AL KOGEL HAND SANITIZER- alcohol gel
Taizhou Yadai Daily-Use 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.

52989-006 Al-kogel

Active Ingredient(s)
Ethyl Alcohol 75% v/v

Purpose

Antiseptic

Use
Hand sanitizer to help decrease bacteria on the skin

Recommended for repeated use

Warnings

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

When using this product, do not use in or near eyes

Stop use and ask a doctor if redness or irritation develop and last for more than 72 hours

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

Directions
® Pump as needed into your palms and thoroughly spead on both hands. Rub into skin until dry.

Other Information

Store at room temperature no higher than 45 C (113 F) and under shade. Keep in closed containers and
free fromdirect sunlight.

Inactive Ingredients

Carbomer, Triethanolamine, Glycerin, Water



Drug Facts
Active Ingredient Purpose
Ethyl Alcohol 75% (VAv)... RT— ... Antiseptic

Inactive Ingredients
Carbomer, Triethanolamine, Glyserin USP, Water.

Use
Hand Sanitizer to help decrease bacteria on skin. Recommended for repeat use.

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

Directions
Pump as needed into your palms and thoroughly spread on both hands.
Rub into skin until dry.

Warnings
« For external use only « Keep away from fire or flame
+ Flammable + Keep out of reach of children
* When Using this product. DO NOT use in or near eyes

+ Stop use and contact doctor if redness or irritation develop and persist for more than 72 hours

Other Information
Store at room temperature no higher than 45° C (113° F) and under shade. Keep in closed
containers and free from direct sunlight.
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AL KOGEL HAND SANITIZER
alcohol gel

Product Information

Product Type

HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

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

Ingredient Name

Inactive Ingredients

Ingredient Name

GLYCERIN (UNI: PDC6A3C00X)
CARBOMER 940 (UNI: 4Q93RCW27E)
TROLAMINE (UNI: 903K93S3TK)
WATER (UNIE: 059 QFOKOOR)

Packaging
# Item Code
1

2

Package Description

T
Al-kogel

Hand Sanitizer

Ve

ALCOHOL

ELIMINATES MORE THAN 99.99% OF GERMS
75% ALCOHOL ANTISEPTIC GEL

Elimina mds de 99.99% de Gérmenes
Gel anfiséplico de alcohol al 75%

'WATERLESS HAND DESINFECTANT GEL
Gel desinfectante para manos sin agua
NET CONTENT
250 ml = 8.4 Fl. Oz.

Item Code (Source) NDC:52989-006
Basis of Strength Strength
ALCOHOL 75mL in 100 mL
Strength

Marketing Start Date Marketing End Date

NDC:52989-006-01 60 mL in 1 BOTTLE; Type 0: Nota Combination Product 08/03/2020

NDC:52989-006-
02

NDC:52989-006-
03

NDC:52989-006-
04

NDC:52989-006-
05

250 mL in 1 BOTTLE; Type 0: Nota Combination Product 08/03/2020

500 mL in 1 BOTTLE; Type 0: Nota Combination Product 08/03/2020

900 mL in 1 BOTTLE; Type 0: Nota Combination Product 08/03/2020

3785 mL in 1 BOTTLE; Type 0: Nota Combination Product 08/03/2020



Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 08/03/2020

Labeler - Taizhou Yadai Daily-Use Co., Ltd. (529899639)

Establishment

Name Address ID/FEI Business Operations
Taizhou Yadai Daily-Use Co., Ltd. 529899639 manufacture(52989-006)

Revised: 8/2020 Taizhou Yadai Daily-Use Co., Ltd.
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