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SCHEDULING STATUS:
S4:  CIPLA-DOCETAXEL 20 
 CIPLA-DOCETAXEL 80
S1:  SOLVENT FOR CIPLA-DOCETAXEL 20 INJECTION 
 SOLVENT FOR CIPLA-DOCETAXEL 80 INJECTION

PROPRIETARY NAME (AND DOSAGE FORM): 

CIPLA-DOCETAXEL 20 (Solution for infusion)
CIPLA-DOCETAXEL 80 (Solution for infusion)
SOLVENT FOR CIPLA-DOCETAXEL 20 INJECTION 
(Solvent)
SOLVENT FOR CIPLA-DOCETAXEL 80 INJECTION 
(Solvent)
 
COMPOSITION:
CIPLA-DOCETAXEL 20: Each single-dose vial contains docetaxel trihydrate equivalent to 20 mg docetaxel 

(anhydrous) in 0,5 ml polysorbate 80.
CIPLA-DOCETAXEL 80: Each single-dose vial contains docetaxel trihydrate equivalent to 80 mg docetaxel 

(anhydrous) in 2,0 ml polysorbate 80.
SOLVENT FOR 
CIPLA-DOCETAXEL 20 INJECTION: Each vial contains 13,0 % m/v ethanol 95 % v/v.
SOLVENT FOR 
CIPLA-DOCETAXEL 80 INJECTION: Each vial contains 13,0 % m/v ethanol 95 % v/v.

PHARMACOLOGICAL CLASSIFICATION: 
A 26 Cytostatic agents.
A.32.2 Other

PHARMACOLOGICAL ACTION:
Pharmacodynamics:
Docetaxel, an antineoplastic agent, promotes the assembly of tubulin into stable microtubules and inhibits their disassembly. 
This causes a marked decrease in free tubulin. The binding of docetaxel to microtubules does not change the number of 
protofilaments.

It has been shown in vitro that docetaxel disrupts the microtubular network in cells, which is crucial for vital mitotic and 
interphase cellular functions. Docetaxel reaches high intracellular concentrations with a long cell residence time. In addition, 
it has been shown that docetaxel is active against some, but not all, cell lines over-expressing the paraglycoprotein which is 
encoded by the multidrug resistance gene. In vivo, docetaxel is not schedule-dependant.

Pharmacokinetics:
Docetaxel displays a dose-independent kinetic profile which is consistent with a three-compartment pharmacokinetic model. 
The half-lives for the alpha, beta and gamma phases are 4 minutes, 36 minutes and 11,1 hours, respectively. The late phase 
results, in part, from a relatively slow efflux of docetaxel from the peripheral compartment. The administration of a 100 mg/m2 
dose infused over one hour results in a mean peak plasma level of 3,7 µg/ml with a corresponding AUC of 4,6 h.µg/ml. Mean 
total body clearance is 21 L/h/m2 and mean steady-state volume of distribution is 113 L. Plasma protein binding is in excess 
of 95 %.

Docetaxel and its metabolites are mainly excreted via the faecal route with faecal and urinary excretions accounting for 
approximately 75 % and 6 % of the dose, respectively. 
Faecal excretion is the main route of elimination of docetaxel and its metabolites. Faecal and urinary excretion account for 
about 75 % and 6 % of the dose, respectively. Only a minor portion of the dose is excreted as the parent compound. In vitro 
studies have indicated that isoenzymes of the cytochrome P450 3A subfamily are involved in the metabolism of docetaxel.

INDICATIONS:
1.  Breast cancer:
The combination of CIPLA-DOCETAXEL, doxorubicin and cyclophosphamide is indicated for the adjuvant treatment of 
females with surgically resectable node-positive breast cancer.

The combination of CIPLA-DOCETAXEL and doxorubicin is indicated for the treatment of patients with locally advanced or 
metastatic breast cancer in the absence of a history of previous cytotoxic therapy for this condition.

CIPLA-DOCETAXEL single agent therapy is indicated for the treatment of patients with locally advanced or metastatic breast 
cancer who have failed to respond to cytotoxic therapy.

CIPLA-DOCETAXEL, in combination with capecitabine, is indicated for the treatment of patients with locally advanced or 
metastatic breast cancer who have failed treatment with cytotoxic chemotherapy in which instance previous therapy should 
have included an anthracycline.

2. Non-small cell lung cancer: 
CIPLA-DOCETAXEL, combined with cisplatin, is indicated for the treatment of patients with non-resectable, locally advanced 
or metastatic non-small cell lung cancer, with no history of previous chemotherapy for this condition. 

CIPLA-DOCETAXEL is indicated for the treatment of patients with locally advanced or metastatic non-small cell lung cancer, 
even if they previously failed to respond to platinum-based chemotherapy. 

3. Ovarian cancer:
CIPLA-DOCETAXEL is indicated, after failure of first-line or subsequent chemotherapy, for the treatment of patients with 
metastatic ovarian carcinoma. 

4. Prostate cancer: 
CIPLA-DOCETAXEL, in combination with prednisone or prednisolone, is indicated for the treatment of men with 
androgen-independent (hormone-refractory) metastatic carcinoma of the prostate. 

5. Cancer of the head and neck: 
CIPLA-DOCETAXEL, in combination with cisplatin and 5-fluorouracil, is indicated for the induction treatment of individuals 
with inoperable squamous cell carcinomas of the head and neck that are locally advanced.

CONTRA-INDICATIONS:
CIPLA-DOCETAXEL is contra-indicated in:

• Patients who have a history of hypersensitivity reactions to docetaxel or polysorbate 80.
• Patients with baseline neutrophil count of < 1500 cells/mm3.
• Pregnancy and lactation as teratogenicity has been shown in animals.
• Children as safety has not been established.
• Patients with severe liver impairment since there are no data available (see "WARNINGS" and "DOSAGE AND 

DIRECTIONS FOR USE"). 

Contra-indications for other medicines also apply when used in combination with CIPLA-DOCETAXEL.

WARNINGS:

Patients should receive CIPLA-DOCETAXEL under the supervision of a qualified physician experienced in the use of 
antineoplastic agents. It is only possible to appropriately manage complications when adequate diagnostic and treatment 
facilities are readily available.

Abnormal liver function and higher doses increase the incidence of treatment-related mortality associated with 
CIPLA-DOCETAXEL. 

As a general rule, CIPLA-DOCETAXEL should not be administered to patients with serum bilirubin levels > upper limit of 
normal (ULN), or to patients with AST and/or ALT > 1,5 x ULN concomitant with alkaline phosphatase levels > 2,5 x ULN. 
Patients with elevated bilirubin levels or abnormalities of transaminases in conjunction with alkaline phosphatase are at 
increased risk of experiencing grade 4 neutropenia, febrile neutropenia, infections, sever thrombocytopenia, severe 
stomatitis, severe skin toxicity and toxic death. 
Patients with isolated transaminase elevations > 1,5 x ULN also demonstrated a higher rate of febrile neutropenia grade 4, 
but did not show an increased incidence of toxic death. Bilirubin, AST or ALT and alkaline phosphatase values should be 
determined before each cycle of CIPLA-DOCETAXEL therapy and reviewed by the treating physician. 
CIPLA-DOCETAXEL should not be administered to patients with neutrophil counts of < 1500 cells/mm3. In order to monitor 
the development of neutropenia, which may be severe and result in infection, frequent blood cell counts should be obtained 
in all patients receiving treatment with CIPLA-DOCETAXEL.

Severe hypersensitivity reactions characterised by hypotension and/or bronchospasm or generalised rash/erythema 
developed in 2,2 % of patients given the recommended 3-day dexamethasone premedication. Hypersensitivity reactions 
requiring cessation of therapy with CIPLA-DOCETAXEL were observed in some patients who did not receive premedica-
tion. Such reactions resolved after cessation of the infusion and the administration of appropriate therapy.
CIPLA-DOCETAXEL must not be administered to patients who previously experienced severe hypersensitivity reactions to 
CIPLA-DOCETAXEL or to other medicines formulated with polysorbate 80.

Despite use of a 3-day dexamethasone premedication regimen, severe fluid retention developed in 6,5 % of patients. This 
development was characterised by one or more of the following: poorly tolerated peripheral oedema, generalised oedema, 
pleural effusion requiring urgent drainage, dyspnoea at rest, cardiac tamponade or pronounced abdominal distension (due 
to ascites). 

Please note: Contact of the CIPLA-DOCETAXEL concentrate with plasticised PVC equipment or devices used to 
prepare solutions for infusion is not recommended. In order to minimise patient exposure to the plasticiser DEHP 
(di-2-ethylhexyl phthalate), which may be leached from PVC infusion bags or sets, the final CIPLA-DOCETAXEL 
dilution for infusion should be stored in bottles (glass, polypropylene) or plastic bags (polypropylene, polyolefin) 
and administered through polyethylene-lined administration sets (see "DOSAGE AND DIRECTIONS FOR USE").

The administration of CIPLA-DOCETAXEL should be confined to units specialised in the use of cytotoxic chemotherapy. 
CIPLA-DOCETAXEL should only be given under the supervision of a qualified oncologist. Since significant hypersensitivity 
reactions may develop, appropriate supportive equipment should be available. It is advised that vital functions should be 
closely monitored during the infusion.

Premedication with an orally administered corticosteroid (see below for prostate), such as dexamethasone 16 mg per day 
(e.g. 8 mg twice daily) for 3 days, unless contra-indicated, may reduce the incidence and severity of fluid retention as well as 
the severity of hypersensitivity reactions. Such premedication should be given one day prior to the administration of 
CIPLA-DOCETAXEL. For patients with prostate cancer the pretreatment regimen is 8 mg oral dexamethasone administered 
12 hours, 3 hours and 1 hour before the CIPLA-DOCETAXEL regimen.

Haematology:
The most frequent adverse reaction due to CIPLA-DOCETAXEL is neutropenia which develops in almost all patients. Severe 
neutropenia (grade 3 – 4) developed in 99 % of patients who received combination therapy with doxorubicin. 
Neutrophil nadirs occurred at a median of 7 days, although this interval may be shorter in patients who were heavily 
pretreated. Complete blood cell counts should be frequently performed in all patients receiving CIPLA-DOCETAXEL. Patients 
should receive further treatment with CIPLA-DOCETAXEL only after neutrophil counts recover to a level ≥ 1500 cells/mm3 
(see "DOSAGE AND DIRECTIONS FOR USE").
Should severe neutropenia (< 500 cells/mm3 for seven days or more) develop during a course of CIPLA-DOCETAXEL 
therapy, a reduction in dose for subsequent cycles of therapy and the use of appropriate symptomatic measures are advised.

Hypersensitivity reactions:
Patients require close observation for hypersensitivity reactions, especially during the first and second infusions. 
Hypersensitivity reactions may develop within a few minutes following the start of the CIPLA-DOCETAXEL infusion; therefore 
facilities for the treatment of hypotension and bronchospasm should be available. If hypersensitivity reactions develop, minor 
symptoms, such as flushing or localised cutaneous reactions do not call for the interruption of therapy. However, should more 
severe reactions occur, such as hypotension with a reduction of more than 20 mm Hg, bronchospasm or generalised 
rash/erythema, the infusion should be immediately discontinued and appropriate symptomatic therapy instituted.
Patients who experienced severe hypersensitivity reactions should not be rechallenged with CIPLA-DOCETAXEL.

Fluid retention:
Premedication with a corticosteroid, such as oral dexamethasone 16 mg per day (e.g. 8 mg twice daily) for 3 days, initiated 
one day prior to CIPLA-DOCETAXEL administration, may lower the incidence and reduce the severity of fluid retention as 
well as the severity of hypersensitivity reactions.
Patients with severe fluid retention, such as pleural effusion, pericardial effusion and ascites, require close monitoring.

