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“NZALUTAM|D=

Film Coated tablets

Read the contents of this Jeaflet
Sobhan

Oncology carefully before taking this medicine.



=NZALUTAM|D=

40 mg film-coated tablets
80 mg film-coated tablets

<SS>Sobhan

Oncology

Manufactured by Sobhan Oncology Co. Rasht - Iran




Read this entire leaflet carefully before
you start taking this medicine.

o Keep this leaflet. You may need to read it
again.

e 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.
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What is in this leaflet?

1.What Enzalutamide tablet is and what it is used for
2.What you need to know before you take Enzalutamide
tablets

3.How to take Enzalutamide tablets

4.Possible side effects

5.How to store Enzalutamide tablets

6.Contents of the pack and other information

1.What Enzalutamide tablet is and what it is used for
This drug contains the active substance Enzalutamide.
Enzalutamide is used to treat adult men with prostate
cancer that:



- No longer responds to a hormone therapy or surgical
treatment to lower testosterone

Or

- Has spread to other parts of the body and responds
to a hormone therapy or surgical treatment to lower
testosterone.

Indication:

Enzalutamide for metastatic hormone-relapsed prostate
cancer previously treated with a docetaxel containing
regimen.

Enzalutamide is recommended, within its marketing authorization,
as an option for treating metastatic hormone-relapsed prostate
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cancer in adults only if their disease has progressed during or after
docetaxel-containing ~ chematherapy.

This guidance does not cover the use of enzalutamide for
metastatic hormone-relapsed prostate cancer previously
treated with abiraterone.

Enzalutamide for treating metastatic hormone-relapsed
prostate cancer before chemotherapy is indicated

Enzalutamide is recommended, within its marketing
authorization, as an option for treating metastatic
hormone-relapsed prostate cancer: in patients who
have mild or no symptoms after androgen deprivation
therapy has failed, and before chematherapy is indicated.
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Enzalutamide for hormone-relapsed non-metastatic
prostate cancer

Enzalutamide is not recommended, within its marketing
authorization, for treating high-risk hormone-relapsed
non-metastatic prostate cancer in adults.
Enzalutamide for castration-resistant prostate cancer
How Enzalutamide works:

Enzalutamide is a medicine that works by blocking the
activity of hormones called androgens (such as testosterone).
By blocking androgens, enzalutamide stops prostate cancer
cells from growing and dividing.

Enzalutamide is a pure androgen receptor signaling
inhibitor; unlike other antiandrogen therapies, it has no known

6



agonistic properties. It inhibits androgen receptor nuclear
translocation, DNA binding, and coactivator mobilization,
leading to cellular apoptosis and decreased prostate tumor
volume. (Drug facts)

2.What you need to know before you take Enzalutamide
tablets

Do not take Enzalutamide

- If you are allergic to enzalutamide or any of the other ingre-
dients of this medicine

- If you are pregnant or may become pregnant

Warnings and precautions

Seizures



Seizures were reported in 5 in every 1,000 people taking
enzalutamide, and fewer than 3 in every 1,000 people taking
placebo.

If you are taking a medicine that can cause seizures or that
can increase the susceptibility for having seizures or you
have a seizure during treatment:

See your doctor as soon as possible. Your doctor may decide
that you should stop taking enzalutamide.

Posterior reversible encephalopathy syndrome (PRES)

There have been rare reports of PRES, a rare,
reversible condition involving the brain, in patients treated
with enzalutamide. If you have a seizure, worsening headache,
confusion, blindness or other vision problems, please contact

8



your doctor as soon as possible.

Risk of new cancers (second primary malignancies)

There have been reports of new (second) cancers including
cancer of the bladder and colon in patients treated with
enzalutamide.

History or risk of QT-interval prolongation.

Recent cardiovascular disease

See your doctor as soon as possible if you notice signs of
gastrointestinal bleeding, blood in the urine, or frequently
feel an urgent need to urinate when taking enzalutamide.

