C difÀcile produces toxins A and B which contribute
to the development of CDAD. Hypertoxin producing strains of C difÀcile cause increased morbidity
and mortality, as these infections can be refractory
to antimicrobial therapy and may require colectomy.
CDAD must be considered in all patients who present
with diarrhea following antibiotic use. Careful medical
history is necessary since CDAD has been reported
to occur over two months after the administration of
antibacterial agents.
If CDAD is suspected or conÀrmed, ongoing antibiotic
use not directed against C difÀcile may need to be
discontinued. Appropriate Áuid and electrolyte management, protein supplementation, antibiotic treatment of
C difÀcile, and surgical evaluation should be instituted
as clinically indicated.
PRECAUTIONS
General. Prescribing polymyxin B in the absence of a
proven or strongly suspected bacterial infection or a
prophylactic indication is unlikely to provide beneÀt to
the patient and increases the risk of the development
of drug-resistant bacteria.
See WARNING box.
Baseline renal function should be done prior to
therapy, with frequent monitoring of renal function and
blood levels of the drug during parenteral therapy.
Avoid concurrent use of a curariform muscle relaxant
and other neurotoxic drugs (ether, tubocurarine, succinylcholine, gallamine, decamethonium and sodium
citrate) which may precipitate respiratory depression.
If signs of respiratory paralysis appear, respiration
should be assisted as required, and the drug discontinued.
As with other antibiotics, use of this drug may result
in overgrowth of nonsusceptible organisms, including
fungi.
If superinfection occurs, appropriate therapy should
be instituted.
Information for Patients. Patients should be counseled that antibacterial drugs including polymyxin B
should only be used to treat bacterial infections. They
do not treat viral infections (e.g., the common cold).
When polymyxin B is prescribed to treat a bacterial
infection, patients should be told that although it is
common to feel better early in the course of therapy,
the medication should be taken exactly as directed.
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Skipping doses or not completing the full course of
therapy may (1) decrease the effectiveness of the
immediate treatment and (2) increase the likelihood
that bacteria will develop resistance and will not be
treatable by polymyxin B or other antibacterial drugs
in the future.
Diarrhea is a common problem caused by antibiotics
which usually ends when the antibiotic is discontinued.
Sometimes after starting treatment with antibiotics,
patients can develop watery and bloody stools (with
or without stomach cramps and fever) even as late as
two or more months after having taken the last dose
of the antibiotic. If this occurs, patients should contact
their physician as soon as possible.
ADVERSE REACTIONS
See WARNING box.
Nephrotoxic reactions Albuminuria, cylinduria,
azotemia, and rising blood levels without any increase
in dosage.
Neurotoxic reactions Facial Áushing, dizziness
progressing to ataxia, drowsiness, peripheral paresthesias (circumoral and stocking glove), apnea due to
concurrent use of curariform muscle relaxants, other
neurotoxic drugs or inadvertent overdosage, and signs
of meningeal irritation with intrathecal administration,
e.g., fever, headache, stiff neck and increased cell
count and protein cerebrospinal Áuid.
Other reactions occasionally reported Drug fever,
urticarial rash, pain (severe) at intramuscular injection
sites, and thrombophlebitis at intravenous injection
sites.
To report SUSPECTED ADVERSE EVENTS, contact
FDA at 1-800-FDA-1088 or www.fda.gov.
DOSAGE AND ADMINISTRATION
PARENTERAL
Intravenous. Dissolve 500,000 polymyxin B units in
300 to 500 mL solutions for parenteral dextrose injection 5% for continuous drip.
Adults and children. 15,000 to 25,000 units/kg body
weight/day in individuals with normal kidney function.
This amount should be reduced from 15,000 units/kg
downward for individuals with kidney impairment. Infusions may be given every 12 hours however, the total
daily dose must not exceed 25,000 units/kg/day.

Infants. Infants with normal kidney function may
receive up to 40,000 units/kg/day without adverse
effects.
Intramuscular. Not recommended routinely because
of severe pain at injection sites, particularly in infants
and children. Dissolve 500,000 polymyxin B units in 2
mL sterile water for injection or sodium chloride injection or procaine hydrochloride injection 1%.
Adults and children. 25,000 to 30,000 units/kg/day.
This should be reduced in the presence of renal
impairment. The dosage may be divided and given at
either 4 or 6 hour intervals.
Infants. Infants with normal kidney function may receive up to 40,000 units/kg/day without adverse effects.
Note Doses as high as 45,000 units/kg/day have
been used in limited clinical studies in treating prematures and newborn infants for sepsis caused by Ps
aeruginosa.
Intrathecal. A treatment of choice for Ps aeruginosa meningitis. Dissolve 500,000 polymyxin B units
in 10 mL sodium chloride injection USP for 50,000
units per mL dosage unit.
Adults and children over 2 years of age. Dosage is
50,000 units once daily intrathecally for 3 to 4 days,
then 50,000 units once every other day for at least
2 weeks after cultures of the cerebrospinal Áuid are
negative and sugar content has returned to normal.
Children under 2 years of age. 20,000 units once
daily, intrathecally for 3 to 4 days or 25,000 units once
every other day. Continue with a dose of 25,000 units
once every other day for at least 2 weeks after cultures
of the cerebrospinal Áuid are negative and sugar
content has returned to normal.
IN THE INTEREST OF SAFETY, SOLUTIONS OF
PARENTERAL USE SHOULD BE STORED UNDER
REFRIGERATION, AND ANY UNUSED PORTIONS
SHOULD BE DISCARDED AFTER 72 HOURS.
TOPICAL
Ophthalmic. Dissolve 500,000 polymyxin B units in 20
to 50 mL sterile water for injection or sodium chloride
injection USP for a 10,000 to 25,000 units per mL
concentration.
For the treatment of Ps aeruginosa infections of the
eye, a concentration of 0.1 percent to 0.25 percent
(10,000 units to 25,000 units per mL) is administered

1 to 3 drops every hour, increasing the intervals as
response indicates.
Subconjunctival injection of up to 100,000 units/day
may be used for the treatment of Ps aeruginosa infections of the cornea and conjunctiva.
Note: Avoid total systemic and ophthalmic instillation
over 25,000 units/kg/day
HOW SUPPLIED
Polymyxin B for Injection USP, 500,000 polymyxin B
units per vial is supplied in rubber-stoppered glass vial
with Áip off cap, carton of 10, NDC 55390-139-10.
Storage recommendations
Before reconstitution Store at 20° to 25°C (68° to
77°F) [See USP Controlled Room Temperature].
Protect from light. Retain in carton until time of use.
After reconstitution Product must be stored under
refrigeration, between 2° to 8°C (36° to 46°F) and any
unused portion should be discarded after 72 hours.
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