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Crestor 5 mg, 10 mqg, 20 mg, or 40 mg film-coated tablets
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Each tablet contains 5 mg, 10 mg, 20 mg or 40 mg rosuvastatin (as rosuvastatin calcium).
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Treatment of Adults with:

e Primary hypercholesterolaemia (type lla including heterozygous familial
hypercholesterolaemia) or mixed dyslipidaemia (type llb) as an adjunct to diet when response
to diet and other non-pharmacological treatments (e.g. exercise, weight reduction) is
inadequate.

e Homozygous familial hypercholesterolaemia as an adjunct to diet and other lipid lowering
treatments (e.g. LDL apheresis) or if such treatments are not appropriate.
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4.5 Interaction with other medicinal products and other forms of interaction

[...]

Ticagrelor: Ticagrelor has been shown to increase rosuvastatin concentrations, which may result in
increased risk of myopathy. Consideration should be given to the benefits of prevention of major
adverse cardiovascular events by use of rosuvastatin and the risks with increased rosuvastatin
plasma concentrations.

5.2 Pharmacokinetic properties

Genetic polymorphisms: Disposition of HMG-CoA reductase inhibitors, including rosuvastatin,
involves OATP1B1 and BCRP transporter proteins—ta-patients-with coded by SLCO1B1 gene

(OATP1B1) andfer ABCG2 gene (BCRP)-genetie-polymerphisms-there-ts-a+risk). Certain variants of
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inereased-rosuvastatin-expoesure—Individual pelymerphisms-ofthese genes, like SLCO1B1 ¢.521CC

and ABCG2 c.421AA are associated with & an approximate 1.6-fold higher rosuvastatin exposure
(AUC) or 2.4-fold higher exposure, respectively, compared to the SLCO1B1 ¢.521TT or ABCG2

¢.421CC genotypes. Fhisspeeifie genotypingis-notestablishedin-elinieal practiee; but For patients
who are known to have these types-efpolymerphisms;-genotypes (SLCO1BI1 ¢.521CC or ABCG2
c.421AA), alower daily dose of Crestor is recommended.
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