CHLORHEXIDINE GLUCONATE SOLUTION 0.75% ANTISEPTIC- chlorhexidine
gluconate solution 0.75% antiseptic solution
Bajaj Medical, LLC

Drug Facts

Active ingredient

Chlorhexidine gluconate solution, 0.75%

Purpose

Antiseptic

Use
e healthcare personnel handwash: helps reduce bacteria that potentially can cause
disease

Warnings

For external use only

Allergy alert:

This product may cause a severe allergic reaction.

Symptoms may include:
wheezing/difficulty breathing
shock

facial swelling

hives

rash

If an allergic reaction occurs, stop use and seek medical help right away.

Do not use
e if you are allergic to chlorhexidine gluconate or any other ingredient in this product

When using this product

e keep out of eyes, ears, and mouth. May cause serious and permanent eye injury if
permitted to enter and remain in the eye or may cause deafness when instilled in the
middle ear through perforated eardrums.

¢ if solution should contact these areas, rinse out promptly and thoroughly with water

e do not use routinely if you have wounds which involve more than the superficial
layers of the skin

Stop use and ask a doctor if



irritation, sensitization, or allergic reaction 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 use with care in premature infants and infants under 2 months of age. These
products may cause irritation or chemical burns.

Healthcare personnel handwash:

e wet hands with water

e dispense about 5 mL of product into cupped hands and wash in a vigorous manner
for 30 seconds

e rinse and dry thoroughly

Other information
e store at 20-25°C (68-77°F)
e avoid excessive heat above 40°C (104°F)

Inactive ingredients

citric acid, cocamide DEA, FD&C yellow #5, FD&C red #4, fragrance,
hydroxyethylcellulose, isopropyl alcohol, lauramine oxide, purified water,
ricinoleamidopropyl trimethyl ammonium chloride

Questions or comments?
call 1-800-581-2528, 24 hours a day, 7 days a week

Package/Label Principal Display Panel
Chlorhexidine Gluconate Solution
0.75%

ANTISEPTIC

FOR EXTERNAL USE ONLY

Bajaj Medical

Chicago IL 60609

4 fl oz (118 mL)

NDC 61037-414-01

MADE IN THE USA
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Drug Facts (continued)

If an allergic reaction occurs, stop use and seek medical
help nght away.

Do not use
mif you are allergic to chlorhexidine gluconate or any
otheringredient in this product

When using this product

mkeep out of eyes, ears, and mouth. May cause serous
and permmanent eye injury if permitted to enter and
remain in the eye or may cause deafness when
instilled in the middle ear through perforated eardrums
mif solution should contact these areas, finse aut
promptly and thoroughly with water

mdonot use routinely if you have wounds which invalve
mare than the superficial layers of the skin

Stop use and ask a doctor if iritation, sensitization, or
allergic reaction occurs. These may be signs of a serious
condition

Keep out of reach of children. If swallowed, get medical
help arcontact a Poison Contral Center ight away

Directions

muse with care in premature infants ar infants under 2
months of age. These products may cause irritation ar
cherrical bums

Healthcare personnel handwash:

B wet hands with water

mdispense about 5 mL of product into cupped hands and
wash in a vigorous manner for 30 seconds

® rinse and dry thoroughly

Other information
mstore at 20-25°C (68-77°F)
m ayoid gxcessive heat above 40°C (104°F)

d:-m mmonm

Active ingredient Purpose|
Chlomhexiding gluconate
solution, 0. 75% Antiseplic

Inactive ingredients

citicacid, cocamicde DEA, FD&C yellow #5, FD&C red #4,
fragrance, hydroxyethylcellulose, isopropyl alcohol,
lauramine oxide, purified water, ricinaleamidopropyl
timethyl ammonium chloride

Use
m healthcare personnel handwash:

helps reduce bacteria that patentially can cause disease
==

Questions or comments?
call 1-800-581-2528, 24 hours a day, 7 days a week

Wamings
For external use only

Allergy alert:

This product may cause a severe allergic reaction
Symptoms may include

w wheezing/difficulty breathing mshock
mfacial sw m hives mrash

' Lift Here For Drug Facls

Keep from freezing

Chlorhexidine Gluconate Solution

0.75%



ANTISEPTIC

FOR EXTERNAL USE ONLY
Bajaj Medical

Chicago IL 60609

8 fl oz (236 mL)

