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Ibrutinib Oral Capsule

<SS>SObhan Read the contents of this leaflet
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ncology  carefully before taking this medicine.




eSobruvica"D

70 and 140 mg capsule Ibrutinib

<SS>Sobhan

Oncology
Manufactured by Sobhan Oncology Co. Rasht - Iran




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.




In this leaflet:

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

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

4.Possible side effects

5.How to store Sobruvica®

6.Further information

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

Sobruvica® is a potent and irreversible inhibitor of Bruton tyro-
sine kinase (BTK), an integral component of the B-cell receptor
(BCR) and cytosine receptor pathways. Constitutive activation of
B-cell receptor signaling is important for survival of malignant B
cells; BTK inhibition results in decreased malignant B-cell prolif-



eration and survival.

Indications:

- Chronic lymphocytic leukemia: Treatment of patients with chronic
lymphocytic leukemia (CLL) who have received at least 1 prior therapy;
treatment of CLL patients with 17p deletion.

-Mantle Cell Lymphoma: Treatment of mantle cell lymphoma (MCL) in
patients who have received at least 1 prior therapy.

-Waldenstrm’s Macroglobulinemia: Sobruvica® is indicated for the
treatment of patients with Waldenstrom's macroglobulinemia (WM).
-Marginal Zone Lymphoma: Sobruvica® is indicated for the treatment
of patients with marginal zone lymphoma (MZL) who require systemic
therapy and have received at least one prior anti-CD20-based therapy.
2.What you need to know before you take Sobruvica®
Do not take Sobruvica® if you are allergic to Sobruvica® or any of the



other ingredients of this medicine.

Cautions

-Family history of congenital short QT syndrome

-Increased  lymphocytes—increased risk of leukostasis, consider
withholding treatment temporarily and monitor closely

-Patients at risk from further shortening of QTc interval

-Personal history of congenital short QT syndrome

-Risk of haemorrhagic events—uwithhold Sobruvica® treatment for at least
3107 days before and after surgery depending on risk of bleeding
Important safety information

-Repots of ventricular tachyarrhythmia

Cases of ventricular tachyarrhythmia have been reported with the use of
Sobruvica®. Sobruvica® should be temporarily discontinued in patients
who develop symptoms suggestive of ventricular arrhythmia and to assess



benefit-risk before restarting therapy.

-Risk of hepatitis B reactivation and of opportunistic infections

Hepatitis B virus status should be established before initiating
therapy—for patients with positive hepatitis B serology, consultation with
a liver disease expert is recommended before the start of treatment; monitor
and manage patients according to local protocols to minimize the risk of
hepatitis B virus reactivation. Prophylaxis should be considered for those
at an increased risk of opportunistic infections.

Other medicines and Sobruvica®

Tell your healthcare provider about all the medicines you take,
including prescription and over-the-counter medicines, vitamins, and
herbal supplements. Taking Sobruvica® with certain other medicines may
affect how Sobruvica® works and can cause side effects.



Pregnancy and contraception

If you are able to become pregnant, your healthcare provider will do
a pregnancy test before starting treatment with Sobruvica®. Tell your
healthcare provider if you are pregnant or think you may be pregnant
during treatment with Sobruvica®.

Highly effective contraception (must include a non-hormonal method)
required during and for 3 months after stopping treatment.

Lactation

There is no information regarding the presence of Sobruvica® or its
metabolites in human milk, the effects on the breastfed infant, or the effects
on milk production. Because of the potential for serious adverse reactions
in the breastfed child, advise women not to breastfeed during treatment
with Sobruvica® and for 1 week after the last dose.



Monitoring

Monitor full blood count once a month.

Monitor for atrial fibrillation (increased risk in cardiac risk factors, acute
infections and history of atrial fibrillation), monitor all patients periodically
and complete ECG if arrhythmic symptoms or dyspnoea develop.
Sobruvica® with food

You should not drink grapefruit juice, eat grapefruit, or eat Seville
oranges during treatment with Sobruvica®. These products may increase
the amount of Sobruvica® in your blood.

Driving and using machines

You may feel tired or dizzy after taking Sobruvica®, which may affect your
ability to drive or use any tools or machines.

3.How to take Sobruvica®

Mantle Cell Lymphoma (MCL) and Marginal Zone Lymphoma (MZL): The



recommended dose of Sobruvica® for MCL and MZL is 560 mg (four 140
mg capsules) orally once daily until disease progression or unacceptable
toxicity.

Chronic Lymphocytic Leukemia/Small Lymphocytic Lymphoma (CLL/
SLL) and Waldenstrém's Macroglobulinemia: The recommended dose of
Sobruvica® for CLL/SLL and WM is 420 mg (three 140 mg capsules)
orally once daily until disease progression or unacceptable toxicity.
Taking Sobruvica®

Take Sobruvica® 1 time a day at about the same time each day.

Swallow capsules whole with a glass of water.

Do not open, break, or chew the capsules.

If a dose of Sobruvica® is not taken at the scheduled time, it can be taken
as soon as possible on the same day with a return to the normal schedule
the following day. Extra capsules of Sobruvica® should not be taken to



make up for the missed dose.

Hepatic Impairment:

Avoid use of Sobruvica® in patients with severe hepatic impairment. In
patients with mild or moderate impairment, reduce Sobruvica® dose
to 280 mg daily in mild impairment and to 140 mg daily in moderate
impairment with further adjustments if necessary.

Renal Impairment:

Use in severe impairment only if benefit outweighs risk and with close
monitoring for toxicity.

Monitoring: maintain hydration and monitor serum creatinine periodically
in mild to moderate renal impairment.

4.Possible side effects

Common or very common

Arrhythmias, arthralgia, broken nails, CNS hemorrhage, constipa-



tion, diarrhea, dizziness, fever, hemorrhage, headache, hypertension,
hyperuricaemia, increased leucocytes, increases risk of infection, interstitial
lung disease, muscle spasms, musculoskeletal pain, nausea, neoplasms,
neutropenia, peripheral neuropathy, peripheral oedema, sepsis, skin
reactions, stomatitis, thrombocytopenia, tumor lysis syndrome, vision
blurred, vomiting, gastrointestinal disturbances, fatigue, abdominal pain,
dyspnoea, rash, decreased appetite, renal failure

Uncommon

Angioedema, hepatitis B reactivation, leukostasis syndrome, panniculitis
Frequency not known

Anaemia, hepatic failure, progressive multifocal leukoencephalopathy
(PML), Stevens-Johnson syndrome

5.How to store Sobruvica®

Keep out of the reach and sight of children.



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

Store Sobruvica® below 30° C.

Do not use this medicine after the expiry date which is stated on the carton
after EXP. The expiry date refers to the last day of that month.

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.Further information

What Sobruvica® contains:

Medicinally active substance:

Sobruvica® 70 mg capsule: Each capsule contains 70 mg lbrutinib.
Sobruvica® 140 mg capsule: Each capsule contains 140 mg Ibrutinib.
Other ingredients:

Croscarmellose sodium, magnesium stearate, microcrystalline cellulose,



sodium lauryl sulfate

Contains of the pack:

Each bottle of Sobruvica® 140 mg contains 90 capsules
Each bottle of Sobruvica® 70 mg contains 28 capsules
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