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ABBREVIATED PRESCRIBING INFORMATION UK 

 

Cytarabine 20mg/ml & 100mg/ml solution for infusion or injection 

Prescribing Information:  

Please refer to the Summary of Product Characteristics (SmPC) before prescribing Cytarabine. 

Indications: For induction of remission in acute myeloid leukaemia in adults and for other acute 

leukaemias of adults and children. Presentation: 1 ml of solution contains 20mg of cytarabine or 1 ml 

of solution contains 100mg of cytarabine. Dosage and administration: By intravenous infusion or 

injection, or subcutaneous injection. Dosage recommendations may be converted from those in terms 

of bodyweight to those related to surface area by means of nomograms, as presented in Documenta 

Geigy. 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. 

Remission induction: b) Intermittent treatment:  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. The first evidence of marrow improvement has been reported to occur 

7 - 64 days (mean 28 days) after the beginning of therapy. Maintenance therapy: 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. Special populations: Paediatrics: Children appear to 

tolerate higher doses than adults and, where dose ranges are quoted, the children should receive the 

higher dose and the adults the lower. Elderly: There is no information to suggest that a change in dosage 

is warranted however particular attention should thus be given to drug induced leukopenia, 

thrombocytopenia, and anaemia, with appropriate initiation of supportive therapy when indicated. 

Contraindications:  Hypersensitivity to the active substance or to any of the excipients. Cytarabine 

should not be considered in patients with pre-existing drug-induced bone marrow suppression unless 

warranted. Cytarabine should not be used in the management of non-malignant disease, except for 

immunosuppression. Warnings and precautions:  Cytotoxic: Only physicians experienced in cancer 

chemotherapy should use cytarabine. Haematologic Effects: The main toxic effect of cytarabine is bone 

marrow suppression with leukopenia, thrombocytopenia, anaemia, megaloblastosis and reduced 

reticulocytes. Therapy should be started cautiously in patients with pre-existing drug-induced bone 

marrow suppression. High Dose Schedules: Severe and at times fatal CNS, GI and pulmonary toxicity 

(different from that seen with conventional therapy regimens of cytarabine) has been reported following 

some experimental high dose (2-3 g/m2) schedules with cytarabine. Patients receiving cytarabine must 

be monitored closely.  Hepatic and/or Renal Function: The human liver apparently detoxifies a 

substantial fraction of an administered dose of cytarabine. In particular, patients with renal or hepatic 

function impairment may have a higher likelihood of CNS toxicity after high-dose treatment with 

cytarabine. Use the drug with caution and at reduced dose in patients whose liver function is poor. 

Neurological: Cases of severe neurological adverse reactions that ranged from headache to paralysis, 

coma and stroke-like episodes have been reported mostly in juveniles and adolescents given intravenous 

cytarabine in combination with intrathecal methotrexate. Tumour Lysis Syndrome: 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. Pancreatitis: Cases of 

pancreatitis have been observed with the induction of cytarabine. Immunosuppressant Effects/Increased 

Susceptibility to Infections: 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. 
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Drug interactions: 5-Fluorocytosine should not be administered with cytarabine as the therapeutic 

efficacy of 5-Fluorocytosine has been shown to be abolished during such therapy. Reversible decreases 

in steady-state plasma digoxin concentrations and renal glycoside excretion were observed in patients 

receiving beta-acetyldigoxin and chemotherapy regimens containing cyclophosphamide, vincristine 

and prednisone with or without cytarabine or procarbazine. Therefore, monitoring of plasma digoxin 

levels may be indicated in patients receiving similar combination chemotherapy regimens. Intravenous 

cytarabine given concomitantly with intrathecal methotrexate may increase the risk of severe 

neurological adverse reactions such as headache, paralysis, coma and stroke like episodes. Pregnancy 

and lactation: Cytarabine should not normally be administered to patients who are pregnant or to 

mothers who are breast-feeding. Ability to drive and use machines:  No effects seen with cytarabine. 

Nevertheless, patients receiving chemotherapy may have an impaired ability to drive or operate 

machinery and should be warned of the possibility and advised to avoid such tasks if so affected. 

Undesirable events: Consult SmPC for full list of side effects.  Very Common: Sepsis, pneumonia, 

infection, bone marrow failure, thrombocytopenia, anaemia, anaemia megaloblastic, leukopenia, 

reticulocyte count decreased, stomatitis, mouth ulceration, anal ulcer, anal inflammation, diarrhoea, 

vomiting, nausea, abdominal pain, hepatic function abnormal, alopecia, rash, cytarabine syndrome, 

pyrexia. Common: Skin ulcer. Adverse reactions reported in association with high dose therapy: Very 

Common: Cerebral disorder, cerebellar disorder, somnolence, corneal disorder, acute respiratory 

distress syndrome, pulmonary oedema. Common: Necrotising colitis, skin exfoliation, Legal category: 

POM.  Marketing Authorisation number and basic NHS price:  Cytarabine 100mg/ml, supplied as 

single vials containing 100mg/ml cytarabine in 10ml (1g), £39.00 or 20ml (2g), £77.50 PL 00057/0955. 

Cytarabine 20mg/ml supplied as vials containing 20mg/ml cytarabine in 5 ml (100mg) in packs of 5, 

£20.48 or 25ml (500mg) as single vials, £19.50 PL 00057/0954. Marketing Authorisation Holder: 

Pfizer Limited, Ramsgate Road, Sandwich, Kent CT13 9NJ UK. Further information is available on 

request from: Pfizer Limited, Walton Oaks, Dorking Road, Tadworth, Surrey, KT20 7NS. 
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Adverse events should be reported. Reporting forms and information 

can be found at: www.mhra.gov.uk/yellowcard or search for MHRA 

Yellow Card in the Google Play or Apple App Store. Adverse events 

should also be reported to Pfizer Medical Information on 01304 616161. 

 

http://www.mhra.gov.uk/yellowcard

