
Docetaxel Injection IP 
Concentrate and Diluent

Water for Injection IP                                                                         q.s. to 9ml

Distribution: The initial rapid decline represents distribution to the peripheral compartments and the late 
(terminal) phase is due, in part, to a relatively slow efflux of docetaxel from the peripheral compartment. 
Mean steady state volume of distribution was 113 L. In vitro studies showed that docetaxel is about 94% 
protein bound, mainly to α -acid glycoprotein, albumin, and lipoproteins. Dexamethasone does not affect the 1

protein binding of docetaxel.

Hepatic Impairment: In patients with mild to moderate liver impairment (AST and/or ALT >1.5 times ULN 
(Upper Limit of Normal) concomitant with alkaline phosphatase >2.5 times ULN), the total body clearance 
was lowered by an average of 27%, resulting in a 38% increase in systemic exposure (AUC). Patients with 
combined abnormalities of transaminase and alkaline phosphatase should not be treated with docetaxel. 
Patients with severe hepatic impairment have not been studied. The effect of docetaxel when combined with 
ketoconazole (a strong CYP3A4 inhibitor) the dose-normalized AUC of docetaxel was increased 2.2-fold 

Alcohol (95%v/v) IP                                                                            13%w/v

120 mg/3ml

MECHANISM OF ACTION 

Elimination: Docetaxel’s pharmacokinetic profile is consistent with a three-compartment pharmacokinetic 
model, with half-lives for the  α, β, and γ phases of 4 mins, 36 mins, and 11.1 hrs, respectively. Mean total 

2 14body clearance was 21 L/h/m . A study of C-docetaxel was conducted in three cancer patients. Docetaxel 
was eliminated in both the urine and feces following oxidative metabolism of the tert-butyl ester group, but 
fecal excretion was the main elimination route. Within 7 days, urinary and fecal excretion accounted for 
approximately 6% and 75% of the administered radioactivity, respectively. About 80% of the radioactivity 
recovered in feces is excreted during the first 48 hours as 1 major and 3 minor metabolites with very small 
amounts (less than 8%) of unchanged drug. The pharmacokinetics of docetaxel were not influenced by age, 
gender and race.

Alcohol (95%v/v) IP                                                                            13%w/v

PHARMACOKINETICS
Absorption: The pharmacokinetics of docetaxel have been evaluated in cancer patients after administration 

2 2
of 20 mg/m to 115 mg/m . The area under the curve (AUC) was dose proportional following doses of 70 

2 2
mg/m  to 115 mg/m  with infusion times of 1 to 2 hours. 

One vial of  Docetaxel Injection IP Concentrate

Polysorbate-80 IP                                                                              q.s. to 3ml
One vial of Diluent for Docetaxel Injection IP (9ml/vial)

Docetaxel Trihydrate IP equivalent to anhydrous Docetaxel IP              120mg

Water for Injection IP                                                                         q.s. to 6ml

(Absolute Alcohol contents  15.25%v/v)

Each combipack Two vial contains:

(Absolute Alcohol contents 15.25%v/v)

CLINICAL PHARMACOLOGY 

Docetaxel Injection containing docetaxel is an antineoplastic agent that acts by disrupting the microtubular 
network in cells that is essential for mitotic and interphase cellular functions. Docetaxel binds to free tubulin 
and promotes the assembly of tubulin into stable microtubules while simultaneously inhibiting their 
disassembly. This leads to the production of microtubule bundles without normal function and to the 
stabilization of microtubules, which results in the inhibition of mitosis in cells. Docetaxel’s binding to 
microtubules does not alter the number of protofilaments in the bound microtubules, a feature which differs 
from most spindle poisons currently in clinical use.

One vial of  Diluent for Docetaxel Injection IP (6ml/vial)

Metabolism: In vitro drug interaction studies revealed that docetaxel is metabolized by the CYP3A4 
isoenzyme, and its metabolism may be modified by the concomitant administration of compounds that 
induce, inhibit, or are metabolized by cytochrome P450 3A4.

