Data Sheet
m-Cefazolin

Cefazolin Sodium Ph Eur powder for injection 500 mg and 1 g (as cefazolin}

Presentation

m-Cefazolin is a whiie to off-white powder aseptically filled into glass vials.
Each m-Cefazolin 500mg vial contains sterile cefazolin sodium eguivaient io cefazolin 500mg.
Each m-Cefazolin 1g vial contains sterile cefazolin sodium equivalent to cefazolin 1g.

Uses

Actions

Pharmacotherapeutic group
JO1DAO4 — Cephalosperins and related substances, cefazolin.

Mechanism of action
Bata-lactam antibiotic.

Pharmacodynamic effects
Inhibition of bacteria! cell wall synthesis.

Antibiotic class
Semi-synthetic cephalosporin for intramuscular or intravencus administration.

Antibiotic nature and mode of action
In vitro tests demenstrate that the bactericidal action of cephalosporins results from inhibition
of cetb-wall synthesis.

Susceptibility data

Cefazolin is active against the following organisms in wvitro and in clinical infeciions:
Staphylococcus  aureus  (including penicilinase-producing  strains);  Staphylococous
epidermidis; group A beta-hasmolytic streplocecct and other strains of streptococet (many
strains of enterococci are resistant); Sfrepifococcus pneumoniae; Escherichia coli; Kiebsiella
sp.; Proteus mirabilis; Maemophilus influenzae; Enterobacter aerogenss.

Quantitative methods that require measurement of zone diameters give the most precise
estimates of antihiclic suscepiibility. One such procedure has been recommendead for use
with discs for testing susceptibility fo cefazolin. With this procedure, a report from the
laboratory of "susceptible” indicates that the infecting organism is likely to respond to therapy.
A report of "resistant” indicates that the infecting crganism is not likely to respond to therapy.
A report of "moderately susceptibie” suggests that the organism would be susceptible if high
dosage is used or if the infection were confined {o tissues and ftuids (e.g. urine) in which high
antibiotic levels are attained. For Gram-positive isolates, a zone of 18 mm is indicative of a
cefazolin-susceptible organism when tested with either the cephalosporin-class disc (30 meg
cephalothin) or the cefazolin disc (30 mcg cefazolin). Gram-negative organisms should be
tested with the cefazolin disc {using the above criteria) because cefazolin has been shown by
in vifro tests o have aclivity against certain sirains of Enterobacteriaceas found to be
resistant when tested with the cephalothin disc. When using the cephalothin disc, gram-
negative organisms with zone diameters 18 mm or above may be considered susceptible fo
cefazolin; however, organisms with zone diameters less than 18 mm are not necessarily
resistant or moderately susceptible io cefazolin. The cefazolin disc should not be used for
testing suscepfibility to other cephalosporins.

Resistance



Most strains of indole-positive Proteus (Proteus vulgaris), Enterobacter cloacae, Morganella
morganfi, and Providencia retigerf are resistant. Methicillin-resistant staphylococei, Serratia,
Pseudomonas and Acinefobacter calcoaceficus (formerly Mima and Herellza spp.} are almost
uniformly resistant to cefazolin.

Clinically relevant MIC ranges

A bacterial isolate should be considered susceptible if the minimal inhibitory concentration
{MIC) for cefazelin is 16 meag/mi or below. Organisms are considered resistant if the MIC is 84
mcg/mi or above.,

Bharmacokinetics
Absorption

Intramuscular administration

A 500 mg dose provides serum leveis of cefazolin {(in mog/mi) from 36.2 at 30 minutes to 36.8
at 1 hour, 37.9 at 2 hours, 15.5 al 4 hours, 6.3 at 6 hours and 3 at 8 hours following
intramuscular injection. From an average of two studies, a 1 g dose provides serum levels of
cefazolin (in mcg/mi) from 6G.1 at 30 minutes to §3.8 at 1 hour, 54.3 at 2 hours, 29.3 af 4
hours, 13.2 at 6 heurs and 7.1 at & hours following intramuscuiar injection. Cefazolin attains
peak urine concentrations exceeding 1000 megiml and 4000 maeg/ml following intramuscular
doses of 500 mg and 1 g respeciively,

Intravenous administration

Clinical pharmacology studies in patients hospitalised with infections indicate that cefazalin
produces mean peak serum levels approximately equivaient to those seen in normal
volunteers. A study giving cefazolin at constant intravenous infusion rates of 3.5 mg/kg for 1
hour {approximately 250 mg) and 1.5 moikg for the next 2 hours {approximately 100 mg)
produced a sieady serum level at the third hour of approximately 28 mecg/mi in normal
volunteers. A single 1 g dose provided average serum ilevels of cefazolin (in meg/ml) fom
188.4 at 5 minutes to 135.8 at 15 minutes, 106.8 at 30 minuies, 73.7 at 1 hour, 456 at 2
hours and 16.5 at 4 hours following intravenous injection. The average half fife was 1.4 hours.

