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Sitavia
Sitagliptin

COMPOSITION:
Sitavia 50 Tablet : Each film-coated tablet contains Sitagliptin Phosphate INN equivalent to 50 mg Sitagliptin.
Sitavia 100 Tablet : Each film-coated tablet contains Sitagliptin Phosphate INN equivalent to 100 mg Sitagliptin.

PHARMACOLOGY:

Sitagliptin is an antihyperglycemic agent which inhibit DPP-4(dipeptidyl peptidase-4). Gastrointestinal tract
produces two incretin hormones GLP-1 (glucagon like peptide-1) and GIP (glucose dependant insulinotropic
polypeptide). These hormones are produced after meal. These hormones stimulate insulin secretion and
reduce glucagon secretion. Sitagliptin inhibiting DPP-4 slows the inactivation of incretin hormone. As a result
bloed glucose level decreases. Normally incretin hormones are inactivated within two minutes.

INDICATIONS:

Monotherapy :

As an adjunct to diet and exercise for management of type-2 diabetes mellitus in patients whose
hyperglycemia cannot be controlled by diet and exercise alone.

Combination Therapy :

With metformin hydrochloride as for management of patients with type-2 diabetes mellitus whose
hyperglycemia cannot be controlled by diet and exercise alone.

With metformin, sulfonylurea or thiazolidinedione as for management of type-2 diabetes mellitus in patients
who do not achieve adequate glycemic control with diet, exercise and metformin, sulfonylurea, or
thiazolidinedione monotherapy.

With metformin and sulfonylurea as second-line therapy for management of type-2 diabetes mellitus in
patients who do not achieve adequate glycemic control with diet, exercise, and combined therapy with a
sulfonylurea and metformin.

DOSAGE & ADMINISTRATION:

Previously Untreated Patients :100 mg once daily.

Combination Therapy :

With metformin hydrochloride: 100 mg of Sitagliptin once daily. May continue current dosage of metformin
hydrochloride at initiation of Sitagliptin.

With sulfonylurea : 100 mg of Sitagliptin once daily. Sulfonylurea may need to be reduced to decrease risk of
hypoglycemia.

With metformin hydrochloride and sulfonylurea: 100 mg of Sitagliptin once daily. Dosage of concomitant
sulfonylurea may need to be reduced to decrease risk of hypoglycemia.

With thiazolidinedione: 100 mg of Sitagliptin once daily. May continue current dosage of thiazolidinedione at
initiation of Sitagliptin.

Hepatic Impairment :

No dosage adjustments are necessary in patients with mild to moderate hepatic impairment. Efficacy and
safety are not established in patients with severe hepatic impairment.

Renal Impairment :

Mild renal impairment (CrCl of =50 mi/minute) : no dosage adjustment is required.

Moderate renal impairment (CrCl of 30 to <50 ml/minute) :50 mg once daily.

CrCl <30 mi/minute : 25 mg once daily.

End-stage renal disease : 25 mg once daily.

CONTRAINDICATIONS:
Hypersensitivity reactions such as anaphylaxis, angioedema and exfoliative skin conditions including Stevens-
Johnson syndrome can occur.

SIDE EFFECTS:

Diarrhea, headache, nausea, runny or stuffy nose, sore throat, upper respiratory infection, stomach upset,
severe allergic reactions (rash, hives, itching, difficulty breathing or swallowing, tightniess in the chest, swelling
of the mouth, face, lips, throat, or tongue, unusual hoarseness), decreased urination, red, blistered, swollen, or
peeling skin, symptoms of pancreas inflammation.

PRECAUTIONS:

Sitagliptin may cause hypoglycemia (low blood sugar).

Hyperglycemia (high blood sugar) may occur if you do not take enough or skip a dose

Sitagliptin may cause serious types of allergic reactions, including anaphylaxis. Anaphylaxis can be life-
threatening and requires immediate medical attention

Pancreatitis (swelling and inflammation of the pancreas) may occur.

PREGNANCY & LACTATION:
Pregnancy category B.

There are no data on the excretion of Sitagliptin into human milk. The manufacturer recommends that caution
should be taken when administering Sitagliptin to nursing women.

DRUG INTERACTIONS:
There was a slight increase in the area under the curve and mean peak drug concentration of Digoxin with the
co-administration of 100 mg Sitagliptin for 10 days.

OVERDOSE:

In the event of an overdose, it is reasonable to employ the usual supportive measures as dictated by the
patient's clinical status. Sitagliptin is modestly dialyzable. Prolonged hemodialysis may be considered if
clinically appropriate

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

PACKAING:

Sitavia 50 Tablet : Each box contains 1x10's/2x10's/3x10's tablet in blister pack.
Sitavia 100 Tablet : Each box contains 1x10's/2x10's/3x10's tablet in blister pack.

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