HAND SANITIZER- alcohol solution
Volunteer Plastics

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.

This is a hand sanitizer manufactured according to the Temporary Policy for Preparation of Certain
Alcohol-Based Hand Sanitizer Products During the Public Health Emergency (CoViD-19); Guidance
for Industry.

The hand sanitizer is manufactured using only the following United States Pharmacopoeia (USP) grade

ingredients in the preparation of the product (percentage in final product formulation) consistent with

World Health Organization (WHO) recommendations:

a. Alcohol (ethanol) (USP or Food Chemical Codex (FCC) grade) (80%, volume/volume (v/v)) in an
aqueous solution denatured according to Alcohol and Tobacco Tax and Trade Bureau regulations in
27 CFR part 20.

b. Glycerol (1.45% v/v).

c. Hydrogen peroxide (0.125% v/v).

d. Sterile distilled water or boiled cold water.

The firm does not add other active or inactive ingredients. Different or additional ingredients may
impact the quality and potency of the product.

Active Ingredient(s)
Alcohol 80% 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



Drug Facts Active Ingredient|s)
Ethyl Alcohol BO®ov/v. Antiseptic

Use[s] Hand samitizer to help reduce bacteria that potentially can
cause disease. For use when s0ap and waler are nol available.

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

Do not use

* i children less than 2 months of age

= om open skin wounds

When using this product keep out ol eyes eary, snd mouth In
case ol contact with eyes, rinse eyes thoroughly with water.
Stop use and ask a doctor i kvitation o rash occurs. These
may be signs of a serous condition.

Keep out of reach of children. Il swallowed el medical help
or contact a Posson Control Center night away

Directions

* Place enough product on hands te cover all surfaces. Rub
hamds togethes until dry.

+ Superviie children under 6 years ol age when using this
product bo avoud swallowing

Other information

» Store between 15-30C (59-851)

* Avoid freering and excessive heat above 40C (104F)

Inactive ingredients

Acrylates/C-10-30 Ay Acrylate Crosspalymer glycenin, ydiogen

peroxide. purilied water USP

Distributed by Micro Emulsions Inc. Questions? Call: 864-814-1080




Drug Facts Active Ingredient|s]
Ethyl Alcohol BO%ew/v..eee ... AL IS EPLIC

Use[s] Hand samitizer to help reduce bactena that polentially can
cairig disease. Foi use when soap and waler aig nol available

Warnings

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

Do not use

* i children lexs than 2 months of age

i apei ikin woundi

When using this product keep out ol eyes eary, snd mouth In
case of conlact with eyes. rinse eyes thoroughly with water
Stop use and ask a docter if iritation or rash eccurs. These
may be signs of a serous condition

Keep out of reach of children. I swallowed get medical help
or contact a Posson Control Center night away

Directions

¢« Place enough product on hands te cover all surfaces. Rub
hamdy together until dry

+ Superwie children under 6 years ol age when sung this
product to avoid swallowing

Other information
* Store between 15-JOC (59-85F)
« Avaid freening and excessve heat above 40C [104F)

Inactive ingredients

Acrylates/C-10-30 Ay Acrylate Crosspalymer glycenin, ydiogen
peroxide. purified water USP

Distributed by Micro Emulsions Inc. Questions? Call: 864-814-1080

Do notuse
e inchildrenless than 2 months of age
® 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
e Place enough product on hands to cover all surfaces. Rub hands together until dry.
e Supervise childrenunder 6 years of age when using this product to avoid swallowing.

