SCRUB CARE EXIDINE -4 CHG- chlorhexidine gluconate liquid
Xttrium Laboratories, Inc.

Drug Facts CareFusion 4%

Active Ingredients

Chlorhexidine Gluconate 4% Solution

Purpose

Antiseptic

Uses

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

healthcare personnel handwash: helps reduce bacteria that potentially can cause disease
patient preoperatve skin preparation: for the preparation of the patient's skin prior to surgery

skin wound and general skin cleansing

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 notuse
e if you or the patient is allergic to chlorhexidine gluconate or any other ingredient in this product
® incontact with meninges
¢ inthe genital area
® as a preoperative skin preparation of the head or face

When using this product

® 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 wounds which involve more than the superficial layers of the skin should not be routinely treated

¢ 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.

Directions

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

Surgical hand s crub:
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 thoroughly
wash for an additional 3 minutes with 5 mL of product and rinse under running water
dry thoroughly

Healthcare personnel handwash:
¢ wet hands with water
e dispense about 5 mL of product into cupped hands and wash in vigorous manner for about 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
¢ repeat procedure 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
¢ apply the minimum amount of product necessary to cover the skin or wound area and wash gently
¢ rinse againthoroughly

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

Inactive ingredients

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

Questions or comments?
Call 1-800-587-3721
Monday through Friday 8:00 AM to 4:30 PM CST



Package label and principal display panel
NDC 0116-2994-04

REF 29900-404

BD Scrub Care™

Exidine™-4 CHG 4%

Chlorhexidine Gluconate 4% Solution
Antiseptic

Non-sterile Solution

Contans:

4% Chlorhexidine Gluconate

For External Use Only

For Single Use Only

Distributed By

Becton, Dickinson and Company
Vernon Hills, IL 60061 USA
51-10096 Rev. A
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Drug Facts

Active Ingredient Purpose
Chlorhexidine gluconata
4% solutlon Antiseptic

Uses

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

N healthcare personnel handwash: helps
reduce bactera that potentially can cause
diseqsa

N patient preoperative skin preparation:
for the preparation of the patient’s skin prior
to surgery

® skinwound and general skin ceansing
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Drug Facts (continued)

Warnings
For external use only

Allergy alert:

This proeduct may cause a severe allerglc reaction.
Symptoms may Include:

B wheezing/difflculty breathing

® shock

u fackal swalling

m hives

W rash

If an allergic reaction occurs, stop use and seak
medical help ight away.

Do not use

B |fyou or the patlent Is allerglc to chlorhexidine
gluconate or any other Ingredient In this product

B |n contact with meninges

N |n the genlital area

B as a preoperative skin prepanation of the heod
ar face

When using this product

B keep out of the eyes, ears and mouth. May
cause serlous and permanent ey injury If
placed or kept In the eye durng surgical
proceduras or may cause deafness when
Instilled in the middle ear through perforated
eardrums

B If solution should contact these areas, rinse out
promptly and thoroughly with water

B wounds which involve more than the superficial
layers of the skin should not be routinety
treated

® repeated general skin cleansing of large body
areas should not be done except when advised
by a health care provider
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Drug Facts (continued)

Stop use and ask docter if lmtatlon, sensitization,
or allerglc reaction occurs. These may be signs of a
sarious condition.

Keep out of reach of children. If swallowed, get
miedical help or contact a Polson Control Center
right oy,

Directions

B use with care In premature Infants or Infants
under 2 months of age. These products may
cause Irrttation or chemical burns.

Surgical hand scrub:

B wet hands and forearms with water

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

B aseparate nall cleaner may be used

W rinse thoroughly

m wash for an additional 3 minutes with 5 mlL of
product and rinse under running water

B dry thoroughly

Healthcare personnel handwash:

B wet hands with water

B dispense about 5 mlL of product Into cupped
hands and wash in a vigorous manner for 15
seconds

N rinse and dry thoroughby

Patient preoperative skin preparation:

B apply product lberally to surglcal site and swab
for at least 2 minutes and dry with a sterile
towel v

Drug Facts (continued)

B repeat procedure for an additional 2 minutes
and dry with a sterlle towel

Skinwound and general skin cleaning:

B thoroughly rinse the area to be cleaned with
water

u apply the minimum amount of product
necessary to cover the skin or wound area and
wash gently

W rinse again thoroughy

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

Inactive ingredients cocamide DEA,
fragrance, glucono-delta-lactone,
hydroxyethylcellulose, Isopropy | alcohoel, lauramine
oxlde, PEG-75 lanolin, purlfled water, tridecyl
alcohol

Questions or comments?
call 1-800-587-3721
Monday through Friday 8:00 AWM to 4:30 PM C5T

Laundering/Cleaning Instructions:

Chlorhexidine gluconate skin dleansers will causa
stalns If used with chlorine releasing products, such
as chiorine bleach. Rinse completaly and use only
non-Chlorine detergents.



