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Forxiga 5 mq film-coated tablets : a'wann 17y |I>TY DIOYD
Forxiga 10 mg film-coated tablets

2070
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.

HUlh b
Forxiga is indicated in adults aged 18 years and older with type 2 diabetes mellitus to improve
glycaemic control as:
Monotherapy
When diet and exercise alone do not provide adequate glycaemic control in patients for
whom use of metformin is considered inappropriate due to intolerance.
Add-on combination therapy
In combination with other glucose-lowering medicinal products including insulin, when these,
together with diet and exercise, do not provide adequate glycaemic control (see sections 4.4,
4.5 and 5.1 for available data on different combinations).

RN NIXMAN TIWN NIRINT DORNNA 17V [1DTY 72V V' TIN7 Nwpan 78W' n'alThNVoX NNan
.2019 Cnanvo0

INID NONYT [1'7v2 " 1TV
4.8 Undesirable effects

Table 1. Adverse reactions in placebo-controlled studies?

System organ [Very common [Common* Uncommon**|Rare Very rare |Not Known

class

Infections and Vulvovaginitis, |Fungal Necrotising

infestations balanitis and infection** fasciitis of
related genital the perineum
infections *b¢ (Fournier's
Urinary tract 1
infection*.d W AEE)

Metabolism and |Hypoglycaemia Volume Diabetic

nutrition (when used with depletion P ketoacidosis'

disorders SU or insulin) ® Thirst**

Nervous system Dizziness

disorders

Gastrointestinal Constipation**

disorders Dry mouth**




Skin and Rashi Angioedema
subcutaneous
tissue disorders
Musculoskeletal Back pain*
and connective
tissue disorders
Renal and Dysuria Nocturia**
urinary disorders Polyuria*f Renal
impairment**b
Reproductive Vulvovaginal
system and pruritus**
breast disorders Pruritus
genital**
Investigations Haematocrit Blood
increased9? creatinine
Creatinine renal |[increased**.
clearance Blood urea
decreased® increased**
Dyslipidaemiah |Weight
decreased**
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