POVIDONE-IODINE SWABSTICKS SINGLES- povidone-iodine swab
POVIDONE-IODINE SWABSTICKS TRIPLES- povidone-iodine swab
POVIDONE-IODINE PREP PADS MEDIUM- povidone-iodine swab
POVIDONE-IODINE PREP PADS MEDIUM BULK- povidone-iodine swab
POVIDONE-IODINE TOPICAL ANTISEPTIC- povidone-iodine solution
PREP SOLUTION TOPICAL ANTISEPTIC- povidone-iodine solution
PREP SOLUTION WITH SPRAY BOTTLE- povidone-iodine solution
Medline Industries, Inc.

Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may be marketed if they
comply with applicable regulations and policies. FDA has not evaluated whether this product complies.

Drug Facts

Active ingredient

Povidone Iodine 10% (equivalent to 1% available iodine)

Purpose

First Aid Antiseptic

Uses
e Healthcare antiseptic for preparation of the skin prior to surgery
e Firstaid antiseptic to help prevent infection in minor cuts, scrapes and burns

Warnings

For external use only.

Do notuse
¢ inthe eyes
¢ longer than 1 week unless directed by a doctor
¢ onindividuals who are allergic or sensitive to iodine
e or apply over large areas of the body

Stop use and ask a doctor
e if irritation and redness develop
e if condition persists for more than 72 hours
® incase of deep or puncture wounds, animal bites or serious burns

Keep out of reach of children.

If swallowed, get medical help or contact a Poison Control Center right away.

Directions

Clean the affected area.
e For preparation of the skin prior to surgery: apply product to the operative site prior to surgery
e For first aid antiseptic: apply a small amount of this product on the area 1 to 3 times daily. May be
covered with a sterile bandage. If bandaged, let dry first.



Other information

Protect from freezing. Avoid excessive heat.

Inactive ingredients

Citric Acid, Disodium Phosphate, Nonoxynol-9, Sodium Hydroxide, Water.

Questions
1-800-MEDLINE

Principal Display Panel - Swabstick Singles pouch
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NDC53329-945-09

Medline

Antiseptic

Povidone-Iodine, USP
Swabsticks, Singles
MDS093901

latex free

For professional and hospital use.

Contents: 1 Swabstick

Principal Display Panel - Swabs tick Singles box



NOC 83320-045-20

MEDLINE
Antiseptic

Povidone-lodine, USP
Swabsticks, Singles

REF|MDS 093901

Discard appropriately after single use.

Protect from freezing. Avoid excessive heat. For external use only.

Contents: 50 Each

MEDLINE

4

Antiseptic

Povidone-lodine, USP
Swabsticks, Singles

[REF|MDS 093901

Discard appropriately aftar single usa.

Protact from freezing. Avodd excessive heat.
For external usa only.

Contents: 50 Each
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LoT Medlirs is a registersd srademark of Madline Irldustnai Ine,
e Manufactured for: Medline indusries, Inc.,
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Mada in Ching 1-800-MEDLINE
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NDC: 53329-945-29
Medline

Antiseptic
Povidone-Iodine, USP
Swabsticks, Singles
MDS093901

Discard appropriately after single use.

Protect from Freezing. Avoid excessive heat. For external use only.

latex free

Contents: 50 Each

Drug Facts Panel - Swabstick Singles box
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Drug Facts Antiseptic
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Uses Wlior prepasaiion of the skn paor i surgeny [l st aid andsepiic i help pesvent infection in minor s, scrmpes snd bums

Swabsticks, Singles

GEEL DELEREDY

aover ke arsas of the body

Siop use and sk & doctor i Ilimbation and mdness doevelop Mlcondiion parsists for mone than 72 houm In oase of deep or puncium wounds,
anirmal bibes of ssfious burns, consull 4 docion

Kaap ourl of reach of Ghildren || swallowed, get medical hel or contscl & Poison Coriirol Canter right avesry Discard approprigtely after single use

Directions W Clsan the alssisd asa, Bl For preparation of B skin prior o suigeny: apply product o he opsmatie sits prior o surgery. R

g_‘srg: antsspic apply & small amcunt of this product on the ama one 1o Tires times daily, May bs coversd with & sterile bandage. 11 bandagsd, kst Protact from freazing. Avoid excessive haat
= For extarnal use only.

