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Insulin Degludec 100 U/ML + Liraglutide 3.6 MG/ML : 9'va 1nin
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Xultphy® is indicated for the treatment of adults with insufficiently controlled type 2 diabe-
tes mellitus to improve glycaemic control as an adjunct to diet and exercise in addition to
other oral medicinal products for the treatment of diabetes.

For study results with respect to combinations, effects on glycaemic control, and the popu-
lation studied, see sections 4.4, 4.5 and 5.1.
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4.8 Undesirable effects

Table 1 Adverse reactions reported in phase 3 controlled studies

MedDEA Svstem organ class | Frequency Adverse- reaction
Immune system disorders Uncommon Urticana
Uncommon Hypersensitivity
Unknown Anaphylactic reaction
Metabolism and nutrition Very common Hyvpoglycaemia
disorders Commeon Decreased appetite
Uncommon Dehydration
Nervous svstem disorders Uncommon Dvsgensia
Gastrointestinal disorders Common Nausea. diarrhoea, vomiting, constipation,

dyspepsia, gastritis. abdominal pain,
gastroesophageal reflux disease, abdominal

distension
Uncommon Emctation, flatulence
Unknown Pancreatitis (including necrotising
pancreatitis )
Hepatobiliary disorders Uncommon Cholelithiasis
Uncommon Cholecystitis
Skin and subcutaneous tissue Uncommon Rash
disorders Uncommon Pruritus
Uncommon Lipodvstrophv acquired
Not known Cutaneous amyloidosis’
General disorders and Commeon Injection site reaction
administration site condition Unknown Peripheral oedema
Investigation Common Increased lipase
Common Increased amvlase
Uncommon Increased heart rate
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