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Cytara”

Cytarabine USP

COMPOSITION

Cytan® Injection 100 mg: Each vail soulution contains Cytarabine
USP 100 mg.

Cytan® Injection 500 mg: Each vail soulution contains Cytarabine
USP 500 mg.

Cytan® Injection 1000 mg: Each vail soulution contains Cytarabine
USP 1000 mg.

PHARMACOLOGY

Cytarabine Injection, an antineoplastic, is a sterile solution of
cytarabine for intravenous, intrathecal or subcutaneous
administration. Cytarabine is rapidly metabolized and is not effective
orally; less than 20 percent of the orally administered dose is
absorbed from the gastrointestinal tract.

INDICATIONS

Cytarabine Injection in combination with other approved anti-cancer
drugs is indicated for remission induction in acute non-lymphocytic
leukemia of adults and pediatric patients. It has also been found
useful in the treatment of acute lymphocytic leukemia and the blast
phase of chronic myelocytic leukemia. Intrathecal administration of
Cytarabine Injection (preservative free preparations only) is indicated
in the prophylaxis and treatment of meningeal leukemia.

DOSAGE AND ADMINISTRATION

Cytarabine Injection is not active orally. The schedule and method of
administration varies with the program of therapy to be used.
Cytarabine Injection may be given by intravenous infusion or
injection, subcutaneously, or intrathecally (preservative free
preparation only). In the induction therapy of acute non-lymphocytic
leukemia, the usual cytarabine dose in combination with other
anticancer drugs is 100 mg/m?/day by continuous IV infusion (1 to 7
Days) or 100 mg/m? IV every 12 hours 1 to 7 Days). The literature
should be consulted for the current recommendations for use in
acute lymphocytic leukemia.

Intrathecal Use in Meningeal Leukemia: Cytarabine injection has
been used intrathecally in acute leukemia in doses ranging from 5
mg/m?to 75 mg/m?of body surface area.

CONTRAINDICATIONS
Cytarabine Injection is contraindicated in those patients who are
hypersensitive to the drug.

WARNINGS AND PRECAUTIONS
Cytarabine is a potent bone marrow suppressant. Therapy should be
started cautiously in patients with pre-existing drug-induced bone
marrow suppression. Patients receiving cytarabine must be
monitored closely. Frequent platelet and leucocyte counts and bone
marrow examinations are mandatory.

SIDE EFFECTS

Common: Anorexia, Oral and anal inflammation, Nausea or
uclearation, Thrombophlebitis, Vomiting Hepatic dysfunction
Bleeding (all sites), Diarrhea, Fever, Nausea.

Rare: Sepsis, Sore throat, Conjunctivitis, Pneumonia, Alopecia,
Urinary retention, Allergic edema

USE IN PREGNANCY AND LACTATION

Pregnancy: Teratogenic Effects. Pregnancy Category D.

Nursing mothers: It is not known whether this drug is excreted in
human milk. Use in children & Adolescents: See indications and
usage

DRUG INTERATION

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.

OVERDOSE
There is no antidote for overdosage of cytarabine.

STORAGE
Store at temperature not exceeding 30°C in a dry place. Protect from
light.

PACKAGING

Cytan® Injection 100 mg: Box containing 1 vial in plastic tray.
Cytan® Injection 500 mg: Box containing 1 vial in plastic tray.
Cytan® Injection 1000 mg: Box containing 1 vial in plastic tray.

Medicine: Keep out of reach of children
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