HAND SANITIZER GEL- ethyl alcohol gel
Bajaj Medical, LLC

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.

Hand Sanitizer Gel
BAJA)] MEDICAL, LLC

Active ingredient
Ethyl alcohol 70% v/v

Purpose

Antimicrobial

Use

Hand sanitizer to help reduce bacteria on the skin

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.

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

Directions

e Place enough product in your palm to thoroughly cover hands and rub hands
together briskly until dry

e Children under 6 years of age should be supervised when using this product

Other information
e Store below 110°F (43°C)



e May discolor certain fabrics or surfaces

Inactive ingredients

water (aqua), carbomer, aminomethylpropanol95

Package/Label Principal Display Panel
NDC 61037-446-01

HAND SANITIZER GEL

ORIGINAL

MADE IN THE USA

FOR EXTERNAL USE ONLY

4 floz (118 mL)

Bajaj Medical « Chicago, IL 60609 * www.bajajmedical.com
1-855-680-0101 * Product Made In U.S.A.
Store below 110°F (43°C) * May discolor certain fabrics or surfaces

/

NDC 61037-446-01

Drug Facts

Active ingredient Purpose
Ethyl alcohol 70% viv Antimicrobial

Uses Hand sanitizer to help reduce bacteria on the skin

— Warnings Flammable. Keep away from fire or flame.
O For external use only
m— -+ [ When using this product do not use in or near the eyes. In case of contact, rinse eyes

— thoroughly with water.

9

Stop use and ask a doctor if irritation or rash appears and lasts
Keep out of reach of children. If swallowed, get medical help or contact a Poison Control right away.

Directions o
m Place enough product in your palm to thoraughly cover hands and rub hands together briskly until dry

® Children under 6 years of age should be supervised when using this product

61037

Other information

FOR EXTERNAL USE ONLY mStore below 110°F (43°C) = May discolor certain fabrics or surfaces

Inactive ingredients veater (aqua), carbomer, propanediol 2-amino methyl-

4floz (118 mL) propanol solution
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Bajaj Medical « Chicago, IL 60609 ¢ www.bajajmedical.com

1-855-680-0101 * Product Made In U.S.A.

P

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

e

NDC 61037-446-02

HAND SANITIZER GEL
ORIGINAL

MADE IN THE USA

FOR EXTERNAL USE ONLY
8 floz (236 mL)

Bajaj Medical * Chicago, IL 60609 * www.bajajmedical.com
1-855-680-0101 ¢ Product Made In U.S.A.



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

M

NDC 61037-446-02

Purpose
Antimicrobial

Uses Hand sanitizer to help reduce bacteria on the skin

Warm'ngs 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. If swallowed, get medical help or contact a Poison
Control right away.

Directions

m Place enough product in your palm to thoroughly cover hands and rub hands
together briskly until dry

m Children under 6 years of age should be supervised when using this product

Other information
mStore below 110°F (43°C)  mMay discolor certain fabrics or surfaces

Inactive ingredients water (aqua), carbomer, propanediol 2-amino
methyl-1 propanol solution

HAND
SANITIZER

FOR EXTERNAL USE ONLY Bajaj Medical * Chicago, IL 60609 * www.bajajmedical.com ‘I” ||I||| ‘l ‘l “ ”ll
1-855-680-0101 * Product Made In U.S.A.
Store below 110°F (43°C
8 fl 0z (236 mL) 5 it

May discolor certain fabrics or surfaces

\_ 3 61037744602 6/

NDC 61037-446-05

HAND SANITIZER GEL
ORIGINAL

MADE IN THE USA

FOR EXTERNAL USE ONLY
16 floz (473 mL)

Bajaj Medical * Chicago, IL 60609 » www.bajajmedical.com
1-855-680-0101 ¢ Product Made In U.S.A.
Store below 110°F (43°C) * May discolor certain fabrics or surfaces

Vil

szes Hand sanitizer to help reduce bacteria on the skin
Control right away.

NDC 61037-446-05
IDrug Facts
Warnings Flammable. Keep away from fire or flame.
For external use only
Directions
[ Place enough product in your palm to thoroughly cover hands and rub hands

Active ingredient Purpose
Ethyl alcohol 70% v/v Antimicrobial
When using this product do not use in or near the eyes. In case of contact, rinse
eyes tharoughly with water.
Stop use and ask a doctor if irritation or rash appears and lasts
Keep out of reach of children. If swallowed, get medical help or contact a Poison

together briskly until dry
= Children under 6 years of age should be supervised when using this product

Other information
mStore below 110°F (43°C)  wMay discolor certain fabrics or surfaces

A s — e e
Inactive ingredients water (aqua), carbomer, propanediol 2-amino

methyl-1 propanol solution

3 061037744605 7

FOR EXTERNAL USE ONLY

Bajaj Medical « Chicago, IL 60609 « www.bajajmedical.com
1-855-680-0101 « Product Made In U.S.A.
Store below 110°F (43°C)

16 ﬂ OZ (473 mL) May discolor certain fabrics or surfaces




NDC 61037-446-06

HAND SANITIZER GEL
ORIGINAL

MADE IN THE USA

FOR EXTERNAL USE ONLY
32 fl oz (946 mL)

Bajaj Medical ¢ Chicago, IL 60609 *« www.bajajmedical.com

1-855-680-0101 ¢ Product Made In U.S.A.

