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Cytarabine Kabi

Cytarabine Kabi is available as follows:

 100 mg 1 ml Vial

 500 mg 5 ml Vial

 1 g 10 ml Vial

 2 g 20 ml Vial

Composition 1 ml of solution contains cytarabine 100 mg

Pharmaceutical form  Solution for injection is filled in colourless glass vial closed with 
bromobutyl rubber stopper, and sealed with green aluminium flip off 
overseal.

Excipients  Hydrochloric acid (for pH-adjustment), sodium hydroxide  
(for pH-adjustment), water for injection

Shelf life 18 months (before opening the vial)

The colour of the packaging 
is designed to improve 
patient and user safety and to 
distinguish between different 
products in our range.

Therapeutic class

Pyrimidine nucleoside analogue

Indications

•	 Remission	in	acute	myeloid	leukaemia	in	adults

•	 For	other	acute	leukaemias	of	adults	and	children



Stability

Chemical	and	physical	in-use	stability	
has	been	demonstrated	for	8	days	
below	25	°C.

Trusted Generics: Total Care

Cytarabine Kabi in focus

•	 A	pyrimidine	nucleoside	analogue,	is	
an	antineoplastic	agent	which	inhibits	
the	synthesis	of	deoxyribonucleic	acid	
specifically	in	the	S	phase	of	the	cell	
cycle

•	 Proven	induction	of	remission	benefit	
in	acute	myeloid	leukaemia	in	adults	
and	for	other	acute	leukaemias	of	
adults	and	children*

*	Reference:	Roland	B	et	al.	J	Clin	Oncol	2010;	28:	1766-1771

Manufacturing and safety

Our	state	of	the	art	cleaning	process	for	
finished	vials	guarantees	the	removal	of	all	
external	contamination.

Fresenius	Kabi	sleeved	vials	(OncoShield®) 
offers	maximum	protection	for	people	
working	with	cytotoxic	drugs.

OncoShield®



Abridged SPC of Cytarabine Kabi 100 mg/ml concentrate solution for infusion (cytarabine)

