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DESCRIPTION

Single-Dose Vial

DESCRIPTION

Multi-Dose Vial

CONCENTRATION

0.25 mg per mL
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0.25 mg per mL

CLOSURE

13 mm
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UNIT OF SALE

10 vials
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10 vials
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STORAGE
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Room Temperature
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Room Temperature
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BUMETANIDE Injection, USP
INDICATIONS AND USAGE
Bumetanide injection is indicated for the treatment of
edema associated with congestive heart failure, hepatic and
renal disease, including the nephrotic syndrome.
Almost equal diuretic response occurs after oral and parenteral
administration of bumetanide. Therefore, if impaired
gastrointestinal absorption is suspected or oral administration
is not practical, bumetanide should be given by the
intramuscular or intravenous route.
WARNING
BUMETANIDE INJECTION, USP IS A POTENT DIURETIC
WHICH, IF GIVEN IN EXCESSIVE AMOUNTS, CAN LEAD TO
A PROFOUND DIURESIS WITH WATER AND ELECTROLYTE
DEPLETION. THEREFORE, CAREFUL MEDICAL SUPERVISION IS
REQUIRED, AND DOSE AND DOSAGE SCHEDULE HAVE TO BE
ADJUSTED TO THE INDIVIDUAL PATIENT’S NEEDS.
CONTRAINDICATIONS
•	Bumetanide is contraindicated in anuria. Although
bumetanide can be used to induce diuresis in renal
insufficiency, any marked increase in blood urea nitrogen
(BUN) or creatinine, or the development of oliguria during
therapy of patients with progressive renal disease, is an
indication for discontinuation of treatment with bumetanide.
Bumetanide is also contraindicated in patients in hepatic
coma or in states of severe electrolyte depletion until
the condition is improved or corrected. Bumetanide is
contraindicated in patients hypersensitive to this drug.
WARNINGS and PRECAUTIONS
•	The dose of bumetanide should be adjusted to the
patient’s needs. Excessive dosing can lead to profound
water loss, electrolyte depletion, dehydration, reduction
in blood volume and circulatory collapse with the
possibility of vascular thrombosis and embolism,
particularly in elderly patients.

•	Hypokalemia can occur as a consequence of bumetanide
administration and particular attention should be paid to
patients with the following conditions: patients receiving
digitalis and diuretics for congestive heart failure, hepatic
cirrhosis and ascites, states of aldosterone excess with
normal renal function, potassium-losing nephropathy,
certain diarrheal states, or other states where hypokalemia
is thought to represent particular risks such as in patients
with a history of ventricular arrhythmias.
•	Bumetanide treatment should be initiated in the hospital
with small doses and careful monitoring in patients with
hepatic cirrhosis and ascites. Supplemental potassium
and/or spironolactone may prevent hypokalemia and
metabolic alkalosis in these patients.
•	Patients potassium should be measured periodically and
potassium supplements or potassium-sparing diuretics
added if necessary.
•	Periodic determinations of other electrolytes are advised
in patients treated with high doses or for prolonged
periods, particularly in patients on low salt diets.
•	Hyperuricemia may occur. Reversible elevations of the
BUN and creatinine may also occur, especially in association
with dehydration and particularly in patients with renal
insufficiency. Bumetanide may increase urinary calcium
excretion with resultant hypocalcemia.
•	Diuretics have been shown to increase the urinary excretion
of magnesium resulting in hypomagnesemia.
•	There is a potential risk for ototoxicity in patients receiving
IV bumetanide therapy, especially at high doses, repeated
frequently in the face of renal excretory function impairment.
As with other diuretics, bumetanide may increase the risk
of ototoxicity when administered with aminoglycosides.

•	Periodic determinations of blood sugar should be done,
particularly in patients with diabetes or suspected latent
diabetes.
•	Patients should be observed regularly for possible
occurrence of blood dyscrasias, liver damage, or
idiosyncratic reactions.
•	Potential drug interactions can occur with the following
drugs:
- Drugs with ototoxic potential. Aminoglycoside
antibiotics should be avoided, except in life-threatening
conditions.
- Drugs with nephrotoxic potential should be avoided.
- Lithium should not be given concurrently with
bumetanide to avoid lithium toxicity.
- Probenecid should not be administered concurrently
with bumetanide due to a reduction in natriuresis and
hyperreninemia produced by bumetanide.
- Indomethacin should not be administered concurrently
with bumetanide due to a reduction in urine volume
and sodium excretion seen during bumetanide treatment
and it inhibits the bumetanide-induced increase in
plasma renin activity.
- Bumetanide may potentiate the effect of various
antihypertensive drugs, necessitating a reduction in
the dosage of these drugs.
•	Bumetanide is a Pregnancy Category C agent. There are
no adequate and well-controlled studies in pregnant
women. Bumetanide should be given to a pregnant
woman only if the potential benefit justifies the potential
risk to the fetus.

•	Patients allergic to sulfonamides may show hypersensitivity
bumetanide.

•	It is not known whether bumetanide is excreted in
human milk and therefore, should nursing should not
be undertaken while the patient is on bumetanide.

•	Patients should be observed regularly for possible
occurrence of thrombocytopenia.

•	Safety and effectiveness in pediatric patients below the
age of 18 have not been established.
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•	Dose selection for an elderly patient should be cautious,
usually starting at the low end of the dosing range,
reflecting the greater frequency of decreased hepatic,
renal, or cardiac function, and of concomitant disease
or other drug therapy.
ADVERSE REACTIONS
•	The most frequent clinical adverse reactions considered
probably or possibly related to bumetanide are muscle
cramps (seen in 1.1% of treated patients), dizziness (1.1%),
hypotension (0.8%), headache (0.6%), nausea (0.6%), and
encephalopathy (in patients with preexisting liver disease)
(0.6%). One or more of these adverse reactions have been
reported in approximately 4.1% of bumetanide-treated
patients.
•	Less frequent clinical adverse reactions to bumetanide are
impaired hearing (0.5%), pruritus (0.4%), electrocardiogram
changes (0.4%), weakness (0.2%), hives (0.2%), abdominal
pain (0.2%), arthritic pain (0.2%), musculoskeletal pain
(0.2%), rash (0.2%) and vomiting (0.2%). One or more of
these adverse reactions have been reported in approximately
2.9% of bumetanide-treated patients.
OVERDOSAGE
•	Overdosage can lead to acute profound water loss,
volume and electrolyte depletion, dehydration, reduction
of blood volume and circulatory collapse with a possibility
of vascular thrombosis and embolism. Electrolyte depletion
may be manifested by weakness, dizziness, mental
confusion, anorexia, lethargy, vomiting and cramps.
Treatment consists of replacement of fluid and
electrolyte losses by careful monitoring of the urine
and electrolyte output and serum electrolyte levels.
You are encouraged to report negative side effects of
prescription drugs to the FDA. Visit www.fda.gov/medwatch.
Or call 1-800-FDA-1088.
Please see full prescribing information for BUMETANIDE
Injection, USP.
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