Gabagesic NT400
R(‘Babapentin & Nortriptyline Tablets 400/10mg

COMPOSITION:

Each Film Coated Tablet Contains:
Gabapentin BP............cceeu.e. 400 mg
Nortriptyline Hydrochloride BP

Eq. to Nortriptyline.........c.c..... 10 mg
Excipients q.s.

Colour: Sunset Yellow

DESCRIPTION:
GABAGESIC NT" 400 contains Gabapentin & Nortriptyline
Hydrochloride for the treatment of diabetic neuropathic pain.

PHARMACODYNAMICS:

GABAGESIC NT" 400 is a combination of Gabapentin and
Nortriptyline. Gabapentin is an alpha 2 delta ligand which decreases
the pain by modulating calcium channel activity of the nerve cells.
Nortriptyline is a tricyclic antidepressant which increases the levels
of chemical messengers (serotonin and noradrenaline) that stop the
movement of pain signals in the brain.

PHARMACOKINETICS:

Gabapentin:

Absorption:

The absorption of gabapentin is saturable and non-linearly related to
dose. The bioavailability of gabapentin declines at higher doses, it is
about 60% with a dose of 300 mg and about 42% after 800 mg. Food
has no effect on the pharmacokinetics of gabapentin. The
pharmacokinetic of gabapentin is not influenced by repeated doses,
and steady state plasma concentrations may be predicted on the basis
of a single dose.

Distribution

Gabapentin is not bound to plasma proteins and has a volume of
distribution equal to 57.7 litres. In patients with epilepsy, gabapentin
concentrations in cerebrospinal fluid (CSF) are approximately 20%
of corresponding steady-state trough plasma concentrations.
Gabapentin is present in the breast milk of breast-feeding women.
Biotransformation

There is no evidence of gabapentin metabolism in humans.
Gabapentin does not induce hepatic mixed function oxidase enzymes
responsible for drug metabolism.

Elimination

Gabapentin is eliminated unchanged solely by renal excretion. The
elimination half-life of gabapentin is independent of dose and
averages 5 to 7 hours.

In elderly patients, and in patients with impaired renal function,
gabapentin plasma clearance is reduced. Gabapentin elimination-rate
constant, plasma clearance, and renal clearance are directly
proportional to creatinine clearance.

Nortriptyline:

Parts of metabolism of Nortriptyline include hydroxylation (possibly
to active metabolites). N-oxidation and conjugation with glucuronic
acid. Nortriptyline is widely distributed throughout the body and is
extensively bound to plasma and tissue protein. Plasma
concentrations of Nortriptyline vary very widely between individuals
and no simple correlation with therapeutic response has been
established.

THERAPEUTIC INDICATIONS:

Y This combination of drug is used to treat diabetic neuropathic
pain.

Gabapentin is used as anticonvulsant and mood stabilizer.
Nortriptyline is used as an antidepressant drug

Gabapentin is used to treat Postherpetic Neuralgia (shingles)i.e.
Pain/ burning sensation caused by the chickenpox virus.

It is used to treat Restless leg syndrome.
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POSOLOGY AND METHOD OF ADMINISTRATION:
Take GABAGESIC NT" 400 with or without food. Swallow

GABAGESIC NT" 400 as a whole with a glass of water; do not
chew, or break the tablet.

Missed Dose

If you forget to take a dose of GABAGESIC NT" 400 Tablet, take it
as soon as you remember. If it is almost the time for your next dose,
skip the missed dose. Do not double your dose to make up for the
missed dose.

Overdose

Never take more than the prescribed dose. Seek immediate medical
attention or consult your doctor in case of an overdose with
GABAGESIC NT" 400 Tablet.

Method of administration
For oral use.

CONTRAINDICATION:

- GABAGESIC NT" 400 is contraindicated in patients with known
hypersensitivity to the active substance or to any of the excipients.

- Concomitant treatment with MAOIs (monoamine oxidase
inhibitors) is contra-indicated.

