
THE NEXT GENERATION OF PHARMACY INNOVATION

CISplatin 
Injection

50 mg per 50 mL       |   NDC 70860-206-50

100 mg per 100 mL |   NDC 70860-206-51

ATHENEX AccuraSEESM PACKAGING AND LABELING 

BIG, BOLD AND BRIGHT —  
TO HELP YOU SEE IT, SAY IT AND PICK IT RIGHT

DIFFERENTIATION IN EVERY LABEL,  
DESIGNED TO HELP REDUCE MEDICATION ERRORS

PLEASE SEE FULL PRESCRIBING INFORMATION, INCLUDING BOXED WARNING, FOR CISPLATIN INJECTION, ENCLOSED.



 Our proprietary, differentiated 
and highly-visible label designs  
can assist pharmacists in  
accurate medication selection.  

With a unique AccuraSEE label 
design for every Athenex  
product, we’re helping your 
pharmacy to reduce the risk  
of medication errors. The idea 
is simple: “So what you see  
is exactly what you get.”

ccura

CHOOSE AccuraSEESM  
FOR YOUR PHARMACY

DESCRIPTION Amber Vial

CONCENTRATION 1 mg per mL

CLOSURE 20 mm

UNIT OF SALE 1 vial

BAR CODED Yes
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CISPLATIN Injection
INDICATION AND USAGE

•  Cisplatin Injection is indicated in established combination therapy 
with other approved chemotherapeutic agents in patients with 
metastatic testicular tumors who have already received appropriate 
surgical and/or radiotherapeutic procedures.

•  Cisplatin Injection is indicated in established combination therapy 
with other approved chemotherapeutic agents in patients  
with metastatic ovarian tumors who have already received appropriate 
surgical and/or radiotherapeutic procedures. An established combination 
consists of cisplatin and cyclophosphamide. Cisplatin Injection, as a single 
agent, is indicated as secondary therapy In patients with metastatic 
ovarian tumors refractory to standard chemotherapy who have not 
pr viously received Cisplatin Injection therapy.

•  Cisplatin Injection is indicated as a single agent for patients with 
transitional cell bladder cancer which is no longer amenable to local 
treatments, such as surgery and/or radiotherapy.

IMPORTANT SAFETY INFORMATION

WARNINGS

Cisplatin should be administered under the supervision of a qualified 
physician experienced in the use of cancer chemotherapeutic agents. 
Appropriate management of therapy and complications is possible only 
when adequate diagnostic and treatment facilities are readily available.

Cumulative renal toxicity associated with cisplatin is severe. Other major 
dose-related toxicities are myelosuppression, nausea, and vomiting.

Ototoxicity, which may be more pronounced in children, and is manifested 
by tinnitus, and/or loss of high frequency hearing and occasionally 
deafness, is significant.

Anaphylactic-like reactions to cispfatin have been reported. Facial edema, 
bronchoconstriction, tachycardia, and hypotension may occur within 
minutes of cisplatin administration. Epinephrine, corticosteroids, and 
antihistamines have been effectively employed to alleviate symptoms.

Exercise caution to prevent inadvertent cisplatin overdose. Doses  
greater  than  100 mg/ m2/ cycle once every 3 to 4 weeks are rarely 
used. Care must be taken to avoid inadvertent cisplatin overdose due 
to confusion with carboplatin or prescribing practices that fail to 
differentiate daily doses from total dose per cycle.

CONTRAINDICATIONS 
•  Cisplatin is contraindicatedin patients with pre-existing renal impairment.  

Cisplatin should not be employed in myelosuppressed patients, or 
in patients with hearing impairment.

•  Cisplatin is contraindicated in patients with a history of allergic  
reactions to cisplatin or other platinum containing compounds.

WARNINGS 
•  Cisplatin produces cumulative nephrotoxicity which is potentiated 

by aminoglycoside antibiotics. Serum creatlnine, blood urea nitrogen 
(BUN), creatinine clearance, and magnesium, sodium, potassi um, 
and calcium levels should be measured prior to initiating therapy, 
and prior to each subsequent course. At the recommended dosage, 
cisplatin should not be given more frequently than once every 3 to 
4 weeks. Elderly patients may be more susceptible to nephrotoxicity.

