PROVODINE- providone iodine emulsion
Microdermis Corporation

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.

Provodine

Active ingredient

Povidone-iodine 7.5%

Purpose

Antiseptic

Uses

m Patient Preoperative Skin Preparation: for preparation of the skin prior to a procedure. Helps
reduce bacteria that potentially can cause skin infection.

m Surgical Hand Scrub: significantly reduces the number of micro-organisms on the hands and
forearms prior to surgery or patient care.

m Healthcare Personnel Handwash: for handwashing to decrease bacteria on the skin after assisting
ill persons.

Warnings
For external use only

Do not use inthe eyes

Stop use and ask a doctor if

irritation and redness develop. If condition persists for more than 72 hours consult a doctor.

Keep out of reach of children.

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

Directions

Surgical Hand Scrub:

m Clean under nails with a nail pick.

® Nails should be maintained with a 1 millimeter free edge.

®m Wet hands and forearms. m Apply 5 milliliters (teaspoonful) or palmful to hands and forearms.

m Scrub thoroughly for 60 seconds, paying particular attention to the nails, cuticles, and interdigital
spaces.

® Rinse and repeat scrub. m Dry with a clean towel.
Patient Preoperative Skin Preparation:

m Clean the area.



®m Apply product to the operative site prior to surgery.
®m 1 mL (dime size) covers an estimated 5”x5” area.

m Letdry 1-2 minutes.

Healthcare Personnel Handwas h Without Water:

® Place a smaller amount (3 mLs) of product in onehand.
m Spread over both hands to wrist and rub into

the skin until dry (approximately 30 seconds).
Healthcare Personnel Handwash With Water:

®m Wet clean hands and wrists.

®m Apply 3 milliliters into one hand and spread over both hands to wrist.
® Rub thoroughly for 30 seconds.

m Letdry for 30 seconds.

m Rinse for 30 seconds.

®m Dry with a clean towel.

Other Information
Store ina cool dry place, between 20°-25° C (66°-77° F)
Avoid freezing and excessive heat above 40° C (104° F)

Inactive Ingredients

Allantoin, Beeswax, Benzalkonium Chloride, Butylene, Glycol, C13-14 Isoparaffin, Caprylic/Capric,
Triglyceride, Cetyl Alcohol, Disodium EDTA, Distearyl, Dimonium Chloride, Emulsifying Wax, NF,
Glyceryl, Laurate, Glyceryl Stearate, Hydrogenated Jojoba Esters, Laureth-7, Nonoxynol-9,
Octoxynol-9, PCA, PEG-100 Stearate, Polyacrylamide, Polyglyceryl-3 Diisostearate, Polyquaternium-
7, Purified Water, Sclerotium Gum, Stearic Acid, Triethanolamine.

Questions?
Call (877) 710-6958 www.microdermis.com

Package/Label Principal Dis play Panel
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Patient Preoperafve Skin Preparation: B Clean the area B Agply
penduct fo e operative she pror bo surgery. 8 1 ml (dime size) covars
an estimated x5 area W Lat dry 1-2 mirutes.

Healthcare Personne] Handwash Without Water: B Plaze a smaller
amount: {3 mls) of product in one hand. B Spread over both hands &
wiist and rub info the: skin until dry {approximately 30 seconds)
Heakheare Personne] Handwash 'With Watar: B Wt dean hands
and wrists. B Apply 3 millifters into one hand and spread over both
hands to wrist. B Rub shoroughly for 30 seconds. 8 Let dry for 30
seconds. B Rinse for 30 seconds. @ Dry with a dean towel.

Other Information
Store in & cool dry place, between MF-25° C (BE°-T7° F) Awoid freazing
and excessive heat above 40° C (104° F)

Inactive Ingredients

Allantoin, Beeswax, Benzalbonium Chlorde, Butyiene Ghyeol, C13-14
Isoparaffin, CapryliciCapnc Trghycende, Cety Aleohal, Desodium ECITA,
Ditst=and Cimonium Chicride, Emulsifying Wask, NF, Glycery] Laurate,
Ghyzend Stearste, Hydrogenated Joinha Esters, Laureth-7,

