Vilagli-M

Vildagliptin & Metformin

Composition

Vilagli-M 50/500 Tablet: Each tablet contains Vildagliptin 50 mg and
Metformin 500 mg.

Vilagli-M 50/850 Tablet: Each tablet contains Vildagliptin 50 mg and
Metformin 850 mg.

Pharmacology

Vildagliptin is a DPP-4 inhibitor that enhances the action of incretin
hormones (GLP-1 and GIP) by preventing their breakdown. These
hormones increase insulin secretion and decrease glucagon levels in a
glucose-dependent manner, improving glucose control in type-2 diabetes.
Metformin works differently by reducing hepatic glucose production,
decreasing intestinal glucose absorption, and enhancing peripheral glucose
uptake and utilization.

Indication

Vilagli-M is indicated in adults with type-2 diabetes mellitus as an adjunct to
diet and exercise to improve glycemic control. Vilagli-M should not be used
in patients with type-1 diabetes or for the treatment of diabetic ketoacidosis,
as it would not be effective in these settings.

Dosage & Administration

Based on the patient's current dose of Metformin, the combination of
Vildagliptin & Metformin may be initiated at either 50 mg/500 mg or 50
mg/850 mg twice daily, 1 tablet in the morning and the other in the evening.
The recommended daily maximum dose is 100 mg Vildagliptin & 2000 mg
Metformin HCI. Doses higher than 100 mg of Vildagliptin are not
recommended.

Renal impairment: Dose adjustments in patients with renal impairment
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The maximum daily dose is 3000 mg.*
Dose reduction may be considered
if renal function declines.

The maximal daily
dose is 100 mg.
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The starting dose should not
exceed 1000 mg, and the maximum
daily dose should be 2000 mg.*

The starting dose should not be
more than 500mg with a
maximum daily dose of 1000 mg.

The maximal daily
dose is 50 mg.

<30 Metformin is contraindicated.

Hepatic Impairment: Vildagliptin and Metformin combination is not
recommended in patients with clinical or laboratory evidence of hepatic
impairment, including patients with a pre-treatment ALT or AST > 2.5 times
the upper limit of normal.

Geriatric patients (65 years or above): As metformin is excreted via the
kidneys, and elderly patients tend to exhibit decreased renal function, elderly
patients taking metformin-containing products (such as Vilagli-M) should
have their renal function monitored regularly.

Pediatric patients (below 18 years): The safety and effectiveness of
Vilagli-M in pediatric patients have not been established. Therefore,
Vilagli-M is not recommended for use in children below 18 years of age.

Contraindications

Vildagliptin is contraindicated in patients with

* Hypersensitivity to the active substance or to any of the excipients.

+ Patients with moderate to severe renal Impairment.

* Patients with Hepatic Impairment

* Patients with type-1 diabetes

Precautions

If metabolic acidosis is suspected, Vildagliptin & Metformin should be
stopped, and the patient should be hospitalized. Monitor serum creatinine
annually in patients with normal renal function, and 2-4 times yearly in
elderly or those with high-normal levels. Use caution in elderly patients,
especially when starting antihypertensives, diuretics, or NSAIDs due to
potential renal impairment.

Liver function tests (LFTs) should be done before starting treatment, every 3
months in the first year, and periodically thereafter. Discontinue the drug if
AST or ALT persist at 3x ULN or if jaundice occurs.

Side effects

The most common side effects of this combination are tremor, headache,
dizziness, nausea, hypoglycemia, fatigue, lactic acidosis, and hepatic
dysfunction.

Pregnancy & Lactation

Pregnancy: There are no adequate data on the use of Vildagliptin &
Metformin in pregnant women; hence, the potential risk for humans is
unknown.

Nursing Mothers: It is not known whether Vildagliptin is excreted in human
milk. Due to lack of human data, Vildagliptin & Metformin should not be used
during lactation.

Drug interactions

No clinically relevant pharmacokinetic interactions have been observed
when vildagliptin (100 mg once daily) was co-administered with metformin
hydrochloride (1,000 mg once daily). Drug interactions for each component
of this combination have been extensively studied. However, the
concomitant use of the active substances in patients in clinical studies and
widespread clinical use has not resulted in any unexpected interactions.
Overdose

Vildagliptin doses up to 200 mg were well tolerated. If Metformin
hydrochloride overdosage is suspected, hemodialysis may be useful for the
removal of accumulated drug from patients. Communicate with doctors if
required.

Storage

Store in dry place below 25°C, protected from light. Keep out of the reach of
children.

How supplied

Vilagli-M 50/500 Tablet (30’s): Each box contains 30 tablets (3x10’s) in
blister pack.

Vilagli-M 50/850 Tablet (10’s): Each box contains 10 tablets (1x10’s) in
blister pack.

Manufactured by:
© DBL Pharmaceuticals Limited
Surabari, Kashimpur, Gazipur, Bangladesh

C: 10400491
www.dbl-pharma.com
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