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GIOSOB’ @<

Teriflunomide
7 mg and 14 mg film-coated tablet

(SDSobhan

Oncology

Read the contents of this leaflet
carefully before taking this medicine.




GI0SOB’

Teriflunomide
7 mg and 14 mg film-coated tablet

<S Sobhan

Oncology

Manufactured by Sobhan Oncology Co. Rasht - Iran




Read this entire booklet carefully before you start taking
this medicine.
® Keep this leaflet. You may need to read it again.

®lf you havefurther question, ask your doctor or your pharmacist.

eThis 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 s in this booklet:

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

2. What you need to know before you are given Giosob®
3. How Giosob® is used

4, Possible side effects

5. How to store Giosob®

6. Contents of the pack and other information

1. What Giosob® is and what it is used for
Teriflunomide is a metabolite of leflunomide which has immunomodulating
and anti-inflammatory properties. It is an immunomodulatory agent that in-



hibits pyrimidine synthesis, resulting in anti-proliferative and anti-inflammatory
effects.

Indications:

Giosob® is used for treatment of relapsing- remitting multiple sclerosis.

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

Do not take Giosob®:

- if you are allergic to teriflunomide or any of the other ingredients of this med-
icine (listed in section 6),

- if you have ever developed a severe skin rash or skin peeling, blistering and/or
mouth sores after taking teriflunomide or leflunomide,

- if you have severe liver problems,



- if you are pregnant, think you may be pregnant, or are breast-feeding,

- if you suffer from a serious problem which affects your immune system e.qg.
acquired immunodeficiency syndrome (AIDS),

- if you have a serious problem with your bone marrow, or if you have low num-
bers of red or white cells in your blood or a reduced number of blood platelets,
- if you are suffering from a serious infection,

- if you have severe kidney problems which require dialysis,

- if you have very low levels of proteins in your blood (hypoproteinemia),

If you are not sure, talk to your doctor or pharmacist before taking this medicine.
Cautions

Adult over 65 years, anemia, dyspnea— assess for interstitial lung disease and



consider suspending treatment, hypoproteinemia (avoid if severe), impaired
bone-marrow function (avoid if severe), latent tuberculosis, leucopenia, per-
sistent cough—assess for interstitial lung disease and consider suspending
treatment, severe infection—delay or suspend treatment until resolved, sig-
nificant alcohol consumption, signs or symptoms of serious skin reactions (in-
cluding ulcerative stomatitis, Stevens-Johnson syndrome, and toxic epidermal
necrolysis)—discontinue treatment, switching between other immunomodu-
lating drugs, thrombocytopenia

Contra-indications

Anemia, leucopenia, neutropenia, serious infection, severe hypoproteinemia,
severe immunodeficiency, significantly impaired bone-marrow function,



thrombocytopenia

Other medicines and Giosob®

Tell your doctor or pharmacist if you are taking, have recently taken or might
take any other medicines. This includes medicines obtained without a prescrip-
tion. In particular, tell your doctor or pharmacist if you are taking any of the
following:

- leflunomide, methotrexate and other medicines that affect the immune sys-
tem (often called immunosuppressants or immunomodulators)

- rifampicin (a medicine used to treat tuberculosis and other infections)

- carbamazepine, phenobarbital, phenytoin for epilepsy

- St John's wort (a herbal medicine for depression)



- repaglinide, pioglitazone, nateglinide, or rosiglitazone for diabetes

- daunorubicin, doxorubicin, paclitaxel, or topotecan for cancer

- duloxetine for depression, urinary incontinenece or in kidney disease in diabetics
- alosetron for the management of severe diarrhea

- theophylline for asthma

- tizanidine, a muscle relaxant

- warfarin, an anticoagulant used to make the blood thinner in order to avoid
blood clots

- oral contraceptives (containing ethinylestradiol and levonorgestrel)

- cefaclor, benzylpenicillin (penicillin G), ciprofloxacin for infections

- indometacin, ketoprofen for pain or inflammation



- furosemide for heart disease

- cimetidine for reducing gastric acid

- zidovudine for HIV infection

- rosuvastatin, simvastatin, atorvastatin, pravastatin for hypercholesterolemia (high
cholesterol)

- sulfasalazine for inflammatory bowel disease or rheumatoid arthritis

- cholestyramine for high cholesterol or relief from itching in liver disease

- activated charcoal to reduce absorption of medicines or other substances
Monitoring requirements

Monitor full blood count (including differential white cell count and platelet
count) before treatment and as clinically indicated during treatment.
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Monitor blood pressure before treatment and periodically thereafter.

