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JANUVIA® 25 mg; JANUVIA® 50 mg; JANUVIA® 100 mg
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Dosage Form: Tablets
Composition: Sitagliptin (as monohydrate phosphate).
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JANUVIA® is indicated as an adjunct to diet and exercise to improve glycemic
control in adults with type 2 diabetes mellitus.
Important Limitations of Use
JANUVIA should not be used in patients with type 1 diabetes or for the
treatment of diabetic ketoacidosis, as it would not be effective in these settings.
JANUVIA has not been studied in patients with a history of pancreatitis. It is
unknown whether patients with a history of pancreatitis are at increased risk
for the development of pancreatitis while using JANUVIA. [See Warnings and
Precautions (5.1).]
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2 DOSAGE AND ADMINISTRATION

2.1 Recommended Dosing

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

2.2 Recommendations for Use in Patients-with Renal Impairment

Insufficiency

For patients with an estimated glomerular filtration rate [eGFR] greater than or
equal to 45 mL/min/1.73 m? to less than 90 mL/min/1.73 m?, no dosage
adjustment for JANUVIA is required.

For patients with moderate renal impairment (eGFR greater than or equal to
30 mL/min/1.73 m? to less than 45 mL/min/1.73 m?), the dose of JANUVIA is
50 mg once daily.

For patients with severe renal impairment (eGFR less than 30 mL/min/1.73
m?) or with end-stage renal disease (ESRD) requiring hemodialysis or
peritoneal dialysis, the dose of JANUVIA is 25 mg once daily. JANUVIA may
be administered without regard to the timing of dialysis.

Because there is a need for dosage adjustment based upon renal function,
assessment of renal function is recommended prior to initiation of JANUVIA

and periodically thereafter. There have been postmarketing reports of
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worsening renal function in patients with renal impairment, some of whom
were prescribed inappropriate doses of sitagliptin.

4 CONTRAINDICATIONS
Hypersensitivity to the active substance or to any of the excipients listed in
section 11.
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5 WARNINGS AND PRECAUTIONS
5.2 Heart Failure

An association between dipeptidyl peptidase-4 (DPP-4) inhibitor treatment
and heart failure has been observed in cardiovascular outcomes trials for two
other members of the DPP-4 inhibitor class. These trials evaluated patients
with type 2 diabetes mellitus and atherosclerotic cardiovascular disease.

Consider the risks and benefits of JANUVIA prior to initiating treatment in
patients at risk for heart failure, such as those with a prior history of heart
failure and a history of renal impairment, and observe these patients for signs
and symptoms of heart failure during therapy. Advise patients of the
characteristic symptoms of heart failure and to immediately report such
symptoms. If heart failure develops, evaluate and manage according to
current standards of care and consider discontinuation of JANUVIA.

5.7 Bullous Pemphigoid
Postmarketing cases of bullous pemphigoid requiring hospitalization have
been reported with DPP-4 inhibitor use. In reported cases, patients typically
recovered with topical or systemic immunosuppressive treatment and
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discontinuation of the DPP-4 inhibitor. Tell patients to report development of
blisters or erosions while receiving JANUVIA. If bullous pemphigoid is
suspected, JANUVIA should be discontinued and referral to a dermatologist
should be considered for diagnosis and appropriate treatment

6 ADVERSE REACTIONS

6.2 Postmarketing Experience
bullous pemphigoid (see Warnings and Precautions (5.7)); constipation;

vomiting; headache; myalgia; pain in extremity; back pain; interstitial lung
disease; pruritus. ; mouth ulceration; stomatitis; rhabdomyolysis.

7 DRUG INTERACTIONS

7.2 Insulin Secretagogues or Insulin

Coadministration of JANUVIA with an insulin secretagogue (e.g., sulfonylurea)
or insulin may require lower doses of the insulin secretagogue or insulin to
reduce the risk of hypoglycemia. [see Warnings and Precautions (5.4).]
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