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Objective:  Atorvastatin is widely used to decrease low density lipoprotein cholesterol (LDL-C) level and improve cardiovascular outcomes. We designed this study to compare the efficacy and tolerability of generic formulation and original reference formulation (Lipitor) of atorvastatin, both at of 20 mg once daily in patients with primary hypercholesterolemia.
Methods: This study was a prospective double blind, randomized study. Hypercholesterolemic patients who did not achieve LDL cholesterol goal according to NCEP-ATP ¥² guideline were randomized to generic formulation or reference formulation of atorvastatin 20 mg/day for 8 weeks. The primary endpoint was percent change of LDL-C level from baseline to week 8. Secondary endpoints included the percent change in total cholesterol, triglyceride, high density lipoprotein cholesterol (HDL-C) level, apolipoprotein B/A1 ratio, LDL/HDL ratio, LDL-C particle size, high-sensitivity C reactive protein (hs-CRP) from baseline to week 8 and achievement rate of LDL-C goal.
Results:  184 patients (92 per each group, 59.5±95 years) were included. LDL-C level was significantly decreased from baseline to week 8 in both groups and there was no significant difference of percent change of LDL-C level between groups (-38.3±13.3% in test group, -40.6±11.9% in reference group, P=0.49). The between-group differences in percent changes of total cholesterol and triglyceride level were not statistically significant. And there was no significant difference between two groups in percent changes of HDL-C, apolipoprotein B/A1, LDL-C/HDL-C, LDL-C particle size, hs-CRP and achievement rate of LDL-C goal. None of study group experienced treatment-related serious adverse events. Three patients (3.3%) of test formulation group and four patients (4.4%) of reference formulation group showed mild treatment related adverse events but there were no significant differences between two groups.
Conclusions:  There were no significant differences in the efficacy and tolerability between the test and reference formulations of atorvastatin in patients with primary hypercholesterolemia.

