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PROFESSIONAL INFORMATION 

 

SCHEDULING STATUS: 

S4 

 

PROPRIETARY NAME AND DOSAGE FORM: 

ABIC VINCRISTINE SULPHATE 1 mg/1 ml (IV Injection) 

ABIC VINCRISTINE SULPHATE 2 mg/2 ml (IV Injection) 

 

COMPOSITION: 

Each 1 ml of solution contains 1 mg vincristine sulphate. 

Excipients: mannitol and water for injection. 

 

PHARMACOLOGICAL CLASSIFICATION: 

A 26 Cytostatic Agents 

 

PHARMACOLOGICAL ACTION: 

Pharmacodynamic properties: 

Vincristine is a vinca alkaloid which is a cell-cycle-specific antineoplastic agent and blocks mitosis 

with metaphase arrest.  It seems likely that most of the biological activity can be explained by its 

ability to bind specifically with the protein tubulin, a key component of cellular microtubules.  Through 

disruption of the microtubules of the mitotic apparatus, cell division is arrested in metaphase.  The 

development of CNS leukaemia in patients receiving vincristine and in haematological remission has 

been interpreted as evidence that the alkaloid poorly penetrates the blood brain barrier. 

 

INDICATIONS: 

ABIC VINCRISTINE SULPHATE, often in combination with other agents, is indicated in acute 

leukaemia, especially the lymphoblastic variety in both adults and children and in Hodgkin’s disease 

and related lymphomas. 

Beneficial responses have been reported in patients with a variety of other neoplasms, particularly 
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Wilm’s tumour, neuroblastoma, brain tumours, rhabdomyosarcoma, carcinoma of the breast, bladder, 

and male and female reproductive systems.  

 

CONTRAINDICATIONS: 

• patients with a known hypersensitivity to vincristine sulphate or one of the excipients of ABIC 

VINCRISTINE SULPHATE 

ABIC VINCRISTINE SULPHATE should not be given to patients with bacterial infection. 

 

It is contraindicated: 

• in patients with the demyelinating form of Charcot-Marie-Tooth syndrome 

• in patients with severe liver function disorder 

• in patients with constipation and impending ileus, particularly in children 

• in patients who are treated with radiotherapy in which the liver is involved (refer to 

INTERACTIONS). 

 

WARNINGS AND SPECIAL PRECAUTIONS: 

FATAL IF GIVEN INTRATHECALLY. FOR INTRAVENOUS USE ONLY. 

ABIC VINCRISTINE SULPHATE must be used only under strict supervision by medical practitioners 

experienced in therapy with cytotoxic agents. 

 

Extemporaneously prepared syringes containing this product must be packaged in an overwrap which 

is labelled “DO NOT REMOVE COVERING UNTIL MOMENT OF INJECTION. FOR INTRAVENOUS 

USE ONLY.  FATAL IF GIVENBY OTHER ROUTES”.  

After inadvertent intrathecal administration, immediate neurosurgical intervention is required in order 

to prevent ascending paralysis leading to death. In a very small number of patients, life-threatening 

paralysis and subsequent death was averted but resulted in devastating neurological sequelae, with 

limited recovery afterwards. 

 

Based on the published management of these survival cases, if ABIC VINCRISTINE SULPHATE is 

mistakenly given by the intrathecal route, the following treatment should be initiated immediately 
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after the injection: 

1.   Removal of as much CSF as is safely possible through the lumbar access. 

2.   Insertion of an epidural catheter into the subarachnoid space via the intervertebral space above 

initial lumbar access and CSF irrigation with lactated Ringer’s solution.  Fresh frozen plasma 

should be requested and, when available, 25 ml should be added to every 1 litre of lactated 

Ringer’s solution. 

3. Insertion of an intraventricular drain or catheter by a neurosurgeon and continuation of CSF 

irrigation with fluid removal through the lumbar access connected to a closed drainage system. 

Lactated Ringer’s solution should be given by continuous infusion at 150 ml/h, or at a rate of 75 

ml/h when fresh frozen plasma has been added as above.   

The rate of infusion should be should be adjusted to maintain a spinal fluid protein level of 150 mg/dl. 

