INSTANT GEL- benzalkonium chloride gel
GM Indus trial, 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.

Benzalkonium Chloride 0.1%
Antimicrobial

e For hand sanitizing to decrease bacteria on the skin
¢ Recommended for repeated use

For external use only
When using this product, avoid contact with eyes. In case of eye contact, flush eyes with water.

Stop use and ask a doctor if irritation or redness develops, or if condition persists for more than
72 hours.

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

® Pump a small amount of gel into palm of hand
e Rub thoroughly over all surfaces of both hands
¢ Rub hands together briskly until dry.

Water, carbomer, glycerin, lactic acid.

1 Gal 74146-239-01

( DESCRIPTION ]
CH EMSAFE INSTANT ~ GEL hand

Drug Facts I /NTERNATIONAL Summ—Ti alcohol-free sanitizer
Active Ingredient Purpose decreases dermal bacteria that may cause illness.
Benzalkonium Chloride 0.1%................. Antimicrobial Non-drying, moisturizing and conditioning formula
Uses FORMULA works in as little as 15 seconds with no water or
+ For hand sanitizing to decrease bacteria on the skin 23494 e towels needed.

« Recommended for repeated use

Warnings “ [ ]
For external use only h FEATU RES

When using this product avoid contact with eyes. In 5

case of eye contact, flush eyes with water. \ - Non-Flammable

Stop use and ask a doctor if irritation or redness - Alcohol-free

develops, or if condition persists for more than 72 + Skin friend|y moisturizing and conditioning

fours. . formula

Keep out of reach of children. If swallowed, get

medical help or contact a Poison Control Center right + Does not |eaV_e sti_cky residue ) )
away. ALGDHOL-FHEE + Leaves the skin with a soft, refreshing and silky

s ane HAND SANITIZER sferee
« Pump a small amount of gel into palm of hand

« Rub thoroughly over all surfaces of both hands NDC 74146-239-01

« Rub hands together briskly until dry. MANU FACTU R ER

Inactive Ingredienis N
Water, carbomer, glycerin, lactic acid. GHEMSAFE Internat'onal

ONE ZENEX CIRCLE - CLEVELAND, OHI0 44146

1 GALLON {440) 786-7000
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ALCOHOL-FREE HAND SANITIZER

Drug Facts

Active Ingredient Purpose
Benzalkonium ChIoride 0.1%0. . ....ooooiiiiiiii Antimicrobial
Uses

« For hand sanitizing to decrease bacteria on the skin

« Recommended for repeated use

Warnings

For external use only

When using this product aveid contact with eyes. In case of eye contact, flush eyes with water.
Stop use and ask a doctor if irritation or redness develops, or if condition persists for more than
72 hours.

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

Directions

« Pump a small amount of gel into palm of hand
+ Rub thoroughly over all surfaces of both hands
- Rub hands together briskly until dry.

Inactive Ingredients
Water, carbomer, glycerin, lactic acid.

4 1 Gallon (3.785 L)

MANUFACTURER

CHEMSAFE International
ONE ZENEX CIRCLE - CLEVELAND, OHIO 44146 « {440) 786-7000

1 Gal NDC 74146-239-10
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ALCOHOL-FREE HAND SANITIZER

Drug Facts

Aclive Ingradient Purpeze
Bienzalkonium ShIomgE 0. T3, Antim icrobial
Uzez

» For hand sanitizing 1o decrease bacteria on the skin

» Becornm ended for repeated s

Warningz

For external use onhy

When using this productawid contact with eyes, |n case of ewe contact, fush eyes with water,
Stop usze and ask a doctor ifiritation or redness dewelops, or if condiion persizts for more than
72 hours,

Keep out of reach of children. If swallowed, getmedical help or contact a Poison Control Center
righit snuay.

Direcrionz

* Pumpa small amount of gel into palm of hand
* Rubthorcughly ower all surfaces of boh hands
* Rubhands together briskly untl dry.

{nactive Ingredientz
Waer, carbomer, gyeern, lastc acid.

33.8 FL OZ (1 LITER)

MENUFACTURER |

CHEMSAFE International
DNE ZENEX CIRCLE - CLEVELAND, DHIO 44146 + {440) 788-7000
NOC 74146-239-02

NDC 74146-239-02
1000 mL NDC: 74146-239-11

1000 mL
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ALCOHOL-FREE HAND SANITIZER

Drug Facts

Active Ingredient Purpose
Benzalkonium ChIoride 0.1%0. . ....ooooiiiiiiii Antimicrobial
Uses

« For hand sanitizing to decrease bacteria on the skin
« Recommended for repeated use

Warnings
For external use only

When using this product aveid contact with eyes. In case of eye contact, flush eyes with water.