Simultaneous administration of nortriptyline and MAOIs may cause
serotonin syndrome (a combination of symptoms, possibly including
agitation, confusion, tremor, myoclonus and hyperthermia).
Treatment with nortriptyline may be instituted 14 days after
discontinuation of irreversible non-selective MAOIs and minimum
one day after discontinuation of the reversible moclobemide.
Treatment with MAOIs may be introduced 14 days after
discontinuation of nortriptyline.

- Recent myocardial infarction, any degree of heart block or
disorders of cardiac rhythm and coronary artery insufficiency.

SPECIAL WARNING AND PRECAUTION FOR USE:
Warnings for special population:

Y Pregnancy

GABAGESIC NT" 400 Tablet is not recommended for use in
pregnancy as it may harm your developing foetus. This medicine is
prescribed by your doctor only when the potential benefits outweigh
the risks.

Y Breast-feeding

Gabapentin & Nortriptyline is excreted in breastmilk. Therefore, this
medicine is not recommended while breastfeeding unless absolutely
necessary. All the risks and benefits should be discussed with doctor
before using this medicine.

General warnings:

Y Allergic reactions

GABAGESIC NT" 400 may cause allergic reactions in some people.

Seek immediate medical attention if you notice any symptoms such
as skin rash, severe itching/swelling anywhere on the body, etc.

Y Driving or operating machines

GABAGESIC NT" 400 may cause dizziness, confusion, or
disorientation in some people. Hence, avoid performing activities
such as driving or operating machines if you experience any of these
symptoms.

Y Suicidal tendencies

GABAGESIC NT" 400 may cause changes in mood and behaviour
and may lead to suicidal tendencies.

Y Withdrawal symptoms

Continue taking GABAGESIC NT" 400 for the prescribed duration
even if your pain is relieved. If you discontinue this medicine
suddenly, you may experience withdrawal symptoms such as
anxiety, sleeping difficulties, excessive sweating, nausea, and
vomiting. A gradual dose reduction is recommended before stopping
the medicine.

Y Surgery

Use of GABAGESIC NT" 400 is not recommended if you are
planning to undergo surgery as it can affect the functioning of your
heart which is not ideal in surgeries. Inform your as this medicine
should be discontinued several days before your surgery.

Y Weight gain

GABAGESIC NT" 400 may cause weight gain in some individuals.
This medicine can make you feel more hungry, thereby increasing
the chances of putting on more weight. Avoid soft drinks, oily food,
chips, cakes, biscuits, sweets, etc. Eat a healthy balanced diet such

as fruits, vegetables, and low-calorie foods.

Y Liver disease

GABAGESIC NT" 400 is broken down and absorbed by the liver. If
you have liver problems, you need special dose consideration while
taking this medicine due to the increased risk of liver damage. Dose
adjustment will be done by doctor based on your clinical condition.
Y Use in children

GABAGESIC NT" 400 is not recommended for use in children
below 18 years of age as not many studies are done to understand its
safety and efficacy in children.

Y Sexual problems

GABAGESIC NT" 400 may cause decreased sexual desire, erectile
dysfunction (a condition where a man is unable to achieve and/or
maintain an erection adequate enough for sexual intercourse), and
inability to reach orgasm.

INTERACTION WITH OTHER MEDICINAL PRODUCTS
AND OTHER FORMS OF INTERACTION:

Y DRUG-DRUG INTERACTIONS:

Gabapentin & Nortriptyline may have interaction with hypnotics
(zolpidem), antidepressants (citalopram, duloxetine, escitalopram,
fluoxetine, bupropion, sertraline), pain killer (codeine, hydrocodone,
acetaminophen, oxycodone, tramadol, methadone), anti-histamine
(diphenhydramine, cetirizine), muscle relaxant (cyclobenzaprine),
anti-convulsant (clonazepam, pregabalin, topiramate), anti-thyroid
(levothyroxine), anti-anxiety (diazepam, alprazolam), anti-emetic
(ondansetron), anti-psychotic (quetiapine), and drugs used to treat
opioid misuse (naloxone, buprenorphine).