 

The following measures have also been used in addition but may not be essential: 

Folinic acid has been administered intravenously as a 100 mg bolus and then infused at a rate of 25 

mg/h for 24 hours, then bolus doses of 25 mg 6-hourly for 1 week.  Intravenous administration of 

glutamic acid 10 g over 24 hours, followed by 500 mg three times daily by mouth for one month.  

Pyridoxine has been given at a dose of 50 mg 8-hourly by intravenous infusion over 30 minutes.  

Their roles in the reduction of neurotoxicity are unclear. 

 

Care should be taken to avoid extravasation during injection of ABIC VINCRISTINE SULPHATE. 

Leakage into surrounding tissue during intravenous administration of ABIC VINCRISTINE SULPHATE 

may cause severe local reaction or extravasation. After administration the vein must be flushed 

through thoroughly. 

 

If leakage into surrounding tissue should occur during intravenous administration of ABIC 

VINCRISTINE SULPHATE, it may cause considerable irritation. The injection should be stopped 

immediately, and any remaining portion of the dose should be injected into another vein.  Local 

injection of hyaluronidase and the application of moderate heat to the area of leakage help to disperse 

the medicine and are thought to minimise discomfort and the possibility of cellulitis. 
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Because severe constipation and impaction of faeces often occur with ABIC VINCRISTINE 

SULPHATE, enemas or purgatives may be necessary. 

 

As ABIC VINCRISTINE SULPHATE penetrates the blood-brain barrier poorly, additional agents and 

routes of administration may be required for central nervous system leukaemias. 

 

Patients who received ABIC VINCRISTINE SULPHATE chemotherapy in combination with anticancer 

medicines known to be carcinogenic have developed second malignancies.  The contributing role of 

vincristine in this development has not been determined.  

 

ABIC VINCRISTINE SULPHATE should be given with caution to patients with pre-existing 

neuromuscular disease. 

 

The neurotoxic effect of ABIC VINCRISTINE SULPHATE may be additive with other neurotoxic 

agents or increased by spinal cord irradiation and neurological disease. Care should also be taken in 

elderly patients, who may be more susceptible to neurotoxicity. 

 

Doses may need to be adjusted in patients with impaired liver function. 

 

Care should be exercised to avoid accidental contamination of the eyes as ABIC VINCRISTINE 

SULPHATE is highly irritant and can cause corneal ulceration. The eye should be washed 

immediately and thoroughly. 

 

ABIC VINCRISTINE SULPHATE should be administered with caution in patients with ischaemic heart 

disorders. 

 

Leucopenia is less likely following therapy with ABIC VINCRISTINE SULPHATE than is the case with 

other oncolytic agents. It is usually neuromuscular rather than bone marrow toxicity that limits dosage. 

Since leucopenia may occur, both the medical practitioner and patient should be on the alert for any 

complicating infection. Should leucopenia occurs, appropriate measures should be taken including 
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careful consideration of timing the next ABIC VINCRISTINE SULPHATE dose. On occasions, these 

infections may prove fatal. 

 

Acute elevation of serum uric acid may occur during induction of remission in acute leukaemia; 

therefore, serum uric acid levels should be determined frequently during the first 3 to 4 weeks of 

treatment or appropriate measures taken to prevent uric acid neuropathy. 

 

Clinical reports of both male and female patients who received multiple-agent chemotherapy that 

included ABIC VINCRISTINE SULPHATE indicate that azoospermia and amenorrhoea can occur in 

post-pubertal patients. 

 

ABIC VINCRISTINE SULPHATE can cause foetal harm when administered to a pregnant woman 

(refer to HUMAN REPRODUCTION). 

Both men and women should take contraceptive measures during, and for 3 months after 

discontinuation of the treatment. Women of childbearing potential should be advised to avoid 

becoming pregnant while receiving ABIC VINCRISTINE SULPHATE (refer to HUMAN 

REPRODUCTION). 

 

Effects on ability to drive and use machines: 

No studies on the effects on the ability to drive and use machines have been performed. ABIC 

VINCRISTINE SULPHATE has neurological side effects and therefore you should not drive a vehicle 

or use machines until you know how you are affected. 

 

Contains mannitol and may have a laxative effect. 