Docetaxel Trihydrate IP equivalent to anhydrous Docetaxel IP                 80mg

(Absolute Alcohol contents 15.25%v/v)
Water for Injection IP                                                                     q.s. to 1.5ml

Docetaxel is an antineoplastic agent belonging to the taxoid family.

20 mg/0.5ml

One vial of  Docetaxel Injection IP Concentrate
Each combipack Two vial contains:

Docetaxel injection is available in 3 strength as 20 mg/0.5ml, 80 mg/2ml and 120 mg/3ml.

Polysorbate-80 IP                                                                           q.s. to 0.5ml

Alcohol (95%v/v) IP                                                                           13% w/v

Each combipack  Two vial contains:

One vial of  Diluent for Docetaxel Injection IP (1.5ml/vial)

80 mg/2ml

One vial of  Docetaxel Injection IP Concentrate

COMPOSITION

Docetaxel injection can be added directly to the infusion bag, and does not require prior dilution step.  The 
diluent for Docetaxel contains 13% ethanol in water for injection, and is supplied in vials.

Docetaxel Trihydrate IP equivalent to anhydrous Docetaxel IP                 20mg

Polysorbate-80 IP                                                                              q.s. to 2ml

Docetaxel is a white to almost-white powder with an empirical formula of C H NO  , and a molecular 43 53 14

weight of 807.879 g/mol. It is highly lipophilic and practically insoluble in water. Docetaxel Injection 
concentrate is a clear yellow to brownish-yellow viscous solution. Docetaxel is sterile, non-pyrogenic, and is 
available in single-dose vials.

  
Docetaxel in combination with doxorubicin and cyclophosphamide is indicated for the adjuvant treatment of 
patients with operable node-positive breast cancer.

and its clearance was reduced by 49%. Docetaxel total body clearance was not modified by pretreatment with 
dexamethasone. (Note: AST- Aspartate Transaminase,  ALT- Alanine Transaminase)

Docetaxel is indicated for the treatment of patients with locally advanced or metastatic breast cancer after 
failure of prior chemotherapy.

Breast Cancer

For all indications, toxicities may warrant dosage adjustments. Administer in a facility equipped to manage 
possible complications (e.g. Anaphylaxis).

Breast Cancer:

Non-Small Cell Lung Cancer
Docetaxel as a single agent is indicated for the treatment of patients with locally advanced or metastatic non-
small cell lung cancer after failure of prior platinum-based chemotherapy.

Docetaxel in combination with cisplatin and fluorouracil is indicated for the induction treatment of patients 
with locally advanced squamous cell carcinoma of the head and neck (SCCHN).

DOSAGE AND ADMINISTRATION

Gastric Adenocarcinoma

Prostate Cancer

INDICATIONS AND USAGE

Docetaxel in combination with cisplatin is indicated for the treatment of patients with unresectable, locally 
advanced or metastatic non-small cell lung cancer who have not previously received chemotherapy for this 
condition.

Docetaxel in combination with prednisone is indicated for the treatment of patients with androgen 
independent (hormone refractory) metastatic prostate cancer.
Gastric Adenocarcinoma
Docetaxel in combination with cisplatin and fluorouracil is indicated for the treatment of patients with 
advanced gastric adenocarcinoma, including adenocarcinoma of the gastroesophageal junction, who have 
not received prior chemotherapy for advanced disease.
Head and Neck Cancer

For the adjuvant treatment of operable node-positive breast cancer, the recommended Docetaxel dose is 75 
2 2 2mg/m  administered 1 hour after doxorubicin 50 mg/m and cyclophosphamide 500 mg/m  every 3 weeks for 6 

courses. Prophylactic Granulocyte Colony Stimulating Factor (G-CSF) may be used to mitigate the risk of 
hematological toxicities.

For chemotherapy-naive patients, Docetaxel was evaluated in combination with cisplatin. The recommended 
2

dose of Docetaxel is 75 mg/m  administered intravenously over 1 hour immediately followed by cisplatin 75 
2mg/m  over 30-60 minutes every 3 weeks.

