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PHV-issue: Rosuvastatin

Sehr geehrte Damen und Herren,

Aufgrund eines PSUR Follow-Up Assessments (PSUFU) durch den Ausschuss fir Risikobewertung im
Bereich Pharmakovigilanz (PRAC), dessen Ergebnis durch das CMDh bestatigt wurde, kommt es zu der
Anderung der Genehmigungen fiir das Inverkehrbringen der Arzneimittel mit dem Wirkstoff

Rosuvastatin (siehe:http://www.hma.eu/611.html)
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Auszug aus dem Final Lead Member State
PSUR Follow-Up assessment report

3. Final recommendations

The following changes to the product information of medicinal products containing the active substance
rosuvastatin are recommended (new text underlined and in bold, deleted text strike through):

Summary of Product Characteristics
Section 4.8
SoC

Musculoskeletal and connective tissue disorders

e lupus-like syndrome (rare)

e muscle rupture (rare)

Package leaflet
Section 4

Heading describing serious side effects which needs treatment discontinuation and immediate medical
attention

- lupus-like disease syndrome (including rash, joint disorders and effects on blood

cells)

- muscle rupture
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