Liver impairment:
Patients who receive CIPLA-DOCETAXEL at 100 mg/m2 who have serum transaminase levels (ALT and/or AST) greater than 
1,5 times the upper limit of normal (ULN) in combination with serum alkaline phosphatase levels greater than 2,5 times ULN, 
have a higher risk of experiencing severe adverse reactions, such as toxic deaths, including sepsis and gastrointestinal 
haemorrhage which can be fatal, febrile neutropenia, infections, thrombocytopenia, stomatitis and asthenia. The 
recommended dose of CIPLA-DOCETAXEL in patients with elevated liver function tests (LFTs) is therefore 75 mg/m2 and 
LFTs should be determined at baseline and prior to each cycle (see "DOSAGE AND DIRECTIONS FOR USE").
For patients with serum bilirubin levels > ULN and/or ALT and AST > 3,5 times ULN combined with serum alkaline 
phosphatase levels > 6 times ULN, no dose reduction can be recommended and CIPLA-DOCETAXEL should not be given 
unless strictly indicated.

Cutaneous reactions:
Localised skin erythema of the extremities (palms of the hands and soles of the feet) with oedema followed by desquamation 
may develop. This type of toxicity may necessitate the interruption or cessation of treatment.

Nervous system:
Severe peripheral neurotoxicity, including paraesthesia, dysaesthesia and pain, has been observed and requires a dose 
reduction. If symptoms persist, treatment should be discontinued.

Elderly:
An analysis of safety data in patients 60 years of age and older who received CIPLA-DOCETAXEL and capecitabine 
combination therapy revealed an increase in the incidence of treatment-related grade 3 and 4 adverse events, 
treatment-related serious adverse events and early withdrawals from treatment due to adverse events compared to patients 
less than 60 years of age. Patients who were 65 years of age who received CIPLA-DOCETAXEL every three weeks had > 
10 % higher incidence rates of anaemia, infection, nail changes, anorexia, and weight loss.

Others:
Contraceptive measures must be taken during and for at least three months after discontinuation of CIPLA-DOCETAXEL 
treatment.

INTERACTIONS:
There is a paucity of formal clinical studies that evaluated drug interactions due to CIPLA-DOCETAXEL.

In vitro studies have demonstrated that the metabolism of CIPLA-DOCETAXEL may be modified by the concurrent 
administration of compounds which induce, inhibit or are metabolised by (and thus may inhibit the enzyme competitively) 
cytochrome P450-3A, such as ciclosporin, ketoconazole, erythromycin and troleandomycin. As a result, caution is required 
when patients are concomitantly treated with these agents, since there is potential for significant interactions.

CIPLA-DOCETAXEL is highly bound to plasma proteins (> 95 %). Although the possible in vivo interaction of 
CIPLA-DOCETAXEL with concurrently administered medicines has not been studied formally, in vitro interactions with tightly 
protein-bound medicines, such as erythromycin, diphenhydramine, propranolol, propafenone, phenytoin, salicylate, 
sulphamethoxazole and sodium valproate did not influence protein binding of docetaxel. In addition, dexamethasone did not 
influence protein binding of CIPLA-DOCETAXEL. 

CIPLA-DOCETAXEL does not affect the protein binding of digoxin.

When used concurrently with doxorubicin, CIPLA-DOCETAXEL does not affect the clearance of doxorubicin nor the plasma 
levels of doxorubicinol (a doxorubicin metabolite). However, CIPLA-DOCETAXEL clearance was increased.

CIPLA-DOCETAXEL clearance when administered in combination with cisplatin is similar to that observed following 
monotherapy. The pharmacokinetic characteristics of cisplatin given shortly after CIPLA-DOCETAXEL infusion are similar to 
that seen with cisplatin alone. Capecitabine does not affect the pharmacokinetics of CIPLA-DOCETAXEL (Cmax and AUC) and 

CIPLA-DOCETAXEL does not have any effect on the pharmacokinetics of the main capecitabine metabolite 5'-DFUR.

Prednisone does not affect CIPLA-DOCETAXEL pharmacokinetics.

Caution is required when CIPLA-DOCETAXEL is administered to patients who are concomitantly receiving potent CYP3A4 
inhibitors (e.g. protease inhibitors like ritonavir and azole antifungals like ketoconazole or itraconazole). A medicine 
interactions study performed in patients receiving ketoconazole and docetaxel, as in CIPLA-DOCETAXEL, demonstrated that 
ketoconazole reduces docetaxel clearance by half, probably because docetaxel metabolism involves CYP3A4 as a major 
(single) metabolic pathway. Patients may demonstrate reduced tolerance to CIPLA-DOCETAXEL, even at lower doses.

PREGNANCY AND LACTATION:
Pregnancy and lactation are contra-indications to the use of CIPLA-DOCETAXEL, as CIPLA-DOCETAXEL is teratogenic in 
animals (see "CONTRA-INDICATIONS" and "WARNINGS"). 

DOSAGE AND DIRECTIONS FOR USE:
Patients should receive CIPLA-DOCETAXEL by intravenous infusion only. 

Dosage:
A corticosteroid premedication (see below for prostate cancer), such as oral dexamethasone 16 mg per day (e.g. 8 mg twice 
daily) for 3 days, unless contra-indicated, can be given. This should be initiated one day prior to CIPLA-DOCETAXEL 
administration. For prostate cancer, in view of the concomitant use of prednisone or prednisolone, the recommended 
premedication regimen is oral dexamethasone 8 mg given 12 hours, 3 hours and 1 hour prior to the CIPLA-DOCETAXEL 
infusion. 

G-CSF may be administered prophylactically to moderate the risk of haematological toxicities.

CIPLA-DOCETAXEL is infused over a period of one hour every three weeks.

1. Breast cancer:
In the adjuvant treatment of surgically resectable node-positive breast cancer, the recommended CIPLA-DOCETAXEL dose 
is 75 mg/m2 infused one hour after doxorubicin 50 mg/m2 and cyclophosphamide 500 mg/m2 every 3 weeks for 6 cycles (see 
also "Dosage adjustments during therapy").

In first-line treatment, CIPLA-DOCETAXEL 75 mg/m2 is given in combination with doxorubicin (50 mg/m2). 

For second-line monotherapy for patients who previously received treatment, the recommended dosage of 
CIPLA-DOCETAXEL therapy is 100 mg/m2 in monotherapy. 

When used in combination with capecitabine, the recommended dose of CIPLA-DOCETAXEL is 75 mg/m2 every three 
weeks, concomitantly with capecitabine at 1250 mg/m2 orally twice daily (within 30 minutes after a meal) for 2 weeks followed 
by a 1-week rest period. Please consult capecitabine manufacturer’s prescribing information for capecitabine dose calculation 
according to body surface area.

2. Non-small cell lung cancer: 
In combination therapy (chemotherapy-naïve patients):
The recommended dosage regimen is CIPLA-DOCETAXEL 75 mg/m2 following which cisplatin 75 mg/m2 over 30 – 60 
minutes should be administered immediately. 

In monotherapy (for previously treated patients): 
The recommended CIPLA-DOCETAXEL dosage is 100 mg/m2 as a single agent. 

3. Ovarian cancer:
The recommended CIPLA-DOCETAXEL dosage is 100 mg/m2.

4. Prostate cancer:
The recommended CIPLA-DOCETAXEL dose is 75 mg/m2. Patients should continuously receive prednisone or prednisolone 
5 mg orally twice daily.

Patients require close observation, especially during the first and second infusion of CIPLA-DOCETAXEL, due to the risk of 
hypersensitivity reactions. 

5. Head and neck cancer:
For the induction treatment of locally advanced inoperable squamous cell carcinoma of the head and neck (SCCHN), the 
recommended dose of CIPLA-DOCETAXEL is 75 mg/m2 infused over 1 hour. This should be followed by cisplatin 75 mg/m2 
administered over 1 hour, on day one, followed by 5-fluorouracil given as a continuous infusion at a dose of 750 mg/m2 per 
day for five days. Patients should receive this regimen every 3 weeks for 4 cycles. After chemotherapy, patients should be 
given radiotherapy. Patients require premedication with anti-emetics and appropriate hydration (before and after cisplatin 
administration). Patients also require prophylaxis for neutropenic infections.
For cisplatin and 5-fluorouracil dose modifications, see their respective package inserts.

Dosage adjustments during treatment:
General:
ONLY the treating oncologist can modify the schedule of administration. 
Patients should receive CIPLA-DOCETAXEL when the neutrophil count is ≥ 1500 cells/mm3. Patients who developed either 
febrile neutropenia, neutrophil count < 500 cells/mm3 for more than one week, severe or cumulative cutaneous reactions or 
severe neurosensory signs and/or symptoms during treatment with CIPLA-DOCETAXEL, should have their 
CIPLA-DOCETAXEL dosage reduced during the subsequent cycle, from 100 mg/m2 to 75 mg/m2 and/or from 75 mg/m2 to 60 
mg/m2. If the patient continues to experience these adverse events at 60 mg/m2, treatment should be stopped. 

Combination therapy with CIPLA-DOCETAXEL for non-small cell lung cancer:
For patients who initially received CIPLA-DOCETAXEL at 75 mg/m2 in combination with cisplatin, and whose nadir of platelet 
count during the previous course of therapy was < 25000 cells/mm3, or in patients who develop febrile neutropenia, or in 
patients with serious non-haematological toxicities, the CIPLA-DOCETAXEL dosage requires reduction in subsequent cycles 
to 65 mg/m2. For adjustments to the cisplatin dosage, see the manufacturer’s prescribing information. 

Combination therapy with CIPLA-DOCETAXEL for breast cancer:
Patients who receive adjuvant therapy for breast cancer and who develop febrile neutropenia should be given G-CSF in all 
subsequent cycles. Should patients continue to experience this adverse event, they should remain on G-CSF and have their 
CIPLA-DOCETAXEL dose reduced to 60 mg/m2. If G-CSF is not given, the CIPLA-DOCETAXEL dose requires reduction 
from 75 to 60 mg/m2.

For capecitabine dose modifications when used in combination with CIPLA-DOCETAXEL, consult capecitabine 
manufacturer’s prescribing information. 

For patients experiencing the first appearance of grade 2 toxicity which persists at the time of the next 
CIPLA-DOCETAXEL/capecitabine administration, postpone treatment until resolved to grade 0 – 1, and resume at 100 % of 
the original dose. For patients experiencing the second appearance of grade 2 toxicity, or the first appearance of grade 3 
toxicity, at any time during the course of treatment, postpone treatment until resolved to grade 0 – 1, then resume treatment 
with CIPLA-DOCETAXEL 55 mg/m2. In the event of any subsequent appearances of toxicities, or any grade 4 toxicities, 
discontinue CIPLA-DOCETAXEL. 

For CIPLA-DOCETAXEL dose adjustments due to liver impairment, see "WARNINGS" and "Special populations". 

Special populations:
Patients with hepatic impairment:
CIPLA-DOCETAXEL should generally not be administered to patients with bilirubin > ULN. CIPLA-DOCETAXEL should also 
generally not be given to patients with AST and/or ALT > 1,5 x ULN concomitant with alkaline phosphatase > 2,5 x ULN.

Children:
It has not been established whether CIPLA-DOCETAXEL is safe and effective when used in children (see 
"CONTRA-INDICATIONS"). 

Elderly:
Based on a population pharmacokinetic analysis, there are no special instructions for CIPLA-DOCETAXEL when 
administered to the elderly. 

For capecitabine dosage reduction when administered in combination with CIPLA-DOCETAXEL, see capecitabine 
manufacturer’s prescribing information. 

