ANTIBACTERIAL WIPES UNSCENTED- benzalkonium chloride solution
ZHANGZHOU WANSIKE ELECTRONICS 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.

80593-003

ANTIBACTERIAL WIPES UNSCENTED

Active Ingredient(s)
Benzalkonium Chloride 0.13%

Purpose

Antibacterial

Use

To decrease bacteria on the skin that could cause disease

Warnings
For external use only

When using this product
keep out of eyes.In case of contact with eyes, flush thoroughly with water.
avoid contact with broken skin

Stop use and ask a doctor if
irritation and redness develop
condition persists for more than 72 hours.

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

Control Center right away.

Do notuse
/

keep out of eyes.In case of contact with eyes, flush thoroughly with water.
avoid contact with broken skin

Stop use and ask a doctor if
irritation and redness develop
condition persists for more than 72 hours.

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 and redness develop
condition persists for more than 72 hours.



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

Control Center right away.

Directions

allow to dry without wiping .
for children under 6, use only under adult supervision

not recommended for infants

Other information

keep containers tightly closed in a dry, cool and well;ventilatgd place.
recommended storage temperature: 32°F to 104°F (0°C to 40°C)

Inactive ingredients 1
aloe barbadensis leaf juice, phenoxyethanol, polysorbate 20, propylene glycol,

tocopheryl acetate, water
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Drug Facts

Active ingredient Purpose

Benzalkonium Chioride 0.13%...... Antibacterial

Uses

To decrease bacteria on the skin that could
3

cause diseas

Warnings
For external use only

\When using this product B keep out of eyes,
In case of contact with eyes, flush thoroughly [
with water. avoid contact with broken skin

Ston e o e vih broken skin__

Stop use and ask a doctor if M iritation and
redness developm condition persists for more
urs

than 72 hot
Keep out of reach of children. If swallowed,
get medical help or contact a Poison Control

Center right away. »
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OF BACTERIA*

Inactive ingredients

i o . aloe barbadensis leaf Juice,

IPES gm*3in

W (15 cm x 20 cm) Propylene glycol, tocopheryl acetate,
S

i NJ USA
tributed by A1 Master Trading LLC
Dis :
Made in China-




aster Trading LLC NJ USA

‘Made in China-

DISINEECTING

Drug Facts

Active ingredient Purpose
Benzalkonium Chioride 0. 13%....... Antibacterial
Uses

To decrease bacteria on the skin that could
cause disease

Warnings

For external use only
When using this product l keep out of eyes.
In case of contact with eyes, flush thoroughly
with water. Wavoid contact with broken Skin
Stop use and ask a doctor if W imitation and
redness developm condition persists for more.
than 72 hours,

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

Drug Facts (continued)
Directions

W allow to dry without wiping

9% M for children under 6, use only under
= adult supervision

OF BACTERIA* B 1ot recommended for infants

Other information

W keep containers. tightly closed in a
dry, cool and well-ventilated place.

W recommended storage temperature:
32°F to 104°F (0°C to 40°C)

Inactive ingredients

aloe barbadensis leaf Juice,
phenoxyethanol, polysorbate 20,
propylene glycol, tocopheryl acetate,
water

Drug Facts

Active ingredient Purpose

Benzalkonium Chioride 0.13%..... Anfibacterial

Uses

To decrease bacteria on the skin that could

cause disease

Warnings

For external use only

\When using this product keep out of eyes,

In case of contact with eyes, flush thoroughly

with water. Mavoid contact with broken skin

Stop use and ask a doctor if Wimitation and

redness developm condition persists for more
urs,

than 72 hou
Keep out of reach of children. If swallowed,

get medical help or contact a Poison Control
Center right away. >

Drug Facts (continued)
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IPES )

9% M for children under 6, use only under
L] adult supervision

OF BACTERIA* B ot recommended for infants

Other information

W keep containers tightly closed in a
dry, cool and well-ventilated place.

W recommended storage temperature:
32°F 10 104°F (0°C to 40°C)

Inactive ingredients

aloe barbadensis leat juice,
phenoxyethanal, polysorbate 20,
propylene glycol, tocopheryl acetate,
water




Drug Facts

Active ingredient Purpose
Benzalkonium Chioride 0. 13%....... Antibacterial
Uses

To decrease bacteria on the skin that could
cause disease

Warnings

For external use only
When using this product B keep out of eyes.
In case of contact with eyes, flush thoroughly
with water. Wavoid contact with broken Skin
Stop use and ask a doctor if W imitation and
redness develop @ condition persists for more
than 72 hours,

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

Drug Facts (continued)
Directions

o M allow to dry without wiping
KI L LS 99 9 (o) M for children under 6, use only under
- adult supervision
OF BACTERIA* B N0t recommended for nfants
Other information

W keep containers. tightly closed in a
dry, cool and well-ventilated place.