NDC 61037-414-02

MADE IN THE USA

FDA APPROVED

Chlorhexidine Gluconate
Solution

0.75%

FOR EXTERNAL
USE ONLY

NDC §1037-414-02

FDA

APPROVED

Bajaj Medical
Chicago IL 60609

8floz (236 mL
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Drug Facts

Active ingredient
Chlorhexidine glifconate
solution, 0.75%

Purpose
Antiseptic

IDrug Facts (continued)
m o not use routinely if you have woun ds which involve more
than the superficial layers of the skin

IStup use and ask a doctor if iritation, sensitization, or allergic
eaction ocours. These may be signs of a serious condition

Use
= healtheare personnel handwash: helps reduce
bacteria thal potentially can cause disease

Keep out of reach of children. If swallowed, get medical
help or contact 3 Poison Control Center right away.

Warnings
For external use only

Allergy alert:

This product may cause asevere allergic reaction

Symptoms may include

mwheezing/difficuty breathing w506k

= fagial swelling mhives mrash

Ifan allergic reaction oceurs, stop use and seek

medical help right away

Do not use

wif you are allergic to chlorhexiding gluconate or any
other ingredient in this product

muse with care in premature infants or infants under 2 months
of age. These products may causeiritation or chemical burns

Healthcare personnel handwash:

mwel hands with wal er

m dispense about 5 mL of produd into cuppad hands and
wash in a vigorous manner for 30 ssconds

mring and dry thoroughly

I Directions

Other information

mstore af 20-25°C (68-77°F)

m gv0id excessive heat above 40°C (104°F)
—

When using this product

mleep out of yes, ears, and mouth. May cause serious and
permanent eye injury if permitted to enter and remain in the
22 0F May cause dzafness when ingtilled in the middle sar
through perforatad eardrums

sif selution should contact these areas, ringe out promptly and
thoroughly with vrater >

Inactive ingredients

sitri acid, cocamide DEA, FO&D yellow #5 FD&L red #4, fragrance,
ydrosyethylcellulose, isopropyl alechol, luramine oxidz, puritied
iater, ricnolamidopr ooyl rmethyl ammonium chioridz

Questions or commentis?

call 1-800-581-2528, 24 hours a day, 7 days 2 week

Keep from freezing

Chlorhexidine Gluconate Solution

0.75%

ANTISEPTIC

FOR EXTERNAL USE ONLY
Bajaj Medical

Chicago IL 60609

16 fl oz (473 mlL)

NDC 61037-414-05

MADE IN THE USA




FDA APPROVED

Chlorhexidine Gluconate
Solution

0.75%

FOREXTERNAL
USE ONLY

Bajaj Medical
Chicago IL 60609

161l 0z (473 mL)
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Brug Facts

Drug Facts (continued)

Active ingredient
Ghlorhexidine gluconate
solution, 0. 75%

Purpose
Antiseplic

Stop use and ask a doctor if iritation, sensitization, or
allergic reaction ocours. These may be signs of a
serious condition

Use
= ealth care personnel handwash: helps reduce
Rbacteria that potentially can cause disease

Keep out of reach of children. If swallowed, get medical
help orcontact a Poisan Control Center right away.

Directions

Warnings
For external use only

muse with care in premature infants orinfants under 2
months ofage. Thess products may cause irnfation or
chemical burns

Allergy alert:

This prouict may causs a severe dlergic reaction

Syrmiptomns may Include:

im wheezing/difficulty breathing = shack
m facial swelling mfives m rash

If an allergic reaction occurs, stop use and seek

medical help right away.

W Healthcare persnnnel handwash:

st hiands with wate

m dispense abolt 5 mL of product into cuppzd hands
andwash in a vigorous manner for 80 e conds

m rinse and dry tho roughly

— =

Other information

[ Do not use
®ifyou are allergic to chlomexidine gluconate or any
ofher ingredient in this product

mstore at 20-25°C (68-77°F
= avoidl excessive haal above 40°C (104°F)

(When using this produet
= keep out of eyes, sars, and mouth. May cause

and remain in the eye or may cause deafness when
instilled in the middle ear through perforated
eardrums

mif solufion should contact these areas, rinse out
promptly and thoroughly with water

I do not use routinely i you have wounds which invol
rmore than the superficial layers of the skin

serious and permanent eye injury if permitted to enter

Inactive ingredients

citric acid, cocarnide DEA, FD&C yellow #5, FD&C red #4,
fragrance, fy droxyethylcellulose, isopropyl alcohol,
laurarmine oxide, purified walter, ricinoleamnidopropyl
trime thyl ammonium chloride

Questions or commentis?
call 1-800-581-2528, 24 hours a day, 7 days a weelk

Keep from freezing.