Recommendations for safe handling:
Handling precautions for cytostatic medicines should be adhered to:

• Only trained staff should reconstitute the medicine in a designated area. 
• CIPLA-DOCETAXEL is an antineoplastic agent and, similar to other potentially toxic compounds, caution is required 

when handling it and preparing CIPLA-DOCETAXEL solutions. 
• Disposable plastic-backed absorbent paper should be placed over the work surface. 
• It is necessary to wear adequate protective gloves and clothing. 
• If CIPLA-DOCETAXEL concentrate, premix solution or infusion solution should come into contact with the skin, use 

soap and water to wash immediately and thoroughly. If CIPLA-DOCETAXEL concentrate, premix solution or infusion 
solution should come into contact with the eyes or mucous membranes, use water to wash immediately and thoroughly. 

• Pregnant staff should not handle the cytotoxic preparation. 
• Adequate care and precautions are required in the disposal of items used to reconstitute this medicine. 

Directions for use:
CIPLA-DOCETAXEL 20 mg vial and CIPLA-DOCETAXEL solvent vial: 
Each CIPLA-DOCETAXEL 20 mg vial contains 20 mg of CIPLA-DOCETAXEL per 0,5 ml of polysorbate 80 (fill volume: 24,4 mg 
/ 0,61 ml). 

Each CIPLA-DOCETAXEL solvent vial for CIPLA-DOCETAXEL 20 mg contains 1,5 ml solvent (fill volume: 1,98 ml). 

CIPLA-DOCETAXEL 80 mg vial and CIPLA-DOCETAXEL solvent vial: 
Each CIPLA-DOCETAXEL 80 mg vial contains 80 mg CIPLA-DOCETAXEL per 2 ml of polysorbate 80 (fill volume: 94,4 mg 
/ 2,36 ml). 

Each CIPLA-DOCETAXEL solvent vial for CIPLA-DOCETAXEL 80 mg contains 6 ml solvent (fill volume: 7,33 ml). 

Preparation for intravenous administration: 
a) Preparation of the CIPLA-DOCETAXEL premix solution (10 mg CIPLA-DOCETAXEL/ml):
If the vials have been refrigerated, allow the required number of CIPLA-DOCETAXEL boxes to stand at room temperature 
for 5 minutes. 
Aseptically withdraw the entire contents of the CIPLA-DOCETAXEL solvent vial by partially inverting the vial and using a 
syringe fitted with a needle.
Empty the syringe by injecting its entire contents into the corresponding CIPLA-DOCETAXEL vial.
Remove the syringe and needle and manually mix the contents in the CIPLA-DOCETAXEL vial by repeatedly inverting the 
vial for a minimum of 45 seconds. Do not shake the vial.
Permit this premix vial to stand for 5 minutes at room temperature. The solution should appear homogenous and clear. Due 
to the presence of polysorbate 80 in the formulation, foaming, which is normal, may be present, even after 5 minutes.
This premix solution contains 10 mg/ml CIPLA-DOCETAXEL. It should be used immediately to prepare the solution for 
infusion. It is, however, stable for a maximum of 8 hours provided it is kept at room temperature or in the refrigerator.

b) Preparation of the infusion solution:
To obtain the required dose, it may be necessary to use more than one premix vial. Use graduated syringes fitted with 
needles to aseptically withdraw the required amount of premix solution from the appropriate number of premix vials based 
on the required dose for the patient expressed in mg. For instance, a dose of 150 mg CIPLA-DOCETAXEL would require 
15 ml CIPLA-DOCETAXEL premix solution.
Inject the required premix volume into a 250 ml infusion bag or bottle that contains 5 % dextrose solution or alternatively 0,9 
% sodium chloride solution to provide a final concentration of 0,3 to 0,74 mg CIPLA-DOCETAXEL/ml. If the patient requires 
a dose greater than 200 mg of CIPLA-DOCETAXEL, use a larger volume of the infusion vehicle, but do not exceed a 
concentration of 0,74 mg/ml CIPLA-DOCETAXEL.
By making use of a rocking motion, manually mix the infusion bottle or bag.
Administer the CIPLA-DOCETAXEL infusion solution aseptically intravenously as soon as possible after preparation. 
Infuse the solution over one hour under room temperature and normal lighting conditions. The total period of manipulation 
beginning with the preparation of the bag to the end of the infusion must not be in excess of 4 hours.
Similar to all parenteral products, CIPLA-DOCETAXEL premix solution and infusion solution require visual inspection prior 
to use. If a precipitate is present, the solutions should be discarded.

Do not admix with other medicines. 

Contact of the CIPLA-DOCETAXEL concentrate with plasticised PVC equipment or devices used to prepare solutions 
for infusion is not recommended. In order to minimise patient exposure to the plasticiser DEHP (di-2-ethylhexyl 
phthalate), which may be leached from PVC infusion bags or sets, the final CIPLA-DOCETAXEL dilution for infusion 
should be stored in bottles (glass, polypropylene) or plastic bags (polypropylene, polyolefin) and administered 
through polyethylene-lined administration sets (see "WARNINGS").

SIDE-EFFECTS AND SPECIAL PRECAUTIONS:
Side-effects:
Blood and lymphatic system disorders:
Frequent: Bone marrow suppression and other haematological adverse reactions include neutropenia, 

febrile neutropenia, thrombocytopenia, anaemia and infections. Neutropenia is reversible and not 
cumulative. The median time to nadir is 7 days and the median duration of severe neutropenia (< 
500 cells/mm3) is 7 days. Fever in absence of infection, has been reported in patients with 
non-small cell lung cancer. 

Less frequent: Bleeding episodes have been observed and were rarely associated with severe thrombocytopenia 
(< 50 000 cells/mm3).

The following side-effects have been reported and frequencies 
are unknown: There have been reports of disseminated intravascular coagulation in association with sepsis, or 

multi-organ failure.

Immune system disorders:
Frequent: Hypersensitivity reactions may develop, usually within a few minutes after the start of the 

CIPLA-DOCETAXEL infusion and are mostly mild to moderate.
 Symptoms include flushing, rash with or without pruritus, chest tightness, back pain, dyspnoea and 

drug fever or chills.
 Severe reactions characterised by hypotension and/or bronchospasm or generalised 

rash/erythema, requiring therapeutic intervention, may develop. These may clear following 
discontinuation of the infusion and institution of appropriate therapy.

Metabolism and nutrition disorders:
Less frequent: Fluid accumulation including peripheral oedema, pleural effusion, pericardial effusion, ascites, 

increased capillary permeability and weight gain, have been observed. The peripheral oedema 
usually begins in the lower limbs and may become generalised with a weight gain of 3 kg or more 
after 4 cycles or a cumulative dose ≥ 400 mg/m2. Fluid retention is cumulative in incidence and 
severity. 

 Patients with premedication have a delayed onset of moderate to severe retention compared with 
patients without premedication. However, some patients developed moderate to severe retention 
during the early courses of therapy. In patients who received the recommended premedication the 
median time to fluid retention reversibility is 16,4 weeks (range 0 to 42 weeks). Acute episodes of 
oliguria or hypotension have not accompanied fluid retention.

 Reports of fluid retention were received less frequently in patients who received the recommended 
premedication compared with patients who did not. 

 There have been reports of dehydration and pulmonary oedema.

Nervous system disorders:
Frequent: Neurosensory signs characterised by paraesthesia, dysaesthesia or pain, including burning, may 

develop.
 Neuromotor events, mainly characterised by weakness, may develop.
 There have been cases of convulsion or transient loss of consciousness with 

CIPLA-DOCETAXEL administration. These reactions may appear during the infusion of the 
medicine.

Eye disorders:
Less frequent: Lacrimation, with or without conjunctivitis, individual cases of lacrimal duct obstruction resulting in 

excessive tearing, transient visual disturbances (flashes, flashing lights, scotomata), typically 

appearing during medicine infusion and in association with hypersensitivity reactions. 

Cardiovascular system disorders:
Less frequent: Venous thromboembolic events, myocardial infarction, and hypertension have been reported. 
 Other adverse events include left ventricular dysfunction, unstable angina, dysrhythmias, sinus 

tachycardia, atrial flutter or paroxysmal atrial tachycardia and hypotension.

Respiratory, thoracic and mediastinal disorders:
Frequent: Dyspnoea may develop and is associated with acute hypersensitivity reactions, respiratory 

infections and cancerous lung involvement. 
Less frequent: Cough and epistaxis.
 There have been reports of acute respiratory distress syndrome, interstitial pneumonia, pulmonary 

fibrosis and radiation recall phenomena.

Gastrointestinal system disorders:
Frequent: Gastrointestinal effects, such as nausea, vomiting, diarrhoea and abdominal pain, constipation, 

stomatitis, oesophagitis and taste perversion, gastrointestinal bleeding, anorexia, episodes of 
dehydration as a result of gastrointestinal events, gastrointestinal perforation, ischaemic colitis, 
colitis, and neutropenic enterocolitis.

Less frequent: Ileus and intestinal obstruction.

Hepatobiliary system disorders:
Less frequent: Increases in serum levels of AST, ALT, bilirubin and alkaline phosphatase greater than 2,5 times 

ULN, hepatitis.

Skin and subcutaneous tissue disorders:
Frequent: Reversible cutaneous reactions, which are characterised by a rash, including localised eruptions 

mainly on the feet and hands, but also on the arms, face or thorax, and frequently associated with 
pruritus. Eruptions generally appeared within one week after the CIPLA-DOCETAXEL infusion. 

 Nail disorders, which are characterised by hypo- or hyperpigmentation and sometimes pain and 
onycholysis, may develop.

Less frequent: Severe reactions, such as eruptions followed by desquamation, may lead to interruption or 
cessation of CIPLA-DOCETAXEL treatment.

 Bullous eruptions, such as erythema multiforme or Stevens-Johnson syndrome, have also been 
reported.

Musculoskeletal, connective tissue and bone disorders:
Frequent: Arthralgia and myalgia.

General disorders and administrative site conditions:
Frequent: Infusion site reactions may occur and are generally mild and consist of hyperpigmentation, 

inflammation, redness or dryness of the skin, phlebitis or extravasation and swelling of the vein.
 Generalised or localised pain may develop and may include chest pain without any cardiac or 

respiratory involvement.
 Other side-effects include alopecia and asthenia.

Combination therapy with CIPLA-DOCETAXEL in the adjuvant treatment 
of breast cancer: Clinically important, treatment-related adverse reactions in patients receiving docetaxel, as 

in CIPLA-DOCETAXEL, in combination with doxorubicin and cyclophosphamide:

Infections and infestations:
Frequent:  Infection.

Blood and lymphatic system disorders:
Frequent: Anaemia, neutropenia, fever in absence of infection, thrombocytopenia, febrile neutropenia, and 

neutropenic infection.

Immune system disorders:
Frequent: Hypersensitivity reactions.

Metabolism and nutrition disorders:
Frequent: Peripheral oedema, and weight gain or loss.
Less frequent: Lymph oedema.

Nervous system disorders:
Frequent: Sensory neuropathy, syncope.
Less frequent: Neuro-cortical adverse events, motor neuropathy and neuro-cerebellar adverse events.

Eye disorders:
Less frequent: Lacrimation disorder, conjunctivitis.

Cardiac disorders:
Less frequent: Cardiac dysrhythmias.

Vascular disorders:
Frequent: Vasodilation.
Less frequent: Hypotension, phlebitis.

Respiratory, thoracic and mediastinal disorders:
Less frequent: Cough.

Gastrointestinal disorders:
Frequent: Anorexia, nausea, stomatitis, vomiting, diarrhoea, taste perversion, constipation.
Less frequent: Abdominal pain.

Skin and subcutaneous tissue disorders:
Frequent: Alopecia, skin toxicity, and nail disorders.

Musculoskeletal, connective tissue and bone disorders:
Frequent: Myalgia, arthralgia.

Reproductive system and breast disorders:
Frequent: Amenorrhoea.

General disorders and administrative site conditions:
Frequent: Asthenia.

Combination therapy with CIPLA-DOCETAXEL and capecitabine 
for breast cancer: Summary of at least remotely related adverse reactions reported in > 5 % of patients who 

received docetaxel, as in CIPLA-DOCETAXEL, and capecitabine in combination:

Infections and infestations:
Less frequent:  Oral candidiasis.