NDC 0116-2994-05

BD Scrub Care™

Exidine™-4 CHG 4%
Chlorhexidine Gluconate 4% Solution
Antiseptic

Non-sterile Solution

Contains:

4% Chlorhxidine Gluconate
For External Use Only

For Single Use Only
Distributed By

Becton, Dickinson and Company
Vernon Hills, IL 60061 USA
51-10081 Rev. A
ETOBTLLBLE

Net Contents: 4 fl oz (118 mL)
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NDC 0116-2994-08

REF 29900-408

BD Scrub Care™

Exidine™-4 CHG 4%

Chlorhexidine Gluconate

4% Solution

Antiseptic

Contains: 4% Chlorhexidine Gluconate
For External Use Only

Distributed by



Becton, Dickinson and Company
Vernon Hills, IL 60061 USA
51-10097 Rev. A
4CFO8BTLBLE

Net Contents: 8 fl oz (237 mL)

Exidine™ -4 CHG 4%

Chlorhexidine Gluconate
4% Solution
Antiseptic

For External Use Only
Distributed by

Becton, Dickinson and Company
Wernon Hills, IL 60067 LISA

E1-10097 Rev. A
LCFOBBTLBLE

MNet Contents: 8 fl oz (237 mL)

NDC 0116-2994-16

REF 29900-416

BD Scrub Care™

Exidine™-4 CHG 4%
Chlorhexidine Gluconate

4% Solution

Antiseptic

Contains:

4% Chlorhexidine Gluconate
For External Use Only
Distributed By

Becton, Dickinson and Company
Vernon Hills, IL 60061 USA
51-10098 Rev. A
4CFB16BTLLBLC

Net Contents: 16 fl oz (1 pt) (473 mL)

Contains: 4% Chlorhexidine Gluconate

@ BD Scrub Care™ NDCU116—25|5|1|-08H\

[FER] 29900-408

Ll




© BD Saub Care™ e
Exidine™ -4 CHG 4%

Chlorhexidine Gluconate
4% Solution
Antiseptic

Conmtalns:
4% Chlorhexidine Gluconate
For BExternal Use Only

1162

Distribubed By
Becton, Dickinson and Comparny
Wernon Hills, IL 80061 USA
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Met Cortents: 16 fl oz (1 pt) (473 mL)
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BD Scrub Care™

Exidine™-4 CHG 4%
Chlorhexidine Gluconate

4% Solution

Antiseptic

Contains:

4% Chlorhexidine Gluconate
For External Use Only
Distributed By

Becton, Dickinson and Company
Vernon Hills, IL 60061 USA
51-10099 Rev. A
4CFB16BTLPLBLC

Net Contents: 16 fl oz (1 pt) (473 mL)
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Chlorhexidine Gluconate
4% Solution
Antiseptic

Contalmns:
4% Chlorhexidine Gluconate
For Bxtermal Use Only

Distributed By
Becton, Dickinson and Company
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REF 29900-432

BD Scrub Care™

Exidine™-4 CHG 4%

Chlorhexidine Gluconate

4% Solution

Antiseptic

Contains: 4% Chlorhexidine Gluconate
For External Use Only

Distributed by

Becton, Dickinson and Company
Vernon Hills, IL 60061 USA
51-10100 Rev. A
4CFB32BTLLBLC

Net Contents: 32 fl oz (1 qt) (946 mL)
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Exidine™ -4 CHG 4%

Chlorhexidine Gluconate
4% Solution
Antiseptic

Contalns: 4% Chlorhexidine Gluconate
For External Use Only

Dhistributed by
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Drug Facts

Active Ingredient
Chinrhaiding Qunnobe 86 SHUHON oo oo Anizaptic

rgu:l hand sub: camthy reducss tha number of microorganisms on the
rnnmunur\omurrrs b sungeny of patient oore
lhnulﬁmnpﬂmnnnlhundﬂus dps reduca bactaria that potentialy mn
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Warnings

For entamal usa only
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Drug Facts (continued)