Stop use and ask a doctor if irritation or redness develops, or if condition persists for more than
72 hours.

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

Directions

« Pump a small amount of gel into palm of hand
+ Rub thoroughly over all surfaces of both hands
- Rub hands together briskly until dry.

Inactive Ingredients
Water, carbomer, glycerin, lactic acid.

4 1 Liter (33.8 fl oz)

MANUFACTURER

CHEMSAFE International
ONE ZENEX CIRCLE - CLEVELAND, OHIO 44146 « {440) 786-7000

CHEMSAFE
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ALCOHOL-FREE HAND SANITIZER

Drug Facts

Acltive ingredient Purpose
Benzalkonium Chloride 01%.................. A¢timicrobial
Uses

» FOr hand sanitizing (o decrease bacteria on the skin
» Recommended Tor repealed use

Warnings

For external use only

When using this product avoid contact with eyes. In
case of eye contact, flush eyes with water

Stop use and ask adoctor It irritation or redness
develops, or if condition persists for more than 72
hours.

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

Directions

. F'LII"HD a small amount of gel into palm of hard
» Rub thoroughly aver all surfaces of both hands
» Rub hands together briskly until dry

inactive ingredients
\Water, carbomer, glycerin, lactic acid.

85 FL 0Z (2.5 L)

CHEMSAFE International

ONE ZENEX CIRCLE - CLEVELAND, OHIO 44146

{440} 786-7000

NDGC 74146-239-03

2.5L NDC 74146-239-03
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ALCOHOL-FREE HAND SANITIZER

Drug Facts

Active Ingredient Purpose
Benzalkonium ChIoride 0.1%0. . ....ooooiiiiiiii Antimicrobial
Uses

« For hand sanitizing to decrease bacteria on the skin
« Recommended for repeated use

Warnings
For external use only

When using this product aveid contact with eyes. In case of eye contact, flush eyes with water.

Stop use and ask a doctor if irritation or redness develops, or if condition persists for more than
72 hours.

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

Directions

« Pump a small amount of gel into palm of hand
+ Rub thoroughly over all surfaces of both hands
- Rub hands together briskly until dry.

Inactive Ingredients
Water, carbomer, glycerin, lactic acid.

4-2.5L (85 fl 0z)

( MANUFACTURER ]

CHEMSAFE International
ONE ZENEX CIRCLE - CLEVELAND, OHIO 44146 « {440) 786-7000

2.5L NDC 74146-239-12
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ALGOHOL-FREE HAND SANITIZER

INSTANT GEL alcohol-free hand sanitizer
decreases dermal bacteria that may cause
Iliness. Non-drying, maoisturizing and
conditioning formula works in as little as 15
seconds with no water or towels needed.

- Non-Flammable

- Alcohol-free

 Skin friendly moisturizing and conditioning
formula

- Does not leave sticky residue

- Leaves the skin with a soft, refreshing and silky
after-feel

Drug Facts

Aclive ingredient Purpose
Benzakonium Chionde 04% .. ... Antimicrobial
Uses

» FOr hand sanitizing o decrease bacteria on the skin
» Recommended for repeated Use

Warnings

For external use only

When using this produd avoid contact with eyes. In
caseof eye contact, flush eyes with water,

Stop use and ask a doctor I Trtation of redness
develops, or if condition persists for more than 72
hours,

Keep out of reach of children. If swallowed, get
medical haln or contact a Poisnn Control Center ricthit




A ay

Directions

» Pump a small amount of gel into palm of hand
» Rub thoroughly over all surfaces of both hands
- Rub hands together briskly until dry.

inactive Ingredients
WWater carbomer, glycering [actic acid.

120 FL 0Z (3.55 L)

CHEMSAFE International

ONE ZENEX CIRCLE - CLEVELAND, OHIO 44146

{440} 786-7000

NDC 74146-238-04

3.55 L NDC: 74146-239-04
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ALCOHOL-FREE HAND SANITIZER

Drug Facts

Active Ingredient Purpose
Benzalkonium ChIoride 0.1%0. . ....ooooiiiiiiii Antimicrobial
Uses

« For hand sanitizing to decrease bacteria on the skin

« Recommended for repeated use

Warnings

For external use only

When using this product aveid contact with eyes. In case of eye contact, flush eyes with water.
Stop use and ask a doctor if irritation or redness develops, or if condition persists for more than
72 hours.

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

Directions

« Pump a small amount of gel into palm of hand
+ Rub thoroughly over all surfaces of both hands
- Rub hands together briskly until dry.

Inactive Ingredients
Water, carbomer, glycerin, lactic acid.

