VALPROATE GUIDE FOR
MALE PATIENTS ABLE
TO FATHER A CHILD

Read this guide
along with the patient
information leaflet for

a complete product information

VALPROATE* EPILIM

WHAT YOU SHOULD KNOW

This guide contains key information about the potential risk when fathering
a child if you are treated with valproate.
Ask your doctor or pharmacist if you have any questions.

KEEP THIS GUIDE. YOU MAY NEED TO READ IT AGAIN.

*Valproate also known as EPILIM
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What are the risks of taking valproate* when
fathering a child?

A study suggests that if you take valproate in the 3 months prior to
conception, your child may have a higher risk for impaired mental and/
or motor development compared to children born to fathers who used
lamotrigine or levetiracetam, other medicines that can be used to treat
your disease.

In this study, around 5 children in 100 had such disorders when born from
fathers treated with valproate, and around 3 children in 100 when born from
fathers treated with the other medicines.

There are no data on this potential risk to children fathered more than
3 months after stopping valproate treatment (the time needed for new
sperm to be formed).

What does this mean for me?

Your doctor will discuss with you (and/or your parent/caregiver)
the potential risk when fathering a child if you are treated with valproate
and the precautions associated with valproate use:

.+ The need to use effective contraception (birth control) for you and your
female partner during the treatment and for 3 months after stopping
valproate

"+ The need to consult your doctor to discuss alternative treatment
options, as soon as you are planning to father a child and before
dlscontmumg contraception (birth control)

" To not donate sperm during treatment and for 3 months after stopping
treatment.

If your female partner becomes pregnant while you used valproate
in the 3 months prior to conception, both of you should contact the
doctor for counselling.

Do not stop your treatment without talking to your doctor. If you
stop your treatment, your symptoms may become worse.

You should get regular (at least annual) appointments with
your doctor. At treatment initiation and during an annual visit, @.

both yourself and your doctor will read <and sign> an Annual Risk
Acknowledgement Form to ensure you acknowledged the risk and
understood the precautions associated with valproate use.

*Valproate also known as EPILIM
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Reporting of Adverse Drug Reactions (ADRs):

You may report any adverse drug reactions directly to the National Centre for Adverse

Drug Reaction Monitoring at the official website npra.moh.gov.my:

https://www.npra.gov.my/index.php/en/consumers/reporting/reporting-side-effects-

to-medicines-conserf-or-vaccines-aefi-2.html
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