Peritoneal dialysis

in patients undergoing peritonea! dialysis at 2 L/hr, mean serum leveis of cefazolin were
approximately 10 and 30 mcg/mi after 24 hours' instillation of a dialysing solulion containing
50 mog/mi and 150 mcg/ml respectively. Mean peak levels were 29 meg/mt {range 13 to 44
meg/ml) with 50 mog/ml (3 patients), and 72 mog/mi (range 26 to 142 meg/ml) with 150
mcg/mil (6 patients).

Distribution

Cefazolin readily crosses an inflamed synovial membrane, and the concentration of the
antibiotic achieved in the joint space is comparable to levels measured in the serum.
Cefazolin readily diffuses across the placental barrier into the cord blood and amniotic fluid. it
is present in very low concenirations in the milk of nursing mothers. When cefazolin is
administered to patients with unobsiructed biliary tracts, high concenirations well above
serum levels occur in the gallbladder tissue and bile. In the presence of obstruction, however,
congentration of the antibiotic is considerably lower in bite than in the serum.

Biotransformation

Controlted studies in adult normat volunteers receiving cefazolin 1 g four times & day for 10
days, monitoring CBC, AST, ALT, bilirubin, alkaline phosphatase, BUN, creatinine, and
urinalysis indicated no clinically significant changes atiributed {o cefazolin,

Elimination

Cefazolin ts excretad unchanged in the urine primarily by glomerular filtration and, to a lesser
degres, by tubular secretion. Following intramuscular injection of 500 mg, 56% to 89% of the
adminisiered dose is recoversd within 6 hours, and 80% to nearly 100% in 24 hours.



indications

m-Cefazolin is indicated in the freatment of the foliowing serious infections due to susceptible
organisms.

Respiratory fract infections due to S. pneumoniae, Klebsiella sp, H. influenzae, Staph.
aureus (inciuding penicillinase-producing sfrains), and Group A beta-hasmolyiic streptococci.
Penicilin G benzathine injection is considerad to be the medicine of choice in the treatment
and prevention of sireplococcal infections, including the prophviaxis of rheumatic fever.
Cefazolin is effective in the eradication of streptococei from the nasopharynx; however, data
esiablishing the efficacy of cefazolin in the subsequent prevention of rheumatic fever are not
availabie at present.

Genifourinary fract infections due (o E. ool P. mirabiiis, Klebsiella sp., and some strains of
Enterobacter and enterococci,

Skin and skin structure infections due lo Staph. aursus (including penicilinase-producing
strains} and Group A beta-haemalytic streptococci and other sirains of sireptococai.

Biliary fract infections due to E. coli, various strains of streptococct, P. mirabilis, Klebsialla
spp., and Staph, aureus,

Bone and joint infections due to Staph. aureus.

Septicaemia due to S. pneumoniae, Staph. aurcus (penicilin-susceptible and peniciliin-
resistant). P. mirabifis, E. coli, and Klebsiella spp.

Endocarditis due to Siaph. aureus (penicilin-susceptibie and penicillin-resistant) and Group
A beta-haemolytic streptococcl. Approprate culture and susceptibility studies should be
parformed to determine susceptibility of the causative organism o cefazolin.

Perioperative prophylaxis

The prophylactic administration of cefazolin  preoperatively, intra-operatively, and
postoperatively may reduce the incidence of certain postoperative infections in patients
undergoing surgical procedures that are classified as contaminated or potentially
contaminated (e.g. vaginal hysterectomy, or cholecystectomy in high-risk patients, such as
those over 70 years of age who have acute cholecystitis, obstructive jaundice, or common-
bile-duct stones). The perioperative use of cefazolin may also be effective in surgical patients
in whom infection at the operative site would present a serious risk (e.g. during open-heart
surgery and prosthetic arthroplasty). The prophylactic administration of cefazolin should
usually be discontinued within a 24 hour period after the surgical procedure. For surgery in
which the occurrence of infection may be particularly devastating (e.g, open-heart surgery
and prosthetic arthroplasty), the prophylactic administration of cefazolin may be continued for
3 1o & days following the completion of surgery. If there are signs of infection, specimens for
cultures shouid be ebiained for the identification of the causative organism so that appropriate
therapy may be instituted (refer to Dosage and administralion).

