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Dosage Form: Extended release Tablets
Composition: Each tablet contains Sitagliptin (as phosphate salt) and Metformin
Hydrochloride (extended release)
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Januet XR is indicated as an adjunct to diet and exercise to improve glycemic control
in adultswith type 2 diabetes mellitus when treatment with both sitagliptin and
metformin extended- release is appropriate.

JINN2N TWN T 20 AWIRAN K97 |1'7va |"Y7 W' NI0NISN NN NIKINTI XM yTnY?

(X917 117y2 p'NIan DRRTY
.XIN 17 DY V'9IN PNNIY VOV [INNN 172 WATIA QONINNY MINN VOV

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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