DR. ALPHA HAND CLEANER- alcohol gel
EVESEL 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.

Dr. Alpha hand cleaner 75% Evesel

Active Ingredient(s)
Ethyl Alcohol 75% v/v. Purpose: Antiseptic

Purpose

Antiseptic, Hand Sanitizer

Use

Hand Sanitizer to help reduce bacteria that potentially can cause disease. For use when soap and water
are not available.

Warnings

For external use only. Flammable. Keep away from heat or flame

Do notuse
¢ inchildrenless than 2 months of age
e onopenskin wounds

When using this product keep out of eyes, ears, and mouth. In case of contact with eyes, rinse eyes
thoroughly with water.

Stop use and ask a doctor if irritation or rash occurs. These may be signs of a serious condition.

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 or rash occurs. These may be signs of a serious condition.

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

Directions
¢ Place enough product on hands to cover all surfaces. Rub hands together until dry.
e Supervise children under 6 years of age when using this product to avoid swallowing.

Other information
e Store between 15-30C (59-86F)
e Avoid freezing and excessive heat above 40C (104F)

Inactive ingredients

Alcohol, Water, Butylene Glycol, Carbomer, Triethanolamine, perfume, Polysorbate 60, DL-Panthenol
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Dr. ALPHA
Hand Cleaner

Rinse-free antibacterial cleaning gel

[ Alcohol Antiseptic 75% 1 Nonesterile Solution
[ Topical Solution (A Improved Formula
[ Effective Inhibition 4 Anti-germs

Suitable For External Use Only
1000 ml / 33.81 fl. oz.
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DRUG FACTS
Active ingradient Purpase
Ettid Alcohel 75% wiv. ol
Usefs] :

Hand Cleaner to help reduce bacteria that polentially can cause disease. For use when soap and
waler are nol available.

WARNINGS
For external use only. | Keep away from heat or flame

Do not use

+ in children less than 2 months of age

* on apen skin wounds

When using this product keep oul of eyes, ears, and mouth, In case of contact with eyes, rinse
eyes tharoughly with water

Stop use and ask a doctor if irmitation or rash occurs. These may be signs of a serious condition.

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

Diractions

= Place enough product on hands to cover all surfaces. Rub hands together until dry.
* Supervisa childran under & years of age whan using this product to avaid i
Other information

* Stora batween 15-30°C (58-86 'F)

- Avoid freezing and excessive heal above 40 °C (104 'F)

Inactive ingredients Water, Butylena Glycol, Carbomer, Tristhanolamine,

perfume, Polysorbate 60, DL-Panthenal
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Made in Korea

Ir \ MANUFACTURED BY EVESEL CO,, LTD
ENE E 27, Gongdan 1-dsero B0becn-gl, Siheung-si
Gyeongg-da, Korea a8
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Dr. ALPHA
Hand Cleaner

DRUG FACTS
Active ingredient Pu
Etyl et 795 i . Arkaplis

Usafs) - 2
Hanid Cleaner to help reduce bacteria that patentially can cause
disease. For use when soap and water are nct avadable.

WARNINGS
:ur external use only. Flammable. Keep away from heat or
ame

Do not use
= in chikdran lasa than 2 months of sge
= 00 open skin wounds

Whan using this product kaep oul of ayes. aars, awu ‘moaith. In.
casa of conlact with ayes. inse ayes shomughly with water
Stop use and ask a doctor if irmtation or rash occurs. These
miay be signs of a serous condilion,

Keap out of reach af chidren, ¥ awallmaed. et medical help
or contact a Fatson Control Cantar right away.

Rinse-free antibacterial cleaning gel

b Alcohol Anfiseptic T5% b Norestenle Solution
[ Togical Solution W Improved Formula
[ Effective Inhibition i Antigenms

Suitable For External Use Only

3785 ml/ 1 Gallon

+ Place enough product on hands to cover all surfaces. Rub hands
togethar undl dry.

4 S.me:]v:e;}llidleu under 6 years of age when using this product
e

Oiher information
= Stare betwaan 1 SJDC (55958 F)
- Avoid freezing and excessiva hast sbove 40 °C (104 F)

fmactive Ingreients Watar, Butylana Glycol, Carbomer, Triathanc
amine, perfume, Polysorbale 60, DL-Panthencl
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Dr. ALPHA
Hand Cleaner

lal cleaning gel
& Alohol Antiseptc T5% 54 Non-sterile Solution
54 Topical Scluion o Improved Formuls
+l Effective Inhibhon d Ant-germs

Suitable For External Use Only
120 ml / 4.06 fl. oz.
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DRUG FACTS

Active ingredient

Purpose
Elfyl Alcohel 75% wiv. .. ... Antizaplic

Usefs] :
Hand Cleaner bo halp reduce baclera thal polenlially can
o . For ap and waker are not available.

