
Dongguan City, Guangdong Province.

Made in China

999%

Effective bacteriostatic rate

Benzalkonium
Chloride Instant

Hand Sanitizer

0.52FLoz / 15ML

EXTERNAL USE
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UNIVERSAL INSTANT HAND SANITIZER

’/Drug Facts

Active Ingredients PURPOSE
BenzalkotLm Chloide 0.13% viv...........ccccen Antiseptic

Use Hand Sanltlzer to help reduce bacterla that potentlally
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 not use
.In children less than 2 months of age
-On open skin wounds

when using this product keep out of eyas.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 conditicn.

Keep out of reach of chilldren.if swallowed.get medicol .
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 15-30°C(59-86° F)
Avcid freezing and excesslve heat above 40°c (104" F)

Inactive ingredients

\jlne .glycerin,sterile distilled watet

[Valldity perlod] Two years

[Production date] See Outer Packaging

[Production Batch Number]See Outer Packaging
[Manufacturer]: Dongguan Mingyi medical supplies Co, Ltd
[Address]: Room 201, 1f, No. 187, Tianheng Road,
Shahukou management zone, Changping Town,
Dongguan City, Guangdong Province.

Made in China

999%

Effective bacteriostatic rate

Benzalkonium
Chloride Instant

Hand Sanitizer

0.70FLoz / 20ML

EXTERNAL USE
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UNIVERSAL INSTANT HAND SANITIZER

’/Drug Facts
Active Ingredients PURPOSE
BenzalkotLm Chloide 0.13% wiv................... Antiseptic

Use Hand Sanltlzer to help reduce bacterla that potentlally
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 not use
In children less than 2 months of age
-On open skin wounds

when using this product keep out of eyas.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 conditicn.

Keep out of reach of chilldren.if swallowed.get medicol .

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 15-30°C(59-86° F)
Avcid freezing and excesslve heat above 40°c (104" F)

Inactive ingredients

\aloe .glycerin,sterile distilled watet

[Valldity perlod] Two years

[Production date] See Outer Packaging

[Production Batch Number]See Outer Packaging
[Manufacturer]: Dongguan Mingyi medical supplies Co, Ltd
[Address]: Room 201, 1f, No. 187, Tianheng Road,
Shahukou management zone, Changping Town,
Dongguan City, Guangdong Province.

Made in China

99.9%

Effective bacteriostatic rate

Benzalkonium
Chloride Instant

Hand Sanitizer

1.05FLoz / 30ML

EXTERNAL USE
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UNIVERSAL INSTANT HAND SANITIZER

/D rug Facts

Active Ingredients PURPOSE
BenzalkotLm Chloide 0.13% v/v................... Antiseptic

Use Hand Sanltizer to help reduce bacterla that potentlally
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 not use
.In children less than 2 months of age
-On open skin wounds

when using this product keep out of eyas.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 conditicn.

Keep out of reach of chilldren.if swallowed.get medicol .

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 15-30°C(59-86° F)
Avcid freezing and excesslve heat above 40°c (104" F)

Inactive ingredients
\\aloe ,glycerin,sterile distilled watet

[Valldity perlod] Two years

[Production date] See Outer Packaging

[Production Batch Number]See Quter Packaging
[Manufacturer]: Dongguan Mingyi medical supplies Co, Ltd
[Address]: Room 201, 1f, No. 187, Tianheng Road,
Shahukou management zone, Changping Town,
Dongguan City, Guangdong Province.

Made in China

999%

Effective bacteriostatic rate

Benzalkonium
Chloride Instant

Hand Sanitizer

1.40FLoz / 40ML

EXTERNAL USE
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UNIVERSAL INSTANT HAND SANITIZER

[Drug Facts N
Active Ingredients PURPOSE
BenzalkotLm Chloide 0. 13% v/v._____ . .. Antiseptic

Use Hand Sanltizer 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 not use

.In children less than 2 months of age

-On open skin wounds

when using this product keep out of eyas 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 conditicn.

