
▼This medicine is subject to additional monitoring. This will 
allow quick identification of new safety information. You can help 
by reporting any side effects you may get. See the end of section 4 
for how to report side effects.

WARNING
DEPAKINE CAN SERIOUSLY HARM AN UNBORN CHILD WHEN 
TAKEN DURING PREGNANCY.
Children exposed to valproate in utero have a high risk of
serious developmental disorders (mental and physical) and 
behavioral disturbances (up to 30 to 40% of cases) and/or 
birth defects (approximately 10% of cases).
If you are a female child, a female adolescent, a woman of
child-bearing age:
• your doctor will only prescribe valproate for you if other 

treatments are not effective or not tolerated.
• if no other treatment is possible, valproate will be 

prescribed for you and dispensed under the very strict 
conditions of a Pregnancy Prevention Program, which aims 
to prevent any potential pregnancy.

If valproate has been prescribed for you and you are a 
female able to have a baby, you must, in particular:
• use at least one effective method of birth control, without 

interruptions, during your entire treatment with Depakine. 
Your doctor will discuss this with you but you must also 
follow the advice in section 2 of this leaflet.

• schedule an urgent appointment with your doctor if you 
want to become pregnant or if you think you are pregnant.

• do not stop taking Depakine unless your doctor tells you to 
as your condition may become worse.

Make sure that you have read and understood the patient 
guide and signed the annual risk acknowledgement form 
given to you by your specialist experienced in the 
management of epilepsy.
Ask your doctor or pharmacist for advice.

Read all of this leaflet carefully before you start using this 
medicine because it contains important information for you.
• Keep this leaflet. You may need to read it again.
• If you have any further questions, ask your doctor or pharmacist.
• This medicine has been prescribed for you only. Do not pass it on 

to others. It may harm them, even if their symptoms seem the 
same as yours.

• If you get any side effects, talk to your doctor or pharmacist. 
This includes any possible side effects not listed in this leaflet. 
See section 4.

What is in this leaflet :
1. What Depakine is and what it is used for 
2. What you need to know before you use Depakine 
3. How to use Depakine 
4. Possible side effects 
5. How to store Depakine 
6. Contents of the pack and other information.

1. WHAT DEPAKINE IS AND WHAT IT IS USED FOR 
Pharmacotherapeutic group: ANTIEPILEPTICS, ATC code: N03AG01.
This medicine is used to treat various types of seizures, as a 
replacement for the oral form when the oral form cannot be used 
temporarily.

2. WHAT YOU NEED TO KNOW BEFORE YOU USE DEPAKINE
Contraindications:
Do not use Depakine 

• if you are pregnant, unless no other epilepsy treatment works 
for you (see below “Pregnancy, breast-feeding and fertility – 
Important advice for women”),

• if you are a woman able to have a baby, unless no other 
epilepsy treatment works for you and you are able to follow all 
the steps of the Pregnancy Prevention Plan (see below 
“Pregnancy, breast-feeding and fertility – Important advice for 
women”),

• if you are allergic to the active substance (sodium valproate) or 
any of the other ingredients of this medicine (listed in section 6),

• if you are allergic to a medicine in the same family as valproate 
(valproate semisodium, valpromide),

• if you have liver disease (acute or chronic hepatitis),
• if you or a member of your family have ever had serious liver 

disease, particularly related to use of a medicine,
• if you have hepatic porphyria (hereditary liver disease),
• if you have a genetic problem causing a mitochondrial disorder 

(e.g. Alpers-Huttenlocher syndrome),
• if you have a known metabolic disorder, such as a urea cycle 

disorder (see section "Warnings and precautions"),
• if you are currently taking St. John's Wort (plant used to treat 

depression).

Warnings and precautions
Take special care with Depakine :

This medicine can, in very rare cases, cause liver damage 
(hepatitis) or pancreas damage (pancreatitis), which can be 
serious and life-threatening.
Your doctor will prescribe blood tests to regularly monitor your 
liver function, particularly during the first 6 months of treatment.
Inform your doctor immediately if any of the following signs appear:
• sudden fatigue, loss of appetite, exhaustion, drowsiness, 

swelling of the legs, general malaise,
• repeated vomiting, nausea, stomach or bowel pain, yellow 

color of the skin or eyes (jaundice).
• recurrence of epileptic seizures even though you are taking 

your treatment correctly.

