3M SOLUPREP S- chlorhexidine gluconate and isopropyl alcohol solution
Solventum US OpCo LLC

3M SoluPrep™ S 26mL Brite Green Applicator
Drug Facts

Active ingredients
Chlorhexidine gluconate 2% w/v

Isopropyl alcohol 70% v/v

Purpose
Antiseptic
Antiseptic

Uses

patient preoperative skin preparation:
e for preparation of the skin prior to surgery
¢ helps 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 15.6 in. Use a smaller applicator instead.

solution contains alcohol and gives off flammable vapors

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

1 hour to dry.

e 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)

e do not allow solution to pool

e remove wet materials from prep area

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

wheezing/difficulty breathing

shock

facial swelling

hives

rash



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

Do not use

e on patients with known allergies to chlorhexidine gluconate or any other ingredient in
this product

e for lumbar puncture or in contact with the meninges

e on open skin wounds or as a general skin cleanser

When using this product

e 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.

e to avoid skin injury, care should be taken when removing drapes, tapes, etc.

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 (follow all directions for use)

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

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

Getting Patient Ready for Solution:

use in well-ventilated area

do not microwave or heat the solution applicator

apply to clean, completely dry, residue-free, intact skin

when hair removal is necessary, use a surgical clipper on the morning of the surgery.
If a wet shave is used, thoroughly remove all soap residues.

Activating the Applicator:

e remove applicator from package; do not touch sponge

e with sponge face parallel to the floor, press the cap end of the applicator. Solution will
begin to flow into sponge.

When Applying Solution:

e completely wet the treatment area with antiseptic

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

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

. mzaximal treatment area for one applicator is approximately 13.2 in. x 21.6 in. (285.2
in<).

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



e clean umbilicus with enclosed swabs when applicable.

e (Moisten swabs by pressing against solution-soaked sponge applicator.)

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

e when prepping skin folds, toes, or fingers, use a sterile-gloved hand to hold skin
apart until completely dry.

After Applying Solution:
e to reduce the risk of fire, wait until solution is completely dry (minimum of 3
minutes on hairless skin; up to 1 hour in hair)

While Waiting for Solution to Completely Dry:

e do not drape or use ignition source (e.g., cautery, laser)

e check for pooled solution. Use sterile gauze to soak up pooled solution. Do not blot
because it may remove solution from skin.

e remove wet materials from prep area. Replace if necessary.

After Solution is Completely Dry:

e to reduce the risk of fire, begin draping and/or using cautery only after solution is
completely dry and all wet materials are removed

e if incise drapes are used, apply directly to dry prep

e apply dressing following standard practices

Other information

e store between 15-30 °C (59-86 °F)

e avoid freezing and excessive heat above 40 °C (104 °F)

e The tint will slowly fade from the skin. For early removal of surgical prep use soap and
water or 70% Isopropyl Alcohol.

Inactive ingredients

acetyltri-n-butyl citrate, FD&C blue #1, FD&C yellow #5, purified water USP, Trisodium
HEDTA

Questions?
call 1-800-228-3957 (Monday-Friday 7AM-6PM CST). www.3M.com/Medical
34-8727-1905-8

3M SoluPrep™ S 10.5mL Brite Green Applicator
Drug Facts

Active ingredients

Chlorhexidine gluconate 2% w/v



Isopropyl alcohol 70% v/v

Purpose
Antiseptic
Antiseptic

Uses

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

e solution contains alcohol and gives off flammable vapors

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

e 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)

e do not allow solution to pool

e remove wet materials from prep area

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

wheezing/difficulty breathing

shock

facial swelling

hives

rash

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

Do not use

e on patients with known allergies to chlorhexidine gluconate or any other ingredient in
this product

e for lumbar puncture or in contact with the meninges

e on open skin wounds or as a general skin cleanser

When using this product

e 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.

e to avoid skin injury, care should be taken when removing drapes, tapes, etc.



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 (follow all directions for use)

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

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

Getting Patient Ready for Solution:

e use in well-ventilated area

e do not microwave or heat the solution applicator

e apply to clean, completely dry, residue-free, intact skin

e when hair removal is necessary, use a surgical clipper on the morning of the surgery.
If a wet shave is used, thoroughly remove all soap residues.

Activating the Applicator:

e remove applicator from package; do not touch sponge

e grasp products by wrapping hand and fingers around the labeled portion of the
applicator. Place thumb on the lever with sponge face parallel to the floor, snap lever
to allow fluid to flow into sponge.

