Sitadus®

Sitagliptin

Description

Sitadus® (Sitagliptin) is an oral diabetes medicine that helps to control blood
sugar levels. Sitadus tablet contains the active ingredient Sitagliptin which is a type
of medicine called dipeptidyl peptidase-4 (DPP-4) inhibitor. It is used to treat
people with type-2 or non-insulin dependent diabetes mellitus.

Mode of action

Sitagliptin inhibits dipeptidyl peptidase 4 (DPP-4), the enzyme responsible for the
inactivation of the incretin hormones which are released into the blood circulation
in response to food intake. Inhibition of DPP-4, results in higher levels of active
incretin hormones, stimulating insulin release and reducing glucagon release in a
glucose dependent manner.

Pharmacokinetics

Sitagliptin is rapidly absorbed with peak plasma concentration observed at 1-4
hours. Sitagliptin can be given with or without food. The absolute bioavailability is
87%. The plasma protein binding of Sitagliptin is low (38%), and Sitagliptin
distributes equally between plasma and red blood cells. Primary enzyme
responsible for the limited metabolism of sitagliptin was CYP3A4, with contribution
from CYP2C8. Approximately 87% of the dose of Sitagliptin excreted into the urine
and 13% of the dose recovered in the faeces.

Composition

Sitadus® 25 mg Tablet: Each film-coated tablet contains Sitagliptin Phosphate
Monohydrate INN 32.125 mg equivalent to Sitagliptin 25 mg.

Sitadus® 50 mg Tablet: Each film-coated tablet contains Sitagliptin Phosphate
Monohydrate INN 64.25 mg equivalent to Sitagliptin 50 mg.

Sitadus® 100 mg Tablet: Each film-coated tablet contains Sitagliptin Phosphate
Monohydrate INN 128.50 mg equivalent to Sitagliptin 100 mg.

Indications

Sitadus® is indicated as an adjunct to diet and exercise to improve glycemic
control in patients with type 2 diabetes mellitus. It is also indicated for use in
combination with Metformin, Sulfonylurea or Thiazolidinediones when diet and
exercise plus the single agent does not provide adequate glycemic control.

Dosage & administration

The recommended dose of Sitagliptin is 100 mg once daily. Sitagliptin can be
taken with or without food.

For patients with mild renal insufficiency (creatinine clearance [CrCl]> 50 mL/min)
no dosage adjustment for Sitagliptin is required.

For patients with moderate renal insufficiency (CrCl 30 to <50 mL/min), the dose
of Sitagliptin is 50 mg once daily.

For patients with severe renal insufficiency (CrCl <30 mL/min) or with endstage
renal disease (ESRD) requiring hemodialysis or peritoneal dialysis, the dose of
Sitagliptin is 25 mg once daily.

Contraindications
History of a serious hypersensitivity reaction to Sitagliptin, such as anaphylaxis or
angioedema.

Side effects

The most common adverse reactions are; upper respiratory tract infection,
nasopharyngitis and headache. Hypoglycemia may occur in patients treated with
the combination of Sitagliptin and sulfonylurea and add-on to insulin.

Use in pregnancy & lactation

Pregnancy: Pregnancy Category B. Safety of Sitagliptin in pregnant women has
not been established. Sitagliptin should be used during pregnancy only if the
potential benefit justifies the potential risk of the fetus. Lactation: 1t is not
known whether Sitagliptin is excreted in human milk. Because many drugs are
excreted in human milk, caution should be exercised when Sitagliptin is
administered to a nursing woman.

Precautions
Dosage adjustment is recommended in patients with moderate or severe renal
insufficiency and in patients with End Stage Renal Disease (ESRD).

Drug interactions

Co-administration of Digoxin and Sitagliptin may slightly increase the mean peak
drug concentration of Digoxin. But no dosage adjustment of Digoxin or Sitagliptin
is recommended.

Over dosage

There is no experience with doses above 800 mg in clinical studies. In the event
of an overdose, it is reasonable to employ the usual supportive measures e.g.
remove unabsorbed material from the gastrointestinal tract, employ clinical
monitoring (including obtaining an electrocardiogram) and institute supportive
therapy as dictated by the patient's clinical status. It is not known if sitagliptin is
dialyzable by peritoneal dialysis.

Storage
Keep out of reach of children. Store in a dry place, below 25°C temperature and
protected from light.

Packaging

Sitadus® 25 mg Tablet: Each carton contains 14X3 tablets in Alu-Alu blister pack.
Sitadus® 50 mg Tablet: Each carton contains 14X3 tablets in Alu-Alu blister pack.
Sitadus® 100 mg Tablet: Each carton contains 21X1 tablets in Alu-Alu blister pack.

Manufactured by

Opsonin Pharma Limited
Opsonin Pharma Rupatali, Barishal, Bangladesh.
Ideas for healthcare ® Registered Trade Mark.
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