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Crestor 5 mqg, 10 mg, 20 mg, 40 mg : 2'wdna |17V [1DTY DIO1D
film-coated tablets

o |
Each tablet contains 5 mg, 10 mg, 20 mg or 40 mg rosuvastatin (as rosuvastatin calcium)
Each 5 mg tablet contains 94.88 mg lactose monohydrate.
Each 10 mg tablet contains 91.3 mg lactose monohydrate.
Each 20 mg tablet contains 182.6 mg lactose monohydrate.
Each 40 mg tablet contains 168.32 mg lactose monohydrate.
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Primary hypercholesterolaemia (type lla including heterozygous familial hypercholesterolaemia) or
mixed dyslipidaemia (type IIb) as an adjunct to diet when response to diet and other non-
pharmacological treatments (e.g. exercise, weight reduction) is inadequate.

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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Special warnings and special precautions for use

Crestor must not be co-administered with systemic formulations of fusidic acid or within 7 days of

stopping fusidic acid treatment. In patients where the use of systemic fusidic acid is considered
essential, statin treatment should be discontinued throughout the duration of fusidic acid treatment.
There have been reports of rhabdomyolysis (including some fatalities) in patients receiving fusidic acid
and statins in combination (see section 4.5). Patients should be advised to seek medical advice
immediately if they experience any symptoms of muscle weakness, pain or tenderness. Statin therapy
may be re-introduced seven days after the last dose of fusidic acid. In exceptional circumstances,
where prolonged systemic fusidic acid is needed, e.qg. for the treatment of severe infections, the need
for co-administration of Crestor and fusidic acid should only be considered on a case by case basis
and under close medical supervision.




4.5 Interaction with other medicinal products and other forms of interaction

Table 1. Adverse reactions in placebo-controlled studies?
Table 1 Effect of co-administered medicinal products on rosuvastatin exposure (AUC;
in order of decreasing magnitude) from published clinical trials

Interacting drug dose regimen Rosuvastatin dose Change in

regimen rosuvastatin AUC*
Ciclosporin 75 mg BID to 200 mg BID, 6 months 10 mg OD, 10 days 7.1-fold T
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
Ombitasvir 25 mqg/paritaprevir 150 mq/ 5 md, single dose 2.6tfold 1
Ritonavir 100 mg OD/ dasabuvir 400
mg BID, 14 days
Grazoprevir 200 mg/elbasvir 10 ma. single dose 2.3tfold 1
50mg OD, 11 days ! 2 2l fold 1
Glecaprevir 400 mg/pibrentasvir 120 5 mg OD, 7 days =
mg OD, 7 days

Lopinavir 400 mg/ritonavir 100 mg BID, 17 days 2.1-fold T

20 mg OD, 7 days

4.8 Undesirable effects

Table 2. Adverse reactions based on data from clinical studies and post-marketing

experience
System organ | Common Uncommon
class
Nervous Headache
system
disorders Dizziness

Musculoskeletal | Myalgia
and connective
tissue disorders

Rare Very rare Not known
Cognitive Polyneuropathy | Sleep
mpairment- disturbances
Confusion memory loss (lnClUdlng
Forgetfulress insomnia and
Amnesia nightmares)
mIEmOry
inpakment Peripheral
neuropathy
Myopathy Arthralgia Tendon
(including disorders,
myositis) sometimes
complicated by
Rhabdomyolysis rupture
Lupus-like Immune-
syndrome mediated
necrotising
Muscle rupture myopathy
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