•  There are reports of severe neuropathies in patients in whom regimens 
are employed using higher doses of cisplatin or greater dose  
frequencies than those recommended. These neuropathies may  
be irreversible and are seen as paresthesias in a stocking-glove  
distribution, areflexia , and loss of proprioception and vibratory  
sensation. Elderly patients may be more susceptible to peripheral 
neuro pathy. Loss of motor function has also been reported.

•  Cisplatin can commonly cause ototoxicity which is cumulative and may 
be  severe . Audiometric testing should be performed prior to initiating 
therapy and prior to each subsequent dose of drug. All pediatric 
patients receiving cisplatin sh ould have audiometric testing at 
baseline, prior to each subsequent dose of drug and for several years 
post therapy.

•  Cisplatin can cause fetal harm when administered to a pregnant 
woman. If this drug is used during pregnancy or if the patient 
becomes pregnant while taking this drug, the patient should be 
apprised of the potential hazard to the fetus. Pat ients should be 
advised to avoid becoming pregnant.

•  The development  of acute leukemia coincident  with the use of 
cisplatin has been reported. In these reports, cisplatin was generally 
given in combination with other leukemogenic agents.

•  Injection site reactions may occur during the administration of 
cisplatin. Given the possibility of extravasation, it is recommended to 
closely monitor the infusion site for possible infiltration during drug 
administration. A specific treatment for extravasation reactions is 
unknown at this time.

PRECAUTIONS 
•  Peripheral blood counts should be monitored weekly. liver function 

should be monitored periodically. Neurologic examination should 
also be performed regularly.

•  Cisplatin should not be used during nursing.

•  Cisplatin should not be given by rapid intravenous injection.

•  Pretreatment hydration with 1 to 2 liters of fluid infused for 8 to 12 
hours prior to a cisplatin dose is recommended.

•  Needles or intravenous sets containing aluminum parts that may 
come in contact with cisplatin should not be used for preparation 
or administration because aluminum reacts with cisplatin, causing 
precipitate formation and a loss of potency.

ADVERSE REACTIONS 
•  Nephrotoxicity- Dose-related and cumulative renal insufficiency, 

including acute renal failure, is the major dose-limiting toxicity of 
cisplatin and is manifested by elevations in BUN and creatinine, 
serum uric acid and/or a decrease in creatinine clearance.

•  Ototoxicity- Manifested by tinnitus a d/or hearing loss in the high 
frequency range (4, 000 to 8,000 Hz).

•  Hematologic- Myelosuppression (leukopenia, thrombocytopenia, 
anemia), neutropenic fever/infection, Coombs’ positive hemolytic 
anemia, acute leukemia (generally when cisplatin given in  
combination with other leukemogenic agents).

• Gastrointestinal- Nausea, vomiting, diarrhea.

•  Serum electrolyte disturbances- Hypomagnesemia, hypocalcemia, 
hyponatremia, hypokalemia, and hypophosphatemia.

• Hyperuricemia

•  Neurotoxicity- Peripheral neuropathy, Lhermitte’s sign, dorsal 
column myelopathy, autonomic neuropathy, loss of taste, seizures, 
leukoencephalopathy, reversible posterior leukoencephalopathy 
syndrome (RPLS), and muscle cramps.

•  Ocular toxicity- Optic neuritis, papilledema, cerebral blindness, 
blurred vision, and altered color perception.

•  Anaphylactic-like reactions- Facial edema, wheezing, tachycardia, 
and hypotension.

•  Hepatotoxicity- Transient elevations of liver enzymes and bilirubin.

•  Other events- Cardiac abnormalities, hiccups, elevated serum  
amylase, rash, alopecia, malaise, and dehydration.

OVERDOSAGE 
•  Acute overdosage may result in kidney failure, liver failure, deafness, 

ocular toxicity, significant myelosuppression, intractable nausea  
and vomiting and/or neuritis, and death.

•  No proven antidotes have been established for cisplatin overdosage. 
Hemodialysis appears to have little effect. Management of overdosage 
should include general supportive measures to sustain the patient 
through any period of toxicity that may occur.

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 CISPLATIN Injection.
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