 

INTERACTIONS: 

Interactions typical to all cytotoxics: 

Due to the increase of thrombotic risk in case of tumoral diseases, the use of anticoagulative 

treatment is frequent. The high intra-individual variability of the coagulability during diseases, and the 

eventuality of interaction between oral anticoagulants and anticancer chemotherapy require, if it is 
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decided to treat the patient with oral anticoagulants, to increase frequency of the INR (International 

Normalised Ratio) monitoring. 

 

Inhibitors of cytochrome P450 isoenzymes: 

Caution should be exercised in patients concurrently taking medicines known to inhibit medicine 

metabolism by hepatic cytochrome P450 isoenzymes in the CYP 3A subfamily, such as ritonavir, 

nelfinavir, ketoconazole, itraconazole, erythromycin, ciclosporin, nifedipine and nefazodone, or in 

patients with hepatic dysfunction. Concomitant administration of these potent inhibitors of this 

isoenzyme, and ABIC VINCRISTINE SULPHATE has been associated with earlier onset and/or 

increased severity of neuromuscular adverse effects (refer to SIDE EFFECTS), probably related to 

inhibition of vincristine metabolism. 

 

Phenytoin: 

The simultaneous administration of phenytoin and antineoplastic chemotherapy combinations that 

included ABIC VINCRISTINE SULPHATE has been reported to reduce blood levels of the 

anticonvulsant and to increase seizure activity. Although the contribution of the vinca alkaloids as 

contained in ABIC VINCRISTINE SULPHATE, has not been established, dosage adjustment of 

phenytoin, based on serial blood level monitoring, may need to be made when it is used in 

combination with ABIC VINCRISTINE SULPHATE. 

 

Other cytostatics: 

Pharmacodynamic interaction may occur with other cytostatics; enhancement of therapeutic and toxic 

activity. Concurrent use of ABIC VINCRISTINE SULPHATE with other myelosuppressive agents such 

as doxorubicin (especially with prednisone) may increase total myelosuppressive effects. 

 

Asparaginase/isoniazid and other neurotoxic agents: 

The possibility of producing severe and long-lasting peripheral neuropathies by administration of 

neurotoxic agents (e.g. isoniazid and L-asparaginase, ciclosporin A) to patients treated with ABIC 

VINCRISTINE SULPHATE is to be considered. In these patients, substances with a well-recognised 

neurotoxic effect should be given with caution and under constant neurological supervision. 
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When ABIC VINCRISTINE SULPHATE is used in combination with L-asparaginase, it should be 

given 12 to 24 hours before administration of the enzyme in order to minimise toxicity since 

administering L-asparaginase first may reduce hepatic clearance of vincristine. 

 

Vaccines, Killed Virus:  

Because normal defence mechanisms may be suppressed by ABIC VINCRISTINE SULPHATE 

therapy, the patient’s antibody response to the vaccine may be decreased. Restoration of the 

patient’s ability to respond to the vaccine after discontinuation of therapy varies from 3 months to 1 

year. 

 

Vaccines, Live Virus:  

Because normal defence mechanisms may be suppressed by ABIC VINCRISTINE SULPHATE 

therapy, concurrent use with a live virus vaccine may potentiate the replication of the virus, may 

increase the adverse effects of the virus, and/or may decrease the patient’s antibody response to the 

vaccine. 

Immunisation of these patients should be undertaken only with extreme caution and careful review of 

the patient’s haematological status and only with the knowledge and consent of the medical 

practitioner managing the ABIC VINCRISTINE SULPHATE therapy. 

Restoration of the patient’s ability to respond to the vaccine after discontinuation of therapy varies 

from 3 months to 1 year. 

 

Digoxin: 

Patients receiving chemotherapy, such as ABIC VINCRISTINE SULPHATE, may have impaired 

absorption of digoxin. The magnitude of the reduction appears to be sufficient to reduce the 

therapeutic effect of digoxin in some patients. Therefore, caution should be exercised when 

administering such combinations and dosage adjustment of digoxin may be necessary.1 

 

Mitomycin C: 

Acute shortness of breath and severe bronchospasm have been reported following the administration 

of vinca alkaloids, as contained in ABIC VINCRISTINE SULPHATE. 
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These reactions have been encountered most frequently when the vinca alkaloid (e.g. ABIC 

VINCRISTINE SULPHATE) was used in combination with mitomycin-C and may be serious when 

there is pre-existing pulmonary dysfunction. 

