TENDERWRAP - zinc oxide, calamine dressing
Tyco Healthcare Group LP

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 Ingredients
Zinc Oxide 25%

Calamine 1%

Purpose

Skin Protectant

Uses

® Dries the oozing and weeping of poisonivy, poison oak, or poison sumac.
e Ideal for the managing extremities (e.g. varicose ulcers) requiring protection and support.

Warning
¢ Keep out of reach of children.

e For external use only.
e When using this product do not get into eyes.
¢ Stop use and ask a doctor if:

e conditions worsens
e symptoms last more than 7 days
e clear up and occur again within a few days.

Directions
® Beginbandaging at base of toes, without pressure, keeping foot and leg at right angle.
e Continue bandaging beyond ankle, doubling back to ensure molding to contours of the leg.
e Complete bandaging to just below the knee and apply an adhesive elastic bandage to secure the Unna
Boot.
® Re-apply as needed

Other Ingredients
Acacia, Castor oil, Glycerin, and White Petrolatum.
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NDC 12823-401-35
REF 8035
tyco/Healthcare
KENDALL
TENDERWRAP ™

Unna Boot Bandage
with Calamine

3in(7.5cm)x 10 yd (9 m)

Unna underbensbandage
med zinkliniment

Unna Boot verband met
calamine

Ligadura de pe Unna
com Calamina

Bandage pour botte d'Unna
a la calamine

Zinkleimverband mit
kieselzinkerz

Fasciatura a stivaletto Unna
con calamina

Vendaje Unna Boot
con calamina

NON-STERILE / NON-STERILE
UNSTERIL / NON STERILE

NO ESTERILIZADO/ OSTERIL

NIET STERIEL /NAO ESTERILIZADO

TM Trademark of Tyco Healthcare Group LP or its affiliate.
TYCO HEALTHCARE GROUP LP

MANSFIELD, MA 02048

MADE IN MEXICO

2010 TYCO HEALTHCARE GROUP LP
ALL RIGHTS RESERVED 100607

inU.S. 1-800-962-9888
www.tycohealthcare.com



8.516[216.3}
0.547 [13.89} 2[50.8} 21[50.8} 2[50.81 2[50.8}——=
=
1.188 [30.16] o
=
)
L
=3
! / \ =
0.781 [19.84] / -
/ \ 1.072[27.2 =
— — o
o
(wg)phoLX (w> S7)ur e
SUILE[B) Y3t
2.75[69.85] abepuegioogeuuq T |
1,969 5041] ‘ i / 1
TVAUDE | LA, \ / | 1375[34.93]
T Y | Ve & y |
0.182(4.63] $€08Em \ ‘
i | \
NOC 1282340135 NOC12823-401-35
EE18035 EER 8035 EER8035
YO restvees 0 frvstvene .
T S [KENDALL | [KENDALL | [KENDALL |
e — e TENDERWRAP™ TENDERWRAP™ TENDERWRAP™
bl honete Unna Boot Bandage Unna Boot Bandage Unna Boot Bandage
ki s with Calamine with Calamine with Calamine
Vg 3in(7.5cm) x10yd (9 m) 3in (7.5cm) x 10 yd (9 m) 3in(7.5cm) x 10 yd (9 m)
e Unna underbensbandage Bandage pour botte d'Unna Unna underbenshandage
10.125 [257.18] 4.261[108.22] W . med zinkliniment ala calamine med zinkliniment 4.3251109.86] 4.625[117.48]
et 2 Unna Boot verband met Zinkleimverband mit Unna Boot verband met
i = g calamine Kieselzinkerz calamine
it et Ligadura de pé Unna Fasciatura a stivaletto Unna Ligadura de pé Unna
e ot g g com Calamina con calamina com Calamina
ot ey e, it
e Vendaje Unna Boot
[ ——— <on calamina ot
ORI [Tt ,M:;‘J:;‘Eg;g‘? A
VTSR ALLBICHTS 558
(01)10694393009954 Yoo o
wan
L1 70431 8]—»‘ I | |
2.75[69.851 A
0.15[3.81}~ 1.7 [43.18—~ — ) |=—1.669 [42.3 ~—0.15[3.81]
N /
NOTE: JOB NO Msoo16
GRAPHICS GROUP PRINT AREA - SUPPLIER PRINT 1.7 [43.1 ARTWORK NO. HP104247
METHOD IS OFFSET PACKAGE TYPE . Unit of use Carton
*PLEASE NOTE: The barcode shown on this layout has been configured SIZE 2.0"x2.0"x4.625"
asthe actual barcode for this product. However, this barcode is for PRINTED 1side
position only. It is the responsibility of the prepress/print vendor to
acquire a barcode from a barcode service bureau and replace the FPO INKCOLOR ~ PANTONE 2085 BLUE andd
barcode. The service bureau should be able to guarantee a verifiable PMS 199 RED
scan for their the barcode will be
printed on.

