3M DURAPREP SURGICAL- iodine povacrylex and isopropyl alcohol solution
Solventum US OpCo LLC

Drug Facts

Active ingredients
lodine povacrylex (0.7% available iodine)

Isopropyl alcohol, 74% w/w

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 the risk of fire, PREP CAREFULLY:

e solution contains alcohol and gives off flammable vapors

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

e do not allow solution to pool

e remove solution-stained material from prep area

Do not use

e on patients with known allergies to iodine or any other ingredients in this product

e on open wounds, on mucous membranes, or as a general skin cleanser

¢ in infants less than 2 months old due to the risk of excessive skin irritation and
transient hypothyroidism

When using this product

e keep out of eyes, ears, and mouth. May cause serious injury if permitted to enter and
remain. If contact occurs, flush with cold water right away and contact a doctor.

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



over film
e use with caution in women who are breast-feeding due to the potential for transient
hypothyroidism in the nursing newborn

Stop use and ask a doctor if irritation, sensitization or allergic reaction occurs. These
may be signs of a serious condition. On rare occasions, use of this product has been
associated with skin blistering.

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 at the end of the prep, discard any portion of the solution which is not required to
cover the prep 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 grasp product by wrapping hand and fingers around the labeled portion of the
applicator. Place thumb on the lever.

e with sponge face parallel to the floor, snap lever. Allow all fluid to flow into sponge.

When Applying Solution:

e DO NOT SCRUB. Paint a single, uniform application and do not reprep area.

e do not allow solution to pool. Use sponge applicator to absorb excess solution
and continue to apply a uniform coating. If solution accidentally gets outside of prep
area, remove excess with gauze.

e tuck prep towels as needed under both sides of the neck to absorb excess solution.
Remove towels before draping.

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. Otherwise, skin may adhere to itself.

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). Solution will turn from a shiny to
a dull appearance on skin alerting the user that the solution is completely dry and no
longer fllmmable.

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 solution-stained materials. 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 solution-stained materials are removed

e if incise drapes are used, apply directly to dry prep. On completion of surgical
procedure, removal of incise drape will remove film.

e apply dressing following standard practices

Other information

e store between 20-252C (68-779F)

¢ avoid excessive heat above 40°C (1049F)

e solution is not water soluble and may stain. Therefore, avoid contact with reusable
items (basins, instruments).

Inactive ingredients

ethyl alcohol, water

Questions?
call 1-800-228-3957 (Monday to Friday 7AM - 6PM CST). www.3M.com.
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DuraPrep T™M

Surgical Solution

lodine Povacrylex (0.7% Available lodine) and Isopropyl Alcohol (74% w/w)
Patient Preoperative Skin Preparation For head, neck, and small prep areas
Non-sterile Solution Applicator is sterile if package is intact
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Read Drug Facts Information before use.



Made in U.S.A. by 3M Health Care
2510 Conway Ave., St. Paul, MN 55144
1-800-228-3957 © 2017, 3M. All rights reserved.

3M and Duraprep are trademarks of 3M.
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DuraPrep TM

Surgical Solution

lodine Povacrylex (0.7% Available lodine)

and Isopropyl Alcohol (74% w/w)

Patient Preoperative Skin Preparation

Non-sterile Solution

Applicator is sterile if package is intact

For head, neck, and small prep areas

Latex-Free

Not Made With Natural Latex

Do Not Reuse

Single Use

DuraPrep Surgical Solution is a fiim-forming iodophor complex. Each unit dose
applicator contains 0.2 fl oz (6 mL) of solution which covers an approximate 8
in x 10 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).

REF 8635 0.2 floz « 6 mL
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Patient Take Home Instructions
Your surgaon used 3M ™ DuraPrep™ Surgical Solution BEIS, &
cteria-killing sken preparation. It is recommended that this film
emain an the skin after the proces The film will gradually wear
away, i, however, early removal & desired
Apply BE10 or 8611 IM™ Remaver Latian to the prepped area
keaping away fram the wound edga or puncture site. Wipe off with
a disposable towel, or
Soak gauze with 70% isopropy| sbcobal and place an the prepped
rd[ﬁ for at least 40 seconds. Lightly scrub o remove the sohibon
If you have quesbans, call 1-800-228-3957

Uses
pﬂentmmmﬂh preparation: » for preparation of the gdn priar to surgery
that

larnmable,
To recuce the risk of fire, PREP CAREFULLY:
= salution contairs akwhol and grms off flammable vapors
= do ol drape or use ignition sourse (e.g., cautery, laser] until solution is compledely dry [minimum of
3 mirrres on haifess sdn; up to 1 hour in hai
mwoid gatting solution into hairy arsas. Wit hair is flammable. Hair may take up 10 1 hour fo dry.