When Applying Solution:

e completely wet the treatment area with antiseptic

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

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

o mzaximal treatment area for one applicator is approximately 8.4 in. x 15.6 in. (131.4
in<).

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

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

e when prepping skin folds, toes, or fingers, use a sterile-gloved hand to hold skin
apart until completely dry.

After Applying Solution:
e to reduce the risk of fire, wait until solution is completely dry (minimum of 3
minutes on hairless skin; up to 1 hour in hair)

While Waiting for Solution to Completely Dry:

e do not drape or use ignition source (e.g., cautery, laser)

e check for pooled solution. Use sterile gauze to soak up pooled solution. Do not blot
because it may remove solution from skin.



e remove wet materials from prep area. Replace if necessary.

After Solution is Completely Dry:

e to reduce the risk of fire, begin draping and/or using cautery only after solution is
completely dry and all wet materials are removed

e if incise drapes are used, apply directly to dry prep

e apply dressing following standard practices

Other information

e store between 15-30 °C (59-86 °F)

e avoid freezing and excessive heat above 40 °C (104 °F)

e The tint will slowly fade from the skin. For early removal of surgical prep use soap and
water or 70% Isopropyl Alcohol.

Inactive ingredients

acetyltri-n-butyl citrate, FD&C blue #1, FD&C yellow #5, purified water USP, Trisodium
HEDTA

Questions?
call 1-800-228-3957 (Monday-Friday 7AM-6PM CST). www.3M.com/Medical
34-8727-1906-6

3M SoluPrep™ S 10.5mL Clear Applicator
Drug Facts

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

Purpose
Antiseptic
Antiseptic

Uses

patient preoperative skin preparation:
e for preparation of the skin prior to surgery
¢ helps reduce bacteria that potentially can cause skin infection



Warnings

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

e To reduce risk of fire, PREP CAREFULLY:

e solution contains alcohol and gives off flammable vapors

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

e 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)

e do not allow solution to pool

e remove wet materials from prep area

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

e wheezing/difficulty breathing

shock

facial swelling

hives

rash

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

Do not use

e on patients with known allergies to chlorhexidine gluconate or any other ingredient in
this product

e for lumbar puncture or in contact with the meninges

e on open skin wounds or as a general skin cleanser

When using this product

e 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.

e to avoid skin injury, care should be taken when removing drapes, tapes, etc.

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 (follow all directions for use)

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

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

Getting Patient Ready for Solution:
e use in well-ventilated area
e do not microwave or heat the solution applicator



e apply to clean, completely dry, residue-free, intact skin
e when hair removal is necessary, use a surgical clipper on the morning of the surgery.
If a wet shave is used, thoroughly remove all soap residues.

Activating the Applicator:

e remove applicator from package; do not touch sponge

e grasp product by wrapping hand and fingers around the labeled portion of the
applicator. Place thumb on the lever with sponge face parallel to the floor, snap lever
to allow fluid to flow into sponge.

When Applying Solution:

e completely wet the treatment area with antiseptic

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

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

o m;ximal treatment area for one applicator is approximately 8.4 in. x 15.6 in. (131.4
in<)

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

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

e when prepping skin folds, toes, or fingers, use a sterile-gloved hand to hold skin
apart until completely dry.

After Applying Solution:
e to reduce the risk of fire, wait until solution is completely dry (minimum of 3
minutes on hairless skin; up to 1 hour in hair)

While Waiting for Solution to Completely Dry:

e do not drape or use ignition source (e.g., cautery, laser)

e check for pooled solution. Use sterile gauze to soak up pooled solution. Do not blot
because it may remove solution from skin.

e remove wet materials from prep area. Replace if necessary.

After Solution is Completely Dry:

e to reduce the risk of fire, begin draping and/or using cautery only after solution is
completely dry and all wet materials are removed

e if incise drapes are used, apply directly to dry prep

e apply dressing following standard practices

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

Inactive ingredients

acetyltri-n-butyl citrate, purified water USP, Trisodium HEDTA



Questions?
call 1-800-228-3957 (Monday-Friday 7AM-6PM CST). www.3M.com/Medical
34-8727-1907-4

Principal Display Panel - 26mL Brite Green Applicator Label
3M

NDC 17518-082-01

STERILE EO

SoluPrep™ S

chlorhexidine gluconate (2% w/v) and isopropyl alcohol (70% v/v)
Patient Preoperative Skin Preparation
REF 67130

for large prep areas below the neck
Sterile Antiseptic Solution

Applicator is sterile if package is intact
Brite Green

0.9floz « 26 mL

Single Use

Only

PRESS CAP DOWN

BACK AND FORTH

APPLICATION

External use only

Professional use only

Read Drug Facts information

before use

34-8727-1931-4

3M and SoluPrep are trademarks of 3M.
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SoluPrep™S

Patient Preoperative Skin Preparation
for large prep areas below the neck
Sterile Antiseptic Solution

Applicator is sterile if package is intact

0.9floz ¢ 26 mL

LOT / EXP
IMPRINT AREA
NO ART
(no print layer)

.

