#

Aplicare, Inc.
February 15, 2005
Page 15 of 16

Division of Dockets Management
Food and Drug Administration

ATTACHMENT 4

Copy of Proposed Product label




APLICARE LABEL COPY

FG Part Number: $-3040 RM Part Number. TBD Description: PreVent,., Swabsticks
Rev. # 0205 Created By: Gita Roess Date: 02/10/05
Print Colors: &8 PMS 7455 Blue 1 Black Background Color: White

e

NDC 52380-0040-9 Reorder No. 3-3040

Isopropy! Afcohof
™
Prﬁ V‘f.’f,t »

4 TearHore Hold Upnght Tear Here

Chlorhaqdine Gluconate 2% wiv and Isopropyl Alcohol 70% ¥y
Paiant Presperatria Skin Preparation + 30 k. Applicatron

ARG FLUIMARLY (B AWAY TR FIRE OR FLANE
COASTLEY WUHELECTANCA JTERY PAGOEIUNES

Single Use ¢ Latex Fres |

Drug Facts

( Active ingredients Purpose
Chiortrexidine giuconate 2% wh, . v Anlsepie
lsopropylaleohol 0%V, . . . Acheeplc
L5 or o praparain of thepatint's sk prar o sy
Warnings

Flammable

W Kagp away Trom s or Hame
m do not yss with elecirosautery devices

Do notuss
By chuldran foss than 2 months of ags becausa of the
polentialfor ive s it dhug

n

@ on patisnis wih known alleryes lo chiorhexidng glucanate
or sopropy aoohol

W forfurioat pumetute o¢in Sotact wth the mennges.

W on open skin Wounds o as 2 ganaral skon clsansar

When using Ihis protiuct kesp out of the eyes, ears, and

May cayse sanous of patmanent inguy f perntfed by
arter andsemain 1 contact oecurs, s with cold walar nght
away and contset & physician »

502
WS U ape

$0490 10 ‘GHOINVHE Y

N} IHVOIAY g

T —————— @

(15300 weops) seucon00e IR0 JSUDSANY
spw paind oSy - SpuBipaJBul aApoBY

(4:701) 2,05 940G 1wy dseo0xs pug Buzasy) pose =
(d24-89) 25202 voamieq oois
dolpuiiopu) oo

a5 35S

doyje sungeoiede o4 pieosiy (U1 § Xy Youdde) ko g1
i yend 104 2RI .

| Aabi ad 01019100 0. ‘e (1) o
Aeussostd oy Sip 47 o) ease S Y ondesi g ]
ele ueunuon oy e fafmduo senun 7 Rerauixoxdde 1

10)3a6uDde &1 10 SERONS YLOKPU Y2q Pejeade;
930 (pjo} ewabu wy se yons) saps jsflns Jsiow W

feme wduh 20 1oy o1

00 Spuoass (f Aseunioidde 1o} & 48 o) eeie oY) Moy

“aidosue Jusm BB [LOLERIL o 1M aisiduor “BpUDRS

{ 08 Apretivordde 1) $sDuads By 10 40NS o) pUe o8g
peleedes o) fwie to umuopqe st yne) saps jeafins Aip w
‘ yeiou 1es) je sbeoedusdo =

¢

suonaeng
Kpovsn jwusape 104

Fame Wl 1280 {0IN0] URO B IIERT IO

ol rorpau 196 ‘DoNOYEAS ) "URLPYD 10 438 10 o doay
UOI0D Srokias B o subls 6 e 0seyy 1090 oydear
ofitele 30 'UoleRISUDS ‘UORRIR | KPR $ee0u8 asn doyg
ey

{panuuoo) spaey Bnig