The onset may be within minutes or several hours after the vinca is injected and may occur up to 2 

weeks following the dose of mitomycin. Progressive dyspnoea, requiring chronic therapy, may occur. 

ABIC VINCRISTINE SULPHATE should not be re-administered. 

 

Radiation therapy: 

Radiation may augment the peripheral neurotoxicity of ABIC VINCRISTINE SULPHATE. The use of 

ABIC VINCRISTINE SULPHATE should be delayed until radiation therapy has been completed (refer 

to CONTRAINDICATIONS). 

 

Methotrexate: 

ABIC VINCRISTINE SULPHATE appears to increase the cellular uptake of methotrexate by 

malignant cells and this principle has been applied in high-dose methotrexate therapy. 

 

Severe hepatotoxicity, including veno-occlusive disease has been reported in patients treated with a 

combination of ABIC VINCRISTINE SULPHATE and dactinomycin for renal carcinoma. 

 

HUMAN REPRODUCTION: 

ABIC VINCRISTINE SULPHATE should be avoided during pregnancy and lactation. (refer to 

WARNINGS AND SPECIAL PRECAUTIONS).   

 

Pregnancy: 

Caution is necessary with the use of all oncolytic medicines during pregnancy. 

Both men and women receiving ABIC VINCRISTINE SULPHATE should be informed of the potential 

risk of adverse effects. Reliable methods of contraception or abstinence are recommended. 

Studies in animals have shown teratogenicity and if the patient becomes pregnant while receiving 

ABIC VINCRISTINE SULPHATE she should be informed of the potential hazard to the foetus. 

Women of childbearing potential should be advised to avoid becoming pregnant while receiving ABIC 
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VINCRISTINE SULPHATE and use effective contraception during treatment. 

 

Lactation: 

It is unknown whether ABIC VINCRISTINE SULPHATE is excreted in human breast milk.  You should 

not breastfeed your infant during treatment with ABIC VINCRISTINE SULPHATE. 

 

DOSAGE AND DIRECTIONS FOR USE: 

FOR INTRAVENOUS USE ONLY 

FATAL IF GIVEN BY ANY OTHER ROUTE 

 

Extreme care must be taken when calculating and administering the dose of ABIC VINCRISTINE 

SULPHATE since overdosage may have a very serious or fatal outcome. 

 

The dose for children is 2 mg/m2 body-surface or 50 µg/kg body mass increasing by weekly 

increments of 25 µg/kg to a maximum of 150 µg/kg. 

Adults may be given about 1,4 mg/m2 or 25 to 75 µg/kg weekly. For other malignancies 25 µg/kg may 

be given weekly and reduced to 5 to 10 µg/kg for maintenance. 

 

White-cell counts should be carried out before and after giving each dose. 

 

The solution may be injected either directly into a vein or into the tubing of a running intravenous 

infusion. Injection of the ABIC VINCRISTINE SULPHATE may be completed in about one minute. 

 

Special precautions should be taken for safe handling and disposal. 

Refer to WARNINGS AND SPECIAL PRECAUTIONS. 

1. Trained personnel only should reconstitute ABIC VINCRISTINE SULPHATE.  Pregnant staff 

should not be involved in its handling. 

2. This should be performed in a designated area, ideally in a vertical laminar flow hood (Biological 

Safety Cabinet-Class II), with the work surface covered with disposable plastic-backed absorbent 

paper. 
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3. Adequate protective clothing should be worn, i.e. PVC gloves, safety glasses, disposable gowns 

and masks.  In the event of contact with the eyes, wash with water and/or saline. 

4. Use Luer-Lock fittings on all syringes and sets.  The possible formation of air bubbles may be 

reduced by using large bore needles and venting needles. 

5. All unused material, needles, syringes, vials and other items which have come into contact with 

cytotoxic medicines should be segregated, placed in double sealed polyethylene bags and 

incinerated at 1000 ºC or more.  Excreta should be similarly treated.  Liquid waste may be flushed 

away with copious amounts of water. 