= do not allow solution to pool

= oo solution-staied material from prep ansy

Do not use

+ on palienls will knovn sllegies ba ssding of any other ingredients in this produet

® 00 Opan wWoLnds, on mi of & ganeral shin &

# In ants less tan 2 months o due b e ek of exceszive skin imitation and translent
‘Whan using this prodwct

» keap oul of eyes, ears, el mouth, ey shuse sieus inury if permitbad bo ester and reman. If contact
cccurs, flush with cold water right awey and contaet a docter,

= to awoid skin injury, cane should be taken when removing drapes, tapes, et. . appiied over film

= yse with caution in women who am breast-feeding due o the potential for transient bypothyroidsm in e
rursing rewhom

Stop use and ask a doctar if imilation, sensifzation or alergic reaction cocurs. These may be signs of a serious

conditior. O rare use af this product has been with skin blistermg.
Keep out of reach of children. T svisllowed, get medical halp o cortact 3 Pason Centrol Cenler ighl awsy,
Directions (fallow all directions for use)

gt the end of the prep, dizcard any portion of the solution which k= not required to cover the prep area. [t is not
necessany in use fia entirm amount evalable.

Gatting Pationt Ready for Salufion:

*  usain wel-yventibsted ares

* do nol mecrowave or hasf the solution applcator

*  apply to clesn, completely dry, residue-frea, intact skin

= when hair removal is necessary, wse a surgical cipper on the moming of e surgery. K a wet shawe is used,
Ehornughly remove all soap residues.

Activating the Applicates;

»  prasp product by wizpping hand and fingers around e labeled portion of the applicator. Plece thamb on the
laver.

. mmwrdlalhmﬂw.mlw. Alow &l fluid o fiow info sponge.

mmlpplthmﬂin.

D0 NOT SCALB. Paind & single, unfam and do not

o not allow sobufion ko mwapmsmlnmmmﬂmnnmmnppﬁa

uniform coating. ¥ solufion accidentally gets outside of pmp ama, remove exoess with gauze,

huck prep bz a5 noeded under bath sdes of the neck fo absorb excess sohution. Remeovs

Rarwels before draping,

awoid gatting salution int hairy arsas. Wet hair s flammable. Hair may take up o 1 haur to dry.

wihen prepping skin fiolds, toes, or fingers, use a sterke-gloved hiand to hold skin apart until completely dry.

(trerwime, skin may adhere o itself.

AMer Applying Salution:

* I reduce the risk of fire, wait until solution is completely dry (minimum of 3 minutes on haidess skin; up
o 1 hour in hair). Soluben will um from a shiry b a dull appesrance on shin alerting Te user that the sclution
is complatety dry and mo longer flammable.

‘While Waifing for Salufion fo Complesely Dry:

= o nol drape or use ignition source (e.g., cattery, laser)

# chack for pooted sohution. Use atenle gawze to sosk up pooled solution. Do nat bkt bacauss it may remove
soksion from skin.

= remoe solution-stained materials. Replace § necessary.

AMer Salulion is Corpletely Dry:

* o revduce the risk of fire, bagn deaping andior using cautery only sfter soken is compietely
dry and all solirtion-etsined materisis are removed

= if incise drapes are used, apply drecy to dry prep. On completion of surgical procedurs,
removal of incise drape will remoee film,

= ipphy dressng folowing standand prachoes

Cautery %

Other information « st betwsen 20-25°C 58-7TF) « aveid excessive heat above A0°C (104°F) + soluthon s
not water soluble and may stain. Therafore, svoid contact with reusshle items (basina, instrumants|.

Inactive ingredients sy aicohol, water

(uestions? csn 1-800-z2-3067 Monday be Fridsy 70M — BPM CST). waw MW.com,

j— = —y

3M DURAPREP SURGICAL

iodine povacrylex and isopropyl alcohol solution

Product Information
Product Type

Route of Administration

HUMAN OTC DRUG

TOPICAL

Item Code (Source)

NDC:17518-011




Active Ingredient/Active Moiety
Ingredient Name

lodine Povacrylex (UNIl: 6E43AWY083) (lodine - UNII:9679TC07X4)

Isopropyl Alcohol (UNIl: ND2M416302) (Isopropyl Alcohol -
UNII:ND2M416302)

Inactive Ingredients

Ingredient Name
Alcohol (UNII: 3K9958V90M)
Water (UNIl: 059QFOKOOR)

Basis of

Strength Strength
lodine 6.02 mg in1lmL
636.4 mg
Isopropyl Alcohol in1mL
Strength

Packaging
# Item Code Package Description SRR R Marketing End
Date Date
NDC:17518- .
1 01107 1in 1 CASE 09/29/2006
1 6 mL in 1 APPLICATOR; Type 0: Not a Combination

Product

Marketing Information

Marketing Application Number or Monograph

Category Citation
NDA NDA021586

Labeler - solventum US OpCo LLC (006173082)

Marketing Start Marketing End
Date Date

09/29/2006

Establishment
Name Address ID/FEI Business Operations

3M Company 054950670 ANALYSIS(17518-011) , PACK(17518-011)
Establishment

Name Address ID/FEI Business Operations
3M Company 078671244 MANUFACTURE(17518-011)
Establishment

Name Address ID/FEI Business Operations
3M Company 830016148 ANALYSIS(17518-011)

Revised: 4/2024

Solventum US OpCo LLC
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