NDC 12823-401-36
REF 8036
tyco/Healthcare
KENDALL
TENDERWRAP ™

Unna Boot Bandage
with Calamine

4 in (10 cm) x 10 yd (9 m)

Unna underbensbandage




med zinkliniment

Unna Boot verband met
calamine

Ligadura de pe Unna
com Calamina

Bandage pour botte d'Unna
a la calamine

Zinkleimverband mit
kieselzinkerz

Fasciatura a stivaletto Unna
con calamina

Vendaje Unna Boot
con calamina

NON-STERILE / NON-STERILE
UNSTERIL / NON STERILE

NO ESTERILIZADO/ OSTERIL

NIET STERIEL /NAO ESTERILIZADO

TM Trademark of Tyco Healthcare Group LP or its affiliate.
TYCO HEALTHCARE GROUP LP

MANSFIELD, MA 02048

MADE IN MEXICO

2010 TYCO HEALTHCARE GROUP LP
ALL RIGHTS RESERVED 100607

inU.S. 1-800-962-9888
www.tycohealthcare.com



8.516[216.3}

*PLEASE NOTE: The barcode shown on this layout has been configured
as the actual barcode for this product. However, this barcode is for
position only. It s the responsibility of the prepress/print vendor to
acquire a barcode from a barcode service bureau and replace the FPO
barcode. The service bureau should be able to guarantee a verifiable
sean for their barcode based on the material that the barcode will be
printed on.

0.547 [13.8% 2[50.8} 2 [50.8} 2[50.8} 2[50.8}
=
1.188 [30.16] o
=
U
w
/’/ 0
0.781[19.84] =
‘ \ 10721272 =
—/ [ g
(wg)pAoL x(wd o1) iy [l
2uwe|E) yum
27516985] | |
1.969 (50011 wdvumsaoL I “
TIVaUt | | 1.375[34.931
aaha. LAY \ / |
[ 01821463 9€08=m 58 \ , ‘.
1 NDC 12823-401-36 NDC12823-401-36
EEFI8036 18036 EF8036
YED [reatrene YD (resrers YC St
dnghacs [KENDALL | [XEnNDALL | [KENDALL |
el oo N renocrwre~ [ TewewRar |
e with Calamine with Calamine with Calamine
4in(10em)x 10yd (9m) 4in (10cm) x 10 yd (9 m) 4in(10 cm)x 10yd (9 m)
10.125[257.18] 4261 Unnaunderbensbandage Bandage pourbotte dUnna Unna underbensbandage 4.325[100.86] 4.625[117.48]
Unna Boot verband met Zinkleimverband mit Unna Boot verband met
calamine Kieselzinkerz calamine
Ligadura de pé Unna Fasciatura a stivaletto Unna Ligadura de pé Unna
<com Calamina con calamina «<om Calamina
Vendaje Unna Boot @
[ ‘,
(01)10694393009961
L1 71431 8]—»‘ N [ 1
2.75[69.85] | ‘
0.15 [3.81}— 1.7 4318 -— 1669 [42.3 - 0.15[3.81]
NOTE: JOB NO. MS0016
GRAPHICS GROUP PRINT AREA - SUPPLIER PRINT 17 @31 ARTWORK NO. HP104248
METHOD IS OFFSET e PACKAGE TYPE . Unit of use Carton

.2.0"x2.0"x 4.625"”

PRINTED 1side
INK COLOR.. ..PANTONE 2945 BLUE and
PMS 199 RED

TENDERWRAP

Product Information
Product Type

Route of Administration

Inactive Ingredients

zinc oxide, calamine dressing

HUMAN OTC DRUG

TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

Item Code (Source)

ZINC OXIDE (UNIL: SOI2LOH54Z) (ZINC CATION - UNIL:13S1S8 SF37)
FERRIC O XIDE RED (UNII: 1K09F3G675) (FERRIC OXIDE RED - UNIL:1K09F3G675)
ZINC OXIDE (UNIL: SOI2LOH54Z) (ZINC CATION - UNII:13S1S8 SF37)

Basis of Strength

ZINC OXIDE

FERRIC OXIDE RED

ZINC OXIDE

NDC:12823-401

Strength
25¢g
0.015g
0.985g




Ingredient Name
ACACIA (UNI: 5C5403N260)
CASTOR OIL (UNIL: D5340Y219G)
GLYCERIN (UNII: PDC6A3C00X)
PETROLATUM (UNIL: 4T6 HI2BN9 U)

Packaging

# Item Code Package Description
1 NDC:12823-401-36 1in 1BOX

2 NDC:12823-401-35 1in 1BOX

Marketing Information

Marketing Category

OTC monograph final part347

Labeler - Tyco Healthcare Group LP (048696421)

Revised: 7/2010

Application Number or Monograph Citation

Marketing Start Date

Marketing Start Date
07/29/2010

Strength

Marketing End Date

Marketing End Date

Tyco Healthcare Group LP
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