CARDINAL HEALTH- chlorhexidine gluconate 4% liquid
Xttrium Laboratories, Inc.

XTT Cardinal Heakh 4%
COMP 8oz

Chlorhexidine gluconate 4% Solution

Purpose
Antiseptic

Uses

e surgical hand scrub: significantly reduces the number of microorganisms on the
hands and forearms prior to surgery or patient care

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

e patient preoperative skin preparation: for the preparation of the patient's skin
prior to surgery

e skin wound and general cleansing

Warnings
For external use only
Allergy alert:

This product may cause a severe allergic reation. 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 or the patient is allergic to chlorhexidine gluconate or any other ingredient in
this product

e in contact with meninges

e in the genital area

e as a preoperative skin preparation of the head or face

When using this product

e keep out of eyes, ears, and mouth. May cause serious and permanent eye injury if
placed or kept in the eye during surgical procedures or may cause deafness when
instilled in the middle ear through perforated eardrums.

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



e wound which involve more than the superficial layers of the skin should not be
routinely treated

e repeated general skin cleansing of large body areas should not be done except when
advised by a health care provider

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.

Direction
e use with care in premature infants or infants under 2 months of age. These products
may cause irritation or chemical burns.

Surgical hand scrub:

e wet hands and forearms with water.

e scrub for 3 minutes with about 5 mL of product and a wet brush paying close
attention to the nails, cuticles, and interdigital spaces

a separate nail cleaner may be used

rinse throughly

wash for an additional 3 minutes with 5 mL of product and rinse under running water
dry thoroughly

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 15 seconds

¢ rinse and dry thoroughly

Patient preoperative skin preparation:

e apply product liberally to surgical site and swab for at least 2 minutes and dry with a
sterile towel

e repeat procecedure for an additional 2 minutes and dry with a sterile towel

Skin wound and general skin cleansing:
e thoroughly rinse the area to be cleaned with water

e apply the minimum amount of product necessary to cover the skin or wound area
and wash gently
e rinse again thoroughly

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



Inactive ingredients

cocamide DEA, fragrance, glucono-delta-lactone, hydroxyethyicellulose, isopropyl
alcohol, lauramine oxide, PEG-75 lanolin, purified water, tridecyl alcohol

Laundering/Cleaning Instructions: Chlorhexidine gluconate skin cleansers will cause
stains if used with chlorine releasing products, such as chlorine bleach. Rinse completely
and use only non-chlorine detergents.

WARNING: This product can expose you to chemicals including cocamide DEA, which is
known to the State of California to cause cancer. For more informationm, go to
P65Warnings.ca.gov

For Professional and Hospital Use Only

You may report serious side effects to 1-877-227-3642
Not Made with Natural Rubber Latex

Distributed by

Cardinal Health

Waukegan, IL 60085 USA

Rev. D 2019-07 « cardinalhealth.com

©2019 Cardinal Health. All Rights Reserved.

CARDINAL HEALTH and the Cardinal Health LOGO are
trademarks of Cardinal Health and may be registered

in the US and/or in other countries.

Package Label

NDC: 63517-061-04
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Cardinal Health

Chlorhexidine Gluconate 4% Solution
Single-Use Antiseptic

Non Sterile Solution

4 floz (118mL)
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m surgical hand scrub: significantly
reduces the number of microorganisms
on the hands and fofearms prior 1o
surgery or patient care

m healthcare personnel handwash: helps
reduce bacteria that potentially can cause
(RSEasa

m patient preoperative skin preparation:
for the preparation of the palient's skin
prior to surgery

| skin wound and general skin cleansing




Drug Facts (continued)

Warnings
For external use only

Allergy alert:
This product may causes a severs allergic reaction
Symploms may nclide:
mwheezing/difficully breathing

Eshock Mfacial swellng Whives Brash
¥ an & it reaction oceurs, S10p use and
e help right away.

