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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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4.2 Posology and method of administration

Special populations

Elderly-{=65years-otd)-

No dose adjustment of ertugliflozin is recommended based on age. Renal function
and risk of volume depletion should be taken into account (see sections 4.4 and 4.8).
There is limited experience with Steglatro in patients = 75 years of age.

4.4 Special warnings and precautions for use

General

Steglatro should not be used in patients with type 1 diabetes mellitus._ It may increase
the risk of diabetic ketoacidosis (DKA) in these patients.

48 Undesirable effects
Summary of the safety profile

The most commonly reported adverse reactions across the clinical program were
urinary tract infections, vulvovaginal mycotic infection and other female genital
mycotic infections.

Tabulated list of adverse reactions
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Adverse reactions listed below are classified according to frequency and system
organ class (SOC), within each frequency grouping, adverse reactions are presented
in the order of decreasing seriousness.

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*

Yrirary-tractinfections

Vulvovaginal mycotic infection and other
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