A
AstraZeneca "2

2023 R

n/T201 n/XONN
,A1 0I7Y 2/T201 N/npN
$WaNT NYa Ty 21WD
Crestor 5 mg, 10 mqg, 20 mg, or 40 mg film-coated tablets

A0
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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4.2 Posology and method of administration

Paediatric use

Crestor is not indicated for children and adolescents under 18 years old.

Safety and efficacy have not been established in children. Paediatric experience is limited to a small
number of children (aged 8 years or above) with homozygous familial hypercholesterolaemia.
Therefore, Crestor is not recommended for paediatric use at this time.

4.5 Interaction with other medicinal products and other forms of interaction

Ticagrelor: Ticagrelor might affect renal excretion of rosuvastatin, increasing the risk for rosuvastatin
accumulation. Although the exact mechanism is not known, in some cases, concomitant use of
ticagrelor and rosuvastatin led to renal function decrease, increased CPK level and rhabdomyolysis.

Table 1 Effect of co-administered medicinal products on rosuvastatin exposure (AUC;
in order of decreasing magnitude) from published clinical trials

2-fold or greater than 2-fold increase in AUC of rosuvastatin

Interacting drug dose regimen Rosuvastatin dose Change in
regimen rosuvastatin AUC*
Sofosbuvir/velpatasvir/voxilaprevir (400 mg-100 | 10mg single dose 7.4 -fold 1
mg-100 mg) + Voxilaprevir (100 mg) once daily
for 15 days
Ciclosporin 75 mg BID to 200 mg BID, 6 months | 10 mg OD, 10 days 7.1-fold T




Darolutamide 600 mg BID, 5 days 5mg, single dose 5.2-fold 1

Regorafenib 160 mg, OD, 14 days 5 mg single dose 3.8-fold 1

Atazanavir 300 mg/ritonavir 100 mg OD, 8 days 10 mg, single dose 3.1-fold T
Velpatasvir 100 mg OD 10 mg, single dose 2.7-fold 1

Ombitasvir 25 mg/paritaprevir 150 mg/ Ritonavir | 5 mg, single dose 2.6-fold 1
100 mg OD/ dasabuvir 400 mg BID, 14 days

Teriflunomide Not Available 2.5-fold 1

Grazoprevir 200 mg/elbasvir 50mg OD, 11 days 10 mg, single dose 2.3-fold 1

Glecaprevir 400 mg/pibrentasvir 120 mg OD, 7 | 5mg OD, 7 days 2.2-fold 1
days

Lopinavir 400 mg/ritonavir 100 mg BID, 17 days | 20 mg OD, 7 days 2.1-fold T
Capmatinib 400mg BID 10 mq, single dose 2.1-fold 1

Clopidogrel 300 mg loading, followed by 75 mg 20 mg, single dose 2-fold T

at 24 hours

Fostamatnib 100 mqg twice daily 20 mg, single dose 2.0-fold 1

Fabuxostat 120mg OD 10 mq, single dose 1.9-fold 1

Gemfibrozil 600 mg BID, 7 days 80 mg, single dose 1.9-fold T
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