Other information Bl Prosect from freecing Il Awcd esoessive hoal
Inactive Ingredients Ciric Asd Disodurm Phosphals, Waer

Contents: 50 Each

REF|MDS093901

Principal Display Panel - Swabstick Triples box



NDC 53328-845-T6 I
MEDLINE

4

Aurisepn}‘

Povidone-lodine, USP
Swabsticks, Triples

REF|MDS093902

Discard appropriately after single use.

Protect from freezing. Avoid excessive heat.
For external use only.

Contents: 25 Pouches

.

MEDLINE
4

Antiseptic
Povidone-lodine, USP
Swabsticks, Triples

[REFIMDS093902

Discard appropriately after single usa

Protect from freezing. Awvoid excessive heat,
For external use only.

Contents: 25 Pouches

'
=

ot

{01 3002012010844

e M| e S0 £ 008 Fbaoli g INGUSITES, 0. &1 TIgNTS Rssra P
Mading e o regenened wademnk of Mediise mdusiees, ino ¥
FRRracnEd Tor: Madiine o s, im0, Musdelein L 68080 LS4 i
B inChing 1.B00MEDUNE BETILFD) #

N

NDC 53329-946-75
Medline

Antiseptic
Povidone-Iodine, USP
Swabsticks, Triples
MDS093902

Discard appropriately after single use.

Protect from freezing. Avoid excessive heat. For external use only.

latex free

Contents: 25 Pouches

Drug Facts Panel - Swabstick Triples box
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Drug Facts
Active Ingredient Purpose
Povdord-Ddng, B BW .....c.c ot i o sss s s s b st s s e et e s snnes NG
Ulsaxs W for preparation of ihe skin prior io sumery I it aid antisspilc 1o halp present infecion i miner culs scrapes and bums

Warnings
For external use only

Do not use I in e eyes I longer Bian ore week Unkess directed by a doctor Ion ndviduals who are allengic o M DS093902

sergine o iodne [l or apply ovar s eneas of tha body

Stop use and ask a doctor if [Mivistion andrednass deveiop [lcondiion persists for more han 72 hours, In cess
off e o punciure weunds, animial biles or senous tams. consul & dockr,

KEEp out of reach of Ghiaren 1 ewalowed gu meacal ha of Cori & Patan Lonbal L i medy Discard approprigtaly afer single use,

Directions M Cloenthe afaciod sra. [l For prapastion of e skin prior i swigary: apply product o the oparalive L L T —
st pror 1o surgesy, I For firs? s antisepic appty @ smal amoun of tis prouEt on 1he AR one 1o thres imas dail, For axtarnal usa only.
Miry b povessd with & Serile bardage. § bandaged, Il dry fresl.

Other Information B Proiset fom frsazing B Aveid socessive haat m‘!
Inactive Ingredients Cirichcid, Ciscdum Prosprate Waer | |

Antiseptic

Povidone-lodine, USP
Swabsticks,Triples

Contents: 25 Pouches

[REFIMDS 093902

Principal Display Panel - Prep Pads, Medium box



sped 001 :Sjueuon
"SEn IEUO!SQQJOJE' pl.l!f j!ﬂ_idsﬂlf J'D:"
L16£60SAN
wumwin ! Pﬂ w

andasnuy

A

eV ec 4

‘T—

‘spedq deid auipo] auopinaod

Smm

_—

ﬂﬂ;ﬂl@.—'

Antiseptic
Povidone lodine Prep Pads,
Medium

[REF] MDS093917

For hospital and professional use.

Contents: 100 Pads

—

MEDLINE

4

Antiseptic
Povidone lodine Prep Pads,
Medium

[ReF] MIDS 093917

For hospital and professional use.

Contents: 100 Pads

Medline

Antiseptic

Povidone Iodine Prep Pads, Medium
MDS093917

For hospital and professional use.
Contents: 100 Pads

Drug Facts Panel - Prep Pads, Medium box




MEDLINE

§

Antiseptic
Povidone lodine Prep Pads,
Medium
MDS093917

For hospital and professional use.