Y FOOD-DRUG INTERACTIONS:

Avoid consumption of alcohol while taking Gabapentin &
Nortriptyline as it might cause increased dizziness and sleepiness.

Y DRUG-DISEASE INTERACTION:

Gabapentin & Nortriptyline may have interactions with disease
conditions such as anticholinergic effects, heart problems,
pheochromocytoma (tumour of the adrenal gland), depression,
seizures, bone marrow suppression, diabetes, schizophrenia, bipolar
disorder, glaucoma, diabetes, thyroid problems, suicidal tendency,
haemodialysis, kidney and liver problems.

-Kidney Disease

GABAGESIC NT" 400 is filtered by the kidney and moved out of
the body through urine. Individuals with kidney problems need
special dose consideration while taking this medicine due to the
increased risk of kidney damage. Dose adjustment may be necessary
based on your clinical condition.

- Heart Disease

GABAGESIC NT" 400 should be used with extreme caution if you
have heart problems due to the risk of altered blood pressure levels,
irregular heart rate, syncope (loss of consciousness), stroke and other
heart abnormalities. Your heart functions, including ECG changes,
need to be closely monitored while taking this medicine.

- Pheochromocytoma

If you have pheochromocytoma (a tumour in your adrenal glands,
above the kidneys), use GABAGESIC NT" 400 with caution as it
can cause a severe increase in your blood pressure that can lead to a
stroke. Your doctor may adjust the dose or prescribe another
alternative medicine if required.

- Diabetes Mellitus

Use GABAGESIC NT" 400 with caution if you have Diabetes.
Long-term therapy with this medicine may alter your blood sugar
levels. Monitor your blood sugar levels regularly while taking this
medicine. Dose adjustments or the use of alternative medicine may
be necessary based on your condition.

PREGNACY AND LACTATION

Y Pregnancy

GABAGESIC NT" 400 Tablet is not recommended for use in
pregnancy as it may harm your developing foetus. This medicine is
prescribed by your doctor only when the potential benefits outweigh
the risks.

Y Breast-feeding

Gabapentin & Nortriptyline is excreted in breastmilk. Therefore, this
medicine is not recommended while breastfeeding unless absolutely
necessary. All the risks and benefits should be discussed with doctor
before using this medicine.

EFFECTS ON ABILITY TO DRIVE AND USE MACHINES:
GABAGESIC NT" 400 may have minor or moderate influence on
the ability to drive and use machines. Gabapentin acts on the central
nervous system and may cause drowsiness, dizziness or other related
symptoms. Even, if they were only of mild or moderate degree, these
undesirable effects could be potentially dangerous in patients driving
or operating machinery. This is especially true at the beginning of
the treatment and after increase in dose.

Nortriptyline may impair the mental and/or physical abilities
required for the performance of hazardous tasks, such as operating
machinery or driving a car; therefore the patient should be warned
accordingly.

UNDESIRABLE EFFECTS:

Major & minor side effects for GABAGESIC NT" 400:
Y Dizziness

Uncontrolled eye movements
Constipation

Dry mouth

Lower back pain

Drowsiness

Weight gain

Blurred vision

‘Weakness in arms, hands, legs or feet
Breast enlargement

Skin rash

Difficult or painful urination

Mood changes
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OVERDOSE:

Never take more than the prescribed dose. Seek immediate medical
attention in case of an overdose with GABAGESIC NT" 400.
Overdose of this medicine may make you feel drowsy, weak,
unsteady when walking, have double visions, slurred speech or
diarrhea, confusion, blurred vision, dizziness, body temperature
changes (low and high), difficulty in breathing and increased
heartbeat.

INCOMPATIBILITY:
Not applicable.

SHELF LIFE:
36 months

PACKAGING:
10 Tablets are packed in aluminium Strip & such 3 strips are packed
in printed carton along with pack insert.

STORAGE CONDITION:

Stored at a temperature not exceeding 30°C. Protect from light and
moisture.

Keep the medicine out of reach of children.
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MANUFACTURED BY:
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