DUAL SWAB POVIDONE-IODINE PREP- povidone iodine
Dynarex 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.

1205 Dynarex Dual Prep and Scrub Swabstick NDC 67777-302-01

Active Ingredient Purpose
Povidone Iodine Scrub 7.5% w/w Antiseptic
Povidone Iodine Prep 10% w/w Antiseptic
Purpose

Uses

Povidone Iodine Scrub Swabstick - For scrubbing procedure site, prior to antiseptic application.

Povidone Iodine Prep Swabstick - For antiseptic application at procedure site.

Indications and Usage

e For pre-operative patient skin preparation.

Warnings
[For External Use Only

Avoid contact with eyes. If contact occurs, flush with water. [

Stop Use

Stop use and ask a healthcare professional if;
e condition worsens or persists for more than 72 hours
e if pain, irritation, redness or swelling occurs

Ask a Doctor

Ask a doctor before use if you have:
¢ deep puncture wounds
¢ animal bites
® serious wounds

Do Not Use:
e 3s afirstaid antiseptic for more than 1 week
® over large areas of the body

Keep Out Of Reach Of Children

e if swallowed, get medical help or contact a Poison Control Center immediately .[

Dosage and Administration

Directions



[For pre-operative patient skin preparation:
¢ [Apply to procedure site and allow to dry.
e discard after single use.
¢ If notready for immediate venipuncture, cover the area with a dry sterile gauze.

As a first aid antiseptic:

Uclean affected area

apply to wound once or twice daily
may be covered with a sterile bandage
if bandaged let dry first

Tear at notch, remove applicator, use only once.

Inactive Ingredients
e Povidone Iodine 7.5% Scrub Solution - Lauramide DEA, water
e Povidone Iodine 10% Prep Solution - Anhydrous citric acid, disodium hydrogen phosphate, water

Other information
e Store at room temperature
e Avoid excessive heat

Principal Display panel

Dynarex Dual Swab Prep and Scrub Kit
Item 1207

1207_pouches.jpg



o ] o [
3 S N A % 2 o N A g
7 o : THIS SIDE UP = m L : THIS SIDE UP &
! o - 1 o -
m -] 4 Manufactured for W = -] F4 Manufactured for: “
H 4 - Dynarex Corparation o H = - Dynarex Corporation ]
o = Q Orangeburg, NY 10962 = o - Q Orangeburg, NY 10962 =
g M .m www.dynarex com g M .m e, dynarex com
= =
Q a TEAR HERE Q aQ TEAR HERE
[ -4 Q 4
& \d & \d
04 _ﬂmi.!m_n_mﬂn_ —a._ _ﬂmsﬂﬂanu____

-
2
e
0
£
©
2
w
£
Py
Q
w

=
=
=]
%
2
m
b
=]
&
2
g
5
Q
2
g
=
=
<

Front |
Back |}

QL
£
§e]

Q
e

L

c

o
B

=

o
o
3

=
w
—

)

=
Q

uabauphy wnipasip ‘prae 31502 seaphyny
— NS day 0| AP0|-A0pd &
@ ] pILene]

00112 A5 « LEVRBLUOHU] 33430

uabo.pdy wmposip ‘prae 3 snaap gy
—wainps dag | APy«
1@ ] apjwene|

00 Ao 367 « 10E7)diE SA0WSY « YEo0 eI

= LIRS Qru2s 95 | 3UP0|S0pRod « = LDONS QUUZs %5 | SUPD|-SU0pRod «
uaipadfuy aanseuy uaipaiuy sareu)
181 aAKS KA PIOMy » ANEIAdLE] 1ERL| akSENE IOk« 2 e duE

WO0J 8 A5 « LN JBLUOIU] ISR

131} Rp 13 pEepuEn f o
abepLen 3|05 B L) M pRea0 330 fejy «
H|Ep @} 0 300 punow o f|ddy « E2E
Paiaje uea|; » 3y amue pre Jsage sy
3meb ajuag Ap
B LI EAE 3123 ‘anpundiua ajep s
1} Apeal U || ‘&N afuls aye pleEr]
“hyp O Mo pue a5 aunpacoad o Ajddy
s a1y 3Upo |-BUD Py
‘F1Eyen o pasoud pue sn 3|EUE
EE pEIsK] pannba = s arpzod og e
MSEN 1125 SUIPO|-JDPIADY

b i T :_H_ P
upys uaged sagessdossd 1og
SuopIadg

3000 o 25 « 10E3jdde ADWEY « Y3900 jE e

1314 1p 13 pabepuey f«

abEpLEN 3|U215 B L) W PRiEnmDag 2 «
f|Ep @ W 1o =uo punow o.f|ddy « E2E
paae ueapy » 3pdasue pre Jsape sy