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

=67130

Brite Green

Single Use
Only

KB PRESS CAP DOWN

A BACK AND FORTH
APPLICATION

External use only
Professional use only

Read Drug Facts information
before use

Principal Display Panel - 26mL Brite Green Applicator Insert Label

3M



STERILE EO

NDC 17518-082-01

SoluPrep™ S

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

Patient Preoperative Skin Preparation

for large prep areas below the neck

Sterile Antiseptic Solution

Applicator is sterile if package is intact

Brite Green

SoluPrep™ S Sterile Antiseptic Solution is a sterile patient preoperative skin preparation.

Each unit dose applicator contains 0.9 fl 0z (26 mL) of solution which covers a 13.2 in. x
21.6 in. area (approximate from shoulder to groin in an average full size adult).

For procedures requiring less coverage, a smaller applicator is available (67133 - Tinted
or

67134 - Clear). The smaller applicator size contains 0.36 fl oz (10.5 mL) of solution
which

covers an approximate 8.4 in. x 15.6 in. area. Do not use more than required for the
area.

3M recommends all users participate in product in-service training prior to use.
In-servicing is available on video, from your 3M sales representative or at the 3M website
(www.3m.com).

SoluPrep™ S Sterile Antiseptic Solution is an antimicrobial skin preparation. It is
recommended that the prep remain on the skin after the procedure for continued
protection. The prep will gradually wear away. If however early removal is desired, use
soap and water or 70% isopropyl alcohol.

REF 67130

0.9 floz » 26 mL

Made in USA with Globally

Sourced Materials

3M Company

2510 Conway Ave.

St. Paul, MN 55144 USA

1-800-228-3957

www.3M.com/Medical



Single Use Only

3M and SoluPrep are trademarks of 3M.
@ 2022, 3M. All rights reserved.

Not Made With

Natural Rubber Latex

34-8727-1932-2
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SoluPrep™S

E‘ hlorhexidine gluconate (2% w/v) and isopropyl alcohol (70% v/v)

atient Preoperative Skin Preparation
Er large prep areas below the neck

terile Antiseptic Solution
Applicator is sterile if package is intact

Brite Green
.

Keep away from fire or flame. To reduce risk of fire, PREP CAREFULLY:
e do not use 20-mL applicator for head and neck surgery

e do not use on an area smaller than 8.4 in. x 15.6 in. Use a smaller applicator
instead.

* solution contains alcohol and gives off flammable vapors

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

* 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)

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

EquPrepTM S Sterile Antiseptic Solution is a sterile patient preoperative skin preparation.

Cautery

ach unit dose applicator contains 0.9 fl 0z (26 mL) of solution which covers a 13.2 in. x
1.6in. area (approxlmate from shoulder to grom inan average fuII 5|ze adult).
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OF Procequres requiring 1ess coverage, a Smaller appicaror Is avananie (0/ 133 = 11Ned
F;r 67134 - Clear). The smaller applicator size contains 0.36 fl 0z (10.5 mL) of solution
which covers an approximate 8.4 in. x 15.6 in. area. Do not use more than required for the

rea

EM recommends all users participate in product in-service training prior to use. _
n-servicing is available on video, from your 3M sales representative or at the 3M website
vaw.?.m.com).

oluPrep™ S Sterile Antiseptic Solution is an antimicrobial skin preparation. It is
recommended that the Frep remain on the skin after the procedure for continued
rotection. The prep will gradually wear away. If however early removal is desired, use
anp and water or 70% isopropyl alcohol. |
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Principal Display Panel - 3M SoluPrep™ S 26mL Brite Green Applicator Pouch
Label

