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Sorafenib (as tosylate) 200 FGHIE
Scored F.C. Tablet

Read the contents of this booklet
<SS>Sobhan

Oncology carefully before taking this medicine.



=XoRAN

Sorafenib (as tosylate) 200 mg
Scored F.C. Tablet

<SS>Sabhan

Oncology

Manufactured by Sobhan Oncology Co. Rasht - Iran




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

oKeep this booklet. 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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In this booklet:

1. What Nexoban® is and what it is used for
2. Before you take Nexoban®

3. How to take Nexoban®

4. Possible side effects

5. Storing Nexoban®

6. Further information

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

Sorafenib, the active ingredient of Nexoban® is a kinase
inhibitor that decrease tumor cell proliferation in vitro.
Nexoban® is shown to inhibit multiple intracellular (CRAF,
BRAF, and mutant BRAF) and cell surface kinase (KIT,



FLT-3, RET, RET/PTC, vascular endothelial growth factor
receptor [VEGFR]-1, VEGFR-2, VEGFR-3, and platelet-de-
rived growth factor receptor-beta).

Nexoban® is used for:

- Treatment of advanced renal cell carcinoma when treat-
ment with interferon alfa or interleukin-2 has failed or is
unsuitable

- Treatment of progressive, locally advanced, or metastat-
ic, differentiated thyroid carcinoma that is refractory to
radioactive iodine

- Treatment of hepatocellular carcinoma



2. Before you take Nexoban®

Do not take Nexoban®:

If you are allergic to sorafenib or any of the other ingredi-
ents of this medicine.

If you have squamous cell lung cancer and receive carbo-
platin and paclitaxel.

If you are pregnant or think that you might be pregnant.

If you are breast-feeding.

Take special care with Nexoban®:

- If you experience skin problems. Nexoban® can cause
rashes and skin reactions, especially on the hands and
feet. These can usually be treated by your doctor. If not,
your doctor may interrupt treatment or stop it altogether.



- If you have high blood pressure. Nexoban® can raise
blood pressure, and your doctor will usually manitor your
blood pressure and may give you a medicine to treat your
high blood pressure.

- If you have or have had an aneurysm (enlargement and
weakening of a blood vessel wall) or a tear in a blood ves-
sel wall.

- If you have diabetes. Blood sugar levels in diabetic pa-
tients should be checked regularly in order to assess if
anti-diabetic medicine’s dosage needs to be adjusted to
minimize the risk of low blood sugar.

- If you get any bleeding problems, or are taking warfarin
or phenprocoumon. Treatment with Nexoban® may lead

6



to a higher risk of bleeding. If you are taking warfarin or
phenprocoumon, medicines which thin the blood to pre-
vent blood clots, there may be a greater risk of bleeding.
- If you get chest pain or heart problems. Your doctor may
decide to interrupt treatment or stop it altogether.

- If you have a heart disorder, such as an abnormal electri-
cal signal called “prolongation of the QT interval”.

- If you are going to have surgery, or if you had an opera-
tion recently. Nexoban® might affect the way your wounds
heal. You will usually be taken off Nexoban® if you are hav-
ing an operation. Your doctor will decide when to start with
Nexoban® again.

- If you are taking irinotecan or are given docetaxel, which



are also medicines for cancer. Nexoban® may increase the
effects and, in particular, the side effects of these med-
icines.

- If you are taking Neomycin or other antibiotics. The ef-
fect of Nexoban® may be decreased.

- If you have severe liver impairment. You may experience
more severe side effects when taking this medicine.

- If you have poor kidney function. Your doctor will moni-
tor your fluid and electrolyte balance.

- Fertility. Nexoban® may reduce fertility in both men and
women. If you are concerned, talk to a doctor.

- Holes in the gut wall (gastrointestinal perforation) may
occur during treatment (see section 4: Possible Side Ef-
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fects). In this case your doctor will interrupt the treatment.
- If you have thyroid cancer. Your doctor will monitor blood
calcium and thyroid harmone levels.

- If you experienced the following, contact your doctor
immediately as this can be a life-threatening condition:
nausea, shortness of breath, irreqular heartbeat, muscu-
lar cramps, seizure, clouding of urine and tiredness. These
may be caused by a group of metabolic complications that
can occur during treatment of cancer that are caused by
the break-down products of dying cancer cells (Tumor
lysis syndrome (TLS)) and can lead to changes in kidney
function and acute renal failure (see also section 4: Pos-
sible Side Effects).



Monitoring requirements

- Consider periodic monitoring of ECG and electrolytes in
patients susceptible to QT-interval prolongation.

- Monitor blood pressure regularly and consider perma-
nent discontinuation of sorafenib if resistant to antihy-
pertensive therapy.

- Monitor plasma-calcium concentration (increased risk of
hypocalcemia if history of hypoparathyroidism).

- Monitor thyroid stimulating hormone in patients with dif-
ferentiated thyroid carcinoma.

Children and adolescents

Children and adolescents have not yet been tested with
Nexoban®.
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Pregnancy and breast-feeding
Avoid becoming pregnant while being treated with Nexo-
ban®. If you could become pregnant use adequate contra-
ception during treatment. If you become pregnant while
being treated with Nexoban®, immediately tell your doctor
who will decide if the treatment should be continued.
You must not breast-feed your baby during Nexoban®
treatment, as this medicine may interfere with the growth
and development of your baby.

