This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Artwork No. 6-775480, Chloraprep One-Step 1mL Drug Facts Insert

4.75” IWidth

! Front

Cat. No. 260480 / 260480NSB  NDC 054365-400-06

ChloraPrep® One-Step

2% wiv chlorhexidine gluconate (CHG) and 70% v/v isopropyl alcohol (IPA)
Patient Preoperative Skin Preparation

Non-sterile Solution
Applicator is sterile if package is intact

1 mi APPLICATOR

Not made with Professional Use Only
@ natural rubber latex ® Do Not Reuse External Use Only
Drug Facts
Active ingredients Purposes

....Antiseptic

Chlorhexidine gluconate 2% w/v
....Antiseptic

Isopropyl alcohol 70% v/v.

yibus| 8¢

Use for the preparation of the patient’s skin prior to surgery. Helps to reduce bacteria that potentially can cause skin infection.

Warnings
For external use only. Flammable, keep away from fire or flame.
m do not use with electrocautery procedures

Allergy Alert

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

m wheezing/difficulty breathing m shock m facial swelling m hives m rash
If an allergic reaction occurs, stop use and seek medical help right away.

Do not use

W on patients allergic to chlorhexidine gluconate or any other ingredient in this product
m for lumbar puncture or in contact with the meninges

W on open skin wounds or as a general skin cleanser

ChloraPrep°® One-Step

2% wiv chlorhexidine gluconate (CHG) and 70% v/v isopropyl alcohol (IPA)

Drug Facts (continued)

When using this product keep out of eyes, ears, and mouth. May cause serious or permanent injury if permitted to
enter and remain. If contact occurs, rinse with cold water right away and contact a doctor.

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

m use with care in premature infants or infants under 2 months of age. These products may cause irritation or chemical burns.
maximal treatment area for one applicator is approximately 2.5 in. x 2.5 in. (42 cm?)

remove applicator from package; do not touch sponge

hold the applicator with the sponge down. Pinch wings only once to activate the ampule and release the antiseptic.
wet the sponge by pressing and releasing the sponge against the treatment area until liquid is visible on the skin
completely wet the treatment area with antiseptic

dry surgical sites (e.g., abdomen or arm): use gentle repeated back-and-forth strokes for approximately 30

seconds. Allow the area to air dry for approximately 30 seconds.

m moist surgical sites (e.g., inguinal fold): use gentle repeated back-and-forth strokes for approximately 2 minutes.
Allow the area to air dry for approximately 1 minute.

do not blot or wipe away

discard the applicator after a single use along with any portion of the solution not required to cover the prep area. It
is not necessary to use the entire amount available.

Other information
m store between 15-30 °C (59-86 °F)
m avoid freezing and excessive heat above 40 °C (104 °F)

Inactive ingredient USP purified water

Questions?
® www.chloraprep.com m call 1-800-523-0502 (M-F 8 a.m.-5 p.m. CST)

CareFusion, El Paso, TX 79912 e Artwork 6-775480 ® EXXXXXX e Made in the USA of US and imported parts

Back

Reference ID: 4151410



This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Artwork No. 6-001480, ChloraPrep One-Step 1 mL

Cat. No. 260480  NDC 054365-400-06

ChloraPrep® One-Step
2% wiv chlorhexidine gluconate (CHG)
and 70% v/v isopropyl alcohol (IPA)
Patient Preoperative Skin Preparation
Non-sterile Solution
Applicator is sterile if package is intact

1ml APPLICATOR
Do Not Reuse
WARNING, FLAMMABLE.
KEEP AWAY FROM FIRE OR FLAME. 5%
CareFusion, El Paso, TX 79912
1-800-523-0502 (M-F 8 a.m.- 5 p.m. CST)

Artwork No. 6-001480 - C090414
Made in the USA of US and imported parts

ww QO

Placeholder for lot and expiry data

Exp. Date and Lot No.: placement - for
imanufacturing purpose only.

Reference ID: 4151410




This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Artwork No. 6-824480, Chloraprep One-Step 1mL Intermediate Carton

1 %5

sioledijdde o9

1ejul si abeyped 1 9j11a)s si 10jediddy
uolln|os d|119}s-UoN

uonesedaid unjs aAnesadoaid juaned
(VdI) loyodje jAdoidos! A/A % 0L pue
(DHD) 91euodn|b dBUIPIXBYIO|YD A/M 94,7

deys-auQ  daidetojyd

D
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ChloraPrep® ChloraPrep°® One-Step ™ 1 " ot N, 260480
ml

ChloraPrep® One-Step

2% wi/v chlorhexidine gluconate (CHG)
and 70% v/v isopropyl alcohol (IPA)

- 2% wiv chlorhexidine gluconate (CHG)
Drug Facts one Step and 70% v/v isopropyl alcohol (IPA)

Active ingredients Purposes 2% wiv chlorhexidine gluconate (CHG) . . . . . . . .
ChIOTEXITING GIUCONALE 2% WIV . . . .+« . oo\ oo ettt e ettt e e e et e e e e Antiseptic and 70% v/v isopropyl alcohol (IPA) Patient Preoperative Skin Preparation Patient Preoperative Skin Preparation
1SOPropyl @lCONOI 70% V/V . . . o oo e e Antiseptic Non-Sterile Solution A P P L I C AT O R S Non'Sterile SOIution

Use for the preparation of the patient's skin prior to surgery. Helps to reduce bacteria that potentially can cause skin infection. Applicator is sterile if paCkage is intact . Applicator is sterile |f package is intact
Warnings

For external use only. Flammable, keep away from fire or flame.
B do not use with electrocautery procedures

ChloraPrep® One-Step
I:\IIzv:%‘?:“egr}éi;ihgjlgrgfgghﬁzy cause a severe allergic reaction. Symptoms may include: 2 % W/V ch IOrheXid i ne g I uconate (CH G)

: e ' and 70% v/v isopropyl alcohol (IPA)

:;:r:‘:ltl(:zl: reaction occurs, stop use and seek medical help right away. m I m I o e Patlent Preope ratlve Skln Pre pa ratlon

W on patients allergic to thorhet);igtir;ztglltxcgr::;en ic:‘r ::y other ingredient in this product _ = .
] ::)r:gj;;zgasrk‘i):rv‘:oﬂﬁjg:rasagenerarl‘sT(in cleanger A P P L I CATO R S A P P L I CATO R S NOt made Wlth natural Non Sterlle SOIUtlon

1ml

APPLICATORS

L] L L L L L]
When using this product keep out of eyes, ears, and mouth. May cause serious or permanent injury if permitted to enter and remain. If contact occurs, rinse with cold water right away and contact a doctor. rUbber |a teX Appl Icator IS Ste rl Ie If paCkage IS I nta ct
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. |:| |:| _
— STERILE|EO
Directions

W use with care in premature infants or infants under 2 months of age. These products may cause irritation or chemical burns.
® maximal treatment area for one applicator is approximately 2.5 in. x 2.5 in. (42 cm?)

m remove applicator from package; do not touch sponge Professional Use On |y

m hold the applicator with the sponge down. Pinch wings only once to activate the ampule and release the antiseptic. CareFusion

m wet the sponge by pressing and releasing the sponge against the treatment area until liquid is visible on the skin

m completely wet the treatment area with antiseptic El Paso, TX 79912 5 S LOT XXXXXX EXP DATE XX/XX
m dry surgical sites (e.g., abdomen or arm): use gentle repeated back-and-forth strokes of the sponge for 30 seconds. Allow the area to air dry for approximately 30 seconds. 1.800.523.0502 Store between 15-30 °C (59-86 F) (printed in-line)

B moist surgical sites (e.g., inguinal fold): use gentle repeated back-and-forth strokes of the sponge for 2 minutes. Allow the area to air dry for approximately 1 minute. . . . - - . No Varnish

m do not blot or wipe away www.chloraprep.com Avoid freezing and excessive heat

m discard the applicator after a single use along with any portion of the solution not required to cover the prep area. It is not necessary to use the entire amount available. Made in the USA of US and imported parts above 40 OC (1 04 OF)

Other information

m store between 15-30 °C (59-86 °F)
m avoid freezing and excessive heat above 40 °C (104 °F)

Inactive ingredient uUSP purified water BARCODE PLACEHOLDER

Questions? m www.chloraprep.com . 60 a p p | icato rS
m call 1-800-523-0502 (M-F 8 a.m.—5 p.m. CST) 60 a p pI IcatO rs 0.03 fl. oz (1 ml) each

2 %4

16

No Varnish / No printing area

—— 5%, =

— 75 =

Reference ID: 4151410



This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Artwork No. 6-775403F, ChloraPrep 2% Frepp Applicator, Non-Sterile - Folded Drug Facts Insert

Dimensions: 7.5” x 2.5”

< 2.5 >
A ®
ChloraPrep® One-Step NDC 054365-400-02
2% wiv chlorhexidine gluconate (CHG) Cat. No. 260299NSB / 260599NSB

and 70% v/v isopropyl alcohol (IPA)
Patient Preoperative Skin Preparation
Non-sterile Solution
Applicator is sterile if package is intact

1.5 ml FREPP® APPLICATOR ChloraPrep® One-Step

Drug Facts 2% wiv chlorhexidine gluconate (CHG)
Active ingredients Purposes ?"d 70% viv |50|_Jropyl glcohol (IPA)
Chlorhexidine gluconate 2% w/v Antiseptid Patient Preoperative Skin Preparation
Isopropyl alcohol 70% /v .. ... Antisepticll Non-sterile Solution

Use For the preparation of the patient's skin prior to surgery. Applicator is sterile if package is intact
Helps to reduce bacteria that potentially can cause skin infection.

Warnings 1.5 ml FREPP® APPLICATOR

For external use only

Flammable, keep away from fire or flame.
m do not use with electrocautery procedures ) )
Allergy Alert See Drug Facts for Full Labeling Information

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

m wheezing/difficulty breathing m shock

m facial swelling m hives ®m rash

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

right away. Do Not R Not made with natural
Do not use 0 Not Reuse rubber latex
m on patients allergic to chlorhexidine gluconate or any other

ingredient in this product
m for lumbar puncture or in contact with the meninges

m on open skin wounds or as a general cleanser External Use Only Professional Use Only
When using this product keep out of eyes, ears, and mouth.
May cause serious or permanent injury if permitted to enter and
» remain. If contact occurs, rinse with cold water right away and
7.5 contact a doctor.

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

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

m maximal treatment area for one applicator is approximately
2.5in.x 2.51in. (42 cm?)

m remove applicator from package; do not touch sponge

m hold the applicator horizontally with the sponge down. Pinch
wings only once to activate the ampule and release the antiseptic.

m wet the sponge by pressing and releasing the sponge against the
treatment area until liquid is visible on the skin

m completely wet the treatment area with antiseptic

m dry surgical sites (e.g., abdomen or arm): use gentle repeated
back-and-forth strokes for approximately 30 seconds. Allow
the area to air dry for approximately 30 seconds.

m moist surgical sites (e.g., inguinal fold): use gentle repeated
back-and-forth strokes for approximately 2 minutes. Allow the
area to air dry for approximately 1 minute.

m do not blot or wipe away

m discard the applicator after a single use along with any portion
of the solution not required to cover the prep area. It is not
necessary to use the entire amount available.

