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Tab 1. Reliability and reproducibility of the two methods

Polycythaemic Reticulocy te

Labeled po tency
(IU /ml)

mice meth od counting method

(TU /ml) (IU /ml)
10000 13405 10420
10000 11464 9752
10000 12043 10520
10000 11817 12294
10000 11976 11602
10000 10522
10000 9472
X 11528 10918
RSD (% ) 10. 81 9.30
n 7 5

Tab 2. Comparison of in vivo biological activity of th EPO produced

by different manufactures

Labelled Polycythaemic  Reticulocyte
th £ PO potency mice method counting method Rati¢
sample (IU /ml) (1U /ml) (1U /m])
A 80000 99836 90265 0.9041
A2 80000 885449 9296 1. 1214
Bi 240000 239375 252831 1. 0562
Ci 180000 185881 185389 0.9973
C2 200000 221352 216903 0.9799
D, 120000 67154 73824 1. 0993
E 80000 40853 39836 0.9751
Fi 80000 35416 44638 1. 2604

*Reticulocyte counting method vs polycythaemic mice method
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Comparison of Two Bioassay Methods to Deter -

mine the in vivo Biological Activity of rhEPO
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Control of Pharmaceutical and Biological Products, Beijing 100050

Abstract Two bioassay methods were compared to determine the in vivo biological activity of rh EPO
preparations produced by different manufacturers. The results suggested that the polycythaemic mice
method was sensitive, reliable and reproducible, and the biological activity of newly applied product
must be determined by this method, but the usage of radioactive compound and preliminary treatment of
animals made it complicated; the reticulocyte counting method was simple and easy, and the sensitivity,
reliability and reproducibility were acceptable for routine in vivo bioassay, so it could be used in place of
the polycythaemic mice method for manufacturers.
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