Emazid M

Empagliflozin INN and Metformin Hydrochloride BP
Film Coated Tablet
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DESCRIPTION

Emazid™ M is a combined preparation of Empagliflozin and Metformin Hydrochloride. Emazid™ M combines
2 antihyperglycemic agents with complementary mechanisms of action to improve glycemic control in
patients with type 2 diabetes mellitus: Empagliflozin, a sodium-glucose co-transporter 2 (SGLT2) inhibitor,
and Metformin Hydrochloride, a member of the Biguanide class.

Sodium-glucose co-transporter 2 (SGLT2) is the predominant transporter responsible for reabsorption of
glucose from the glomerular filtrate back into the circulation. Empagliflozin is an inhibitor of SGLT2. By
inhibiting SGLT2, Empagliflozin reduces renal reabsorption of filtered glucose and lowers the renal
threshold for glucose, and thereby increases urinary glucose excretion.

Metformin Hydrochloride is an antihyperglycemic agent which improves glucose tolerance in patients with
type 2 diabetes mellitus, lowering both basal and postprandial plasma glucose. It is not chemically or
pharmacologically related to any other classes of oral antihyperglycemic agents. Metformin Hydrochloride
decreases hepatic glucose production, decreases intestinal absorption of glucose, and improves insulin
sensitivity by increasing peripheral glucose uptake and utilization.

INDICATIONS

Emazid™ M is indicated as an adjunct to diet and exercise to improve glycemic control in adults with type 2
diabetes mellitus who are not adequately controlled on a regimen containing Empaglifiozin or Metformin
Hydrochloride, or in patients already being treated with both Empagliflozin and Metformin Hydrochloride.

DOSAGE AND ADMINISTRATION

« Individualize the starting dose of Emazid™ M based on the patient’s current regimen.

 The maximum recommended dose is 12.5 mg Empagliflozin/1000 mg Metformin Hydrochloride twice daily.

« Take twice daily with meals, with gradual dose escalation to reduce the gastrointestinal side effects due to
Metformin Hydrochloride.

« Assess renal function before initiating Emazid™ M. Do not initiate or continue Emazid™ M if creatinine

levels are greater than or equal to 1.5 mg/dL for males or 1.4 mg/dL for females, or if eGFR is below 45

mL/min/1.73 m2.

CONTRAINDICATIONS
* Renal Impairment, ESRD, or on dialysis ¢ Metabolic acidosis, including diabetic ketoacidosis  History of
serious hypersensitivity reaction to Empagliflozin or Metformin Hydrochloride

SIDE EFFECTS
« Urinary tract infection « Female genital mycotic infections  Diarrhea, nausea/vomiting, flatulence,
abdominal discomfort, indigestion ¢ Asthenia » Headache

PRECAUTION AND WARNING

« Lactic acidosis: Warn against excessive alcohol use. This combination is not recommended in hepatic
impairment or hypoxic states and is contraindicated in renal impairment. Ensure normal renal function
before initiating and at least annually thereafter.

« Hypotension: Before initiating this combination assess and correct volume status in patients with renal
impairment, the elderly, in patients with low systolic blood pressure, and in patients on diuretics.

* Hypoglycemia

USE IN PREGNANCY AND LACTATION

Pregnancy Category C. There are no adequate and well-controlled studies in pregnant women with this
combination or its individual components. It should be used during pregnency only if the potential benefit
justifies the potential risk to the benefit. In studies performed with the individual components, both
Empagliflozin and Metformin Hydrochloride were secreted in the milk of lactating rats.

PHARMACEUTICAL PRECAUTION
Store below 30 °C temperature. Keep away from light and wet place. Keep out of reach of children.

PACKAGING

Emazid"™ M 5/500 Tablet:

Box containing 3 strips of 10 tablets each. Each film coated tablet contains Empaglifiozin INN 5 mg and
Metformin Hydrochloride BP 500 mg.

Emazid™ M 12.5/500 Tablet:
Box containing 1 strip of 10 tablets. Each film coated tablet contains Empaglifiozin INN 12.5 mg and
Metformin Hydrochloride BP 500 mg.
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