
1. Name of the medicinal product 
 
Carboplatin “Ebewe” 
2.  Composition 

1 vial of 5m1 contains 50mg carboplatin as active ingredient. 
1 vial of 15m1 contains 150mg carboplatin as active ingredient. 

   1 vial of 45rn1 contains 450mg carboplatin as active ingredient 
1 vial of 100 ml contains 1000mg carboplatin as active ingredient. 

 
3. Drug form 

Concentrate for solution for infusion. 
4. Clinical particulars 
 
4.1 Indications 

Carboplatin is used alone or in combination with other antineoplastic agents in the 
treatment of following malignant tumours, epithelial ovary cancer, head and neck 
tumours, cervix cancer and testicular tumours 

 
4.2 Dosage and Route of administration 

Carboplatin should be administered under the supervision of a qualified physician 
experienced in the use of chemotherapeutic agents. 

 
 Carboplatin is administered after solution preparation as iv short-time infusion over 

a period of 15-60mm. The product may be diluted with 5% glucose for injection BP 
or 0.9% sodium chloride for injection BP, to concentrations as low as 0.5mg/mi 
(500 microgram/ml) 

 
Since no antibacterial preservatives are contained in the formulation, it is 
recommended that any carboplatin solution be discarded after eight hours from 
dilution if stored at room temperature or after 24 hours if stored refrigerated. 
Carboplatin must not be administered with infusion sets containing aluminium 
parts, because of the potential theoretic decrease of antineoplastic activity. 

 
Dosage 
Previously untreated adult patients with normal renal function receive 400mg 
carboplstin/m2 body surface as iv short term infusion (15-60mm). Therapy cycles 
can be repeated after a 4 week therapy free interval. Patients with risks (previously 
treated with myeloauppressive active drugs and/or radiation therapy or generally 
poor health) should be treated with an initial dose of 300-320mg/m2. For patients 
over age 65 carboplatin dosage must be adapted to their general conditions. 
In patients with impaired renal function (creatinin-clearance <6Oml/min) the 
carboplatin dose must be reduced and adapted to the glomerular filtration rate. 
Blood picture, thrombocytes and renal function must always be monitored.  
 
Dose adjustments of Carboplatin: 

 Glomerular filtration rate Thrombocytes Max total dose (mg) 
 (mI/mm) (Cells/mm3) 
   
 80 - 100 >200,000                    750 
 60 - 80 >200 000                    600 



 >50 100,000 - 200,000 450 
 30-60 >200,000                    450 
 30-60 100,000- 200,000 300 
 <30 <100,000 contraindicated 

For children no specific dosage schemata could be prescribed, due to the lack of 
experience in this 
field. In high-risk-patients with testicular tumours and patients with metastatic 
breast cancer a highdo4e therapy (with subsequent bone marrow transplantation) 
of 1200-2100mg/rn2 as infusion can be 
administered infusion time is between 1 and 24 hours according to therapy course 

4.3 Contraindications 
• hypersensitivity to drug components or other platin complexes 
• severe myelosuppression 
• renal impairment (creatinine clearance at/or below 20m1/min) 
• bleeding tumours. 

 
4.4 Warnings and precautionary measures 

Carboplatin should be administered under the supervision of a qualified physician 
experienced in the use of chemotherapeutic agents. 
Before starting a therapy and before each new therapy cycle blood counts and 
renal function must be monitored. 
Strict monitoring blood count (particularly platelets) during therapy free interval is 
required particularly in combination therapy schemata with myelosuppressive 
agents. 
Dosage adjustments are in these cases also required. 
Neurologic examinations including audiometric ones must be regularly performed. 
Therapy with carboplatin must be carried out only in patients with normal bone 
marrow, renal and nerve functions, respectively after normalisation of these 
functions the therapy with carboplatin must accurately be considered and carried 
out with precautions. 
As for all other cytostatic drugs care is to be taken in handling carboplatin. Bone 
marrow transplantation and transfusions can help moderate haematologic side 
effects. 