Moncoyreal-B, Ochosymot-B, PCA, PEG-100 Stearate, Polyacnydamide,
Poiyplycend-3 Diisostearate, Polyquatemium:-7, Purfied Water,
Sclemtivm Gum, Sieanc Ackd, Tnethanolamire

Questions?
Call (E77) T10-6058 wawwrmicrodianmis. com

59426

00116

Provodine’
Povidone lodine 7.5%

+ Surgical Hand Scrub « Healhcars Porsonned Handwash
+ Patient Prooperaiive Siin Preparation

0.10floz(3.0ml)




(W 00€) Zo 1 0L SWeWOD 18N
yoe3 (W 0'e) ZO I 0 L'0 - SeNaMoed 00L
uoneedaid uyg aneladoaid usied «
YSEMPUEBH |9UU0SId 480U} BaH IS pUBH [e91BiNg o

%S’/ SUIPO| SUOPINO

AUIPOAOId

= microdermis
Microdermis Corporation

103 Carnegie Center, Suite 300
Princaton, NJ 08540

877.710.6958
www.microdermis.com
Made in USA
Drug Facts D Fach )
unm—.ﬁ .5_“_&_3”_.&,“”_4- W_.h.wﬂu.mm " _.mam..wn_am ﬂwﬂ%.s an es¥mated §x5" ama
b et Ll 590% B N Hoaithcare Parsonnel Handwash Witiout Water.
cmmm B Flace a smaler amount {3 mis) of produdt in ane hand

B Patient Preoperative Skin Preparation: for praparafon
aftha skin pror ' a pmoadure. Heips reduce baceria that
potentaly can causs sin niecian

B Surgical Hand Scrub: signifcantly reduces fe number of
micho-argansms on fe hands and foreams price 1o Surgery
or pafiert cans

B Healthcare Parscnnal Handwash: for handwashing o
decmase hactada an the skin after assisiing 1l parsans.

B Spraad aver both hands o wist and rub inds tha skinunil
dry {appmximatay 30 sacods).

Hesitcare Personnel Handwash With Water:

W hEt chaan hands and wrists. B Apaly 3 mililiters into ong
hand and spread over bofh hands ko wiist @ Rub thamughly
for 30 seconds. M Let dry for 30 saconds. M Rinsa for 30
saconds. B Dry with a caan fowal

Warnings

B Forextemal use ondy.

B Do not use inthe ayes

W Slop use and ask a dodlor I inason and redness
develap. ¥ condiion persisis for more han 72 hours con st
a dodiar.

W Koop out of reach of childnen. Fswallowed, gt madica
help o cortact 8 Posan Contral Certer right away.

Other Information
Stom in a cod dry place, batwean 20°-25° C (68°-TT"
Avad freezing and excessive heat above 40° 5 (104° F

Directions

Surgical Hand Scrub: @ Clean under nals with a nall pick

B MNals should bamaintaned with a 1 milimater frea adga
W\t hands and {orearms. M ADply 5 s (haaspoonia)
or palmiul o hands and famamms. @ Scrub thanoughly for 60
$econds, paying paricular aftenfion 10 he nals, ouides

ard interdigial spaces. M Rinse and repeat sorub. B Oy with
a clean fowal

Fatient Precparative 5kin Freparation: 8 Claan the ama

W japy product 10 heaperatve site priar fo sumeny. »

Inactive Ingredients

Allantoin. Beeswayx, Berzalkonum Chiande Buylena
Glyod. C13-14 lsopara®in, CaprylicC agnic Trglycedde
Gty Mlcahal, Dsodurm EDTA, Oisteany Dmanium
Chioride, Emulsiying Wi NF, Giycery| Lawrate, Gly ceryl
Staarate. Hydmgenated Jojoba Esters, Laumth-T
Monowynd-8, Oclogmal-9 PCA, PEG-100 Searte,
Payacrylamida ocmﬁ_nﬁawi.ao__wa&mkmw
Payquatamum-7, Puttad \Watwr, Sdemtum Gum, Sweanic
Agd Thefandaming

Questions?
Call (87 7) 7105358 waw rmicradermis. com

Provodine

Povidone lodine 7.5%

\

T

(

Provodine

Povidone lodine 7.5%

* Surgical Hand Scrub » Healthcare Personnel Handwash

%

:

T

o

P

=ik

= 1F
B

S

<k

o ;

g

3

]

8

* Surgical Hand Scrub ¢ Healthcare Personnel Handwash
+ Patient Preaperative Skin Preparation

+ Patient Preaperative Skin Preparation

e
3
:
£®
& b
w
88
ER
23T W
55 5§ I
g2 E ES
Ef228
o 08
8N
E 2D
£55
e 322
L2E n
f56048
550 g8
g
ﬁpmnm
g £0
TC-M
> 8@
-
g2
mmwo
g =
£ 2
5
=
X =
]
=
e
0 = O
£S6 70
—_—= @
sEd,
S8 FE
2@ Eg5
oo 99
acago
D o
S» 88
OV ==
S22 oo
SR ST
[5-]
LG ou
44
-
oo 8t
mpﬁo
G 20
Lo RT
E®mao<
oo o
I e O
=" F
=
2
=
w
%
=
g
©
=
2
£
E7
ik
£38
Wl
255 JE
.W%WMO
& =]
&@m@m
g80
F =
W.tm,..nvlﬂ
ﬂ.l11
LE S
m.ma.u....
mm- .m
S p 0l
nnp.mem
s
> 2 88
Dy 202
£z & o
1588
S 2
m
5
=

PROVODINE

providone iodine emulsion

Product Information

NDC:59426-001

Item Code (Source)

HUMAN OTC DRUG

Product Type

TOPICAL

Route of Administration

t/Active Moiety

Active Ingredien

Strength
7.5mg in 1 mL

Basis of Strength

IODINE

Ingredient Name

PO VIDO NE-IO DINE (UNIL: 85 HOHZU99 M) (IODINE - UNI:9679TC07X4)

Inactive Ingredients

Strength

Ingredient Name

ALLANTOIN (UNIL: 344S277G0Z)

YELLOW WAX (UNIL: 2ZA36H0S2V)

BENZALKONIUM CHLORIDE (UNII: FSUM2KM3W?7)




BUTYLENE GLYCOL (UNI: 3XUS85KO0RA)
C13-14 ISOPARAFFIN (UNIL: E4F12ROE70)

MEDIUM-CHAIN TRIGLYCERIDES (UNI: C9H2L21V7U)

CETYL ALCOHOL (UNIE: 936JST6JCN)

EDETATE DISODIUM (UNIE: 7FLD9 1C8 6K)

DISTEARYLDIMO NIUM CHL O RIDE (UNIE: OM9573ZX3X)

GLYCERYL LAURATE (UNIE: Y98611C087)

GLYCERYL MONOSTEARATE (UNIE: 2300U9 XXE4)

LAURETH-7 (UNI: Z9556G8201)

NONO XYNOL-9 (UNI: 48Q180SHIT)

OCTOXYNOL-9 (UNI: 7JPC6Y25QS)

PIDOLIC ACID (UNI: SZB830 1W42)

PEG-100 STEARATE (UNI: YDO IN1999R)

POLYACRYLAMIDE (10000 MW) (UNI: E2KR9 C9 V2I)

POLYGLYCERYL-3 DIISOSTEARATE (UNIL: 46P2311QV8)

POLYQUATERNIUM-7 (70/30 ACRYLAMIDE/DADMAG; 1600 KD) (UNI: 0L414VCS5Y)
WATER (UNIE: 059 QFOKOOR)

BETASIZOFIRAN (UNIL: 2X51AD1X3T)

STEARIC ACID (UNIL: 4ELV7Z65AP)

TROLAMINE (UNI: 903K93S3TK)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:59426-001-16 473 mL in 1 BOTTLE; Type 0: Nota Combination Product

2 NDC:59426-001-04 118 mL in 1 BOTTLE; Type 0: Not a Combination Product

3 NDC:59426-001-03 100 in 1 BOX

3 3 mL in 1 PACKET; Type 0: Not a Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333E 09/15/2014

Labeler - Mmicrodermis Corporation (969967988)

Establishment
Name Address ID/FEI Business Operations
Accupac, Inc 061595175 MANUFACTURE(59426-001)
Establishment
Name Address ID/FEI Business Operations
ACUPAC PACKAGING INC 037138013 manufacture(59426-001)

Revised: 7/2015 Microdermis Corporation
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