• Before using this medicine, tell your doctor if you have kidney 
disease (renal insufficiency), systemic lupus erythematosus (rare 
disease) or hereditary enzyme deficiencies, particularly an 
enzyme deficiency of the urea cycle that can cause increased 
amounts of ammonium in the blood, or a genetic problem 
causing a mitochondrial disorder (including in your family).

• If you are scheduled to have surgery, you must inform the 
medical personnel that you are using this medicine.

• At the start of treatment, your doctor will check that you are not 
pregnant and that you have a method of contraception (see 
section “Pregnancy").

• As with other antiepileptics, using this medicine can lead to your 
seizures worsening or becoming more frequent; you may even 
experience a different type of seizure.

• This medicine can cause weight gain. Your doctor will 
recommend that you take certain dietary measures and will 
monitor your weight.

• Self-destructive or suicidal thoughts have also been observed in a 
small number of people treated with antiepileptics such as 
Depakine. If you have these kinds of thoughts, contact your 
doctor immediately.

• If you have carnitine palmitoyltransferase type II (CPT-II) 
deficiency (rare hereditary metabolic disease), the risk of
developing serious muscle problems (rhabdomyolysis) is higher 
with this medicine.

• Inform your doctor if you have symptoms such as tremor, stiffness 
of the limbs and difficulty walking (extrapyramidal disorders) or 
memory and mental capacity disorders. He or she will try to find 
out whether they are caused by an underlying disease or by 
Depakine. It may be necessary to stop treatment.

Inform your doctor if your child is taking another antiepileptic 
treatment or has another neurological or metabolic disease or 
severe forms of epilepsy.
Other medicines and Depakine 
You must never use this medicine if you are taking the 
following medicine:
• St. John's Wort (plant-based medicine used to treat depression).
You must tell your doctor if you are taking lamotrigine (another 
medicine used to treat epileptic seizures) or penems (antibiotics 
used to treat bacterial infections).
Depakine can increase the effects of nimodipine (medicine used to 
prevent complications that can occur after bleeding in the brain).
Specifically in children under 3 years of age, you must avoid giving 
medicines that contain aspirin during treatment.
Tell your doctor or pharmacist if you are using, have recently used 
or might use any other medicines.
Depakine with food, drink and alcohol 
Use of alcoholic beverages is not recommended during treatment 
with Depakine.
Pregnancy, breast-feeding and fertility
Pregnancy
Important advice for women
Valproate is harmful to unborn babies if taken during 
pregnancy. Therefore:
• If you are a female child, female adolescent or woman of

child-bearing age, your doctor may not prescribe valproate 
for you unless other treatments are ineffective or not 
tolerated. If no other treatment is possible, valproate will be 
prescribed for you and dispensed under the very strict 
conditions described below.

• Make sure that you have read the patient guide given to you 
by your doctor. Your doctor will discuss the annual risk 
acknowledgement form with you and ask you to sign and 
keep it. You must show it to the pharmacist every time you 
pick up your medicine, along with the doctor's prescription. 
This form certifies that the risks have been explained to you 
and that you agree to comply with the conditions below. 
Your pharmacist will also give you a patient card to remind 
you of the risks associated with taking valproate during 
pregnancy.

You must not take Depakine:
• if you are pregnant, unless no other epilepsy treatment works 

for you,
• if you are a woman able to have a baby, unless no other 

epilepsy treatment works for you and you are able to follow all 
the steps of the Pregnancy Prevention Plan.

The risks of  valproate when taken during pregnancy
• Talk to your doctor immediately if you are planning to have a 

baby, are pregnant or think you might be pregnant.
• Valproate carries a risk for the unborn baby if taken during 

pregnancy. The higher the dose, the higher the risks but all doses 
carry a risk.

• When taken by pregnant women, valproate causes serious birth 
defects in a large number of children, and also affects the way in 
which they develop their intellectual, motor and behavioral skills. 

Birth defects which have been reported include spina bifida 
(where the bones of the spine are not properly developed); facial, 
upper lip, palate and skull malformations; heart, kidney, urinary 
tract and sexual organ malformations; limb defects.

• If you take valproate during pregnancy you have a higher risk 
than other women of having a child with birth defects that 
require medical treatment. Because valproate has been used for 
many years we know that in women who take valproate 
around 10 babies in every 100 will have birth defects. This 
compares to 2-3 babies in every 100 born to women who 
don't have epilepsy.