Other information m store between 15-30 °C (59-86 °F)
= avoid freezing and excessive heat above 40 °C (104 °F)

CareFusion, El Paso, TX 79912

Inactive ingredient USP purified water

Questions? m www.chloraprep.com Artwork 6-775403F - PXXXXXX
L ooz sz P e am o om OST) Made in the USA of US and imported parts

See other side for additional information

Front Back
Reference ID: 4151410




This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Artwork No. 6-000299, ChloraPrep One-Step Frepp ©¢

Cat. No. 260299 NDC 054365-400-02

ChloraPrep® One-Step
2% wiv chlorhexidine gluconate (CHG)
and 70% v/v isopropyl alcohol (IPA)
Patient Preoperative Skin Preparation
Non-sterile Solution
Applicator is sterile if package is intact

!?! 1.5 ml FREPP® APPLICATOR
Do Not Reuse

WARNING. FLAMMABLE.
KEEP AWAY FROM FIRE OR FLAME.
CareFusion, El Paso, TX 79912
1-800-523-0502 (M-F 8 a.m.- 5 p.m. CST)
Artwork No. 6-000299 - M090314
Made in the USA of US and imported parts

Exp. Date xx/xx
Lot No. xxxxx




This label may not be the latest approved by FDA.

For current labeling information, please visit https://www.fda.gov/drugsatfda

Artwork No. 6-001299, ChloraPrep One-Step Fre

Placeholder for lot and expiry data

Cat. No. 260299  NDC 054365-400-02

ChloraPrep® One-Step
2% wiv chlorhexidine gluconate (CHG)
and 70% vlv isopropy! alcohol (IPA)
Patient Preoperative Skin Preparation
Non-sterile Solution
Applicator is sterile if package is intact
1.5 ml FREPP® APPLICATOR
WARNING. FLAMMABLE.
KEEP AWAY FROM FIRE OR FLAME.
CareFusion, El Paso, TX 79912
1-800-523-0502 (M-F 8 a.m.- 5 p.m. CST)
Artwork No. 6-001299 - F090314
Made in the USA of US and imported parts

Do Not Reuse

o4

Exp. Date and Lot No.: placement - for
manufacturing purpose only.

eference 1D 4151410
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Artwork No. 6-824299, ChloraPrep One-Step Fre

Intermediate Carton

0.625

3.500

>—<<

<—2.484

APPLICATORS

Do Not Reuse

@ Not made with natural

rubber latex

STeRLE[EO

20 applicators

0.05 fl. 0z (1.5 ml) each

8.500-

This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

NDC 054365-400-02
Cat. No. 260299

ChloraPrep®One-Step

2% w/v chlorhexidine gluconate (CHG)
and 70% v/v isopropyl alcohol (IPA)
Patient Preoperative Skin Preparation

Non-sterile Solution
Applicator is sterile if package is intact

Professional Use Only

Store between 15-30 °C (59-86 °F)
Avoid freezing and excessive heat
above 40 °C (104 °F)

3.500

X

8.500

3.469 >

Artwork No. 6-824299 TXXXXXX

ChloraPrep® One-Step

2% w/v chlorhexidine gluconate (CHG)
and 70% v/v isopropyl alcohol (IPA)

1.5ml

FREPP :rriicaTors
Clear

LOT XXXXXX EXP DATE: XX/XX

(printed in-line)

No Varnish

BARCODE DISPLAYED HERE

No Varnish / No printing area

Reference ID: 4151410
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ChloraPrep® One-Step

Drug Facts (continued)

Drug Facts

ChloraPrep® One-Step

2% w/v chlorhexidine gluconate (CHG)

Active ingredients Purposes | Directions
[ |

Allergy Alert: This product may cause a severe allergic reaction. Symptoms may include:
m wheezing/difficulty breathing m shock m facial sweling ® hives ®m rash

1

1

1

1

1

1

1

1

1

1

1 . . N
N 1SOPropyl @ICONOI 70% VAV .« .o\ e e e e e e e e e e e Antisepticlf  irritation or chemical burns.
1

1

1

1

1

1

1

1

1

1

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

B moist surgical sites (e.g., inguinal

Do not use R
m on patients allergic to chlorhexidine gluconate or any other ingredient in this product m do not blot or wipe away )

m for lumbar puncture or in contact with the meninges m discard the applicator after a single
B on open skin wounds or as a general skin cleanser

m dry surgical sites (e.g., abdomen or arm): use gentle repeated back-and-forth strokes for 30
seconds. Allow the area to air dry for approximately 30 seconds.

Allow the area to air dry for approximately 1 minute.

the prep area. It is not necessary to use the entire amount available.

and 70% v/v isopropyl alcohol (IPA)

Chlorhexidine gluconate 2% W/V . ... ...ttt ettt Antiseptic use with care in premature infants or infants under 2 months of age. These products may cause
® maximal treatment area for one applicator is approximately 2.5 in. x 2.5 in. (42 cm?)

Use for the preparation of the patient's skin prior to surgery. Helps to reduce bacteria that m remove applicator from package; do not touch sponge
potentially can cause skin infection. m hold the applicator horizontally with the sponge down. Pinch wings only once to activate the ampule 1 I

. and rel the antiseptic. - l I I
Warnings m wet the sponge by pressing and releasing the sponge against the treatment area until liquid is ®
For external use only. Flammable, keep away from fire or flame. visible on the skin F R E P P
m do not use with electrocautery procedures m completely wet the treatment area with antiseptic APPLICATORS

EE

fold): use gentle repeated back-and-forth strokes for 2 minutes.

use along with any portion of the solution not required to cover

When using this product keep out of eyes, ears, and mouth. May cause serious or
permanent injury if permitted to enter and remain. If contact occurs, rinse with cold water right away
and contact a doctor.

Other information m store between 15-30 °C (59-86 °F)
m avoid freezing and excessive heat above 40 °C (104 °F)

CareFusion
El Paso, TX 79912

of a serious condition.

Stop use and ask a doctor if irritation, sensitization, or allergic reaction occurs. These may be signs | [nactive ingredient UsP purified water

1.800.523.0502

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

\ m call 1-800-523-0502 (M- F 8 a.m.—5
right away.

Questions? m www.chloraprep.com

www.chloraprep.com
p.m. CST) Made in the USA of US and imported parts

112.484

~

10.422




This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Artwork No. 6-775400, Chloraprep One-Step and Chloraprep With Tint Drug Facts Insert for 3-mL

Applicator Sterile/Non-Sterile/ | ©® -

(b) (4)

4.75” width
I | |

Front

(b) (4)

Cat. No. 260415/ 260415NS / 260415NSB NDC 054365-400-11
Cat. No. 260400/ 260400NS / 260500NS NDC 054365-400-01

I ChloraPrep® One-Step
To reduce isk of fire, PREP CAREFULLY: ChIoraPrep® With Tint
+ solution contains alcohol and gives off 2% wiv chlorhexidine gluconate (CHG)

flammable vapors and 70% v/v isopropyl alcohol (IPA)

+ avoid getting solution into hairy areas. Hair may ¢ X : .
take up to Thour to dry. Wet hair is flammable. Patient Preoperative Skin Preparation

+ do not drape or use ignition source (e.g., cautery, . Non-sterile Solution
laser) until solution is completely dry (minimum of Applicator is sterile if package is intact
3 minutes on hairless skin; up to 1hour in hair)
- do not allow solution to pool 3 ml APPLICATOR
+ remove wet materials from prep area Professional Use Only Not made with
External Use Only Do Not Reuse tral rubber latex

Drug Facts

Active ingredients Purposes
Chlorhexidine gluconate 2% w/v Antiseptic
Isopropyl alcohol 70% v/v ...Antiseptic

yibus| 8¢

Use forthe preparation of the patient’s skin prior to surgery. Helps to reduce bacteria that potentially can cause skin infection.

Warnings

For external use only. Flammable, keep away from fire or flame. To reduce risk of fire, PREP CAREFULLY:

| solution contains alcohol and gives off flammable vapors

m avoid getting solution into hairy areas. Hair may take up to 1 hour to dry. Wet hair is flammable.

m do not drape or use ignition source (e.g., cautery, laser) until solution is completely dry (minimum of 3 minutes on
hairless skin; up to 1 hour in hair)

m do not allow solution to pool

® remove wet materials from prep area

Allergy Alert

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

m wheezing/difficulty breathing m shock m facial swelling ® hives m rash

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

ChloraPrep® One-Step / ChloraPrep® With Tint

2% wiv chlorhexidine gluconate (CHG) and 70% v/v isopropyl alcohol (IPA)

Drug Facts (continued)

Do not use

| on patients allergic to chlorhexidine gluconate or any other ingredient in this product

m for lumbar puncture or in contact with the meninges

W on open skin wounds or as a general skin cleanser

When using this product keep out of eyes, ears, and mouth. May cause serious or permanent injury if permitted to
enter and remain. If contact occurs, rinse with cold water right away and contact a doctor.

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.

use in a well ventilated area

maximal treatment area for one applicator is approximately 4 in. x 5 in. (130 cm?)

remove applicator from package; do not touch sponge

hold the applicator with the sponge down. Pinch wings only once to activate the ampule and release the antiseptic.

wet the sponge by pressing and releasing the sponge against the treatment area until liquid is visible on the skin

completely wet the treatment area with antiseptic

dry surgical sites (e.g., abdomen or arm): use gentle repeated back-and-forth strokes of the sponge for

approximately 30 seconds. Allow solution to air dry for approximately 30 seconds. Do not blot or wipe away.

moist surgical sites (e.g., inguinal fold): use gentle repeated back-and-forth strokes of the sponge for

approximately 2 minutes. Allow solution to air dry for approximately 1 minute. Do not blot or wipe away.

m if using an ignition source, allow the solution to completely dry (minimum of 3 minutes on hairless skin; up to
1 hour in hair). Do not blot or wipe away.

m discard the applicator after a single use along with any portion of the solution not required to cover the prep area. It
is not necessary to use the entire amount available.

Other information w store between 15-30 °C (59-86 °F) m avoid freezing and excessive heat above 40 °C
(104 °F) m the tint will slowly fade from the skin. Soap and water, or alcohol may be used to remove the tint if desired.