-
o
-
0
£
m
=
w
Q
s
o,

Front |
Back }

ApIEIpaW W) aqua) |ILa]) LosKy
e oo |3y |23 pw 120 e jes |«
USJPINY 3 JO YIEaJ Jo o daay

ameb ajuaE dp
B LjI# B2 E 3L 1K1 ‘N pLndiua ajepa
Jayfpearo §f &n mﬂ...__m_mxmm:m“mﬁ_
hip O mo|E pUE 315 aurpsoud o) £ pdy «
s i 3UO | S0P oY
*Z1ayed o pasooud pue 2n 3|Eus
BYEpEs] pairbe EEE arpaod og e
M SEMG 4N125 3UIPD|-SU0RALY

e g _-_H. A
urys Juaged sagessdosd 1oy
SuopIaIIq

5l DfEnaP SSUPS) PUE L CEIW| SN0y

74 Uyl 20w i} 515Ed 10 SLRE 0 UDLPLD ) &
# sauonesd
adegeay e yse pue asn doyg

ARIBIPAW ] 13JUa) |0 USSRy
e oo 1o |3y |23 paw 130 femoyems | «
USJPIY 3 10 Yorad JO 3N daay

U x>
88
= i
OS
3183
35
O ™
T ak
wrm

4]
Q™3
Q E
m o
3 1
S =
D.A

SpUNOMSHOLIAS «
S| |EWIUY « SpUncw 3 mound o dasg «
aEy nod J1 95 SJOfeg JNIOP E Y5y

o Cfp#ap SSRUPRI PUE U CRETY| « SN0y

7 { LB} 301 10} 5155 10 SES KW UDEPLD ) &
# sauorygoesd
asepieay e yse pue 2 dojg

fpoqay jo =aieabie g e e | UEy
2D I0} IO LE PR 15} B SY & 357 JOU o

SPUROMSNINIES =
S [ELUY « SPUNC A maund 0 das] «
aney nof J 8 ssopsg JOOOp E Y5y

fpog 2. jo sERuEabie san) « y3E | LB
0L IC} IPCENLE PE 1S1) B 5Y & 3571 JOU o

15 anpaooud) e unedpde JpdesnUE 104 «
PIsgemS dald aupaj-wopiay
‘uanen|dde

*B1EM L W 5343 LT} S5m0 " BIEM Lj W 533 LN S D00

1VEUD || saka Syg YLIMIIEIUOD proAY 1IELD §| saka Sy YRImg IEIU 00 P oA
AJug asp) Jewsayg Jog Ajug a5 jeusagig Jog

sBupusegy sBupweg

15 anpnodie uwiesddeadagiue 1o «
PIsoems daly Upo|-aopiray
“uanE|dde

Made in Israel

T
g
a
=
a
8
=

Jidasiwe opaoud ‘a5 aunpaxosd Guggnos iy«
JonSqEmS DS aUPa|-aU0pikyy
257

= pueopond a3s ainpasaxd Bugqnosiog«
JINSTEMG DS AP |-3UapIR
=50

Swahstick

apdastiny 4L dald auipal-3 uopiay
=y A G U5 3)poy-SUCPIAGY

IS W50 | daig auIpoj-awpiang
TR0y R T U35 SUIPO-3UDpIAY

£
o
i
£
]
]
n
-

2 o
. = esoding wapaiBu) a1V - 2 g esoding weppaiBu) sy
s1oe4 Bnig € 2 s1e7 bnig

|DUAL SWAB POVIDONE-IODINE PREP



povidone iodine kit

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:67777-414
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:67777-414-01 1in 1 PACKAGE; Type 1: Convenience Kit of Co-Package

Quantity of Parts

Part # Package Quantity

Part1 25 POUCH 32.5 mL
Part2 25POUCH 32.5mL
Part 1 of 2

DUAL SWAB POVIDONE-IODINE PREP

povidone iodine swab

Product Information
Item Code (Source) NDC:67777-302

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name
PO VIDO NE-IO DINE (UNIL: 8 5HOHZU99 M) (IODINE - UNIL:9 679 TCO7X4)

Inactive Ingredients

Ingredient Name
LAURIC DIETHANO LAMIDE (UNIL: 2912VHG38)
WATER (UNIL 059 QFOKOOR)

Packaging
# Item Code Package Description

NDC:67777-302- 1.3 mL in 1 POUCH; Type 1: Convenience Kitof Co-

1 01 Package

04/05/2017

Total Product Quantity

Basis of Strength Strength
IODINE 7.5mg in 1mL
Strength

Marketing Start Date Marketing End Date



Marketing Information

Marketing Category Application Number or Monograph Citation

OTC monograph final part333C

Part 2 of 2
DUAL SWAB POVIDONE-IODINE PREP

povidone iodine swab

Product Information

Item Code (Source) NDC:67777-303

Route of Administration TOPICAL

Active Ingredient/Active Moiety

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

Inactive Ingredients

Ingredient Name
ANHYDRO US CITRIC ACID (UNI: XF417D3PSL)
SODIUM PHO SPHATE, DIBASIC DODECAHYDRATE (UNI: E1IW4N241FO)
WATER (UNIE: 059 QFOKOOR)

Packaging
# Item Code Package Description

1 NDC:67777-303- 1.3 mL in 1 POUCH; Type 1: Convenience Kit of Co-
01 Package

Marketing Information

Marketing Category Application Number or Monograph Citation

OTC monograph final part333C

Marketing Information
Marketing Category Application Number or Monograph Citation

OTC monograph final part333C

Labeler - Dynarex Corporation (008124539)

Marketing Start Date  Marketing End Date

Basis of Strength Strength
IODINE 10 mg in 1 mL
Strength

Marketing Start Date Marketing End Date

Marketing Start Date  Marketing End Date

Marketing Start Date
11/15/2015

Marketing End Date



Revised: 1/2020 Dynarex Corporation
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