• It is estimated that up to 30-40% of preschool children whose 
mothers took valproate during pregnancy may have problems 
with early childhood development. Children affected can be 
slow to walk and talk, intellectually less able than other 
children, and have difficulty with language and memory.

• Autistic spectrum disorders are more often diagnosed in 
children exposed to valproate during pregnancy.

• There is some evidence that children exposed to valproate 
during pregnancy may be more likely to develop symptoms 
of Attention Deficit Hyperactivity Disorder (ADHD).

• Before prescribing this medicine to you, your doctor will have 
explained what might happen to your baby if you become 
pregnant while taking valproate. If you decide later you want 
to have a baby you must not stop taking your medicine or your 
method of contraception until you have discussed this with 
your doctor.

• If you are a parent or a caregiver of a female child treated with 
valproate, you should contact the doctor once your child using 
valproate experiences menarche.

Please choose and read the situations which apply to you from 
the situations described below:
• I AM STARTING TREATMENT WITH DEPAKINE
• I AM TAKING DEPAKINE AND NOT PLANNING TO HAVE A BABY
• I AM TAKING DEPAKINE AND PLANNING TO HAVE A BABY
• I AM PREGNANT AND I AM TAKING DEPAKINE
I AM STARTING TREATMENT WITH DEPAKINE
If this is the first time you have been prescribed Depakine, your 
doctor will have explained the risks to an unborn child if you 
become pregnant. Once you are able to have a baby, you will 
need to make sure you use at least one effective method of
contraception without interruption throughout your treatment 
with Depakine. Talk to your doctor, gynecologist or family 
planning clinic if you need advice on contraception.
Key messages:
• Before starting treatment, your doctor will have to make sure that 

no treatment other than valproate is possible for you.
• Pregnancy must be excluded before start of treatment with 

Depakine with the result of a pregnancy test, confirmed by your 
doctor.

• You must use at least one effective method of birth control 
(preferably an intrauterine device or a contraceptive implant) or 
two effective methods that work differently (for example, the Pill 
and a condom) during your entire treatment with Depakine.

• You must discuss the appropriate methods of birth control with 
your doctor. Your doctor will give you information on 
preventing pregnancy, and may refer you to a specialist for 
advice on birth control.

• You must get regular (at least annual) appointments with a 
specialist experienced in the management of epilepsy. During this 
visit your doctor will make sure you are well aware and have 
understood all the risks and advice related to the use of valproate 
during pregnancy.

• Tell your doctor you want to have a baby before stopping your 
birth control.

• If you are pregnant or think you might be pregnant, schedule an 
urgent appointment with your specialist experienced in the 
management of epilepsy.

I AM TAKING DEPAKINE AND NOT PLANNING TO HAVE A BABY
If you are continuing treatment with Depakine but you are not 
planning to have a baby make sure you are using at least one 
effective method of contraception without interruption during 
your entire treatment with Depakine. Talk to your doctor, 
gynecologist or family planning clinic if you need advice on 
contraception.
Key messages:
• Your specialist must check regularly (at least once a year) whether 

any treatment other than valproate works for you.
• You must use at least one effective method of contraception 

(preferably an intrauterine device or a contraceptive implant) or 
two effective methods that work differently (for example, the Pill 
and a condom) during your entire treatment with Depakine.

• You must discuss suitable contraception methods with your doctor. 
Your doctor will give you information on preventing pregnancy, 
and may refer you to a specialist for advice on birth control.

• You must get regular (at least annual) appointments with a 
specialist experienced in the management of epilepsy. During this 
visit your doctor will make sure you are well aware and have 
understood all the risks and advice related to the use of valproate 
during pregnancy.

• Tell your doctor you want to have a baby before stopping your 
birth control.

• If you are pregnant or think you might be pregnant, schedule an 
urgent appointment with your specialist experienced in the 
management of epilepsy.

I AM TAKING DEPAKINE AND PLANNING TO HAVE A BABY
Babies born to mothers who have been on valproate are at serious 
risk of birth defects and problems with development which can be 
seriously debilitating. If you are planning to have a baby, first 
schedule an appointment with your specialist experienced in 
the management of epilepsy.
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