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Forxiga 5 mg film-coated tablets : 95wan7 51193 1157 21990
Forxiga 10 mg film-coated tablets

1200
Forxiga 5 mg film-coated tablets :
Each tablet contains dapagliflozin propanediol monohydrate equivalent to 5 mg
dapagliflozin.

Forxiga 10 mg film-coated tablets:
Each tablet contains dapagliflozin propanediol monohydrate equivalent to 10 mg

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

e as monotherapy when metformin is considered inappropriate due to intolerance.

¢ in addition to other medicinal products for the treatment of type 2 diabetes.

For study results with respect to combination of therapies, effects on glycaemic control and
cardiovascular events, and the populations studied, see sections 4.4, 4.5 and 5.1.
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4.2 Posology and method of administration

Prior to initiation of Forxiga

Assess renal function prior to initiation of FORXIGA therapy and periodically thereafter [see Warnings
and Precautions].
In patients with volume depletion, correct this condition prior to initiation of FORXIGA [see Warnings and

Precautions].

Special populations

Renal impairment




No dose adjustment is needed in patients with an eGFR greater than or equal to 45 mL/min/1.73 m>.
Use of FORXIGA is not recommended when the eGFR is less than 45 mL/min/1.73 m>.
FORXIGA is contraindicated in patients with an eGFR less than 30 mL/min/1.73 m* [see Contraindications

(4.3)].

4.3 Contraindications
Hypersensitivity to the active substance or to any of the excipients listed in section 6.1.

FORXIGA is contraindicated in patients with an eGFR less than 30 mI/min/1.73 m2

4.4 Special warnings and precautions for use
B ) .

5. Pharmacological properties

5.1 Pharmacodynamic properties

Glycaemic control in patients with-Moderate renal impairment-CKD 3A-(eGFR =-36-45 to < 60
ml/min/1.73 m2)

and-placebo, respectively.

The efficacy of dapagliflozin was assessed in a dedicated study in diabetic patients with

an eGFR =45 to < 60 mL/min/1.73 m2 who had inadequate glycaemic control on usual care.
Treatment with dapagliflozin resulted in reductions in HbA1c and body weight compared with
placebo

(Table 9).
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