Chlorhexidine Gluconate Solution

0.75%

ANTISEPTIC

FOR EXTERNAL USE ONLY
Bajaj Medical

Chicago IL 60609

32 fl 0z (946 mL)

NDC 61037-414-06

MADE IN THE USA

FDA APPROVED




Chlorhexidine Gluconate Solution

0.75%

Chlorhexidine Gluconate
Solution

0.75%

FOR EXTERNAL
USE ONLY

Bajaj Medical
Chicago IL 60609

32 fl oz (946 mL)

37061037"41406'" 3

NDC 61037-414-06

FDA

APPROVED

Drug Facts

Active ingredient
Chlorhexidine gluconate
solution, 0.75%..........c..........

Purpose

.ocooee.... Antiseptic

Drug Facts (continued)

Stop use and ask a doctor if irritation,
sensitization, or allergic reaction occurs. These
may be signs of a serious condition.

Use
=healthcare personnel handwash: helps reduce
bacteria that potentially can cause disease

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

Directions

infants or infants

- suse with care in

Warnings under 2 months of age. These products may
For external use only cause irritation or chemical burns.

Allergy alert: Healthcare personnel handwash:

This product may cause a severe allergic reaction.
Symptoms may include:

=wheezing/difficulty breathing wshock
sfacial swelling =hives =rash
If an allergic reaction occurs, stop use and seek
medical help right away.

Do not use
sif you are allergic to chlorhexidine gluconate or
any other ingredient in this product

=yet hands with water

=dispense about 5 mL of product into cupped
hands and wash in a vigorous manner for 30
seconds

=rinse and dry thoroughly

Other information
sstore at 20-25°C (68-77°F
=avoid excessive heat above 40°C (104°F)

When using this product

=keep out of eyes, ears, and mouth. May cause
serious and permanent eye injury if permitted to
enter and remain in the eye or may cause
deafness when instilled in the middle ear
through perforated eardrums.

=if solution should contact these areas, rinse
out promptly and thoroughly with water

=do not use routinely if you have wounds which
involve more than the superficial layers of the
skin

Inactive ingredients

citric acid, cocamide DEA, FD&C yellow #5,
FD&C red #4, fragrance, hydroxyethylcellulose,
isopropyl alcohol, lauramine oxide, purified
water, ricinoleamidopropyl trimethyl
ammonium chloride

Questions or comments?

call 1-800-581-2528, 24 hours a day, 7 days
aweek

Keep from freezing.

ANTISEPTIC

FOR EXTERNAL USE ONLY
Bajaj Medical

Chicago IL 60609

128 fl 0z (3785 mL)

NDC 61037-414-07

MADE IN THE USA

FDA APPROVED




Chlorhexidine Gluconate
Solution

0.75%

FOR EXTERNAL USE ONLY

FDA

APPROVED

128 fl 0z (3785 mL)

NDC 61037-414-07

Drug Facts Drug Facts (continued)
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Chlorhexidine Gluconate Solution

0.75%
ANTISEPTIC

FOR EXTERNAL USE ONLY

Bajaj Medical
Chicago IL 60609

8 fl 0z (236 mL)
NDC 61037-414-03
MADE IN THE USA
FDA APPROVED

NDC61037-414-03

L

Chlorhexidine

Gluconate
Solution

0.75*

ANTISEPTIC

FDA

APPROVED,

R EXTERNAL
USEONLY

8fl oz (236 mL}

FOl

healthcare personnel handwash:
helps reduce bacteria that potentially can cause disease!

For external use only

Allergy alert:

This product may cause a severe allergic reaction
Symptoms may include:

W yheezing/difficulty braathing Wshock
Wfacial swelling Whives Mrash

If an allergic reaction oceurs, stop use and seek medical help
right away.