Metabolism and nutrition disorders:
Less frequent:  Dehydration, weight decreased.

Nervous system disorders:
Frequent: Paraesthesia.
Less frequent: Dizziness, headache, peripheral neuropathy.

Eye disorders:
Frequent: Increased lacrimation.

Vascular disorders:
Frequent: Lower limb oedema.

Respiratory, thoracic and mediastinal disorders:
Frequent: Sore throat.
Less frequent:  Dyspnoea, cough, and epistaxis.

Gastrointestinal disorders:
Frequent: Taste disturbance, anorexia, appetite decreased, stomatitis, diarrhoea, nausea, vomiting, 

constipation, abdominal pain, and dyspepsia.
Less frequent: Upper abdominal pain, dry mouth.

Skin and subcutaneous tissue disorders:
Frequent: Hand-foot syndrome, alopecia, and nail disorder. 
Less frequent:1 Dermatitis, rash erythema, nail discolouration, and onycholysis.

Musculoskeletal, connective tissue and bone disorders:
Frequent: Myalgia, arthralgia.
Less frequent: Back pain.

General disorders and administrative site conditions:
Frequent: Asthenia, pyrexia, fatigue, and weakness.
Less frequent: Pain in limb, lethargy, and pain.

Investigations:
Frequent: Neutropenia, anaemia.
Less frequent: Thrombocytopenia, hyperbilirubinaemia.

Combination therapy with CIPLA-DOCETAXEL in prostate 
cancer patients: Clinically important treatment related adverse reactions in patients with prostate cancer 

treated with docetaxel, as in CIPLA-DOCETAXEL, in combination with prednisone or 
prednisolone:

Infection and infestations:
Frequent:  Infection.

Blood and lymphatic system disorders:
Frequent: Anaemia, neutropenia.
Less frequent: Thrombocytopenia, febrile neutropenia.

Immune system disorders:
Less frequent: Allergic reactions.

Metabolism and nutrition disorders:
Frequent: Fluid retention.

Nervous system disorders:
Frequent: Sensory neuropathy, motor neuropathy.

Eye disorders:
Less frequent: Tearing.

Cardiac disorders:
Less frequent: Left ventricular dysfunction.

Respiratory, thoracic and mediastinal disorders:
Less frequent:  Epistaxis, cough, and dyspnoea.

Gastrointestinal disorders:
Frequent: Nausea, diarrhoea, stomatitis/pharyngitis, taste disturbance, vomiting, anorexia.

Skin and subcutaneous tissue disorders:
Frequent: Alopecia, nail changes.
Less frequent: Rash/desquamation.

Musculoskeletal, connective tissue and bone disorders:
Less frequent: Myalgia, arthralgia.

General disorders and administrative site conditions:
Frequent: Fatigue.

KNOWN SYMPTOMS OF OVERDOSAGE AND PARTICULARS OF ITS TREATMENT:
In case of overdose, the patient should be admitted to a specialised unit and vital functions must be closely monitored. No 
known antidote for CIPLA-DOCETAXEL overdosage exists. The primary anticipated complications from overdosage are 
neutropenia, mucositis, cutaneous reactions and paraesthesia. 
Patients should be given therapeutic G-CSF as soon as possible after discovery of overdose. Other appropriate symptomatic 
measures should be instituted, as necessary. 

IDENTIFICATION: 
CIPLA-DOCETAXEL 20:     A light yellow viscous clear solution in 5 ml glass vials.
CIPLA-DOCETAXEL 80:     A light yellow viscous clear solution in 15 ml glass vials.
SOLVENT FOR 
CIPLA-DOCETAXEL 20 INJECTION: A clear colourless solution packed in transparent glass vial with a grey butyl stopper 

and a white aluminium flip-off seal.
SOLVENT FOR 
CIPLA-DOCETAXEL 80 INJECTION: A clear colourless solution packed in transparent glass vial with a grey butyl stopper 

and a white aluminium flip-off seal.

PRESENTATION:
CIPLA-DOCETAXEL 20: Carton containing a transparent glass vial of CIPLA-DOCETAXEL 20.
CIPLA-DOCETAXEL 80: Carton containing a transparent glass vial of CIPLA-DOCETAXEL 80.
SOLVENT FOR 
CIPLA-DOCETAXEL 20 INJECTION: 1,5 ml solvent in a 5 ml vial packed in a carton.
SOLVENT FOR 
CIPLA-DOCETAXEL 80 INJECTION: 6,0 ml solvent in a 15 ml vial packed in a carton.

STORAGE INSTRUCTIONS:
Storage of unopened vials (including solvent vials) should be between 2 °C to 8 °C, and vials should be protected from bright 
light. The product is not adversely affected by freezing.

The CIPLA-DOCETAXEL premix solution (10 mg docetaxel/ml) may be used immediately or stored either in the refrigerator 
or at room temperature up to a maximum period of 8 hours.
The CIPLA-DOCETAXEL infusion solution should preferably be administered immediately. It may, however, be stored at 
room temperature (not exceeding 25 °C) for a maximum period of 4 hours (which includes the one hour required for 
administration of the infusion) under room temperature and normal lighting conditions.
Discard any unused solution.
KEEP OUT OF REACH OF CHILDREN.

REGISTRATION NUMBERS:
CIPLA-DOCETAXEL 20: 41/26/0162
CIPLA-DOCETAXEL 80: 41/26/0163
SOLVENT FOR CIPLA-DOCETAXEL 20 INJECTION: 44/32.2/0393
SOLVENT FOR CIPLA-DOCETAXEL 80 INJECTION: 44/32.2/0394

NAME AND BUSINESS ADDRESS OF THE HOLDER OF THE CERTIFICATES OF REGISTRATION:
CIPLA LIFE SCIENCES (PTY) LTD
Rosen Heights, Pasita Street
Rosen Park, Bellville 7530 RSA

DATE OF PUBLICATION OF THIS PACKAGE INSERT:
 May 2011

© CIPLA MEDPRO (PTY) LTD

SKEDULERINGSTATUS:
S4:  CIPLA-DOCETAXEL 20 
 CIPLA-DOCETAXEL 80
S1:  SOLVENT FOR CIPLA-DOCETAXEL 20 INJECTION 
 SOLVENT FOR CIPLA-DOCETAXEL 80 INJECTION
EIENDOMSNAAM (EN DOSEERVORM): 

CIPLA-DOCETAXEL 20 (Oplossing vir infusie)
CIPLA-DOCETAXEL 80 (Oplossing vir infusie)
SOLVENT FOR CIPLA-DOCETAXEL 20 INJECTION 
(Oplosmiddel)
SOLVENT FOR CIPLA-DOCETAXEL 80 INJECTION 
(Oplosmiddel)
SAMESTELLING:
CIPLA-DOCETAXEL 20: Elke enkeldosis flessie bevat dosetakseltrihidraat gelykstaande aan 20 mg 

dosetaksel (anhidries) in 0,5 ml polisorbaat 80.
CIPLA-DOCETAXEL 80: Elke enkeldosis flessie bevat dosetakseltrihidraat gelykstaande aan 80 mg 

dosetaksel (anhidries) in 2,0 ml polisorbaat 80.
SOLVENT FOR 
CIPLA-DOCETAXEL 20 INJECTION: Elke flessie bevat 13,0 % m/v etanol 95 % v/v.
SOLVENT FOR 
CIPLA-DOCETAXEL 80 INJECTION: Elke flessie bevat 13,0 % m/v etanol 95 % v/v.

FARMAKOLOGIESE KLASSIFIKASIE: 
A 26 Sitostatiese middels.
A 32.2 Ander

FARMAKOLOGIESE WERKING:
Farmakodinamika:
Dosetaksel, ‘n antineoplastiese middel, bevorder die opname van tubulien in stabiele mikrotubules en inhibeer die afbraak 
daarvan. Hierdie veroorsaak ‘n merkbare afname in vry tubulien. Die binding van dosetaksiel aan mikrotubules verander nie 
die aantal protofilamente nie.

Dit is in vitro getoon dat dosetaksel die mikrotubulêre netwerk in selle, noodsaaklik vir lewensgewende mitotiese en interfase 
sellulêre funksies, ontwrig. Dosetaksel bereik hoë intrasellulêre konsentrasies waar dit vir ‘n lang tyd vertoef. Dit is bykomend 
getoon dat dosetaksel aktief is teen sommige, maar nie alle, sellyne wat ooruitdrukking gee aan die paraglikoproteïen wat 
deur die multi-geneesmiddel weerstandsgeen geënkodeer word. Dosetaksel is nie in vivo skedule-afhanklik nie.

Farmakokinetika:
Dosetaksel vertoon ‘n dosis-onafhanklike kinetiese profiel wat ooreenstem met ‘n drie-kompartement farmakokinetiese 
model. Die halfleeftye vir die alfa, beta en gamma fases is onderskeidelik 4 minute, 36 minute en 11,1 uur. Die laat fase is 
gedeeltelik die resultaat van ‘n relatiewe stadige uitvloei van dosetaksel vanaf die perifere kompartement. Die administrasie 
van ‘n 100 mg/m2 dosis toegedien oor een uur lei tot ‘n gemiddelde piek plasmavlak van 3,7 µg/ml met ‘n ooreenstemmende 
AOK van 4,6 h.µg/ml. Gemiddelde totale liggaamsopruiming is 21 L/h/m2 en gemiddelde volume van verspreiding by 
ewewigsvlak is 113 L. Binding aan plasmaproteïene oorskry 95 %.

Dosetaksel en sy metaboliete word hoofsaaklik via die fekale roete uitgeskei met fekale en urinêre uitskeiding wat 
onderskeidelik vir ongeveer 75 % en 6 % van die dosis rekenskap gee. Slegs ‘n klein gedeelte van die dosis word as die 
moedersubstans uitgeskei. In vitro studies het getoon dat isoensieme van die sitochroom P450 3A subfamilie by die 
metabolisme van dosetaksel betrokke is.

INDIKASIES:
1.  Borskanker:
Die kombinasie van CIPLA-DOCETAXEL, doksorubisien en siklofosfamied is aangedui vir bykomende behandeling van 
individue met chirurgies resekteerbare borskanker met positiewe nodes.

Die kombinasie van CIPLA-DOCETAXEL en doksorubisien is aangedui vir die behandeling van pasiënte met lokaal 
gevorderde of metastatiese borskanker in die afwesigheid van ‘n  geskiedenis van vorige sitotoksiese terapie vir hierdie 
toestand.

CIPLA-DOCETAXEL  as enkelmiddel is aangedui vir die behandeling van pasiënte met lokaal gevorderde of metastatiese 
borskanker in wie behandeling met sitotoksiese terapie gefaal het.

CIPLA-DOCETAXEL, in kombinasie met kapesitabien, is aangedui vir die behandeling van pasiënte met lokaal gevorderde 
of metastatiese borskanker in wie behandeling met sitotoksiese chemoterapie gefaal het, in welke gevalle vorige terapie ‘n 
antrasiklien moes ingesluit het.

2. Nie-kleinsel longkanker: 
CIPLA-DOCETAXEL, gekombineer met sisplatien, is aangedui vir die behandeling van pasiënte met nie-resekteerbare, 
lokaal gevorderde of metastatiese nie-kleinsel longkanker met geen geskiedenis van vorige chemoterapie vir hierdie toestand 
nie.

CIPLA-DOCETAXEL is aangedui vir die behandeling van pasiënte met lokaal gevorderde of metastatiese nie-kleinsel 
longkanker selfs indien hulle nie vantevore op platinum-gebaseerde chemoterapie gereageer het nie.

3. Ovariële kanker:
CIPLA-DOCETAXEL is aangedui na mislukking van eerste-linie of daaropvolgende chemoterapie vir die behandeling van 
pasiente met metastatiese ovariële karsinoom.