Inactive ingredients FD&C yellow #6 dye (Hi-Lite Orange applicators only), USP purified water

Questions? m www.chloraprep.com m call 1-800-523-0502 (M-F 8 a.m.—5 p.m. CST)

CareFusion, El Paso, TX 79912 - Artwork 6-775400 - IXXXXXX - Made in the USA of US and imported parts

Back

Reference ID: 4151410



This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Artwork No. 6-786415, ChloraPrep w/Tint (Orange) 3ml Applicator Liddin

R20

(]
O

Lot # and Exp. Date are displayed at the
< > end of the package.

NDC 054365-400-11
Cat. No. 260415

FROM FIRE OR FLAME.

tient Preoperative Skin Preparati

Non-sterile Solution
Applicator is sterile if package is intact

3ml APPLICATOR
Use

For the preparation of the patient’s skin prior to surgery.

Helps to reduce bacteria that potentially can cause skin infection.

Warnings

For external use only. Flammable, keep away from fire or

flame. To reduce the risk of fire, PREP CAREFULLY:

® solution contains alcohol and gives off flammable vapors

m avoid getting solution into hairy areas. Hair may take up to 1
hour to dry. Wet hair is flammable.

m do not drape or use ignition source (e.g., cautery, laser) until
solution is completely dry (minimum of 3 minutes on hairless skin;
up to 1 hour in hair)

m do not allow solution to pool

B remove wet materials from prep area

Allergy Alert

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

B wheezing/difficulty breathing m shock

m facial swelling ® hives ®m rash

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

Do not use

B on patients allergic to chlorhexidine gluconate or any other
ingredient in this product

m for lumbar puncture or in contact with the meninges

W on open skin wounds or as a general skin cleanser

Stop use and ask a doctor if iritation, sensitization, or

allergic reaction occurs. These may be signs of a serious condition.

Directions

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

W tuck prep towels to absorb solution, and then remove

m maximal treatment area for one applicator is approximately

[ ]

180, 0
156.75
144

4in. x 5 in. (130 cm?). Discard the applicator after a single use.
hold the applicator with sponge down and pinch the wings on the
applicator once to break the ampule and release the antiseptic.
Do not touch the sponge. Wet the sponge by repeatedly pressing
and releasing the sponge against the treatment area until liquid is
visible on the skin.

m dry surgical sites (e.g., abdomen or arm): use gentle repeated
back-and-forth strokes of the sponge for approximately 30
seconds. Completely wet the area with antisepti
Allow solution to air dry for approximately 30 seconds. Do not
blot or wipe away.

® moist surgical sites (e.g., inguinal fold): use gentle repeated
back-and-forth strokes of the sponge for approximately 2

minutes. Completely wet the area with antisep
Allow solution to air dry for approximately 1 minute. Do not blot
or wipe away.

m if using an ignition source, allow the solution to completely
dry (minimum of 3 minutes on hairless skin; up to 1 hour in hair).

Do not blot or wipe away.
LotIExp Placeholder - Important: See insert for complete Drug Facts information
for reference only.

@ @ Professional Use Only

Do Not Reuse
CareFusion, El Paso, TX 79912
Call 1-800-523-0502 (M-F 8 a.m. - 5 p.m. CST) - www.chloraprep.com
Mad he US ts - Art - MIXXX

No

N RS
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Reference ID: 4151410



This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Artwork No.6-786315, ChloraPrep One-Step 3ml Applicator Lidding

R20

(]
O

Lot # and Exp. Date are displayed
at this end of package.

NDC 054365-400-01
Cat. No. 260400

ROM FIRE OR FLAME.

ient Preoperative Skin Preparati

Non-sterile Solution
Applicator is sterile if package is intact

3mI APPLICATOR
Use

For the preparation of the patient's skin prior to surgery.

Helps to reduce bacteria that potentially can cause skin infection.

Warnings

For external use only. Flammable, keep away from fire or

flame. To reduce the risk of fire, PREP CAREFULLY:

m solution contains alcohol and gives off flammable vapors

B avoid getting solution into hairy areas. Hair may take up to 1
hour to dry. Wet hair is flammable.

® do not drape or use ignition source (e.g., cautery, laser) until
solution is completely dry (minimum of 3 minutes on hairless skin;
up to 1 hour in hair)

m do not allow solution to pool

W remove wet materials from prep area

Allergy Alert

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

m wheezing/difficulty breathing m shock

m facial swelling ® hives m rash

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

Do not use

W on patients allergic to chlorhexidine gluconate or any other
ingredient in this product

m for lumbar puncture or in contact with the meninges

| on open skin wounds or as a general skin cleanser

Stop use and ask a doctor if iritation, sensitization, or

allergic reaction occurs. These may be signs of a serious condition.

Directions

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

| tuck prep towels to absorb solution, and then remove

W maximal treatment area for one applicator is approximately
4in. x 5in. (130 cm?). Discard the applicator after a single use.

m hold the applicator with sponge down and pinch the wings on the
applicator once to break the ampule and release the antiseptic.
Do not touch the sponge. Wet the sponge by repeatedly pressing
and releasing the sponge against the treatment area until liquid is
visible on the skin.

m dry surgical sites (e.g., abdomen or arm): use gentle repeated
back-and-forth strokes of the sponge for approximately 30
seconds. Completely wet the treatment area with antiseptic.
Allow solution to air dry for approximately 30 seconds. Do not
blot or wipe away.

B moist surgical sites (e.g., inguinal fold): use gentle repeated
back-and-forth strokes of the sponge for approximately 2
minutes. Completely wet the area with antiseptic.
Allow solution to air dry for approximately 1 minute. Do not blot
or wipe away.

m if using an ignition source, allow the solution to completely
dry (minimum of 3 minutes on hairless skin; up to 1 hour in hair).
Do not blot or wipe away.

Important: See insert for complete Drug Facts information

@ ® Professional Use Only

Lot/Exp Placeholder - bo N‘é‘ Resse_ I
areFusion, El Paso,
for reference only. Call 1-800-523-0502 (M-F 8 a.m. - 5 p.m. CST) - www.chloraprep.com

180.0
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Artwork No. 6-824400, ChloraPrep One-Step 3mL Intermediate Carton
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WARNING. FLAMMABLE. KEEP AWAY FROM FIRE OR FLAME.
Drug Facts

Active ingredients Purposes
Chlorhexidine gIUCONALE 2% W/V . . . . . oottt ettt e e e e et e e e e e e e e Antiseptic
1SOPropyl @lCONOI 70% V/V . . o oo et e et e e e e e e e e e e Antiseptic

Use for the preparation of the patient’s skin prior to surgery. Helps to reduce bacteria that potentially can cause skin infection.

Warnings

For external use only. Flammable, keep away from fire or flame. To reduce the risk of fire, PREP CAREFULLY:

B solution contains alcohol and gives off flammable vapors

B avoid getting solution into hairy areas. Hair may take up to 1 hour to dry. Wet hair is flammable.

W do not drape or use ignition source (e.g., cautery, laser) until solution is completely dry (minimum of 3 minutes on hairless skin; up to 1 hour in hair)
B do not allow solution to pool

B remove wet materials from prep area

Allergy Alert: This product may cause a severe allergic reaction. Symptoms may include:
m wheezing/difficulty breathing

m shock

m facial swelling

m hives

m rash

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

Do not use

B on patients allergic to chlorhexidine gluconate or any other ingredient in this product
m for lumbar puncture or in contact with the meninges

W on open skin wounds or as a general skin cleanser

When using this product keep out of eyes, ears, and mouth. May cause serious or permanent injury if permitted to enter and remain. If contact occurs, rinse with cold water right away and
contact a doctor.

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

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

use in a well ventilated area

maximal treatment area for one applicator is approximately 4 in. x 5 in. (130 cm?)

remove applicator from package; do not touch sponge

hold the applicator with the sponge down. Pinch wings only once to activate the ampule and release the antiseptic.

wet the sponge by pressing and releasing the sponge against the treatment area until liquid is visible on the skin

completely wet the treatment area with antiseptic

dry surgical sites (e.g., abdomen or arm): use gentle repeated back-and-forth strokes of the sponge for approximately 30 seconds. Allow solution to air dry for approximately 30 seconds. Do not blot or
wipe away.

m moist surgical sites (e.g., inguinal fold): use gentle repeated back-and-forth strokes of the sponge for approximately 2 minutes. Allow solution to air dry for approximately 1 minute. Do not blot or wipe away.
m if using an ignition source, allow the solution to completely dry (minimum of 3 minutes on hairless skin; up to 1 hour in hair). Do not blot or wipe away.

m discard the applicator after a single use along with any portion of the solution not required to cover the prep area. It is not necessary to use the entire amount available.

Other information
m store between 15-30 °C (59-86 °F)
m avoid freezing and excessive heat above 40 °C (104 °F)

Inactive ingredient USP purified water

Questions?
® www.chloraprep.com
m call 1-800-523-0502 (M-F 8 a.m.—5 p.m. CST)
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ChloraPrep®
One-Step

2% wiv chlorhexidine gluconate (CHG)
and 70% v/v isopropyl alcohol (IPA)

3m|

APPLICATORS

(Cear |

25 applicators

This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

and 70% v/v isopropyl alcohol (IPA)
Patient Preoperative Skin Preparation

Non-sterile Solution
Applicator is sterile if package is intact APPLICATORS

3 m I Do Not Reuse

APPLI C AT O R S - Not made with natural

rubber latex

Professional Use Only

ChloraPrep®One-Step
2% wi/v chlorhexidine gluconate (CHG)
ml

CareFusion

Elsi)ag ?5'213-)(0;(9)212 Store between 15-30 °C (59-86 °F)
V\;WW_-chlo-raprep_com Avoid freezing and excessive heat

Made in the USA of US and imported parts above 40 °C (104 °F)

25 applicators
0.10 fl. oz. (3 ml) each

NDC 054365-400-01
Cat. No. 260400

ChloraPrep® One-Step

2% w/v chlorhexidine gluconate (CHG)
and 70% v/v isopropyl alcohol (IPA)
Patient Preoperative Skin Preparation

Non-sterile Solution
Applicator is sterile if package is intact

Keep away from fire or flame.
To reduce risk of fire, PREP CAREFULLY:
+solution contains alcohol and gives off flammable vapors
+ avoid getting solution into hairy areas.
Hair may take up to Thour to dry. Wet hair is flammable.

+ do not drape or use ignition source (e.g., cautery,
laser) until solution is completely dry (minimum of
3 minutes on hairless skin; up to 1 hour in hair)

+do not allow solution to pool
+ remove wet materials from prep area

215

—— 5%,

Artwork No. 6-824400 OXXXXXX

ChloraPrep®One-Step

2% wi/v chlorhexidine gluconate (CHG)
and 70% v/v isopropyl alcohol (IPA)

Patient Preoperative Skin Preparation

Non-sterile Solution
Applicator is sterile if package is intact

3m|

APPLICATORS

LOT XXXXXX EXP DATE XX/XX
(printed in-line)
No Varnish

BARCODE PLACEHOLDER

No Varnish / No printing area
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Artwork No. 6-824415, ChloraPrep with Tint 3ml Intermediate Carton
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WARNING. FLAMMABLE. KEEP AWAY FROM FIRE OR FLAME.