Do not use

W if you o the patien is allergic to
ehlorhexidine glucsnate or any ather
Ingrediant In this produet

H I contact with meninges

m in the ganital area

W as 8 pregperalive skin preparation of
the head or face

When using this product

m keep out of eyes, ears, and mouth, May
cause serious and permanent eye injury
if placed or kept in the eya during surgical
proceduras or may cause deafness when
instilled in the middle ear through parforated
gardnums.

W if solution should contact these areas, rinse
oul promplly and thoroughly with waler

B wounds which invele more than the
suparficial layars of the skin should nat be
raulinely treated

m repeated general sxin cleansing of large
body areas should not ba done except whan
adviged by a health care provider

Stop use and ask a doctor if irmitation,
sansitization, or allengic reaction occura.
Thesa may be signs of a serious condition.

Drug Facts (continued)

Keep out of reach of chilldren, If swallowed,
get madical help or contact & Poison Cantro]

Canter right away.
Directions

m use with care In premature infanis or infants
under 2 manths of age. These products
iy canese jrritation of chemical burns.

Surgleal hand serub:

B wet hands and forearms with water

W scrub for 3 minutes with about 5 miL of

praduct and a wet brush paying close

attantion to the nails, cuticles, and

Interdigital spaces

a separate nail cleanar may be used

rinse thoroughly

wash for an additional 3 minutes with 5 mL

of product and rinse under running waltar

dry tharaughly

Heal personne] handwash:

B wit hands with watber

m dispanse about 5 mL of product into cupped
hands and wash in a vigorous manner for
15 seconds

B rinse and dey thorowghly

Patient precperative skin preparation:

m apply product liberally to surgical site and
ewab for af least 2 minutes and dry with &
slerile towel

W repeat procedure lor an addiional
2 minutas and dry with a starila towel

Skin wound and general skin cleansing:

m thoroughly rinse the area to be cleaned
with water

m apply the mesmum amount of product
necessary o cover the skin or wound area
and wash gently

B rinse again thoroughly v




Drug Faets (continued)

Other information
m store at 30-25°C (BE-77'F)
m avoid excessive heat abowve 40°C [104°F)

Inactive ingredients cocamide DEA,
fragranca, glucono=deltadactons, hydrogethyl

calulose, sopropyl aleohol, lauraming oxide,
PEG-7E lanolin, purified water, tidecy| alcohal

Laundering/Qeaning Bnstructions: Chllorhexidine
dlucenate siin deansers will cause staing if used with
chlerine releasing products, such as chierine bleach.
Rinse completely and ue only nan-chisnine detenpents.

S WARNING: This prodhuct can expese you te chemicals
ncluing cocamide DEA, which is kmown e the State

wf Calfornia to cause cancer, For mare infarmatian, go te
PESWamings.ca.gov

For Prafessional and Hospital Use Only
You may repart senious side effects to 1-877-227-3441
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Drug Facts

Active ingredient Pu
Chlorhaxiding glucenate 4% solilion, o m.mmeaAnEsaElIE

Uses
m surgical hand scrub: significantly reduces the
M_lﬂbﬂl' af mlmrgz!l‘ylsm on the hands and forearms
f o surgary or palient cars
L] mnm“ personnel handwash: helps raduce
bactaria that potentially can cauase diseass
m skin wound and general skin cleansing

Warnings

For external use onlly

ANergy alert:
This product may cause a severe alergic reaction.
Symptomns may Include:

I an aBergic reachon ocours, stop use and Sook
medical help right away.

b Lift Here

Drug Facts (continued)

Do not use

W if you or the patient is allergic to chlorhexiding
gluconate or any other ingredient in this product

W in contact with meninges

m in the genital anea

When using this product

W kaep out of eyes, ears, and mouth. May cause
sarious and parmansnt aye njury if permitted to
artar and remain in the eye or may cause deafness
when instlled in the middle ear through perforated
fardrums,

W il sobution should contact these areas, finsa out
promptly and thoroughly with water

m wounds which imvaive mare than the superficial layers
of the skin ehould not be routinely treated

m repeated general skin cleansing of large body areas
should not be done excapt when advised by a health
care provider

Stop use and ask a doctor if iritabon, sensitization,
or al oc reaction ooours. These may be signs of a
sarious condition.