4. Prostaatkanker: 
CIPLA-DOCETAXEL, in kombinasie met prednisoon of prednisoloon, is aangedui vir die behandeling van mans met 
androgeenonafhanklike (hormoonrefraktoriese) metastatiese karsinoom van die prostaat.

5. Kanker van die kop en nek: 
CIPLA-DOCETAXEL, in kombinasie met sisplatien en 5-fluorourasiel is aangedui vir die induksiebehandeling van individue 
met onopereerbare plaveiselselkarsinome van die kop en nek wat lokaal gevorderd is.

KONTRA-INDIKASIES:
CIPLA-DOCETAXEL is teenaangedui in:

• Pasiënte wie ’n geskiedenis van hipersensitiwiteitsreaksies vir dosetaksel of polisorbaat 80 het.
• Pasiënte met basislyn neutrofieltelling van < 1500 selle/mm3.
• Swangerskap en laktasie aangesien CIPLA-DOCETAXEL getoon is om teratogenies te wees in diere.
• Kinders aangesien veiligheid nog nie vasgestel is nie.
• Pasiënte met erge lewerinkorting aangesien daar geen data beskikbaar is nie (sien “WAARSKUWINGS” en “DOSIS 

EN GEBRUIKSAANWYSINGS”).

Kontra-indikasies vir ander middels is ook van toepassing wanneer dit gebruik word in kombinasie met CIPLA-DOCETAXEL.

WAARSKUWINGS:

Pasiënte behoort CIPLA-DOCETAXEL te ontvang onder die toesig van ‘n gekwalifiseerde geneesheer met ondervinding in 
die gebruik van antineoplastiese middels. Dit is slegs moontlik om komplikasies toepaslik te hanteer wanneer voldoende 
diagnostiese en terapeutiese fasiliteite redelik beskikbaar is.

Abnormale lewerfunksie en hoër dosisse verhoog die insidensie van behandelingsverwante mortaliteit geassosieer met 
CIPLA-DOCETAXEL.  
As ‘n algemene reël, behoort CIPLA-DOCETAXEL nie toegedien te word aan pasiënte met serumbilirubien vlakke > die 
boonste grens van normal (BGN) of aan pasiënte met AST en/of ALT > 1,5 x BGN gesamentlik met alkaliese fosfatase 
vlakke > 2,5 x BGN.  Pasiënte met verhoogde bilirubienvlakke of abnormaliteite van transaminases gesamentlik met 
alkaliese fosfatase het ‘n verhoogde risiko om graad 4 neutropenie, febriele neutropenie, infeksies, erge trombositopenie, 
erge stomatitis, erge veltoksisiteit en toksiese dood te onwikkel.  

Pasiënte met geïsoleerde transaminase stygings > 1,5 x BGN toon ook ‘n hoër voorkoms van febriele neutropenie graad 4, 
maar het nie ‘n verhoogde insidensie van toksiese dood getoon nie. Bilirubien, AST of ALT en alkaliese fosfatase waardes 
behoort bepaal te word voor elke siklus van CIPLA-DOCETAXEL behandeling en hersien te word deur die behandelende 
geneesheer.

CIPLA-DOCETAXEL behoort nie toegedien te word aan pasiënte met neutrofieltellings van < 1500 selle/mm3 nie.  Om die 
ontwikkeling van neutropenie wat erg in graad kan wees en tot infeksie kan lei, te monitor, behoort gereelde bloedseltellings 
gedoen te word in alle pasiënt wat behandeling met CIPLA-DOCETAXEL  ontvang.

Erge hipersensitiwiteitsreaksies, gekenmerk deur hipotensie en/of brongospasma of algemene uitslag/eriteem, ontwikkel in 
2,2 % van pasiënte wie die aanbevole 3-dag deksametasoon premedikasie gegee word.  Hipersensitiwiteitsreaksies wat 
staking van behandeling met CIPLA-DOCETAXEL benodig is waargeneem in sommige pasiënte wie nie premedikasie 
ontvang het nie.  Sulke reaksies klaar op na staking van die infusie en die toediening van toepaslike behandeling.

CIPLA-DOCETAXEL moet nie toegedien word aan pasiënte wie voorheen erge hipersensitiwiteitsreaksies vir 
CIPLA-DOCETAXEL of ander middels geformuleer met polisorbaat 80 ondervind het nie.  

Ten spyte van ‘n 3-dag deksametasoon premedikasie het erge vogretensie ontwikkel in 6,5 % van pasiënte.  Hierdie 
ontwikkeling is gekenmerk deur een of meer van die volgende:  perifere edeem wat swak verdra is, algemene edeem, 
pleurale effusie wat dringende dreinering benodig, dispnee met rus, kardiale tamponade of uitgesproke buikopsetting 
(weens askites). 

Let wel:  Kontak van die CIPLA-DOCETAXEL konsentraat met geplastiseerde PVC toerusting of toestelle wat gebruik 
word om oplossings voor te berei vir infusie word nie aanbeveel nie.  Om pasiëntblootstelling aan die plastiseerder 
DEHF (di-2-etielheksielftalaat), wat kan uitloog vanaf PVC infusiesakke of –stelle, te minimaliseer, behoort die finale 
CIPLA-DOCETAXEL verdunning vir infusie gestoor te word in bottels (glas, polipropileen) of plastiese sakke 
(polipropileen, poliolefien) en toegedien te word deur polietileenbelynde toedieningstelle (sien “DOSIS EN 
GEBRUIKSAANWYSINGS”).       
Die toediening van CIPLA-DOCETAXEL behoort beperk te word tot eenhede gespesialiseerd in die gebruik van sitotoksiese 
chemoterapie.  CIPLA-DOCETAXEL behoort slegs toegedien te word onder die toesig van ‘n gekwalifiseerde onkoloog.  
Aangesien betekenisvolle hipersensitiwiteitsreaksies kan ontwikkel, behoort toepaslike ondersteunende toerusting 
beskikbaar te wees.  Dit word aanbeveel dat vitale tekens noukeurig gemonitor word tydens die infusie.

Premedikasie met ‘n oraaltoegediende kortikosteroïed (sien hieronder vir prostaat) soos deksametasoon 16 mg per dag (bv. 
8 mg tweemaal daagliks)  vir 3 dae, behalwe as dit teenaangedui is, kan die insidensie en graad van vogretensie verminder 
sowel as die graad van hipersensitiwiteitsreaksies. Hierdie premedikasie behoort toegedien te word een dag voor die 
toediening van CIPLA-DOCETAXEL. Vir pasiënte met prostaatkanker is die voorbehandeling regimen 8 mg orale 
deksametasoon toegedien 12 uur, 3 uur en 1 uur voor die CIPLA-DOCETAXEL behandeling.

Hematologie:
Die mees algemene ongewenste reaksie weens CIPLA-DOCETAXEL is neutropenie wat in bykans alle pasiënte ontwikkel.  
Erge neutropenie (graad 3 – 4) ontwikkel in 99 % van pasiënte wie kombinasie terapie met doksorubisien ontvang het.  
Neutrofiellaagtepunte het voorgekom by ‘n mediaan van 7 dae alhoewel hierdie tydperk korter kan wees in pasiënte wie straf 
voorafbehandel is. Volledige bloedseltellings behoort dikwels gedoen te word in alle pasiënte wie CIPLA-DOCETAXEL 
ontvang.  Pasiënte behoort slegs verdere behandeling met CIPLA-DOCETAXEL te ontvang na neutrofieltellings herstel het 
tot ‘n vlak ≥ 1500 selle/mm3 (sien “DOSIS EN GEBRUIKSAANWYSINGS”).  

Indien erge neutropenie (< 500 selle/mm3 vir 7 dae of meer) ontwikkel tydens ‘n kursus van CIPLA-DOCETAXEL behandeling 
word ‘n vermindering in die dosis van daaropvolgende siklusse van behandeling en die gebruik van toepaslike simptomatiese 
maatreëls, aanbeveel.

Hipersensitiwiteitsreaksies:
Pasiënte benodig noukeurige observasie vir hipersensitiwiteitsreaksies veral tydens die eerste en tweede infusies. 
Hipersensitiwiteitsreaksies kan ontwikkel binne ‘n paar minute na die begin van die CIPLA-DOCETAXEL infusie; fasiliteite vir 
die behandeling van hipotensie en brongospasma behoort dus beskikbaar te wees  indien hipersensitiwiteitsreaksies 
ontwikkel.  Geringe simptome soos blosing of gelokaliseerde velreaksies verg nie onderbreking van behandeling nie.  Indien 
meer ernstige reaksies egter plaasvind, soos hipotensie met ‘n verlaging van meer as 20 mmHg, brongospasma of algemene 
uitslag/eriteem, behoort die infusie onmiddelik gestaak te word en toepaslike simptomatiese behandeling ingestel te word.  
Pasiënte wie ernstige hipersensitiwiteitsreaksies ondervind het, behoort nie weer CIPLA-DOCETAXEL te ontvang nie.  

Vogretensie:
Premedikasie met ‘n kortikosteroïed soos orale deksametasoon 16 mg per dag (bv. 8 mg tweemaal daagliks) vir 3 dae 
geïnisieer een dag voor CIPLA-DOCETAXEL toediening kan die insidensie van vogretensie en die graad daarvan verminder 
sowel as die graad van hipersensitiwiteitsreaksies.  Pasiënt met erge vogretensie soos pleurale effusie, perikardiale effusie 
en askites benodig noukeurige monitering.

Lewerinkorting:
Pasiënte wie CIPLA-DOCETAXEL ontvang teen 100 mg/m2 wat serumtransaminase vlakke (ALT en/of AST) > 1,5 x die 
boonste grens van normal (BGN) het in kombinasie met serum alkaliese fosfatase vlakke hoër as 2,5 x BGN het ‘n hoër risiko 
van ernstige newe-effekte soos toksiese dood, insluitende sepsis en gastroïntestinale bloeding wat noodlottig kan wees, 
febriele neutropenie, infeksies, trombositopenie, stomatitis en astenie.  Die  aanbevole dosis van CIPLA-DOCETAXEL in 
pasiënte met verhoogde lewerfunksie toetse (LFTe), is dus 75 mg/m2 en  LFTe behoort gedoen te word as ‘n basislyn en voor 
elke siklus van behandeling (sien “DOSIS EN GEBRUIKSAANWYSINGS”).

Vir pasiënte met serumbilirubien vlakke > BGN en/of ALT en AST > 3,5 x BGN gekombineer met serum alkaliese fosfatase 
vlakke > 6 x BGN, kan geen dosisvermindering aanbeveel word nie en CIPLA-DOCETAXEL behoort nie toegedien te word 
nie behalwe as dit streng aangedui word.

Velreaksies:
Gelokaliseerde veleriteem van die ledemate (handpalms en voetsole) met edeem gevolg deur afskilfering kan ontwikkel.  
Hierdie tipe toksisiteit noodsaak die onderbreking of staking van behandeling.

Senustelsel:
Erge perifere neurotoksisiteit, insluitende parestesieë, disestesie en pyn is waargeneem en benodig ‘n dosisvermindering.  
Indien simptome aanhou behoort behandeling gestaak te word. 

Bejaardes:
‘n Analise van veiligheidsdata in pasiënte 60 jaar en ouer wat CIPLA-DOCETAXEL en kapesitabien kombinasie behandeling 
ontvang het, het ‘n verhoogde insidensie van behandelingsverwante graad 3 en 4 newe-effekte,  behandelingsverwante 
ernstige ongewenste reaksies en vroeë onttrekkings van behandeling weens newe-effekte getoon  in vergelyking met 
pasiënte jonger as 60 jaar.  Pasiënte wie 65 jaar oud was wat CIPLA-DOCETAXEL ontvang het elke 3 weke het > 10 % hoër 
insidensie gehad van anemie, infeksie, naelveranderinge, eetlusverlies en gewigsverlies. 

