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LSOTER"

Docetaxel

20 mg/TmL
80 mg/4 mL
160 mg/8 mL
entrate for Solution for Infusion

<SS> Sobhan Read the contents of this booklet

Oncology carefully before taking this medicine.




£1 SOTER"

Docetaxel
20 mg/1 ml
80 mg/4 ml
160 mg/8 ml
Concentrate for Solution for Infusion

<SS>Sobhan

Oncology
Manufactured by Sobhan Oncology Co. Rasht - Iran
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Read this entire booklet carefully before you start
taking this medicine.

> Keep this booklet. You may need to read it
again.

> If you have further question, ask your doctor or
your pharmacist.

» This medicine has been prescribed for you. Do
not pass it on to others. It may harm them, even
if their symptoms are the same as yours.




What is in this booklet?

1. What Elsoter®is and what it is used for

2. What you need to know before you take Elsoter®
3. How to take Elsoter®

4. Possible side effects

5. How to store Elsoter®

6. Contents of the pack and other information

1. What Elsoter® is and what it is used for

Docetaxel, the active ingredient of Elsoter® is a substance derived
from the needles of yew trees. Elsoter® belongs to the group of anti-
cancer medicines called taxoids. Elsoter® is usually prescribed by
oncologists for the treatment of various cancers like breast cancer,
special forms of lung cancer (non-small cell lung cancer), prostate
cancer, gastric cancer or head and neck cancer:

- For the treatment of advanced breast cancer, Elsoter® could be
administered either alone or in combination with doxorubicin, or
trastuzumab, or capecitabine.

- For the treatment of early breast cancer with or without lymph node
involvement, Elsoter® could be administered in combination with
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doxorubicin and cyclophosphamide.

- For the treatment of lung cancer, Elsoter® could be administered
either alone or in combination with cisplatin.

- For the treatment of prostate cancer, Elsoter® is administered in
combination with prednisone or prednisolone.

- For the treatment of metastatic gastric cancer, Elsoter® is
administered in combination with cisplatin and 5-fluorouracil.
- For the treatment of head and neck cancer, Elsoter® is administered
in combination with cisplatin and 5-fluorouracil.

2. What you need to know before you take Elsoter®

You must not be given Elsoter®:

- if you are allergic (hypersensitive) to Docetaxel or any of the other
ingredients of Elsoter® (listed in section 6).

- if the number of white blood cells is too low.

- if you have a severe liver disease.

Warnings and precautions

Before each treatment with Elsoter®, you will have blood tests to
check that you have enough blood cells and sufficient liver function to
receive Elsoter®. In case of white blood cells disturbances, you may
experience associated fever or infections.



Tell your doctor, hospital pharmacist, or nurse immediately:

- if you have abdominal pain or tenderness, diarrhea, rectal
hemorrhage, 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.

- if you have vision problems. In case of vision problems, in particular
blurred vision, you should immediately have your eyes and vision
examined.

- if you have experienced an allergic reaction to previous paclitaxel
therapy.

- if you have heart problems.

- If you develop acute or worsening problems with your lungs (fever,
shortness of breath or cough). Your doctor may stop your treatment
immediately.

- if you have kidney problems or high levels of uric acid in your blood
before initiating Elsoter®.

You will be asked to take premedication consisting of an
oral corticosteroid such as dexamethasone, one day prior to
Elsoter®administration and to continue for one or two days after it
in order to minimize certain undesirable effects which may occur
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after the infusion of Elsoter® in particular allergic reactions and fluid
retention (swelling of the hands, feet, legs or weight gain).
During treatment, you may be given other medicines to maintain the
number of your blood cells.

Severe skin problems such as Stevens-Johnson Syndrome (SJS),
Toxic Epidermal Necrolysis (TEN), Acute Generalized Exanthematous
Pustulosis (AGEP) have been reported with Elsoter®:

- SUS/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.

If you develop severe skin reactions or any of the reactions listed
above, immediately contact your doctor or healthcare professional.
Elsoter® contains alcohol. Discuss with your doctor if you suffer from
alcohol dependency, epilepsy or liver impairment.