 

SIDE EFFECTS: 

In general, the side effects are reversible and dose dependent.  The most frequent occurring side 

effect is alopecia; the most troublesome side effects are neuromuscular in origin. 

Side effects may be divided into acute effects occurring shortly after administration, delayed effects 

occurring days or weeks after administration, and long-term effects which may not become evident for 

years.  Acute effects include anorexia, nausea and vomiting, allergic reactions, and local irritant 

effects.  Nausea and vomiting are common and may occur, with varying severity, minutes or hours 

after an injection.  Allergic reactions include skin rashes, pruritus, and erythema, often of areas 

previously irradiated, as well as symptoms such as fever, headache, hypotension, malaise, muscle 

wasting and weakness; anaphylaxis has been reported.   

Many antineoplastic agents have vesicant or irritant effects on the skin and mucous membranes and 

may cause thrombophlebitis when injected intravenously. 

Delayed or long-term adverse effects may result from the action of anti-neoplastic agents on rapidly 

dividing normal cells in the bone marrow, lymphoreticular tissue, gastrointestinal mucosa, skin, 

gonads, and foetus.   

 

Infections and infestations: 

Frequency unknown: Infection, sepsis, neutropenic sepsis. 

 

Neoplasms benign and malignant and unspecified: 

Less frequent: Secondary malignancies in patients treated with ABIC VINCRISTINE SULPHATE in 
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association with other anticancer medicines known to be carcinogenic. 

 

Blood and the lymphatic system disorders: 

Frequent: Bone marrow depression, leucopenia, anaemia, haemolytic anaemia, thrombocytopenia, 

bleeding, immunosuppressant effect involving both antibody and cell-mediated immunity. 

The attendant increased risks of infection and haemorrhage can be life-threatening although the 

severity of myelosuppression varies for individual agents and may occur days or weeks after 

administration. Wound healing may be delayed. 

 

Immune system disorders: 

Less frequent: Allergic reactions, such as anaphylaxis, rash and oedema, temporally related to ABIC 

VINCRISTINE SULPHATE therapy have been reported in patients who were treated with ABIC 

VINCRISTINE SULPHATE as part of multi-medicine chemotherapy regimens. 

 

Endocrine disorders: 

Less frequent: Syndrome of inappropriate antidiuretic hormone secretion (SIADH). The syndrome 

may be associated with the neurotoxicity of the medicine, possibly resulting from a direct effect on the 

hypothalamus. In these patients, hyponatraemia associated with increased urinary sodium excretion 

occurs without evidence of renal or adrenal disease, hypotension, dehydration, azotemia, or clinical 

oedema. With fluid restriction, improvement in the hyponatraemia and in the renal loss of sodium 

occurs. 

 

Metabolism and nutrition disorders: 

Less frequent: Anorexia. 

 

Eye disorders: 

Less frequent: Nystagmus. 

Frequency unknown: Double vision, optic, extra-ocular neuropathy, transient cortical blindness, optic 

atrophy with blindness. 
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Ear and labyrinth disorders: 

Less frequent: Partial or total deafness (temporary or permanent), difficulties with balance including 

dizziness and vertigo. Particular caution is warranted when ABIC VINCRISTINE SULPHATE is used 

in combination with other agents known to be ototoxic, such as the platinum-containing oncolytics. 

 

Cardiac disorders: 

Less frequent: Chemotherapy combinations which have included ABIC VINCRISTINE SULPHATE, 

when given to patients previously treated with mediastinal radiation have been associated with 

coronary artery disease and myocardial infarction. 

 

Vascular disorders: 

Less frequent: Hypertension and hypotension. 

 

Gastrointestinal disorders: 

Frequent: Constipation, parotid gland pain, nausea, vomiting. 

Because of severe constipation and impaction of faeces (colic-like abdominal pains can occur), 

laxatives or enemas as a routine prophylactic treatment against constipation is recommended for all 

patients receiving ABIC VINCRISTINE SULPHATE (refer to WARNINGS AND SPECIAL 

PRECAUTIONS). 

