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Emazid L

Empagliflozin INN and Linagliptin INN
Film Coated Tablet

Description:

EMAZID L™ is a combination of empagliflozin, a sodium-glucose co-transporter 2 (SGLT2)
inhibitor and linagliptin, a dipeptidyl peptidase-4 (DPP-4) inhibitor, indicated as an adjunct to
diet and exercise to improve glycemic control in adults with type 2 diabetes mellitus when
treatment with both empagliflozin and linagliptin is appropriate.

Indication:
Type 2 Diabetes

Dosage and Administration

« The recommended dose of EMAZID L™ is 10 mg Empagliflozin and 5 mg Linagliptin once
daily, taken in the morning, with or without food

* Dose may be increased to 25 mg Empagliflozin and 5 mg Linagliptin once daily

« Assess renal function before initiating EMAZID L™. Do not initiate EMAZID L™ if eGFR is
below 45 mL/min/1.73 m?

« Discontinue taking EMAZID L™ if eGFR falls below 45 mL/min/1.73 m?

Contraindications

« Severe renal impairment, end-stage renal disease, or dialysis

« History of hypersensitivity reaction to Linagliptin, such as anaphylaxis, angioedema,
exfoliative skin conditions, urticaria, or bronchial hyperreactivity

* History of serious hypersensitivity reaction to Empagliflozin

Precautions

Precaution should be taken in some disease conditions like Pancreatitis, Hypotension,
Ketoacidosis, Acute kidney injury and impairment in renal function, Urosepsis and
Pyelonephritis, Hypoglycemia, Genital Mycotic Infections, Hypersensitivity etc.

Use in Pregnancy and Lactation

EMAZID L™ is not recommended during the second and third trimesters of pregnancy. The
limited available data of EMAZID L™ in pregnant women are not sufficient to determine a
drug-associated risk for major birth defects and miscarriage. There are risks to the mother
and fetus associated with poorly controlled diabetes in pregnancy.

Drug Interactions

* Diuretics: Coadministration of Empagliflozin with diuretics resulted in increased urine
volume and frequency of voids, which might enhance the potential for volume depletion.

« Insulin or Insulin Secretagogues: Coadministration of Empagliflozin with Insulin or Insulin
secretagogues increases the risk for hypoglycemia.

« Inducers of P-glycoprotein or CYP3A4 Enzymes: Rifampin decreased Linagliptin exposure,
suggesting that the efficacy of Linagliptin may be reduced when administered in combination
with a strong P-gp or CYP3A4 inducer.

Side Effects
« Stuffy or runny nose and sore throat
 Upper respiratory tract infection

Overdose

In the event of an overdose with EMAZID L™, contact Poison Control Center. Employ the
usual supportive measures (e.g., remove unabsorbed material from the gastrointestinal tract,
employ clinical monitoring, and institute supportive treatment) as dictated by the patient’s
clinical status. Removal of Empagliflozin by hemodialysis has not been studied, and removal
of Linagliptin by hemodialysis or peritoneal dialysis is unlikely.

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

Packaging

EMAZID L™ 10/5 : Box containing 2 strip of 10 tablets. Each tablet contains Empagliflozin INN 10 mg
and Linagliptin INN 5 mg.

EMAZID L™ 25/5 : Box containing 1 strip of 10 tablets. Each tablet contains Empaglifiozin INN 25 mg
and Linagliptin INN 5 mg.
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Manufactured by

ESKAYEF PHARMACEUTICALS LTD.
TONGI, GAZIPUR, BANGLADESH
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( PM Specification

Job Name : Emazid L™ Insert Paper . 60 gsm offset paper
Size :L-240 mm, W-93 mm Lamination © N/A
Print : 2 Color Loading Process o N/A

Pantone Code: @ PANTONE Process Black C
@8 PANTONE Red 032 C
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