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Dosage Form: Film Coated Tablets
Composition: Ertugliflozin (as ertugliflozin L-pyroglutamic acid) 2.5mg/7.5mg
Metformin hydrochloride 1000mg
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Segluromet 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:
. in patients not adequately controlled on their maximally tolerated dose of
metformin alone
. in patients on their maximally tolerated doses of metformin in addition to other
medicinal products for the treatment of diabetes
. in patients already being treated with the combination of ertugliflozin and
metformin as separate tablets.
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4.4 Special warnings and precautions for use

Lactic acidosis

Lactic acidosis, a very rare but serious metabolic complication, most often occurs at
acute worsening of renal function or cardiorespiratory iliness or sepsis. Metformin
accumulation occurs at acute worsening of renal function and increases the risk of
lactic acidosis.
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Necrotising fasciitis of the perineum (Fournier’'s gangrene)

Post-marketing cases of necrotising fasciitis of the perineum, (also known as
Fournier's gangrene), have been reported in female and male patients taking SGLT2
inhibitors. This is a rare but serious and potentially life-threatening event that requires
urgent surgical intervention and antibiotic treatment.

Patients should be advised to seek medical attention if they experience a
combination of symptoms of pain, tenderness, erythema, or swelling in the genital or
perineal area, with fever or malaise. Be aware that either uro-genital infection or
perineal abscess may precede necrotising fasciitis. If Fournier's gangrene is
suspected, Segluromet should be discontinued and prompt treatment (including
antibiotics and surgical debridement) should be instituted.

Sodium
This medicinal product contains less than 1 mmol sodium (23 mg) per tablet, that is to
say essentially ‘sodium-free’.

4.8 Undesirable effects
Table 1: Adverse reactions

System Organ Class Adverse Reaction
Frequency

Infections and infestations

Not known Necrotising fasciitis of the perineum (Fournier’s

gangrene)*
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