PURE HAND CLEAN GEL- alcohol gel
Ester 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.
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PURE HAND CLEAN GEL

Rinse Free and None Sticky Z
62% Ethyl Alcohol Contained Ef
Kills 99.9% of germs with Alcohol Formula {71

PURE HAND CLEAN GEL
Drug Facts
‘Active Ingredients Purpose
Antiseptic
Use
is not avalable the skin
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 After assisting il persor
+Before contact with a person under medical care or treatment
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Warnings
- Flammable, Keep away from fire or flame
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Apply paimfulto hands HAND CLEAN GEL
+Rub hands together vigorously untildry
Supervise chidren n the use of this product
Other Information
 Store at room temperature: 15'~30° C (59"~86' F)
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Inactive Ingredients.
Carbomer,

Polysorbate 60,

Fragrance, Water

Manufacturer : Ester Co, Ltd.
268-1L Namdong ndustrial Complex, 254 Namdongsea-ro, Namdong-gu, ncheon, S, Korea
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PURE HAND CLEAN GEL
alcohol gel

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:74004-132

Route of Administration TOPICAL




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALCOHOL (UNIL: 3K9958V90M) (ALCOHOL - UNI:3K9958V90M) ALCOHOL 18.6 mL in 30 mL
Inactive Ingredients
Ingredient Name Strength

POLYSORBATE 60 (UNI: CAL22UVI4M)

BUTYLENE GLYCOL (UNII: 3XUS85K0RA)

ISOPROPYL MYRISTATE (UNII: 0RESK4LNJS)

CARBOMER HOMO POLYMER, UNSPECIFIED TYPE (UNIL: 0 ASMM30 7FC)
WATER (UNIL 059QF0KOOR)

TROLAMINE (UNII: 903K93S3TK)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:74004-132-20 20 in 1BOX 04/16/2020

1 30 mL in 1 POUCH; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 04/16/2020

Labeler - Ester Co., Ltd. (688425766)

Establishment
Name Address ID/FEI Business Operations
Ester Co., Ltd. 688425766 manufacture(74004-132)

Revised: 4/2020 Ester Co., Ltd.
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