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Mirogabalin Besylate INN Film Coated Tablet

DESCRIPTION

Mig™ is a preparation of Mirogabalin, a gamma-aminobutyric acid (GABA) derivative. It is a
potent and specific ligand of the o, subunit of voltage-dependent Ca2+ channels that inhibits
calcium ions influx and suppresses the release of neurotransmitters in the nervous system to
reduce pain.

INDICATIONS
« Diabetic peripheral neuropathic pain (DPNP)
* Postherpetic neuralgia (PHN)

DOSAGE AND ADMINISTRATION

The initial oral dose for adults is 5 mg twice daily, and then gradually increased 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.

CONTRAINDICATIONS
Patients with a history of hypersensitivity to the active substance or to any of the excipients.

SIDE EFFECTS
The most commonly reported adverse reactions include general malaise, loss of appetite,
nausea, vomiting and jaundice (liver dysfunction).

PRECAUTION AND WARNING

« Mirogabalin may cause dizziness, somnolence or loss of consciousness. Avoid operating
dangerous machinery, such as driving a car. Especially for elderly patients, careful attention
should be taken because there is a case resulting in falling and fracture due to these
symptoms.

« Mirogabalin may cause weight gain.

* Mirogabalin may cause blurred vision and double vision

USE IN PREGNANCY AND LACTATION

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 healthcare provider before using Mirogabalin during pregnancy and lactation.

DRUG INTERACTION

Mirogabalin does not induce or inhibit cytochrome P450 isoenzymes. Coadministration of
mirogabalin with cimetidine or probenecid may raise the mirogabalin plasma concentration.
Importantly, if mirogabalin is taken with alcohol or lorazepam, the depressive effects on the
CNS may be potentiated. Mirogabalin coadministered with zolpidem increased the incidence
of somnolence, with tramadol and ethanol-headache and nausea, but with lorazepam and
ethanol-dizziness and somnolence.

OVERDOSAGE

Repeated-dose toxicity studies showed that the dose-limiting toxicity was considered
abnormal clinical signs associated with CNS depression, resulting from exaggerated
pharmacological action. Symptoms observed during a Mirogabalin overdose included
euphoric mood, dysarthria, headache, dysphagia, arthritis, joint swelling, and asthenia. In case
of a suspected overdose, it is recommended to seek medical attention immediately.

PHARMACEUTICAL PRECAUTION
Do not store above 30 °C temperature. Keep away from light and wet place. Keep out of reach
of children.

PACKAGING

Mig™ 2.5 tablet:

Box containing 3 strips of 10 tablets each. Each film-coated tablet contains Mirogabalin
Besylate equivalent to Mirogabalin 2.5 mg.

Mig™ 5 tablet:

Box containing 3 strips of 10 tablets each. Each film-coated tablet contains Mirogabalin
Besylate equivalent to Mirogabalin 5 mg.

Mig™ 10 tablet:

Box containing 1 strip of 10 tablets. Each film-coated tablet contains Mirogabalin Besylate
equivalent to Mirogabalin 10 mg.

Mig™ 15 tablet:

Box containing 1 strip of 10 tablets. Each film-coated tablet contains Mirogabalin Besylate
equivalent to Mirogabalin 15 mg.
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PM SPECIFICATION

JOB NAME : MIG INSERT (NEW)

PAPER : 60 GSM OFFSET PAPER

SIZE . L-240 MM, W - 93 MM

LAMINATION - N/A

PRINT : 2COLORS

LOADING PROCESS : N/A

PANTONE CODE : HEEE PANTONE 419 C NN PANTONE 2347 C

CSD 04 UzZL




