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ABSTRACT

Anemia is common complication in people with kidney disease and has an
increased rate of death and heart failure. Recombinant human erythropoietin can
improve symptoms of anemia. The objective of this study was to compare the
bioequivalence of two formulations of 4000-1U recombinant human erythropoietin
alpha Espogen® (LG Life Sciences, Ltd., Korea) and Eprex® (Vetter Langenargen,
Germany) after a single subcutaneous administration to twenty healthy Thai male
volunteers in a randomized crossover fashion. The washout period between each
treatment was 3 weeks. After drug administration, serial blood samples were
collected over a period of 120 h. Plasma erythropoietin concentrations were
determined by ELISA and pharmacokinetic parameters were analyzed by non-
compartmental analysis. Bioequivalence analysis (ANOVA) was carried out using
logarithmically transformed data of AUC and Cy.. Bioequivalence was obtained

according to 90% confidence interval of the difference between the formulations



within 0.8-1.25. The results showed that the average elimination half-lifves of
Espogen® (45.4 h) and Eprex® (43.0h) were comparable. The median Tpma Of
Espogen® (14.0 h, range 8-24 h) was slightly slower than those of Eprex® (12.0 h.,
range 6-24 h) with the mean (90% CI) for Ty difference of 2.4 (0.18-4.6) h
(bioequivalence range + 2.5 h). The ANOVA shows no statistically significant

differences between the AUC and Cyax Values with respect to formulation effects of

both preparations. The means (90% CI) for the ratio — 18 of AUCq., AUCo-.

Reference
and Cpmax were 1.11 (1.04 -1.18), 1.13 (1.05-1.23), and 1.06 (0.95-1.17), respectively.
These values were within the bioequivalence range, thus, our study demonstrates the

bioequivalence of the two preparations.
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