3M

REF 67130

NDC 17518-082-01

Single

Use Only

SoluPrep™ S

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

Patient Preoperative Skin Preparation



for large prep areas below the neck
Sterile Antiseptic Solution

Applicator is sterile if package is intact
0.9 floz » 26 mL

Brite Green
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SoluPrep ™S @ it
hlorhexidine gluconate (2% w/v) and isopropyl alcohol (70% v/v)

atient Preoperative Skin Preparation ;
for large prep areas below the neck |

terile Antiseptic Solution
pplicator is sterile if package is intact

09floz * 26 mL I

Brite Green

Drug Facts

Active ingredients Purpose
Chilorhexiding gICONATE 290 W/ ....c.vveeisiscessecsi s st sns s s s senans Antiseptic
1SOPrOPYI AICONOI TOU0 WA.......ccooiviciesiesieriseees ettt et st st s Antiseptic

N

USBS patient preoperative skin preparation: ®  for preparation of the skin prior to surgery
*  helps 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:
* donot use 26-mL applicator for head and neck surgery
do not use on an area smaller than 8.4 in. x 15.6 in. Use a smaller applicator instead.
solution contains alcohol and gives off flammable vapors
avoid getting solution into hairy areas. Wet hair is flammable. Hair may take up to 1 hour to dry.
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] e 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:
»  wheezing/difficulty breathing ~ » shock e facial swelling e hives e rash
If an allergic reaction occurs, stop use and seek medical help right away.
Do not use
*  on patients with known allergies to chlorhexidine gluconate or any other ingredient in this product
o 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 oceurs, rinse with cold water right away and contact a doctor.
* to avoid skin injury, care should be taken when removing drapes, tapes, etc.
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 (follow all directions for use)

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

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

Getting Patient Ready for Solution:

s useinwell-ventilated area do not microwave or heat the solution applicator

+ anolv to elean. comoletelv drv. residue-free. intact skin
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*  when hair removal is necessary, use a surgical clipper on the morning of the surgery. If awet shave is used,
thoroughly remove all soap residues,

Activating the Applicator:

*  remove applicator from package; do not touch sponge

*  with sponge face parallel to the floor, press the cap end of the applicator. Solution will begin to flow into the sponge.

When Applying Solution:

+  completely wet the treatment area with antiseptic

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

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

maximal treatment area for one applicator is approximately 13.2 in. x 21.6 in. (285.2 in?).

do not allow solution to pool; tuck prep towels to ahsorb solution, and then remove w
0

clean umbilicus with enclosed swabs when applicable.

(Maisten swabs by pressing against solution-soaked sponge applicator.)

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

*  when prepping skin folds, toes, or fingers, use a sterile-gloved hand to hold skin apart until completely dry

After Applying Solution:

*  toreduce the risk of fire, wait until solution is completely dry (minimum of 3 minutes on hairless skin; up to
1 hour in hair)

While Waiting for Solution to Completely Dry:

+ donot drape or use ignition source (e.g., cautery, laser)

s check for pooled solution. Use sterile gauze to soak up pooled solution. Do not blot because
it may remove solution from skin.

+ remove wet materials from prep area. Replace if necessary.

After Solution is Completely Dry: 1

*  toreduce the risk of fire, begin draping and/or using cautery only after Gautery
solution is completely dry and all wet materials are removed

» ifincise drapes are used, apply directly to dry prep  * apply dressing following standard practices

Other information

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

e thetint will slowly fade from the skin. For early removal of surgical prep use soap and water or 70% Isopropyl
Alcohol.

Inactive ingredients acetyitri-n-butyl citrate, FD&C blue #1, FD&C yellow #5, purified water USP, Trisodium
HEDTA

Questions? call 1-800-228-3957 (Monday-Friday 7AM-6PM CST). www. 3M.com/Medical |

34-8727-1905-8
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Principal Display Panel - 10.5mL Brite Green Applicator Label

3M

NDC 17518-082-02




STERILE EO

SoluPrep™ S

chlorhexidine gluconate (2% w/v) and isopropyl alcohol (70% v/v)
Patient Preoperative Skin Preparation
REF 67133

for head, neck, and small prep areas
Sterile Antiseptic Solution
Applicator is sterile if package is intact
Brite Green

0.36 floz « 10.5 mL

Single Use

Only

3M and

SoluPrep

are trademarks

of 3M.

SNAP

BACK AND FORTH

APPLICATION

External use only

Professional use only

Read Drug Facts information

before use
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SoluPrep™S

chlorhexidine gluconate (2% w/v) and isopropyl alcohol (70% v/v) 671 33
Patient Preoperative Skin Preparation

for head, neck, and small prep areas
Sterile Antiseptic Solution

Brite Green

Applicator is sterile if package is intact Sinale U

Ingle Use

0.36 fl 0z * 10.5 mL \&/ onyy

LOT / EXP Bl SAP it

IMPRINT AREA B3 BACKAND FORTH | are trademaric

of 3M.