 
4.5 Drug interactions 

Carboplatin in combination with other myelosuppressive drugs may increase the 
myelotoxicity of carboplatin and/or that of the combined drug. In combination with 
ototoxic and/or nephrotoxic drugs the same situation can appear. 
Carboptatin must not be combined with chelating drugs because the antineoplastic 
activity of carboplatin could theoretically decrease. 
In animal experiments carboplatin acts synergistically with etoposide and 
vindesine. in vitro carboplatin sensitises hypoxic cells to radiation and potentiatesin 
vivo the radiation effect against experimental tumours. 
Although carboplatin forms a more stable complex than cisplatin, carboplatin must 
not be administered with needles containing aluminium. 
Using cisplatin a decrease of its antineoplastic activity was observed if 
administration was carried out with aluminium needles. 

 
4.6 Pregnancy and lactation 

The use of carboplatin is not recommended for pregnant women and nursing 



mothers. 
The safe use of Carboplatin “Ebewe” during pregnancy has not been established: 
carboplatin has been shown to be an embryotoxin and mutagen in several 
experimental systems. 
The carcinogenic potential of carboplatin has not been studied but compounds with 
similar mechanisms of action and mutagenicity has been reported to be 
carcinogenic. 

 
4.7 Effects on ability to drive and use machines 

Carboplatin may impair concentration and ability to drive and operate machinery. 
 
4.8 Side effects 

 Haematopoietic system: 
 The normal reversible myelosuppression represents a dose limitation.   
Thrombopenia can appear rarely with low doses (<200mg/m2). 
 In the highest dose range, in about 30% of patients a decrease of  thrombocytes 
under 5.000/ul and a decrease of leucocytes under 2 000/ul  is observed Both 
return to normal within 4-6 weeks after stopping carboplatin therapy. 
Carboplatin therapy can only be continued when the thrombocytes value returns 
over 100.000/ui and leucocytes over4.000/ul. 
Haemoglobin can decrease under 9.5g/l00ml. Severe myelosuppression can 
occur in patients previously treated chemotherapeutically or with an age over 65 
or with impaired renal function. Infections and/or bleedings were observed. In 
addition, with low dose therapy (<200mg/ni2) rare cases of thrombopenis were 
observed. 
Kidneys: 
Disturbances of the renal function are usually not a dose limiting side effect. 
Carboplatin treatment without forced diuresis and liquid administration leads to 
renal function disturbances with a reversible increase of BUN or serum creatinin 
in about 15% of patients. A reversible creatinin-clearance decrease under 
60m1/rnin was also observed. In severe cases of renal impairment the 
carboplatin dose must be reduced or therapy must be stopped. Haematuria and 
oedema formation were observed. 
Hyperuricaemia: 
A hyperurincaemia was observed in about 25% of patients. The administration of 
allopurinol can reduce the increased serum uric acid value. 
Plasma electrolyte: 
A decrease of magnesium, calcium and potassium concentration is possible. This 
decrease of electrolytes is minimal and no clinical signs were observed. 
Auditory system: 
Hearing disturbances limited to the high frequency range (4000- 8000 Hz) were 
observed in about 15% of patients treated with carboplatin; in 1% of patients 
tinnitus was noted. In patients with previously impaired hearing caused by 
previous cisplatin treatment the hearing disturbances are more frequent. 
Neurology: 
Peripheral neuropathies such as symptoms of paresthesia, formication and/or 
decrease of tendon reflex are described in a rate of 6%. In patients previously 
treated with cisplatin these side effects appear more often. Hallucination and 
anxiety also appear. 
Liver: 



An increase in liver enzymes was observed in 15-36% of patients treated with 
carboplatin. It was usually reversible and no therapy interruption was necessary. 
Gastrointestinal: 
Anorexia and nausea without vomiting were reported in 25% of patients, with 
vomiting in 53% (severe vomiting in 17%). 
Symptoms can be controlled and reduced using antiemetics and disappear 
mainly 24 hours after Carboplatin administration. 
Diarrhoea and/or obstipation were observed in 6% respectively 4% of patients. 
Allergic reactions: 
Allergic reactions like fever, pruritus, erythema were observed in less than 2% of 
patients. Treatment with antihistsminics, glucocorticoids and adrenalin may be 
necessary if bronchospasm and hypotension occur. 
 