Lift Hore for
3 Drug Fae

Chlorhexidine Gluconate Solution

0.75%

Drug Facts (continued)
Do not use

Wit youars allergic to chiorhexiding gluconate or any ot her
ingredient in this product

When using this product

Wkeep out of eyes, ears, and mouth. May cause serious and
permanent eve injury if permitted to enter and remain in the eye|
or may cause deafness when instiled inthe middle sar through
perforated eardrums

Wi solution should contact these areas, rinse out promptly
and thorough ly with water

®donot use routinely if you have wounds which involye more
than the superficial layers of the skin

Drug Facts (continued)
Other information
Wstors at 20-25°C (68-77°F)
Mayoid sxcessive haat above 40°C {104°F)

Inactive ingredients
ditric acid, cocamide DEA, FD&C yellow #5, FD&C
red #4, fragrance, hydroxyethylcellul ose, isopropyl
alcohol, lauramine oxide, purified water,
ricinolgamidopropyl trimethyl ammonium chloride

Stop use and ask a dostor if irritation, sensitization, or allergicy
reaction occurs. These may be signs of a serious condition.
Keep out of reach of children. If swallowed, get medical
help or contact a Poison Gontrol Center right away.

Directions
Wysg with cars in premature infants or infants under 2
months of age. These produdts may cause irritation
or chemical burns.

Healthcare personnel handwash:

W et hands with water

M dispenss about 5 mL (7 pumps) of product
into cupped hands and wash in a vigorous,
manngr for 0 seconds
mrinse and dry thoroughly

Questions or comments?
call 1.800.581.2528, 24 hours a day, 7 days a week

Keep from freezing

Bajaj Medical
Chicaga L 60609




ANTISEPTIC

FOR EXTERNAL USE ONLY
Bajaj Medical

Chicago IL 60609

8 fl 0z (236 mL)

NDC 61037-414-04

MADE IN THE USA

FDA APPROVED

Drug Facts (continued)

NDC61037-414-04

Do not use

<

ingredientin this product

Wif you arg allergic to chlorhexiding gluconate or any other

When using this product

Chlorhexidine
Gluconate
Solution

perforated eardrums

healthcare personnel handwash:
helps reduce bacteria that potentially can cause disease!

and thorough ly with water

than the superficial layers of the skin

Mieep out of eyes, ears, and mouth. May cause serious and
parmanant gy injury if permitted to enter and remain in the eye|
or may cause deafness when instiled inthe middle sar through
Wi solution should contact these areas, rinse out promptly

®donot use routinely if you have wounds which involye more

For external use only
Allergy alert:

Stop use and ask a dostor if irritation, sensitization, or allergicy
reaction occurs. These may be signs of a serious condition.

0.75%

This product may cause a severe allergic reaction
Symptoms may include:

W yheezing/difficulty braathing Wshock
Wfacial swelling Whives Mrash

If an allergic reaction oceurs, stop use and seek medical help
right away.

help or contact a Poison Gontrol Center right away.
Directions

or chemical burns

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

Wysg with cars in premature infants or infants under 2
months of age. These produdts may cause irritation

Healthcare personnel handwash:

W et hands with water

M dispenss about 5 mL (7 pumps) of product
into cupped hands and wash in a vigorous,
manngr for 0 seconds
mrinse and dry thoroughly

FDA

APPROVED,

FOR EXTERNAL
USEONLY

8fl oz (236 mL}

Lift Here for
9 Drug Fae
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Chlorhexidine Gluconate Solution
0.75%

ANTISEPTIC

FOR EXTERNAL USE ONLY

Bajaj Medical

Chicago IL 60609

40.6 floz (1.2 L)

NDC 61037-414-08

MADE IN THE USA

FDA APPROVED

Drug Facts (continued
Other information
W store at 20-25°C (68-77°F)

Wayoid excessive hieat above 40°C (104°F)

Inactive ingredients
ditric acid, cocamide DEA, FD&C yellow #5, FD&C
red #4, fragrance, hydroxyethylcellul ose, isopropyl
alcohol, lauramine oxide, purified water,

ricinolgamidopropyl trimethy| ammonium chloride

Questions or comments?
call 1.800.581.2528, 24 hours a day, 7 days a week

Keep from freezing

BajajMedical
Chicago|L60609
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Active ingredient

Chlomexidine gluconate solution, 0.75%

Purpose
Antiseptic

Lift Here for Drug Factls 4

Drug Facts (continued)

Drug Facts (continued)

Use

®m healthcare personnel handwash:
helps raducs bacteria that potentially
can cause disease

Wamings
For external use only

Allergy alert:

This product may causs a severs allargic
reaction. Symptoms may include:

m wheezing/difficulty breathing

m shook m facial swelling

m [jyes B rash
Ifanallergic reaction occurs, stop Lss
and seek medical help right away.

