SANCARE ANTISEPTIC HAND- 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.

74004-010 Sancare Antiseptic Hand

ACTIVE INGREDIENT
Active ingredients: ALCOHOL 75%

INACTIVE INGREDIENT
Inactive ingredients:

Water, Aloe Barbadensis Leaf Extract, Acrylates/C10-30 Alkyl Acrylate Crosspolymer,
Triethanolamine

PURPOSE
Purpose: ANTISEPTIC

WARNINGS
Warnings:

Flammable, Keep away from fire or flame
For external use only

When using this product do not use in or near the eyes.
In case of contact, rinse eyes thoroughly with water.

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

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

KEEP OUT OF REACH OF CHILDREN

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

Uses
Uses:

For handwashing when water is not available to decrease bacteria on the skin
- after changing diapers

- after assisting ill persons

- before contact with a person under medical care or treatment

- recommended for repeated use

Directions



Directions:

- apply palmful to hands
- rub hands together vigorously until dry
- supervise children in the use of this product

PACKAGE LABEL - Sancare Antiseptic Hand Gel 30mL * 20ea Carton

FRESH PURE HAND GEL.
a4 Fo pe 2

SanCare*

ANTISEPTIC HAND GEL

SanCare* +
ANTISEPTIC HAND GEL +
SanCare

a ANTISEPTIC HAND GEL

‘Active Ingredients
lcohol 75.0%
i under medicalcae or treatment
duse

Use

fannabi Keepavay from recr flame

e s s roct o ot seinor e e e,
s ejes horoughly wih water:

e et Fircran et Jkps

Srter gt oy

Bractons

m e e wgorousy urtddry
Sipervise chidren n th Usedf this prkcucts

ther information
tore at room temperature: 15°
Tnactive Ingredients.
Wate, Ao Barbadensis Laf EXvract Acryates/C10-30 Alkyl Acylate Crosspolymer,
Trethanoamine

KILLS  Disinfects & Moisturizes
Maniactrer EsterCo,

clsg-85'F)

L,  Rinse—Free &Non-Sticky Formulation
Chamdong hisira Compler, 254 Nandongso- g 94 cheon . Korea o sty Peafies's ki whh Bl o
NetW: 101710 /30nL el
mo 30ml/1.01l.0z.X20 ea
50DE
50D EI O LA TS T
MADE IN KOREA 30mi/1011.02X206a
%
L/
%
/
/
i

PACKAGE LABEL - Sancare Antiseptic Hand Gel 500mL Bottle
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Drug Facts

+ Active Ingredients Purpose
n r Alcohol 75.0% Antiseptic
Use

For handwashing when water is not available to decrease bacteria on the skin
ANTISEPTIC HAND GEL - After changing diapers - After assisting il persons - Recommended for repeated use
- Before contact with a person under medical care or treatment

75% ALCOH

HAND RUB

A Warnings
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SANCARE ANTISEPTIC HAND

alcohol gel

Product Information

Product Type

HUMAN OTC DRUG Item Code (Source) NDC:74004-010

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

ALCOHOL (UNI: 3K9958 V90 M) (ALCOHOL - UNIE3K9958 V90 M)

Inactive Ingredients

Ingredient Name

WATER (UNIE: 059 QFOKOOR)
ALOE VERA LEAF (UNI: ZY8 128 3H0 X)
CARBOMER INTERPOLYMER TYPE A (ALLYL SUCROSE CROSSLINKED) (UNI: 59 TL3WG5CO)
TROLAMINE (UNIL: 903K93S3TK)

Packaging
# Item Code

NDC:74004-010-
02

NDC:74004-010-
01

NDC:74004-010-
03

Package Description
20 in 1 CARTON

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

500 mL in 1 BOTTLE, PUMP; Type 0: Not a Combination
Product

Marketing Information
Marketing Category Application Number or Monograph Citation

OTC monograph not final part333E

Labeler - Ester Co., Ltd. (688425766)

Establishment

Name

Ester Co., Ltd.

Revised: 11/2020

Address ID/FEI
688425766

Basis of Strength Strength
ALCOHOL 75¢g in 100 mL
Strength

Marketing Start Marketing End
Date Date

03/01/2020

03/01/2020

Marketing Start Date Marketing End Date
03/01/2020

Business Operations

manufacture(74004-010)

Ester Co., Ltd.
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