Drug Facts

Active ingredients Purposes
Chlorhexidine gIUCONAE 2% W/V . . . . . oot e ettt e e e e e e e e e Antiseptic
1SOPropyl @ICONOI 70% V/V . . . . .ottt Antiseptic

Use for the preparation of the patient's skin prior to surgery. Helps to reduce bacteria that potentially can cause skin infection.

Warnings

For external use only. Flammable, keep away from fire or flame. To reduce the risk of fire, PREP CAREFULLY:

B solution contains alcohol and gives off flammable vapors

B avoid getting solution into hairy areas. Hair may take up to 1 hour to dry. Wet hair is flammable.

m do not drape or use ignition source (e.g., cautery, laser) until solution is completely dry (minimum of 3 minutes on hairless skin; up to 1 hour in hair)
m do not allow solution to pool

B remove wet materials from prep area

Allergy Alert: This product may cause a severe allergic reaction. Symptoms may include:
® wheezing/difficulty breathing

m shock

m facial swelling

m hives

m rash

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

Do not use

B on patients allergic to chlorhexidine gluconate or any other ingredient in this product
m for lumbar puncture or in contact with the meninges

W on open skin wounds or as a general skin cleanser

When using this product keep out of eyes, ears, and mouth. May cause serious or permanent injury if permitted to enter and remain. If contact occurs, rinse with cold water right away and
contact a doctor.

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.

use in a well ventilated area

maximal treatment area for one applicator is approximately 4 in. x 5 in. (130 cm?)

remove applicator from package; do not touch sponge

hold the applicator with the sponge down. Pinch wings only once to activate the ampule and release the antiseptic.

wet the sponge by pressing and releasing the sponge against the treatment area until liquid is visible on the skin

completely wet the treatment area with antiseptic

dry surgical sites (e.g., abdomen or arm): use gentle repeated back-and-forth strokes of the sponge for approximately 30 seconds. Allow solution to air dry for approximately 30 seconds. Do not blot or
wipe away.

m moist surgical sites (e.g., inguinal fold): use gentle repeated back-and-forth strokes of the sponge for approximately 2 minutes. Allow solution to air dry for approximately 1 minute. Do not blot or wipe away.
m if using an ignition source, allow the solution to completely dry (minimum of 3 minutes on hairless skin; up to 1 hour in hair). Do not blot or wipe away.

m discard the applicator after a single use along with any portion of the solution not required to cover the prep area. It is not necessary to use the entire amount available.

Other information
m store between 15-30 °C (59-86 °F)
m avoid freezing and excessive heat above 40 °C (104 °F)

Inactive ingredients FD&C yellow #6 dye, USP purified water

Questions?
®m www.chloraprep.com
m call 1-800-523-0502 (M-F 8 a.m.—5 p.m. CST)
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ChloraPrep®
With Tint

2% wiv chlorhexidine gluconate (CHG)

and 70% v/v isopropyl alcohol (IPA)

3m|

APPLICATORS

T

25 applicators

21s

This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

ChloraPrep® With Tint

2% wi/v chlorhexidine gluconate (CHG)
and 70% v/v isopropyl alcohol (IPA)

Patient Preoperative Skin Preparation

Non-sterile Solution
Applicator is sterile if package is intact

Not made with natural

APPLICATORS
rubber latex

Professional Use Only

3m|

APPLICATORS

Do Not Reuse

CareFusion

El Paso, TX 79912

1.800.523.0502

www.chloraprep.com

Made in the USA of US and imported parts

Store between 15-30 °C (59-86 °F)
Avoid freezing and excessive heat
above 40 °C (104 °F)

25 applicators

0.10 fl. oz. (3 ml) each

Non-sterile Solution

Keep away from fire or flame.
To reduce risk of fire, PREP CAREFULLY:
+solution contains alcohol and gives off flammable vapors
+avoid getting solution into hairy areas.
Hair may take up to 1hour to dry. Wet hair is flammable.

- do not drape or use ignition source (e.g., cautery,
laser) until solution is completely dry (minimum of
3 minutes on hairless skin; up to T hour in hair)

+ do not allow solution to pool
+ remove wet materials from prep area

NDC 054365-400-11
Cat. No. 260415

ChloraPrep® With Tint

2% w/v chlorhexidine gluconate (CHG)
and 70% v/v isopropyl alcohol (IPA)
Patient Preoperative Skin Preparation

Applicator is sterile if package is intact

215

Artwork No. 6-824415 OXXXXXX

ChloraPrep® With Tint

2% w/v chlorhexidine gluconate (CHG)
and 70% v/v isopropyl alcohol (IPA)

Patient Preoperative Skin Preparation

Non-sterile Solution
Applicator is sterile if package is intact

3m|

APPLICATORS

LOT XXXXXX EXP DATE XX/XX
(printed in-line)
No Varnish

BARCODE PLACEHOLDER

No Varnish / No printing area
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Artwork No. 6-640248, 10.5-mL Applicator ChloraPrep® One-Step

4.75" width
| | |

Front
Cat. No. 260700 / 260700NS / 260700NSB NDC 054365-400-04
Cat. No. 260715/ 260715NS / 2607 15NSB NDC 054365-400-12
Cat. No. 260725 / 260725NS / 260725NSB NDC 054365-400-09
® -
Keep away from fire or flame. Chlora Prep one Step
. . M ® . .
& To reduce risk of fire, PREP CAREFULLY: Chlora Prep With Tint
+ solution contains alcohol and gives off flammable 2% wiv chlorhexidine gluconate (CHG)
vapors o ) _ and 70% v/v isopropyl alcohol (IPA)
+avoid getting solution into hairy areas. Hair may Patient Preoperative Skin Preparation
take up to 1hour to dry. Wet hair is flammable. Non-sterile Solution
- do not drape or use ignition source (e.g., cautery, Applicator is sterile if package is intact
laser) until solution is completely dry (minimum of
3 mlnltjte”s on h?lrtlgasstskln; ulp to Thour in hair) 10.5 mi apPLICATOR
+ do not allow solution to poo ) )
- _remove wet materials from prep area Professional Use Only ® DoNot Reuse Mot f1ace Mt ©
— @
Drug Facts =
Active ingredients Purposes @
Chlorhexidine gluconate 2% w/v.... ......Antiseptic >
Isopropyl alcohol 70% v/v Antiseptic (9_
>

Use for the preparation of the patient's skin prior to surgery. Helps to reduce bacteria that potentially can cause skin infection.

Warnings

For external use only. Flammable, keep away from fire or flame. To reduce risk of fire, PREP CAREFULLY

m solution contains alcohol and gives off flammable vapors

m avoid getting solution into hairy areas. Hair may take up to 1 hour to dry. Wet hair is flammable.

m do not drape or use ignition source (e.g., cautery, laser) until solution is completely dry (minimum of 3 minutes on
hairless skin; up to 1 hour in hair)

m do not allow solution to pool

W remove wet materials from prep area

Allergy Alert

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

m wheezing/difficulty breathing ®m shock m facial sweling ® hives ® rash >

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

ChloraPrep® One-Step / ChloraPrep® With Tint

2% wiv chlorhexidine gluconate (CHG) and 70% v/v isopropyl alcohol (IPA)

Drug Facts (continued)

Do not use

W on patients allergic to chlorhexidine gluconate or any other ingredient in this product
m for lumbar puncture or in contact with the meninges

m on open skin wounds or as a general skin cleanser

When using this product keep out of eyes, ears, and mouth. May cause serious or permanent injury if permitted to
enter and remain. If contact occurs, rinse with cold water right away and contact a doctor.

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

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

muse in a well ventilated area

m maximal treatment area for one applicator is approximately 8.4 in. x 8.4 in. (457 cm®)

m remove applicator from package; do not touch sponge

m hold the applicator with the sponge down. Pinch wings only once to activate the ampule and release the antiseptic.

m wet the sponge by pressing and releasing the sponge against the treatment area until liquid is visible on the skin

m completely wet the treatment area with antiseptic

m dry surgical sites (e.g., abdomen or arm): use gentle repeated back-and-forth strokes for 30 seconds

m moist surgical sites (e.g., inguinal fold): use gentle repeated back-and-forth strokes for 2 minutes

m do not allow solution to pool; tuck prep towels to absorb solution, and then remove

m allow the solution to completely dry (minimum of 3 minutes on hairless skin; up to 1 hour in hair). Do not blot or wipe away.

m discard the applicator after a single use along with any portion of the solution not required to cover the prep area. It is
not necesary to use the entire amount available.

Other information m store between 15-30 °C (59-86 °F) m avoid freezing and excessive heat above 40 °C (104 °F)f|
m the tint will slowly fade from the skin. Soap and water, or alcohol may be used to remove the tint if desired.

Inactive ingredients FD&C green #3 dye (Scrub-Teal applicators only), FD&C yellow #6 dye (Hi-Lite Orange
applicators only), USP purified water

Questions? m www.chloraprep.com m call 1-800-523-0502 (M-F 8 a.m.—5 p.m. CST)

CareFusion, El Paso, TX 79912 - Artwork No. 6-640248 - MXXXXXX - Made in the USA of US and imported parts

Back
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Artwork No. 6-786408 10.5-ml ChloraPrep Clear Applicator | lidding for K-8

Lot # and Exp. Date are

H displayed on package.

NDC 054365-400-04
Cat. No. 260700

ChloraPrep® One-Step
2% wi/v chlorhexidine gluconate (CHG)
and 70% v/v isopropyl alcohol (IPA)
Patient Preoperative Skin Preparation

R 2 O Non-sterile Solution
Applicator is sterile if package is intact

10.5mI APPLICATOR

(/ ™~ 27°

NING. FLAMMABLE. KEEP AWAY FROM FIRE OR F

40

Use

For the preparation of the patient’s skin prior to surgery.
Helps to reduce bacteria that potentially can cause skin
infection.