NO- AI?T External use only
(I'IO Prlnt ayef) Professional use only
Read Drug Facts information

before use
\_34-8727-1930-6 J

\_ J

34-8727-1930-6

Principal Display Panel - 10.5mL Brite Green Applicator Insert Label
3M

STERILE EO

NDC 17518-082-02

SoluPrep™ S

chlorhexidine gluconate

(2% w/v) and isopropyl



alcohol (70% v/v)

Patient Preoperative Skin Preparation

for head, neck, and small prep areas

Sterile Antiseptic Solution

Applicator is sterile if package is intact

Brite Green

SoluPrep™ S Sterile Antiseptic Solution is a sterile
patient preoperative skin preparation. Each unit dose
applicator contains 0.36 fl 0z (10.5 mL) of solution which
covers a 8.4 in. x 15.6 in. area.

3M recommends all users participate in product
in-service training prior to use. In-servicing is available
on video, from your 3M sales representative or at the 3M
website (www.3m.com).

SoluPrep™ S Sterile Antiseptic Solution is an
antimicrobial skin preparation. It is recommended that
the prep remain on the skin after the procedure for
continued protection. The prep will gradually wear away.
If however early removal is desired, use soap and water
or 70% isopropyl alcohol.

REF 67133

0.36 floz » 10.5 mL

Made in USA with Globally

Sourced Materials

3M Company

2510 Conway Ave.

St. Paul, MN 55144 USA

1-800-228-3957

www.3M.com/Medical

3M and SoluPrep are

trademarks of 3M.

@ 2022, 3M. All rights reserved.

34-8727-1933-0
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SoluPrep™S X

Not Made With
chlorhexidine gluconate SR
(2% wiv) and isopropyl (&) single use only
alcohol (70% v/v)

Patient Preoperative Skin Preparation ‘
for head, neck, and small prep areas

Sterile Antiseptic Solutior \
pplicator is sterile if package is intact

Brite Green

Keep away from fire or flame. To reduce risk of fire,
PREP CAREFULLY:
* solution contains alcohol and gives off flammable vapors
e avoid getting solution into hairy areas. Wet hair

s flammable. Hair may take up to 1 hour to dry.
* do not drape or use ignition source (e.g.,




cautery, laser) until solution is completely /
dry (minimum of 3 minutes on hairless skin; Camﬂr”%

up to 1 hour in hair)
e do not allow solution to pool %

e remove wet materials from prep area

SoluPrep™ § Sterile Antiseptic Solution is a sterile
patient preoperative skin preparation. Each unit dose
‘applicator contains 0.36 fl oz (10.5 mL) of solution which
covers a8.4in. x 15.6 in. area.

3M recommends all users participate in product
in-service training prior to use. In-servicing is available
on video, from your 3M sales representative or at the 3M
Erebsite (Www.3m.com).

oluPrep™ S Sterile Antiseptic Solution is an
antimicrobial skin preparation. It is recommended that
’the prep remain on the skin after the procedure for
continued protection. The prep will gradually wear away.
If however early removal is desired, use soap and water
or 70% isopropyl alcohol. ‘

67133 0.36 fl 0z * 10.5 mL

(01> 1 07 07387 79192 3

Made in USA with Globally
Sourced Materials fv'j




wl 3M Company
2510 Conway Ave.
St. Paul, MN 55144 USA 3M and SoluPrep are
1-800-228-3957 trademarks of 3M.

www.3M.com/Medical =~ __© 2022, 3M. Al rights reserved.
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Principal Display Panel - 3M SoluPrep™ S 10.5mL Brite Green Applicator
Pouch Label

3M

REF 67133

NDC 17518-082-02

Single

Use Only

SoluPrep™ S

chlorhexidine gluconate (2% w/v) and isopropyl alcohol (70% v/v)
Patient Preoperative Skin Preparation
for head, neck, and small prep areas

Sterile Antiseptic Solution

Applicator is sterile if package is intact
0.36 floz » 10.5 mL

Brite Green
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SoluPrep™S @,
hlorhexidine gluconate (2% w/v) and isopropyl alcohol (70% v/v)

atient Preoperative Skin Preparation
for head, neck, and small prep areas |

terile Antiseptic Solution
pplicator is sterile if package is intact

0.36 floz » 10.5 mL |

Drug Facts

Active ingredients Purpose

Chlorhexidine gluconate 2% w/v Antiseptic
Isopropyl alcohol 70% v/v Antiseptic

Uses patient preoperative skin preparation:  * for preparation of the skin prior to surgery
¢ helps reduce bacteria that potentially can cause skin infection

Wamings

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

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

* 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)

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

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

» wheezing/difficulty breathing  ® shock e facial swelling  ®hives  *rash

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

Do not use

 on patients with known allergies to chlorhexidine gluconate or any other ingredient in this product

»_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 contact a doctor.