Dosage and administration

m-Cefazolin may be adminisiered intramuscularly or intravenously after reconstitution. Total
daily dosages are the same for efther route of administration. The intrathecal administration of
cefazolin is not an approved route of administration for this antibiotic: in fact, there have been
reporis of severe CNS ioxicity including seizures when cefazolin was administered in this
manner.

Dosage

Adults

The usual adult dosages of m-Cefazolin for the following infections are: preumococeal
pneumonia 500 mg every 12 hours; mild infections caused by susceptible Gram-positive cocol



250 to 500 mg every 8 hours; acute uncomplicated urinary tract infections 1 g every 12 hours;
moderaie to severe infections 500 mg to 1 g every 6 to 8 hours; severe, life-threatening
infections (e.g. endocardliis and sepficaemia} T g to 1.5 g every 6 hours, aithough in rare
instances, coses up io 12 g daily have been used.

Dosage adjustment for patients with reduced renal function

m-Cefazolin may be used in patients with reduced rena! function using the foliowing dosage
adjustments: patients with a creatinine ciearance 55 ml/min or more or serum creatinine 1.5
mg% or less can be given full doses; patients with a creatinine clearance between 35 and 54
mi/min or serum creatinine between 1.6 and 3.0 mg% can also be given full doses but dosage
should be restricted to at lsast 8 hour intervals; patients with a creatinine clearance between
11 and 34 mlimin or serum creatinineg between 3.1 and 4.5 mg% should be given half the
usua! dose every 12 hours; patients with a creatinine clearance 10 ml/min or less or serum
creatinine 4.6 mg% or more shouid be given half the usual dose svery 18 o 24 hours. All
reduced dosage recommendations apply after an initial loading dose appropriate to the
severity of the infection.

Perioperative prophylactic use

To prevent postoperative infection in contaminated or potentially contaminated surgery, the
recommended doses are: 1 g infravenously or intramuscularly adminisiered 30 minujes to 1
hour prior 1o the start of surgery; for lengthy operative procedures {e.g. 2 hours or longer), 0.5
to 1 g intravenously or intramusculariy during surgery (administration modified according to
the duration of the operafive procedure); 0.5 to 1 g infravenously or inframuscularly every 6 to
8 hours for 24 hours postoperatively.

Itis important that the preoperative dose be given just prior (30 minutes fo 1 hour) to the start
of surgery so that adequate antibiotic levels are prasent in the serum and tissues at the time
of the initial surgical incision and if exposure to infectious organisms is likely, that m-Cefazolin

is administered af appropriate intervais during surgery so that sufficient ievels of the antibiatic
are prasent when needed.

In surgery where infection may be particularly devastating {e.g. open-heart surgery and
prosthetic arthroplasty), the prophylactic administrafion of m-Cefazolin may he continued for 3
to 5 days following the completion of surgery.

Children

in children, a total daily dosage of 25 to 50 mg/kg of bodyweight, divided into 3 or 4 sgual
doses, is effective for most mild o moderately severe infections. Total daily dosage may be
increased o 100 mg/kg of bodyweight for severe infections.

Paediatric dosage fabie

25 mg/kg/day divided into 3 doses 25 mg/kgiday divided into 4 doses
Weight Approximate single | Volume (ml) needsd | Approximate single | Volume {mi) needed
kg) | dose every 8 hours | with dilution of dose every § hours | with dilution of
{mg) 125mg/mi {mg) 125mg/mil
4.5 40 0.35 30 0.25
9 75 0.6 55 0.45
13.6 15 0.9 85 0.7
18.1 150 1.2 115 0.9
227 190 1.5 140 1.1
Weight 50 ma/kg/day divided into 3 doses 50 my/kg/day divided into 4 doses
(kg) | Approximate singie | Volume (mi) needed | Approximate single | Volume {ml) needed
dose every 8 hours | with diiution of 225 dose every 6 hours | with dilution of 225