Less frequent: Stomatitis, mouth ulcers, oesophagitis, abdominal pain, haemorrhage, diarrhoea, and 

intestinal ulceration, perforation and necrosis. Paralytic ileus, particularly in young children. The ileus 

will reverse itself upon temporary discontinuance of ABIC VINCRISTINE SULPHATE and with 

symptomatic care.  

 

Reproductive system and breast disorders: 

Less frequent: Antineoplastic chemotherapy may lead to suppression of ovarian and testicular 

function resulting in amenorrhoea and the inhibition of spermatogenesis.  Gynaecomastia has been 

reported. 

 

Congenital and familial/genetic disorders: 
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ABIC VINCRISTINE SULPHATE is potentially mutagenic and teratogenic.   Administration in the first 

trimester of pregnancy in particular may result in foetal abortion, stunting, or malformation.  

Secondary malignancies may develop in patients who have previously undergone successful cancer 

chemotherapy, particularly where the alkylating agents were used.  This carcinogenic effect has been 

linked with the ability of antineoplastic agents to induce mutations and with the effects of prolonged 

immunosuppression, but it is not possible entirely to separate the effects of chemotherapy from those 

of radiation, and the underlying defects associated with the disease state. 

 

Renal and urinary disorders:  

Frequent: Polyuria, dysuria, and urinary retention due to bladder atony have occurred.  

Other medicines known to cause urinary retention should, if possible, be discontinued for the first few 

days following administration of ABIC VINCRISTINE SULPHATE. 

Other adverse effects include hyperuricaemia and acute renal failure due to uric acid nephropathy 

which may result from the lysis of large numbers of cells and the breakdown of nucleoproteins; 

nephrotoxicity may also occur. 

Hyperphosphataemia and other disturbances of electrolyte balance have also been reported.   

 

Hepato-biliary disorders:  

Less frequent: Hepatic veno-occlusive disease, particularly in children. Pigmentation of the skin and 

nails occurs with several antineoplastic agents and may be part of an Addisonian syndrome.  

Jaundice and abnormal liver function tests may sometimes be a manifestation of the disease rather 

than its treatment.   

 

Respiratory, thoracic and mediastinal disorders:  

Frequent: Pharyngeal pain, acute shortness of breath, severe bronchospasm (particularly when used 

together with mitomycin C. 

Less frequent: Effects on the lung, culminating in pulmonary fibrosis and neurotoxicity, both central 

and peripheral, occur variably.  

 

Nervous system disorders:  
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Frequent: Neurological toxicity is dose- and age-related. The most frequent neurotoxic manifestation 

is peripheral (mixed sensorimotor) neuropathy which occurs in nearly every patient. Frequently, there 

is a sequence to the development of neuromuscular side effects. Initially, only sensory impairment 

and paraesthesia may be encountered. With continued treatment, neuritic pain and later, motor 

difficulties may occur. Loss of deep-tendon reflexes, ataxia, difficulty in walking, foot drop, and 

paralysis have been reported with continued administration. Cranial nerve manifestations, including 

isolated paresis and/or paralysis of muscles controlled by cranial motor nerves, may occur in the 

absence of motor impairment elsewhere.  

Cranial nerve palsies and muscular weakness of the larynx may produce hoarseness and vocal cord 

paresis, including life-threatening bilateral vocal cord paralysis. Convulsions, often with hypertension, 

have occurred. Several instances of convulsions followed by coma have been reported in children. 

Less frequent: ABIC VINCRISTINE SULPHATE also produce autonomic and CNS toxicity, although 

less frequently than peripheral neuropathy. CNS effects including episodes of altered consciousness 

and mental changes such as depression, agitation, insomnia, confusion, psychoses, and 

hallucinations have been reported. 

 

Skin and subcutaneous tissue disorders: 

Frequent: Alopecia (reversible when the administration of ABIC VINCRISTINE SULPHATE is 

discontinued). 

Frequency unknown: Rash. 

 

Musculoskeletal, connective tissue and bone disorders: 

Frequent: Jaw pain, bone pain, back pain, limb pain and myalgias. 

Frequency unknown: Muscle wasting. 

