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Description

Side Effects Diarrhea, dizziness, drowsiness, hair loss, blurred/double vision, change in menstrual periods,
ringing in the ears, shakiness (tremor), unsteadiness, weight changes may occur. If any of these effects last or
get worse, tell your doctor or pharmacist promptly. Remember that this medication has been prescribed
because your doctor has judged that the benefit to you is greater than the risk of side effects. Many people
using this medication do not have serious side effects. Parts of a capsule may appear in your stool. Tell your
doctor right away if this occurs. A small number of people who take anticonvulsants for any condition (such
as seizure, bipolar disorder, pain) may experience depression, suicidal thoughts/attempts, or other
mental/mood problems. Tell your doctor right away if you or your family/caregiver notice any
unusual/sudden changes in your mood, thoughts, or behavior including signs of depression, suicidal
thoughts/attempts, thoughts about harming yourself. Severe (sometimes fatal) brain disorder
(encephalopathy) has rarely occurred, particularly in patients with certain metabolic disorders (urea cycle
disorders). Tell your doctor right away if you develop unexplained weakness, vomiting, or sudden
mental/mood changes (such as confusion). Get medical help right away if you have any very serious side
effects, including: chest pain, easy bruising/unexplained bleeding, fast/slow/irregular heartbeat, swelling of
hands/feet, uncontrolled eye movement (nystagmus), feeling cold/shivering, rapid breathing, loss of
consciousness. A very serious allergic reaction to this drug is rare. However, get medical help right away if
you notice any symptoms of a serious allergic reaction, including: fever, swollen lymph nodes, rash,
itching/swelling (especially of the face/tongue/throat), severe dizziness, trouble breathing. Thisisnot a
complete list of possible side effects. If you notice other effects not listed above, contact your doctor or
pharmacist. In the US — Call your doctor for medical advice about side effects. Y ou may report side effectsto
FDA at 1-800-FDA-1088 or at www.fda.gov/medwatch. In Canada— Call your doctor for medical advice
about side effects. Y ou may report side effects to Health Canada at 1-866-234-2345. How long does it take
for this medicine to take effect? The onset of action for valproic acid can vary depending on the condition
being treated and the individual patient. For seizure control, therapeutic blood levels can be achieved within 4
to 5 days of initiation of therapy, with some patients experiencing improvement in seizure control within the
first week of treatment. For mood stabilization in bipolar disorder, the onset of action may take longer,
typically several weeks. How long do the effects of this medicine last? Valproic acid has a half-life of 9to 16
hours, meaning that it is metabolized and excreted from the body within this timeframe. However, its
anticonvulsant and mood-stabilizing effects are sustained with continuous use, and medication levels can be



maintained with twice-daily dosing. The duration of therapeutic effect is thus dependent on regular
administration to maintain steady-state serum levels. Isit safe to consume alcohol while taking this
medicine? It is not safe to consume alcohol while taking valproic acid. Alcohol can potentiate the central
nervous system (CNS) depressant effects of valproic acid, leading to increased drowsiness, dizziness, and
potentially impairing cognitive and motor functions. Additionally, both acohol and valproic acid are
metabolized by the liver, and concurrent use can increase the risk of hepatotoxicity. Isthis a habit forming
medicine? Valproic acid is not considered habit-forming or addictive. It does not produce euphoria or a
“high” that could lead to psychological dependence. However, it isimportant for patients to use this

