ZEN ECA Pharmaceuticals

MATERIAL SAFETY DATA SHEET

1. CHEMICAL PRODUCT AND COMPANY IDENTIFICATION

Name: HIBICLENS®

Address/Phone No. : ZENECA Inc.
Wilmington
Delaware 19850-5437
Phone(24 hr.) Technical : (302) 886-3000
: Chemtrec : (800) 424-9300
Medical : (B00) 327-8633

2. COMPOSITION/INFORMATION ON INGREDIENTS

CAS No. : None assigned for the preduct.
Use : Antimicrobial agent

HAZARDQUS INGREDIENT(S) CAS No. L(w/w)
Chlorhexidine gluconate 018472-51-0 4.0

Isopropanol 000067-63-0 4.0
(2-Propanol)

3. HAZARDS IDENTIFICATION

Form : clear liquid
Color : pink
Odor : fragranced

Repeated or prolonged skin contact may cause irritation in sensitive
individuals.

Harmful to aquatic organisms, may cause long-term adverse effects in the
aquatic environment. '
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ZEN ECA Pharmaceuticals

MATERIAL SAFETY DATA SHEET

Name: HIBICLENS®

4. FIRST-AID MEASURES

Inhalation : Remove patient from exposure, keep warm and at rest.
Obtain medical attention if ill effects occur.
Skin Contact : Wash skin with water. '

'Eye Contact : Irrigate with eyewash solution or clean water, holding
the eyelids apart, for at least 15 minutes. Obtain
medical attention.

Ingestion : Wash out mouth with water. Obtain medical attention.

Note to Physicianms
Symptomatic treatment and supportive therapy as indicated. For further
detail consult the prescribing information.

5. FIRE-FIGHTING MEASURES
Flammable Properties

Flash Point (Deg C/Deg F) T 64.4/148
Flammable Limits (Lower) (%v/v) ' : 2

Flammable Limits (Upper) (%v/v) : 12

Flammable Limits : (isopropanol)
Auto Ignition Temperature (Deg C/Deg F) : No data.
Combustible.

If involved in a fire, it may emit flammable vapors.

Extinguishing Media
water spray, foam, dry chemical or CO2.
Fire Fighting Instructions

A self contained breathing apparatus and suitable protective clothing
should be worn in fire conditions.

6. ACCIDENTAL RELEASE MEASURES

Small spillages: Clear up spillages. Drench spillages with water and
wash to drain.

Large spillages: Do not allow to enter drains, sewers or watercourses.
Adsorb spillages onto sand, earth or any suitable adsorbent material.
Transfer to a container for disposal.

Wash the spillage area with water, and flush to a sewer serviced by a
wastewater treatment facility.
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ZEN ECA Pharmaceuticals

MATERIAL SAFETY DATA SHEET

Name: HIBICLENS®

7. HANDLING AND STORAGE

7.1 HANDLING

Avoid contact with eyes.

Follow procedures specified in the National Fire Protection Association

Codes and Standards for handling combustible liquids.

7.2 STORAGE
Keep container tightly closed. Protect from light.

Storage Temperature : room temperature

8. EXPOSURE CONTROLS/PERSONAL PROTECTION

Engineering Controls
Occupational Exposure Limits

No ACGIH TLV or OSHA PEL is assigned to this mixture.

TWA STEL/CEILING (C)
HAZARDOUS INGREDIENT(S) ppm  mg/m3 ppa mg/m3
Chlorhexidine - - - 0.1 coM

This is an in-house standard for the active ingredient during manufacture.

Isopropyl alcohol 400 983 500 1230 TLV

Personal Protective Equipment

Respirators : If needed, use NIOSH approved respirator
for organic vapors.

Protective Clothing : Impervious gloves and apron.

Eye Protection : Chemical tight goggles; full faceshield in
addition if splashing is possible.

Other Protective Equipment : Eyewash station and safety shower in work
area.
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ZEN ECA Pharmaceuticals

MATERIAL SAFETY DATA SHEET

Name: HIBICLENS®

9. PHYSICAL AND CHEMICAL PROPERTIES

Form : clear liquid
Color : pink

Odor : fragranced
pH (Value) ) . : 5-6.5
Boiling Point (Deg C/Deg F) : No data.
Vapor Pressure (mm Hg) : No data.
Solubility (Water) : soluble
Specific Gravity : 1.06

Vapor Density (Air= 1) : No data.

10. STABILITY AND REACTIVITY
Stable under normal conditions.

Hazardous Reactions : Incompatible materials: strong
oxidizing agents , anionic
compounds
Hazardous polymerization will not
occur.

