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Chickenpox vaccine

Patients who have not had chickenpox or have not had the chickenpox vaccine are at risk of having a 
serious and life-threatening chickenpox infection during treatment with Sandoz Fingolimod. There have 
been very rare fatal cases of chickenpox infection reported in patients treated with Sandoz Fingolimod  
who also received a relatively long course of corticosteroid therapy.

If you are not protected against chickenpox, your doctor may recommend that you receive the 
chickenpox vaccine one month before starting treatment with Sandoz Fingolimod.

Pregnancy

Before you start treatment with Sandoz Fingolimod, your doctor may ask you to have a pregnancy test  
to ensure that you are not pregnant.

Before your treatment
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Other warnings and precautions

Before you use Sandoz Fingolimod, talk to your doctor or pharmacist if:

- You have heart problems, such as high blood pressure, or severe untreated sleep apnea.
- You are taking medicines for an irregular heartbeat such as quinidine, disopyramide, amiodarone  
 or sotalol.
- You suffer from slow heart rate, you are already taking other medicines that slow your heart rate  
 or you have a history of sudden loss of consciousness (fainting).
- You have a weakened immune system (due to a disease or medicines that suppress the immune system).
- You have been vaccinated within one month before you start taking Sandoz Fingolimod or you plan to  
 receive a vaccine. You should not receive certain types of vaccines (called “live attenuated vaccines”) during  
 and for up to two months after treatment with Sandoz Fingolimod.
- You have never had chickenpox or have not been vaccinated for chickenpox.
- You have or have had visual disturbances or other signs of swelling in the central vision area at the  
 back of the eye (a condition known as macular edema), inflammation or infection of the eye (uveitis).
- You have diabetes. Diabetes increases the risk of having macular edema during Sandoz   
 Fingolimod treatment.
- You have liver problems. Sandoz Fingolimod may affect your liver function.
- You have low or high blood pressure. Sandoz Fingolimod causes a mild increase in blood pressure. 
- You have high cholesterol or triglyceride levels. Sandoz Fingolimod may increase blood levels of  
 cholesterol and triglycerides.
- You have kidney problems. 
- You have breathing problems. Sandoz Fingolimod has a slight effect on lung function.
- You are pregnant, think you may be pregnant or are trying to become pregnant.
- You are breastfeeding.

Before your treatment
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Because Sandoz Fingolimod has side effects on the heart, you will be required to have 
an electrocardiogram (ECG) to check the health of your heart before you start Sandoz 
Fingolimod, or if you are restarting treatment after discontinuation.

If you have an infection, tell your doctor before you take Sandoz Fingolimod. Any infection that you already 
have may get worse. Infections could be serious and sometimes life-threatening. Before you start taking 
Sandoz Fingolimod, your doctor will confirm whether you have enough white blood cells in your blood.

Monitoring 

Before you start treatment and periodically during treatment, your doctor may want you to undergo 
several tests to help monitor side effects of Sandoz Fingolimod. 

These will include: 
- blood tests—to check your white blood cell counts and liver function
 • liver function tests may be performed before initiation and at months 3, 6, 9 and 12 during your first year  
  on Sandoz Fingolimod and periodically thereafter; 
- eye examination (to monitor for macular edema);
- checks of your heart rhythm and blood pressure; and
- possibly lung function checks.

Before your treatment
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Your first dose, or if you restart after discontinuation

You will start taking Sandoz Fingolimod in your doctor’s office or clinic. Your doctor will ask you to stay in 
the clinic or office for at least six hours after taking the first dose of Sandoz Fingolimod so your heart rate 
and blood pressure can be checked each hour and appropriate measures can be taken if heart-related 
side effects occur at the start of treatment. An ECG will be done six hours after taking the first dose. 

Depending on the results of the ECG, blood pressure checks and how you are feeling, you may need to be 
observed for longer, possibly overnight, in a healthcare facility. The same observation process may apply if 
you are starting treatment again after a break from Sandoz Fingolimod therapy.

Additionally, your ability to drive and use machines may be affected during and potentially after this period.

If you miss a dose

If you forget a dose, take the next dose as planned. Do not take a double dose to make up for a forgotten dose.

If you have been taking Sandoz Fingolimod for less than two weeks and you forget to take a dose for one 
day, or if you stop taking Sandoz Fingolimod for more than seven days during weeks three and four of 
treatment, contact your doctor right away. Your doctor may decide to observe you at the time you take 
the next dose.

If you start Sandoz Fingolimod again after stopping for two weeks or more after at least one month of 
treatment, you will start taking Sandoz Fingolimod again in your doctor’s office or clinic. Do not restart 
Sandoz Fingolimod after stopping it for more than two weeks without seeking advice from your doctor.

During treatment with Sandoz Fingolimod
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Slow heart rate and irregular heartbeat

Sandoz Fingolimod causes the heart rate to slow down, especially during the first month of treatment. 
Sandoz Fingolimod can also cause an irregular heartbeat, especially after the first dose. 

Irregular heartbeat usually returns to normal in less than one day. Slow heart rate usually returns to 
normal within one month. These heart rhythm disturbances may be more likely in patients with risk 
factors, such as heart disease, or when certain interacting drugs are taken. In general, people more than 
65 years of age are at higher risk.

