This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Attachment # 1: NDA 19-127 -Revised labeling, BD E-Z Scrub 32-ounce Round

NDC 17271-505-01

Drug Facts (continued) Drug Facts
» wzie with care in prematare infents or infants under 2 monthe of age, These procucts may ceuse imitation o chemicel burni ™ Active “‘9’@&9"1' oses
Surgicall hand scrub: - e gluccmate 4% sofution, urgical hand scrub
= et hands and erearms with veter cru halth i e pesoand hiaviast

mm:lmmmmmmwmhcm:m of prchect and a wat brush paying chise attention to the rail, cuticles, and Uses

inten e . g o ’ )

LA TN ST s S Ehlothexidio e e Pl o e e o et e

uF an & ren! e ] it 8ne fnde ul Finhing * 0 H « healthears personnel handwash: bl reduce bactera that petentially Can Cause disease

Heskthearo handueash: Gluconate 4% Solution M
* Wet hands with water H = ings

« dispense about 1,5 cubic inches of praduct into cupped hands, wash in & vigorous manser for 15 seconds, and fnse under Antlsep‘tlc s‘:.-h."n‘.mumml,

wm mmdmrlm“ﬁ_mnmﬂwmﬂmmt [

REF 372402 uiberzng ey breatting

Other information . swre ai 20-35°C (55-77'F) _« avosd excesive heat above 40°C (104°F) Fareign Patents and Patents Pending. :mizw i
Inactive ingredients cccamide BEA, fragrance, gliconomdeltadactone, Soaropyl eleahel, U5 Patents 6,053,369 = 6,308,866 . MT

Rausramnine cuide, PEG=5 lanolin, purified watss tridecyl deohal I:falngm accurs, stop usa and sesk [[p—

Questions or comments? call 1-800-453-2538 Monday through Friday B AM T 5 FM EST Illll"l!m!lm‘llllll Do not use

« if yous are allengic tn chiorhevidine glucorate or any other ingredient in this product
(il When using this

= eep ot of wyes, ears and mouth, Way cause serlous and persanent ey | i perminted o enier and remain (n the
e or may cause deafress whes instllled in the micdle ear through pidrm“ i nam s,

» il sobition shoub contect these sreas, rinee 0wt promptly and thorougbly with water
o s mt s routnely Hoynu Rave wousds which mmhm ok thae thi sperficial bayers of the skin

Stop use and ask a doctor if oo, sendilinton, o g resction s These may be g of & sees andlion)

Keep out of reach of childran, If sdllowed, get medcal help or contact a Foson Cantral Center fght sy,
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Attachment # 2: NDA 19-127 -Revised labeling, BD E-Z Scrub 32-ounce Square

%

NDC 17271-505-02

Drug Facts (continued)

= a separate nail cleaner may be wied = rinse thoroughly ™
+ wash for an additional 3 minutes with 2,0 cubic inches of -
product and rinse uneder running water

+ dry thoraughly
Healthcare personnel handwash: ch ID rhexidine

= wiet hands with water

= fsperde about 1,5 cubic inches of product inta cupped G I uc-unate 4% SDIutiGn
hanids, wash in a vigorous manmer for 15 seconds, and rinse . .
unider rurning water Al’ltlSE ptlc

+ dry thoraughly
REF 372412

Foreign Patents and Patents Pending.
U.5. Patent 6,427,875

Other information
= stome at 20=25°C [6R=77°F)

« avold exceisive heat abowve 40°C {1 IJ-I!"‘I':I
Inactive ingredients coamideDES, fragrance,
ghecono-deftadacions, lsopromd aloohal, lauramine oxide,
PEG-75 lard]in, purified water, tridecyl alcoho]

Questions or comments ? cll 1-200=453-
4538 Monday theough Friday 8 &AM o 5 PM EST

Chlorhexidine Gluconate

Drug Facts

IIII"“"" I "II III Active ingredient Purpose
Chlorhexidine gluconate 4% walution, surgical hand serub

01003E2I03TE4123 neakhcare persorne] handwash

Uses

= surgical hand scrub: significansly reduces the rumiber of microorganisms an the hands ard "
farearms price to surgery or patiend care

« heallthcare personnel handwash: helps reduce hactera that patentially can cause disease

Drug Facts (continued)
Warnings

For external use anlly

i.la.rmr allert: This product may cause a severe allergic

reaction.

Sympiorns may ndude:

= wiheszirg/difficulty breathing

= shack

* facial swrlling

* hives

# rash

I an allegic reaction coours, stop use and seak medical help

right away,

Do not use « if you ars allergc to chlorhexidine gucorats

of any ringredient in this product

When using this product

+ keep out of eyes, ears and mouth, May cause sssous and
permanent sge njury if permitied o enter and remain in
the eye or may cause deafyess when instilled in the middle
ear through perforated eardnms,

« if sollution should contact these areas, rinse out promptly and
tharaughly with water

« do mot use routinely if you hawve wounds which involve mare
than the superficial layers of the skin

Stop use amd ask a doctor if iritation, sensitization, or

allargic reaction ooours, These may be signs of a senous

condition,

Keep out of reach of children, F swallowed, get medcal

help ar contact a Paison Contol Certer right away,

Directions ) )
= use with care i premature imnfants or infarts under 2 months
of age, These products may cause iritation or chemica] burns,
Surgical hand scrub:
" ancls and Tarearms with waber
« serub for 3 mindtes with about 3.0 cubic inches of product
ﬂnﬂcit—?ﬂ brusk uujirqldnw attentian o the nails,
cutiches, and interdigital spaces
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