Driving and using machines
There is no evidence that Nexoban® will affect the ability
to drive or to operate machines.



Other medicines and Nexoban®

Nexoban® is metabolized by the cytochrome P450 isoen-
zyme CYP3A4. Some medicines may affect Nexoban®, or
be affected by it. Tell your doctor or pharmacist if you are
taking, have recently taken or might take anything in this
list or any other medicines, including medicines obtained
without a prescription:

- Rifampicin, Neamycin or other medicines used to treat
infections (antibiotics)

- St John's wort, a herbal treatment for depression

- Phenytain, carbamazepine or phenobarbital, treatments
for epilepsy and other conditions

- Dexamethasone, a corticosteroid used for various con-
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ditions

- Warfarin or phenprocoumon, anticoagulants used to pre-
vent blood clots

- Doxorubicin, capecitabine, docetaxel, paclitaxel and
irinotecan, which are cancer treatments; Sorafenib may
increase exposure to docetaxel, doxorubicin, and irino-
tecan

- Digoxin, a treatment for mild to moderate heart failure
3. How to take Nexoban®

The recommended dose of Nexoban® in adults is 2 x 200
mg tablets, twice daily. This is equivalent to a daily dose of
800 mg or four tablets a day.

Swallow Nexoban® tablets with a glass of water, either



without food or with a low-fat or moderate fat meal. Do
not take this medicine with high fat meals, as this may
make Nexoban® less effective. If you intend to have a high
fat meal, take the tablets at least 1 hour before or 2 hours
after the meal. Always take this medicine exactly as your
doctor has told you to. Check with your doctor or pharma-
cist if you are not sure.

It is important to take this medicine at about the same
times each day, so that there is a steady amount in the
bloodstream.

If you take more Nexoban® than you should

Tell your doctor straight away if you (or anyone else) have
taken more than your prescribed dose. Taking too much

14



Nexoban® makes side effects more likely or more severe,
especially diarrhea and skin reactions. Your doctor may
tell you to stop taking this medicine.

If you forget to take Nexoban®

If you have missed a dose, take it as soon as you remem-
ber. If it is nearly time for the next dose, forget about the
missed one and carry on as normal. Do not take a double
dose to make up for forgotten individual doses.

4. Possible side effects

Common or very common

Hair loss (alopecia), anemia, appetite decreased, joint pain
(arthralgia), general weakness or loss of strength (asthe-
nia), congestive heart failure, constipation, decreased



leucocytes, depression, diarrhea, dry mouth, difficulty
swallowing (dysphagia), dysphonia, electrolyte imbalance,
erectile dysfunction, fever, flushing, gastrointestinal dis-
comfort, gastrointestinal disorders, haemorrhage, head-
ache, hypertension, hypothyroidism, increased risk of
infection, influenza like illness, intracranial haemorrhage,
mucositis, muscle complaints, myocardial infarction,
myocardial ischemia, nausea, neoplasms, neutropenia,
oral disorders, pain, peripheral neuropathy, abnormal-
ly high levels of protein in the urine (proteinuria), renal
failure, rhinorrhea, taste altered, thrombocytopenia, tin-
nitus, vomiting, weight decreased, dermatological toxic-
ities such as palmar-plantar syndrome and rash, cardiac

16



ischemia, leucopenia, lymphopenia, hypophosphatemia,
pruritus, dry skin, erythema, acne, hoarseness, muscle
pain (myalgia), pyrexia, feeling weak or tired (fatigue), low
calcium levels in the blood (hypocalcemia), low potassium
levels in the blood (hypokalemia), low blood sugar level (hy-
poglycemia), altered voice (dysphonia), heartburn (gastro
esophageal reflux disease), transient disturbances in liver
function tests, elevations in lipase and amylase concen-
trations

Uncommon

Cholangitis, cholecystitis, dehydration, encephalopathy,
gynaecomastia, hepatic disorders, hyperthyroidism, pan-
creatitis, radiation injuries, respiratory disorders, hyper-



bilirubinemia, eczema

Rare or very rare

Angioedema, hypersensitivity vasculitis, nephrotic syn-
drome, QT interval prolongation, rhabdomyolysis, severe
cutaneous adverse reactions (SCARs), gastrointestinal
perforation, reversible posterior leukoencephalopathy,
interstitial lung disease, including pneumonitis and acute
respiratory distress syndrome, hypersensitivity reactions,
changes in thyroid function, hyponatremia, Stevens-John-
son syndrome, and squamous cell carcinoma of the skin
5. Storing Nexoban®

Keep out of the reach and sight of children.

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

18



Store Nexoban® below 30° C.

Do not use Nexoban® after the expiry date which is stated
on the carton after "Exp.".

Medicines should not be disposed of via wastewater or
household waste. Ask your pharmacist how to dispose of
medicines no longer required. These measures will help to
protect the environment.

6. Further information

What Nexoban® contains

Active substance:

Each film-coated tablet contains 200 mg sorafenib (as
tosylate).



Other ingredients:

Microcrystalline cellulose, Crosscarmellose sodium, Sodi-
um Lauryl Sulphate, Magnesium stearate, Hypromellose.
Contents of the pack:

Each bottle contains 30 Scored F.C. Tablets.
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Sobhan

Oncology

Sobhan Oncology, Rasht-Iran

Tel: +98 21 83879000

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

20-47-0000-190S
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