CLASSY HAND SANITIZER 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.

[Ester Co., Ltd.-Classy Hand Sanitizer Gel] 1 Gallon : 74004-128-01

[ﬂ/bby/ Mm KILLS 99.9% OF BACTERIA

@ o - Hand Sanitizer Gel

KILLS 99.9% OF BACTERIA

Classy Hand Sanitizer Gel
IDRUS FACTS

Active Ingredients Purpnse
Aicondl 70.0% Artisaptic

n n
s
Hand Sanitizer Gel bt e
kfter ing diapers !.Ruasdghgllpa’m

E‘fnmmvdthamu‘du e or treztment  Reoommended for pepested uge

+ For extemal use only -Hﬂwﬂﬁ,k‘epalwﬁnmﬁ'eurﬂwn
+ When usireg this product da not use i or near the eyes,

i In of with ;
Hand_ Gel fo_r Cleaning and -mu?mmmdfﬁmwam%
Moisturizing the Hand _ -tespoutofrechofcridren
] orconkact a P ‘enter right away.

g B D wmaﬁlm (—
Phectinpvrcain b el T

Manufactarer : Ester Co., Ltd,
Dther Information. Am 26E-1L Indhustdal Comphes 254 Namdorwset-o,
Store at oo temperstue: 1530 (5086 F| Ha Inchecn, 5. Korea
HetWi gl /126 P2
M.IDEINKI:IREh
1gal/ 128 fl.oz HDFE IlI Il"l”'”l
808583 705887
CLASSY HAND SANITIZER GEL
alcohol gel
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:74004-128
Route of Administration TOPICAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
ALCOHOL (UNT: 3K9958 V90 M) (ALCOHOL - UNI:3K9958 V90 M) ALCOHOL 2649.5 mL in 3785 mL
Inactive Ingredients
Ingredient Name Strength

POLYSORBATE 60 (UNI: CAL22UVI4M)

BUTYLENE GLYCOL (UNI: 3XUS85K0RA)

ISOPROPYL MYRISTATE (UNIl: 0RESK4LNJS)

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



TROLAMINE (UNIL: 903K93S3TK)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:74004-128-01 3785 mL in 1 BOTTLE; Type 0: Nota Combination Product 06/05/2020

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 06/05/2020

Labeler - Ester Co., Ltd. (688425766)

Establishment
Name Address ID/FEI Business Operations
Ester Co., Ltd. 688425766 manufacture(74004-128)

Revised: 6/2020 Ester Co., Ltd.
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