TOMS RIVER- ethyl alcohol liquid
Chloris USA Inc

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.

Tom’s River

Active Ingredient
Ethyl Alcohol

Purpose

Kills germs,bacteria & odors

Uses

To decrease bacteria on skin

Warnings

e For external use only

e Flammable.Keep away from fire or flame
e Do not use product near or in eyes

e If swallowed, get medical help promptly

e Stop use, ask a doctor if irritation occurs

e Keep out of reach of children

Directions
e Spray directly on hands and rub thoroughly. For children under 6, use adult supervision.
¢ Notrecommended for infants.

Keep out of reach of children

Inactive ingredients

Purified Water, Vegetable Glycerin, Lemon Essential Oil, Bergamot Essential Oil, Aloe Vera Gel.

PACKAGE LABEL



Geadation Dot Lines
(Lemon yellow ~ Orange yellow)

/
96mm /
- — e e — e ——————————— /7 T B b ek b
* 1 Toms River All-purpose sanitizer il
i Tom's River e
I x Drug Facts
: e Active Ingredients
| f— Ha n d Ethyl alcoho 709l
: m Uses: To decrease bacteria on skin.
| Warnings:
: } # For external use only.
| o e # Flammable. Keep away from fire
| — S p ray or flame.
| m ] # Do not use product near or in eyes
: -— . Ifswallolwed, get medical help
promptly.
: 3 - .—U #* Stop use, ask a doctor if irritation
1 K ” oCCurs. i
;9 m C s germS, # Keep out of reach of children
mim s 1 Directions: Spray directly on hands
— 'D baCteria & Odors and rub throughly. Not recommended
- - . e for infants.
m o Inactive Ingredients:  Purified water,
—— m Aloe Vera gel, Vegetable glycerine, Lem
m on essential oil, Bergamot essential oil.
(D Distributed by Chioris USA Inc.
: Paterson, MJ 07501
== Ethyl Alcohol 70% Made in USA
el
< & Aloe Vera

1.25FLOZ / 36ML

\I

white ground
Geadation color Lemon orange
(Lemon yellow ~ Orange yellow) Box outline
TOMS RIVER
ethyl alcohol liquid

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:77728-001

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALCOHOL (UNI: 3K9958 V90M) (ALCOHOL - UNI:3K9958 V90 M) ALCOHOL 70 mL in 100 mL
Inactive Ingredients
Ingredient Name Strength

LEMON OIL, DISTILLED (UNII: ET5GDO00 TRP)
GLYCERIN (UNII: PDC6A3C00X)

WATER (UNIL: 059QF0KOOR)

BERGAMOT OIL (UNIL: 39 W1PKE3JI)

ALOE VERA LEAF (UNII: ZY81Z8 3H0 X)




Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:77728-001-01 36 mL in 1 BOTTLE; Type 0: Nota Combination Product 05/08/2020

2 NDC:77728-001-02 60 mL in 1 BOTTLE; Type 0: Not a Combination Product 05/08/2020

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 05/08/2020

Labeler - chloris USA Inc (117517041)

Establishment
Name Address ID/FEI Business Operations
Chloris USA Inc 117517041 manufacture(77728-001)

Revised: 5/2020 Chloris USA Inc
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