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Sobhan

Oncology

Bicaluﬁi:j') {

Bicalutamide
Film-coated tablets (50 mg & 150 mg)

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

- Keep this leaflet. 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 leaflet:

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

2. What you need to know before you are given
Bicalumid®

3. How Bicalumid® is used

4, Possible side effects

5. How to store Bicalumid®

6. Contents of the pack and other information

1. What Bicalumid® is and what it is used for
Bicalumid® is a nonsteroidal androgen receptor inhibitor.
It competitively inhibits the action of androgens by
binding to cytosol androgen receptors in the target tissue.
Bicalumid® is used to treat:

- Locally advanced prostate cancer at high risk of disease
progression either alone or as adjuvant treatment to
prostatectomy or radiotherapy

- Locally advanced, non-metastatic prostate cancer
when surgical castration or other medical intervention
inappropriate

- Advanced prostate cancer, in combination with
gonadorelinanalogue or surgical castration

- Prostate cancer (metastatic) with the aim of retaining
sexual function.

2. What you need to know before you are given
Bicalumid®

Do not take Bicalumid® tablets if you are allergic to
Bicalutamide or any of the ingredients in Bicalumid®
tablets.

Before taking Bicalumid® tablets, tell your healthcare
provider about all your medical conditions, including
if you:

- have liver problems.

- take a medicine to thin your blood. Ask your healthcare
provider or pharmacist if you are not sure if your
medicine is a blood thinner.

- have diabetes.

- have a female partner who can become pregnant.
Males who have a female partner who can become
pregnant should use effective birth control during
treatment with Bicalumid® tablets and for 130 days
after the final dose. Talk to your healthcare provider
if you have any guestions about birth control.
Cautions:

Risk of photosensitivity—avoid excessive exposure
to UV light and sunlight

Monitoring requirements:

Measure serum transaminase levels prior to
starting treatment with Bicalumid® at regular
intervals for the first 4 months of treatment,
and periodically thereafter. If clinical symptoms
or signs suggestive of liver dysfunction occur
(eg. nausea, vomiting, abdominal pain, fatigue,

anorexia, flu-like symptoms, dark urine, jaundice,
right upper guadrant tenderness), measure the
serum transaminases, in particular the serum ALT,
immediately. If at any time a patient has jaundice,
or their ALT rises above 2 times the upper limit of
normal, discontinue Bicalumid®immediately, with
close follow-up of liver function.

Regular assessments of serum prostate-specific
antigen (PSA) may be helpful in monitoring the
patient’s response. If PSA levels rise during Bicalumid®
therapy, evaluate the patient for clinical progression.
For patients who have objective progression of
disease together with an elevated PSA, a treatment-
free period of antiandrogen, while continuing the
LHRH analog, may be considered.

Drug interactions:

Bicalumid® inhibits various cytochrome P450 isoenzymes,
particularly CYP3A4, in vitro. It is recommended that
terfenadine, astemizole, and cisapride should not be
given with Bicalumid®, and that other drugs with a narrow
therapeutic index that are metabolized by cytochrome
P450 isoenzymes should be used with caution. In vitro
studies have shown that Bicalumid® can displace warfarin
from its protein binding sites.

Pregnancy:

Bicalumid® may cause fetal harm when administered
to a pregnant woman. Bicalumid® is contraindicated
in women, including those who are or may become
pregnant. There are no studies in pregnant women using
Bicalumid®. If this drug is used during pregnancy or if the
patient becomes pregnant while taking this drug, apprise
the patient of the potential hazard to the fetus.
Breast-feeding:

Bicalumid® is not indicated for use in women.
There is no information available on the presence
of Bicalumid® in human milk, or on the effects on
the breastfed infant or on milk production.

Use in children and adolescents

This medicine is not recommended for patients
under the age of 18 years.

Driving and using machines

Bicalumid® is unlikely to affect your ability to drive
or to operate machinery. However, some people may
occasionally feel drowsy when taking Bicalumid®.
If you suffer from drowsiness, you would be best
advised not to carry out such tasks. However, if you
still drive a car or use machines you should exercise
extra caution.

3. How Bicalumid® is used

Bicalumid® in a dose of 150 mg daily may be given
as monotherapy or adjuvant therapy to surgery or
radiotherapy in men with locally advanced disease
at high risk for disease progression.

For treatment of advanced prostate cancer, in
combination with gonadorelin analogue or surgical
castration, Bicalumid® 50 mg once daily may be
started at the same time as surgical castration or
at least 3 days before gonadorelin therapy.

- Take Bicalumid® exactly as your healthcare provider
tells you to take it.

- Bicalumid® can be taken either in the morning or in
the evening, but you should take it at the same time
every day.

- Your treatment with Bicalumid® should start at the
same time as your treatment with the LHRH medicine.
-Ifyoumiss aBicalumid® dose do not take the missed

dose, take the next dose at your next scheduled time.
Do not take 2 doses at the same time.

- Bicalumid® can be taken with or without food.

- If you take too much Bicalumid®, call your healthcare
provider or go to the nearest hospital emergency room
right away.

&4, Possible side effects

Common or very common

Alopecia, anemia, appetite decreased, asthenia, breast
tenderness, chest pain, constipation, depression,
dizziness, drowsiness, flatulence, gastrointestinal
discomfort, gynecomastia, hematuria, hair changes,
hepatic disorders, hot flush, hypertransaminasaemia,
nausea, oedema, sexual dysfunction, skin reactions,
weight increased, pruritus, hair regrowth, dry skin
Uncommon

Interstitial lung disease, hypersensitivity reactions
including angioedema and urticaria

Rare or very rare

Photosensitivity reaction, cardiovascular effects
including angina, heart failure, arrhythmias, and ECG
changes, interstitial pneumonitis and pulmonary
fibrosis

Frequency not known

QT interval prolongation

5. How to store Bicalumid®

- Keep out of reach and sight of children.

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

- Store below 30°C.

- Do not use after the expiry date which is stated on
the carton after "EXP".

- 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 Bicalumid® contains

Medicinally active substance:

Each film-coated tablet contains 50 mg or 150 mg
Bicalutamide.

Other ingredients:

Lactose monohydrate, Sodium starch glycolate, Sodium
lauryl sulfate, Povidone, Colloidal anhydrous silica,
Magnesium stearate, Purified water and Coatafilm®
(coating agent).

Contents of the pack:

Each bottle contains 28 film-coated tablets.

Sobhan Oncology, Rasht-Iran

Tel: +98 21 83879000

Patient Support Center: +98 21 83878
E-mail: SPC@sobhanoncology.com
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