medi cation under the guidance of a healthcare provider and not to discontinue use abruptly, as this could lead
to withdrawal symptoms or seizure recurrence. Can this medicine be taken during pregnancy? Valproic acid
is classified as FDA Pregnancy Category D, indicating there is positive evidence of human fetal risk based on
adverse reaction data, but the potential benefits from the use of the drug in pregnant women may be
acceptable despite these risks. Val proic acid has been associated with an increased risk of birth defects and
neurodevelopmental disorders when used during pregnancy, particularly during the first trimester. It should
be used during pregnancy only if the potential benefit justifies the potential risk to the fetus, and alternative
medications have been considered. Can this medicine be taken while breast-feeding? Valproic acid is
excreted into breast milk, but the effects on a nursing infant are considered to be low. While serious adverse
effects in breastfeeding infants are rare, monitoring for signs of adverse reactionsin the infant is advised. The
decision to continue breastfeeding while taking valproic acid should be made after considering the
importance of the medication to the mother’ s health and the potential risks to the nursing infant. Uses This
medication is used to treat seizure disorders, mental/mood conditions (such as manic phase of bipolar
disorder), and to prevent migraine headaches. It works by restoring the balance of certain natural substances
(neurotransmitters) in the brain. How to use Valproic Acid Read the Medication Guide and, if available, the
Patient Information Leaflet provided by your pharmacist before you start taking valproic acid and each time
you get arefill. If you have any questions, ask your doctor or pharmacist. Take this medication by mouth as
directed by your doctor. Y ou may take it with food if stomach upset occurs. Swallow the capsule whole. Do
not crush or chew the capsule, which can irritate the mouth or throat. The dosage is based on your age,
weight, medical condition, response to treatment, and other medications you may be taking. Be sure to tell
your doctor and pharmacist about all the products you use (including prescription drugs, nonprescription
drugs, and herbal products). Use this medication regularly in order to get the most benefit from it. Remember
to useit at the same time each day to keep the amount of medication in your blood constant. If this
medication is used for seizures, do not stop taking it without consulting your doctor. Y our condition may
become worse if the drug is suddenly stopped. Y our dose may need to be gradually decreased. This

medi cation does not relieve acute migraine headaches. Take other medications as directed by your doctor for
acute attacks. Inform your doctor if your condition does not improve. Warnings Rarely, this medication has
caused serious (sometimes fatal) liver problems, usually within the first 6 months of starting treatment. Lab
tests should be performed before you start treatment and periodically during treatment, especially within the
first 6 months, to monitor this side effect. The risk of serious liver problemsisincreased in children younger
than 2 years, especially if they have an inherited metabolic disorder, severe seizure disorder with mental
retardation, organic brain disease, or if they take more than one seizure medication. Talk with the doctor
about the risks and benefits of using this medication in children younger than 2 years. Due to an increased
risk for liver problems, people with certain inherited metabolic disorders (such as Alpers-Huttenlocher
syndrome) should not use this medication. Children younger than 2 years who might have these disorders
should not use this medication. Children older than 2 years who might have these disorders should be closely
monitored during treatment with valproic acid. Talk to your doctor for details. This medication has rarely
caused severe (sometimes fatal) disease of the pancreas (pancrestitis). Thismay occur at any time during
treatment and can quickly worsen. Tell your doctor right away if you develop symptoms of liver problems or
pancreatitis such as nausea/vomiting that doesn’t stop, unusual tiredness, weakness, swelling of the face,
stomach/abdominal pain, loss of appetite, dark urine, or yellowing eyes/skin. Taking this medication during
pregnancy can cause birth defects, may lower your child’ s IQ, and may increase the risk of your child having
certain brain/mental disorders (such as autism, attention deficit/hyperactivity disorder). Women of
childbearing age should discuss the risks and benefits of this medication, other treatment options, and use of
reliable forms of birth control with their doctor. If you are planning pregnancy, become pregnant, or think