Other information
e Store between 15-30C (59-86F)



® Avoid freezing and excessive heat above 40C (104F)

Inactive ingredients

glycerin, hydrogen peroxide, purified water USP

Package Label - Principal Dis play Panel

Synth5Gel

HAND SANITIZER

KILLS 99.99% GERMS

REFRESHING CLEAN SCENT

Description
Help keep your lamdly and these you care for healthy with

SynthaCel Hand Sanitinng Gel

Ursimg SynthaGel hand sanitizer i3 a convensent aml gentles way to stay

haalthvy and partect for (raquent use. Our mild formula is WHO and FOA

nppioved. Hands feel 1aft even after many sves
Pace this boltle i your home, classroom or office reception area
Reach lor the SynthaGel Hand Sanitizer bottle when you nead

to vefrash or chean up in a harry

Directions
Apply proguwct in yeur hand and nib hands tegether briskly until dry

Warnings
Contains alcabol SymihalGel is Nammable and soaked in it will be
flaenmable. Rags or garmants seaked o SyithaGel Hand Samtiie iheald
ol be dried in a deyer aven alter bsing washad

Net Contents: 1 US Gallon [3.785 1)
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MADE IN USA

NDC: 78678-002



S ynthﬁel

HAND SANITIZER

KILLS 99.99% GERMS

REFRESHING CLEAN SCENT

Description
Halp keap your family and thawe yeu care for haalthy with

Syithatel Hand Sanitinng Gel

Ursimg SynthaGel hand sanitizer i3 o convensent and gentle way to stay

healtiy and parfect for frequent use. Dur mild formula is WHO and FOA

npproved Hands leel sall even alter mavy uwes
PMace this boltle in yowr home, classroom ar office reception area
Reach far thi SynlhaGel Hand Sanitizer botthe whon you meed

to refresh or chean up in a harry

Directions
Apply proguwet in yeur hamd and rub hands tegethar brivkly until dry

Warnings
Containg alcakol SymthatGal is Nammable amd waaked in it will be
Tnmmalle Hags of gaimanty soaked m Synthabel Hand Sambioe ihould
ol be dried in a dryer aven alter baing washed

Wet Contents: 1 US Gallon (3785 1)
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MADE IN USA

HAND SANITIZER

alcohol solution

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:78678-003(NDC:78260-000)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALCOHOL (UNIL: 3K9958V90M) (ALCOHOL - UNI:3K9958V90M) ALCOHOL 80 L in 100 L

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)
HYDRO GEN PERO XIDE (UNII: BBX060AN9V)
WATER (UNIL: 059 QFOKOOR)

Strength
1.45L in 100 L
0.125L in 100 L
18.425L in 100 L




Packaging
Marketing Start Marketing End

# Item Code Package Description
g p Date Date
1 g?cz78678'003' 0.887 L in 1 BOTTLE; Type 0: Not a Combination Product 05/22/2020
2 gfc¢78678'003' 0.148 L in 1 BOTTLE; Type 0: Not a Combination Product 05/22/2020
3 181?078678‘003' 0.236 L in 1 BOTTLE; Type 0: Nota Combination Product 07/22/2020
4 55078678'003' 3.875 L in 1 BOTTLE, PUMP; Type 0: Not a Combination Product 07/22/2020
5 18117)078678_003_ 3.875L in 1 BOTTLE; Type 0: Nota Combination Product 07/22/2020
6 1815078678‘003' 1.89 L in 1 BOTTLE, PUMP; Type 0: Not a Combination Product 07/22/2020
7 0N;3C:78678—003— 1.89 L in 1 BOTTLE; Type 0: Not a Combination Product 07/22/2020
3 NDC:78678-003- .355L in 1 BOTTLE, DISPENSING; Type 0: Not a Combination 07/22/2020
10 Product
9 lleC:78678‘003' 355 L in 1 PACKAGE; Type 0: Not a Combination Product 07/22/2020

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 05/22/2020

Labeler - volunteer Plastics (783802296)

Establishment
Name Address ID/FEI Business Operations
JATKO LLC 087891760 repack(78678-003)

Revised: 7/2020 Volunteer Plastics



	Active Ingredient(s)
	Purpose
	Use
	Warnings
	Do not use
	Directions
	Other information
	Inactive ingredients
	Package Label - Principal Display Panel

