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JANUVIA® 25 mg; JANUVIA® 50 mg; JANUVIA® 100 mg
2"n 100 ®aran'a ;2"n 50 ®hran'a ;2"n 25 ®aan'a

Dosage Form: Film-coated 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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5 WARNINGS AND PRECAUTIONS

There have been postmarketing reports of worsening renal function, including acute
renal failure, sometimes requiring dialysis. A subset of these reports involved patients
with renal impairment, some of whom were prescribed inappropriate doses of sitagliptin.
A return to baseline levels of renal impairment has been observed with supportive
treatment and discontinuation of potentially causative agents. Consideration can be
given to cautiously reinitiating JANUVIA if another etiology is deemed likely to have
precipitated the acute worsening of renal function.

I I _or-in-clinical trials.

Assessment of renal function is recommended prior to initiating JANUVIA and
periodically thereafter. A dosage adjustment is recommended in patients with moderate
or severe renal impairment and in patients with ESRD requiring hemodialysis or
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peritoneal dialysis. [See Dosage and Administration (2.2); Use in Specific Populations
(8.6).]

54 i icati Hypoglycemia with Concomitant Use
with Insulin or Insulin Secretagogues

When JANUVIA was used in combination with insulin or insulin secretagogues (e.g., a-

sulfonylurea)-erwith-insulin, medications known to cause hypoglycemia,

6 ADVERSE REACTIONS
The following adverse reactions are also discussed elsewhere in the labeling:
Pancreatitis [see Warnings and Precautions (5.1)]
Heart Failure [see Warnings and Precautions (5.2)]
Acute Renal Failure [see Warnings and Precautions (5.3)]
Hypoglycemia with Concomitant Use with Insulin or Insulin Secretagogues [see
Warnings and Precautions (5.4)]
Hypersensitivity Reactions [see Warnings and Precautions (5.5)]
e Severe and Disabling Arthralgia [see Warnings and Precautions (5.6)]
e Bullous Pemphigoid [see Warnings and Precautions (5.7)]

7 DRUG INTERACTIONS

8 USE IN SPECIFIC POPULATIONS
8.4 Pediatric Use

not-been—established: Januvia is not indicated for children and adolescents under
years old.
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