Keep out of reach of chilldren.if swallowed.get medicol .
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 15-30° 0(59 ss“ F}
Avcid freezing and excesslve heat above 40°c (104"

Inactive ingredients

kaloe,glyoenn.ﬂeriie distilled watet j

[Valldity perlod] Two years

[Production date] See Outer Packaging

[Production Batch Number]See Outer Packaging
[Manufacturer]: Dongguan Mingyi medical supplies Co, Ltd
[Address]: Room 201, 1f, No. 187, Tianheng Road,
Shahukou management zone, Changping Town,
Dongguan City, Guangdong Province.

Made in China

99.9%

Effective bacteriostatic rate

Benzalkonium
Chloride Instant
Hand Sanitizer

1.75FLoz / 50ML

EXTERNAL USE
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UNIVERSAL INSTANT HAND SANITIZER

/Dl'l.l g Facts \
Active Ingredients PURPOSE
Benzalkoth Chloide 0.13% v/v... Antlseptlc

Use Hand Sanitizerto help rﬁduoe badar!a tha‘tpotentlaliy
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 not use

In children less than 2 months of age

-On open skin wounds

when using this product keep out of eyas.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 conditicn.

Keep out of reach of chilldren.if swallowed.get medicol .
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 15-30° 0(59 -86° F)
Avcid freezing and excesslve heat above 40°c (104" F)

Inactive ingredients

kaloe,glycgrin,steriie distilled watet _/

[Valldity perlod] Two years

[Production date] See Outer Packaging

[Production Batch Number]See Outer Packaging
[Manufacturer]: Dongguan Mingyi medical supplies Co, Ltd
[Address]: Room 201, 1f, No. 187, Tianheng Road,
Shahukou management zone, Changping Town,
Dongguan City, Guangdong Province.

Made in China

99.9%

Effective bacteriostatic rate

Benzalkonium
Chloride Instant
Hand Sanitizer

2.11FLoz / 60ML

EXTERNAL USE
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UNIVERSAL INSTANT HAND SANITIZER

/Drug Facts
Active Ingredients PURPOSE
BenzalkotLm Chloide 0.13% viv..........._...._Antiseptic

Use Hand Sanltizer to help reduce bacterla 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 not use

.In children less than 2 months of age

-On open skin wounds

when using this product keep out of eyas.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 conditicn.

Keep out of reach of chilldren.if swallowed.get medicol .
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 15-30° 0(59 -86° F)
Avcid freezing and excesslve heat above 40°c (104" F)

inactive ingredients

[Valldity perlod] Two years

[Production date] See Outer Packaging

[Production Batch Number]See Outer Packaging
[Manufacturer]: Dongguan Mingyi medical supplies Co, Ltd
[Address]: Room 201, 1f, No. 187, Tianheng Road,
Shahukou management zone, Changping Town,
Dongguan City, Guangdong Province.

Made in China

\aloe‘glyoerin.steri!e distilled watet j

99.9%

Effective bacteriostatic rate

Benzalkonium
Chloride Instant
Hand Sanitizer

3.51FLoz / 100ML

EXTERNAL USE
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UNIVERSAL INSTANT HAND SANITIZER

/Drug Facts h
Active Ingredients PURPOSE
BenzalkotLm Chloide 0.13% v!v....._.............Antisqptic

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 not use

.In children less than 2 months of age

-On open skin wounds

when using this product keep out of eyas.ears.and mouth.
In case of contact with eyes. rinse eyes thoroughly with water.

stop use and ask a doctaor if irritation or rash occurs.
These may be signs of a serious conditicn.

Keep out of reach of chilldren.if swallowed.get medicol .
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 15-30° 0(59 86° F)
Avcid freezing and excesslve heat above 40°c (104" F)

Inactive ingredients

\floe‘glyoerin.steriie distilled watet _/

[Valldity perlod] Two years

[Production date] See Outer Packaging

[Production Batch Number]See Outer Packaging
[Manufacturer]: Dongguan Mingyi medical supplies Co, Ltd
[Address]: Room 201, 1f, No. 187, Tianheng Road,
Shahukou management zone, Changping Town,
Dongguan City, Guangdong Province.

