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Each tablet contains Gabapentin 300, 400 mg
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Epilepsy:

- Gabapentin is indicated as adjunctive therapy in the treatment of partial seizures with
and without secondary generalization in adults and adolescents (age 12 and up) with
epilepsy.

Treatment of neuropathic pain

- Gabapentin is indicated for the treatment of neuropathic pain in diabetic neuropathy or
postherpetic neuropathy (neuralgia) in adults.
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4. CLINICAL PARTICULARS
[...]

4.2 Posology and method of administration

Posology

Prior to starting treatment with gabapentin, a discussion should be held with patients to put
in place a strategy for ending treatment with gabapentin in order to minimise the risk of
dependence, addiction and drug withdrawal syndrome (see section 4.4).

Treatment should be given for the shortest possible duration. If this medicine is being used
for the treatment of epilepsy this medicine should be used for as long as the prescriber
considers it necessary.

[...]

4.4 Special warnings and precautions for use

[...]

Myasthenia gravis

Gabapentin should be used with caution in patients with myasthenia gravis as post-
marketing cases of exacerbation of myasthenia gravis have been reported with gabapentin.




[...]

Drug dependence, tolerance and potential for abuse

Gabapentin can cause drug dependence, which may occur at therapeutic doses. Cases of
abuse and misuse have been reported. Drug addiction comprises behavioural, cognitive
and physiological phenomena that may include a strong desire to take the drug, difficulties
in controlling drug use and possible tolerance or physical dependence. Physical
dependence is a state that develops as a result of physiological adaptation in response to
repeated drug use, which manifests as withdrawal signs and symptoms after abrupt
discontinuation or a significant dose reduction of a drug. Addiction and dependence are
related but distinct presentations and in discussing these themes, terminology that
apportion blame to the individual should be avoided.

For all patients, prolonged use of this product may lead to drug dependence and addiction
but can occur with short-term use at recommended therapeutic doses. The risks are
increased in individuals with current or past history of substance misuse disorder (including
alcohol misuse) or mental health disorder (e.g., major depression).

Additional support and monitoring may be necessary when prescribing for patients at risk of
drug misuse.

A comprehensive patient history should be taken to document concomitant medications,
including over-the-counter medicines and medicines obtained on-line, and past and present
medical and psychiatric conditions.

Patients may find that treatment is less effective with chronic use and express a need to
increase the dose to obtain the same level of symptom control as initially experienced.
Patients may also supplement their treatment with additional medications to achieve the
same effect. These could be signs that the patient is developing tolerance. The risks of
developing tolerance should be explained to the patient.

Overuse or misuse may result in overdose and/or death. It is important that patients only
use medicines that are prescribed for them at the dose they have been prescribed and do
not give this medicine to anyone else.

Patients should be closely monitored for signs of misuse, abuse, or addiction.
The clinical need for treatment with gabapentin should be reviewed regularly, with frequent
assessments of patients being undertaken during the course of their treatment.

Drug withdrawal syndrome and Withdrawal symptoms

Prior to starting treatment with gabapentin, a discussion should be held with patients to
explain the risk of dependence, addiction, and drug withdrawal syndrome. A withdrawal
strategy for ending treatment with gabapentin should also be put in place with the patient
before starting treatment (there may be exceptions to this in specific clinical situations such
as symptom management in end of life palliative care, and for use in epilepsy).

Drug withdrawal syndrome may occur upon abrupt cessation of therapy. When a patient no
longer requires therapy, it is advisable to taper the dose gradually to minimise symptoms of
withdrawal. Tapering from a high dose may take in excess of weeks or months.

Gabapentin should not be discontinued abruptly.
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After discontinuation or dose reduction of short-term and long-term treatment with
gabapentin, withdrawal symptoms have been observed (see section 4.8). Withdrawal
symptoms may occur shortly after discontinuation, usually within 48 hours. The patient
should be informed about this at the start of the treatment. Most frequently reported
symptoms include anxiety, insomnia, nausea, pains, sweating, tremor, headache,
depression, feeling abnormal, dizziness, and malaise. The occurrence of withdrawal
symptoms following discontinuation of gabapentin may indicate drug dependence (see
section 4.8).

The reduction schedule for a patient should be tailored to the individual and should be
modified to allow intolerable withdrawal symptoms to improve before making the next
reduction. If using a published withdrawal schedule, apply it flexibly to accommodate the
person's preferences, changes to their circumstances and the response to dose reductions.

Reduce the dose by a fixed amount at each decrement, unless clinical risk is such that
rapid withdrawal is needed.

If gabapentin should be discontinued or the dose reduced, it is recommended this should
be done gradually considering individual patients' dosing regime and time taken to reach
the therapeutic dose, e.g. over a minimum of 1 week for 900-1,800 mg/day or minimum of 3
weeks for 3,600 mg/day independent of the indication (see section 4.2).

If a patient develops withdrawal reactions, consider pausing the taper or increasing the
dosage to the previous tapered dosage level.

[.]

4.8 Undesirable effects
[...]

System organ Adverse drug reactions
class

[..]

Musculoskeletal and connective tissue disorders

Common arthralgia, myalgia, back pain, twitching
Not known rhabdomyolysis, exacerbation of myasthenia gravis,
myoclonus

[..]

General disorders and administration site conditions

[..]

Not known withdrawal reactions*, chest pain. Sudden unexplained
deaths have been reported where a causal relationship
to treatment with gabapentin has not been established.

*After discontinuation or dose reduction of short-term and long-term treatment with
gabapentin, withdrawal symptoms have been observed. Withdrawal symptoms may
occur shortly after discontinuation or dose reduction, usually within 48 hours. The
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following symptoms have been reported: insomnia, headache, nausea, anxiety,
diarrhoea, flu syndrome, convulsions, nervousness, depression, suicidal ideation,
pain, hyperhidrosis and dizziness. These symptoms may indicate drug dependence.
The patient should be informed about this at the start of the treatment. Concerning
discontinuation of long-term treatment of gabapentin, data suggest that the incidence
and severity of withdrawal symptoms may be dose-related (see sections 4.2 and
4.4).

[...]

4.9 Overdose

[...]

Patients should be informed of the signs and symptoms of overdose and to ensure that
family and friends are also aware of these signs and to seek immediate medical help if they
occur.

[..]
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