Prostate Cancer

Patients must receive premedication with antiemetics, and appropriate hydration (prior to and after cisplatin 
administration). Prophylaxis for neutropenic infections should be administered.

For the induction treatment of locally advanced inoperable SCCHN, the recommended dose of Docetaxel is 
2 275 mg/m as a 1 hour intravenous infusion followed by cisplatin 75 mg/m  intravenously over 1 hour, on day 

2one, followed by fluorouracil as a continuous intravenous infusion at 750 mg/m  per day for five days. This 
regimen is administered every 3 weeks for 4 cycles. Following chemotherapy, patients should receive 
radiotherapy.

2For hormone-refractory metastatic prostate cancer, the recommended dose of Docetaxel is 75 mg/m  every 3 
weeks as a 1 hour intravenous infusion. Prednisone 5 mg orally twice daily is administered continuously.

For locally advanced or metastatic breast cancer after failure of prior chemotherapy, the recommended dose 
2 

of Docetaxel is 60 - 100 mg/m administered intravenously over 1 hour every 3 weeks.

Induction Chemotherapy Followed by Chemoradiotherapy
For the induction treatment of patients with locally advanced (unresectable, low surgical cure, or organ 

2preservation) SCCHN, the recommended dose of Docetaxel is 75 mg/m  as a 1 hour intravenous infusion on 
2day 1, followed by cisplatin 100 mg/m  administered as a 30 minutes to 3 hour infusion, followed by 

2
fluorouracil 1000 mg/m /day as a continuous infusion from day 1 to day 4. This regimen is administered every 
3 weeks for 3 cycles. Following chemotherapy, patients should receive chemoradiotherapy.

For treatment after failure of prior platinum-based chemotherapy, Docetaxel was evaluated as monotherapy, 
2and the recommended dose is 75 mg/ m  administered intravenously over 1 hour every 3 weeks. A dose of 100 

2mg/m  in patients previously treated with chemotherapy was associated with increased hematologic toxicity, 
infection, and treatment-related mortality in randomized, controlled trials.

Head and Neck Cancer

Non-Small Cell Lung Cancer

Dosage Adjustments During Treatment

2For gastric adenocarcinoma, the recommended dose of Docetaxel is 75 mg/m  as a 1 hour intravenous 
2infusion, followed by cisplatin 75 mg/m , as a 1 to 3 hour intravenous infusion (both on day 1 only), followed 

2by fluorouracil 750 mg/m  per day given as a 24-hour continuous intravenous infusion for 5 days, starting at 
the end of the cisplatin infusion. Treatment is repeated every three weeks. Patients must receive 
premedication with antiemetics and appropriate hydration for cisplatin administration.

Breast Cancer 
2Breast cancer patients who are dosed initially at 100 mg/m  and who experience either febrile neutropenia, 

neutrophils <500 cells/mm3 for more than 1 week, or severe or cumulative cutaneous reactions during 
2

docetaxel therapy should have the dosage adjusted from 100 to 75 mg/m . If the patient continues to 
2 

experience these reactions, the dosage should either be decreased from 75 to 55 mg/m or the treatment should 
2be discontinued. Conversely, patients who are dosed initially at 60 mg/m  and who do not experience febrile 

3neutropenia, neutrophils <500 cells/mm  for more than 1 week, severe or cumulative cutaneous reactions, or 
severe peripheral neuropathy during docetaxel therapy may tolerate higher doses. Patients who develop equal 
or greater than grade-3 peripheral neuropathy should have docetaxel treatment discontinued entirely.
Docetaxel with doxorubicin and cyclophosphamide should be administered when the neutrophil count is 

3equal or greater than 1,500 cells/mm . Patients who experience febrile neutropenia should receive G-CSF in 
all subsequent cycles. Patients who continue to experience this reaction should remain on G-CSF and have 
their docetaxel dose reduced to 60 mg/m². Patients who experience grade 3 or 4 stomatitis, severe or 
cumulative cutaneous reactions or moderate neurosensory signs and/or symptoms, the dose is decreased to 60 
mg/m². If the patient continues to experience these reactions at 60 mg/m², treatment should be discontinued.
Non-Small Cell Lung Cancer

Induction Chemotherapy Followed by Radiotherapy.