Warnings
For external use only. Flammable, keep away from fire
or flame. To reduce the risk of fire, PREP CAREFULLY:
m solution contains alcohol and gives off
flammable vapors
m avoid getting solution into hairy areas. Hair may take
up to 1 hour to dry. Wet hair is flammable.
m do not drape or use ignition source (e.g., cautery,
laser) until solution is completely dry (minimum of
3 minutes on hairless skin; up to 1 hour in hair)
m do not allow solution to pool
B remove wet materials from prep area

Allergy Alert

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

m wheezing/difficulty breathing m shock

m facial swelling ® hives m rash

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

Do not use

B on patients allergic to chlorhexidine gluconate or any
other ingredient in this product

m for lumbar puncture or in contact with the meninges

® on open skin wounds or as a general skin cleanser

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

Directions

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

m use in a well ventilated area

B maximal treatment area for one applicator is
approximately 8.4 in. x 8.4 in. (457 cm’)

m remove applicator from package; do not touch sponge

m hold the applicator with the sponge down. Pinch
wings only once to activate the ampule and release
the antiseptic.

m wet the sponge by pressing and releasing the sponge
against the treatment area until liquid is visible on the skin

m completely wet the treatment area with antiseptic

m dry surgical sites (e.g., abdomen or arm): use gentle
repeated back-and-forth strokes for 30 seconds

B moist surgical sites (e.g., inguinal fold): use gentle
repeated back-and-forth strokes for 2 minutes

m do not allow solution to pool; tuck prep towels to
absorb solution, and then remove

m allow the solution to completely dry (minimum of
3 minutes on hairless skin; up to 1 hour in hair).
Do not blot or wipe away.

m discard the applicator after a single use along with
any portion of the solution not required to cover the
prep area. It is not necessary to use the entire amount

2425

183

171

Lot/Exp Placeholder - for
reference only available.

Important:
See insert for complete Drug Facts information

Single Use
CareFusion, El Paso, TX 79912

Call 1-800-523-0502 (M-F 8 a.m. - 5 p.m. CST) - www.chloraprep.com
Made in the USA of US and imported parts
Artwork No. 6-786408 - OXXXXXX
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Artwork No. 6-786715, 10.5-mL ChloraPrep With Tint (Orange) Applicator lidding

Lot # and Exp. Date are

> | displayed on package.

NDC 054365-400-12
Cat. No. 260715

ChloraPrep® With Tint

2% wiv chlorhexidine gluconate (CHG)
and 70% v/v isopropyl alcohol (IPA)
Patient Preoperative Skin Preparation

R 2 0 Non-sterile Solution
Applicator is sterile if package is intact

10.5ml APPLICATOR
Hi-Lite Orange*

40

ING. FLAMMABLE. KEEP AWAY FROM FIRE OR F

Use

For the preparation of the patient’s skin prior to surgery.
Helps to reduce bacteria that potentially can cause skin
infection.

Warnings
For external use only. Flammable, keep away from fire
or flame. To reduce the risk of fire, PREP CAREFULLY:
m solution contains alcohol and gives off
flammable vapors
® avoid getting solution into hairy areas. Hair may take
up to 1 hour to dry. Wet hair is flammable.
m do not drape or use ignition source (e.g., cautery,
laser) until solution is completely dry (minimum of
3 minutes on hairless skin; up to 1 hour in hair)
m do not allow solution to pool
m remove wet materials from prep area

Allergy Alert

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

m wheezing/difficulty breathing m shock

m facial swelling ® hives m rash

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

Do not use

| on patients allergic to chlorhexidine gluconate or any
other ingredient in this product

m for lumbar puncture or in contact with the meninges

m on open skin wounds or as a general skin cleanser

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

Directions

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

m use in a well ventilated area

B maximal treatment area for one applicator is
approximately 8.4 in. x 8.4 in. (457 cm’)

m remove applicator from package; do not touch sponge

m hold the applicator with the sponge down. Pinch
wings only once to activate the ampule and release
the antiseptic.

B wet the sponge by pressing and releasing the sponge
against the treatment area until liquid is visible on the skin

m completely wet the treatment area with antiseptic

m dry surgical sites (e.g., abdomen or arm): use gentle
repeated back-and-forth strokes for 30 seconds

B moist surgical sites (e.g., inguinal fold): use gentle
repeated back-and-forth strokes for 2 minutes

Lot/Exp Placeholder - for m do not allow solution to pool; tuck prep towels to

reference onl absorb solution, and then remove B

y. m allow the solution to completely dry (minimum of

3 minutes on hairless skin; up to 1 hour in hair).
Do not blot or wipe away.

m discard the applicator after a single use along with
any portion of the solution not required to cover the
prep area. It is not necessary to use the entire amount
available.

Important:
See insert for complete Drug Facts information

2425

183

171

Single Use
CareFusion, El Paso, TX 79912

Call 1-800-523-0502 (M-F 8 a.m. - 5 p.m. CST) - www.chloraprep.com
Made in the USA of US and imported parts
Artwork No. 6-786715 - OXXXXXX
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Artwork No. 6-786725 10.5-mL ChloraPrep With Tint Applicator liddin

Lot # and Exp. Date are
displayed on package.

<>

NDC 054365-400-09
Cat. No. 260725

ChloraPrep® With Tint

2% wiv chlorhexidine gluconate (CHG)
and 70% v/v isopropyl alcohol (IPA)
Patient Preoperative Skin Preparation

R 2 0 Non-sterile Solution
Applicator is sterile if package is intact

10.5mI APPLICATOR
Scrub Teal

40

ING. FLAMMABLE. KEEP AWAY FROM FIRE OR F

Use

For the preparation of the patient’s skin prior to surgery.
Helps to reduce bacteria that potentially can cause skin
infection.

Warnings
For external use only. Flammable, keep away from fire
or flame. To reduce the risk of fire, PREP CAREFULLY:
m solution contains alcohol and gives off
flammable vapors
® avoid getting solution into hairy areas. Hair may take
up to 1 hour to dry. Wet hair is flammable.
m do not drape or use ignition source (e.g., cautery,
laser) until solution is completely dry (minimum of
3 minutes on hairless skin; up to 1 hour in hair)
® do not allow solution to pool
m remove wet materials from prep area

Allergy Alert

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

m wheezing/difficulty breathing m shock

m facial swelling ® hives m rash

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

Do not use

m on patients allergic to chlorhexidine gluconate or any
other ingredient in this product

m for lumbar puncture or in contact with the meninges

B on open skin wounds or as a general skin cleanser

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

Directions

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

| use in a well ventilated area

B maximal treatment area for one applicator is
approximately 8.4 in. x 8.4 in. (457 cm’)

® remove applicator from package; do not touch sponge

m hold the applicator with the sponge down. Pinch
wings only once to activate the ampule and release
the antiseptic.

B wet the sponge by pressing and releasing the sponge
against the treatment area until liquid is visible on the skin

m completely wet the treatment area with antiseptic

m dry surgical sites (e.g., abdomen or arm): use gentle
repeated back-and-forth strokes for 30 seconds

B moist surgical sites (e.g., inguinal fold): use gentle
repeated back-and-forth strokes for 2 minutes

m do not allow solution to pool; tuck prep towels to
absorb solution, and then remove

m allow the solution to completely dry (minimum of
3 minutes on hairless skin; up to 1 hour in hair).
Do not blot or wipe away.

m discard the applicator after a single use along with
any portion of the solution not required to cover the

LOt/EXp Placeholder - for g\r’:ﬁairlia. It is not necessary to use the entire amount

reference only. Important:

See insert for complete Drug Facts information

2425
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Single Use
CareFusion, El Paso, TX 79912

Call 1-800-523-0502 (M-F 8 a.m. - 5 p.m. CST) - www.chloraprep.com
Made in the USA of US and imported parts
Artwork No. 6-786725 - MXXXXXX
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Reference ID: 4151410



This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

rt No. 6-773700
.5-ml ChloraPrep One-Step

Line Mold Labels
— 972 —
.093 radius w
o))
1
1727 N
+/- 05" " ChloraPrep®
One-Step
2% w/v chlorhexidine gluconate
and 70% v/v isopropyl alcohol
10.5mI APPLICATOR
Clear
Keep away
08" y 08"
+/- 05" Risth e +/- 05"

« solution contains
alcohol and gives off
flammable vapors

into hairy areas. Hair
may take up to 1 hour
to dry. Wet hair is
flammable.

do not drape or use
ignition source (e.g.,
cautery, laser) until
solution is completely!
dry (minimum of 3
minutes on hairless
skin; up to 1 hour in

air,
« do not allow solution
to

* remove wet materials
from prep area
CareFusion, El Paso, TX79912
Made in the USA of US and imported parts
Artwork No. 6773700 - F062013

a12"

gele

+/-.05"

— .85 —

Reference ID: 4151410



This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

art No. 6-773715
0.5-ml ChloraPrep With Tint
n-Line Mold Labels

— 972 —
.093 radius

J - oL

N 72”: )
+/-.05" | ChloraPrep®
With Tint

2% wjv chlorhexidine gluconate
and 70% v/v isopropyl alcohol
10.5mI APPLICATOR

Hi-Lite Orange'

%(eep 1‘igway

rom fire

,08" or flame. .08"

” To reduce risk of fire,

+/- .05 PREP CAREFULLY: +/- 05"

« solution contains
alcohol and gives off
flammable vapors

* avoid getting solution

into hgfrt; gr%as. Hair

may take up to 1 hour

to dry. Wet hair is

flammable.

 do not drape or use

ignition source (e.g.,

cautery, laser) until

solution is completely

dry (minimum of 3

minutes on hairless

skin; up to 1 hour in

air,

* do not allow solution
0 pool

* remove wet materials
from prep area

CareFusion, El Paso, TX79912
Made inthe USA of US and imported parts
Artwork No. 6773715 - F062013

a127

T4

+/-.05"

— 85 —




This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Part No. 6-773725
10.5-ml ChloraPrep With Tint
In-Line Mold Labels

.093 radius

ChloraPrep®
With Tint

2% w/v chlorhexidine gluconate
and 70% v/v isopropyl alcohol
10.5mI APPLICATOR

Scrub Teal®

Keep away
from fire
or flame.

To reduce risk of fire,

PREP CAREFULLY:

« solution contains
alcohol and gives off
flammable vapors

* avoid getting solution
into hairy areas. Hair
may take up to 1 hour
to dry. Wet hair is
flammable.
do not drape or use
ignition source (e.g.,
cautery, laser) until
solution is completely
dry (minimum of 3
minutes on hairless
skin; up to 1 hour in

air,
. tdo not allow solution
0

* remove wet materials
from prep area

CareFusion, El Paso, TX79912
Made in the USA of US and imported parts
Artwork No. 6773725 - E062013




This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Artwork No. # 6-824248, Intermediate Carton 10.5-mL Applicator ChloraPrep 2% One-Step
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WARNING. FLAMMABLE. KEEP AWAY FROM FIRE OR FLAME.

