Ipra max® Patient Guide

, Important Safety
Topiramate Information

. Exposure to topiramate in the womb can cause birth defects in children, and exposed newborns
may be smaller and weigh less than expected at birth. Exposure to topiramate in the womb may also
increase the risk of problems with the development of brain function, such as autism spectrum
disorders, intellectual disability or attention deficit hyperactivity disorder (ADHD).

. If you are pregnant or able to become pregnant, there are important restrictions on the use of
topiramate:

° you must not use topiramate to prevent migraine or manage your body weight if you are
pregnant. If you can become pregnant, you must not use topiramate for these conditions
unless you are using highly effective birth control.

° if you have epilepsy, you must not use topiramate if you are pregnant unless there are no other
treatments that give you sufficient control of seizures.

° if you have epilepsy and can become pregnant, you must not use topiramate unless you are
using highly effective birth control. If you are planning to become pregnant and topiramate is
the only treatment giving you sufficient seizure control, you should speak to your doctor, who
will give you information about the risks of taking topiramate during pregnancy and about the
risks of seizures during pregnancy.

. If you are a patient who can become pregnant, your doctor will provide you with information so you
will understand the risks of taking topiramate during pregnancy. This will be done before you start
taking topiramate and at least once every year during treatment.

. If you can become pregnant, you should always use an effective method of birth control while taking
topiramate. Talk to your doctor about which contraceptive method is right for you while you are
taking topiramate.

. Talk to your doctor if you are planning to become pregnant. Do not stop using effective birth control
until you have discussed an alternative treatment with your doctor. If you are taking topiramate for
epilepsy, do not stop taking the medicine without consulting your doctor as this could cause harm
to you or your unborn child.

. Tell your doctor immediately if you become pregnant or think you may be pregnant.

. If you have any questions or concerns, you should discuss them with your doctor.

Patients are asked to report any suspected adverse reactions via:

Pharmacovigilance department in (Tabuk Saudi Food and Drug Authority, National
Pharmaceuticals): Pharmacovigilance Centre:

Email: pvinfo@tabukpharmacuticals.com Fax: +7662-205-11-966

Tel: +966114774946 SFDA Call Center: 19999

E-mail: npcdrug@sfdagov.sa
Website: https://ade.sfdagov.sa
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This document is approved by the Saudi Food and Drug Authority (SFDA).
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