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STEGLUJAN® 5/100 MG TABLETS; STEGLUJAN® 15/100 MG TABLETS
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Dosage Form: Film-coated tablets
Active Ingredients and Strength: Ertugliflozin (L-PGA) — 5 mg; 15 mg
Sitagliptin (as monohydrate phosphate) — 100 mg.
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STEGLUJAN 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:
» when metformin and/or a sulphonylurea (SU) and one of the monocomponents of Steglujan do
not provide adequate glycaemic control
« in patients already being treated with the combination of ertugliflozin and sitagliptin as separate
tablets.
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4.2 Posology and method of administration

gpecial populations

Elderly-(=-65-years-old)-

No dose adjustment of Steglujan is recommended based on age. Elderly patients are
more likely to have decreased renal function. Because renal function abnormalities can
occur after initiating ertugliflozin, and sitagliptin is known to be substantially excreted by
the kidneys, renal function should be assessed more frequently in elderly patients.
Renal function and risk of volume depletion should be taken into account (see

sections 4.4 and 4.8). There is limited experience with Steglujan in patients = 75 years
of age.

4.4 Special warnings and precautions for use

General

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

4.8 Undesirable effects



Summary of the safety profile

Ertugliflozin and sitaqliptin
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The incidence and type of adverse reactions in these three studies were similar to the
adverse reactions seen with the individual monotherapies ertugliflozin and sitagliptinare

as described below in Table 1 lhere%e#e—ne—addmenakada#epse—reaenens—rdenhﬂeé—m—

Ertugliflozin

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

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
Frequencvy

Adverse reaction

Infections and infestations

Very common

Urinary tract infections®!
Vulvovaginal mycotic infection and other
female genital mycotic infections*-f

Ur-l-&ar—y—ﬁﬂaet—mfeeﬁens*“
Gastrointestinal disorders
Uncommon Constipation?
Not known Fatal and non-fatal haemorrhagic and
necrotising pancreatitis”*
Not known Acute pancreatitis®™"?
Not known Vomiting®*?
e aiba
Eatal f ! catal hagi 1
. . .. j%a’%
Skin and subcutaneous tissue disorders
Uncommon Pruritus®?
Not known Exfoliative skin conditions including
Stevens-Johnson syndrome®*-?
Not known Angioedema®*-?
Not known Bullous pemphigoid®"*>
Not known Cutaneous vasculitis®*
Not known Rash?®*-2

Not known

Urticaria®*»
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System organ class Adverse reaction

Frequency
Cutaneous—vasculitis®*?
Exfolintiveski Ltionsincludi
Stevens-Johnson-syndrome™®

Musculoskeletal and connective tissue disorders

Not known Arthropathy®?

Not known Back pain®?

Not known Arthralgia®?

Not known Myalgia®?

Back-pain™
Arthropathy™

Renal and urinary disorders

Common Increased urination®!

Uncommon Dysuria!, Blood creatinine
increased/Glomerular filtration rate
decreased™!

Not known Acute renal failure®?

Not known Impaired renal function®?

Acute renal-fatlure™
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STEGLUJAN® 5/100 MG TABLETS; STEGLUJAN® 15/100 MG TABLETS
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