Prostate Cancer

Gastric or Head and Neck Cancer

3
Docetaxel should be administered when the neutrophil count is equal or greater than 1,500 cells/mm . 

3Patients who experience either febrile neutropenia, neutrophils equal or lesser than <500 cells/mm  for more 
than one week, severe or cumulative cutaneous reactions or moderate neurosensory signs and/or symptoms 
during docetaxel  therapy should have the dosage of docetaxel reduced from 75 to 60 mg/m². If the patient 
continues to experience these reactions at 60 mg/m², the treatment should be discontinued.

Monotherapy with Docetaxel for NSCLC treatment after failure of prior platinum-based chemotherapy, 
2

patients who are dosed initially at 75 mg/m  and who experience either febrile neutropenia, neutrophils <500 
3

cells/mm  for more than one week, severe or cumulative cutaneous reactions, or other grade 3/4 non-
hematological toxicities during docetaxel treatment should have treatment withheld until resolution of the 

2toxicity and then resumed at 55 mg/m . Patients who develop equal or greater than grade-3 peripheral 
neuropathy should have docetaxel treatment discontinued entirely.

Combination therapy with docetaxel for hormone-refractory metastatic prostate cancer.

Docetaxel should be administered in combination with cisplatin and fluorouracil in gastric cancer or 
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To be sold by retail on the prescription of an Oncologist/Cancer Hospital/Institution only.

Accord Life Spec Pvt. Ltd.

LEAFLET SPECIFICATION

Approval No: 01A/W Initiate Date :  19-01-2021

Date : 03-02-2021

No. Colour : BLACK

Job Size : 160 (L) X 200 (H) 

Path :

Country : Domestic

Reason For Issue:

Generic Name  :Docetaxel Injection Concentrate IP 20_80_120mg

Brand Name : ACODOCET

Designer Name : Mohan Tekale Pack Style :

Artwork Code : AO/DOC/D/I/00

Note : Size / Image / & Text Matter Check Carefully.

Board Style : Bible

Approved by:
Prepared by:

PD
Checked by:

RA
Approved by:

QA-Head R
Checked by:

QA

Sign/Date Sign/Date Sign/Date Sign/Date Sign/Date

For IV use only

160.00 mm

2
0
0
.0

0
 m

m



Patients treated with docetaxel in combination with cisplatin and fluorouracil must receive antiemetics and 
appropriate hydration according to current institutional guidelines. In both studies, G-CSF was 
recommended during the second and/or subsequent cycles in case of febrile neutropenia, or documented 
infection with neutropenia, or neutropenia lasting more than 7 days. If an episode of febrile neutropenia, 
prolonged neutropenia or neutropenic infection occurs despite G-CSF use, the docetaxel dose should be 

2reduced from 75 to 60 mg/m . If subsequent episodes of complicated neutropenia occur the docetaxel dose 
2

should be reduced from 60 to 45 mg/m . In case of grade-4 thrombocytopenia the docetaxel dose should be 
2

reduced from 75 to 60 mg/m . Patients should not be retreated with subsequent cycles of docetaxel until 
3 3

neutrophils recover to a level >1,500 cells/mm  and platelets recover to a level >100,000 cells/mm . 
Discontinue treatment if these toxicities persist.

All patients should be premedicated with oral corticosteroids such as dexamethasone 16 mg per day (e.g., 8 
mg BID) for 3 days starting 1 day prior to Docetaxel administration in order to reduce the incidence and 
severity of fluid retention as well as the severity of hypersensitivity reactions. For hormone-refractory 
metastatic prostate cancer, given the concurrent use of prednisone, the recommended premedication regimen 
is oral dexamethasone 8 mg, at 12 hours, 3 hours and 1 hour before the Docetaxel  infusion.

