Attachment # 1: NDA 19-127 -Revised labeling, BD E-Z Scrub 32-ounce Round
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Drug Facts (continued) Drug Facts
« s with care in premature infents of infants under 2 mongs of age, These procuck meay cause imitation o dhemical burr, ™ Active ""!"ﬂd'-"‘ﬂ"" oses
Surgicall hand sorub: — gluconate 4% sofutioe, urgical hand serub
w wed hanch and forearms with v c r u healtheire pesoaned hisdwash
= seruks for 3 nmumwnhabnmln:uh:m:hs af prochect and 3 wet hrush paying dose attention to the ralks, cuticles, and U:
interndigital = g 5 R . .
:-Lﬁ?’""ﬂu:ﬁ?iﬁﬁ?"fﬂm.;h“ﬂﬂ’&m s i ey el C?lorheKldlne | " x:ﬁ.rlx::[:w sigeilicantly reduces the number of microorgenisms on the hands. snd foresrss. prior to
M uran & mn EUEL It et and rinse under rusning : o H » healtheare persannel handwash: belis reduce baciera that potentially can cause disease
Healthcare personnel handwash: Gluconate 4% Solution
et hanch with weeter - . ings
= Sispense about 1,5 cubie inches of praduct into cupped hands, waish in 2 vigamus masser far 15 ssconds, and inse under Ant'sept'c ;":?m.nﬂmm,
.:.w?mlngwnh;' A lhupﬂmamqw;naﬂmd«gt [T
horogh 2402 o ey clude
Other information .- swre at 20-25°C (B8-77°F) _« avoid sucessive heat above 40°C [104°F) REF 37 Bondi “ﬂm"w rbroating
Foreign and Patents -Iaudm\lnu
Inactive in ® hives

cocamide DEA, fragrance, ghuconowdel tedsrtane, sopropyl aloohol, .5 Patents 6,053,369 - 6,308,866
lausamine oxide, PEG=15lanokn, purified wates, trid cheohal

h
I?rfﬂngcmmmmn.musnndu*mﬁﬂlhhmn’m
Questions or comments? call 1800-353-3538 Monday through Friday B AM te 5 FW EST Illllllm‘lll I D6 not use i . ]

« i yooa ame allergic o chiorhexidine glucorate oo 2ny ather ingredient in this penduct
“’-n.l"w’ ol mouth, L] d I
= eep 0wt of ayes, aars and mouth, May cause serous and persanent eye | Pﬂmmdhoman i in e
deafness whes inst |n|h|miﬂ1ullhnn§|p.rtrm
by wih wuake

chlorhexidi“e Gluco“ate = dha nat use routinely If you bave wausds -\hkn.nmht;nmhnmwmkulhprs o the skin

Stop use and ask a doctor if imatos, sensitizaton, o dlleng ©oeaction socas These may be sigrs of & s cmdition,
Keep out of reach of childran, |f seaflowed, getmed oo kel or contact & Boson Contra] Center night sy,
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Attachment # 2: NDA 19-127 -Revised labeling, BD E-Z Scrub 32-ounce Square

-

Drug Facts (continued)

= a separate nail ceaner may be uied = rinse thoroughly

» wish for an additional 3 minutes with 2,0 cubic inches of
product and rinse under running water

» dry thoroughly

Healthcare personnel handwash:

= wet hands with water

= figperie ghout 1.5 cubic inches of praduct inta cupped
hands, wash In a vigoraus manmer for 15 seconds, and rinse
urder rurnirg water

« diry themoughly

Other information
= stome at 202 5°C (68=77°F)

« avoid exceisive heat ahove 40°C |:1|:|.|1"‘|']
Inactive ingredients wamideDES ngrane,

ghecono-deftadactons, isopromd aleohal, lauramine oxide,
PEG-15 lanodin, pusified water, tridecg slcohol

Questions or comments? all 1-800-453-
4538 Monday theough Friday £ AM to 5 PM EST

QI3 B2a03TE4123

NDC 17271-505-02

& BD E-Z Scrub’

Chlorhexidine
Gluconate 4% Solution
Antiseptic

REF 372412

Foreign Patents and Patents Pending.
L5, Patent 6,427,875

Drug Facts (continued)

Warnings

Far external use anlly

ila_rmr allert: Thiz product may cause a severs allergic

reaction.

Symptoms may inchude:

= wiheszingidifficulty breathing

= shack

= facial swinlling

= hives

 rash

I an alegic reaction cocurs, stop use and seak medical hedp

right awiay,

Do not use « if you are allsrgc to chlorhexidae glucomats

of any ringredient in this product

When using this product

= keep out of eyes, ears and mouth, May cause sesous and
permanent e njury if permitted ta enter and remain in
the eye or may cawse deafness when instilled in the middle

- = ear through perforated aardrums

Ch I nr"lexl d ine G I u:n"a‘te . 'Ii_':nl.lt?.l? should contact these aneas, rinse out promptly and
tharaughly with water

= do mot wse routinely i yow have wounds which involve mare
than the superficial layers of the skin

Stop use and ask a doctor if initation, sensitization, or

alergic reaction ooours, These may be signs of a ssrous

condition,

Keep out of reach of children, F sacllowsd, gt medical

help ar cantact a Poisen Contrad Center right away,

Directions ) ]
= use with care in premature imnfarts o infarts under 2 months
of age, These products may cause iritation or chemica] burns,
Surgical hand serub:
= wel hands and forsarms with waber
=« werub for 3 mindbes with about 2,0 cubic inches of product
unr!&_sm'. brush nu_jir'qlduw attention ta the naik,
cutices, and interdigial spaces

Drug Facts

Active ingredient Purpose
Chlothesidline gluconate 4% salution, susigical hared scrub
neabhcare persarne] handwash

Uses

= surgical hand scrubs; significantly reduces the ramiber of microorganisms an the hands and .‘
farearms prios 1o surgery ar patient care

« healthcare 'p:r!nnrlnl handwash: hrl:n rduice hactena that p-ﬂan'.iiI!l can cadse diseasn
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