Composition: The solution contains 100 mg of cytarabine. Each vial of 1 ml contains 100 mg, each vial of 5 ml contains 500 mg, each 
vial of 10 ml contains 1 g and each vial of 20 ml contains 2 g of cytarabine. Mechanism of action: Cytarabine, a pyrimidine nucleoside 
analogue, is an antineoplastic agent which inhibits the synthesis of deoxyribonucleic acid specifically in the S phase of the cell 
cycle. It also has antiviral and immunosuppressant properties. Indications: Remission in acute myeloid leukaemia in adults and for 
other acute leukaemias of adults and children. Dosage and administration: Cytarabine 100 mg/ml should not be administered by 
the intrathecal route. 1) Remission induction: a) Continuous treatment: i) Rapid injection - 2 mg/kg/day is a judicious starting dose. 
Administer for 10 days. Obtain daily blood counts. If no antileukaemic effect is noted and there is no apparent toxicity, increase to 
4 mg/kg/day and maintain until therapeutic response or toxicity is evident. Almost all patients can be carried to toxicity with these 
doses. ii) 0.5-1.0 mg/kg/day may be given in an infusion of up to 24 hours duration. Results from one-hour infusions have been 
satisfactory in the majority of patients. After 10 days this initial daily dose may be increased to 2 mg/kg/day subject to toxicity. 
Continue to toxicity or until remission occurs. b) Intermittent treatment: I) 3-5 mg/kg/day are administered intravenously on each 
of five consecutive days. After a two to nine-day rest period, a further course is given. Continue until response or toxicity occurs. 
ii) Cytarabine 100-200 mg/m2/24 hours, as continuous infusion for 5-7 days alone or in combination with other cytostatics including 
for instance an anthracycline has been used. Additional cycles may be administered at intervals of 2-4 weeks, until remission is 
achieved or unacceptable toxicity occurs. 2) Maintenance therapy: i) Remissions which have been induced by cytarabine, or by 
other drugs, may be maintained by intravenous or subcutaneous injection of 1 mg/kg once or twice weekly. Cytarabine has also been 
administered in doses of 100-200 mg/m2, as continuous infusion for 5 days at monthly intervals as monotherapy or in combination 
with other cytostatics. Special populations: High dosage: Cytarabine, under strict medical surveillance, is administered as 
monotherapy or in combination with other cytostatics, 2-3 g/m2, as intravenous infusion, for 1-3 hours every 12 hours for 2-6 days 
(total of 12 doses per cycle). A total treatment dose of 36 g/m2 should not be exceeded. Frequency of treatment cycles depends on 
the response to treatment and hematological and non-hematogological toxicity. Also refer to precautions (4.4) for treatment 
stopping requirements. Paediatric patients: Safety in infants has been not established. Patients with hepatic and renal impairment: 
Dosage should be reduced. Cytarabine can be dialyzed. Therefore, Cytarabine should not be administered immediately before or 
after a dialysis. Elderly Patients: High dose therapy in patients  60 years should be administered only after careful risk benefit-
evaluation. Contraindications: Hypersensitivity to the cytarabine or to any of the excipients of cytarabine injection. Anaemia, 
leucopenia and thrombocytopenia of non-malignant aetiology (e.g bone marrow aplasia); unless the clinician feels that such 
management offers the most hopeful alternative for the patient. Degenerative and toxic encephalopathies, especially after the use 
of methotrexate or treatment with ionizing radiation. Special warnings and precautions for use: Cytarabine is a potent bone 
marrow suppressant. Therapy should be started cautiously in patients with pre-existing drug-induced bone marrow suppression. 
Bone marrow examinations should be performed frequently after blasts have disappeared from the peripheral blood. Anaphylactic 
reactions have occurred with cytarabine treatment. Anaphylaxis that resulted in acute cardiopulmonary arrest and required 
resuscitation has been reported. This occurred immediately after the intravenous administration of Cytarabine. These reactions 
include reversible corneal toxicity; cerebral and cerebellar dysfunction, usuall reversible; somnolence; convulsion; severe gastro-
intestinal ulceration, including pneumatosis cystoides intestinalis, leading to peritonitis; sepsis and liver abscess; and pulmonary 
oedema. Cytarabine has been shown to be carcinogenic in animals. Patients treated with high doses of cytarabine should be 
observed for neuropathy since dose schedule alterations may be needed to avoid irreversible neurologic disorders. Severe and 
sometimes fatal pulmonary toxicity, adult respiratory distress syndrome and pulmonary oedema have occurred following high dose 
schedules with cytarabine therapy. Abdominal tenderness (peritonitis) and guaiac positive colitis, with concurrent neutropenia and 
thrombocytopenia, have been reported in patients treated with conventional doses of cytarabine in combination with other drugs. 
In patients with pre-existing liver impairment cytarabine should be administered only with utmost care. Periodic checks of bone 
marrow, liver and kidney functions should be performed in patients receiving cytarabine. Like other cytotoxic drugs, cytarabine may 
induce hyperuricaemia secondary to rapid lysis of neoplastic cells. The clinician should monitor the patient's blood uric acid level 
and be prepared to use such supportive and pharmacological measures as may be necessary to control this problem. Administration 
of live or live-attenuated vaccines in patients immunocompromised by chemotherapeutic agents including cytarabine, may result 
in serious or fatal infections. Vaccination with a live vaccine should be avoided in patients receiving cytarabine. Killed or inactivated 
vaccines may be administered; however, the response to such vaccines may be diminished. High-dose: The risk of CNS side effects 
is higher in patients who have previously had CNS treatment as chemotherapy intrathecally or radiation therapy. Concurrent 
granulocyte-transfusion should be avoided as severe respiratory insufficiency have been reported. Cases of cardiomyopathy with 
subsequent death has been reported following experimental high dose therapy with cytarabine in combination with cyclophosphamide 
when used for bone marrow transplant preparation. Pregnancy and lactation: Cytarabine is known to be teratogenic in some animal 
species. The use of cytarabine in women who are, or who may become, pregnant should be undertaken only after due consideration 
of the potential benefits and hazards. Men and women have to use effective contraception during and up to 6 months after 
treatment. This product should not normally be administered to patients who are pregnant or to mothers who are breast-feeding. 
Fertility studies to assess the reproductive toxicity of cytarabine have not been conducted. Undesirable effects: Undesirable 
effects from cytarabine are dose-dependent. Most common are gastro-intestinal undesirable effects. Cytarabine is toxic to the bone 
marrow, and causes haematological undesirable effects. Cytarabine (Ara-C) Syndrome: (Immunoallergic effect), hematological 
toxicity, nervous system disorders, Corneal and conjuctival toxicity, gastrointestinal disorders, Liver abscesses, hepatomegaly, 
Budd-Chiari-syndrome, respiratory, thoracic and mediastinal disorders, cardiomyopathy and rhabdomyolysis and one case of 
anaphylaxis that resulted in cardiopulmonary arrest and required resuscitation has been reported. Overdose: No specific antidote. 
Managed advised at overdosage include: Cessation of therapy, followed by management of ensuing bone marrow depression 
including whole blood or platelet transfusion and antibiotics as required. Twelve doses of 4.5 g/m2 by IV infusion over one hour 
every 12 hours induces irreversible and fatal central nervous system toxicity. Cytarabine may be removed by haemodialysis. List of 
excipients: Hydrochloric Acid (for pH-adjustment), Sodium Hydroxide (for pH-adjustment), Water for injections Shelf life: 18 months 

Registered product information may differ in your country. Before prescribing refer to nationally approved Prescribing 
Information. 

Fresenius Kabi Deutschland GmbH 

Else-Kröner-Straße 1 

61352 Bad Homburg v.d.H. 

Germany 

Phone: +49 (0) 61 72 686-0 

www.fresenius-kabi.com B
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