GabaFix’

Mirogabalin Besylate INN

Composition

GabaFix 2.5 Tablet: Each film-coated tablet contains
Mirogabalin Besylate INN equivalent to Mirogabalin 2.5 mg.
GabaFix 5 Tahlet: Each film-coated tablet contains Mirogab-
alin Besylate INN equivalent to Mirogabalin 5 mg.

GabaFix 10 Tablet: Each film-coated tablet contains
Mirogabalin Besylate INN equivalent to Mirogabalin 10 mg.

Pharmacology

Mirogabalin belongs to the class of gamma amino acids
and its derivatives. Mirogabalin has selective and potent
binding affinites for human a28-1 subunits of
Voltage-Gated Calcium Channels (VGCCs) which
reduce calcium (Ca2+) influx and neurotransmission in
Dorsal Root Ganglia (DRG), inhibiting neurotransmitter
release in presynaptic neuron endings which gives
analgesic effect.

Indications

Treatment of Peripheral Neuropathic Pain (PNP),
Diabetic Peripheral Neuropathic Pain (DPNP) & Posther-
petic Neuralgia (PHN).

Dosage & Administration

For Adults: The initial oral dose of mirogabalin for adults
is 5 mg twice daily, and then gradually increases to 10
mg twice daily with an interval of at least 1 week. Based
on individual patient response and tolerability, the dose
can be increased up to the maximum dose of 15 mg
twice daily with an interval of at least 1 week.
Mirogabalin doses adjustment based on renal function:

Severity grade of renal impairment
(Creatinine clearance [CLcr]: mL/min)

Severe (Including
Mild Moderate patients on
(90> CLer > 60) (60> CLer > 30) hemodialysis)
(30> CLer)
Daily Dose 10 mg to 30 mg 5mgto15mg 25mgto7.5mg
Initial Dose 5 mg twice daily | 2.5 mg twice daily | 2.5 mg once daily
Effective Minimum dose | 10 mg twice daily | 5 mg twice daily 5 mg once daily
Dose | gecommended dose | 15 mg twice daily | 7.5 mg twice daily | 7.5 mg once daily

Contraindications
Patients with a history of hypersensitivity to Mirogabalin
or to any of its excipients.

Warnings and Precautions

Mirogabalin Besylate may cause event(s) (e.g. dizziness,
somnolence, loss of consciousness). Patients being
treated with Mirogabalin Besylate must be warned not to
operate potentially dangerous machinery, such as
driving a car.

Sverest

Side Effects
The most common side effects include somnolence,
dizziness, edema, weight gain etc.

Use In Pregnancy And Breastfeeding

Pregnancy: For pregnant women and women who may
be pregnant, Mirogabalin should be administered only if
the expected therapeutic benefits outweigh the possible
risks associated with treatment.

Nursing Mother: The continuation or discontinuation of
breastfeeding should be considered while taking into
account of the expected therapeutic benefits and the
benefits of maternal feeding. An animal study (in rats) has
shown that Mirogabalin transferred to breast milk.

Use in Paediatric Population
The safety and efficacy of Mirogabalin have not been
established in patients below 18 years of age.

Overdose

There have been reports of overdoses of up to 60 mg/day
in an overseas clinical study in patients with fibromyalgia.
Symptoms observed during a Mirogabalin overdose
included euphoric mood, dysarthria, headache, dyspha-
gia, arthritis, joint swelling, and asthenia. Hemodialysis is
reported to remove 15.3% of Mirogabalin.

Drug Interaction

Co-administration of Mirogabalin with Cimetidine or
Probenecid may raise the Mirogabalin plasma concentra-
tion. Importantly, if Mirogabalin is taken with Lorazepam,
the depressive effects on the CNS may be potentiated.

Storage
Store below 30° C in a cool and dry place. Keep away
from light. Keep out of the reach of children.

How Supplied

GabaFix 2.5 Tablet: Each box contains 3x10 tablets in an
Alu-Alu Blister pack.

GabaFix 5 Tablet: Each box contains 2x10 tablets in an
Alu-Alu Blister pack.

GabaFix 10 Tablet: Each box contains 1x10 tablets in an
Alu-Alu Blister pack.

Manufactured by: )
Everest Pharmaceuticals Ltd.
BSCIC I/A, Kanchpur, Narayanganj, Bangladesh
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