4 3.55 L (120 fi oz)

MANUFACTURER

CHEMSAFE International
ONE ZENEX CIRCLE - CLEVELAND, OHIO 44146 « {440) 786-7000

3.55 NDC 74146-239-13
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ALGOHOL-FREE
HAND SANITIZER

Drug Facts

Aclive ingredient Purpeze
Benzalkonium Chlofde 014 L Antimicrobal
Uzez

* For hand sanitizing to decrease bacteria on the skin
* Fecommended for repeaeduse

Warning=

For exterma use only

Vhen using this product avoid conBct with eves. h
case of ewe contact, Tush ewes with waker.

Stop use and ask adoctor ifimitation or redness
deuelops, or if condition persists for more than 72
hours.

HKeep out of reach of children. f swallowed, get
rmedcal help o confecta Poison Control Senter night
alay.

Direction=

* Puri pa small amount of 92l ino palm of hand
* Fu bthoroughly cwer all surfaces of both hands
* Fubhands together riskly undtl dry.

inactive Ingredientz
Waer, carbomer, glyeern, lacstc acid.

3.38 FL 0Z (100 mL)

MANUFACTURER ]

CHEMSAFE International
ONE ZENEX CIRCLE - CLEVELAND, OHID 44146
(440) 786-7000
NDC 741 46-239-05

100 mL NDC 74146-239-05
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ALCOHOL-FREE HAND SANITIZER

Drug Facts

Active Ingredient Purpose
Benzalkonium ChIoride 0.1%0. . ....ooooiiiiiiii Antimicrobial
Uses

« For hand sanitizing to decrease bacteria on the skin

« Recommended for repeated use

Warnings

For external use only

When using this product aveid contact with eyes. In case of eye contact, flush eyes with water.
Stop use and ask a doctor if irritation or redness develops, or if condition persists for more than
72 hours.

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

Directions

« Pump a small amount of gel into palm of hand
+ Rub thoroughly over all surfaces of both hands
- Rub hands together briskly until dry.

Inactive Ingredients
Water, carbomer, glycerin, lactic acid.

96 100 mL (3.38 fi oz)

MANUFACTURER

CHEMSAFE International
ONE ZENEX CIRCLE - CLEVELAND, OHIO 44146 « {440) 786-7000

100 mL. NDC 74146-239-14
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ALCOHOL-FREE
HAND SANITIZER

Drug Facts

Aclive Ingredient Purpose
Benzalkonium Chloride 0A4%. . ...............A¢ ;i crokial
Uses

* For hand sanitizing to decrease bacteria on the skin
» Reconimended for repeated use

Warnings

For externa use only

When using this product awoid contact with eves. In
caze of eyve contact, flush eyes with vwater.
| Stop use and ask a doctor if (iitation or redness
cevelops, o if condion persists for more than 72
hours,

Keep out of reach of children. If swallowed, et
medical help or contact & Poison Contrd Center richt
ARy,

Directions

* Purnpa small amount of gel into palm of hand
* Ru kb thoroughl y ower all surfaces of both hands
* Ru ks hands toggether biskly antil cry

inactive Ingredients
Water, carbomer, gl yoering lactic acid.

6.76 FL OZ (200 mL)

MANUFACTUORER ]

CHEMSAFE International
ONE ZENEX CIRCLE - CLEVELAND, OHIO 44146
(440) 786-7000
MNDC 744 46-230-06

200 mL NDC 74146-239-06
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ALCOHOL-FREE HAND SANITIZER

Drug Facts

Active Ingredient Purpose
Benzalkonium ChIoride 0.1%0. . ....ooooiiiiiiii Antimicrobial
Uses

« For hand sanitizing to decrease bacteria on the skin

« Recommended for repeated use

Warnings

For external use only

When using this product aveid contact with eyes. In case of eye contact, flush eyes with water.
Stop use and ask a doctor if irritation or redness develops, or if condition persists for more than
72 hours.

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

Directions

« Pump a small amount of gel into palm of hand
+ Rub thoroughly over all surfaces of both hands
- Rub hands together briskly until dry.

Inactive Ingredients
Water, carbomer, glycerin, lactic acid.

24 200 mL (6.76 fl oz)

MANUFACTURER

CHEMSAFE International
ONE ZENEX CIRCLE - CLEVELAND, OHIO 44146 « {440) 786-7000

200 mL NDC 74146-239-15



( DESCRIPTION ]
c H EMSAFE INSTANT  GEL hand

Drug Facts E— /N TERNATIONAL Sm— TN alcohol-free sanitizer
Active Ingredient Purpose decreases dermal bactetia that may cause illness.
Benzalkonium Chloride 0.1%................ Antimicrobial Non-drying, moisturizing and conditioning formula

Uses FORMULA works in as little as 15 seconds with no water or

+ For hand sanitizing to decrease bacteria on the skin 23494 Ge\ towels needed.