Premedication Regimen

SPECIAL POPULATIONS
Pregnancy

head and neck cancer.

Hypersensitivity reactions may occur within a few minutes following initiation of a docetaxel infusion. If 
minor reactions such as flushing or localized skin reactions occur, interruption of therapy is not required. All 
patients should be premedicated with an oral corticosteroid prior to the initiation of the infusion of docetaxel.

The incidence of treatment-related mortality associated with docetaxel therapy is increased in patients with 
abnormal liver function, in patients receiving higher doses, and in patients with non-small cell lung 
carcinoma and a history of prior treatment with platinum-based chemotherapy who receive docetaxel as a 

2.
single agent at a dose of 100 mg/m

Category D. Docetaxel can cause fetal harm when administered to a pregnant woman.

CONTRAINDICATIONS
 Docetaxelis contraindicated in patients who have a history of severe hypersensitivity reactions to docetaxel 

or to other drugs formulated with polysorbate 80. Severe reactions, including anaphylaxis, have occurred.

Hematologic Effects

Hypersensitivity Reactions

Fluid Retention
Severe fluid retention has been reported following docetaxel therapy. Patients should be premedicated with 
oral corticosteroids prior to each docetaxel administration to reduce the incidence and severity of fluid 
retention. Patients with pre-existing effusions should be closely monitored from the first dose for the possible 
exacerbation of the effusions. When fluid retention occurs, peripheral edema usually starts in the lower 
extremities and may become generalized with a median weight gain of 2 kg.

Pediatric Use

Severe fluid retention occurred in 6.5% of patients despite use of a 3-day dexamethasone premedication 
regimen. It was characterized by one or more of the following events: poorly tolerated peripheral edema, 
generalized edema, pleural effusion requiring urgent drainage, dyspnea at rest, cardiac tamponade, or 
pronounced abdominal distention (due to ascites).

Acute Myeloid Leukemia
Treatment-related acute myeloid leukemia (AML) or myelodysplasia has occurred in patients given 
anthracyclines and/or cyclophosphamide, including use in adjuvant therapy for breast cancer. In docetaxel, 
doxorubicin and cyclophosphamide (TAC) treated patients, the risk of delayed myelodysplasia or myeloid 
leukemia requires hematological follow-up.
Cutaneous Reactions
Localized erythema of the extremities with edema followed by desquamation has been observed. In case of 
severe skin toxicity, an adjustment in dosage is recommended.

Severe hypersensitivity reactions characterized by generalized rash/erythema, hypotension and/or 
bronchospasm, or very rarely fatal anaphylaxis, have been reported in patients who received a 3-day 
dexamethasone premedication. Hypersensitivity reactions require immediate discontinuation of the 
docetaxel infusion and administration of appropriate therapy.

Patients with elevations of bilirubin or abnormalities of transaminase concurrent with alkaline phosphatase 
are at increased risk for the development of grade-4 neutropenia, febrile neutropenia, infections, severe 
thrombocytopenia, severe stomatitis, severe skin toxicity, and toxic death. Patients with isolated elevations of 
transaminase >1.5 x ULN also had a higher rate of febrile neutropenia grade- 4, but did not have an increased 
incidence of toxic death. Bilirubin, AST or ALT, and alkaline phosphatase values should be obtained prior to 
each cycle of docetaxel therapy. Docetaxel therapy should not be given to patients with neutrophil counts of 

3
<1500 cells/mm . In order to monitor the occurrence of neutropenia, which may be severe and result in 
infection, frequent blood cell counts should be performed on all patients receiving docetaxel.

Hepatic Impairment

3 2 2
Neutropenia (<2000 neutrophils/mm ) occurs in virtually all patients given 60 mg/m  to 100 mg/m  of 

3 2docetaxel and grade-4 neutropenia (<500 cells/mm ) occurs in 85% of patients given 100 mg/m  and 75% of 
2patients given 60 mg/m . Frequent monitoring of blood counts is, therefore, essential so that dose can be 

3
adjusted. Docetaxel should not be administered to patients with neutrophils <1500 cells/mm .