0L

et ngredonts Purposes ChloraPrep® ChloraPrep®One-Step
1SOPropyl @lCONOl 70% VIV . . . o oo ettt e e e e e Antiseptic one-step 20/0 W/V chlorhexidine gluconate (CHG) . 5 m I

Use for the preparation of the patient’s skin prior to surgery. Helps to reduce bacteria that potentially can cause skin infection. and 700/0 V/V isopropyl a ICOhOI (l PA)

Artwork No. 6-824248 TXXXXXX ]

NDC 054365-400-04
Cat. No. 260700

ChloraPrep®One-Step

2% w/v chlorhexidine gluconate (CHG)
and 70% v/v isopropyl alcohol (IPA)

2% wiv chlorhexidine gluconate (CHG)

ChloraPrep® One-Step

g?:g::rgafu?g onl\lj. I;Ialmm:b!e, ke(fefpﬂaway f:l)m fire or flame. To reduce the risk of fire, PREP CAREFULLY: and 700/0 V/V isopropyl aICOhOI (lPA) Patient Preoperative Skln Preparation A P P L I C AT O R S Patient Preoperative Skin Preparation
B avoid getting solution into hair?l areas. Hair may take ‘L)Jp to 1 hour to dry. Wet hair is flammable. Non-SterIIe SOIUtlon 2 % W/V Ch IorheXidine g I uconate (CHG) Non-SterIIe SOIUtIon

Applicator is sterile if package is intact

10.5 ml

APPLICATORS

m do not drape or use ignition source (e.g., cautery, laser) until solution is completely dry (minimum of 3 minutes on hairless skin; up to 1 hour in hair) Appl icator is Steri |e if package is intact
m do not allow solution to pool
B remove wet materials from prep area

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

m wheezing/difficulty breathing

| shock

m facial swelling

B hives

m rash

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

Do not use n H

m if you are allergic to chlorhexidine gluconate or any other ingredients in this product
m for lumbar puncture or in contact with the meninges

m on open skin wounds or as a general skin cleanser Q P P L I C Q T O R S n P P L I C Q T O R S / -
When using this product keep out of eyes, ears, and mouth. May cause serious or permanent injury if permitted to enter and remain. If contact occurs, rinse with cold water right away and : @ Not made W|th natural

contact a doctor. rUbber |ateX

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. : :

— STERILE|EO
Directions

| use with care in premature infants or infants under 2 months of age. These products may cause irritation or chemical burns.
m use in a well ventilated area

and 70% v/v isopropyl alcohol (IPA)
Patient Preoperative Skin Preparation

Non-sterile Solution
Applicator is sterile if package is intact

B maximal treatment area for one applicator is approximately 8.4 in. x 8.4 in. (457 cm) 1 i .

m remove applicator from package; do not touch sponge PrOfeSS Iona l U se O n ly Keep away from flre or flame .

m hold the applicator with the sponge down. Pinch wings only once to activate the ampule and release the antiseptic. CareFusion To reduce risk of fire, PREP CAREFULLY:

m wet the sponge by pressing and releasing the sponge against the treatment area until liquid is visible on the skin . i i i

] completeI’; w?at th)(; ’t)reatmegnt area with aﬁtisepti':: 9089 a El Paso, TX 79912 St bet 15-30 °C (59 86 °F) . Z(\)Ii:t(;oneigf;talsnsl3{?82(::]?2(:1 g:\:esa ?Zfafslammable vapors LOT XXXXXX . EXP DATE XX/XX
m dry surgical sites (e.g., abdomen or arm): use gentle repeated back-and-forth strokes for 30 seconds 1.800.523.0502 ore petween = S old getting y - (ﬁrlnve in- "lne)

m moist surgical sites (e.g., inguinal fold): use gentle repeated back-and-forth strokes for 2 minutes Avoid f . d . heat Hair may take up to1 hpur.tg dry. Wet hair is flammable. o Varnis

m do not allow solution to pool; tuck prep towels to absorb solution, and then remove www.chloraprep.com VOId Tre€zing and excessive nea + do not drape or use ignition source (e.g., cautery,

m allow the solution to completely dry (minimum of 3 minutes on hairless skin; up to 1 hour in hair). Do not blot or wipe away. Made in the USA of US and imported parts above 40 °C (1 04 OF) laser) until solution is completely dry (minimum of

m discard the applicator after a single use along with any portion of the solution not required to cover the prep area. It is not necessary to use the entire amount available. 3 minutes on hairless skin; up to 1hour in hair)
+do not allow solution to pool

- remove wet materials from prep area

Other information
m store between 15-30 °C (59-86 °F)
m avoid freezing and excessive heat above 40 °C (104 °F)

{Jr;cptj:f?e ;‘r;gtr:dient . 2 5 d p pl |Cato )
25 applicators 0.36 fl. 0z. (10.5 ml) each

Questions?
m www.chloraprep.com
m call 1-800-523-0502 (M-F 8 a.m.—5 p.m. CST)

2 %4
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No Varnish / No printing area
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Reference ID: 4151410



This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Artwork No. 6-824715, 10.5-mL ChloraPrep with Tint Applicator Intermediate Carton
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ChloraPrep®

Artwork No. 6-824715 NXXXXXX ]

ChloraPrep® With Tint

WARNING. FLAMMABLE. KEEP AWAY FROM FIRE OR FLAME.
Drug Facts

NDC 054365-400-12
Cat. No. 260715

ChloraPrep® With Tint

Active ingredients Purposes i i 2% w/v chlorhexidine gluconate(CH¢) ~  / /N HE B = . B A 2% w/v chlorhexidine gluconate (CHG)
o Ao O e et With Tint and 70% v/v isopropyl alcohol (IPA) and 70% v/v isopropyl alcohol (IPA)

2% wiv chlorhexidine gluconate (CHG) : : : :
and 70% v/v isopropyl alcohol (IPA) Patient Preoperative Skin Preparation

Warnings - i i
For exterrgal use only. Flammable, keep away from fire or flame. To reduce the risk of fire, PREP CAREFULLY: Non S terl Ie_ SOI Utl_on . -
Applicator is sterile if package is intact

B solution contains alcohol and gives off flammable vapors

B avoid getting solution into hairy areas. Hair may take up to 1 hour to dry. Wet hair is flammable.

10.5 ml

APPLICATORS

[ Hidite Oranige® |

Use for the preparation of the patient's skin prior to surgery. Helps to reduce bacteria that potentially can cause skin infection.

Patient Preoperative Skin Preparation

Non-sterile Solution
Applicator is sterile if package is intact

10.5 ml

APPLICATORS

ChloraPrep” With Tint

2% w/v chlorhexidine gluconate (CHG)
and 70% v/v isopropyl alcohol (IPA)

Patient Preoperative Skin Preparation

Non-sterile Solution
Applicator is sterile if package is intact

m do not drape or use ignition source (e.g., cautery, laser) until solution is completely dry (minimum of 3 minutes on hairless skin; up to 1 hour in hair)
® do not allow solution to pool
B remove wet materials from prep area

Allergy Alert: This product may cause a severe allergic reaction. Symptoms may include:
m wheezing/difficulty breathing

| shock

m facial swelling

B hives

m rash

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

Do not use

W on patients allergic to chlorhexidine gluconate or any other ingredient in this product
m for lumbar puncture or in contact with the meninges

m on open skin wounds or as a general skin cleanser

16

When using this product keep out of eyes, ears, and mouth. May cause serious or permanent injury if permitted to enter and remain. If contact occurs, rinse with cold water right away and
contact a doctor.

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

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

m use in a well ventilated area

® maximal treatment area for one applicator is approximately 8.4 in. x 8.4 in. (457 cm’)

m remove applicator from package; do not touch sponge

m hold the applicator with the sponge down. Pinch wings only once to activate the ampule and release the antiseptic.

m wet the sponge by pressing and releasing the sponge against the treatment area until liquid is visible on the skin

m completely wet the treatment area with antiseptic

m dry surgical sites (e.g., abdomen or arm): use gentle repeated back-and-forth strokes for 30 seconds

m moist surgical sites (e.g., inguinal fold): use gentle repeated back-and-forth strokes for 2 minutes

m do not allow solution to pool; tuck prep towels to absorb solution, and then remove

m allow the solution to completely dry (minimum of 3 minutes on hairless skin; up to 1 hour in hair). Do not blot or wipe away.
m discard the applicator after a single use along with any portion of the solution not required to cover the prep area. It is not necessary to use the entire amount available.

Other information
m store between 15-30 °C (59-86 °F)
m avoid freezing and excessive heat above 40 °C (104 °F)

Inactive ingredients
FD&C yellow #6 dye, USP purified water

Questions?
m www.chloraprep.com
m call 1-800-523-0502 (M-F 8 a.m.—5 p.m. CST)

21

[Hitite orenges |

25 applicators

[Hitite orenge® |

CareFusion

El Paso, TX 79912

1.800.523.0502

www.chloraprep.com

Made in the USA of US and imported parts

Not made with natural
rubber latex

STERILE|EO|

Keep away from fire or flame.
To reduce risk of fire, PREP CAREFULLY:
+solution contains alcohol and gives off flammable vapors LOT XXXXXX EXP DATE XX/XX
+avoid getting solution into hairy areas. (printed in-line)

Hair may take up to Thour to dry. Wet hair is flammable. No Varnish

- do not drape or use ignition source (e.g., cautery,
laser) until solution is completely dry (minimum of
3 minutes on hairless skin; up to 1hour in hair)

+do not allow solution to pool
+ remove wet materials from prep area

Professional Use Only

Store between 15-30 °C (59-86 °F)
Avoid freezing and excessive heat
above 40 °C (104 °F)

BARCODE PLACEHOLDER

25 applicators

0.36 fl. 0z. (10.5 ml) each

No Varnish / No printing area

Reference ID: 4151410
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Artwork No. 6-824725, 10.5-mL ChloraPrep with Tint Intermediate Carton
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Artwork No. 6-824725 LXXXXXX

WARNING. FLAMMABLE. KEEP AWAY FROM FIRE OR FLAME.

Drug Facts ChloraPrep® ChloraPrep® With Tint NDC 054365 40009
Active ingredients Purposes WIth Tlnt 2% wi/v chlorhexidine gluconate (CHG) 5 I .................
.2 M

ChloraPrep® With Tint

2% wi/v chlorhexidine gluconate (CHG)
and 70% v/v isopropyl alcohol (IPA)

Chlorhexidine gluCONAtE 2% WV . . . . .ot et e et e e et e e e e e e e e e e Antiseptic and 700/0 V/V iSOprOpy| aICOhOI (IPA)

I 1aICON0I 70% VAV . .o Antisepti . gs

Ty — — 20/0 W/V ChlorheXIdlne gluconate (CHG) Patlent Preo eratlve Skln Pl‘e al‘ation ® * 4 Patient Preo erative Skin Pre aration
Use for the preparation of the patient's skin prior to surgery. Helps to reduce bacteria that potentially can cause skin infection. and 700/0 V/V ISOpI‘Opyl aICOhOI (IPA) p p C h I o ra P re p w It h TI nt p p

Warnii - i i } . .