Ander:
Voorbehoeding moet toegepas word tydens en vir ten minste drie maande na staking van CIPLA-DOCETAXEL behandeling.

INTERAKSIES:
Daar is ‘n gebrek aan formele kliniese studies wat middelinteraksies met CIPLA-DOCETAXEL evalueer het.

In vitro studies het getoon dat die metabolisme van CIPLA-DOCETAXEL kan verander word deur die gelyktydige toediening  
van substanse wat sitochroom P450-3A induseer, inhibeer, of daardeur gemetaboliseer word (en dus die ensiem 
kompeterend kan inhibeer), insluitende siklosporien, ketokonasool, eritromisien en troleandomisien.  Daarom word dit 
aanbeveel dat omsigtigheid benodig word wanneer pasiënte gelyktydig met hierdie middels behandel word aangesien daar 
‘n potensiaal is vir betekenisvolle interaksies.  

CIPLA-DOCETAXEL is hoogs gebonde aan plasmaproteïene (> 95 %).  Alhoewel die moontlike in vivo interaksie van 
CIPLA-DOCETAXEL met gelyktydig toegediende middels nie formeel bestudeer is nie, het in vitro interaksies met hegte 
proteïengebonde middels soos  eritromisien, difenhidramien, propranolol, propafenoon, fenitoïen, salisilaat, sulfametoksasool 
en natriumvalproaat, nie die proteïenbinding van dosetaksel beïnvloed nie.  So ook het deksametasoon nie die 
proteïenbinding van CIPLA-DOCETAXEL beïnvloed nie.  

CIPLA-DOCETAXEL affekteer nie die proteïenbinding van digoksien nie.  
Wanneer CIPLA-DOCETAXEL saam met doksorubisien gebruik word, word nóg die opruiming van doksorubisien nóg die 
plasmavlakke van doksorubisinol (‘n doksorubisien metaboliet) geaffekteer.

CIPLA-DOCETAXEL opruiming, wanneer dit toegedien word in kombinasie met sisplatien is soortgelyk aan dié wat 
waargeneem word na monoterapie. Die farmakokinetiese eienskappe van sisplatien wanneer dit kort na 
CIPLA-DOCETAXEL infusie gegee word, is soortgelyk aan dié wanneer sisplatien alleen gegee word. Kapesitabien affekteer 
nie die farmakokinetika van CIPLA-DOCETAXEL (Cmaks en AOK) nie en CIPLA-DOCETAXEL het geen effek op die 
farmakokinetika van die hoof kapesitabien metaboliet 5’-DFUR nie.

Prednisoon affekteer nie CIPLA-DOCETAXEL farmakokinetika nie.

Omsigtigheid word benodig wanneer CIPLA-DOCETAXEL toegedien word aan pasiënte wie gelyktydig potente CYP3A4 
inhibeerders (bv. protease inhibeerders soos ritonavir en asool antiswammiddels soos ketokonasool of itrakonasool) ontvang. 
‘n Middelinteraksie studie uitgevoer in pasiënte wie ketokonasool en dosetaksel ontvang het, het getoon dat ketokonasool 
dosetaksel opruiming met die helfte verminder moontlik omdat dosetaksel metabolisme langs CYP3A4 as ‘n hoof (enkel) 
metaboliese pad plaasvind. Pasiënte kan verminderde toleransie vir CIPLA-DOCETAXEL toon, selfs teen laer dosisse.

SWANGERSKAP EN LAKTASIE:
Die gebruik van CIPLA-DOCETAXEL is teenaangedui in swangerskap en laktasie aangesien CIPLA-DOCETAXEL 
teratogenies in diere is (sien “KONTRA-INDIKASIES” en “WAARSKUWINGS”).

DOSIS EN GEBRUIKSAANWYSINGS:
Pasiënte behoort CIPLA-DOCETAXEL slegs deur intraveneuse infusie te ontvang.

Dosering:
‘n Kortikosteroïed premedikasie (sien hieronder vir prostaatkanker) soos orale deksametasoon 16 mg per dag (bv. 8 mg 
tweemaal daagliks) vir drie dae, behalwe as dit teenaangedui is, kan gegee word. Dit moet in aanvang neem een dag voor 
die toediening van CIPLA-DOCETAXEL. Vir prostaatkanker, weens die gesamentlike gebruik van prednisoon of 
prednisoloon, is die aanbevole premedikasie regimen orale deksametasoon 8 mg gegee 12 uur, 3 uur en 1 uur voor die 
CIPLA-DOCETAXEL infusie.  

G-KSF kan profilakties toegedien word om die risiko vir hematologiese toksisiteite te verminder.  

CIPLA-DOCETAXEL infusie word toegedien oor ‘n periode van een uur elke drie weke.

1. Borskanker:
In die adjuvante behandeling van chirurgies resekteerbare node-positiewe borskanker is die aanbevole CIPLA-DOCETAXEL 
dosis 75 mg/m2 toegedien een uur na doksorubisien 50 mg/m2 en siklofosfamied 500 mg/m2 elke 3 weke vir 6 siklusse (sien 
ook “Dosisaanpassings tydens behandeling”).

In eerste-linie behandeling word CIPLA-DOCETAXEL 75 mg/m2 toegedien in kombinasie met doksorubisien (50 mg/m2).

Vir tweede-linie monoterapie vir pasiënte wie voorheen behandeling ontvang het is die aanbevole dosis van 
CIPLA-DOCETAXEL terapie 100 mg/m2 as ‘n enkelmiddel.

Wanneer dit gebruik word in kombinasie met kapesitabien is die aanbevole dosis van CIPLA-DOCETAXEL 75 mg/m2 elke 
drie weke gesamentlik met kapesitabien teen 1250 mg/m2 oraal tweemaal daagliks (binne 30 minute na ‘n maaltyd) vir twee 
weke gevolg deur ‘n 1-week rusperiode.  Raadpleeg asseblief kapesitabien se vervaardiger se voorskrifinformasie vir 
kapesitabien dosisbepaling na gelang van die liggaamsoppervlakte area.

2. Nie-kleinsel longkanker: 
In kombinasie terapie (chemoterapie naïewe pasiënte): 
Die aanbevole dosis regimen is CIPLA-DOCETAXEL 75 mg/m2 waarna sisplatien 75 mg/m2 onmiddelik behoort toegedien te 
word oor 30 tot 60 minute.

In monoterapie (vir pasiënte wie voorheen behandel is): 
Die aanbevole CIPLA-DOCETAXEL dosering is 100 mg/m2 as ‘n enkele middel.

3. Ovariële kanker:
Die aanbevole CIPLA-DOCETAXEL dosis is 100 mg/m2.

4. Prostaatkanker:
Die aanbevole CIPLA-DOCETAXEL dosis is 75 mg/m2.  Pasiënte behoort aanhoudend prednisoon of prednisoloon 5 mg 
oraal tweemaal daagliks te ontvang.  

Pasiënte benodig noukeurige observasie veral tydens die eerste en tweede infusie van CIPLA-DOCETAXEL weens die risiko 
vir hipersensitiwiteitsreaksies.

5. Kop- en nekkanker:
Vir die induksiebehandeling van lokaal gevorderde onopereerbare plaveiselselkarsinoom van die kop en nek (PSKKN) is die 
aanbevole dosis van CIPLA-DOCETAXEL 75 mg/m2 toegedien oor een uur.  Dit behoort opgevolg te word met sisplatien 
75 mg/m2 toegedien oor een uur, op dag een, gevolg deur 5-fluorourasiel toegedien as ‘n aanhoudende infusie teen ‘n 
dosering van 750 mg/m2 per dag vir vyf dae.  Pasiënte behoort hierdie regimen te ontvang elke 3 weke vir 4 siklusse. Na 
chemoterapie behoort pasiënte radioterapie te ontvang.  Pasiënte benodig premedikasie met anti-emetika en toepaslike 
hidrasie (voor en na sisplatien toediening).  Pasiënte benodig ook profilakse vir neutropeniese infeksies.  

Vir sisplatien en 5-fluorourasiel dosisaanpassings moet die onderskeidelike voubiljette geraadpleeg word.

Dosisaanpassings tydens behandeling:
Algemeen:
SLEGS die behandelende onkoloog kan die skedule van toediening aanpas.  Pasiënte behoort CIPLA-DOCETAXEL te 
ontvang wanneer die neutrofieltelling ≥ 1500 selle/mm3 is.  Pasiënte wie óf febriele neutropenie, neutrofieltelling < 500 
selle/mm3 vir meer as een week, erge of kumulatiewe velreaksies óf erge neurosensoriese tekens en/of simptome ontwikkel 
tydens behandeling met CIPLA-DOCETAXEL, behoort hul CIPLA-DOCETAXEL dosering te laat verminder tydens die 
daaropvolgende siklus, vanaf 100mg/m2 tot 75 mg/m2 en/of vanaf 75 mg/m2 tot 60 mg/m2.  Indien die pasiënt aanhou om 
hierdie newe-effekte te ondervind teen 60 mg/m2 behoort behandeling gestaak te word. 

Kombinasie terapie met CIPLA-DOCETAXEL vir nie-kleinsel longkanker:
Vir pasiënte wie aanvanklik CIPLA-DOCETAXEL teen 75 mg/m2 ontvang het in kombinasie met sisplatien en wie se laagste 
plaatjietelling tydens die vorige kursus van behandeling < 25000 selle/mm3 was, of in pasiënte wie febriele neutropenie 
ontwikkel of in pasiënte met ernstige nie-hematologiese toksisiteite, benodig die CIPLA-DOCETAXEL dosering vermindering 
in daaropvolgende siklusse na 65 mg/m2.  Vir aanpassings tot die sisplatien dosering sien die vervaardiger se voubiljet.

Kombinasie terapie met CIPLA-DOCETAXEL vir borskanker:
Pasiënte wie adjuvante terapie ontvang vir borskanker en wie febriele neutropenie ontwikkel behoort G-KSF gegee te word 
in alle daaropvolgende siklusse.  Indien pasiënte aanhou om hierdie newe-effek te ondervind behoort hulle op G-KSF te bly 
en hulle CIPLA-DOCETAXEL dosering behoort verminder te word tot 60 mg/m2.  Indien G-KSF nie gegee word nie, moet die 
CIPLA-DOCETAXEL dosering verminder word vanaf 75 tot 60 mg/m2.

Vir kapesitabien dosisaanpassings, wanneer dit saam met CIPLA-DOCETAXEL gebruik word, raadpleeg die kapesitabien 
voubiljet.

Vir pasiënte wie die eerste maal graad 2 toksisiteit ondervind wat aanhou tot en met die tyd van die volgende 
CIPLA-DOCETAXEL / kapesitabien toediening, stel verdere behandeling uit totdat dit opklaar tot graad 0 – 1 en hervat dit 
dan teen 100 % van die aanvanklike dosis. Vir pasiënte wie die tweede maal graad 2 toksisiteit ondervind of die eerste maal 
graad 3 toksisiteit enige tyd tydens die kursus van behandeling, stel behandeling uit totdat dit opklaar tot graad 0 – 1 en hervat 
dan behandeling met CIPLA-DOCETAXEL 55 mg/m2. In die geval van enige daaropvolgende toksisiteite of enige graad 4 
toksisiteite, staak CIPLA-DOCETAXEL.

Vir CIPLA-DOCETAXEL dosisaanpassings weens lewerinkorting, sien “WAARSKUWINGS” en “Spesiale Bevolkings”.

Spesiale Bevolkings:
Pasiënte met lewerinkorting:
CIPLA-DOCETAXEL behoort oor die algemeen nie toegedien te word aan pasiënte met bilirubien > BGN nie. 
CIPLA-DOCETAXEL behoort ook nie oor die algemeen gegee te word aan pasiënte met AST en/of ALT > 1,5 x BGN saam 
met alkaliese fosfatase > 2,5 x BGN nie.