Contents: 100 Pads

Drug Facls
Active Ingredient Purpose

Uses I for prsparation of the siin price 1 surgory [ frst aid arsapc to halp pravant infacion in minor cuts, sceapes and bums
Wamings

For external use only

Do not uze [l infho oyes [l longer than ane weak wikes dimctad by a docor [llon indhviduaals wh are allrgic o
saneiive o dna Bl or apply over kg arsas of the body

Stop use and ask a doctor if W iriwion and redness dewslop Il condifion parsists for mora fhan 72 hours

I e of dap o punchre wounds, anival bies o sanious: bums, consult  doctir,

Keap out of reach of children Ifswallowed, gat medical help or comtact a Prisan Coatrel Cantar right away
Directions W Clan te sfecisd area, I For preparation ol the shin piior 1o sumgery: sppy product o the apata e
e prioe to sugery. [ For first il aniseptic: apply a smal amoust of this product on the area one o thres tnes daly

Ny b covarod with a sierik bandage, f bandagad, lat dry frst,

—_— - — =
Other information M Protsct hom foazing Il Avoid sscessive haat

Inactive Ingredients ciricAdd, Disodiun Posphats, Wakee

l www.mediine.com ©2009 Manufactured in China for:
| Medline Industries, Inc., Mundelein, IL 80060 USA
| 1-800-MEDLINE RKODSLPD

| (TR

| (01)30080196166569

Principal Display Panel - Prep Pad Bulk case

Povidone lodine
Prep Pads
Medium Bulk

MDS093918

MEDLINE

Contents: 3,000 Each per Case

www miadlins. com S200% Manufacturad in China for
Medine Industries, Inc., Mundelain, IL 60060 USA
1-800-MEDLINE RJOSLPD

(01)40080196283867

Povidone Iodine

Prep PADS
Medium Bulk

MDS093918
Contents: 3,000 Each Per Case

Drug Facts Panel - Prep Pad Bulk case




Drug Facts

Active Ingredient Purpose
PRI, 0 VI e soissincmominoooos s eiassosoates iimiei s v isaisisisasousisimsiosissest s REDPIE:

U'ses I for preparation of e skin prior 1o surgery Il first i antissptic o help prevenitinfection in minor culs, scrapes and buns

Wamings

PO oy, - o o o o icen s
Do not use M inthe eyes B Jongsr than cna week unlsss direced by a docior I on individuals who asm allergic or
sansiive toioding [l or apply over lamge amas of the body

Stop use and ask a doctor if I initabon and redness devalop I condiion persists for mors han 72 hours
In case of desp or punchus wounds, animal bites or serous bums, consulta doclor

Keep out of reach of children i swatowsd, get medical help of contact & Fotson Gontiol Genter fight away
Directions W Claan ha aflectid ama. W For praparbon of the skin pior 1o sugeny: apply product b e cparalive

it prior bo surgery. I For first aid antissptic: apply @ smal amount of this product on the area one o thiss timas dail.
May b covesnd with a starde bandage. If bandaged, bt dry first.

Other Information M Rotect fom reeng M Avold axessive heal

Inactive Ingredients watsr, PYP-loding, Disodum Phosphate, Citic Acid

MEDLINE

MDS093918

www medline com ©2008 Manufactured in China for:
Madlina Industries, Inc., Mundalain, IL 80060 USA

1-800-MEDLINE RJOSLFD

Principal Display Panel - Prep Solution bottle

y

NDC: 53329-939-13 | Drug Facts
A Aclive ingreden Purpose
NEDUNE [t i

Uses m Healthcare antisaptic for preparation of the skin prior
to surgery ® First aid antiseptic to help prevent irfection in

PVP Prep Solution

Topical Antiseptic
Povidone-lodine 10%

REF|MDS093940
latexfws

wwwmediine.com
Manufacturad for: Medine Industries Inc.,
Mundelen, IL 60060 USA Made in USA
To Order Call: 1-800-MEDLINE
RBIICTR

2FLOZ (59 mL)

(01)10080196319848

mingr cuts, scrapes and burns

[ Warnings

For external use only.

Do not use ®in the eyes mlonger than 1 week unless diracted
by a doctor ® on individuals who are alergic or sensitive to
ioding ® or apply over large areas of the body

Stop use and ask a doctor ™ f imitation and redness

devedop ®if condition persists for more than 72 hours. ® in
case of deep or puncture wounds, animal bites or serious
bums.

