Increased systemic exposure to rosuvastatin in Asian subjects residing in the United States
compared with Caucasian subjects

Rosuvastatin is effective in reducing low-density lipoprotein cholesterol in patients
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Table 1. Baseline characteristics (safety population)

Figure 2. Gmean plasma concentrations of N-desmethyl rosuvastatin following
a single 20 mg oral dose of rosuvastatin
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Asian ethnic group and the Caucasian group were analysed by ANOVA.

Pharmacokinetic parameters were estimated by non-compartmental analysis.
AUC,_», maximum plasma drug concentration (C,,,) and terminal elimination half-life
(t;/5,,) were log-transformed and analysed by ANOVA.

Rosuvastatin ng/mL

Exposure to N-desmethyl rosuvastatin in Asian-Indians was only slightly higher than
in Caucasians (Table 3 and Figure 2). Similar trends were seen for
rosuvastatin lactone.
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evaluable for the pharmacokinetic analyses.
Baseline characteristics are shown in Table 1. BMI was similar across all groups,
although Caucasians were heavier (~7%) and taller than Asians.

Dietary assessment revealed no significant differences in total daily caloric intake; daily
cholesterol intake; and total fat, saturated fat, carbohydrate and protein as a % of total
calories between the ethnic groups.

Rosuvastatin pharmacokinetic parameters and statistical comparisons for each Asian
group relative to the Caucasian group are shown in Table 2.

Rosuvastatin ng/mL

fIncludes: Chinese, Filipino, Korean, Vietnamese and Japanese groups

Metabolite to parent ratios were similar across the groups: N-desmethyl rosuvastatin
AUC g 0.09-0.12 ng.h/mL, G, 0.14-0.15 ng/mL; rosuvastatin lactone AUC,
0.21-0.29 ng.h/mL, C_ . 0.12-0.13 ng/mL.

Single-dose rosuvastatin 20 mg was well tolerated, with a similar safety profile across
all the ethnic groups, and no safety concerns were identified.
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