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Dosage Form: Film Coated Tablets
Active ingredients and Strength: Ertugliflozin 5mg; Ertugliflozin 15mg
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Steglatro is indicated in adults aged 18 years and older with type 2 diabetes mellitus
as an adjunct to diet and exercise to improve glycaemic control:
* as monotherapy in patients for whom the use of metformin is considered
inappropriate due to intolerance or contraindications.
* in addition to other medicinal products for the treatment of diabetes.
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4.8 Undesirable effects

Table 1: Adverse reactions from placebo- and active comparator-controlled clinical
trials and post-marketing experience

System organ class Adverse reaction
Frequency

Infections and infestations

Very common Urinary tract infections’

female genital mycotic infections*:f

mycotic infections*-f

Not known Necrotising fasciitis of the perineum
(Fournier’s gangrene)*»2

Vulvovaginal mycotic infection and other

Common Balanitis candida and other male genital

Skin and subcutaneous tissue disorders

Not known | Rash?

2 Adverse reactions were identified through post-marketing surveillance.
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