Derections
W usawkhoma n pmmrmurrmrtsunnw! merkhs of oge. Theas
products may cousa intbatien of chamizal bum

Surgicol hand scub

Wik hends and foneare wkhw oter

™ scrub for 2 mingbas with abou 5 mLof product and awst brush paying choss
attenkion to the nalls, cutickes, and Il‘tn'\dgltnl pOCEE

™ g saparata nal ckaner may b used

W rinss thomughly

wioshfor an addibornl 3 mirertes with 5 miL of product and dresurdor
running watar

® dry theroughly

Hedthoara personnel handwash

Wt andswith water

W dipansaabout 5 mL of prndud: ko cuppsd hands and wash in avigerous
manner for about 15 saconds

W rinssand dry thoroughly

Skin wound ard genenal skin deaning:

lﬂ'nmlgl:,l rinsa tha areo ko ba deaned with watar

™ gpply thaminimum amount of produc recsssany to covertha skin orwound
ared and wash gankhy

W rinsa again tlmu.lghl_lll

® inthe genital area
Whan using this product
=

Other atlon
W shors ok 20.35°C (BBTT'R)
W gyold acesive heat acbove 40°C (1 04°F)
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I'nactive ingredients mmmlchDEﬁfra?u'na. ucono-dek o lachons,
u a«m&ma?hbm bopruprldcuml lumaming cxida, FEG-TS lanalin,
ar, iridecyl alochol

wakar
Ewoundswhich rvolve mome than the supsrficial loyars of the scinshould not bs
mutrny treated
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cnll 1-800-587-37.21 Monday through Fridoy B00AM 10 &30 PM CST
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Stop usm ard u:tu dn-:borlﬂrl:uﬂnr\.wdthnthn oralkrgi reaction coours
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M swalowsd, get modicnl halp or combadt a Polzon Contral Canbar gt awey.
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BD Scrub Care™
Exidine™-4 CHG 4%
Chlorhexidine Gluconate
4% Solution

Antiseptic

Contains: 4% Chlorhexidine Gluconate

For External Use Only
Distributed by

Becton, Dickinson and Company
Vernon Hills, IL 60061 USA
51-10101 Rev. A
4CF32BTLPLBLC

Net Contents: 32 fl oz (1 qt) (946 mL)




NOC0116-2004-33

=
& BD Scrub Care™
200004329

Exidine™ -4 CHG 4%

Chlorhexidine Gluconate
4% Solution
Antiseptic

Contalns: 4% Chlorhexidine Gluconate
For External Use Only

Distributed by

Becton, Dickinson and Company
Vemon Hills, IL 60061 USA
LCFIZBTLPLBLC

JJ1I! !11¢2!433T

Met Contents: 32 fl oz {1 gt) (946 mL)

51-101017 Rew. A

.

Drug Facts

Acthve Ingredient
Chiorhaiding gluconabe 48 solution .o oo oo A C

1=
sy mhundmuh:ﬂg_lﬂm recucas tha number of micoorgonisms on the
rnrr?nsnnumwrrrspr Dosgamamrpn‘ﬂnm .

¥ healthoore personnel handwosh: hdps reduce bactana that potentioly cn
cousa dissnse

W skinwaund and goneral skin doansing

"Warnings
For avtemal usecnly
Al alert
This praduct oo s ena alkigic reachion. Symptoms moy includa:
Wwhoaing diffkcutty braathing
W zhock
W fackal wall
W hives 4

W razh

I an allargkc reaction ooours, stop uss and ssak medioal beip night away.

T not 05
W Hfyyou of tha patlent ks allarglc b chiethexiding glucorats or any other
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Dvug Facts {continued)

Directlons
W usawkh oane in premature infanks or infants under 2 months of oge. Thesa
products may cousa Imtbation of chemical bums.

Surgleaal hand suk

Wik Fands and Foneamre wikhwober

W scrub for 3 minuteswith about S mlof product ond awst brush paying close
attention o tha nals, cuticles, and Interdig il spoces

W o zaparate nol Cleansr moy b wed

W rinza thomi

Wwhi for an additioral 2 mirutes with 5 il of product ard Aresurdor
runnireg wator

W dry thoroughly

Healthcare personnel handwosh

Ww it handswith wator

W dispares about 5L of pradud inbs cupped hands and wash in avigerous
manner for about 15 seconds

W rinsa and dry thomughly

Skin waund ard gerendl skn deaning:

u H‘nml:?‘r:j rinza tha area to bo cleanod with wabar

W apply the minimum ameunt of preduct rocsszary bo covartha skin orwound
ared and wash gantly