Hepatic monitoring: Monitor liver function before treatment and every 2 weeks
for first 6 months then every 8 weeks thereafter or as clinically indicated (pre-ex-
isting liver disease may increase risk). Increase to weekly monitoring if alanine
aminotransferase (ALT) is 2-3 times the upper limit of reference range
Important safety information

Discontinue treatment if signs or symptoms of hepatic injury, or if liver enzymes
exceed 3 times the upper limit of reference range.

Conception and contraception

Effective contraception essential for women of child-bearing potential during
treatment and for up to 2 years after treatment.



Do not take Giosob® when you are breast-feeding, as teriflunomide passes into
the breast milk.

Children and adolescents

Giosob® is not intended for use in children under 10 years of age, as it has not
been studied in MS patients in this age group.

Driving and using machines

Giosob® might make you feel dizzy which may impair your ability to concentrate
and react. If you are affected, do not drive or use machines.

3. How Giosob® is used

Always take this medicine exactly as your doctor has told you. Check with your
doctor if you are not sure.

11
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Adults

The recommended dose is one 14 mg tablet daily.

Children and adolescents (10 years of age and above)

The dose depends on body weight:

Children with body weight greater than 40 kg: one 14 mg tablet daily.

Children with body weight less than or equal to 40 kg: one 7 mg tablet daily.
Children and adolescents who reach a stable body weight above 40 kg will be
instructed by their doctor to switch to one 14 mg tablet daily.

Route/method of administration

Giosob® is for oral use. Giosob® is taken every day as a single dose at any time
of the day.



You should swallow the tablet whole with some water.

Giosob® may be taken with or without food.

If you take more Giosob® than you should

If you have taken too much Giosob®, call your doctor straight away. You may
experience side effects similar to those described in section 4 below.

If you forget to take Giosob®

Do not take a double dose to make up for a forgotten tablet. Take your next
dose at the scheduled time.

If you stop taking Giosob®

Do not stop taking Giosob® or change your dose without talking to your doctor
first.

13
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If you have any further questions on the use of this medicine, ask your doctor
or pharmacist.

4. Possible side effects

common or very common

Abdominal pain upper, alopecia, anemia, anxiety, arthralgia, cystitis, diarrhea,
headache, hypersensitivity, hypertension, increased risk of infection, menorrha-
gia, myalgia, nausea, nerve disorders, neutropenia, oral disorders, pain, palpita-
tions, sensation abnormal, skin reactions, urinary frequency increased, vomit-
ing, weight decreased, hyperkalemia

Uncommon

Thrombocytopenia



Frequency not known

Asthenia, hepatitis acute, interstitial lung disease, nail disorder, pancreatitis, sepsis
5. How to store Giosob®

Store this medicine below 30 °C.

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

Do not use this medicine after the expiry date. 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 mea-
sures will help protect the environment.

15
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6. Contents of the pack and other information

What Giosob® contains:

Medicinally active substance:

Giosob® 7mg: Each tablet contains 7 mg of teriflunomide

Giosob® 14mg: Each tablet contains 14 mg of teriflunomide

Other ingredients:

Lactose monohydrate, corn starch, hydroxypropyl cellulose, microcrystalline
cellulose, sodium starch glycolate, magnesium stearate

Contents of the pack:

Each pack contains 4 blisters of 7 film-coated tablets
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Sobhan oncology, Rasht-Iran

Tel: +98 21 83879000

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