(mg) mg/mi {mg) mg/ml
4.5 75 0.35 55 0.25
8 150 0.7 110 0.5
13.6 225 1 170 0.75
18.1 300 1.35 225 1
22.7 375 1.7 285 1.25

in children with mild to moderale renal impairment {creatining clearance of 70 to 40 mifmin),
60% of the normal daily dose given in divided doses every 12 hours should be sufficient. In
children with moderate impairment {creatinine clearance of 40 to 20 miimin), 25% of the
normal daily dose given in divided doses every 12 hours shouid be sufficient, in children with
severe impairment {(creatinine clearance of 20 io 5 mi/min}, 10% of the normal daily dose
given every 24 hours should be adequate. Alt dosage recommendations apply after an initial
loading dose is administered.

Since safety for use in premature infants and in infants under one month of age has not been
established, the use of m-Cefazolin in these patients is not recommended.

Administration
Intramuscuiar administration

m-Cefazolin should be injected infc a large muscle mass. Pain on injection is infrequent with
cefazolin,

m-Cefazolin 500 mg

Reconstitute m-Cefazolin 500 mg with 2 mi of either 0.9% Sodium Chioride Injection, Sterile
Water for Injection or Bacteriostatic Water for injection as the dilueni. Shake well uniil
dissolved. The resulting solution contains approximately 225 mg/iml cefazolin in an available
volume of approximately 2.2 mi.

m-Cefazolin 1g

Reconstitute m-Cefazolin 1 g with 2.5 ml of either Sterile Water for Injection or Bacteriostatic
Water for injection only as the diluent. DC NOT USE SALINE OR ANY OTHER DILUENTS.
Shake well until dissofved. The resulting solution contains approximately 330 mg/mi cefazolin
in an availabie volume of approximately 3 mi.

infravenous administration

m-Cefazolin may be administered by intravenous injection or by continuous or intermittent
infusion.

Infermittent Intravenous Infusion

m-Cefazolin may be administered along with primary intravenous fluid management
programmes in a volume control set or in a separate, secondary infravenous botile. Dilute
reconstifuted m-Cefazoiin 500 mg or 1 g in 50 fo 100 ml of ong of the following intravenous
sotutions: 0.9% Sodium Chloride Injection, 5% or 10% Dextrose Injection, 5% Dextrose in
Lactated Ringer's injection, 5% Dexirose and 0.9% Sodium Chloride Injection (also may be
used with 5% Dextrose and 0.45% or 0.2% Sodium Chioride Injection), Lactated Ringer's
Injection, 5% or 10% Invert Sugar in Stedle Water for injection, Ringer's Injection, Normosol-
M in D5-W, ionosol B with Dexirese 5% or Plasma-Lyte with 5% Dexirose.

Intravenous Infection

Administer solution directty into vein or through tubing. Dilute reconstituted m-Cefazolin 500
mg or 1 g ina minimum of 10 ml of Sterile Water for Injection. inject solution stowly over a
period of 3 to 5 minutes. Do not inject in less than 3 minutes.

Intraperitoneal administration




Intraperitonea; administration of cefazolin is usually well tolerated.

Contraindications

m-Cefazolin is contraindicated in patients with known allergy to the cephalosporin group of
antibiotics.

Warnings and precautions
Warnings

m-Cefazolin should not ordinarily be given to those allergic to cephalosporins or to peniciliins,
especially where an allergic or urticarial reaction has occurred. Before cefazolin injection
therapy is instituted, careful inquiry should be made concerning previous aypersensitivity
reactions ic cephaiosporins and penicillin. Cephalosporin C derivatives shouid be given
cautiously to penicillin-sensitive patients. Serious acute hypersensitivity reactions may require
adrenaline or epinephrine and other eamergency measures.

There is some clinical and faboratory evidence of partial cross-aliergenicity between the
penicillins and the cephalosporins. Patients have been reported to have had savere reaciions
(including anaphylaxis) to both medicines. Antibiotics, inciuding cefazolin should be
adminisiered cautiously io any patient who has demonstrated some form of aliergy,
particularly to medicines. If an ailergic reaction to m-Cefazolin occurs, the medicine should be
discontinued and the patient treated with the usual agents (e.g. adrenaline or other pressor
amines, antihistamines, or corticosteroids).