Made in China

99.9%

Effective bacteriostatic rate

Benzalkonium
Chloride Instant
Hand Sanitizer

8.79FLoz / 250ML

EXTERNAL USE




4 UNIVERSAL INSTANT HAND SANITIZER

/Drug Facts h o
Active Ingredients PURPOSE
BenzalkotLm Chioide 0.13% v/v..................Antiseptic o
Use Hand Sanltizer to help reduce bacterla that potentlally |

di F wh d wate not C . -
bl e o usewhen sospandveler e Effective bacteriostatic rate
WARNINGS
_For | use only.Fl ble. 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 eyas.ears.and mouth. Be nqu kon i u m

In case of contact with eyes. rinse eyes thoroughly with water.

Theos mey b signs of s ssrious condtion. Chloride Instant
Hand Sanitizer

Keep out of reach of chilldren. if swallowed.get medicol .

help or contact a Poison Control Center right away.

Dlrectlons Place enough product on hands to cover alf
surfaces.Rub hands together until dry. Supervise children under
6 years of age when using this product to aveoid swallowing
other Information: Store between 15-30° C(ss ss‘ F)

Avcid freezing and excesslve heat above 40°c (1047

Inactive ingredients
\floe,glycerin.sterile distilled walet _/

[Validity perlod] Two years

[Production date] See Outer Packaging

[Production Batch Number]See Outer Packaging
[Manufacturer]: Dongguan Mingyi medical supplies Co, Ltd
[Address]: Room 201, 1f, No. 187, Tianheng Road,
Shahukou management zone, Changping Town,

Dongguan City, Guangdong Province. 17.59FLoz / 500ML
Made in China

EXTERNAL USE

BENZALKONIUM CHLORIDE INSTANT HAND SANITIZER

benzalkonium chloride instant hand sanitizer liquid

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:74046-006
Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
BENZALKONIUM CHLORIDE (UNII: FSUM2KM3W7) (BENZ ALKONIUM - BENZ ALKONIUM 0.13 g
UNII: 7N6JUD5X6Y) CHLORIDE in 100 mL

Inactive Ingredients

Ingredient Name Strength
WATER (UNIl: 059QFOKOOR)
GLYCERIN (UNII: PDC6A3C00X)



ALOE (UNII: V5VD430YW9)

Packaging
# Item Code Package Description

NDC:74046- 10 mL in 1 BOTTLE; Type 0: Not a Combination

1 006-01 Product

2 NDC:74046- 15 mLin 1 BOTTLE; Type 0: Not a Combination
006-02 Product

3 NDC:74046- 20 mL in 1 BOTTLE; Type 0: Not a Combination
006-03 Product

a NDC:74046- 30 mLin 1 BOTTLE; Type 0: Not a Combination
006-04 Product

5 NDC:74046- 40 mL in 1 BOTTLE; Type 0: Not a Combination
006-05 Product

6 NDC:74046- 50 mL in 1 BOTTLE; Type 0: Not a Combination
006-06 Product

7 NDC:74046- 60 mL in 1 BOTTLE; Type 0: Not a Combination
006-07 Product

8 NDC:74046- 100 mL in 1 BOTTLE; Type 0: Not a Combination
006-08 Product

9 NDC:74046- 250 mL in 1 BOTTLE; Type 0: Not a Combination
006-09 Product

10 NDC:74046- 500 mL in 1 BOTTLE; Type 0: Not a Combination
006-10 Product

Marketing Information

Marketing Application Number or Monograph
Category Citation
OTC monograph not

final part333A

Marketing Start
Date

Marketing End
Date

01/15/2022
01/15/2022
01/15/2022
01/15/2022
01/15/2022
01/15/2022
01/15/2022
01/15/2022
01/15/2022

01/15/2022

Marketing Start
Date

Marketing End
Date

01/15/2022

Labeler - pongguan Mingyi Medical Products Co., Ltd. (554526907)

Registrant - pongguan Mingyi Medical Products Co., Ltd. (554526907)

Establishment

Name
Dongguan Mingyi Medical Products Co., Ltd.

Address

Revised: 3/2022

554526907

ID/FEI Business Operations

manufacture(74046-006)

Dongguan Mingyi Medical Products Co., Ltd.
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