
Tell your doctor, hospital pharmacist or nurse if you have experienced an 
allergic reaction to previous paclitaxel therapy.
Tell your doctor, hospital pharmacist or nurse if you have heart problems.

(hypersensitive)

Tell your doctor, hospital pharmacist, or nurse immediately if you have 
abdominal pain or tenderness,diarrhoea, rectal haemorrhage, blood in 
stool or fever. These symptoms may be the first signs of a serious 
gastrointestinal toxicity, which could be fatal. Your doctor should address 
them immediately.

Severe skin problems such as Stevens-Johnson Syndrome (SJS), Toxic 
Epidermal Necrolysis (TEN), Acute Generalized Exanthematous 
Pustulosis (AGEP) have been reported with Docetaxel:
• SJS/TEN symptoms may include blistering, peeling or bleeding on any 

part of your skin(including your lips, eyes, mouth, nose, genitals, hands 
or feet) with or without a rash. You may also have flu-like symptoms at 
the same time, such as fever, chills or aching muscles.

• AGEP symptoms may include a red, scaly widespread rash with bumps 
under the swollen skin(including your skin folds, trunk, and upper 
extremities) and blisters accompanied by fever.
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The concentrate is supplied in a 6 ml colourless glass vial with an orange 
flip-off closure.
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The concentrate is supplied in a 15 ml colourless glass vial with a red 
flip-off closure. 
Each box contains one vial of 8 ml concentrate (160 mg docetaxel).

Do not store above 25°C.
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• Stevens-Johnson Syndrome (SJS) and Toxic Epidermal Necrolysis 
(TEN) (blistering, peeling or bleeding on any part of your skin (including 
your lips, eyes, mouth, nose, genitals, hands or feet) with or without a 
rash. You may also have flu-like symptoms at the same time, such as 
fever, chills or aching muscles.)

• acute Generalized Exanthematous Pustulosis (AGEP) (red, scaly 
widespread rash with bumps under the swollen skin (including your 
skin folds, trunk, and upper extremities) and blisters accompanied by 
fever.)

• tumour lysis syndrome is a serious condition revealed by changes in 
blood test such as increased level of uric acid, potassium, phosphorus 
and decreased level of calcium; and results in symptoms such as 
seizures, kidney failure (reduced amount or darkening of urine) and 
heart rhythm disturbance. If this happens, you must tell your doctor 
immediately

• myositis (inflammation of the muscles -hot, red and swollen- which 
produces muscle pain and weakness.)

                                                                                                      The amount 
of alcohol in this medicinal product may alter the effects of other 
medicines.

The amount of alcohol in this medicinal product may impair your ability to 
drive or use machines.

This medicinal product contains 50 vol % ethanol (alcohol), i.e. 395 mg (0.5 
ml) ethanol anhydrous per vial of 1 ml fill volume, equivalent to 10 ml beer or 
4 ml wine per 1 ml vial, 1.58 g (2 ml) ethanol anhydrous per vial of 4 ml fill 
volume, equivalent to 40 ml beer or 17 ml wine per 4 ml vial, or 3.16 g (4 ml) 
ethanol anhydrous per vial of 8 ml fill volume, equivalent to 80 ml beer or 
33ml wine per 8 ml vial.
Harmful for those suffering from alcoholism. 
To be taken into account in pregnant or breast-feeding women, in children 
and high-risk groups such as patients with liver disease, or epilepsy.  
The amount of alcohol in this medicinal product may have effects on the 
central nervous system (the part of the nervous system that includes the 
brain and spinal cord).

You may experience side effects of this medicine that may impair your 
ability to drive, use tools or operate machines (see section 4 Possible side 
effects). If this happens, do not drive or use any tools or machines before 
discussing with your doctor, nurse or hospital pharmacist.

If you develop severe skin reactions or any of the reactions listed above, 
immediately contact your doctor or healthcare professional.

Tell your doctor, hospital pharmacist or nurse if you have kidney problems 
or high levels of uric acid in your blood before initiating Docetaxel.

Docetaxel contains alcohol. Discuss with your doctor if you suffer from 

alcohol dependency, epilepsy or liver impairment. See also section 

“Docetaxel contains ethanol (alcohol)” below.

                                                                                                             may 

occur（may affect more than 1 in 10 people):

If you had an allergic reaction to paclitaxel, you may also experience an 
allergic reaction to docetaxel, which may be more severe.

hair loss: in most cases normal hair growth should return. In some cases 
(frequency not known) permanent hair loss has been observed

 infection of the upper respiratory tract.

 decrease of the potassium, calcium and/or phosphate in your blood.

• acute myeloid leukaemia and myelodysplastic syndrome (types of blood 
cancer) may occur in patients who are treated with docetaxel together 
with certain other anticancer treatments.

Rare (may affect up to 1 in 1,000 people):
• inflammation of the colon, small intestine, which could be fatal 

(frequency not known); intestinal perforation.

Frequency not known (cannot be estimated from the available data):
Ÿ interstitial lung disease (inflammation of the lungs causing coughing 

and difficulty breathing, inflammation of the lungs can also develop 
when docetaxel therapy is used with radiotherapy)

Ÿ pneumonia (infection of the lungs)
Ÿ pulmonary fibrosis (scarring and thickening in the lungs with shortness 

of breath)
Ÿ blurred vision due to swelling of the retina within the eye (cystoid 

macular oedema)

• decrease of the sodium and/or magnesium  in your blood (electrolyte 
balance disorders)

• ventricular arrhythmia or ventricular tachycardia (manifested as 
irregular and/or rapid heartbeat, severe shortness of breath, dizziness, 
and/or fainting). Some of these symptoms can be serious. If this 
happens, you must tell your doctor immediately

• injection site reactions at the site of a previous reaction

• non-Hodgkin lymphoma (a cancer affecting the immune system) and 
other cancers may occur in patients who are treated with docetaxel 
together with certain other anticancer treatments

 rises in blood sugar levels (diabetes) 

ingredients of this medicine (listed in section 6).
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