Other medicines and Elsoter®
Please tell your doctor or hospital pharmacist if you are taking or



have recently taken any other medicine, including medicines obtained
without a prescription. This is because Elsoter® or the other medicine
may not work as well as expected and you may be more likely to get a
side effect. The amount of alcohol in this medicinal product may alter
the effects of other medicines.

Elsoter® is metabolized by the cytochrome P450 isoenzyme CYP3A4
and use with inducers or inhibitors or other substrates of this enzyme
may affect exposure to Elsoter®. It should be given with caution to
patients taking strong CYP3A4 inhibitors including HIV-protease
inhibitors such as ritonavir, and azole antifungals like ketoconazole or
itraconazole.

Pregnancy, breast-feeding and fertility

Ask your doctor for advice before being given any medicine. Elsoter®
must NOT be administered if you are pregnant unless clearly indicated
by your doctor.

Effective contraception for men and women during treatment, and for
at least 6 months after stopping treatment in men is required.

It is recommended to seek advice on conservation of sperm prior to
treatment because docetaxel may alter male fertility.

If pregnancy occurs during your treatment, you must immediately
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inform your doctor. You must not breast-feed while you are treated
with Elsoter®.

Driving and using machines

The amount of alcohol in this medicinal product may impair your
ability to drive or use machines. You may experience side effects of
this medicine that may impair your ability to drive, use tools or operate
machines. If this happens, do not drive or use any tools or machines
before discussing with your doctor, nurse or hospital pharmacist.
3. How to take Elsoter®

Usual dose

The dose will depend on your weight and your general condition. Your
doctor will calculate your body surface area in square meters (m?) and
will determine the dose you should receive.

Method and route of administration

Elsoter® will be given by infusion (intravenous). The infusion will last
approximately one hour during which you will be in the hospital.
Frequency of administration

You should usually receive your infusion once every 3 weeks.

Your doctor may change the dose and frequency of dosing depending
on your blood tests, your general condition and your response to



Elsoter®. In particular, please inform your doctor in case of diarrhea,
sores in the mouth, feeling of numbness or pins and needles, fever and
give her/him results of your blood tests. Such information will allow
her/him to decide whether a dose reduction is needed. If you have
any further questions on the use of this medicine, ask your doctor, or
hospital pharmacist.

Administration in the elderly

A review found no significant data to support dose modifications of
Elsoter® based on age alone. While elderly patients may be more
vulnerable to adverse effects, interpatient variability appears to be
more important than age-related variability.

Administration in hepatic impairment

It is recommended that doses of Elsoter® monotherapy should be
reduced from 100 mg/m2 to 75 mg/m2 in mild to moderate hepatic
impairment. Hepatic function should be monitored; use should be
avoided if possible in severe hepatic impairment.

4. Possible side effects

Common or very common

Abdominal pain, alopecia, anemia, appetite decreased, arrhythmia,
arthralgia, asthenia, constipation, diarrhea, dyspnea, fluid imbalance,



hemorrhage, hypersensitivity, hypertension, hypotension, increased
risk of infection, myalgia, nail disorders, nausea, neutropenia, pain,
peripheral neuropathy, sepsis, skin reactions, stomatitis, taste altered,
thrombocytopenia, vomiting, oedema, fatigue, sores in the mouth,
dehydration, raised liver enzymes, rises in blood sugar levels

Uncommon
Gastrointestinal disorders, heart failure

Frequency not known

Ascites, bone marrow depression, chest tightness, chills, cutaneous
lupus erythematosus, disseminated intravascular coagulation, eye
disorders, eye inflammation, fever, hearing impairment, hepatitis,
hyponatremia, loss of consciousness, multi organ failure, myocardial
infarction, nail discoloration, neurotoxicity, ototoxicity, pericardial
effusion, peripheral lymphoedema, peripheral oedema, pulmonary
oedema, radiation injuries, renal impairment, respiratory disorders,
sclerodermal-like changes, seizure, sensation abnormal, severe
cutaneous adverse reactions (SCARs), vasodilation, venous
thromboembolism, vision disorders, weight increased, acute myeloid



leukemia, myelodysplastic syndrome

5. How to store Elsoter®

- Do not store above 30°C

- Keep this medicine out of the sight and reach of children.

- Store in the original package in order to protect from light.