W rinsa again thaoncughly

W in‘onbod: with meninges:
N in the genitol area
Whan using this praduct

Other ation
W storgok 20.35'C (GB-TT'R)
B ovold eecessiva hoot abova 40°C 11 04°F)
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Irpwmthd?omtwmumnulnlntrgqoorng mmlrmmwth 2
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W if sokition shoud conbact these aneas, rinse cut promptly and toroughly with

I'nactive ingrediants mmmlchDEA.fm?'m ucono-dako-lachons,
h‘lumi;:;‘ bﬂ.hopmprldcuhol.hmm na cxkda, PEG-TS kaneling
pui ar, ridecyl alcoha

wakar
Ewoundswhich rvole mon than the supsficil Ioyers of the skinshould not bs
routirmly treoted

Questlons or comments?
0l 1-800- 547- 3721 Monday thmugh Fiday BOOAM 10 430 FM CST

W rapoated general skinclkansing of ki areis should ot ba donsaucspt
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Stop usa and osk o docbor IT imkation, sensitimtion, or allengic reacion cocurs,

Thess may ba signe of 0 sarkous cord Hon

Kap cuteof reach of children,

I swabewsd, get medical halp or combad: a Polson Contrel Carber right away. "
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BD Scrub Care™
Exidine™-4 CHG 4%
Chlorhexidine Gluconate

4% Solution

Antiseptic

Contains:

4% Chlorhexidine Gluconate
For External Use Only
Distributed by

Becton, Dickinson and Company
Vernon Hills, IL. 60061 USA
51-10095 Rev. A
4CF1GBTLLBLD

Net Contents: 128 fl oz (1 gal) (3.8 L)
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Chlorhexidine Gluconate
4% Solution
Antiseptic
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For BExternal Usa Only

Distributed by
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51-10095 Rev. A
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Met Contents: 128 fl oz {1 gal) (3.8 L)

Drug Facts

Active ingredient Purpose
Chicrhszeiding gluconate 4% solution Antisap

Uises

w surgkal hand scrub: significantly raduces thanumber of missomgankms
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N

SCRUB CARE EXIDINE -4 CHG

chlorhexidine gluconate liquid

Product Information
Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

CHL O RHEXIDINE GLUCONATE (UNIl: MOR84MUDSE) (CHLORHEXIDINE -

UNILR4KOO0DY52L)

Inactive Ingredients

Ingredient Name

LAURAMINE O XIDE (UNII: 4F6 FC4MI8 W)
COCO DIETHANOLAMIDE (UNII: 92005F972D)
PEG-75 LANOLIN (UNI: 091790X7TB)

Item Code (Source)

Basis of Strength

CHLORHEXIDINE
GLUCONATE

HYDROXYETHYL CELLULOSE (2000 CPS AT 1%) (UNIL: S38J6RZN16)

ISOPROPYL ALCOHOL (UNI: ND2M416302)
WATER (UNII: 059QF0KOOR)

TRIDECYL ALCOHOL (UNIL: 819428H868)
GLUCONOLACTONE (UNII: WQ29KQ9POT)

NDC:0116-2994

Strength

4 mg
in 100 mL

Strength



Packaging

# Item Code Package Description

1 NDC:0116-2994- 118 mL in 1 BOTTLE, PLASTIC; Type 0: Not a Combination
04 Product

2 NDC:0116-2994- 237 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
08 Product

3 NDC:0116-2994- 473 mL in 1 BOTTLE, PLASTIC; Type 0: Not a Combination
16 Product

4 NDC:0116-2994- 473 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
17 Product

5 NDC:0116-2994- 946 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
32 Product

6 NDC:0116-2994- 946 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
33 Product

7 NDC:0116-2994- 5756 il in 1 JUG; Type 0: Nota Combination Product
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Marketing Information
Marketing Category Application Number or Monograph Citation

Labeler - Xttrium Laboratories, Inc. (007470579)

Registrant - Xttrium Laboratories, Inc. (007470579)

Establishment
Name Address ID/FEI
Xttrium Laboratories, Inc. 007470579

Revised: 6/2020

Marketing Start Marketing End
Date Date

11/01/2012

11/01/2012

11/01/2012

11/01/2012

11/01/2012

11/01/2012

11/01/2012

Marketing Start Date  Marketing End Date
NDA NDAO019125 11/01/2012

Business Operations

manufacture(0116-2994)

Xttrium Laboratories, Inc.
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