~\ Boehringer
IHlI Ingelheim

2020 yn

Jardiance Duo 'wann 7w DI 12TV (IMan

Jardiance duo  5mg/500mg film-coated tablets (empagliflozin/metformin)
Jardiance duo  5mg/850mg film-coated tablets (empagliflozin/metformin)
Jardiance duo ~ 5mg/1000mg film-coated tablets (empagliflozin/metformin)
Jardiance duo  12.5mg/500mg film-coated tablets (empagliflozin/metformin)
Jardiance duo  12.5mg/850mg film-coated tablets (empagliflozin/metformin)
Jardiance duo  12.5mg/1000mg film-coated tablets(empagliflozin/metformin)
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Jardiance duo is indicated in adults aged 18 years and older with type 2 diabetes mellitus as
an adjunct to diet and exercise to improve glycemic control

. in patients inadequately controlled on their maximally tolerated dose of metformin alone.

. in patients inadequately controlled with metformin in combination with other glucose-
lowering medicinal products, including insulin.

. in patients already being treated with the combination of empagliflozin and metformin

as separate tablets.
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8 WARNINGS AND PRECAUTIONS

8.2 Ketoacidosis

For patients who undergo scheduled surgery, consider temporarily discontinuing JARDIANCE DUO for
at least 3 days prior to surgery [see Clinical Pharmacology (15.2, 15.3)].

In patients treated with JARBIANCE-DUO consider-Consider monitoring for ketoacidosis and
temporarily discontinuing JARDIANCE DUO in other clinical situations known to predispose to
ketoacidosis (e.g., prolonged fasting due to acute illness or post-surgery). Ensure risk factors for
ketoacidosis are resolved prior to restarting JARDIANCE DUO.

Educate patients on the signs and symptoms of ketoacidosis and instruct patients to discontinue
JARDIANCE DUO and seek medical attention immediately if signs and symptoms occur.
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