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Rybelsus is indicated for the treatment of adults with insufficiently controlled type 2 diabetes
mellitus to improve glycaemic control as an adjunct to diet and exercise

* as monotherapy when metformin is considered inappropriate due to intolerance or
contraindications
¢ in combination with other medicinal products for the treatment of diabetes.
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4.4 Special warnings and precautions for use

[.]

Non-arteritic anterior ischaemic optic neuropathy (NAION)
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Data from epidemiological studies indicates an increased risk for non-arteritic anterior ischaemic optic
neuropathy (NAION) during treatment with semaglutide. There is no identified time interval for when
NAION may develop following treatment start. A sudden loss of vision should lead to ophthalmological
examination and treatment with semaglutide should be discontinued if NAION is confirmed (see

section 4.8).

4.8 Undesirable effects
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Table 1 Frequency of adverse reactions of oral semaglutide

MedDRA Very common | Common Uncommon Rare Very Rare | Not Known
system organ
class
Eye disorders Diabetic Non-
retinopathy arteritic
complications anterior
ischaemic
optic
neuropathy
(NAION)
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Non-arteritic anterior ischaemic optic neuropathy (NAION)
Results from several large epidemiological studies suggest that exposure to semaglutide in adults with
type 2 diabetes is associated with an approximately two-fold increase in the relative risk of developing
NAION, corresponding to approximately one additional case per 10,000 person-years of treatment.
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