If you have an irregular or abnormal heartbeat or a history of sudden loss of consciousness (fainting), 
your condition may worsen temporarily with Sandoz Fingolimod. The same applies if you have a slow 
heart rate or if you are taking medicines that slow the heartbeat. 

If you experience any symptoms of a possible heart rhythm disturbance, such as dizziness, palpitations 
(sensation of rapid, pounding, or irregular heartbeat), fainting, or seizures, at any time during treatment 
with Sandoz Fingolimod, you should seek immediate medical attention.

You should not take Sandoz Fingolimod if:

- You have had a heart attack, angina, stroke or warning of a stroke or certain types of heart failure in  
 the last six months.
- You have certain types of irregular or abnormal heartbeat (arrhythmia), or your electrocardiogram  
 (ECG) shows a prolonged QT interval before starting Sandoz Fingolimod. 
- You are taking or have recently taken medicine for irregular heartbeat, such as quinidine,   
 disopyramide, amiodarone or sotalol (due to a possible added effect on irregular heartbeat).

During treatment
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Infections

The effects of Sandoz Fingolimod on your body’s immune system may reduce your body’s ability to fight 
infections, and you may get infections more easily while you are taking Sandoz Fingolimod (and for up to 
two months after you stop taking it).

During your treatment with Sandoz Fingolimod, and for up to two months after treatment, if you think you 
have an infection, have fever, feel like you have the flu, or have a headache with a stiff neck, sensitivity to 
light, nausea, and/or confusion (these may be caused by a serious fungal infection and may be symptoms 
of cryptococcal meningitis), contact your doctor right away. 

If you believe your multiple sclerosis (MS) is getting worse (e.g. weakness or visual changes) or if 
you notice any new or unusual symptoms, talk to your doctor as soon as possible, because these 
may be the symptoms of a rare brain disorder caused by infection and called progressive multifocal 
leukoencephalopathy (PML).

The use of other medications and treatments that suppress or change how the immune system works 
is not recommended during treatment with Sandoz Fingolimod because the risk of infections can be 
increased further.

During treatment
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Cancer

The effects of Sandoz Fingolimod on the body’s immune system may increase the risk of developing 
lymphoma and other cancers, such as skin cancer. Lymphoma and skin cancer, mostly a type of skin 
cancer called basal cell carcinoma (BCC), have been reported in patients treated with Sandoz Fingolimod.

If you already have moles or open sores before starting treatment with Sandoz Fingolimod, pay attention 
to changes in the size, shape or colour of moles or the healing of open sores (not healing within weeks) 
after you start treatment. These may be signs of skin cancer that you should talk to your doctor about. 

A type of skin cancer called BCC has been reported in MS patients treated with Sandoz Fingolimod. 
During treatment with Sandoz Fingolimod you should check your skin regularly for unusual changes. 
Symptoms of BCC may include skin nodules (e.g. shiny pearly nodules), patches or open sores that do 
not heal within weeks. Symptoms of other skin cancers may include abnormal growth or changes of skin, 
such as unusual moles, that may change in colour, shape or size over time. 

Your doctor will also do regular skin examinations during your treatment with Sandoz Fingolimod.

During treatment
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During treatment

Vision problems

A problem with your vision called macular edema can occur during treatment with Sandoz Fingolimod. Macular 
edema can cause some of the same vision symptoms as an MS attack (optic neuritis), but you also may not 
notice any symptoms. Macular edema usually starts in the first three to four months after you start taking Sandoz 
Fingolimod. 

Your doctor should therefore test your vision three to four months after you start taking Sandoz Fingolimod, or any 
time you notice vision changes during treatment. If you have diabetes mellitus or a history of uveitis, your doctor 
may also schedule regular follow-up evaluations throughout your treatment with Sandoz Fingolimod. 
 
Contact your doctor if you develop symptoms of macular edema such as shadows or a blind spot in the centre of 
your vision, blurred vision, or problems seeing colours or full details. 

Pregnancy and breastfeeding 

You should avoid becoming pregnant while taking Sandoz Fingolimod or in the two months after you stop taking it 
because of the risk of harming your unborn child. Talk with your doctor about the associated risk and about reliable 
methods of birth control that you should use during treatment and for two months after you stop treatment.

If you do become pregnant while taking Sandoz Fingolimod, or within two months of discontinuing treatment, 
tell your healthcare provider right away. You and your doctor will decide what is best for you and your baby. If 
you become pregnant while taking Sandoz Fingolimod, you can call 1-800-343-8839, ext. 4636, to enrol in our 
Fingolimod Pregnancy Registry.

You should not breastfeed while you are taking Sandoz Fingolimod. Sandoz Fingolimod can pass into breast milk, 
and there is a risk of serious side effects for a breastfed baby.
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For more information about Sandoz Fingolimod: 
- Speak to your doctor 
- Call the Sandoz MedInfo line: 1-800-361-3062

Always take Sandoz Fingolimod exactly as your doctor has told you to.

Please consult your doctor or pharmacist with any questions or concerns you may have regarding your individual condition.
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