Antibiotic associated pseudomembranous colitis has been reported with many antibiotics
including cefazolin. A toxin produced by Clostridium difficile appears to be the primary cause.
The severity of the colitis may range from mild to fife-threatening. 1t is important to consider
this diagnosis in patients who develop diarrhoea or colitis in association with antibiotic use
(this may oceur up to several weeks after cessation of antibiotic therapy). Mild cases usually
respond to medicine discontinuation alone. However, in moderate to severe cases,
appropriate therapy with & suitable oral antibacterial agent effective against C/. difficiie should
be considered. Fluids, electrolyles and protein replacement should be provided when
indicated. Medicines that delay peristalsis, e.g. opiates and diphenoxylate with atropine may
prolong and/or worsen the condition and should not be used,

The intrathecal administration of cefazolin is not an approved route of administration for this
antibiotic; in fact, there have been reports of severe CNS toxicity including seizures when
cetfazolin was administered in this manner.

Tremulousness, headache, agitation, light-headedness, sensation of seeing flashing lights
have been reported after patients receiving cefazolin intraventricularly for the treatment of
infected ventricular shunts. Cefazolin is not to be usad via this route for the treatment of shunt
infections.

Usage in infants

Safety for use in prematures and infants under one maonth of age has not been established.

Precautions

Prolonged use of cefazolin may result in the overgrowth of non-susceptible organisms.
Carefui clinical observation of the patient is essential. If superinfection occurs during therapy,
approptiaie measures should be taken.

As with other beta-lactam antibiotics, seizures may occur if inappropriately high doses are
administered o patients with impaired renal function. When m-Cefazoiin is administered o
patients with low urinary output because of impaired renal function, lower daily dosage is
required {refer to Dosage and administration).



Encephalopathy has been reported with the use of cefazolin in patients with renal failure. The
symptoms have inciuded tonic-clonic seizures, lethargy, disorieniation, memory loss, asterixis
and multifocal myoclonus. Toxicity has been afiribuied to increased cefazolin serum Ievels
and increased permeability of the blocd brain barrier caused by uraemia. The dose of
cefazolin should be reducec or the dosing interval increased in patients with renal failure.

Broad-spectrum antibictics should be prescribed with caution to individuals with a history of
gasfrointestina! disease, particularly colitis.

Pregnancy and laciation
Use in pregnancy

Assigned Category B1 by the Australian Drug Evaluation Commitiee, This category includes
medicines which have been taken by only a limited number of preghant women and women of
childbearing age, without an increase in the frequency of malformation or other direct or
indirect harmful effects on the human fostus having been cbserved. Studies in animals have
not shown evidence of an increased occurrence of foetal damage. Reproduction studies in
rats given doses of cefazolin 500 mg/kg or 1 g/kg revealed no evidence of impaired fertility or
harm to the foetus due to cefazolin. There are, however, no adequate and well-controlied
studies in pregnant women. Because animal reproduction siudies are not always predictive of
human response, this medicine should be used during pregnancy only if clearly needed.

Use in labour and delivery

When cefazolin has been administered prior to caesarean section, medicine levels in cord
biond have been approximately one-fourth fo one-third of maternal medicine levels. Cefazaiin
appears ic have no adverse effect on the fosius.

Use in lactation

Cefazolin is present in very low concentrations in the milk of nursing mothers. Caution should
be exercised when m-Cefazolin is administered o a nursing woman.

Effacts on ability to drive and use machines

This medicine is presumed to be safe or uniikely to produce an effect.

Other
Carcincgenesis, mutagenesis, impairment of feriility

Mutagenicity studies and iong-term studies in animals fo defermine the carcinogenic potential
of cefazoiin have not been performed.

Adverse effects

The foliowing reactions to cefazolin have been reported,

Hypersensitivity

Medicine fever, skin rash, vulvar pruritus, eosinophiiia, itching, Stevens-Johnson syndrome
and anaphylaxs.

Blood

Neufropenia, leucopenia, thrombocytopenia, thrombocythaemia and positive direct and
indirect Coombs' tests.

Renal

Transient elevations in BUN levels have been observed without clinical evidence of renal
impairment. Interstitial nephritis and other renal disorders have been reported rarely. Most
patients experiencing these effects have been seriously ill and were receiving multiple



medicine therapies. The role of cefazolin in the development of nephropathies has not been
determinead.

