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Lactose intolerance

Patients with rare hereditary problems of galactose
intolerance, the Lapp lactase deficiency or glucose-
galactose malabsorption should not take this
medicine.

There have been very rare reports of an immune-
mediated necrotizing myopathy clinically
characterized by persistent proximal muscle weakness
and elevated serum creatine kinase during treatment
or following discontinuation of statins, including
rosuvastatin. Additional neuromuscular and serologic
testing may be necessary. Treatment with
Immunosuppressive agents may be required

Interstitial lung disease

Exceptional cases of interstitial lung disease have
been reported with some statins, especially with long
term therapy (see Section 4.8). Presenting features
can include dyspnoea, non-productive cough and
deterioration in general health (fatigue, weight loss
and fever). If it is suspected a patient has developed
interstitial lung disease, statin therapy should be
discontinued.

Diabetes Mellitus

In patients with fasting glucose 5.6 to 6.9 mmol/L,
treatment with rosuvastatin has been associated with
an increased risk of diabetes mellitus (see Section
4.8).
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4.4

Special
warnings and
special
precautions for
use

Endocrine disorders

Common: diabetes mellitus'

'Observed in the JUPITER study (reported overall
frequency 2.8% in rosuvastatin and 2.3% in placebo)
mostly in patients with fasting glucose 5.6 to 6.9
mmol/L.

Respiratory, thoracic and mediastinal disorders: Not
known: cough, dyspnoea.

Gastrointestinal disorders: Not known: diarrhoea
Skin and subcutaneous tissue disorders: Not known:
Stevens-Johnson syndrome

General disorders and administration site conditions.:
Not known: oedema.

The following adverse events have been reported with
some statins:

Depression.

Sleep disturbances, including insomnia and
nightmares.
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Undesirable
effects

Post Marketing
Experience:




Sexual dysfunction.

Exceptional cases of interstitial lung disease,
especially with long term therapy (see Section 4.4).
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