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Type 2 diabetes mellitus

Forxiga is indicated in adults aged 18 years and older for the treatment of insufficiently
controlled type 2 diabetes mellitus as an adjunct to diet and exercise

¢ as monotherapy when metformin is considered inappropriate due to intolerance.
¢ in addition to other medicinal products for the treatment of type 2 diabetes.

Heart failure
Forxiga is indicated in adults for the treatment of symptomatic chronic heart failure.

Chronic kidney disease

Forxiga is indicated in adults for the treatment of chronic kidney disease.
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4.4 Special warnings and precautions for use
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Chronic kidney disease

There is no experience with dapagliflozin for the treatment of chronic kidney disease
in patients without diabetes who do not have albuminuria. Patients with albuminuria
may benefit more from treatment with dapagliflozin.

Increased haematocrit

Increased haematocrit has been observed with dapagliflozin treatment (see section
4.8). Patients with pronounced elevations in haematocrit should be monitored and
investigated for underlying haematological disease.

Lower limb amputations

An increase in cases of lower limb amputation (primarily of the toe) has been
observed in

long-term, clinical studies in type 2 diabetes mellitus with SGLT2 inhibitors. It is
unknown whether this constitutes a class effect. It is important to counsel patients
with diabetes on routine preventative foot care.
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