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

32 fl 0z (946 mL)

NDC 61037-446-06

SANITIZER

FOR EXTERNAL USE ONLY

T)rug Facts

Active ingredient Purpose
Ethyl alcohol T0% i s i il nin g Antimicrobial

Uses Hand sanitizer to help reduce bacteria on the skin

I
Wammgs Flammable. Keep away from fire or flame.

For extenal 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. If swallowed, get medical help or contact a Poison Control
right away.

Directions

= Place enough product in your palm to thoroughly cover hands and rub hands together
briskly until dry
= Children under 6 years of age should be supervised when using this product

Ot ]
her information
mStore below 110°F (43°C) m May discolor certain fabrics or surfaces

Inactive ingredients watr (aqua), carbomer, propanediol 2-amina methyl-1
propanol solution

Bajaj Medical » Chicago, IL 60608 = www.bajajmedical com
1-855-680-0101 = Product Made In U.S.A.
Store below 110°F (43°C) » May discolor certain fabrics or surfaces

103774460
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NDC 61037-446-07

HAND SANITIZER GEL
ORIGINAL

MADE IN THE USA

FOR EXTERNAL USE ONLY
1 gal (3.78 L)

Bajaj Medical * Chicago, IL 60609 * www.bajajmedical.com

1-855-680-0101 « Product Made In U.S.A.

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




NDC 61037-446-07 Drug Facts

Active ingredient Purpose
Ethyl:alcahol 70% W ccconmanmammmenss s Antimicrobial

H A N D Uses  Hand sanitizer to help reduce bacteria on the skin

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,
Slop use and ask a doctor if irritation or rash appears and lasts

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

righ awa!.
£\ [Direcions "
MADE IN THE ® Place enough product in your palm to thoroughly cover hands and rub hands together briskly until dry

u s u Children under 6 years of age should be supervised when using this product
“ 1 ——
4 v Other information . o
l l I I I I I l mStore below 110°F (43°C) m\lay discolor certain fabrics or surfaces

I Inactive ingredients water (aqua), carbomer, aminomethylpropanolos I
Bajaj Medical » Chicago, IL 60609 « www bajajmedical.com
I 1 gal (37 1-855-680-0101
3 Mg 10371446070 1

N

Product Made In U.S.A.
FOR EXTERNAL USE ONLY

HAND SANITIZER GEL
ethyl alcohol gel

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:61037-446

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
ALCOHOL (UNII: 3K9958V90M) (ALCOHOL - UNII:3K9958V90M) ALCOHOL 0.7 mL in 1 mL

Inactive Ingredients
Ingredient Name Strength
CARBOMER 940 (UNII: 4Q93RCW27E)
AMINOMETHYLPROPANOL (UNII: LU49E6626Q)
WATER (UNIl: 059QFOKOOR)

Packaging
# Item Code Package Description Ry, Bl Lzl B
Date Date

NDC:61037- 118 mL in 1 BOTTLE, PLASTIC; Type 0: Not a

. 446-01 Combination Product BRI
NDC:61037- 236 mL in 1 BOTTLE, PLASTIC; Type 0: Not a

2 446-02 Combination Product 03/16/2020

3 NDC:61037- 473 mL in 1 BOTTLE, PLASTIC; Type 0: Not a 03/16/2020

446-05 Combination Product




NDC:61037- 946 mL in 1 BOTTLE, PLASTIC; Type 0: Not a
446-06 Combination Product 03/16/2020

5 2‘55_5671037' 3785 mL in 1 JUG; Type 0: Not a Combination Product 03/16/2020

6 E4D6C-:0681037_ 1893 mL in 1 JUG; Type 0: Not a Combination Product 03/16/2020

Marketing Information

Marketing Application Number or Monograph Marketing Start
Category Citation Date
OTC monograph not ., 4333¢ 03/16/2020

final

Labeler - Bajaj Medical, LLC (078774921)
Registrant - Bajaj Medical, LLC (078774921)

Revised: 12/2022

Marketing End
Date

Bajaj Medical, LLC
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