Hepatic

Transient elevations in AST, ALT, and alkaline phosphatase levels have been observed
rarely. As with some penicillins and some other cephalosporins, transient hepatitis and
cholestatic jaundice have been reporied rarsly.

Gastrointestinal

Anorexia, diamhoea and oral candidiasis (orat thrush) and rarely, nausea and vomiting.
Symptoms of pseudomembranous cofitis may appear either during or after antibioic
treaiment.

Other

Pain on intramuscutar injection, sometimes with induration, has ocourred infrequently.
Phiebiis at the site of injection has been noted. Other reactions have included genital and
anal pruritus, genital moniliasis, and vaginitis.

interactions

Interactions with other medicines

Used concurrentiy, probenscid may decrease renai tubular secretion of cephalosporing
resulting in increased and more prolonged cephalosporin biood levels.

Co-administration of aminoglycoside antibictics with cephalosporing could produce additive
nephrotoxic effects. Use of these agents should be avoided in patients with prior renal
insufficiency. If co-administration of these two antibiotic classes is necessary, patients should
be monitored for evidence of naphrotoxicity.

Antibiotics which possess bacterial activity against Saimoneia typhi organisms may interfere
with the immunological response to the live typhoid vaccine. Allow 24 hours or more {o elapse
between the administration of the last dose of the antibiotic and the live typhoid vaccine.

Patients receiving oral anticoagulant therapy with warfarin should be closely monitored using
the prothrombin time rafio or international normalised ratio (INR} during concurrent therapy
with cefazolin. Adjustment of the warfarin dosage to maintain the desired anticoagulant effect
may be necessary. An alternative would be to use a cephalosporin which does not possess
hypoprothrombinemic properties.

Effects on laboratory fests

A false-positive raaction for glucose in the urine may occur with Benedict's solution, Fehiing's
soiution, or tabletted reagents containing buffered copper (Il) sulphate, but not with enzyme-
based reagents.

Several cases of positive dirsct and indirect antigiobulin (Coombs'} tests have been reported
following cefazoiin therapy. These may also occur in neonates whose mothers received
cefazolin prior {o delivery.

Overdosage
Signs and symptoms

Toxic signs and symptoms following an overdose of cefazolin may include pain, inflammation,
and phlebitis at the injection site. The administration of inappropriately large doses of
parenteral cephalosporing may cause dizziness, paraesthesias, and headaches. Seizures
may occur foliowing overdosage with some cephalosporins, particularly in patients with renal
impairment in whom accumulation is likely to occur. Laboratory abnormalities that may occur



after an overdose include elevations in creatinine, BUN, fiver enzymes and bilirubin, a positive
Coombs' test, thrombocylosis, thrombocyiopenia, eosinophilia, leucopsnia, and prolongation
of the prothrombin time,

Management

In managing overdosage, consider the possibility of multiple medicine overdoses, interaction
among medicines, and unusual medicine kinetics in vour patient. If seizures occur, the
medicine should be discontinued promptly; anficonvuisant therapy may be adminisiered if
clinically indicated. Protect the patient's airway and support ventifation and perfusion.
Meticulously monitor and maintain, within acceptable bmits, the patient's vital signs, blood
gases, serum electrolvies, efc. In cases of severe overdosage, especially in a patient with
rena! failure, combined hasmediaiysis and haemoperfusion may be considered if response 1o
more conservative therapy fails. However, no data supporting such therapy are available.

Pharmaceutical precautions
instructions for usethandiing

To reduse microbioiogical hazards, use as scoh as practicable after reconstitution.
m-Cefazolin doss not contain antimicrobial agents and is intended for single use in one
natient oniy. Discard any residue. Prior to administration, parenteral medicines shouid be
inspected visually for parliculate matter and discolouration whanever solution and container
permit,

Incompatibiiities

m-Cefazolin shouid not be mixed in the syringe with aminoglycoside antibiotics.

Special precaufions for siorage

Siore the uncpened medicine at or beiow 25°C. Protect from light and moisture. Store the
reconstituted medicine between 2 to 8°C and use within 24 hours (or at room temperaiure for
12 hours). Refrigerate, do not freeze.

Medicine classification

Prescription Medicine.

Package quantities

Packs of 10 vials.

Further information

List of excipients
N,

Name and address

Mulfichem NZ Limited,
8 Apolio Drive,
Rosedals,

North Shore City 0632,
Auckliand

Teiephone: (08} 488 0330
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