Kinders:
Dit is nog nie vasgestel of CIPLA-DOCETAXEL veilig en effektief is wanneer dit gebruik word in kinders nie (sien 
“KONTRA-INDIKASIES”).

Bejaardes:
Gebaseer op ‘n bevolking farmakokinetiese analise is daar geen spesiale instruksies vir CIPLA-DOCETAXEL toediening aan 
bejaardes nie.

Vir kapesitabien dosisvermindering wanneer dit toegedien word in kombinasie met CIPLA-DOCETAXEL, sien kapesitabien 
se voubiljet .

Aanbevelings vir veilige hantering :
Voorsorgmaatreëls vir  hantering van sitostatiese middels behoort streng nagevolg te word :

• Slegs opgeleide personeel behoort die middel aan te maak in ‘n aangewese area. 
• CIPLA-DOCETAXEL is ‘n antineoplastiese middel, en soortgelyk aan ander potensieel toksiese samestellings word 

omsigtigheid benodig wanneer dit hanteer word en wanneer die CIPLA-DOCETAXEL oplossings voorberei word. 
• Wegdoenbare absorberende papier met ‘n plastiese rugkant behoort op die werksoppervlakte geplaas te word.
• Dit is nodig om voldoende beskermende handskoene en klerasie te dra. 
• Indien CIPLA-DOCETAXEL konsentraat, voormengsel oplossing of infusie oplossing dalk in aanraking kom met die vel, 

gebruik seep en water om dadelik en deeglik te was.  Indien CIPLA-DOCETAXEL konsentraat, voormengsel oplossing 
of infusie oplossing dalk in kontak kom met die oë of slymvliese gebruik water om dadelik en deeglik te was.

• Swanger personeel behoort nie die sitotoksiese preparate te hanteer nie.
• Voldoende sorg en voorsorgmaatreëls word benodig in die weggooi van items wat gebruik word om die middel aan te 

maak.

Gebruiksaanwysings:
CIPLA-DOCETAXEL 20 mg flessie en CIPLA-DOCETAXEL oplosmiddel flessie:
Elke CIPLA-DOCETAXEL 20 mg flessie bevat 20 mg CIPLA-DOCETAXEL per 0,5 ml polisorbaat 80 (vulvolume: 24,4 mg/ 
0,61 ml).

Elke CIPLA-DOCETAXEL oplosmiddel flessie vir CIPLA-DOCETAXEL 20 mg bevat 1,5 ml oplosmiddel (vulvolume: 1,98 ml).

CIPLA-DOCETAXEL 80 mg flessie en CIPLA-DOCETAXEL oplosmiddel flessie:
Elke CIPLA-DOCETAXEL 80 mg flessie bevat 80mg CIPLA-DOCETAXEL per 2 ml polisorbaat 80 (vulvolume: 94,4 mg/2,36 ml).

Elke CIPLA-DOCETAXEL oplosmiddel flessie vir CIPLA-DOCETAXEL 80 mg bevat 6 ml oplosmiddel (vulvolume: 7,33 ml).
Voorbereiding vir intraveneuse toediening:
 a) Voorbereiding van die CIPLA-DOCETAXEL voormengsel oplossing (10 mg CIPLA-DOCETAXEL/ml):
 As die flessies in die yskas was, laat die benodigde getal CIPLA-DOCETAXEL kartonhouers by kamertempratuur  staan 

vir 5 minute.
 Trek die volledige inhoud van die CIPLA-DOCETAXEL oplosmiddel flessie asepties op deur die flessie gedeeltelik om te 

keer en deur ‘n spuit met ‘n naald te gebruik.
 Maak die spuit leeg deur die volledige inhoud in die ooreenstemende CIPLA-DOCETAXEL flessie in te spuit,
 Verwyder die spuit en naald en meng die inhoud in die CIPLA-DOCETAXEL flessie manueel deur die flessie vir ‘n minimum 

van 45 sekondes herhaaldelik om te keer.  Moet nie die flessie skud nie.
 Laat die voormengsel flessie staan vir 5 minute teen kamertemperatuur.  Die oplossing behoort homogeen en helder voor 

te kom.  Weens die aanwesigheid van polisorbaat 80 in die formulasie kan skuim teenwoordig wees wat normaal is selfs na 
5 minute.

 Die voormengsel oplossing bevat 10 mg/ml CIPLA-DOCETAXEL.  Dit behoort dadelik gebruik te word om die oplossing vir 
infusie voor te berei.  Dit is egter stabiel vir ‘n maksimum van 8 uur solank dit teen kamertemperatuur of in die yskas gehou 
word.

 b) Voorbereiding van die infusie-oplossing:
 Om die benodigde dosis te verkry mag dit nodig wees om meer as een voormengsel flessie te gebruik.  Gebruik gemerkte 

spuite met naalde om die benodigde  hoeveelheid van die voormengsel oplossing asepties op te trek vanuit die toepaslike 
hoeveelheid voormengsel flessies, gebaseer op die benodigde dosis vir die pasiënt uitgedruk in mg. Byvoorbeeld, ‘n dosis 
van 150 mg CIPLA-DOCETAXEL sal 15 ml CIPLA-DOCETAXEL voormengsel oplossing benodig. 

 Spuit die benodigde voormengsel volume in ‘n 250 ml infusiesak of -bottel wat 5 % dekstrose oplossing of alternatiewelik 
0,9 % natriumchloried oplossing bevat om die finale konsentrasie van 0,3 tot 0,74 mg CIPLA-DOCETAXEL/ml te verkry.  
Indien die pasiënt ‘n dosis groter as 200 mg CIPLA-DOCETAXEL benodig, gebruik ‘n groter volume van die infusie 
oplossing maar moet nie ‘n konsentrasie van 0,74 mg/ml CIPLA-DOCETAXEL oorskry nie.  

 Deur gebruik te maak van ‘n wiegende beweging vermeng die infusie bottel of sak manueel.  
 Dien die CIPLA-DOCETAXEL infusie oplossing asepties intraveneus toe so gou as moontlik na voorbereiding. Die 

oplossing moet toegedien word oor een uur teen kamertemperatuur en onder normale beligting. Die totale periode van 
manipulasie beginnende met die voorbereiding van die sak tot die einde van die infusie moet nie langer as vier uur wees 
nie.

 Soortgelyk aan alle parenterale produkte benodig CIPLA-DOCETAXEL voormengsel oplossing en infusie oplossing 
visuele inspeksie voordat dit gebruik word.  Indien ‘n presipitaat teenwoordig is behoort die oplossings weggegooi te word.  

 Moet nie meng met ander middels nie.

Kontak van die CIPLA-DOCETAXEL konsentraat met geplastiseerde PVC toerusting of toebehore wat gebruik word 
om die oplossings vir infusie voor te berei word nie aanbeveel nie.  Om blootstelling aan die plastiseerder DEHF 
(di-2-etielheksielftalaat), wat kan uitloog vanaf PVC infusie sakke of stelle, te minimaliseer, behoort die finale 
CIPLA-DOCETAXEL verdunning vir infusie gestoor te word in bottels (glas, polipropileen) of plastiese sakke 
(polipropileen, poliolefien) en toegedien te word deur polietileenbelynde toedieningstelle (sien “WAARSKUWINGS”).       
NEWE-EFFEKTE EN SPESIALE VOORSORGMAATREëLS:
Newe-effekte:
Bloed en limfatiese sisteem afwykings:
Dikwels: Beenmurg onderdrukking en ander hematologiese newe-effekte sluit in neutropenie, febriele 

neutropenie, trombositopenie, anemie en infeksies.  Neutropenie is omkeerbaar en nie kumulatief 
nie. Die mediane tyd vir laagtepunte is 7 dae en die mediane tydperk van erge neutropenie (< 500 
selle/mm3) is 7 dae.  Koors in die afwesigheid van infeksie is gemeld in pasiënte met nie-kleinsel 
longkanker.

Minder dikwels: Episodes van bloeding is waargeneem en is in raar gevalle geassosieer met erge trombositopenie 
(< 50 000 selle/mm3).

Die volgende newe-effekte is gemeld en die frekwensie 
daarvan is onbekend: Daar was melding gemaak van gedissemineerde intravaskulêre stolling in assosiasie met sepsis 

of multi-orgaan versaking.

Imuunsisteem afwykings:
Dikwels: Hipersensitiwiteitsreaksies kan ontwikkel, gewoonlik binne ‘n paar minute na die aanvang van die 

CIPLA-DOCETAXEL infusie en is gewoonlik gering tot matig van graad. Simptome, insluitende 
blosing, uitslag met of sonder pruritus, benoudheid, rugpyn, dispnee en middelkoors of kouekoors.

 Erge reaksies gekenmerk deur hipotensie en/of brongospasma of algemene uitslag/eriteem wat 
behandeling benodig, kan ontwikkel.  Hierdie reaksies kan opklaar na staking van die infusie en 
die instelling van toepaslike behandeling.

Metabolisme en voedingsafwykings:
Minder dikwels: Vogretensie insluitende perifere edeem, pleurale effusie, perikardiale effusie, askites, verhoogde 

kapillêre deurlaatbaarheid en gewigstoename is gemerk.  Die perifere edeem begin gewoonlik in 
die onderste ledemate en kan deur die res van die liggam versprei met ‘n gewigstoename van 3 kg 
of meer na 4 siklusse of ‘n kumulatiewe dosis ≥ 400 mg/m2. Vogretensie is kumulatief in insidensie 
en graad.  Pasiënte met premedikasie het ‘n vertraagde aanvang van matige tot erge retensie in 
vergelyking met pasiënte sonder premedikasie.  Sommige pasiënte ontwikkel egter matige tot erge 
retensie tydens die vroeë kursusse van behandeling.  In pasiënte wie die aanbevole premedikasie 
ontvang het is die mediane tyd tot omkeerbaarheid van die vogretensie 16,4 weke (omvang 0 tot 
42 weke). Akute episodes van oligurie of hipotensie het nie vogretensie vergesel nie.  Verslae van 
vogretensie is minder dikwels ontvang in pasiënte wie die aanbevole premedikasie ontvang het, in 
vergelyking met pasiënte wie dit nie ontvang het nie.  Melding is ook gemaak van dehidrasie en 
pulmonale edeem.

Senusisteem afwykings :
Dikwels: Neurosensoriese tekens gekenmerk deur parestesieë, disestesie of pyn, insluitende brandpyn kan 

ontwikkel.  Neuromotoriese effekte hoofsaaklik gekenmerk deur swakheid kan ontwikkel.  Daar 
was ook gevalle van konvulsie of verbygaande verlies aan bewussyn met CIPLA-DOCETAXEL 
toediening.  Hierdie reaksies kan voorkom tydens die infusie van die middel.

Oogafwykings:
Minder dikwels: Lakrimasie met of sonder konjunktivitis, enkele gevalle van traanbuis obstruksie wat oormatige 

lakrimasie tot gevolg het.  Verbygaande visuele afwykings (flitse, flitsende ligte, skotomata), wat 
tipies voorkom tydens infusie van die middel en in assosiasie met hipersensitiwiteitsreaksies. 

Kardiovaskulêre sisteem afwykings:
Minder dikwels:  Veneuse tromboemboliese verskynsels, miokardiale infarksie, en hipertensie is gemeld.
  Ander newe-effekte sluit in ventrikulêre disfunksie, onstabiele angina, disritmieë, sinus tagikardie, 

atriale fladder of paroksismale atriale tagikardie en hipotensie.

Respiratoriese, torakale en mediastinale afwykings:
Dikwels: Dispnee kan ontwikkel en word geassosieer met akute hipersensitiwiteitsreaksies, respiratoriese 

infeksies en ook in assosiasie met longkanker. 
Minder dikwels: Hoes en neusbloeding.
Akute respiratoriese noodsindroom, interstisiële pneumonie, pulmonale fibrose en bestralingsverskynsels is ook gemeld.