* o avoid skin injury, care should be taken when removing drapes, tapes, etc.

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.

O R R Y




T

Directions (follow all directions for use)

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

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

Getting Patient Ready for Solution:

* useinwell-ventilated area  * do not microwave or heat the solution applicator

» apply to clean, completely dry, residue-free, intact skin

* when hair removal is necessary, use a surgical clipper on the morning of the surgery. If a wet shave is used,
thoroughly remove all soap residues.

Activating the Applicator:

» remove applicator from package; do not touch sponge

* grasp product by wrapping hand and fingers around the labeled portion of the applicator. Place thumb on the lever
with sponge face parallel to the floor, snap lever to allow fluid to flow into sponge.

When Applying Solution:

¢ completely wet the treatment area with antiseptic

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

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

maximal treatment area for one applicator is approximately 8.4 in. x 156 in. (131.4 in?).

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

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

when prepping skin folds, toes, or fingers, use a sterile-gloved hand to hold skin apart until completely dry

After Applying Solution:

* 1o reduce the risk of fire, wait until solution is completely dry (minimum of 3 minutes on hairless skin; up to
1 hour in hair)

While Waiting for Solution to Completely Dry:

* donot drape or use ignition source (e.g., cautery, laser)

¢ check for pooled solution. Use sterile gauze to soak up pooled solution. Do not blot because
it may remove solution from skin.

* remove wet materials from prep area. Replace if necessary.

After Solution is Completely Dry:

* toreduce the risk of fire, begin draping and/or using cautery only after
solution is completely dry and all wet materials are removed

* ifincise drapes are used, apply directly to dry prep

* apply dressing following standard practices

Other information

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

e the tint will slowly fade from the skin. For early removal of surgical prep use soap and water or 70% Isopropyl
Alcohol.

Inactive ingredients acetyltri-n-butyl citrate, FD&C blue #1, FDC yellow #5, purified water USP, Trisodium
HEDTA

Questions? call 1-800-228-3957 (Monday-Friday 7AM-6PM CST). www.3M.com/Medical

34-8727-1906-6
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Principal Display Panel - 10.5 mL Clear Applicator Label
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NDC 17518-083-02
STERILE EO
SoluPrep™ S




chlorhexidine gluconate (2% w/v) and isopropyl alcohol (70% v/v)
Patient Preoperative Skin Preparation
REF 67134

for head, neck, and small prep areas
Sterile Antiseptic Solution

Applicator is sterile if package is intact
Clear

0.36 floz » 10.5 mL

SNAP

BACK AND FORTH

APPLICATION

External use only

Professional use only

Read Drug Facts information
before use

Single Use

Only

3M and

SoluPrep

are trademarks

of 3M.

34-8727-1929-8
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SoluPrep™S

Patient Preoperative Skin Preparation
for head, neck, and small prep areas
Sterile Antiseptic Solution

Applicator is sterile if package is intact

LOT / EXP
IMPRINT AREA
NO ART
(no print layer)

\ 34-8727-1929-8

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

0.36 floze* 10.5mL

67134

Single Use
Only

; ﬁ K SNAP

3Mand

SoluPrep
are trademarkg
of 3M.

I3 BACK AND FORTH
External use only

APPLICATION
Professional use only
Read Drug Facts information
before use
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Principal Display Panel - 10.5mL Clear Insert Label

3M

STERILE EO

NDC 17518-083-02
SoluPrep™ S
chlorhexidine gluconate
(2% w/v) and isopropyl
alcohol (70% v/v)



Patient Preoperative Skin Preparation

for head, neck, and small prep areas

Sterile Antiseptic Solution

Applicator is sterile if package is intact

Clear

Not Made With

Natural Rubber Latex

Single Use Only

SoluPrep™ S Sterile Antiseptic Solution is a sterile
patient preoperative skin preparation. Each unit dose
applicator contains 0.36 fl oz (10.5 mL) of solution which
covers a 8.4 in. x 15.6 in. area.

