FINE AND CLEAR ADVANCED HAND SANITIZER- ethyl alcohol gel
Natuzen 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.

ACTIVE INGREDIENT
Active ingredients: Ethyl alcohol 80%

INACTIVE INGREDIENT
Inactive ingredients:

Alcohol, Water, Ammonium Acryloyldimethyltaurate/VP Copolymer, Fragrance, Butylphenyl
Methylpropional, Limonene, Linalool, Aloe Barbadensis Leaf Extract

PURPOSE

Purpose: Hand Sanitizer

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 rash appears

and lasts.

» Keep Out of Reach of Children.

* Do not eat.

* If swallowed, get medical help, or contact a Poison Control Center right away

KEEP OUT OF REACH OF CHILDREN

If swallowed, get medical help or contact a Poison Control Center right away.
Do not eat.

Uses
Uses:

Hand sanitizer to help reduce bacteria and virus on the skin. For use when soap and water are not
available.

Directions
Directions:

* Put enough product in your palmto cover hands and rub hands together briskly until dry.
* Children under 6 years of age should be supervised when using. Not recommended for infants.



Other information
Other information

Store below 110F(43C)
May discolor certain fabrics or surfaces

Package Label: FINE & CLEAR ADVANCED HAND SANITIZER 60mL
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Hand Sanitizer’
EXTRA STRENGTH (80% Alcohol)

Kills 99.9% of common germs
60mL (2 0z2)

Drug Facts
[Active ingredient] Ethyl alcohol 80%
[Purpose] Hand sanitizer

[Uses] Hand sanitizer to help reduce bacteria and virus on
the skin. For use when soap and water are not available.

[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 rash appears and lasts « Keep Out of Reach of
Children « Do not eat « If swallowed, get medical help, or
contact a Poison Control Center right away

DISTRIBUTED BY:

[Directions] - Put enough product in your palm to cover
hands and rub hands together briskly until dry - Children
under 6 years of age should be supervised when using.
Not recommended for infants,
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[Other information]
«Store below 110°F [43C)
« May discolor certain fabrics or surfaces

[Inactive ingredients] Alcohol Denat, Distilled Water,
Ammonium Acryloyldimethyltaurate/VP Copolymer,
Fragrance, Butylphenyl Methylpropional, Limonene,
Linalool, Aloe Barbadensis Leaf Extract

Fast Absorbing & Light Feeling made in korea

Package Label: FINE & CLEAR ADVANCED HAND SANITIZER 500mL

FinesClear

Advanced

Hand Sanitizer-
EXTRA STRENGTH (80% Alcohol)
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Kills 99.9% of common germs
500mL (16.9 0z)

Drug Facts
[Active ingredient] Ethyl alcohol 80%
[Purpose] Hand sanitizer

[Uses] Hand sanitizer to help reduce bacteriaand virus on the skin.
For use when soap and water are not available.

[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 iritation or rash appears and lasts « Keep Out of Reach of
Children « Do not eat « If swallowed, get medical help, or contact a
Poison Control Center right away

[Directions] - Put enough product in your palm to cover hands and
rub hands together briskly until dry « Children under 6 years of age
should be supervised when using. Not recommended for infants.

[Other information]
+Store below 110°F (43C)
«May discolor certain fabrics or surfaces

[Inactive ingredients] Alcohol Denat, Distilled Water, Ammonium
Acryloyldimethyltaurate/VP Copolymer; Fragrance, Butylphenyl
Methylpropional, Limonene, Linalool, Aloe Barbadensis Leaf
Extract

Fast Absorbing & Light Feeling made in korea

FINE AND CLEAR ADVANCED HAND SANITIZER

ethyl alcohol gel

| 60003 " 67103 |

DISTRIBUTED BY:

8

ines!

y |- =
Teaneck, NJ. 07666
fineandclear.com

3

60003 " 67102

8



Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength

ALCOHOL (UNIL: 3K9958VO90M) (ALCOHOL - UNIL:3K9958 V0 M) ALCOHOL

Inactive Ingredients
Ingredient Name
Water (UNI: 059QFO0KOOR)
AMMO NIUM ACRYLO YLDIMETHYLTAURATE/VP COPOLYMER (UNI: W59H9296ZG)
Butylphenyl Methylpropional (UNI: T7540GJV69)
LIMONENE, (+)- (UNI: GFD7C86Q1W)
LINALOOL, (+/-)- (UNI: D81Q Y6I88E)
ALOE VERA LEAF (UNII: ZY81Z83H0 X)

Packaging
. . Marketing Start
# Item Code Package Description g
Date
1 3”13070930'150' 60 mL in 1 CONTAINER; Type 0: Nota Combination Product 05/01/2020
2 NDC:70930-150- 500 mL in 1 BOTTLE, PUMP; Type 0: Nota Combination 05/01/2020
02 Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date
OTC monograph not final part333E 05/01/2020

Labeler - Natuzen Co.,Ltd. (688201272)

Registrant - Natuzen Co.,Ltd. (688201272)

NDC:70930-150

Strength
80 mL in 100 mL

Strength

Marketing End
Date

Marketing End Date

Establishment
Name Address ID/FEI Business Operations
Natuzen Co.,Ltd. 688201272 manufacture(70930-150)

Revised: 5/2020

Natuzen Co.,Ltd.
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