B recommended storage temperature:
32°F to 104°F (0°C to 40°C)

Inactive ingredients
aloe barbadensis leaf Juice,
phenoxyethanol, polysorbate 20,
propylene glycol, tocopheryl acetate,
water
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Drug Facts

Active ingredient Purpose
Benzalkonium Chioride 0.13%..... Anfibacterial
Uses

To decrease bacteria on the skin that could
cause disease

Warnings

For external use only
\When using this product keep out of eyes,

In case of contact with eyes, flush thoroughly
with water. Mavoid contact with broken skin

Stop use and ask a doctor if W imitation and
redness developmy condition persists for Mmore
urs,

than 72 hou
Keep out of reach of children. If swallowed,

get medical help or contact a Poison Control
Center right away. >
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9% M for children under 6, use only under
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B not recommended for infants
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Other information

W keep containers tightly closed in a
dry, cool and well-ventilated place.

W recommended storage temperature:
32°F t0 104°F (0°C to 40°C)

Inactive ingredients

aloe barbadensis leat juice,
phenoxyethanal, polysorbate 20,
propylene glycol, tocopheryl acetate,
water




Drug Facts

Active ingredient Purpose
Benzalkonium Chioride 0. 13%....... Antibacterial
Uses

To decrease bacteria on the skin that could
cause disease

Warnings

For external use only
When using this product l keep out of eyes.
In case of contact with eyes, flush thoroughly
with water. Wavoid contact with broken Skin
Stop use and ask a doctor if W imitation and
redness develop @ condition persists for more
than 72 hours,

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

Drug Facts (continued)

Directions
M allow to dry without wiping

9% M for children under 6, use only under
= adult supervision

OF BACTERIA* B 10t recommended for infants
Other information

W keep containers. tightly closed in a

dry, cool and well-ventilated place.

W recommended storage temperature:

32°F to 104°F (0°C to 40°C)

Inactive ingredients
aloe barbadensis leaf Juice,
phenoxyethanol, polysorbate 20,
propylene glycol, tocopheryl acetate,
water
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Drug Facts

Active ingredient Purpose
Benzalkonium Chioride 0.13%..... Anfibacterial
Uses

To decrease bacteria on the skin that could
cause disease

Warnings

For external use only
\When using this product keep out of eyes,

In case of contact with eyes, flush thoroughly
with water. Mavoid contact with broken skin

Stop use and ask a doctor if W imitation and
redness developmy condition persists for Mmore
urs,

than 72 hot
Keep out of reach of chilren. If swallowed,

get medical help or contact a Poison Control
Center right away. >

Drug Facts (continued)

DISINEECTING
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ing
9% M for children under 6, use only under
L] adult supervision

B not recommended for infants
OF BACTERIA*

Other information

W keep containers tightly closed in a
dry, cool and well-ventilated place.

W recommended storage temperature:
32°F to 104°F (0°C to 40°C)

Inactive ingredients

aloe barbadensis leat juice,
phenoxyethanal, polysorbate 20,
propylene glycol, tocopheryl acetate,
water




Drug Facts

Active ingredient Purpose
Benzalkonium Chioride 0. 13%.......s Antibacterial
Uses

To decrease bacteria on the skin that could
cause disease

Warnings

For external use only
When using this product  keep out of eyes.
In case of contact with eyes, flush thoroughly
with water. Wavoid contact with broken Skin
Stop use and ask a doctor if W imitation and
redness developm condition persists for more
than 72 hours,

Keep out of reach of children. If swallowed,
get medical help or contact a Poison Control
Center right away. >
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o W allow to dry without wiping
KI L LS 99 9 /o) B for children under 6, use only under
- adult supervision
OF BACTERIA* B not recommended for infants
Other information

W keep containers tightly closed in a
dry, cool and well-ventilated place.

