Vildagil

Vildagliptin
COMPOSITION:
Vildagil Tablet: Each tablet contains Vildagliptin INN 50 mg.
PHARMACOLOGY:

Vildagliptin, a member of the islet enhancer class, is a potent and selective dipeptidyl-
peptidase-4 (DPP-4) inhibitor that improves glycemic control. The administration of
Vildagliptin results in rapid and complete inhibition of DPP-4 activity. In patients with type-2
diabetes, administration of Vildagliptin leads to inhibition of DPP-4 enzyme activity for a 24-
hr period. Vildagliptin inhibition of DPP-4 results in increased fasting and postprandial
endogenous levels of the incretin hormones glucagon-like peptide-1 (GLP-1) and glucose-
dependent insulinotropic polypeptide (GIP). By increasian; the endogenous levels of these
incretin hormones, Vildagliptin enhances the sensitivity of Beta-cells to glucose resulting in
improved glucose-dependent insulin secretion. Treatment with 50-100 mg daily in patients
with type-2 diabetes significantly improved markers of Beta-cell function. The degree of
improvement in Beta-cell function is dependent on the initial degree of impairment; in
nondiabetic (normal glycemic) individuals, Vildagliptin does not stimulate insulin secretion
or reduce glucose levels. By increasing endogenous GLP-1 levels, Vildagliptin enhances the
sensitivity of Beta-cells to glucose, resulting in more glucose-appropriate glucagon
secretion. The reduction in inappropriate glucagon during meals in turn attenuates insulin
resistance. The enhanced increase in the insulin/glucagon ratio during hyperglycemia due
to increased incretin hormone levels results in a decrease in fasting and postprandial
hepatic glucose production, leading to reduce glycemia.

INDICATION:

Vildagliptin as monotherapy and in dual combination with metformin, a sulfonylurea (SU), a
thiazolidinedione (TZD) or insulin when diet, exercise and a single antidiabetic agent do not
result in adequate glycemic control. As initial combination therapy with metformin in
patients with type-2 diabetes mellitus whose diabetes is not adequately controlled by diet
and exercise alone.

DOSAGE & ADMINISTRATION:

Recommended Dose: Vildagil 50 or 100 mg daily for monotherapy and in dual combination
with metformin, a TZD or insulin. The 50-mg dose should be administered once daily in the
morning. The 100-mg dose should be administered as 2 divided doses of 50 mg given in
the morning and evening.

Dual combination with a Sulfonylurea: Recommended Dose 50 mg once daily administered
in the morning

Elderly & Youn?er No differences were observed in the overall safety, tolerability or efficacy
between this elderly (>65 years) population and younger patients.

Children: Vildagil has not been studied in patients <18 years; therefore, the use of Vildagil
in pediatric patients is not recommended.

CONTRAINDICATION:
Hypersensitivity to Vildagliptin or to any of the excipients of Vildagil.

SIDE EFFECTS:

The most common side effects include tremor, headache, dizziness, low blood sugar,
nausea and weakness. Patients taking Vildagliptin may also experience we(ijght gain and
swelling of the legs and ankles due to excess fluid retention. Patients should inform their
physicians or go to the hospital immediately if they experience swelling of the face, lips,
mouth, tongue or throat. This may be an indicator of an allergic reaction known as
anaphylactic shock, which may result in complete airway obstruction if left unattended.

USE IN PREGNANCY & LACTATION:

Vildagliptin was not teratogenic in either rats or rabbits. There are, however, no adequate
and well-controlled studies in pregnant women and therefore, Vildagliptin should not be
used during pregnancy unless the benefit to the mother outweighs the potential risk to the
fetus. As it is not known whether Vildagliptin is excreted in human milk. Vildagil should not
be administered to breastfeeding women.

PRECAUTIONS:

General

Vildagliptin is not a substitute for insulin in insulin-requiring patients. So, Vildagliptin should
not be used in patients with type-1 diabetes or for the treatment of diabetic ketoacidosis.
Renal impairment

There is limited experience in patients with moderate or severe renal impairment and in
patients with End Stage Renal Disease (ESRD) on haemodialysis. Therefore, the use of
Vildagil is not recommended in these patients.

Hepatic impairment

Vildagliptin is not recommended in patients with hepatic impairment, including patients with
a pre-treatment ALT or AST > 2.5X the upper limit of normal.

DRUG INTERACTION:

Vildagliptin has a low potential for drug interactions. Since Vildagliptin is not a cytochrome
P (CYP) 450 enzyme substrate nor does it inhibit nor induces CYP 450 enzymes, it is not
likely to interact with co-medications that are substrate, inhibitors or inducers of these
enzymes. No clinically relevant interactions with other oral antidiabetics (glibenclamide,
pioglitazone, metformin) or amlodipine, digoxin, ramipril, simvastatin, valsartan or warfarin
were observed after co-administration with Vildagliptin.

OVERDOSE:

Vildagliptin was well tolerated. At 400 mg, there were three cases of muscle pain, and
individual cases of mild and transient paraesthesia, fever, oedema and transient increase in
lipase levels. At 600 mg, one subject experienced oedema of the feet and hands, and an
excessive increase in creatine phosphokinase (CPK) levels, accompanied by elevations of
aspartate aminotransferase (AST), C-reactive protein, and myoglobin. All symptoms and
laboratory abnormalities resolved after study drug discontinuation.

STORAGE:

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

Vildagil 50 Tablet: Each box contains 2X10's tablets in alu-alu blister pack.

Manufactured by:
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Sharif Pharmaceuticals Ltd.
Rupganj, Narayanganj, Bangladesh
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