Gastroïntestinale sisteem afwykings:
Dikwels: Gastroïntestinale effekte soos naarheid, braking, diaree en buikpyn, hardlywigheid, stomatitis, 

esofagitis en smaaksteurnisse, gastroïntestinale bloeding, eetlusverlies, episodes van dehidrasie 
weens gastroïntestinale effekte, gastroïntestinale perforasie, isgemiese kolitis, kolitis, en 
neutropeniese enterokolitis 

Minder dikwels: Ileus en intestinale obstruksie.

Hepatobiliêre sisteem afwykings:
Minder dikwels: Stygings in serumvlakke van AST, ALT, bilirubien and alkaliese fosfatase groter as 2,5 x BGN, 

hepatitis.

Vel en subkutane weefsel afwykings:
Dikwels: Omkeerbare velreaksies wat gekenmerk word deur ‘n uitslag, insluitende gelokaliseerde uitslagte 

hoofsaaklik op die voete en hande maar ook op die arms, gesig of borskas en dikwels geassosieer 
met pruritus.  Uitslagte kom gewoonlik voor binne een week na die CIPLA-DOCETAXEL infusie.  
Naelafwykings wat gekenmerk word deur hipo- of hiperpigmentasie en soms pyn en onigolise 
ontwikkel.

Minder dikwels:  Ernstige reaksies soos uitslagte gevolg deur afskilfering kan lei tot onderbreking of staking van 
CIPLA-DOCETAXEL behandeling.

  Bulleuse uitslagte soos eritema multiforme of Stevens-Johnson sindroom, is ook gemeld.

Muskuloskeletale, bindweefsel en been afwykings:
Dikwels: Artralgie and mialgie.

Algemene afwykings en toestande van die toedieningsplek:
Dikwels: Reaksies by die plek van infusie kan voorkom en is gewoonlik gering van aard en bestaan uit 

hiperpigmentasie, inflammasie, rooiheid of droogheid van die vel, flebitis of ekstravasasie en 
swelling van die vene.

 Algemene of gelokaliseerde pyn kan ontwikkel en kan borskaspyn sonder enige kardiale of 
respiratoriese betrekking insluit.

 Ander newe-effekte sluit in haarverlies en astenie.

Kombinasie behandeling met CIPLA-DOCETAXEL in die adjuvante behandeling 
van borskanker: Klinies belangrik, behandelingsverwante ongewenste reaksies in pasiënte wie 

CIPLA-DOCETAXEL ontvang in kombinasie met doksorubisien en siklofosfamied.
Infeksies en infestasies:
Dikwels: Infeksie.

Bloed en limfatiese sisteem afwykings:
Dikwels: Anemie, neutropenie, koors in afwesigheid van infeksie, trombositopenie, febriele neutropenie en 

neutropeniese infeksie.

Immuunsisteem afwyking:
Dikwels: Hipersensitiwiteitsreaksies.

Metabolisme en voedingsafwykings:
Dikwels: Perifere edeem en gewigstoename/verlies.
Minder dikwels: Limfedeem.

Senusisteem afwykings:
Dikwels: Sensoriese neuropatie, sinkopie.
Minder dikwels: Neurokortikale newe-effekte, motorneuropatie en neuroserebellêre newe-effekte.

Oogafwykings:
Minder dikwels: Lakrimasie afwyking, konjunktivitis.

Kardiale afwykings:
Minder dikwels: Kardiale disritmieë.

Vaskulêre afwykings:
Dikwels: Vasodilatasie.
Minder dikwels: Hipotensie, flebitis.

Respiratoriese, torakale en mediastinale afwykings:
Minder dikwels: Hoes.

Gastroïntestinale afwykings:
Dikwels: Eetlusverlies, naarheid, stomatitis, braking, diaree, smaaksteurnisse, hardlywigheid. 
Minder dikwels: Buikpyn.

Vel en subkutane weefsel afwykings:
Dikwels: Haarverlies, veltoksisiteit en naelafwykings.

Muskuloskeletale, bindweefsel en been afwykings:
Dikwels: Mialgie, artralgie.

Genitale en bors afwykings:
Dikwels: Amenoree.

Algemene afwykings en toestande van die toedieningsplek:
Dikwels: Astenie.

Kombinasie terapie met CIPLA-DOCETAXEL en kapesitabien 
vir borskanker: Opsomming van ongewenste reaksies wat dalk verwant kan wees gemeld in > 5 % van 

pasiënte wie dosetaksel, soos in CIPLA-DOCETAXEL, en kapesitabien in kombinasie 
ontvang het.

Infeksies en infestasies:
Minder dikwels:  Orale kandidiase.

Metabolisme en voedingsafwykings:
Minder dikwels:  Dehidrasie, gewigsverlies.

Senusisteem afwykings:
Dikwels: Parestesieë.
Minder dikwels: Duiseligheid, hoofpyn, perifere neuropatie.

Oogafwykings:
Dikwels: Verhoogde lakrimasie.

Vaskulêre afwykings:
Dikwels: Edeem van die onderste ledemate.

Respiratoriese, torakale en mediastinale afwykings:
Dikwels: Seerkeel.
Minder dikwels:  Dispnee, hoes en neusbloeding.

Gastroïntestinale afwykings:
Dikwels: Smaaksteurnisse, eetlusverlies, verminderde aptyt, stomatitis, diaree, naarheid, braking, 

hardlywigheid, buikpyn en dispepsie
Minder dikwels: Boonste buikpyn, droë mond.

Vel en subkutane weefsel afwykings:
Dikwels: Hand-voet sindroom, haarverlies en naelafwykings. 
Minder dikwels: Dermatitis, uitslag, eriteem, naelverkleuring en onigolise.

Muskuloskeletale, bindweefsel en been afwykings:
Dikwels: Mialgie, artralgie.
Minder dikwels: Rugpyn.

Algemene afwykings en toestande van die toedieningsplek:
Dikwels: Astenie, koors, moegheid en swakheid.
Minder dikwels: Ledemaatpyn, lusteloosheid en pyn.

Spesiale ondersoeke:
Dikwels: Neutropenie, anemie.
Minder dikwels: Trombositopenie, hiperbilirubinemie.

Kombinasie behandeling met CIPLA-DOCETAXEL in prostaatkanker 
pasiënte:  Klinies betekenisvolle behandelingsverwante ongewenste reaksies in pasiënte met 

prostaatkanker behandel met dosetaksiel, soos in CIPLA-DOCETAXEL, in kombinasie met 
prednisoon of prednisoloon.

Infeksies en infestasies:
Dikwels: Infeksie.

Bloed en limfatiese sisteem afwykings:
Dikwels: Anemie, neutropenie
Minder dikwels: Trombositopenie, febriele neutropenie.

Immuunsisteem afwykings:
Minder dikwels:  Allergiese reaksies.

Metabolisme en voedingsafwykings:
Dikwels: Vogretensie.

Senusisteem afwykings:
Dikwels: Sensoriese neuropatie, motorneuropatie.

Oogafwykings:
Minder dikwels:  Lakrimasie.

Kardiale afwykings:
Minder dikwels:  Linker ventrikulêre disfunksie.

Respiratoriese, torakale en mediastinale afwykings:
Minder dikwels: Neusbloeding, hoes en dispnee.

Gastroïntestinale afwykings:
Dikwels: Naarheid, diaree, stomatitis/faringitis, smaaksteurnisse, braking, eetlusverlies.

Vel en subkutane weefsel afwykings:
Dikwels: Haarverlies, naelveranderings.
Minder dikwels: Uitslag/afskilfering.

Muskuloskeletale, bindweefsel en been afwykings:
Minder dikwels: Mialgie, artralgie.

Algemene afwykings en toestande van die toedieningsplek:
Dikwels: Moegheid.

BEKENDE SIMPTOME VAN OORDOSERING EN BESONDERHEDE VAN DIE BEHANDELING DAARVAN:
In die geval van oordosering behoort die pasiënt toegelaat te word tot ‘n gespesialiseerde eenheid en vitale tekens moet 
noukeurig gemonitor word. Daar is geen bekende teenmiddel vir CIPLA-DOCETAXEL oordosering nie.  Die primêre 
verwagte komplikasies van oordosering is neutropenie, mukositis, velreaksies en parestesieë.  Pasiënte behoort G-KSF 
gegee te word so gou moontlik na ontdekking van ‘n oordosis.  Ander toepaslike simptomatiese maatreëls behoort ingestel te 
word soos nodig.

IDENTIFIKASIE: 
CIPLA-DOCETAXEL 20:    ‘n Ligtegeel viskeuse helder oplossing in 5 ml glasflessies.
CIPLA-DOCETAXEL 80:     ‘n Ligtegeel viskeuse helder oplossing in 15 ml glasflessies.
SOLVENT FOR 
CIPLA-DOCETAXEL 20 INJECTION: ’n Helder kleurlose oplossing verpak in ’n deursigtige glasflessie met grys 

butielproppie en wit aluminium seël wat opgelig kan word. 
SOLVENT FOR 
CIPLA-DOCETAXEL 80 INJECTION: ’n Helder kleurlose oplossing verpak in ’n deursigtige glasflessie met grys 

butielproppie en ’n wit aluminium seël wat opgelig kan word.

AANBIEDING:
CIPLA-DOCETAXEL 20: Kartonhouer wat ’n deursigtige glasflessie met CIPLA-DOCETAXEL 20 bevat.
CIPLA-DOCETAXEL 80: Kartonhouer wat ’n deursigtige glasflessie met CIPLA-DOCETAXEL 80 bevat.
SOLVENT FOR 
CIPLA-DOCETAXEL 20 INJECTION: 1,5 ml oplosmiddel in ’n 5 ml flessie verpak in ’n kartonhouer.
SOLVENT FOR 
CIPLA-DOCETAXEL 80 INJECTION: 6,0 ml oplosmiddel in ’n 15 ml flessie verpak in ’n kartonhouer.

BERGINGSINSTRUKSIES:
Berging van onoopgemaakte vlessies (insluitende flessies met die oplosmiddel) behoort tussen 2 °C tot 8 °C te wees en 
flessies behoort beskerm te word teen helder lig.  Die produk word nie geaffekteer deur bevriesing nie.

CIPLA-DOCETAXEL voormengsel oplossing (10 mg dosetaksiel/ml) kan dadelik gebruik word of gestoor word óf in die yskas 
óf teen kamertemperatuur tot ‘n maksimum tydperk van 8 uur.
Die CIPLA-DOCETAXEL infusie oplossing behoort verkieslik dadelik toegedien te word.  Dit mag egter geberg word teen 
kamertemperatuur (nie meer as 25 °C nie) vir ‘n maksimum tydperk van 4 uur (wat die een uur benodig vir toediening van die 
infusie insluit) by kamertemperatuur en normale beligting.
Enige ongebruikte oplossing moet weggegooi word.
HOU BUITE BEREIK VAN KINDERS.
REGISTRASIENOMMERS:
CIPLA-DOCETAXEL 20: 41/26/0162
CIPLA-DOCETAXEL 80: 41/26/0163
SOLVENT FOR CIPLA-DOCETAXEL 20 INJECTION: 44/32.2/0393
SOLVENT FOR CIPLA-DOCETAXEL 80 INJECTION: 44/32.2/0394

NAAM EN BESIGHEIDSADRES VAN DIE HOUER VAN DIE SERTIFIKATE VAN REGISTRASIE:
CIPLA LIFE SCIENCES (EDMS) BPK
Rosen Heights, Pasitastraat
Rosenpark, Bellville 7530 RSA

DATUM VAN PUBLIKASIE VAN HIERDIE VOUBILJET:
Mei 2011

© CIPLA MEDPRO (EDMS) BPK
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