2
Febrile neutropenia occurred in about 12% of patients given 100 mg/m  but was very uncommon in patients 

2
given 60 mg/m . Hematologic responses, febrile reactions and infections, and rates of septic death for 
different regimens are dose related. Three breast cancer patients with severe liver impairment (bilirubin >1.7 
times ULN) developed fatal gastrointestinal bleeding associated with severe drug-induced 
thrombocytopenia. In gastric cancer patients treated with docetaxel in combination with cisplatin and 
fluorouracil (TCF), febrile neutropenia and/or neutropenic infection occurred in 12% of patients receiving G-
CSF compared to 28% who did not. Patients receiving TCF should be closely monitored during the first and 
subsequent cycles for febrile neutropenia and neutropenic infection.

Patients should be observed closely for hypersensitivity reactions, especially during the first and second 
infusions. Severe hypersensitivity reactions characterized by generalized rash/erythema, hypotension and/or 
bronchospasm, or very rarely fatal anaphylaxis, have been reported in patients premedicated with 3 days of 
corticosteroids.

The efficacy of  Docetaxel in pediatric patients as monotherapy or in combination has not been established.

It is not known whether docetaxel is excreted in human milk. Because, many drugs are excreted in human 
milk, and because of the potential for serious adverse reactions in nursing infants from drugs, a decision 
should be made whether to discontinue nursing or to discontinue the drug, taking into account the importance 
of the drug to the mother.

Geriatric Use

Patients with bilirubin >ULN should generally not receive docetaxel. Also, patients with AST and/or ALT 
>1.5 x ULN concomitant with alkaline phosphatase >2.5 x ULN should not receive docetaxel.

Perform frequent peripheral blood cell counts on all patients receiving Docetaxel. Patients should not be 
3retreated with subsequent cycles of docetaxel until neutrophils recover to a level >1500 cells/mm  and 

3platelets recover to a level >100,000 cells/mm . A 25% reduction in the dose of docetaxel is recommended 
3

during subsequent cycles following severe neutropenia (<500 cells/mm ) lasting 7 days or more, febrile 
neutropenia, or a grade-4 infection in a docetaxel cycle.

Nursing Mothers

In general, dose selection for an elderly patient should be cautious, reflecting the greater frequency of 
decreased hepatic, renal, or cardiac function and of concomitant disease or other drug therapy in elderly 
patients.

WARNING

PRECAUTIONS

DRUG INTERACTIONS

STORAGE

PRESENTATION

KEEP OUT OF REACH OF CHILDREN.

For Doses Exceeding 192 mg of Docetaxel

Instructions for Use/Handling

Store at a temperature not exceeding 25°C. 
 

Docetaxel is a CYP3A4 substrate. In vivo studies showed that the exposure of docetaxel increased 2.2-fold 
when it was co-administered with ketoconazole, a potent inhibitor of CYP3A4. Protease inhibitors, 
particularly ritonavir, may increase the exposure of docetaxel. Concomitant use of docetaxel and drugs that 
inhibit CYP3A4 may increase exposure to docetaxel and should be avoided. In patients receiving treatment 
with docetaxel, close monitoring for toxicity and a docetaxel dose reduction could be considered if systemic 
administration of a potent CYP3A4 inhibitor cannot be avoided.

Note: Contact of the docetaxel concentrate with plasticized PVC equipment or devices used to prepare 
solutions for infusion is not recommended. In order to minimize patient exposure to the plasticizer DEHP (di-
2-ethylhexyl phthalate), which may be leached from PVC infusion bags or sets, the  docetaxel dilution for 
infusion should be stored in bottles (glass, polypropylene) or plastic bags (polypropylene, polyolefin) and 
administered through  polyethylene-lined administration sets.

