Empagliflozin INN & Metformin Hydrochloride BP

COMPOSITION

Glifo-M 5/500: Each film-coated tablet contains Empaglifiozin INN 5 mg & Metformin
Hydrochloride BP 500 mg.

Glifo-M 12.5/500: Each film-coated tablet contains Empaglifiozin INN 12.5 mg &
Metformin Hydrochloride BP 500 mg.

Glifo-M 5/1000 XR: Each film-coated tablet contains Empaglifiozin INN 5 mg &
Metformin Hydrochloride BP 1000 mg.

Glifo-M 10/1000 XR: Each extended release tablet contains Empaglifiozin INN 10 mg &
Metformin Hydrochloride BP 1000 mg.

Glifo-M 25/1000 XR: Each extended release tablet contains Empaglifiozin INN 25 mg &
Metformin Hydrochloride BP 1000 mg.

PHARMACOLOGY

Glifo-M is an oral anti-diabetic drug. It is a combination of Empagliflozin and Metformin
HCI. Empagliflozin is a Sodium-glucose co-transporter 2 (SGLT2) inhibitor. By inhibiting
SGLT2, Empaglifiozin reduces renal reabsorption of filtered glucose and lowers the renal
threshold for glucose, and thereby increases urinary glucose excretion. Metformin
decreases hepatic glucose production, decreases intestinal absorption of glucose, and
improves insulin sensitivity by increasing peripheral glucose uptake and utilization.

INDICATION

Glifo-M is indicated

e as an adjunct to diet and exercise to improve glycemic control in adults with type 2
diabetes mellitus and

o to reduce the risk of cardiovascular death in adult patients with type 2 diabetes mellitus
and established cardiovascular disease

DOSAGE AND ADMINISTRATION

Route of administration : Oral.

The recommended dose of Glifo-M is twice daily with food. In patients tolerating the
combination, the dose may be increased to Metformin 2000 mg and Empagliflozin 25 mg.
In patients with volume depletion, correcting this condition prior to initiation of Glifo-M
combination is recommended.

CONTRAINDICATION

Glifo-M is contraindicated in patients with history of serious hypersensitivity reaction to
Empagliflozin-Metformin or any of its ingredients, severe renal impairment, end-stage
renal disease, or dialysis, acute or chronic metabolic acidosis, including diabetic
ketoacidosis.

WARNING & PRECAUTION

Temporary discontinuation of Glifo-M at least three days before scheduled surgery due
to possible risk of developing ketoacidosis must be done. Assessment of renal & hepatic
function is recommended prior to initiation of Glifo-M and periodically thereafter. Glifo-M
should not initiated in patients with an eGFR less than 45 mL/min/1.73m? & diagnosed
hepatic disease.

Tablet

SIDE EFFECT

The most common adverse reactions associated with Empagliflozin-Metformin combination
are Lactic Acidosis, hypotension, impairment in renal & hepatic function, hypoglycemia with
concomitant use with Insulin and Insulin Secretagogues, genital mycotic infections, urinary
tract infections, vitamin B,, deficiency, increased low-density lipoprotein cholesterol (LDL-C).

USE IN PREGNANCY AND LACTATION

Pregnancy Category C

It is not known if Empaglifiozin is excreted in human milk. But Metformin is excreted in
human milk in low concentrations. Glifo-M should be used during Lactation only if the
potential benefit justifies the potential risk to the fetus.

USE IN CHILDREN & ADALOSCENT
Itis not known if Glifo-M is safe and effective in children under 18 years of age.

DRUG INTERACTION

Diuretics: Co-administration of Empagliflozin with diuretics resulted in increased urine
volume.

Insulin or Insulin Secretagogues: Co-administration of Empagliflozin with insulin or insulin
secretagogues increases the risk for hypoglycemia.

Positive Urine Glucose Test: Monitoring glycemic control with urine glucose tests is not
recommended in patients taking SGLT2 inhibitors as SGLT2 inhibitors increase urinary
glucose excretion and will lead to positive urine glucose tests. Use alternative methods to
monitor glycemic control.

Interference with 1,5-anhydroglucitol (1,5-AG) Assay: Monitoring glycemic control with
1,5-AG assay is not recommended as measurements of 1,5-AG are unreliable in assessing
glycemic control in patients taking SGLT2 inhibitors. Use alternative methods to monitor
glycemic control.

OVERDOSE
If Glifo-M is administered by the instruction of a physician, it is unlikely that an overdose will
occur. However, if overdose is suspected, seek emergency medical attention.

STORAGE
Store below 30° C temperature & dry place , protected from light.
Keep out of the reach of children.

PACKING

Glifo-M 5/500: Each box contains 3X10 tablets in Alu-Alu Blister Strips.
Glifo-M 12.5/500: Each box contains 3X10 tablets in Alu-Alu Blister Strips.
Glifo-M 5/1000 XR: Each box contains 2X10 tablets in Alu-Alu Blister Strips.
Glifo-M 10/1000 XR: Each box contains 2X10 tablets in Alu-Alu Blister Strips.
Glifo-M 25/1000 XR: Each box contains 2X10 tablets in Alu-Alu Blister Strips.
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* Further information is available on request.

Manufactured by:

6[!9 ACME .,Qalﬂom'lories .,QIJ
Dhulivita, Dhamrai, Dhaka, Bangladesh

For Health, Vigour and Happiness
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