Talk to your doctor before taking Enzalutamide
- If you are taking any medicines to prevent blood clots (e.g.



Warfarin, Acenocoumarol, Clopidogrel)
- If you use chemotherapy like Docetaxel
- If you have problems with your liver

- If you have problems with your kidneys

Please tell your doctor if you have any of the following:

Any heart or blood vessel conditions, including heart rhythm
problems (arrhythmia), or are being treated with medicines
for these conditions. The risk of heart rhythm problems may
be increased when using enzalutamide.

If you are allergic to enzalutamide, this may result in a
rash or swelling of the face, tongue, lip or throat. If you are
allergic to enzalutamide or any of the other ingredients of
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this medicine, do not take enzalutamide.

Serious skin rash or skin peeling, blistering and/or mouth
sores have been reported in association with enzalutamide
treatment. Seek medical attention immediately if you notice
any of these symptoms.

If any of the above applies to you or you are not sure, talk to
your doctor before taking this medicine.

Children and adolescents
This medicine is not for use in children and adolescents.



Other medicines and Enzalutamide

Tell your doctor if you are taking, have recently taken or might

take any other medicines. You need to know the names of the
medicines you take. Keep a list of them with you to show to

your doctor when you are prescribed a new medicine. You

should not start or stop taking any medicine before you talk

with the doctor that prescribed enzalutamide.

Tell your doctor if you are taking any of the following
medicines. When taken at the same time as enzalutamide,

these medicines may increase the risk of a seizure:

- Certain medicines used to treat asthma and other
respiratory diseases (e.g. Aminophylline, Theophylline).
- Medicines used to treat certain psychiatric disorders
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such as depression and schizophrenia (e.g. Clozapine,
Olanzapine, Risperidone, Ziprasidone, Bupropion, Lithium,
Chlorpromazine, Mesoridazine, Thioridazine, Amitriptyline,
Desipramine, Doxepin, Imipramine, Mapratiline, Mirtazapine).
- Certain medicines for the treatment of pain (e.g. Pethidine).

Tell your doctor if you are taking the following medicines.
These medicines may influence the effect of enzalutamide,
or enzalutamide may influence the effect of these medicines.
This includes certain medicines used to:

- Lower cholesterol(e.g. Gemfibrozil, Atorvastatin, Simvastatin)
- Treat pain (e.g. Fentanyl, Tramadol)

- Treat cancer (e.g. Cabazitaxel)



- Treat epilepsy (e.g. Carbamazepine, Clonazepam, Phenytoin,
Primidone, Valproic acid)

- Treat certain psychiatric disorders such as severe anxiety
or schizophrenia (e.g. Diazepam, Midazolam, Haloperidol)

- Treat sleep disorders (e.g. Zolpidem)

- Treat heart conditions or lower blood pressure (e.g. Bisoprolol,
Digoxin, Diltiazem, Felodipine, Nicardipine, Nifedipine, Propranalol,
Verapamil)

- Treat serious disease related to inflammation (e.g. Dexamethasone,
Prednisolone)

- Treat HIV infection (e.g. Indinavir, Ritonavir)

- Treat bacterial infections (e.g. Clarithromycin, Doxycycline)
- Treat thyroid disorders (e.g. Levothyroxine)
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- Treat gout (e.g. Colchicine)

- Treat stomach disorders (e.g. Omeprazole)

- Prevent heart conditions or strokes (e.g. Dabigatran etexilate)
- Prevent organ rejection (e.g. Tacrolimus)

Enzalutamide might interfere with some medicines used to
treat heart rhythm problems (e.g. Quinidine, Procainamide,
Amiodarone and Sotalol) or might increase the risk of heart
rhythm problems when used with some other medicines[e.g.
Methadone (used for pain relief and part of drug addiction
detoxification), Moxifloxacin (an antibiotic), antipsychotics
(used for serious mental illnesses)].