Hazardous Decomposition Product(s) : carbon monoxide, carbon dioxide,
nitrogen oxides,ammonia

11. TOXICOLOGICAL INFORMATION

Inhalation : The vapor has anesthetic properties and when
inhaled at concentrations above the occupational
exposure limit it may cause headache, fatigue,
dizziness, incoordination and loss of
consciousness.

Skin Contact : Repeated or prolonged skin contact may cause
irritation in sensitive individuals.

Eye Contact : Liquid splashes may cause eye irritationm.

Ingestion : The swallowing of small splashes is unlikely to
cause any adverse effects.

Long Term Exposure : Chronic effects are unlikely.
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ZENECA Pharmaceuticals

MATERIAL SAFETY DATA SHEET

Name: HIBICLENS®

12. ECOLOGICAL INFORMATION

Environmental Fate and Distribution
The product is soluble in water.

Toxicity .
Harmful to aquatic organisms, may cause long-term adverse effects in the
aquatic environment.

Effect on Effluent Treatment
Low toxicity to sewage micro-organisims.

13. DISPOSAL CONSIDERATIONS

Disposal should be in accordance with local, state or national
legislation. .

Disposal Method
Discarded product is not a hazardous waste under RCRA, 40 CFR 261.

Container Disposal
Empty container retains product residue. Observe all hazard precautions.

14. TRANSPORT INFORMATION

Not Classified as Dangerous for Transport.

15. REGULATORY INFORMATION

TSCA (Toxic Substances Control Act) Regulatioms, 40 CFR 710:
All ingredients are on the TSCA Chemical Substances Inventory.

CERCLA and SARA Regulations (40 CFR 355, 370 and 372):
This product does not contain any chemicals subject to the reporting
requirements of SARA Section 313.
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(Uso1 Date: 1295) (Page: 5-continued)



ZENECA Pilarmaceuticals

Name: HIBICLENS®

16. OTHER INFORMATION

This Material Safety Data Sheetiwas prepared in accordance with
ANSI Standard 2400.1, 1993.. ..

GLOSSARY

CoM The company aim trol exposure in its workplace to this limi
This is an in-house#dstandard for the active ingredient

handled during man ure
TLV : The company aims to control exposure in its workplace to the ACGIH

limit
Sk : Can be absorbed through n _
Sen : Capable of causing respiratory sensitization

The information herein is giQén in good faith but no warranty,
expressed or implied, is made
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DESCRIPTION

HIBICLENS is sn anuseptic antimicrobial slun cleanser
Possesxiog bactericidal activitioa HIBICLENS contains ¢%
»/y HIBITANE® (chlorbexidine gluconste), a chemically
unique hezamethylensbia higuanide with inactive ingredi-
suls: fragrasnce, isopropyl alcohol €%, purified water, Red 40,
and other ingredienta. in ¢ mild, eudeing base nd;justed to pH
5.0-8.6 for optimal activity and Wability as wo!) as compats-
hility @ith the normal pl'{ofdhlkim

ACTION

HIBICLENS ia dactericidal on contact, It haa antimepeic ae-
tivity and a pervistent satimicrobial effact with repid bacte
ricidal activity aguingt 4 wide range of microorganizms, in.
cluding gram-positive becteria, and grim-pegative bacterip
wuch o i The ectiveness of
HIBICLENS & bt l'unﬁm!l{ rediiced By the presence of
organic matter, such as blood.

In » sudy? simulsting surgical use. the immediate bacteri-
cidal effect of HIBICLENS after » single six-minyte scrud
redulted in & 993% reduction in resident bactorial flora,
with a reduction of 99 989 afler che cleventh acrub. Reduc-
tizma on surgically gloved hands were owintained over the
six-hour test period.

RIRICLENS displays pervistent antimierodial action. In
e sudy’. 83% of a radmlabeled formulstion of
HIRICLENS remsined present on uncoversd skin after five
bours

HIBICLENS prevents akin infection thereby reducing the
riak of crom-~infect:an,

INDICATIONS

HIBICLENS is indicated for uss at » wurgical scrub, as s
hasithcare permonnel handwash, for patient preoperative
showering and bething, ssa patient preoperative ekin prepa.

years outside the Unitd States hax produced no evidence of
sbaorption of the sompound through intact skin. The poten-
i ucing skin reactions js extremely low.
}IIBXCLENS can be usad meny times a doy withoyt cauging
irTitation, dryness, or discomfort, Experimental studies
indicate thot when used for cleaning superficial wounds,
HIBICLENS will neitber cause additional tissve injury por
deloy healing.

