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Each pre-filled pen contains 2 mg of exenatide. After reconstitution suspension, each pen
delivers a dose of 2 mg in 0.65 ml.

SN
Bydureon is indicated in adults 18 years and older with type 2 diabetes mellitus to improve
glycaemic control in combination with other glucose-lowering medicinal products including
basal insulin, when the therapy in use, together with diet and exercise, does not provide
adequate glycaemic control (see section 4.4, 4.5 and 5.1 for available data on different
combinations).
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4. CLINICAL PARTICULARS

4.2 Posology and method of administration
The use of BYDUREON does not require additional self-monitoring. Blood glucose self-monitoring is

necessary to adjust the dose of sulphonylurea. and of insulin, particularly when BYDUREON therapy is
started and insulin is reduced. A stepwise approach to insulin dose reduction is recommended.

4.4 Special warnings and precautions for use

BYDUREON is not a substitute for insulin. Diabetic ketoacidosis has been reported in insulin-dependent
patients after rapid discontinuation or dose reduction of insulin (see section 4.2).

4.8 Undesirable effects

Summary of the safety profile

Table 1: Adverse reactions of BYDUREON identified from clinical trials and spontaneous reports

System organ class /adverse Frequency of occurrence
reaction terms

Very Common | Uncommon | Rare | Very Not
common rare known

Blood and lymphatic system disorders

Drug-induced thrombocytopenia | | | | ‘ x4

Gastrointestinal disorders

Acute pancreatitis (see section 4.4) X! x




Description of selected adverse reactions

Drug-induced thrombocytopenia

Drug-induced thrombocytopenia (DITP) with exenatide-dependent anti-platelet antibodies has been
reported in the post-marketing setting. DITP is an immune-mediated reaction that is caused by drug

dependent platelet-reactive antibodies. These antibodies cause destruction of platelets in the presence of

the sensitizing drug.
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