+ Recommended for repeated use

L . <t Pu‘“ [ FEATURES 1

When using this product avoid contact with eyes. In

case of eye contact, flush eyes with water. \ + Non-Flammable

Stop use and ask a doctor if irritation or redness + Alcohol-free

develops, or if condition persists for more than 72 . Skin friendly moisturizing and conditioning
hours, formula

Keep out of reach of children. If swallowed, get i .

medical help or contact a Poison Control Center right + Does not |eaV? StIF:Ky residue ) )
away. ALGOHOL-FBEE + Leaves the skin with a soft, refreshing and silky

Directions H AN D s ANITI ZEB after-feel
« Pump a small amount of gel into palm of hand

« Rub thoroughly over all surfaces of both hands NDC 74146-239-07

« Rub hands together briskly until dry. [ MANUFACTURER ]
Inactive I dient:
Weter caborna gycer, lactic acd. CHEMSAFE International
OMNE ZENEX CIRCLE - CLEVELAND, OHI0 44146
1 QUART {(440) 786-7000

1 QT 74146-239-07
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ALCOHOL-FREE HAND SANITIZER

Drug Facts

Active Ingredient Purpose
Benzalkonium ChIoride 0.1%0. . ....ooooiiiiiiii Antimicrobial
Uses

« For hand sanitizing to decrease bacteria on the skin

« Recommended for repeated use

Warnings

For external use only

When using this product aveid contact with eyes. In case of eye contact, flush eyes with water.
Stop use and ask a doctor if irritation or redness develops, or if condition persists for more than
72 hours.

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

Directions

« Pump a small amount of gel into palm of hand
+ Rub thoroughly over all surfaces of both hands
- Rub hands together briskly until dry.

Inactive Ingredients
Water, carbomer, glycerin, lactic acid.

12 Quarts (946 mL)

MANUFACTURER

CHEMSAFE International
ONE ZENEX CIRCLE - CLEVELAND, OHIO 44146 « {440) 786-7000

1 QT NDC 74146-239-16

INSTANT GEL

benzalkonium chloride gel

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:74146-239

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength



BENZALKONIUM CHLORIDE (UNI: FSUM2KM3W7) (BENZALKONIUM - BENZALKONIUM

UNIL7N6JUDS5X6Y)

CHLORIDE

Inactive Ingredients

Ingredient Name

LACTIC ACID (UNIL: 33X04XA5AT)

WATER (UNIL: 059QF0KOOR)

GLYCERIN (UNII: PDC6A3C00X)

CARBOMER HOMOPOLYMER, UNSPECIFIED TYPE (UNII: 0 ASMM30 7FC)

Packaging

#

Item Code

NDC:74146-239-
10

NDC:74146-239-
01

NDC:74146-239-
11

NDC:74146-239-
02

NDC:74146-239-
12

NDC:74146-239-
03

NDC:74146-239-
13

NDC:74146-239-
04

NDC:74146-239-
14

NDC:74146-239-
05

NDC:74146-239-
15

NDC:74146-239-
06

NDC:74146-239-
16

NDC:74146-239-
07

Package Description WAL T

Date
4in 1BOX 11/13/2020
3785.41 mL in 1 CONTAINER; Type 0: Not a Combination
Product
4in 1BOX 11/13/2020
1000 mL in 1 JUG; Type 0: Nota Combination Product
4in 1BOX 11/13/2020
2500 mL in 1 JUG; Type 0: Nota Combination Product
4in 1BOX 11/13/2020
3550 mL in 1 JUG; Type 0: Not a Combination Product
96 in 1 BOX 11/13/2020
100 mL in 1 CONTAINER; Type 0: Nota Combination Product
24in 1BOX 11/13/2020
200 mL in 1 CONTAINER; Type 0: Not a Combination Product
12in 1BOX 11/13/2020

946.35 mL in 1 CONTAINER; Type 0: Nota Combination
Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date

OTC monograph not final part333A 11/13/2020

Labeler - cMmdustrial, Inc. (025827197)

Establishment

1mg
in 1 mL

Strength

Marketing End
Date

Marketing End Date



Name Address ID/FEI Business Operations

GM Industrial, 025827197 manufacture(74146-239) , label(74146-239) , pack(74146-239) , relabel(74146-239) ,
Inc. repack(74146-239)

Revised: 12/2020 GM Industrial, Inc.