WARNINGS

POR EXTERNA\ USE ONLY, KEEP OUT OF EYES, EARS
AND MOUTE. MIBICLENS SHOULD NOT BF USED A8 A
PREOPERATIVE SKIN PAEPARATION OF THE FACE OR
NEAD. misugE OF HISICLENS HAS Brew RerFoORTED
TO CAUSE SERIOUS AND FEBMANENT EYR INJURY
WHENIT HAS BEEK PERMITTED TO ENTER AND REMAIN
IN THE EYE OUAING SURGICAL PROCEDURES. is
RIBICLENS SMOULD CONTACT TMESE ABEAS, RINSE
OUT PROMPTLY aAND THOROUGMLY WITK WATER,
Avoid contact with meninges HIBICLENS ahouid not be
used by persons who hawn o aeneitivity o it or its eempo-
Dents. Chilorhesidine gluconate hag baen reportad o cause
deafnces when instilled in the middle ear th

acrur, discontinue use immediately and if mpvers, contsct 8
phyzician. Keep this and ol} drugs out of the reach of chil-
drem, I case of accidental Lugegtion. seek proteasional ases
tance or cantact a Poison Contro) Center immediately,
Accidenta! ingestion: Chlorhesidine gluconate taken orally
is poorly absorhed. Trewt with paatric lavage umng milk, egg
whits, gelgtin ar mild soap. Employ suppertive messures ag
appropriate.

Avoid excessive heat (above 104°F).

DIRECTIONS FOR USE

Potient preoperative ehin preperstion

Apply RIBICLENS liberally to surgical site and swab for at
least two minutes, Dry with a sterile tows). Repest pracedure
for un additions! tea minutes and dry with & wterije towel.

Precperative showering ang wholsbady bathing

The patient should be instructed to wash the eatire body,
including the acalp, on twn consmcutive accagions immedd-
ately prior t surgery. Each procedure should consist of two
consscutive thorough spplications of HIBICLENS followed
bry thorough rinsing. If the patient’s condition allows, show-
sring is recommended for whole-body bathing. The rocom-
mended pravwdure tv: We the body, including hair Wagh the
hair using 25 mL of HIBICLENS and the body with another
25 mL of HIBICLENS. Rinae. Repeat. Rinme thomughly aRer
sacond application.

Skin wound qnd genera! shin cleenging

Wounds which involve more than the superficial layrrs of
the akin should not be routinely trested with HIBICLENS.
HIBICLENS ahwuld not be used for repeslcd geners] akin
cleansing of largs bady avens except in those patients whoss
underlying akin condition makes it hecwmmary 0 reduce the
barterial population of the thin To use. thoroughly rinse the
7o to be cleansed with water. Apply the minimum amount
of HIBICLENS nascwesary to cover the skin or wound area
and wash gently. Rinse again thoruyghly.

MEALYN-CARE PERSONNEL USE

Sumgicar Hanp Scrus

Oirections for ves of HISICLENS Liquid: Wet hands and
forearms (o the olbowa with warm water. (Aveid Using very
cnld or very hot wetert Diapense sbout § mL of
HIBICLENS into cupped hands, Spread uver both hends.
Serub hands and forearms for 3 minutes without adding wa-
tar. using s brush or sponge. (Awoid using extremely herd-
bristied trushes.) While serubbing, pay particular attention
to fingernails, cuticles, and interdigita! spaces. (Do not use
excessive pressure t produce sdditinnal lather ) Rinse thopr.
oughly with warm water. Dispense about 5 mL of
HIBICLENS into cupped hands. Wash for an additioval 3

Water

g )|
g 2o Loneguce
Flush High Cold

' e Cod
Flah High
Bieach Low 180F
Rinse High Cold
Antichlor High Cald
Rinse High Cald
Rinme High Cold
Sour Low Cold

Time Supplies’
(%P'i!p 100 1
1.5 b oxalic acid
1 —_—
S 18 ov emulsifier
1 -~
x 2 {b alkali duilder
and | |b organic
bleach
1 p—
2 4 @ antichlor
l p—
1 —
[} 2 ot rust removing

sKouT

hot water.) Dispenpe about § mL of HIBICLENS into cupped
handn Wash for 15 seconds. (Do not use excessive premyre w
produce sdditional lather) Rinme thoroughly with warm
water. Dry thoroughly