you may be pregnant, immediately talk to your doctor. If you are taking valproic acid only to prevent
migraine headaches, this medication must not be used during pregnancy. If you are taking valproic acid to
treat seizures or mental/mood problems (such as bipolar disorder), do not stop taking this medication unless
directed by your doctor. Untreated seizures and mental/mood problems (such as bipolar disorder) are serious
conditions that can harm both a pregnant woman and her unborn baby. Interactions Drug interactions may
change how your medications work or increase your risk for serious side effects. This document does not
contain all possible drug interactions. Keep alist of al the products you use (including
prescription/nonprescription drugs and herbal products) and share it with your doctor and pharmacist. Do not
start, stop, or change the dosage of any medicines without your doctor’ s approval. Some products that may
interact with this drug include: certain antidepressants (such as amitriptyline, nortriptyline, phenelzine),
certain antibiotics (carbapenems such as imipenem), irinotecan, mefloquine, orlistat, other medications for
seizure (such as ethosuximide, lamotrigine, rufinamide, topiramate), vorinostat, warfarin, zidovudine. Low-
dose aspirin, as prescribed by your doctor for specific medical reasons such as heart attack or stroke
prevention (usually 81-162 milligrams aday), should be continued. Consult your doctor or pharmacist if you
are using aspirin for any reason. Tell your doctor or pharmacist if you are taking other products that cause
drowsiness including alcohol, marijuana (cannabis), antihistamines (such as cetirizine, diphenhydramine),
drugs for sleep or anxiety (such as alprazolam, zolpidem), muscle relaxants (such as carisoprodol,
cyclobenzaprine), and opioid pain relievers (such as codeine, hydrocodone). Check the labels on all your
medicines (such as allergy or cough-and-cold products) because they may contain ingredients that cause
drowsiness. Ask your pharmacist about using those products safely. This drug may interfere with certain lab
tests (such as urine ketones). Make sure lab personnel and your doctors know you use this medication.
Precautions Before taking valproic acid, tell your doctor or pharmacist if you are alergic to it; or to
divalproex or valproate sodium; or if you have any other allergies. This product may contain inactive
ingredients (such as peanut oil), which can cause allergic reactions or other problems. Talk to your
pharmacist for more details. Before using this medication, tell your doctor or pharmacist your medical
history, especialy of: liver disease, pancreatitis, certain metabolic disorders (such as urea cycle disorders,
Alpers-Huttenlocher syndrome), alcohol abuse, bleeding problems, brain disease (dementia), kidney disease,
dehydration, poor nutrition. To lower the chance of getting cut, bruised, or injured, use caution with sharp
objects like razors and nail cutters, and avoid activities such as contact sports. Before having surgery, tell
your doctor or dentist about all the products you use (including prescription drugs, nonprescription drugs, and
herbal products). This drug may make you dizzy or drowsy or blur your vision. Alcohol or marijuana
(cannabis) can make you more dizzy or drowsy. Do not drive, use machinery, or do anything that needs
alertness or clear vision until you can do it safely. Avoid alcoholic beverages. Tak to your doctor if you are
using marijuana (cannabis). Children younger than 6 years may be at greater risk for liver problems and
pancreatitis. Older adults may be more sensitive to the side effects of this drug, especially drowsiness,
dizziness, unsteadiness, or tremor. Drowsiness, dizziness, unsteadiness can increase the risk of falling. Tell
your doctor if you are pregnant or plan to become pregnant. Y ou should not become pregnant while using
valproic acid. Valproic acid may harm an unborn baby. If you become pregnant, talk to your doctor right
away about the risks and benefits of this medication. This medication passes into breast milk. While there
have been no reports of harm to nursing infants, consult your doctor before breast-feeding. Overdose If
someone has overdosed and has serious symptoms such as passing out or trouble breathing, call 911.
Otherwise, call a poison control center right away. US residents can call their local poison control center at 1-
800-222-1222. Canada residents can call a provincial poison control center. Symptoms of overdose may
include: excessive drowsiness, coma, irregular/slow heartbeat. Do not share this medication with others. Lab
and/or medical tests (such as drug levels, liver function, complete blood counts, clotting tests) should be done
before you start taking this medication and while you are taking it. Keep all medical and lab appointments.
Consult your doctor for more details. If you miss adose, useit as soon as you remember. If it is near the time
of the next dose, skip the missed dose. Use your next dose at the regular time. Do not double the dose to
catch up. Store at room temperature away from light and moisture. Do not store in the bathroom. Keep all
medications away from children and pets. Do not flush medications down the toilet or pour them into adrain
unless instructed to do so. Properly discard this product when it is expired or no longer needed. Consult your
pharmacist or local waste disposal company.
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