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Trajenta duo 2.5mg/500mg film-coated tablets (linagliptin/metformin)
Trajenta duo 2.5mg/850mg film-coated tablets (linagliptin /metformin)
Trajenta duo 2.5mg/1000mg film-coated tablets (linagliptin /metformin)
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TRAJENTA DUO is indicated as an adjunct to diet and exercise to improve glycemic
control in adults with type 2 diabetes mellitus when treatment with both linagliptin and
metformin is appropriate.

TRAJENTA-DUO 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.
TRAJENTA-DUO has not been studied in patients with a history of pancreatitis.

It is unknown whether patients with a history of pancreatitis are at an increased risk for
the development of pancreatitis while using TRAJENTA-DUO.
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Medinat Ha-Yehudim 5t, 89, P.O. Box 4124, Hertzliya =Pituach, Israel 4676672
Phone +8728-9730515 Fax +9729-9730549
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8. WARNINGS AND PRECAUTIONS
[...]
8.4. Use with Medications Known to Cause Hypoglycemia
Insulin secretagogues and insulin are known to cause hypoglycemia. The use of TRAJENTA in
combination with an insulin secretagogue )e.g., sulfonylurea ( or insulin was associated with a higher
rate of hypoglycemia compared with placebo in aclinical trials [see Adverse Reactions (9.1)]. Fhe-use

9.1. Clinical Trials Experience

[...]

Laboratory Tests

Linagliptin

[...]

Increase in Amylase: In a cardiovascular safety study comparing TRAJENTA versus glimepiride in
patients with type 2 diabetes mellitus, amylase levels above 3 times upper limit of normal were seen in
1.0% compared to 0.5% of patients in the TRAJENTA and glimepiride arms, respectively.

The clinical significance of elevations in lipase and amylase with TRAJENTA is unknown in the
absence of potential signs and symptoms of pancreatitis [see Warnings and Precautions (8.1)].
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