Fo?ggtg:nga?use only. Flammable, keep away from fire or flame. To reduce the risk of fire, PREP CAREFULLY: Non Sterlle SOIUtIon A P P L I C AT O R S Non Sterlle SOIUtlon

Applicator is sterile if package is intact

10.5 ml

APPLICATORS

| solution contains alcohol and gives off flammable vapors

W avoid getting solution into hairy areas. Hair may take up to 1 hour to dry. Wet hair is flammable.

m do not drape or use ignition source (e.g., cautery, laser) until solution is completely dry (minimum of 3 minutes on hairless skin; up to 1 hour in hair)
m do not allow solution to pool

B remove wet materials from prep area

2% w/v chlorhexidine gluconate (CHG)
and 70% v/v isopropyl alcohol (IPA)

Patient Preoperative Skin Preparation

Non-sterile Solution
Applicator is sterile if package is intact

SaubTeal |

Allergy Alert: This product may cause a severe allergic reaction. Symptoms may include:
m wheezing/difficulty breathing

| shock

m facial swelling

m hives

m rash

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

Do not use

Applicator is sterile if package is intact
m on patients allergic to chlorhexidine gluconate or any other ingredient in this product

m for lumbar puncture or in contact with the meninges

| on open skin wounds or as a general skin cleanser
When using this product keep out of eyes, ears, and mouth. May cause serious or permanent injury if permitted to enter and remain. If contact occurs, rinse with cold water right away and A P P L I C AT O R S A P P L I C AT O R S @ NOt made W|th natu ral

contact a doctor.
— — — . . — rubber latex
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.
— STERILE|EO
Directions

W use with care in premature infants or infants under 2 months of age. These products may cause irritation or chemical burns.
m use in a well ventilated area

m maximal treatment area for one applicator is approximately 8.4 in. x 8.4 in. (457 cm’) H .

m remove applicator from package; do not touch sponge Professional Use On Iy Keep away from fire or flame.

m hold the applicator with the sponge down. Pinch wings only once to activate the ampule and release the antiseptic. CareFusion To reduce risk of fire, PREP CAREFULLY:

m wet the sponge by pressing and releasing the sponge against the treatment area until liquid is visible on the skin . . .

m completely wet the treatment area with antiseptic El Paso, TX 79912 5 B 30 °C (59-86 ° - solution contains alcohol and gives off flammable vapors LOT XXXXXX ~ EXPDATE XX/XX
m dry surgical sites (e.g., abdomen or arm): use gentle repeated back-and-forth strokes for 30 seconds 1.800.523.0502 tore between 1 5' (5 o F) +avoid getting solution into hairy areas. ("F:"n\tled '?"l""e)

m moist surgical sites (e.g., inguinal fold): use gentle repeated back-and-forth strokes for 2 minutes . . . . . . Hair may take up to1hour to dry. Wet hair is flammable. o Varnis|

® do not allow solution to pool; tuck prep towels o absorb solution, and then remove www.chloraprep.com Avoid freezing and excessive heat " do not erape (fr use ignition Zource (e, cautery

m allow the solution to completely dry (minimum of 3 minutes on hairless skin; up to 1 hour in hair). Do not blot or wipe away. Made in the USA of US and imported pa rts above 40 oC (1 04 oF) laser) until solution is completely dry' (?ninimuml of

m discard the applicator after a single use along with any portion of the solution not required to cover the prep area. It is not necessary to use the entire amount available.

3 minutes on hairless skin; up to T hour in hair)
+do not allow solution to pool
+ remove wet materials from prep area

Other information
m store between 15-30 °C (59-86 °F)
m avoid freezing and excessive heat above 40 °C (104 °F)

BARCODE PLACEHOLDER

Inactive ingredients

FD&C green #3 dye, USP purified water . 2 5 a p p I icato rs
25 applicators 0.36 fl. 0z. (10.5 ml) each

Questions?
m www.chloraprep.com
m call 1-800-523-0502 (M-F 8 a.m.—5 p.m. CST)

2 %4

No Varnish / No printing area
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Reference ID: 4151410



This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Artwork No. 6-775815, 26-mL ChloraPrep® One-Step & With Tint Applicator Sterile, Non-Sterile / - Insert Sheet -

Nlornexiaine onate 2% w ANQ opronvi Alcoho 0% Patient Preoberative SKin Preparation

5 Wlidth Front |

Cat. No. 260800 / 260800NS / 260800NSB NDC 054365-400-14
Cat. No. 260815 / 260815NS / 260815NSB NDC 054365-400-13
Cat. No. 260825 / 260825NS / 260825NSB NDC 054365-400-05

Keep away from fire or flame. ® -

To reduce risk of fire, PREP CAREFULLY: ChloraPrep® One-Step

do not use 26-ml applicator for head and neck surgery ® ® .

or on an area smaller than 8.4 in. x 84 in. Use a Chlora Prep WIth Tlnt

smaller applicator instead. 2% wiv chlorhexidine gluconate (CHG)
+ solution contains alcohol and gives off flammable vapors and 70% v/v isopropyl alcohol (IPA)
+ avoid getting solution into hairy areas. Hair may take Patient Preoperative Skin Preparation

up to Thour to dry. Wet hair is flammable.
do not drape or use ignition source (e.g., cautery,
laser) until solution is completely dry (minimum of

Non-sterile Solution
Applicator is sterile if package is intact

3 minutes on hairless skin; up to 1hour in hair) 26 ml APPLICATOR
+ do not allow solution to pool ) Not frade with
- remove wet materials from prep area Professional Use Only ® Do Not Reuse ot made Wit N
Drug Facts e
Active ingredients Purposes (8
Chlorhexidine gluconate 2% w/v. Antiseptic —
Isopropyl alcohol 70% v/v ....Antiseptic Iy

Use for the preparation of the patient's skin prior to surgery. Helps to reduce bacteria that potentially can cause skin infection.

Warnings

For external use only. Flammable, keep away from fire or flame. To reduce risk of fire, PREP CAREFULLY:

do not use 26-ml applicator for head and neck surgery

do not use on an area smaller than 8.4 in. x 8.4 in. Use a smaller applicator instead

solution contains alcohol and gives off flammable vapors

avoid getting solution into hairy areas. Hair may take up to 1 hour to dry. Wet hair is flammable.

do not drape or use ignition source (e.g., cautery, laser) until solution is completely dry (minimum of 3 minutes on
hairless skin; up to 1 hour in hair)

do not allow solution to pool >
remove wet materials from prep area

ChloraPrep® One-Step / ChloraPrep® With Tint

2% wiv chlorhexidine gluconate (CHG) and 70% v/v isopropyl alcohol (IPA)

Drug Facts (continued)

Allergy Alert

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

m wheezing/difficulty breathing m shock m facial sweling m hives m rash
If an allergic reaction occurs, stop use and seek medical help right away.

Do not use

W on patients allergic to chlorhexidine gluconate or any other ingredient in this product
m for lumbar puncture or in contact with the meninges

W on open skin wounds or as a general skin cleanser

When using this product keep out of eyes, ears, and mouth. May cause serious or permanent injury if permitted to enter
and remain. If contact occurs, rinse with cold water right away and contact a doctor.

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.
use in a well ventilated area

maximal treatment area for one applicator is approximately 13.2 in. x 13.2 in. (1126 cm’)

remove applicator from package; do not touch sponge

hold the applicator with the sponge down. Pinch wings only once to activate the ampules and release the antiseptic.
wet the sponge by pressing and releasing the sponge against the treatment area until liquid is visible on the skin
completely wet the treatment area with antiseptic

dry surgical sites (e.g., abdomen or arm): use gentle repeated back-and-forth strokes for 30 seconds

moist surgical sites (e.g., inguinal fold): use gentle repeated back-and-forth strokes for 2 minutes

do not allow solution to pool; tuck prep towels to absorb solution, and then remove

allow the solution to completely dry (minimum of 3 minutes on hairless skin; up to 1 hour in hair). Do not blot or wipe away.
discard the applicator after a single use along with any portion of the solution not required to cover the prep area. It is
not necessary to use the entire amount available.

Other information m store between 15-30 °C (59-86 °F) m avoid freezing and excessive heat above 40 °C
(104 °F) m the tint will slowly fade from the skin. Soap and water, or alcohol may be used to remove the tint if desired.

Inactive ingredients FD&C green #3 dye (Scrub-Teal applicators only), FD&C yellow #6 dye (Hi-Lite Orange
applicators only), USP purified water

Questions? m www.chloraprep.com m call 1-800-523-0502 (M-F 8 a.m.—5 p.m. CST)

CareFusion, El Paso, TX 79912 - Artwork No. 6-775815 - LXXXXXX - Made in the USA of US and imported parts
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Artwork No. 6-787800, 26-mL ChloraPrep One-Step Applicator Lidding

Lot/Exp Placeholder -
for reference only

Reference ID: 4151410

8.25

Lot # and Exp. Date are displayed
at this end of the package.

Barcode Placeholder

4365-400-14
260800

Single Use

ChloraPrep® One-Step

2% wi/v chlorhexidine gluconate (CHG)
and 70% vi/v isopropyl alcohol (IPA)
Patient Preoperative Skin Preparation

Non-sterile Solution
Applicator is sterile if package is intact

26 ml APPLICATOR

WARNING. FLAMMABLE. KEEP AWAY FROM FIRE OR FLAME.

Drug Facts

Active ingredients Purposes
Chlorhexidine gluconate 2% w/v. . ............... Antiseptic
Isopropyl alcohol 70% v/v .. ...l Antiseptic

Use for the preparation of the patient’s skin prior to
surgery. Helps to reduce bacteria that potentially can cause
skin infection.

Warnings

For external use only. Flammable, keep away from fire or

flame. To reduce risk of fire, PREP CAREFULLY:

m do not use 26-ml applicator for head and neck surgery

m do not use on an area smaller than 8.4 in. x 8.4 in. Use a
smaller applicator instead.

® solution contains alcohol and gives off flammable vapors

m avoid getting solution into hairy areas. Hair may take up to
1 hour to dry. Wet hair is flammable.

m do not drape or use ignition source (e.g., cautery, laser)
until solution is completely dry (minimum of
3 minutes on hairless skin; up to 1 hour in hair)

m do not allow solution to pool

m remove wet materials from prep area

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

m wheezing/difficulty breathing m® shock

m facial swelling m hives m rash

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

Do not use

m on patients allergic to chlorhexidine gluconate or any other
ingredient in this product

m for lumbar puncture or in contact with the meninges

m on open skin wounds or as a general skin cleanser

When using this product keep out of eyes, ears, and mouth.
May cause serious or permanent injury if permitted to enter
and remain. If contact occurs, rinse with cold water right away
and contact a doctor.

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

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

m use in a well ventilated area

m maximal treatment area for one applicator is approximately

13.2:in. x 13.2in. ( 1126 cm*). Do not use 26-ml applicator

for area smaller than 8.4 in. x 8.4 in. Use a smaller

applicator instead.

do not use 26-ml applicator for head and neck surgery

remove applicator from package; do not touch sponge

hold the applicator with the sponge down. Pinch wing

only once to activate the ampules and release the antiseptic.

m wet the sponge by pressing and releasing the sponge
against the treatment area until liquid is visible on the skin

m completely wet the treatment area with antiseptic

m dry surgical sites (e.g., abdomen or arm): use gentle
repeated back-and-forth strokes for 30 seconds

m moist surgical sites (e.g., inguinal fold): use gentle
repeated back-and-forth strokes for 2 minutes

m do not allow solution to pool; tuck prep towels to absorb
solution, and then remove

m allow the solution to completely dry (minimum of 3
minutes on hairless skin; up to 1 hour in hair). Do not blot
or wipe away.

m discard the applicator after a single use along with any
portion of the solution not required to cover the prep area.
It is not necessary to use the entire amount available.