B recommended storage temperature:
32°F to 104°F (0°C to 40°C)

Inactive ingredients
aloe barbadensis leaf Juice,
phenoxyethanol, polysorbate 20,
propylene glycol, tocopheryl acetate,
water
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Drug Facts

Active ingredient Purpose
Benzalkonium Chioride 0.13%..... Anfibacterial
Uses

To decrease bacteria on the skin that could
cause disease
Warnings

For external use only
\When using this product keep out of eyes,
In case of contact with eyes, flush thoroughly
with water. Mavoid contact with broken skin

Stop use and ask a doctor if W imitation and
redness develop m condition persists for more
urs,

than 72 hou
Keep out of reach of children. If swallowed,

get medical help or contact a Poison Control
Center right away. >

Drug Facts (continued)
Directions

W allow to dry without wiping

9% M for children under 6, use only under
L] adult supervision

OF BACTERIA* B ot recommended for infants

Other information

W keep containers tightly closed in a

dry, cool and well-ventilated place.
recommended storage temperature:

32°F to 104°F (0°C to 40°C)

Inactive ingredients

aloe barbadensis leat juice,
phenoxyethanal, polysorbate 20,
propylene glycol, tocopheryl acetate,
water
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KILLS 99.9%

OF BACTERIA*
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Binx8in
Trading LLC NJ USA WIPES (15 em x 20 cm)

Drug Facts

Active ingredient Purpose
Benzalkonium Chioride 0.13%...... Antibacterial

Uses
To decrease bacteria on the skin that could
cause disease

Warnings

For external use only
\When using this product B keep out of eyes,
In case of contact with eyes, flush thoroughly
with water. Wavoid contact with broken skin
Stop use and ask a doctor if Wiritation and
redness develop @ condition persists for more
than 72 hours,

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

Drug Facts (continued)

Directions

W allow to dry without wiping
B for children under 6, use only under
adult supervision

B ot recommended for infants

Other information
W keep containers. tightly closed in a
dry, cool and well-ventilated place.

W recommended storage temperature:
32°F to 104°F (0°C to 40°C)

Inactive ingredients

aloe barbadensis leaf Juice,
phenoxyethanol, polysorbate 20,
Propylene glycol, tocopheryl acetate,
water

ANTIBACTERIAL WIPES UNSCENTED

benzalkonium chloride solution

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
BENZALKONIUM CHL O RIDE (UNII: FSUM2KM3W?7) (BENZALKONIUM -
UNIL:7N6JUD5X6'Y)

Inactive Ingredients
Ingredient Name

.ALPHA.-TO COPHEROL ACETATE (UNIL: 9E8 X80D2L0)
ALOE VERA LEAF (UNIE: ZY81Z83H0 X)

PHENO XYETHANOL (UNIL: HIE492ZZ3T)

WATER (UNIEL 059 QFOKOOR)

POLYSORBATE 20 (UNI: 7T1F30 V5YH)

PROPYLENE GLYCOL (UNIE: 6DC9Q167V3)

Packaging

# Item Code Package Description

1 NDC:80593-003-01 10 in 1 PACKAGE; Type 0: Nota Combination Product
2 NDC:80593-003-03 50 in 1 PACKAGE; Type 0: Nota Combination Product

Item Code (Source)

NDC:80593-003

Basis of Strength Strength
BENZALKONIUM 0.13 g
CHLORIDE in 100

Strength

Marketing Start Date Marketing End Date

03/30/2020
03/30/2020



NDC:80593-003-02 20 in 1 PACKAGE; Type 0: Not a Combination Product 03/30/2020
NDC:80593-003-04 70 in 1 PACKAGE; Type 0: Not a Combination Product 03/30/2020
NDC:80593-003-05 80 in 1 CANISTER; Type 0: Not a Combination Product 03/30/2020
NDC:80593-003-08 300 in 1 CANISTER; Type 0: Nota Combination Product 03/30/2020
NDC:80593-003-07 160 in 1 CANISTER; Type 0: Nota Combination Product 03/30/2020
NDC:80593-003-09 500 in 1 CANISTER; Type 0: Nota Combination Product 03/30/2020
NDC:80593-003-06 100 in 1 CANISTER; Type 0: Nota Combination Product 03/30/2020
10 NDC:80593-003-10 800 in 1 CANISTER; Type 0: Nota Combination Product 03/30/2020

© 00N oo 1 AW

Marketing Information
Marketing Category  Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 03/30/2020

Labeler - zHANGZHOU WANSIKE ELECTRONICS CO., LTD (560452758)

Establishment
Name Address ID/FEI Business Operations
ZHANGZHOU WANSIKE ELECTRONICS CO., LTD 560452758 manufacture(80593-003)

Revised: 11/2020 ZHANGZHOU WANSIKE ELECTRONICS CO.,LTD
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