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TRAJENTA is indicated as an adjunct to diet and exercise to improve glycemic control
in adults with type 2 diabetes mellitus.

TRAJENTA 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 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.
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9.2 Postmarketing Experience

[.]
¢ Rhabdomyolysis

11. USE IN SPECIFIC POPULATIONS

11.1  Pregnancy

[...]

Clinical Considerations

Disease-associated maternal and/or embryo/fetal risk

Poorly controlled diabetes in pregnancy increases the maternal risk for diabetic ketoacidosis, pre-

eclampsia, spontaneous abortions, preterm delivery, and delivery complications. Poorly controlled

diabetes increases the fetal risk for major birth defects, still birth, and macrosomia related morbidity.
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