Other information
m store between 15-30 °C (59-86 °F)
m avoid freezing and excessive heat above 40 °C (104 °F)

Inactive ingredient
USP purified water

Questions?
m www.chloraprep.com
m call 1-800-523-0502 (M-F 8 a.m.—5 p.m. CST)

CareFusion, El Paso, TX 79912 - Artwork No. 6-787800 - MXXXXXX
Made in the USA of US and imported parts
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Artwork No. 6-786815, 26-mL ChloraPrep with Tint (Orange) Applicator Lidding

Lot/Exp Placeholder -
for reference only

Reference ID: 4151410

8.25

Lot # and Exp. Date are displayed
at this end of the package.

Barcode Placeholder

Single Use

ChloraPrep® With Tint

2% wiv chlorhexidine gluconate (CHG)
and 70% vl/v isopropyl alcohol (IPA)
Patient Preoperative Skin Preparation

Non-sterile Solution
Applicator is sterile if package is intact

26 ml APPLICATOR

Hi-Lite Orange®

WARNING. FLAMMABLE. KEEP AWAY FROM FIRE OR FLAME.

Drug Facts

Active ingredients Purposes
Chlorhexidine gluconate 2% w/v. . ............... Antiseptic
Isopropyl alcohol 70% VAV ... ..o Antiseptic

Use for the preparation of the patient’s skin prior to
surgery. Helps to reduce bacteria that potentially can cause
skin infection.

Warnings

For external use only. Flammable, keep away from fire or

flame. To reduce risk of fire, PREP CAREFULLY:

m do not use 26-ml applicator for head and neck surgery

m do not use on an area smaller than 8.4 in. x 8.4 in. Use a
smaller applicator instead.

m solution contains alcohol and gives off flammable vapors

m avoid getting solution into hairy areas. Hair may take up to
1 hour to dry. Wet hair is flammable.

m do not drape or use ignition source (e.g., cautery, laser)
until solution is completely dry (minimum of
3 minutes on hairless skin; up to 1 hour in hair)

m do not allow solution to pool

m remove wet materials from prep area

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

m wheezing/difficulty breathing m shock

m facial swelling m hives m rash

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

Do not use

| on patients allergic to chlorhexidine gluconate or any other
ingredient in this product

m for lumbar puncture or in contact with the meninges

m on open skin wounds or as a general skin cleanser

When using this product keep out of eyes, ears, and mouth.
May cause serious or permanent injury if permitted to enter
and remain. If contact occurs, rinse with cold water right away
and contact a doctor.

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.

| use in a well ventilated area

m maximal treatment area for one applicator is approximately

13.21in.x 13.2 in. ( 1126 cm* ). Do not use 26-ml applicator

for area smaller than 8.4 in. x 8.4 in. Use a smaller

applicator instead.

do not use 26-ml applicator for head and neck surgery

remove applicator from package; do not touch sponge

hold the applicator with the sponge down. Pinch wing

only once to activate the ampules and release the antiseptic.

m wet the sponge by pressing and releasing the sponge
against the treatment area until liquid is visible on the skin

m completely wet the treatment area with antiseptic

m dry surgical sites (e.g., abdomen or arm): use gentle
repeated back-and-forth strokes for 30 seconds

m moist surgical sites (e.g., inguinal fold): use gentle
repeated back-and-forth strokes for 2 minutes

m do not allow solution to pool; tuck prep towels to absorb
solution, and then remove

m allow the solution to completely dry (minimum of 3
minutes on hairless skin; up to 1 hour in hair). Do not blot
or wipe away.

m discard the applicator after a single use along with any
portion of the solution not required to cover the prep area.
It is not necessary to use the entire amount available.

Other information
m store between 15-30 °C (59-86 °F)
m avoid freezing and excessive heat above 40 °C (104 °F)

Inactive ingredients
FD&C yellow #6 dye, USP purified water

Questions?
m www.chloraprep.com
m call 1-800-523-0502 (M-F 8 a.m.—-5 p.m. CST)

CareFusion, El Paso, TX 79912 - Artwork No. 6-786815 + OXXXXXX
Made in the USA of US and imported parts
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Artwork No. 6-786825, 26-mL ChloraPrep with Tint (Teal) Applicator Lidding

Lot/Exp Placeholder -
for reference only

Reference ID: 4151410

8.25

Lot # and Exp. Date are displayed
at this end of the package.

Barcode Placeholder

4365-400-05
260825

ChloraPrep® With Tint

2% wiv chlorhexidine gluconate (CHG)
and 70% vi/v isopropyl alcohol (IPA)
Patient Preoperative Skin Preparation

Non-sterile Solution
Applicator is sterile if package is intact

26 ml APPLICATOR

Scrub Teal®

WARNING. FLAMMABLE. KEEP AWAY FROM FIRE OR FLAME.

Drug Facts

Active ingredients Purposes
Chlorhexidine gluconate 2% W/v. . ............... Antiseptic
Isopropyl alcohol 70% v/v . ................. ... Antiseptic

Use for the preparation of the patient’s skin prior to
surgery. Helps to reduce bacteria that potentially can cause
skin infection.

Warnings

For external use only. Flammable, keep away from fire or

flame. To reduce risk of fire, PREP CAREFULLY:

m do not use 26-ml applicator for head and neck surgery

m do not use on an area smaller than 8.4 in. x 8.4 in. Use a
smaller applicator instead.

m solution contains alcohol and gives off flammable vapors

m avoid getting solution into hairy areas. Hair may take up to
1 hour to dry. Wet hair is flammable.

m do not drape or use ignition source (e.g., cautery, laser)
until solution is completely dry (minimum of
3 minutes on hairless skin; up to 1 hour in hair)

m do not allow solution to pool

m remove wet materials from prep area

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

m wheezing/difficulty breathing m shock

m facial swelling = hives m rash

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

Do not use

m on patients allergic to chlorhexidine gluconate or any other
ingredient in this product

m for lumbar puncture or in contact with the meninges

m on open skin wounds or as a general skin cleanser

When using this product keep out of eyes, ears, and mouth.
May cause serious or permanent injury if permitted to enter
and remain. If contact occurs, rinse with cold water right away
and contact a doctor.

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

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

m use in a well ventilated area

m maximal treatment area for one applicator is approximately

13.21in.x 13.2/in. ( 1126 cm* ). Do not use 26-ml applicator

for area smaller than 8.4 in. x 8.4 in. Use a smaller

applicator instead.

do not use 26-ml applicator for head and neck surgery

remove applicator from package; do not touch sponge

hold the applicator with the sponge down. Pinch wing

only once to activate the ampules and release the antiseptic.

m wet the sponge by pressing and releasing the sponge
against the treatment area until liquid is visible on the skin

m completely wet the treatment area with antiseptic

m dry surgical sites (e.g., abdomen or arm): use gentle
repeated back-and-forth strokes for 30 seconds

m moist surgical sites (e.g., inguinal fold): use gentle
repeated back-and-forth strokes for 2 minutes

m do not allow solution to pool; tuck prep towels to absorb
solution, and then remove

m allow the solution to completely dry (minimum of 3
minutes on hairless skin; up to 1 hour in hair). Do not blot
or wipe away.

m discard the applicator after a single use along with any
portion of the solution not required to cover the prep area.
It is not necessary to use the entire amount available.

Other information
m store between 15-30 °C (59-86 °F)
m avoid freezing and excessive heat above 40 °C (104 °F)

Inactive ingredients
FD&C green #3 dye, USP purified water

Questions?
m www.chloraprep.com
m call 1-800-523-0502 (M-F 8 a.m.—~5 p.m. CST)

CareFusion, El Paso, TX 79912 - Artwork No. 6-786825 « PXXXXXX
Made in the USA of US and imported parts
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Part No. 6-773800-L
26-ml ChloraPrep One-Step
In-Line Mold Labels

.090

4.225

e ChloraPrep® One-Step

2% w/v chlorhexidine gluconate (CHG) and 70% v/v isopropy! alcohol (IPA)
m APPLICATOR

To reduce risk of fire, PREP CAREFULLY:
Keep away
from fire
or flame.

» do not use 26-ml applicator for head and neck surgery or on an area smaller than 8.4 in x 8.4 in.

 solution contains alcohol and gives off flammable vapors

 avoid getting solution into hairy areas. Hair may take up to 1 hour to dry.
Wet hair is flammable.

 do not drape or use ignition source (e.g., cautery, laser) until solution is completely dry
(minimum of 3 minutes on hairless skin; up to 1hour in hair)

* do not allow solution to pool

* remove wet materials from prep area

Artwork No.6-773800-L - 6062013

Made in the USA of US and imported parts
CareFusion, El Paso, TX 79912
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Part No. 6-773800-R
26-ml ChloraPrep One-Step
In-Line Mold Labels
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Part No. 6-773815-L
26-ml ChloraPrep with tint
In-Line Mold Labels
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e ChloraPrep® With Tint
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Part No. 6-773815-R
26-ml ChloraPrep with tint
In-Line Mold Labels
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< avoid getting solution into hairy areas. Hair may take up to 1 hour to dry.
Keep away | Wet hair is flammable.

from fire | do not drape or use ignition source (e.g., cautery, laser) until solution is completely dry
or flame. | (minimum of 3 minutes on hairless skin; up to 1hour in hair)

« do not allow solution to pool

 remove wet materials from prep area
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Part No. 6-773825-L
26-ml ChloraPrep with tint
In-Line Mold Labels
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda
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Part No. 6-773825-R
26-ml ChloraPrep with tint
In-Line Mold Labels
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Keep away

ChloraPrep® With Tint

2% w/v chlorhexidine gluconate (CHG) and 70% v/v isopropyl alcohol (IPA)
26m APPLICATOR

To reduce risk of fire, PREP CAREFULLY:

« solution contains alcohol and gives off flammable vapors
« avoid getting solution into hairy areas. Hair may take up to 1 hour to dry.
Wet hair is flammable.

from fire

or flame. | (minimum of 3 minutes on hairless skin; up to 1 hour in hair)

« do not allow solution to pool
« remove wet materials from prep area

« do not use 26-ml applicator for head and neck surgery or on an area smaller than 8.4 in x 8.4 in.

« do not drape or use ignition source (e.g., cautery, laser) until solution is completely dry
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.

VALERIE S PRATT
09/12/2017

Reference ID: 4151410