Do not use

®ifyouare allergic to chlorhexiding
gluconate or ary otheringrediant
in this product

When using this product
® eap out of eyes, gars, and mouth. May
cause serious and parmanent sy injury

if parmittad to enter and remain in the
&y Or may causs deafness when
instilled in the middle ear through
perforated sardrum s,

® it solution should contact thesa arsas,
rinse out pramptly and thoroughly with
water

m do not use routingly if you hawvea
wounds which involve mare than the
superficial layers of the skin

Stop use and ask a doetor if irritation,
sensifization, or allergic reaction acours.
Thase may be signs of a serious condition.

Keep out of reach of children. |t
swallowed, get medical help or contact
a Poison Gontrol Center right away.

Directions

m Jse with care in premature infants or
infants under 2 months of age. These
products may cause irritation or

chemical bums.
>




Drug Facts (continued)

Healthcare personnel handwash:

myyethands with water

m dispanse about 5 ml (8 pumps) of
product into cuppad hands and wash
inawvigorous manner for 30 saconds

m ringz and dry thorough!

Other information
m store at 20-25°C (68-77°F)
m 3y oid excessive heat above 40°C (104°F)

Inactive ingredients
Gitric adid, cocamide DEA, FD&C

yellow #5, FD&C red #4, fragrance,
hydrayethylcellulose, isopropyl alcohol,
lauraming oxide, purifisd water,
ricinaleamidopropyl trimethyl ammonium
chlorids

Questions or comments?
call 1-800-581-2528, 24 hours a day,
7 days a week

Keep from freezing.
Baja] Medical * Chicago [L 60509

Keep from freezing.

CHLORHEXIDINE GLUCONATE SOLUTION 0.75% ANTISEPTIC

chlorhexidine gluconate solution 0.75% antiseptic solution

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

CHLORHEXIDINE GLUCONATE (UNIl: MOR84MUDSE) (CHLORHEXIDINE -
UNII:R4KOODY52L)

Inactive Ingredients

Ingredient Name
COCO DIETHANOLAMIDE (UNIl: 92005F972D)
HYDROXYETHYL CELLULOSE (140 CPS AT 5%) (UNII: 8136Y38GY5)
ISOPROPYL ALCOHOL (UNIl: ND2M416302)
LAURAMINE OXIDE (UNII: 4F6FC4MISW)
RICINOLEAMIDOPROPYLTRIMONIUM CHLORIDE (UNII: 930U7D1C3U)
WATER (UNIl: 059QFOKOOR)
CITRIC ACID MONOHYDRATE (UNII: 2968PHWSQP)

Basis of Strength

CHLORHEXIDINE
GLUCONATE

NDC:61037-414

Strength

0.75 mg
in 100 mL

Strength



FD&C YELLOW NO. 5 (UNIl: [753WB2F1M)
FD&C RED NO. 4 (UNIl: X3WOAM1JLX)

Packaging

#

Item Code

NDC:61037-
414-01

NDC:61037-
414-02

NDC:61037-
414-05

NDC:61037-
414-06

NDC:61037-
414-07

NDC:61037-
414-03

NDC:61037-
414-04

NDC:61037-
414-08

Package Description

118 mL in 1 BOTTLE, PLASTIC; Type 0: Not a
Combination Product

236 mL in 1 BOTTLE, PLASTIC; Type 0: Not a
Combination Product

473 mL in 1 BOTTLE, PLASTIC; Type 0: Not a
Combination Product

946 mL in 1 BOTTLE, PLASTIC; Type 0: Not a
Combination Product

3785 mL in 1 JUG; Type 0: Not a Combination Product
236 mL in 1 BOTTLE, PUMP; Type 0: Not a Combination
Product

236 mL in 1 BOTTLE, PUMP; Type 0: Not a Combination
Product

1200 mL in 1 BOTTLE, DISPENSING; Type 0: Not a
Combination Product

Marketing Information

Marketing
Category

NDA

Application Number or Monograph
Citation

NDA020111

Labeler - Bajaj Medical, LLC (078774921)

Registrant - Bajaj Medical, LLC (078774921)

Establishment
Name Address ID/FEI
Bajaj Medical, 078774921 label(61037-414) , analysis(61037-414) ,

LLC

Revised: 12/2022

pack(61037-414)

Marketing Start Marketing End

Date

09/30/2014

09/30/2014

09/30/2014

09/30/2014

09/30/2014

10/12/2017

10/12/2017

10/12/2017

Marketing Start

Date

09/30/2014

Business Operations
manufacture(61037-414) ,

Date

Marketing End
Date

Bajaj Medical, LLC
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