 

General disorders and administrative site conditions: 

Less frequent: Fever, headache, phlebitis, pain, cellulitis and necrosis; these symptoms can occur 

after irritation of the vessel wall or after extravasation during the administration.  

 

Investigations:  
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Less frequent: Weight loss. 

 

KNOWN SYMPTOMS OF OVERDOSAGE AND PARTICULARS OF ITS TREATMENT: 

Refer to SIDE EFFECTS.  

An overdose with ABIC VINCRISTINE SULPHATE leads to the occurrence of the above-mentioned 

side effects, in an intensified manner.  In children younger than 13 years of age, overdose of 10 times 

the recommended dose has had fatal results.  In this patient group severe symptoms can occur with 

doses of 3 to 4 mg/m2.  Adults can expect severe symptoms after the administration of single doses of 

3 mg/m2 or more.  There is no known antidote to ABIC VINCRISTINE SULPHATE. 

Treatment is symptomatic and supportive. 

Supportive care should include the following: 

- prevention of side-effects resulting from the syndrome of inappropriate antidiuretic hormone 

secretion (this would include restriction of fluid intake and perhaps the administration of a diuretic 

affecting the function of the loop of Henle and the distal tubule); 

- administration of an anticonvulsive agent to prevent seizures; 

- monitoring of the cardiovascular system; 

- determining daily blood counts for guidance in transfusion requirements; 

- use of enemas to prevent ileus. 

 

Folinic acid has been observed to have a protective effect in normal mice which were administered 

lethal doses of vincristine. Isolated case reports suggest that folinic acid may be helpful in treating 

humans who have received an overdose. A suggested schedule is to administer 100 mg of folinic acid 

intravenously every 3 hours for 24 hours and then every 6 hours for at least 48 hours. Theoretical 

tissue levels of vincristine derived from pharmacokinetic data are predicted to remain significantly 

elevated for at least 72 hours. Treatment with folinic acid does not eliminate the need for the above-

mentioned supportive measures. 

Most of an intravenous dose of ABIC VINCRISTINE SULPHATE is excreted into the bile after rapid 

tissue binding. Because only very small amounts of the medicine appear in dialysate, haemodialysis 

is not likely to be helpful in cases of overdosage. 

Should oral ingestion occur, the stomach should be evacuated followed by oral administration of 
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activated charcoal and a cathartic. 

 

IDENTIFICATION: 

Clear, colourless to yellowish solution. 

 

PRESENTATION: 

Single dose, colourless glass vials containing 1 ml and 2 ml solution for injection.    

 

STORAGE INSTRUCTIONS:  

Store in refrigerator, between 2 ºC and 8 ºC.  

Keep in outer carton to protect from light.  

STORE ALL MEDICINES OUT OF REACH OF CHILDREN. 

 

After dilution: 

Chemical and physical in-use stability of the solution prepared for injection or infusion has been 

demonstrated for 48 hours at 2 to 8 °C or 24 hours at 15 to 25 °C when diluted to a concentration 

range of 0,01 mg/ml to 0,1 mg/ml in 9 mg/ml (0,9 %) sodium chloride solution for infusion or in 50 

mg/ml (5 %) glucose solution for infusion.  

From a microbiological point of view, the diluted solution should be used immediately. If not used 

immediately, in-use storage times and conditions prior to use are the responsibility of the user and 

would normally not be longer than 24 hours at 2 to 8 °C, unless dilution has taken place in controlled 

and validated aseptic conditions. 

 

REGISTRATION NUMBERS: 

ABIC VINCRISTINE SULPHATE 1 mg/1 ml:   T/26/221 

ABIC VINCRISTINE SULPHATE 2 mg/2 ml:  W/26/241 

 

NAME AND BUSINESS ADDRESS OF THE HOLDER OF THE CERTIFICATE OF REGISTRATION: 

Teva Pharmaceuticals (Pty) Ltd 

Maxwell Office Park 



17 of 17 

 

Magwa Crescent West 

Waterfall City 

Midrand 

Gauteng 

2090 

 

DATE OF PUBLICATION OF THIS PROFESSIONAL INFORMATION: 

Date of publication:  October 1985 

Date of latest revision of text as approved by council: 15 April 2021 

 

 