Keep out of reach of children, If swallowed, get medical help
of contact a Poison Contral Center right away,

Directions ciean the ffected area

® For preparation of the skin prior to surgery: apply
product to the operative site prior to surgery

® For first aid antiseptic: apply a smal amount of this
product on the area 1 to 3 times daily. May be covered with a
sterile bandage. If bandaged, let dry first,

Other Information Frotect from freezing. Avoid excessive
neat,

Inactive fngredfents Gitric Acid, Disodium Phosphat,
Nonowynol-3, Sodium Hydroxide, Water,

NDC: 53329-939-13
MEDLINE




PVP Prep Solution

Topical Antiseptic
Povidone-lodine 10%

MDS093940
latexfree

www.medline.com

Manufactured for: Medline Industries, Inc.

Mundelein, IL. 60060 USA Made in USA
To Order Call: 1-800-MEDLINE
RB11CTR

2 FL OZ (59 mL)

Principal Display Panel - Prep Solution label

N: 53329-900-55
Medline

Prep Solution
with

Spray Bottle
Topical Antiseptic
Microbicide
MDS093942

latex free

(01)10080196319428



Do notreuse
2 FL OZ (59 mL)

Principal Display Panel - Prep Solution label

NDC 53329-904-04

Medline

Prep Solution

with Spray Bottle

Povidone Iodine USP, 10% Topical Solution
MDS093934

Topical Antiseptic

4 FL Oz (118 ml)

POVIDONE-IODINE SWABSTICKS SINGLES

povidone-iodine swab

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:53329-945

Route of Administration TOPICAL



Active Ingredient/Active Moiety

Ingredient Name
Povidone-Iodine (UNI: 85H0HZU99 M) (Iodine - UNI:9679TCO07X4)

Inactive Ingredients
Ingredient Name
Citric Acid (UNIE: 2968 PHW8 QP)
Glycerin (UNI: PDC6A3C00X)
Water (UNIL: 059 QFOKOOR)
Sodium Hydroxide (UNIL: 55X04QC32])

Packaging

# Item Code
1 NDC:53329-945-29
1 NDC:53329-945-09

Package Description
50 in 1 BOX
1in 1 PACKET

Marketing Information
Marketing Category

OTC monograph not final part333E

Marketing Start Date

Application Number or Monograph Citation

Basis of Strength Strength
Povidone-lodine 0.10 mL
Strength

Marketing End Date

Marketing Start Date Marketing End Date

01/01/2007

POVIDONE-IODINE SWABSTICKS TRIPLES

povidone-iodine swab

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
Povidone-Iodine (UNI: 85HOHZU99M) (Iodine - UNI:96 79 TC07X4)

Inactive Ingredients
Ingredient Name
Citric Acid (UNIL: 296 8 PHW8QP)
Glycerin (UNI: PDC6A3C00X)
Water (UNIL: 059QFOKOOR)
Sodium Hydroxide (UNIL: 55X04QC32I)

Packaging

Item Code (Source) NDC:53329-946

Basis of Strength Strength
Povidone-lodine 0.10 mL
Strength



# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:53329-946-75 25in 1 BOX
1 NDC:53329-946-02 3in 1 PACKET

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333E 01/01/2007

POVIDONE-IODINE PREP PADS MEDIUM

povidone-iodine swab

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:53329-941

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Povidone-Iodine (UNI: 85H0HZU99 M) (Iodine - UNI:9679TCO07X4) Povidone-lodine 0.10 mL
Inactive Ingredients
Ingredient Name Strength

Citric Acid (UNIL: 296 8 PHW8QP)
Glycerin (UNI: PDC6A3C00X)

Water (UNIL 059QF0KOOR)

Sodium Hydroxide (UNIL: 55X04QC32])

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:53329-941-30 100 in 1 BOX

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333E 01/01/2007

POVIDONE-IODINE PREP PADS MEDIUM BULK

povidone-iodine swab

Product Information



Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name
Povidone-Todine (UNIL: 85HOHZU99M) (Iodine - UNIE9679TCO07X4)

Inactive Ingredients
Ingredient Name
Citric Acid (UNIl: 2968 PHW8 QP)
Glycerin (UNIL: PDC6A3C00X)
Water (UNIL: 059 QFO0KOOR)
Sodium Hydroxide (UNI: 55X04QC32I)