Keep out of reach of chilldren, If swallowed, get madical
help oF contact a Polzon Contrel Center night away.

Directions

m usa with care in premature infants or infanis under
2 months of age. These producls may cause irilation
or chemical buma

Surgical hand serub:
W wat hands and foraarms with watar

- gerub for 3 minutes with about § miL of product and
& wat brush paying close attention to the nais,
culicles, and inlerdigital spaces

m a separata nail cleaner may be used

m rinsa thoreughly

m wash for an additional 3 minutes with 5 mL of product
and ringe Under running water

| dry thoroughly

Healthcare personnel handwash:

m wot hands with walter

m dispense aboul 5 mbL of product into cupped hands and
wash in a vigorous manner for 15 ssconds

W finsa and dry thoroughly

Skin wound and general skin cleansing:

m thoroughly rinse the area io be cleaned with water
m apply the minimum amount of product necassany to
covir the skin of wound area and wash gently

m rinss again thoroughly




Drug Faets (continued)
Other information

m slore at 20-25°C (B8-77°F)
B avold axcessive heal above 40°C (104°F)

Inactive ingredients cocamide DEA, fragrance,
ducenc-delta-lacions, Mydroxyethylcellulose, lsopropyl

aleahol, lauramine oxide, PEG-76 lanolin, parilied waber,
tridecy akohol

Laundering/teaning Instrections: Clehenifine glutanite don dharden will
case staing & vind with chilarise relleasing products, mch as chllarine bleash, Rine
camialeoely and use anly nen=chlorine detegents.

Ay WARMING: This pradeet can sepass you o chemicah induding eocamide DEA,
wahich it kneaws {o the State of Califersia fo caupe cancer, For moes informatien, gelo
M Warning o o
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CARDINAL HEALTH

chlorhexidine gluconate 4% liquid

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:0116-0061
Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
CHLORHEXIDINE GLUCONATE (UNIl: MOR84MUDSE) (CHLORHEXIDINE - CHLORHEXIDINE 49
UNII:R4KOODY52L) GLUCONATE in 100 mL

Inactive Ingredients

Ingredient Name Strength
GLUCONOLACTONE (UNIl: WQ29KQ9POT)
PEG-75 LANOLIN (UNII: 091790X7TB)
TRIDECYL ALCOHOL (UNII: 819428H868)
COCO DIETHANOLAMIDE (UNIl: 92005F972D)
HYDROXYETHYL CELLULOSE (2000 CPS AT 1%) (UNIl: S38J6RZN16)
ISOPROPYL ALCOHOL (UNIl: ND2M416302)
LAURAMINE OXIDE (UNII: 4F6FC4MI8W)
WATER (UNIl: 059QFOKOOR)

Packaging
# Item Code Package Description R o
Date Date
NDC:0116- 118 mL in 1 BOTTLE, PLASTIC; Type 0: Not a
1 0061-04 Combination Product 07/24/2015
» NDC:0116- 237 mL in 1 BOTTLE, PLASTIC; Type 0: Not a 07/24/2015 02/28/2027

0061-08 Combination Product



NDC:0116- 473 mL in 1 BOTTLE, PLASTIC; Type O: Not a 07/24/2015 11/30/2019

e 0061-16 Combination Product
NDC:0116- 946 mL in 1 BOTTLE, PLASTIC; Type 0: Not a
4 0061-32 Combination Product 07/24/2015 03/31/2020

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
NDA NDA019125 07/24/2015

Labeler - xtrium Laboratories, Inc. (007470579)

Revised: 12/2025 Xttrium Laboratories, Inc.
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