- Use the vial immediately after its opening. If not used immediately,
in-use storage times and conditions are the responsibility of the user.
- Do not use this medicine after the expiry date which is stated on
the outer carton and on the label of the vial after EXP. The expiry date
refers to the last day of that month.

- Elsoter® infusion solution is supersaturated, therefore may
crystallize over time. If crystals appear, the solution must no longer be
used and shall be discarded.

- Do not throw away any medicines via wastewater. Ask your
pharmacist how to throw away medicines you no longer use. These
measures will help protect the environment.

6. Contents of the pack and other information

- The active substance is Docetaxel (as trihydrate).

Each mL of concentrated for solution for infusion contains 20 mg
Docetaxel.



- The other ingredients are polysorbate 80, ethanol anhydrous (50 vol %)
and citric acid.

Contents of the original pack:

Docetaxel 20 mg/ Tml. Each box contains one vial of 1 ml concentrate
(20 mg Docetaxel).

Docetaxel 80 mg/ 4ml. Each box contains one vial of 4 ml concentrate
(80 mg Docetaxel).

Docetaxel 160 mg/8ml. Each box contains one vial of 8 ml concentrate
(160 mg Docetaxel).

The following information is intended for healthcare professionals
only:

Usual dose:

- Breast Cancer

For locally advanced or metastatic breast cancer after failure of prior
chemotherapy, the recommended dose of Elsoter® Injection is 60
mg/m2 to 100 mg/m2 administered intravenously over 1 hour every
3 weeks.
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For the adjuvant treatment of operable node-positive breast cancer,
the recommended Elsoter® Injection dose is 75 mg/m2 administered
1 hour after doxorubicin 50 mg/m2 and cyclophosphamide 500 mg/
m? every 3 weeks for 6 courses. Prophylactic G-CSF may be used to
mitigate the risk of hematological toxicities.

- Non-small Cell Lung Cancer

For treatment after failure of prior platinum-based chemotherapy,
Elsoter® was evaluated as monotherapy, and the recommended dose
is75 mg/m2 administered intravenously over 1 hour every 3 weeks. A
dose of 100 mg/m2 in patients previously treated with chemotherapy
was associated with increased hematologic toxicity, infection, and
treatment-related mortality in randomized controlled trials

For chemotherapy-naive patients, Elsoter® was evaluated in
combination with cisplatin. The recommended dose of Elsoter®
Injection is 75 mg/m2 administered intravenously over 1 hour
immediately followed by cisplatin 75 mg/m2 over 30—60 minutes
every 3 weeks.

- Prostate cancer

For hormone-refractory metastatic prostate cancer, the recommended
dose of Elsoter® Injection is 75 mg/m2 every 3 weeks as a 1 hour
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intravenous infusion. Prednisone 5 mg orally twice daily is administered
continuously.

- Gastric adenocarcinoma

For gastric adenocarcinoma, the recommended dose of Elsoter®
Injection is 75 mg/m2 as a 1 hour intravenous infusion, followed by
cisplatin 75 mg/mz, as a 1 to 3 hour intravenous infusion (both on
day 1 only), followed by fluorouracil 750 mg/m2 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.

- Head and Neck Cancer

Patients must receive premedication with antiemetics, and appropriate
hydration (prior to and after cisplatin administration).

- Premedication Regimen

All patients should be premedicated with oral corticosteroids (see
below for prostate cancer) such as dexamethasone 16 mg per day
(e.g., 8 mg twice daily) for 3 days starting 1 day prior to Elsoter®
Injection 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 Elsoter® Injection infusion.

Preparation of the infusion solution

Elsoter® concentrate for solution for infusion requires NO prior
dilution with a solvent and is ready to add to the infusion solution.
Each vial is for single use and should be used immediately after
opening. If not used immediately, in-use storage times and conditions
are the responsibility of the user.

Aseptically withdraw the required amount of concentrate for solution
for infusion, then, inject via a single injection into a 250 mL infusion
bag or bottle containing either 5% glucose solution or sodium chloride
9 mg/mL (0.9%) solution for infusion.

If a dose greater than 190 mg of Elsoter® is required, use a larger
volume of the infusion vehicle so that a concentration of 0.74 mg/mL
Elsoter® is not exceeded.
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