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Deferasirox Film Coated Tablets 90,180,360 mg

Each Elijaid F.C tablet contains 90,180 or 360 mg deferasirox as active ingredient.

Category

Oral iron chelator.

Treatment of Chronic Iron Overload Due to Blood Transfusions (Transfusional Iron Overload)

Elijaid is indicated for the treatment of chronic iron overload due to blood transfusions (transfusional hemosiderosis) in patients
2 years of age and older.

Treatment of Chronic Iron Overload in Non-Transfusion-Dependent Thalassemia Syndromes

Elijaid is indicated for the treatment of chronic iron overload in patients 10 years of age and older with non-transfusion-dependent
thalassemia (NTDT) syndromes.

- Known hypersensitivity to deferasirox or any component of elijaid.

- Moderate or severe kidney disease(Estimated GFR less than 40 mL/min/1.73 m2 )

- Currently taking any other iron chelator medicines.

- Patients with poor performance status.

- Patients with high-risk MDS(myelodysplastic syndromes).

- Patients with advanced malignancies.

- Patients with platelet counts less than 50 x 109 /L.

If you are pregnant or breast-feeding, think you may be pregnant or are planning to have a baby, ask your doctor for advice before
taking this medicine. Elijaid is not recommended during pregnancy unless clearly necessary. If you are currently using an oral
contraceptive or using a patch contraceptive to prevent pregnancy, you should use an additional or different type of contraception
(e.g.condom), as Elijaid may reduce the effectiveness of oral and patch contraceptives. Breast-feeding is not recommended during
treatment with Elijaid.

- Elderly (increased risk of side-effects)

- Risk of gastro-intestinal ulceration and haemorrhage.

- Unexplained cytopenia

Take special care with elijaid :

- If you have a kidney or liver problem.

- If you have a cardiac problem due to iron overload.

- If you notice a marked decrease in your urine output (sign of kidney problem).

- If you develop a severe rash, or difficulty breathing and dizziness or swelling mainly of the face and throat (signs of severe
allergic reaction.)

- If you experience a combination of any of the following symptoms: rash, red skin, blistering of the lips, eyes or mouth, skin
peeling, high fever, flu-like symptoms, enlarged lymph nodes .

- If you experience a combination of drowsiness, upper right abdominal pain, yellowing or increased yellowing of your skin or
eyes and dark urine (signs of liver problems).

- If you experience difficulty thinking, remembering information, or solving problems, being less alert or aware or feeling very
sleepy with low energy (signs of a high level of ammonia in your blood, which may be associated with liver or renal problems.)
- If you vomit blood and/or have black stools.

- If you experience frequent abdominal pain, particularly after eating or taking this drug .

- If you experience frequent heartburn.

- If you have a low level of platelets or white blood cells in your blood test.

- If you have blurred vision

- If you have diarrhoea or vomiting. If any of these apply to you, tell your doctor straight away.

Monitoring parameters

Monitoring of the following patient parameters: baseline serum creatinine twice and creatinine clearance once before initiation
of treatment, weekly in the first monthafter treatment initiation or modification, then monthly thereafter; proteinuria before
treatment initiation then monthly thereafter, and other markers of renal tubular function as needed; liver function before treatment
initiation, every 2 weeks during the first month of treatment, then monthly thereafter; eye and ear examinations before treatment
and annually during treatment; serum-ferritin concentration monthly.

Avoid the use of Elijaid with aluminum-containing antacid preparations.

* Deferasirox increases the exposure of repaglinide. Consider repaglinide dose reduction and monitor blood glucose levels.
* Avoid the use of Elijaid with theophylline as theophylline levels could be increased.

« Deferasirox increases exposure of busulfan. Monitor plasma concentrations of busulfan when coadministered with deferasirox
to allow dose adjustment of busulfan, as needed.

The dose of Elijaid is related to body weight for all patients. Your doctor will calculate the dose you need and tell you how
many tablets to take each day.

Deferasirox also comes as “dispersible” tablets. If you are switching from the dispersible tablets to these film-coated tablets,
you will need an adjustment of the dose.

Take Elijaid once a day, every day, at about the same time each day with some water.

Take Elijaid tablets either on an empty stomach or with a light meal.

Taking Elijaid at the same time each day will also help you remember when to take your tablets.

Treatment, possibly lasting for months or years. Your doctor will regularly monitor your condition to check that the treatment is
having the desired effect.

« If you have taken too much Elijaid

If you have taken too much Elijaid , or if someone else accidentally takes your tablets, contact your doctor or hospital for advice
straight away. Show them the pack of tablets. Medical treatment may be necessary.

« If you forget to take Elijaid

If you miss a dose, take it as soon as you remember on that day. Take your next dose as scheduled. Do not take a double dose
on the next day to make up for the forgotten tablets.

« If you stop taking Elijaid.

Do not stop taking Elijaid unless your doctor tells you to. If you stop taking it, the excess iron will no longer be removed from
your body .

Driving and using machines: If you feel dizzy after taking Elijaid, do not drive or operate any tools or machines until you are
feeling normal again.

Common or very common

Constipation, diarrhoea,gastrointestinal discomfort, headache, nausea, skin reactions, urine abnormalities, vomiting.
Uncommon

Anxiety, cataract, cholelithiasis,deafness,dizziness, fatigue, fever, gastrointestinal disorders, gastrointestinal haemorrhage
(including fatal cases), hepatic disorders, laryngeal pain, maculopathy, oedema, renal tubular disorders, sleep disorder
Rare or very rare

Optic neuritis, Acute kidney injury, alopecia, anaemia aggravated, angioedema, hypersensitivity vasculitis, metabolic acidosis,
nephritis, tubulointerstitial, nephrolithiasis, neutropenia, pancreatitis acute, pancytopenia, renal tubular necrosis, severe cutaneous
adverse reactions (SCARs), thrombocytopenia.

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

Store below 30° C and protect from light and moisture.

@ Aburaihan Manufactured by:

Pharmaceutical Co. Aburaihan pharmaceutical Company. Tehran. IRAN
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