ANTIBACTERIAL HANDSOAP WITH MOISTURIZER- chloroxylenol gel
NINGBO JIANGBEI OCEAN STAR TRADING 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.

47993-277

Active ingredients

Chloroxylenol 0.3%

Antibacterial

Usesl

For hanbwashing to decrease bacteria on the skin.

Warnings:

For external use only.

When using this product avoid contact with eyes. In case of eye contact, flush with water.
Stop use and ask a doctorif irritation or redness develops.

Keep out of reach of children. If swallowedlget medical help or contact a Poison Control Center right
away.

When using this product avoid contact with eyes. In case of eye contact, flush with water.
Stop use and ask a doctor if irritation or redness develops.

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

Directions:
e Apply onto wet hands, lather for at least 30 second and rinse thoroughly.
e To refill a small size bottle, pour as needed.

Other information:
e Avoid freezing and excessive heat above 400(1040).

Inactive Ingredients:

WATER, SODIUM LAURETH SULFATE, COCAMIDOPROPYL BETAINE, GLYCERIN,
COCAMIDE METHYL MEA, SODIUM CHLORIDE, PARFUM, CITRIC ACID, DISODIUM EDTA,
METHYLCHLOROISOTHIAZOLINONE, METHYLISOTHIAZOLINONE, DYE.
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Drug Facts 16.9FL 02/500mL

Active ingredient  Purpose

Purpose
Chloroxylenol 0.3%.. . Antibacterial

Use For handwashing to decrease bacteria on the skin.

Warnings
For extemal use only

When using this product avoid contact with eyes. I case of
‘eye contact, flush with water.

Stop use and ask a doctor i iritation or redness develops.

Koep outof reach of children. I swallowed, get medical ielp
or contacta Poison Control Center right away.

Made in CHINA

Directions « Apply onto wet hands, lather for at least 30
seconds and rinse thoroughly.

Other Information « Avoid freezing and excessive
heat above 40°C (104°F).

Inactive ingredients WATER, SODIUM LAURETH SULFATE,
COCAMIDOPROPYL BETAINE, GLYCERIN, COCAMIDE METHYL MEA,
SODIUM CHLORIDE, PARFUM, CITRIC ACID, DISODIUM EDTA,

METHYLCHLOROISOTHIAZOLINONE, METHYLISOTHIAZOLINONE, DYE.
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Drug Facts

Active ingredient
Chloroxylenol 0.3%

16.9FL 0Z/500mL

Purpose
Antibacterial

Use For handwashing to decrease bacteria on the skin.
Warnings

For external use only

When using this product avoid contact with eyes. In case of
Syscontact fushwhhwater. |
Stop use and ask a doctor i iritation or redness develops.

“Keep out of reach of children. If swallowed, get medical help
or contacta Poison Control Center right away.

Directions « Apply onto wet hands, lather for at least 30
seconds and rinse thoroughly.

Other Information « Avoid freezing and excessive
heatabove 40°C (104°F).

Inactive ingredients WATER, SODIUM LAURETH SULFATE,
CCOCAMIDOPROPYL BETAINE, GLYCERIN, COCAMIDE METHYL MEA,
SODIUM CHLORIDE, PARFUM, CITRIC ACID, DISODIUM EDTA,

METHYLCHLOROISOTHIAZOLINONE, METHYLISOTHIAZOLINONE, DYE.

Made in CHINA
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Made in CHINA

Drug Facts 8.4FL 0Z/250mL

Active ingredient Purpose
Chloroxylenol 0.3%

Antibacterial

UIse For handwashing to decrease bacteria on the skin.

Warnings
For external use only

e When using this product avoid contact with eyes. In case of
eye contact, flush with water.

Stop use and ask a doctor n or redness develops.

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

L] Directions « Apply onto wet hands, lather for at least 30
seconds and rinse thoroughly.
[ ] Other Infarmation  Avid freezing and excessive
heat above 40°C (104°F).

Inactive ingredients WATER, SODIUM LAURETH SULFATE,
COCAMIDOPROPYL BETAINE, GLYCERIN, COCAMIDE METHYL MEA,
SODIUM CHLORIDE, PARFUM, CITRIC ACID, DISODIUM EDTA,
METHYLCHLOROISOTHIAZOLINONE, METHYLISOTHIAZOLINONE, DYE.
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Drug Facts 8.4FL 0Z/250mL
Active ingredient Purpose
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with Moisturizer
® . . Warnings
®

& For external use only
When using product avoid contact with eyes. In case of
kills more than 99.9% Y ey contact, flush vith water.
of most illness Stop use and ask a doctor if irritation or redness develops.
Keep out of reach of children. If swallowed, get medical help
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‘vo )é'“o causing germs or contact a Poison Control Center right away.

