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Dosage Form: Tablets
Composition: Sitagliptin (as monohydrate phosphate) and Metformin Hydrochloride.
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JANUET is indicated as an adjunct to diet and exercise to improve glycemic control in adult
patients with type 2 diabetes mellitus.
Important Limitations of Use
JANUET 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.
JANUET 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 JANUET.
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6.2 Postmarketing Experience

Hypersensitivity reactions including anaphylaxis, angioedema, rash, urticaria,
cutaneous vasculitis, and exfoliative skin conditions including Stevens-Johnson
syndrome; upper respiratory tract infection; hepatic enzyme elevations; acute
pancreatitis, including fatal and non-fatal hemorrhagic and necrotizing pancreatitis
[see Indications and Usage (1)]; worsening renal function, including acute renal
failure (sometimes requiring dialysis) and tubulointerstitial nephritis; severe and
disabling arthralgia; bullous pemphigoid; constipation; vomiting; headache; myalgia;
pain in extremity; back pain; pruritus; mouth ulceration; stomatitis; cholestatic,
hepatocellular, and mixed hepatocellular liver injury; rhabdomyolysis.
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