Packaging

# Item Code
1 NDC:53329-940-97
1 NDC:53329-940-09

Package Description
3000 in 1 CASE
1in 1 PACKET

Marketing Information
Marketing Category

OTC monograph not final part333E

Marketing Start Date

Application Number or Monograph Citation

Item Code (Source) NDC:53329-940

Basis of Strength Strength
Povidone-lodine 0.10 mL
Strength

Marketing End Date

Marketing Start Date
01/01/2007

Marketing End Date

POVIDONE-IODINE TOPICAL ANTISEPTIC

povidone-iodine solution

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name
Povidone-Iodine (UNI: 85H0HZU99 M) (Iodine - UNI:9679TCO07X4)

Inactive Ingredients

Ingredient Name
Citric Acid (UNII: 2968 PHW8 QP)
SODIUM PHO SPHATE, DIBASIC, DIHYDRATE (UNIL: 9425516 E2T)

Item Code (Source) NDC:53329-939

Basis of Strength Strength

Povidone-Iodine 100 mg in 1 mL

Strength



NONOXYNOL-9 (UNIL: 48Q180SHI9T)
SODIUM HYDRO XIDE (UNII: 55X04QC32I)
Water (UNI: 059 QFO0KOOR)

Packaging

# Item Code Package Description
1 NDC:53329-939-44 118 mL in 1 BOTTLE, PLASTIC
2 NDC:53329-939-06 473 mL in 1 BOTTLE, PLASTIC
3 NDC:53329-939-08 237 mL in 1 BOTTLE, PLASTIC
4 NDC:53329-939-23 946 mL in 1 BOTTLE, PLASTIC
5 NDC:53329-939-25 3785 mL in 1 BOTTLE, PLASTIC
6 NDC:53329-939-69 88 mL in 1 BOTTLE, PLASTIC

7 NDC:53329-939-13 59 mL in 1 BOTTLE, PLASTIC

Marketing Information

Marketing Category Application Number or Monograph Citation

OTC monograph not final part333E

PREP SOLUTION TOPICAL ANTISEPTIC

povidone-iodine solution

Product Information
Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
Povidone-Iodine (UNI:: 85H0HZU99 M) (Iodine - UNI:9679TCO07X4)

Inactive Ingredients
Ingredient Name
Glycerin (UNI: PDC6A3C00X)
Polysorbate 80 (UNI: 60ZP39ZG8H)
Citric Acid (UNI: 2968 PHW8QP)
Sodium Citrate (UNI:: 1Q73Q2JULR)
Water (UNI: 059QF0KOOR)

Packaging
# Item Code Package Description
1 NDC:53329-900-13 59 mL in 1 BOTTLE, PLASTIC

Marketing Start Date

01/01/2007

Item Code (Source)

Marketing End Date

Marketing Start Date Marketing End Date

NDC:53329-900

Basis of Strength Strength

Povidone-lodine

Marketing Start Date

100 mg in 1 mL

Strength

Marketing End Date



2 NDC:53329-900-55 59 mL in 1 BOTTLE, SPRAY

Marketing Information

Marketing Category Application Number or Monograph Citation

OTC monograph not final part333E

PREP SOLUTION WITH SPRAY BOTTLE

povidone-iodine solution

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name
Povidone-Iodine (UNI: 85H0 HZU99 M) (Iodine - UNI:9679TCO07X4)

Inactive Ingredients
Ingredient Name
Glycerin (UNI: PDC6A3C00X)
Polysorbate 80 (UNI: 60ZP39ZG8H)
Citric Acid (UNI: 2968 PHW8 QP)
Sodium Citrate (UNI:: 1Q73Q2JULR)
Water (UNIL: 059QFO0KOOR)

Packaging
# Item Code Package Description
1 NDC:53329-904-04 118 mL in 1 BOTTLE, SPRAY

Marketing Information

Marketing Category Application Number or Monograph Citation

OTC monograph not final part333E

Labeler - Mmedline Industries, Inc. (025460908)

Revised: 8/2011

01/01/2007

Item Code (Source)

Marketing Start Date Marketing End Date

08/31/2014

NDC:53329-904

Basis of Strength Strength

Povidone-Iodine

Marketing Start Date

01/01/2007

100 mg in 1 mL

Strength

Marketing End Date

Marketing Start Date Marketing End Date

08/31/2014

Medline Industries, Inc.
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