Directions for yse of RIBICLENE® Sponge/rush  Open
package and remove nail cleaner Wet hands. Um nait
cleaner under fingernaila and t» tlean caticles. Wet hgnds
and forearms o the elbow with warm water. (Avoid uaing
very cold or very hot water.) Wer sponge side of sponge/
brish. Squeeze and pump immediately to work up adequgte
lather. Apply Isther o hands and farearms using yponge side
of the product. Start 3 minuie sorub by uging the brush side of
the product to acrub only nails, cuticles, and interdigical
areax. Use sponge side for ecrudbing hands and forsarms

(Avaid yung brush on these more gehditive areas.) Ripge

thoroughly with warm water. Scrud for an additional 3 min-

Ules wring sponge xide oaly. To produre ndditions| iather, add

& small amount of water and pump the sponge. (While scryd-

bing, do not uge excessive progsure 0 produce lather—g

tmall amount of Jather 1 all that is required to adequately
cleanse gkin with HIBICLENS.) Rinse and dry thoroughly,
blotting bends and forearma with & aoft sterile towe).
IMPORTANY LAUNDERING ADVICE
FOR MOSPITAL 8TASE AND OTMER USERS OF
ANTISEPNIC PATIENT SKIN
PREPARATIONS CONTAINING
CHMLORMEXIDINE GLUCONATE

Chlorheridine gluconate is a unique ngunt that maost closely

Gta the definition of sn ideal antimicrobial agwnit, heving

(among athers) one of the mout impartant charactoriatics of

Ppersistent ectivity Thus persistence is due o chlorhesidine

@luconate binding W the protein of the akin and, thus, being

svailable for residual activity over a releively long period of

ume.

Chlorhexidine gluconats, however, binds not only 1 protein

of the akin, but aiso to many fabrics, particularly cotton.

Thus, special Jaundering proceduras should b consideced

whan such products contact these fabrice. Ag a reault of such

contact, chiorhexidine gluconate may become sdsorbed onts
the fabric and not be removed by washing. U vafficient avail.
able chlorine is present during che washing procedure, a fast
brown stain may develop due to & chemical raaction between
chlorhexidine gluconats and chlarine.
SUGGESTED LAUNDERING PROCEDURES T0 usMT
STAINING

- Not Aging. Avoid sllowing the product o age (st} on
unwaghed linens.

- Flushing snd Washing. A flush operation ws the Initial
sap in the wash process is helpful in the laundering of
linen expamed to chlorhexidine gluconate. Such flushiog 5
awo fmportant in the laundering of hinem which cantaing
organic materials such as blood or pus. For begt resulls,
warm water flushes (30-100'F) gre recommended. Aftera
number of initial flushings followed by a washing with &
low alkaline/nonchlarine detergent, most articles which
come i cuntact with chlorhexidine gluconete should have
An acceplabie level of whitenom. If a rewagh process using
bleach is necensary ta achieve n greater degree of whits>
nes, the bleach used should be & nenchiorine bjeach,

3. Mot Using Chiorine Risach. Modern leundering metheds

oflen make the uae of chlorine bleach unnecemary. It i

worthwhile trying to wash without chlorine to ascertain it

the resulting deyroe of whileness is acceptsble. Omimion
of chlorine from the leundering process can extand the
useful life of cotton articles since oxidising hlea:r such

& chlorine may cause some dumage W celiuide even

whan used in low concentration.

Changing to s Peroxide Type Bleach. Such o5 Sodism Por.

borate, Sodium Percssbonats or Nydroge Peraxide. This

should eliminate the reaction shich could aovur with the
use of chlorine bleaches. If a chlorine blesch must be used,

a concentration of less than 7 ppm available chlorine [

the normnal bleach Yeve!) is suggueted Lo minimim w-lhfe

U

L

A NOTE On LAUNDERING OF PERSONAL CLOTHNING
The laundering pracedurss set farth above using low alka.
line, nonchlorinated taundry detergents are alao applicable
1o taundering of uniforma snd lab coats. Comnpn:nllx avail-
sble laundry deteryents which do not contain chlarine Ln-
clude Borax, Borateem, Drelt, Oxydol, and Ivery Snow.
Theee ucts, however. will nnt retave mgins previowly
mt into the (abric

RECLAMATION OF STAINED LINENS )

For those linena which previsusly hsve bewn stained dus to
the chamical reaction between chiorhesidine gluconate and
chlonne, the following laundeting procedure may be heipful
in reducing the visible stain:

[Sea table at left.]

HOW SUPPLIED . .
For menaral hgrdwashing locations: pocketsize. 18 mL foil
Packetton; Dlastic diarvmahleo Mottiae f 8 oc coan .