Local reactions: 
Erythema and pain at the injection site may appear.  
Other rare side effects: 
Alopecia, fever, chill, headache, taste disturbances were observed in <2% of 
patients. Single cases 
of visual disturbances up to blindness were reported. 

 
4.9 Overdosage 

Overdosage may cause renal or hepatic damage or myelosuppression and 
should be treated by supportive measures. A specific antidote for overdosage is 
not available. 

5. Pharmacological properties 
5.1 Properties and efficacy 
Carboplatin acts as anttneoplastic and cytotoxic agent. Cytotoxic activity is 
caused by formation of single and double interstrand DNA cross-links through 
platinisation so that the DNA matrix function is disturbed. Cross resistance with 
cisplatin is possible. 
In animal experiments carboplatin demonstrates embryotoxic, teratogenic and 
mutagenic activities (point mutation, chromosomial aberration), and thus has 
potential cancerogenic effects. 

 
5.2 Pharmacokinetics 
After iv administration the highest plasma level as well as the AUC-value of 
unchanged carboplatin, ultrafiltrated platin and total platin content corresponds 
linearly with the administered dose. 
After iv administration as short term infusion (<1 hour) the plasma level decreases 
biphasic exponential. T112cs for unchanged carboplatin and filtrated platin is 
90mm, for total platin 1 00mm. The t112j3 for filtrated platin is 6 hours and for 
total platin >24 - 40 hours. 
After repeated administration (5 days consecutive administration of carboplatin as  
short term infusion) a cumulation effect of platin in plasma is not found. 
Pharmacokinetic parameters on first day of administration are almost the same as 
those after 2-5 days of administration. 
Plasma protein binding rate of carboplatin is 20-25% after 4 hours, and >90% 
after 24 hours. 
Carboplatin is mainly renally eliminated with 60-80% of administered dose found 
in urine after 24 hours. 



Total clearance of carboplatin, renal clearance and elimination of the filtrated 
platin in urine correlate with the creatinin clearance. Elimination of carboplatin 
mainly depends on glomerular filtration. In patients with impaired renal function 
the carboplatin dosage must be reduced according to the reduced clearance 
otherwise the myelosuppressive activity of carboplatin increases. 

 
6. Pharmaceutical Particulars 

 
6.1 Incompatibilities 

Carboplatin may form a precipitate on contact with aluminium. 
 
6.2 Storage 

Store at room temperature (not above 25”C). Store away from light. Following 
reconstitution in 0.9% sodium chloride or 5% glucose chemical and physical in-
use stability has been demonstrated for 24 hours at 2 to 8”C. From a 
microbiological point of view, the product 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 reconstitution/dilution (etc.) has taken place in controlled and 
validated aseptic conditions. 

 
6.3 Instructions for handling staff 

Use only freshly prepared and clear solutions. 
Only for single use. 
As with all cytostatics care is to be taken when handling carboplatmn. 
Take care in handling, avoid skin contact. 

 
6.4 Presentation and packs 

Carboplatin “Ebewe” 50mg: 1 vial of 5ml, 
Carboplatin “Ebewe” 150mg: 1 vial of l5mI, 
Carboplatin ‘Ebewe” 450mg: 1 vial of 45mI, 
Carboplatin “Ebewe” 1000mg: 1 vial of l00mI 

 
7. Manufacturer 

EBEWE Arzneimittel Ges.m.b.H., A-4866 Unterach, Austria, Europe 
 

EBEWE Arzneimittel Ges.m.b.H. 
A-4866 Unterach, Austria, Europe 

www.ebewe.com 
 

 


