MEDICATION GUIDE
Gabapentin Capsules, USP

Read the Medicafion Guide hefore you sfart taking gabapentin and sach time you get a rafill. There may ba naw information. This information
does not take the place of talking to your healthcare provider about your medical condition or treatment.
What is the most important information | should know abhout gabapentin?
Do not stop taking gabapentin without first talking to your healthcare providet.
Stopping gabapentin suddenly can cause serious problems.
Gabapentin can cause serious side effects including:
1. Like other antiepileplic drugs, gahapentin may ¢ause suicidal thoughts or actions in a very small number of people, aboui 1 in 500.
Call a healtheare provider right away if you have any of these symptoms, especially if they are new, worse, or worry you:
= thoughts about suicide or dying
attempts to commit suicide
new or worse depression
new or worse anxiety
feeling agitated or restless
panic attacks
trouble sleeping (insomnia)
new or worse irritahility
acting aggressive, being angry, or violent
acting on dangerous impulses
an extrerne increase in activity and talking (mania)
other unusual changes in hehavior or mood
How can { watch for early symptoms of suicidal thoughts and actions?
+ Pay attention to any changes, especially sudden changes, in mood, behaviors, thoughts, or feelings.
* Keep all follow-up visits with your healthcare provider as scheduled.
Call your healthcare provider between visits as needed, especially if you are worried about symptoms.
Do not stop taking gabapentin without first talking to a healthcare provider.
» Stopping gabapentin suddenly can cause serious problems. Stopping a seizure medicine suddenly in a patient who has epilepsy can
cause seizures that will not stop {status epilepticus).
Suicidal thoughts or actions can be caused by things other than medicines. If you have suicidal thoughts or actions, your healthcare provider
may check for other causes. :
2. Changes n hehavior and thinking - Using gabapentin in children 3 to 12 years of age can cause emaotional changes, aggressive behavior,
problems with concentration, restlessness, changes in school performance, and hyperactivity.
What is gabapentin?
Gabapentin is a prescription medicine used to treat:
. P&ii:j frlom damaged nerves (postherpetic pain) that follows healing of shingles (a painful rash that comes after a herpes zoster infection)
in adults.
« "Partial seizures when taken together with other medicines in adults and children 3 years of age and older.
Who should not take gabapentin? .
Do not take gabapentin if you are allergic fo gabapentin or any of the other ingredients in gabapentin. See the end of this Medication Guide
for a complete list of ingredients in gabapentin.
What should 1 tell my heaithcars provider before taking gabapentin?
Betore taking gabapentin, teil your healthcare provider if you:
= have or have had kidney problems or are on hemodialysis
+ have or have had depression, mood problems, or suicidal thoughts or behavior
= are pregnant or plan to hecome pregnant. It is not known if gabapentin can harm your unborn baby. Tell your healthcare provider right
away if you becotme pregnant while taking gabapentin. You and your healthcare provider will decide if you should take gabapentin while
you are pregnant.

o If you become pregnant while taking gabapentin, talk to your healthcare provider about registering with the North American
Antiepileptic Drug (NAAED) Pregnancy Registry. The purpose of this registry is to collect information about the safety of antiepilep-
tic drugs during pregnancy. You c¢an enroll in this registry by calling 1-888-233-2334.

= are hreastfeeding or plan to breastfeed. Gahapentin can pass into breast milk. You and your healthcare provider should decide how you
will feed your baby while you take gabapentin.
Tell ﬁour healthcare provider about all the medicines you fake, including prescription and non-prescription medicines, vitamins, and herbal
supplements. _
Taking gabapentin with certain other medicines can cause side effects or affect how wall they work. Do not start or stop other medicines
without talking to your healthcare provider. .
Know the medicines you take. Keep a list of them and show it to your healthcare provider and pharmacist when you get a new medicine.



How should | take gahapentin?
» Take gabapentin axactly as prescribed. Your healthcare provider will tell you how much gabapentin to take.
© Do not change your dose of gabapentin without talking to your healthcare provider.
= Gabapentin can be taken with or without food. If you fake an antacid containing aluminum and magnesium, such as Maalox®, Mylanta®,
Gelusil®, Gaviscon®, or Di-Gel®, you should wait at }east 2 hours before taking your next doss of gabapentin.
» | you take too much gabapentin, call your healthcare provider or your local Poison Control Center right away.
What should | aveld while taking gabapentin?
.+ Do not drink alcehol or take other medicinas that make you sleepy or dizzy while taking gabapentin without first talking with your health-
care provider. Taking gabapentin with alcohol or drugs that cause sleepiness or dizziness may make your sleepiness or dizziness worse.
= Do not drive, operate heavy machinery, or do other dangerous activities until you know how gabapentin affects you. Gabapentin can
slow your thinking and motor skills.
What are the possible side effects of gabapentin?
+ See “What is the most important information | should know about gabapentin?”
* The most common side effects of gabapentin include:
dizziness
lack of coordination
viral infection
feeling drowsy
feeling tired
fever
jerky movements
difficulty with speaking
temporary loss of memory (amnesia)
tremor
difficulty with coordination
double vision
« unusual eye movement .
Tell your healthcare providar if you have any side effect that bothers you or that does not go away.
These are not all the possible side effects of gabapentin.
For more information, ask your healthcare provider or pharmacist.
Call your doctor for medical advice about side effects. You may report side effects fo FDA at 1-800-FDA-1088.
How should § store gabapentin?

= Store gabapentin capsules at 20° to 25°C (68° to 77°F). [See USP conirolled room temperature].

Keep gabapentin and all medicines out of the reach of children.

General information about the safe and effective use of gabapentin

Medicines are sometimes prescribed for purposes other than those listed in a Medication Guide. Do not use gabapentin for a condition for
which it was not prescribed. Do not give gabapentin to other people, even if they have the same symptoms that you have. It may harm them.
This Medication Guide summarizes the most important information about gabapentin. if you would like more information, talk with your
healthecare provider. You can ask your healthcare provider or pharmacist for information about gabapentin that was written for healthcare pro-
fessionals. .

For more information about gabapentin capsules, or to report side effects regarding gabapentin capsules, please call Golden State Medical
Supply Inc., at 1-800-284-8633.

What are the ingredients in gabapentin capsules?

Active ingredieni: Gabapentin USP

Inaclive ingredients: The inactive ingredients are mannitol, pre-gelatinized starch and talc. The 100 mg capsule shell confains titanium dioxide.
The 300 mg capstle contains FD&C Red 40, D&C Yellow 10 and fitanium dioxide. The 400 mg capsule shell contains FD&C Red 40, D&C
Yellow 10 and titanium dioxide.

Manufactured by:
InvaGen Pharmaceuticals, Inc.
Hauppauge, NY 11788
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