NVmet

Metformin Hydrochloride BP Tablet

Composition

NVmet™ 500 Tablet: Each film coated tablet contains Metformin Hydrochloride
BP 500 mg.

NVmet™ 850 Tablet: Each film coated tablet contains Metformin Hydrochloride
BP 850 mg.

NVmet™ 500 SR Tablet: Each sustained release tablet contains Metformin
Hydrochloride BP 500 mg.

Pharmacology

NVmet™ is a biguanide type oral antihyperglycemic drug used in the
management of type 2 diabetes. It lowers both basal and postprandial plasma
glucose. It does not produce hypoglycemia. NVmet™ decreases hepatic
glucose production, decreases intestinal absorption of glucose and improve
insulin sensitivity by increasing peripheral glucose uptake and utilization.

Indication

NVmet™, as monotherapy, is indicated as an adjunct to diet and exercise to
improve glycemic control in patients with type 2 diabetes. NVmet™ is also
indicated for use in combination with other agents, that do not result in
adequate glycemic control.

Dose and administration

Diabetes mellitus: Adult and child over 10 years initially 500 mg with breakfast
for at least 1 week, then 500 mg with breakfast and evening meal for at least 1
week, then 500 mg with breakfast, lunch and evening meal; usual max. 2 g
daily in divided doses.

Polycystic ovary syndrome: initially 500 mg with breakfast for 1 week, then
500 mg with breakfast and evening meal for 1 week, then 1.5-1.7 g daily in 2-3
divided doses or as directed by the physician.

Contraindication

Metformin is contraindicated in patients with kidney failure, gastrointestinal
disturbance, acute myocardial infarction, diabetic ketoacidosis and
hypersensitivity to Metformin.

Warning & Precaution

Metformin is known to be substantially excreted by the kidney and the risk of
Metformin accumulation and lactic acidosis increases with the degree of
impairment of renal function. Thus, patients with serum creatinine levels above
the upper limit of normal for their age should not receive Metformin.

Side effects

Gastrointestinal symptoms such as diarrhea, nausea, vomiting, abdominal
bloating, flatulence and anorexia are the most common side effects of
Metformin. These symptoms are generally transient and resolve
spontaneously during continued treatment. Because gastrointestinal
symptoms during therapy initiation appear to be dose-related, they may be
decreased by gradual dose selection and by having patients taken Metformin
with meals. Rarely lactic acidosis (approximately 0.03 cases/100 patient-year)
can occur due to Metformin accumulation during treatment with Metformin.

Use in Pregnancy and Lactation

Pregnancy: Metformin is a pregnancy category B drug. While safety in
pregnant woman has not been established, Metformin should be used during
pregnancy only if the potential benefit justifies the potential risk to the fetus.
Nursing mother: It is not known whether Metformin is secreted in human milk.
Because many drugs are excreted in human milk, it should not be
administered to a breast feeding women.

Use in Children & Adolescents
The safety and efficacy in children and adolescents have not been
established. No data are available in children.

Drug Interaction

Co-administration of Furosemide, Nifedipine, Amiloride, Digoxin, Ranitidine,
Triamterene and Trimethoprim with Metformin increase the plasma Metformin
concentration.

Overdose

Hypoglycemia has not been seen even with ingestion of up to 85 grams of
Metformin, although lactic acidosis has occurred in such circumstances.
Hemodialysis may be useful for removal of accumulated drug from patients in
whom Metformin overdose is suspected.

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

Packing

NVmet™ 500 Tablet: Each box contains 5 X 10 tablets in blister pack and an
insert.

NVmet™ 850 Tablet: Each box contains 5 X 10 tablets in blister pack and an
insert.

NVmet™ 500 SR Tablet: Each box contains 5 X 10 sustained release tablets
in blister pack and an insert.

Manufactured by:
Navana Pharmaceuticals Ltd. ;’3 NAVANA PHARMA
Rupshi, Rupganj, Narayanganj, Bangladesh
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