Neumir

Mirogabalin Besylate INN
Composition
Neumir 2.5 Tablet : Each film coated tablet contains Mirogabalin Besylate
INN equivalent to Mirogabalin 2.5 mg
Neumir 5 Tablet : Each film coated tablet contains Mirogabalin Besylate INN
equivalent to Mirogabalin 5 mg
Neumir 10 Tablet : Each film coated tablet contains Mirogabalin Besylate INN
equivalent to Mirogabalin 10 mg
Pharmacology
Neumir is a tablet preparation of Mirogabalin that belongs to the
gabapentinoid group. Mirogabalin is a specific and potent ligand of the a,d
subunit of voltage-dependent Ca?* channels that inhibits calcium ions influx
and suppresses the release of neurotransmitters in the nervous system to
reduce pain. Mirogabalin’s selective binding for a,6-1 and a,6-2 subunits and
its slower dissociation rate from the a,5-1 than a,5-2 subunits of
voltage-dependent Ca? channels might contribute to its higher analgesic
efficacy and safety margin with relatively lower incidence of CNS adverse
effects.
Indications
Peripheral neuropathic pain including:
« Diabetic peripheral neuropathy
« Post-herpetic neuralgia
« Spinal pain
Dosage and Administration
Normally, the initial dose for adults is 5 mg of Mirogabalin given orally twice
daily and then the dose may be gradually increased by 5 mg at an interval of
at least a week to 15 mg, given orally twice daily. A dose may be adjusted
appropriately between 10 mg and 15 mg depending on ages and symptoms,
taken twice daily or as directed by the physician. Mirogabalin can be taken
with or without food. If the patient misses a dose, he/she must take the missed
dose as soon as possible. If it is almost time for the next dose, the patient
should skip the missed dose and continue his/her regular dosing schedule.
Mirogabalin dosage adjustment based on renal function: No dose
adjustment is recommended in mild renal impairment. Dose to be reduced to
50% in moderate renally impaired patients. A dose reduction of up to 75%
required in patients with severe renal impairment and End-Stage Renal
Disease.
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Mirogabalin or to any of the excipients.

Warnings & Precautions

Mirogabalin may impair the ability to drive or operate machinery. Elderly
people should be aware of falling.

Side Effects

The most commonly reported side effects associated with Mirogabalin
treatment in clinical trials are somnolence (6.1%), dizziness (9.4%), headache
(6.1%), weight gain (1.8%) and oedema (4.7%).

Use in Pregnancy and Lactation

No specific data is available. Mirogabalin may only be used in pregnant and
lactating women if the expected therapeutic benefits outweigh the possible
risks associated with treatment. It is recommended to consult with a doctor
before using Mirogabalin during pregnancy and lactation.

Use in Children & Adolescents

The safety and effectiveness of Mirogabalin have not been established in
children and adolescents.

Drug Interaction

Co-administration with Lorazepam or Zolpidem may increase sleepiness.
Besides, co-administration with Tramadol and Ethanol may increase incidence
of nausea and headache respectively.

Overdose

Overdosage of up to 60 mg/day has been reported. The symptoms consist of
euphoric mood, dysarthria, headache, dysphagia, arthritis, joint swelling and
asthenia. Mirogabalin can be removed by hemodialysis.

Storage

Store below 25°C, away from light and in a dry place. Keep all medicines out
of the reach of children.

Packing

Neumir 2.5 Tablet : Each box contains 2 X 10 tablets in Alu-Alu blister strips
with an insert.

Neumir 5 Tablet : Each box contains 2 X 10 tablets in Alu-Alu blister strips
with an insert.

Neumir 10 Tablet : Each box contains 2 X 10 tablets in Alu-Alu blister strips
with an insert.

Manufactured by:

Navana Pharmaceuticals PLC.
Rupshi, Rupganj, Narayanganj, Bangladesh
NCLT0800_04-24_00
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