Physical and chemical in-use stability of the infusion solution prepared as recommended has been 
demonstrated in non-PVC bags up to 24 hours when stored between 2°C-8°C. Docetaxel infusion solution is 
supersaturated. Therefore may crystallize overtime. If crystal appear, the solution must no longer be used and 
shall be discarded. Dispose any unused product or waster material in accordance with local requirements.

Shelf  Life: 2 Years.

There is no known antidote for docetaxel overdosage. In case of overdosage, the patient should be kept in a 
specialized unit where vital functions can be closely monitored. Anticipated complications of overdosage 
include: bone marrow suppression, peripheral neurotoxicity, and mucositis. Patients should receive 
therapeutic G-CSF as soon as possible after discovery of overdose. Other appropriate symptomatic measures 

2 should be taken, as needed. In two reports of overdose, one patient received 150 mg/m and the other received 
2200 mg/m  as 1-hour infusions. Both patients experienced severe neutropenia, mild asthenia, cutaneous 

reactions, and mild paresthesia, and recovered without incident.

Docetaxel 20 mg, 80 mg & 120 mg is supplied in a 0.5ml, 2 ml and 3 ml vial respectively and accompanied  by 
a respectively Sterile Non-pyrogenic Diluent Vial.

Preparation and Administration Precautions

Inject the required volume of docetaxel concentrate solution for infusion in to a 250 ml of infusion bag or 
bottle containing either 250 ml of 50 mg/ml (5%) glucose solution for infusion or 9 mg/ml (0.9%) sodium 
chloride solution for infusion. For doses exceeding 192 mg of docetaxel more than 250 ml of the infusion 
solution is required, as the maximum concentration of the docetaxel is 0.74 mg/ml of infusion solution. Mix 
the infusion bag or bottle manually using a rocking motion.

OVERDOSAGE

Preparation of the Solution for Infusion
More than one vial of docetaxel concentrate for solution for infusion may be necessary to obtain the required 
dose for individual patients. Based on the required dose for the patients expressed in mg, aseptically withdraw 
the corresponing volume of docetaxel from the appropriate number of vial using graduated syringes fitted 
with a needle.

Cytotoxic agents should be prepared for administration only by personnel who have been trained in the safe 
handling of such preparations. When handling and preparing docetaxel solutions, caution should be 
exercised. The use of gloves is recommended. If Docetaxel injection concentrate should come into contact 
with the skin, immediately and thoroughly wash with soap water, if it is in mucosa thoroughly wash with 
water.

The diluted solution should be used with in 6 hours and should be aseptically administered as a 1 hour infusion 
at room temperature and normal lighting conditions. As with all parentral products, this medicinal product 
should be visually inspected prior to use and solutions containing a precipitate should be discarded. Any 
unused product or waste material should be disposed of in accordance with local requirements.

Reconstitution/ dilution must take place in controlled and aseptic conditions. Use immediately the medicine 
once added in to the infusion bag. If not used, immediately in-use storage times and conditions are the 
responsibility of the user and would normally not be longer than 6 hours below 25°C including one hour 
infusion.

Neurologic Reactions
Severe neurosensory symptoms (e.g. paresthesia, dysesthesia, pain) were observed in metastatic breast 
cancer patients, and resulted in treatment discontinuation. When these symptoms occur, dosage must be 
adjusted. If symptoms persist, treatment should be discontinued.
Asthenia
Severe asthenia has been reported in metastatic breast cancer patients. Symptoms of fatigue and weakness 
may last a few days up to several weeks and may be associated with deterioration of performance status in 
patients with progressive disease.
ADVERSE REACTIONS
The most common adverse reactions are infections, neutropenia, anemia, febrile neutropenia, 
hypersensitivity, thrombocytopenia, neuropathy, dysgeusia, dyspnea, constipation, anorexia, nail disorders, 
fluid retention, asthenia, pain, nausea, diarrhea, vomiting, mucositis, alopecia, skin reactions, and myalgia. 
Incidence varies depending on the indication.
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