Tell your doctor if you are taking any of the medicines listed



above. The dose of enzalutamide or any other medicines that
you are taking may need to be changed.

Pregnancy, breast-feeding and fertility

- Enzalutamide is not for use in women. This medicine may
cause harm to the unborn child or potential loss of pregnancy
if taken by women who are pregnant. It must not be taken by
women who are pregnant, may become pregnant, or who are
breast-feeding.

- This medicine could possibly have an effect on male fertility.
- If you are having sex with a woman who can become pregnant,
use a condom and another effective birth control method, during
treatment and for 3 months after treatment with this medicine.
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If you are having sex with a pregnant woman, use a condom to
protect the unborn child.

- Female caregivers see section 3 'How to take Enzalutamide' for
handling and use.

Driving and using machines

Enzalutamide may have moderate influence on the ability
to drive and use machines. Seizures have been reported in
patients taking Enzalutamide. If you are at higher risk of
seizures, talk to your doctor.

3.How to take Enzalutamide tablets
Always take this medicine exactly as your doctor has told you.
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Check with your doctor if you are not sure.

The usual dose is 160 mg (four 40 mg film-coated tablets or
two 80 mg film-coated tablets), taken at the same time once
a day.

Taking Enzalutamide

- Swallow the tablets whole with water.

- Do not cut, crush or chew the tablets before swallowing.

- Enzalutamide can be taken with or without food.

- Enzalutamide should not be handled by persons other than
the patient or his caregivers. Women who are or may become
pregnant should not handle broken or damaged enzalutamide
tablets without wearing protection like gloves.

Your doctor may also prescribe other medicines while you are
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takingenzalutamide.

If you take more Enzalutamide than you should

If you take more tablets than prescribed, stop taking enzalutamide
and contact your doctor. You may have an increased risk of seizure
or otherside effects.

If you forget to take Enzalutamide

- If you forget to take Enzalutamide at the usual time, take
your usual dose as soon as you remember.

- If you forget to take Enzalutamide for the whole day, take
your usual dose the following day.

- If you forget to take Enzalutamide for more than one day,



talk to your doctor immediately.
- Do not take a double dose to make up for the dose you
forgot.

If you stop taking Enzalutamide
Do not stop taking this medicine unless your doctor tells you
to.

If you have any further questions on the use of this medicine,
ask your doctor.

4.Possible side effects

Common or very common

Acute coronary syndrome, anxiety, asthenia, atherosclerosis
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coronary artery, bone fracture, concentration impaired, fall,
gynaecomastia, headache, hot flush, hypertension, ischaemic
heart disease, memory loss, restless legs, skin reactions
Uncommon

Cognitive disorder, leucopenia, neutropenia, seizures, visual
hallucinations

Frequency not known

Back pain, diarrhoea, face oedema, muscle complaints,
muscle weakness, nausea, oral disorders, posterior
reversible encephalopathy syndrome (PRES), QT interval
prolongation, throat oedema, thrombocytopenia, vomiting.
5.How to store Enzalutamide tablets

Keep this medicine out of the sight and reach of children.
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Do not use this medicine after the expiry date which is
stated on the bottle and outer carton after EXP. The expiry
date refers to the last day of that month.

Store enzalutamide at a temperature less than 30°C.

Do not throw away any medicines via wastewater or
household waste. 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

What Enzalutamide contains:

« The active substance is Enzalutamide:

Each 40 mg film-coated tablet contains 40 mg of enzalutamide.
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Each 80 mg film-coated tablet contains 80 mg of enzalutamide.
«The other ingredients are: Hypromellose acetate
succinate, microcrystalline cellulose, colloidal silicon dioxide,
croscarmellose sodium, and magnesium stearate.

« Package contents:

Each bottle contains 120 film-coated tablets for Enzalutamide
40mg

Each bottle contains 60 film-coated tablets for Enzalutamide
80 mg
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