WARNINGS

For Iy.F Ki y from heat
or flame

Do not use

+ i ehilen less than 2 months of age

+on open skin wounds

When using this product keep out of eyes. ears, and mous.
In caza of contact with rinse hly with weter
Stop use and ask a dector if imtation or rash ocours. Thess
rmiary bee signs of a serious condilion,

Keep out of reach of children. If swallowed, get medical
helpor contact a Poisen Control Certer nght away,

Directions

= Place enough product on hands to cover all surfaces. Rub
hands together until dry.

+ Supervise chidren under & years of age when using this
product 1o avoid swalkwing.

Other information
» Store between 15-30'C (53-85 F)
+ Ayoid freazing and excessive heat above 40 °C (104 F)

Inactive ingredients Water, Butdene Glyool, Carbomer,
perfume, Pol 0, DL-Panthenal

MANUFACTURED BY
\ EVESEL CO. LTD
E !i E E 27, Gongdan 1-taemn Blbeorgil,
Siheung-si, Gyeonggi-do, Kores

Made in Korea
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Dr. ALPHA
Hand Cleaner

Rinse-iree antibacter| aning gel
+ Alcorol Anbsapie TS% k2 Non-sieriie Sokiton
2 Topieal Sohlion B Improved Fommula
7 Effecive Inhitston B Atgerms.

Suitable For External Use Oty
300 ml /10,14 11. oz,

DRUG FACTS
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iyl Alconol 3%
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WARNINGS
Far satsmal usa arly. Flasmabls. He Ao et or flame
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- 50 opae s6n wousds.

‘Dirachizns
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Dr. ALPHA

Rinse-froe terial cleanin

i Aol Arbsahs T & Mor-sterle Sokion
2 Topuent Soarmn 7 et Pl
e i Arbgerem

Sunable Far Extarnal Lse Oniy
60 ml/2.03 fl. oz.
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Dr. ALPHA g e
Keep out of reach of children. Il svwallrwed, gl med
Hand Cleaner et
Rinse-free antibacterial cleaning gel < Suparsiss i ke B years cf g g 1 poat 1 sl 7
7 Alcohel Antiseptic 75% & Nor-sterle Sokition [ e T
w Topical Sclution B Improved Fonmula = Avoid Wreezing and excesaive heat above 40 °C (104 F)
b Effective Intibilion bd Antigerms Inactive ingredients Waler, Bulylene Glycod, Carbore, Tristhanolaming,
perfume, Paysorbale 60, DLFanthend
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alcohol gel
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:78146-756
Route of Administration TOPICAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
ALCOHOL (UNIL: 3K9958V90M) (ALCOHOL - UNII:3K9958 V90 M) ALCOHOL 75 mL in 100 mL
Inactive Ingredients
Ingredient Name Strength

TROLAMINE (UNIL: 903K93S3TK)

BUTANEDIOL (MIXED ISOMERS) (UNI: TMS4MGAO H4)
CARBOMER 980 (UNIL: 4Q93RCW27E)

PANTHENOL (UNI: WV9CMO0OG67Z)

POLYSORBATE 60 (UNI: CAL22UV4M)

WATER (UNIE: 059 QFOKOOR)

0.2 mL in 100 mL
1mL in 100 mL
0.45 mL in 100 mL
0.01mL in 100 mL
0.05 mL in 100 mL
23.2mL in 100 mL



CARBOMER HOMOPOLYMER TYPE A (ALLYL PENTAERYTHRITOL CROSSLINKED) (UNIL:

F68VH75CJC)

Packaging

#
1
2
3
4
5
6

Item Code
NDC:78146-756-50
NDC:78146-756-10
NDC:78146-756-60
NDC:78146-756-12
NDC:78146-756-30
NDC:78146-756-11

0.03 mL in 100 mL

Package Description Marketing Start Date Marketing End Date

500 mL in 1 BOTTLE; Type 0: Nota Combination Product 06/11/2020
3785 mL in 1 BOTTLE; Type 0: Nota Combination Product 06/11/2020
60 mL in 1 BOTTLE; Type 0: Nota Combination Product  06/11/2020
120 mL in 1 BOTTLE; Type 0: Nota Combination Product 06/11/2020
300 mL in 1 BOTTLE; Type 0: Nota Combination Product 06/11/2020
1000 mL in 1 BOTTLE; Type 0: Not a Combination Product 06/11/2020

Marketing Information

OTC monograph not final part333A 06/11/2020

Labeler - EVESEL cO., LTD (689533479)

Establishment

Name

EVESEL CO., LTD.

Revised: 1/2021

Address ID/FEI

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date

Business Operations

689533479 manufacture(78146-756)

EVESEL CO.,LTD
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