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Presentation

Synkolin™ 2.5mg tablet:
Mirogabalin Besylate INN 4.390 mg equivalent to Mirogabalin 2.5mg

Synkolin™ 5mg tablet:
Mirogabalin Besylate INN 8.780 mg equivalent to Mirogabalin 5mg

Synkolin™ 10mg tablet:
Mirogabalin Besylate INN 17.560 mg equivalent to Mirogabalin 10mg

Description

Synkolin™ tablet contains Mirogabalin as Mirogabalin Besylate INN.
Mirogabalin belongs to the class of drugs called Gabapentinoids.
Originally synthesized to treat refractory epilepsy. But now gabapentinoids
are considered as first-line treatment for neuropathic pain. Mirogabalin is a
potent, selective ligand of the 028-1 & 282 subunits of VGCCs, like the
other Gabapentinoids, it provides analgesia by reducing dorsal horn
sensitivity through VGCC blockade. By inhibiting neurotransmitter release
at the presynaptic end of the neuron, Mirogabalin attenuates neuronal
hyperexcitability in the brain and spinal cord.

Indications

Mirogabalin is indicated for Peripheral Neuropathic Pain (PNP) including
Diabetic Peripheral Neuropathic Pain (DPNP) & Postherpetic Neuralgia
(PHN).

Dosage & Administration
Normally, the initial dose for adults is 5 mg of mirogabalin given orally
twice daily, and then the dose is gradually increased by 5 mg at an interval
of at least a week to 15 mg, given twice daily. A dose may be adjusted
appropriately between 10 mg and 15 mg depending on ages and
symptoms, given twice daily.

Side Effects
The most often side effect observed in mirogabalin such as dizziness,
increased weight, peripheral oedema, and somnolence.

Contraindications
Mirogabalin is contraindicated in patients with known hypersensitivity to
any of its components.

Warning & Precaution
Mirogabalin should be carefully titrated in patients with moderate-to-severe
renal impairment and those with end-stage renal disease.

Use in Specific Populations

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.

Lactation: The continuation or discontinuation of breastfeeding should be
considered while taking account of the expected therapeutic benefits and the
benefits of maternal feeding.

Renal Impairment

No dose adjustment is recommended in mild renal impairment. Reduce the
50% dose in moderate renal impairment. Reduce the 75% dose in severe
renal impairment and ESRD (End Stage Renal Disease) patient.

Hepatic Impairment

No dose adjustment is recommended in mild or moderate hepatic
impairment.

Pediatric Use

Safety and efficacy of Mirogabalin in pediatric patients have not been
established.

Drug Interactions

Mirogabalin does not induce or inhibit cytochrome P450 isoenzymes.
Co-administration of mirogabalin with cimetidine or probenecid may raise
the mirogabalin plasma concentration, although this increase in exposure
may not be clinically relevant.

Mirogabalin co-administered with zolpidem increased the incidence of
somnolence, with tramadol and ethanol headache and nausea, but with
lorazepam and ethanol-dizziness and somnolence.

Overdose

Symptoms observed during a mirogabalin overdose included euphoric
mood, dysarthria, headache, dysphagia, arthritis, joint swelling and
asthenia.

Storage Condition
Store at 30°C or below in a dry place. Protect from light and keep out of
the reach of children.

Commercial Pack

Synkolin™ 2.5 Tablet: Each box contains 3 x 10’s tablet in blister pack.
Synkolin™ 5 Tablet: Each box contains 3 x 10’s tablet in blister pack.
Synkolin™ 10 Tablet: Each box contains 2 x 10's tablet in blister pack.
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