Vildagliptin & Metformin HCI

COMPOSITION

Vildagil-M 50/500: Each film coated tablet contains Vildagliptin INN 50 mg and
Metformin Hydrochloride BP 500 mg.

Vildagil-M 50/850: Each film coated tablet contains Vildagliptin INN 50 mg and
Metformin Hydrochloride BP 850 mg.

PHARMACOLOGY

Vildagliptin, a novel DPP-4 inhibitor, reduces hyperglycemia. Gastrointestinal tract produces
two incretin hormones GLP-1(glucagon like peptide-1) and GIP (glucose dependent
insulinotropic poly peptide). These hormone are produced after meal. These hormone
stimulate insulin secretion and reduce glucagon secretion. Vildagliptin inhibiting DPP-4
slows inactivation of incretin hormone, Thus reduce blood glucose. Normally incretin
hormones are inhibited within two minutes.

Metformin decreases hepatic glucose production, decreases intestinal absorption of glucose
and improves insulin sensitivity by an increase in peripheral glucose uptake and utilization.

INDICATIONS

Vildagil-M is indicated for Type-2 diabetics. It is indicated if diabetics is not controlled by
Metformin or Vildagliptin separately.

DOSAGE & ADMINISTRATION

Vildagil-M should be initiated at either 50/500 mg or 50/850 mg dose twice daily, one
taken in the morning and other in evening. The maximum dose is 100 mg Vildagliptin and
2000 mg Metformin. Dose higher than 100 mg of Vildagliptin is not recommended.

Renal impairment: Should not be used in patients with creatinine clearance less than 60
ml/min.

Hepatic impairment: It should not be used in patients with hepatic impairment.
Elderly(>65years): Renal function should be monitored regularly.

Paediatic population: Not recommended.

CONTRAINDICATIONS

Hypersensitivity to any element, diabetic ketoacidosis or diabetic precoma, renal failure or
renal dysfunction (creatinine clearance <60 ml/min), cardiac or respiratory failure, recent
myocardial infarction, shock, hepatic impairment, alcoholism, lactation.

SIDE EFFECTS

Common side effects include hypoglycemia, tremor, headache, dizziness, nausea, metallic
taste, vomiting, diarrhoea, abdominal pain and loss of appetite. Uncommon side effects
include peripheral edema, constipation, arthralgia, fatigue etc. Very rare side effects include
upper respiratory tract infection, hepatitis etc.

PRECAUTIONS

General:

Should not be used in Type -1 diabetes.

Lactic acidosis:

Accumulation of Metformin can cause lactic acidosis. It should not be used in renal or
hepatic impaired patients. Other risk factors include poorly controlled diabetes, prolonged
fasting, alcochol intake etc.

Renal impairment:

As Metformin is excreted by kidney, renal function should be monitored regularly. Normal
patients should be monitored once a year and renally impaired and elderly person should
be monitored 2-4 times per year.

Hepatic impairment:

Patient with hepatic impairment should not be treated with Vildagil-M.

PREGNANCY & LACTATION

There is no well controlled data of this combination. It should not be used in pregnancy.
Metformin is excreted in low amount in milk and may cause hypoglycemia in neonate.
Lactating mother should not take Vildagil-M.

DRUG INTERACTIONS

Vildagliptin:

Since vildagliptin is not a CYP-450 enzyme substrate and does not inhibit or induce CYP-450
enzyme, it is not likely to interact with active substances that are substrates, inhibitors or
inducers of these enzyme.

Digoxin (P-glycoprotien substrate) and warfarin: No clinically relevant pharmacokinetic
interactions occurred.

Amlodipine, ramipril, Valsartan and simvastatin: No clinically relevant pharmacokinetic
interactions occurred.

Metformin:

Alcohol intake with Metformin may cause lactic acidosis. Thus alcohol should be avoided.
Drugs which are excreted by kidney can interfere with the excretion of Metformin. So
regular monitoring should be performed.

OVERDOSE

Vildagliptin may cause muscle pain, cedema, fever, transient parcesthesia etc. Metformin
cause lactic acidosis.

STORAGE

Store in a cool and dry place, protected from light. Keep out of the reach of children.
PACKAGING

Vildagil-M 50/500: Each box contains 2x10 tablets in alu-alu blister pack.

Vildagil-M 50/850: Each box contains 2x10 tablets in alu-alu blister pack,

Manufactured by:

SHARIF

Sharif Pharmaceuticals Ltd.
Rupganj, Narayanganj, Bangladesh
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