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Abstract: Objective The pharmacokinetics of domestic recombinant human erythropoietin injection (qimaxin) and imported
Eprex® of the same type in rats were compared to provide a basis for clinical substitution. Methods The drug concentration was

determined by '”I labeling method. The pharmacokinetic parameters were calculated by DAS 2.0. Plasma pharmacokinetic
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comparison of sc 2 000 U/kg zymaxin and Eprex® in rats, comparison of drug tissue distribution, and comparison of urinary, fecal
and bile excretion. Results After the same dose (2 000 U/kg) of Jimaixin and Eprex® were injected subcutaneously in rats, the
plasma kinetic parameters obtained by RA method were: ¢,,were (1.57 £ 1.67) and (15.6 + 3.15) h, respectively. C, . were (2 527 +
471) and (2 470 + 598) mU/mL, respectively. 7, were (10.3 £ 1.51) and (9.00 + 2.45) h, respectively. AUC,, were (64 196 + 12
544) and (59 630 + 9 391) mU/mL-h, respectively. Plasma kinetic parameters obtained by TCA-RA. Method ¢, were (15.9 + 4.19)
and (16.2 £ 2.45) h, respectively. C,, were (2 201 £ 584) and (1 907 + 517) mU/mL, respectively. 7, was (10.0 + 1.27) and (9.00 £+
2.45) h, respectively. AUC,, was (53 709 + 11 992) and (48 519 + 8 623) mU/mL-h, respectively. The concentrations of major organs
and tissues at 2, 8, 24, and 36 h after administration of Jimaixin and Eprex® were measured by RA and TCA-RA, indicating that
most of the tissues had the highest drug content at 8 h after administration, and then gradually decreased. The trend of drug changes
in all major organs and tissues were consistent with the elimination of plasma drugs, and no accumulation was observed. After
administration of Jimaixin and Eprex® in SC, rats were able to recover 75.7% and 76.2% of the total dose from the urine within 120
hours, and 14.7% and 14.9% of the dose could be recovered in the feces. The biliary excretion in 48 hours was 11.4% and 10.3%.
Conclusion The main pharmacokinetic parameters ¢,,, 7,.., C.. and AUC,, of the domestic recombinant human erythropoietin

injection and the foreign marketed Eprex® rats were basically the same, and there was no difference by statistical test. There was no

difference in the exposure of the two preparations in the organs of each tissue and the comparison of urine, feces and bile excretion.
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RAVE Eprex® 15.6£3.15 2 470+598 9.00+2.45 59 63049 391 68922+11123  0.661+0.129
Rk iR 15.8£1.67  2527+471  10.3£1.51 64 196+12 544 74 537£13990  0.028+0.006

P{E 0.902 0.858 0.282 0.492 0.459
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MKk 15.944.19 22014584  10.0+1.27 53709411992 62 60710829  0.033+0.006

P{d 0.876 0.377 0.395 0.410 0.426
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