3M recommends all users participate in product
in-service training prior to use. In-servicing is available
on video, from your 3M sales representative or at the 3M
website (www.3m.com).

SoluPrep™ S Sterile Antiseptic Solution is an
antimicrobial skin preparation. It is recommended that
the prep remain on the skin after the procedure for
continued protection. The prep will gradually wear away.
If however early removal is desired, use soap and water or 70% isopropyl
alcohol.

REF 67134

0.36 floz » 10.5 mL

Made in USA with Globally

Sourced Materials

3M Company

2510 Conway Ave.

St. Paul, MN 55144 USA

1-800-228-3957

www.3M.com/Medical

3M and SoluPrep are trademarks of 3M.

@ 2022, 3M. All rights reserved.
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SoluPrep™S X

Not Made With
chlorhexidine gluconate NGl Hubhertatj
(2% wi/v) and isopropyl ® Single Use Onl
alcohol (70% v/v)

Patient Preoperative Skin Preparation ‘
for head, neck, and small prep areas

Eterile Antiseptic Solution \
pplicator is sterile if package is intact

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

e solution contains alcohol and gives off flammable vapors
e avoid getting solution into hairy areas. Wet hair

s flammable. Hair may take up to 1 hour to dry.
* do not drape or use ignition source (€.g.,




cautery, laser) until solution is completely /
dry (minimum of 3 minutes on hairless skin; camw@

up to 1 hour in hair)
* do not allow solution to pool @
e remove wet materials from prep area

SoluPrep™ S Sterile Antiseptic Solution is a sterile
patient preoperative skin preparation. Each unit dose ‘
‘applicator contains 0.36 fl oz (10.5 mL) of solution which
covers a 8.4in. x 15.6 in. area.

3M recommends all users participate in product
in-service training prior to use. In-servicing is available
on video, from your 3M sales representative or at the 3M
Ele bsite (Wwww.3m.com).

oluPrep™ § Sterile Antiseptic Solution is an
antimicrobial skin preparation. It is recommended that
’the prep remain on the skin after the procedure for ‘
continued protection. The prep will gradually wear away.
If however early removal is desired, use soap and water
or 70% isopropyl alcohol. ‘

167134 0.36 fl 0z » 10.5 mL

(01) 1 07 07387 79193 O

Made in USA with Globally
Sourced Materials S




wl 3M Company
2510 Conway Ave.
St. Paul, MN 55144 USA 3M and SoluPrep are
1-800-228-3957 trademarks of 3M.
www.3M.com/Medical © 2022, 3M. Al rights reserved.
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Principal Display Panel - 3M SoluPrep™ S 10.5mL Clear Applicator Pouch Label
3M

REF 67134

NDC 17518-083-02

Single

Use Only

SoluPrep™ S

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

for head, neck, and small prep areas

Sterile Antiseptic Solution

Applicator is sterile if package is intact

0.36 floz » 10.5 mL

Clear
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hlorhexidine gluconate (2% w/v) and isopropyl alcohol (70% v/v)

atient Preoperative Skin Preparation
for head, neck, and small prep areas :

terile Antiseptic Solution

pplicator is sterile if package is intact

0.36floz * 10.5mL |

Drug Facts

Active ingredients Purpose
Chlorhexiding gluconahe 2% WAV ..o i i G e i i simichandid o o i AT S da vl it S Antiseptic
Isopropyl alcohol 70% WiV.........ccoovveveeee. [T PSR A R SRR RS e e S st Antiseptic

Uses patient preoperative skin preparation: e for preparation of the skin prior to surgery
» helps 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
* avoid getting solution into hairy areas. Wet hair is flammable. Hair may take up to 1 hour to dry.
« do not drape or use ignition source (e.q., cautery, laser) until solution is completely dry
(minimum of 3 minutes on hairless skin; up to 1 hour in hair)
* do notallow solution to pool
* remove wet materials from prep area
Allergy alert: This product may cause a severe allergic reaction. Symptoms may include:
* wheezing/difficulty breathing ~ * shock e facial swelling  *hives e rash
If an allergic reaction occurs, stop use and seek medical help right away.
Do not use
* on patients with known allergies to chlorhexidine gluconate or any other ingredient in this product
o 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 contact a doctor.
» toavoid skin injury, care should be taken when removing drapes, tapes, etc.
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 (follow all directions for use)
« use with care in premature infants or infants under 2 months of age. These products may cause irritation or
chemical burns.
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= discard the applicator arter a single use along with any portion of the solution not reguired 10 cover the
prepped area. It is not necessary to use the entire amount available.