QEHﬂe on sk.!n L] Directinns = Apply onto wet hands, lather for at least 30
OE AT % seconds and rinse thoroughly.
< ' 0 g [ M Other Information » avoid freezing and excessive
heat above 40°C (104°F).
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Inactive ingredients WATER, SODIUM LAURETH SULFATE,

COCAMIDOPROPYL BETAINE, GLYCERIN, COCAMIDE METHYL MEA,
. 84FL 02/250 mL . SODIUM CHLORIDE, PARFUM, CITRIC ACID, DISODIUM EDTA,
' ™ METHYLCHLOROISOTHIAZOLINONE, METHYLISOTHIAZOLINONE, DYE.
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Drug Facts 33.82 FL 0Z/1L
Active Purpose
Chioroxylenol 0.3% ... ceusrersermssssenmssennnenn ANIDGCR A1

Use For handwashing to decrease bacteria on the skin,

For external use only

When using this product avoid contact with eyes. In case of eye
contact, flush with water.

Stop use and ask a doctor if irritation or redness davelops.

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

Directions = Apply onto wet hands, lather for at least 30
seconds and rinse
= To refill a small size bottle, po.runuethd

Other Information « avoid freezing and excessive
heat above 40°C (104°F).

Inactive ingredients WATER, SODIUM LAURETH SULFATE,
COCAMIDOPROPYL BETAINE, GLYCERIN, COCAMIDE METHYL MEA,
S0DIUM CHLORIDE, PARFUM, CITRIC ACID, DISODIUM EDTA,

METHYLCHLORGISOTHIAZOLINONE, METHYLISOTHIAZOLINDNE, DYE.
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Drug Facts 33.62 FL 0Z/11

Active ingredie Purpose

CIOOXYIBNG! 0.3% ..ovvvoveresserssosssssneeseneres A BCENERL Antibacterial Hand Soa )
Use For handwashing to decrease bacteria on the skin. with Moisturizer
Warnings

For external use only

mumnﬁ:prBMawldmmmmm In case of eye

o kills more than 99.9%

Stop use and ask a Iiuhr if irritation or redness develops.

Keep out of reach of children. I swallowed, get medical heip or of most iliness
contact a Paison Control Center right away. causing germs

Directions « Apply onto wet hands, lather for at least 30 :
seconds and rinse thoroughly. gentle on skin sce

= Torefill a small size bottle, pour as needed. NPl
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Other Information » Avoid freezing and excessive
heat above 40°C (104°F).

Inactive ingredients WATER, SODIUM LAURETH SULFATE,
COCAMIDOPROPYL BETAINE, GLYCERIN, COCAMIDE METHYL MEA,
SODIUM CHLORIDE, PARFUM, CITRIC ACID, DISODIUM EDTA,

METHYLCHLOROISOTHIAZOLINONE, METHYLISOTHIAZOLINONE, DYE.
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Best Used by: 07/2022

ANTIBACTERIAL HANDSOAP WITH MOISTURIZER

chloroxylenol gel

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:47993-277

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
CHLOROXYLENOL (UNII: 0F32U78V2Q) (CHLOROXYLENOL - UNI:0F32U78V2Q) CHLOROXYLENOL 0.3 g in 100 mL

Inactive Ingredients
Ingredient Name Strength




WATER (UNIE: 059 QFOKOOR)

SODIUM LAURETH SULFATE (UNI: BPV390UAPO)

CO CAMIDO PROPYL BETAINE (UNI: 50CF30 11KX)

GLYCERIN (UNI: PDC6A3C00X)

COCO YL METHYL MO NOETHANO LAMINE (UNIE: 79 G1T427CF)
SODIUM CHLORIDE (UNII: 451W47IQ8X)

ANHYDRO US CITRIC ACID (UNI: XF417D3PSL)

EDETATE DISODIUM (UNIE: 7FLD9 1C8 6K)

METHYL CHLORO ISO THIAZ O LINO NE (UNI: DEL7T5QRPN)
METHYLISO THIAZ O LINO NE (UNIL: 229 DOE1QFA)

Packaging
. . rketin r rketing En
# Item Code Package Description Marketing Start Marketing End
Date Date

1 NDC:47993-277- 250 mL in 1 BOTTLE, PUMP; Type 0: Nota Combination 06/17/2020

01 Product
2 NDC:47993-277- 500 mL in 1 BOTTLE, PUMP; Type 0: Nota Combination 06/17/2020

02 Product
3 ON?C:47993_277_ 1000 mL in 1 BOTTLE; Type 0: Not a Combination Product 06/17/2020

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 06/17/2020

Labeler - NINGBO JIANGBEI OCEAN ST AR TRADING CO.,LTD (529334491)

Registrant - NINGBO JIANGBEI OCEAN ST AR TRADING CO.,LTD (529334491)

Revised: 11/2020 NINGBO JIANGBEI OCEAN STAR TRADING CO.,LTD
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