Prescription Only Medicine

Composition:
Nerventin 100

Each capsule contains:
Gabapentin 100 mg

Nerventin 300
Each capsule contains:
Gabapentin 300 mg

Nerventin 400
Each capsule contains:
Gabapentin 400 mg

Therapeutic Activity:
Anticonvulsant agent.

Indications:

Nerventin is indicated for the treatment of :

- Epilepsy as following: Nerventin can be used as monotherapy to treat adults and children over 12
years of age, or in combination with other medications in adults & children over 6 years of age

- Peripheral neuropathic pain.

When Should Not This Preparation Be Used:
Nerventin is contraindicated in patients with known hypersensitivity to Gabapentin.

Do Not Take This Medicine Without Consulting Your Physician Before Starting

Treatment:

- If you are pregnant or breastfeeding

- If you are suffering, or have suffered in the past, from impaired function of the kidney/urinary tract
- If you are being treated with hemodialysis.

Warnings And Precautions:

- Use of this medicine may cause blurred vision

- Nerventin contains lactose and may cause an allergic reaction in patients sensitive to lactose

- In a few patients who have been treated with antiepileptic medicines such as Gabapentin, suicide
attempts or suicidal thoughts have been reported. You and your family members should pay close
attention to any changes in mood and in behavior patterns. Be alert for warning signs that might
be a signal for risk of suicide such as:

e Talking or thinking about wanting to hurt yourself

e Inner withdrawal and withdrawing from friends and family

e Becoming depressed or having your depression get worse

e Becoming preoccupied with death and dying

¢ Relinquishing or giving away prized possessions

If one or more of the above signs or any other worrisome behavior pattern occur contact your
doctor immediately.

- Treatment with Nerventin may affect the results of certain laboratory tests. If you are required
to perform a urine test, tell the doctor about your Nerventin treatment.



Side Effects:
In addition to the desired effects of Nerventin, some side effects may occur during the course of
treatment such as:

Very common side effects: Viral infection, somnolence, vertigo, lack of coordination, fatigue,
fever, peripheral edema.

Common side effects: Pneumonia, respiratory tract infections, urinary tract infections, ear
infections or infections of another type, low white blood cell count, anorexia, increased appetite,
anger towards others, confusion, mood changes, depression, anxiety, nervousness, difficulty
thinking, convulsions, jerky movements, difficulty speaking, forgetfulness, tremor, insomnia,
headache, skin sensitivity, reduced sensitivity (numbness), coordination difficulties, unusual eye
movements, increased, decreased or absent reflexes, blurred vision, double vision, dizziness, high
blood pressure, flushing or dilatation of blood vessels, difficulty breathing, bronchitis, sore throat,
cough, dry nose, vomiting, nausea, teeth problems, gingivitis, diarrhea, abdominal pain,dyspepsia,
constipation, dry mouth or throat, flatulence, facial swelling, bruising, tingling, acne, joint pain,
muscle pain, back pain, twitching, impotence in men, swelling of the legs and arms, difficulty
walking, weakness, pain, malaise, flu-like symptoms, decrease in white blood cells, weight gain;
accidental injury, fracture, abrasion; additionally, in clinical trials in children, aggressive behavior
and jerky movements have been reported.

Uncommon side effects: Allergic reaction such as hives, decreased movement, rapid pulse,
swelling which may involve the face, body and limbs, abnormal laboratory test results indicating
liver problems

Since marketing of the medicine was started the following side effects have been reported:
Elevation in the blood levels of CPK (creatine phosphokinase), an enzyme that is released as a
result of muscle injury or damage,signs of muscle dissolution (sudden muscle pain, muscle
tenderness or weakness), reduction in platelet level, hallucinations, abnormal movement problems
such as writhing, jerky movements and stiffness, ringing in the ears, a group of side effects that can
include swollen lymph glands, fever, rash and liver inflammation that appear together, jaundice,
hepatitis, kidney failure, urinary incontinence, enlargement of breast tissue, breast enlargement, side
effects due to sudden stopping of treatment (anxiety, insomnia, nausea, pain, sweating), chest pain,
fluctuations in blood sugar levels in diabetes patients.

Side effects that require special attention: Rash, fever or enlargement of lymph glands may be
symptoms of severe hypersensitivity reaction and therefore, if they occur, you must contact the
doctor immediately. Acute skin allergic reaction that requires immediate treatment, swelling of the
lips and the face, skin rash and redness and/or hair loss (these may be symptoms of severe allergic
reaction). Persistent abdominal pain, nausea, vomiting - contact the doctor immediately since these
may be symptoms of pancreatitis. If you are being treated with hemodialysis, notify the doctor if
muscle pain and/or weakness occur.

In the event that you experience side effects not mentioned in this leaflet, or if there is a change in
your general health, consult your doctor immediately.

How Will This Medicine Affect Your Daily Life:
Nerventin may produce dizziness, drowsiness and tiredness. You should not drive operate complex
machinery or take part in other potentially hazardous activities until you know whether this




medication affects your ability to perform these activities. Do not drink wine or alcoholic beverages
while under treatment with this medicine.

Drug Interactions:

If you are taking another medicine concomitantly or if you have just finished treatment with another
medicine inform your physician in order to prevent hazards and lack of efficacy resulting from drug
interactions. This is especially important for the following drugs: Morphine, drugs which affect the
central nervous system (e.g., Sedatives, Hypnotics, and drugs for Parkinsonism) and Antacids.

To Avoid Poisoning:

1. Keep the medicine out of the reach of children.

2. If an excessive dose is taken, or if a child swallowed the medication accidentally, seek help at an
emergency and take the remaining medicine with you

. Do not induce vomiting without consulting the physician

4. Do not take your medication in the dark, always read the label and make sure you are using the
right medication

. Always notice the expiry date and never use the medicine after the mentioned date

. Avoid exposure of the drug to excessive heat and humidity during storage

7. Use the drug only as prescribed. In the case any adverse effect not mentioned in this leaflet

develops, discontinue use and consult your physician.
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Dosage And Directions For Use:

- The dose is according to the physician’s instructions

- Nerventin is not recommended for use in children below 6 years of age

- Swallow Nerventin capsules with a plenty amount of water. It can be taken with or without food

- Do not stop taking Nerventin unless your doctor tells you to. If your treatment is stopped, it
should be done gradually over a minimum of one week

- Allow a lapse of at least two hours between taking this medicine and taking antacids.

Overdose:

Higher than recommended doses may result in an increase in side effects including loss of
consciousness, dizziness, double vision, slurred speech, drowsiness and diarrhoea. Call your doctor
or go to the nearest hospital emergency unit immediately if you take more Nerventin than your
doctor prescribed. Take along any capsules or tablets that you have not taken, together with the
container and the label so that the hospital can easily tell what medicine you have taken.

Missed Dose:

- Take the missed dose as soon as you remember, unless it is the time for your next dose, skip the
missed one and continue as your regular dose schedule

- Do not double the dose to make up the missed dose.

Storage:
Store at temperature between 15-30°C.

Presentation:
A box of 40 capsules.

]
Beit Jala Pharmaceutical Co.
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