Getting Patient Ready for Solution:

* use in well-ventilated area  » do not microwave or heat the solution applicator

* apply to clean, completely dry, residue-free, intact skin

* when hair removal is necessary, use a surgical clipper on the morning of the surgery. If a wet shave is used,
thoroughly remove all soap residues.

Activating the Applicator:

* remove applicator from package; do not touch sponge

* grasp product by wrapping hand and fingers around the labeled portion of the applicator. Place thumb on the lever
with sponge face parallel to the floor, snap lever to allow fluid to flow into sponge.

When Applying Solution:

* completely wet the treatment area with antiseptic

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

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

» maximal treatment area for one applicator is approximately 8.4 in. x 15.6 in. (131.4 in?).

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

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

* when prepping skin folds, toes, or fingers, use a sterile-gloved hand to hold skin apart until completely dry

After Applying Solution:

* to reduce the risk of fire, wait until solution is completely dry (minimum of 3 minutes on hairless skin; up to
1 hour in hair)

While Waiting for Solution to Completely Dry:

* do not drape or use ignition source (e.g., cautery, laser)

* check for pooled solution. Use sterile gauze to soak up pooled solution.
Do not blot because it may remove solution from skin.

« remove wet materials from prep area. Replace if necessary.

After Solution is Completely Dry:

* toreduce the risk of fire, begin draping and/or using cautery only after

solution is completely dry and all wet materials are removed Caute
+ if incise drapes are used, apply directly to dry prep  * apply dressing following standard practices
Other information

* store between 15-30 °C(59-86 °F) = avoid freezing and excessive heat above 40 °C (104 °F)
Inactive ingredients acetyltri-n-butyl citrate, purified water USP, Trisodium HEDTA

ﬂUBSﬁﬂﬂS?call 1-800-228-3957 (Monday- Friday 7AM-6PM CST). www.3M.com/Medical

34-8727-1907-4
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chlorhexidine gluconate and isopropyl alcohol solution

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:17518-082

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Chlorhexidine Gluconate (UNIl: MOR84MUDSE) (Chlorhexidine - Chlorhexidine 20 mg
UNII:R4AKOODY52L) Gluconate in 1 mL
Isopropyl Alcohol (UNII: ND2M416302) (Isopropyl Alcohol - UNI:ND2M416302) Isopropy! Alcohol Oi'n71ann_
Inactive Ingredients
Ingredient Name Strength

Acetyltributyl Citrate (UNIl: 0ZBXON59RZ)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
FD&C YELLOW NO. 5 (UNII: [753WB2F1M)
Water (UNIl: 059QFOKOOR)

Trisodium Hedta (UNII: K3EOU708KI)

Packaging
# Item Code Package Description Marketing Start  Marketing End
Date Date
NDC:17518- :
1 082-01 1in 1 POUCH 01/23/2023
1 26 mL in 1 APPLICATOR; Type 0: Not a Combination
Product
NDC:17518- .
2 082.02 1in 1 POUCH 01/23/2023
2 10.5 mL in 1 APPLICATOR; Type 0: Not a

Combination Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
NDA NDA208288 01/23/2023

3M SOLUPREP S

chlorhexidine gluconate and isopropyl alcohol solution

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:17518-083



Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Chlorhexidine Gluconate (UNIl: MOR84MUDSE) (Chlorhexidine - Chlorhexidine 20 mg
UNII:R4KOODY52L) Gluconate in 1 mL
Isopropyl Alcohol (UNII: ND2M416302) (Isopropyl Alcohol - UNI:ND2M416302) Isopropy! Alcohol Oi'n71ann_
Inactive Ingredients
Ingredient Name Strength

Acetyltributyl Citrate (UNIl: 0ZBXON59RZ)
Water (UNIl: 059QFOKOO0R)
Trisodium Hedta (UNIl: K3EOU708KI)

Packaging
# Item Code Package Description MarketlngistartiSMarketing lEnd
Date Date
NDC:17518- .
1 083-02 1in 1 POUCH 01/23/2023
1 10.5 mL in 1 APPLICATOR; Type 0: Not a
Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
NDA NDA208288 01/23/2023
Labeler - solventum US OpCo LLC (006173082)
Establishment
Name Address ID/FEI Business Operations
3M Company 830016148 ANALYSIS(17518-082, 17518-083)

Revised: 4/2024 Solventum US OpCo LLC
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