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Abstract

Objective: To explore pharmacokinetic properties of a recombinant human Thymosin al (rh-Tal) followingsc
administration in monkeys. Methods: The monkeys received single sc doses of rh-Tal at 350 pg/kg. Serum
concentration of th-Tal was measured at various time-points after dosing by an enzyme-linked immunosorbent assay
(ELISA). Pharmacokinetic parameters were calculated with 3P97 software. Results: The concentration-time profile of
rh-Tal in monkeys was described by an one-compartment model. The mean time to reach peak concentration (¢,,x) was
1.5 h. The mean elimination half-life (¢;,) was (2.9 £ 0.8) h. The average clearance rate was (0.373 = 0.116)
mL/(h'kg). The mean peak concentration (Cp.x) was (297.0 = 43.3)ng/mL. The mean area under the serum
concentration-time curve (AUCg.p; ) was (1 165 £ 333) ng-h/mL. Conclusion: Serum concentration of rh-Tal is
detected accurately by ELISA method when serum samples are diluted five times. The 7, of the six monkeys are the
same, but the main pharmacokinetic parameters demonstrate a certain degree of individual differences without obvious

sex differences.
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Fig.1 Calibration curve for rh-Tal (x +s,n=8)
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F1 ELISATENE rh-Ta 1 BIEBEEFVERE (x+s,n=5)
Table 1 Precision and accuracy of rh-Tal by ELISA (x+s,n=5)
FORIRIE/ A WA
(ngeml™) yisg(/(ng +m.") RSD/%  MEWREE/%  WsEfH/ (ng+ml’)  RSD/% HERIE/ %
5 5.5+ 0.8 15 111 4.7+ 0.9 19 93
15 12.94+ 0.6 5 86 13.3+ 1.4 11 89
45 37.6+ 4.1 10 88 39.1+ 2.8 7 87
100 92.1410.8 12 92 94.8%+11.7 12 95
¥IE 11+4 94+11 12+5 91+4
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Fig.2 Mean serum concentration-time profile in monkeys after single sc injection of 350 pg/kg rh-Tal (x+s,n=6)
F2 6 ABRRE R sc rh-Tal (350 une/ke) FRIZAFNESE
Table 2 Pharmacokinetic parameters in monkeys after single sc injection of 350 pg/kg rh-Tal
ZH 1 (9) 2°(9) 3°(9) 4°(3) 5°(d) 6" () xts
4/ (ngemL ™" 258.8 338.6  309.8 170.0 228.6 324.3 271.7+£64.9
tyae/h 4.1 2.0 3.5 2.9 2.4 2.6 2.940.8
tus/h 1.5 1.5 1.5 1.5 1.5 1.5 1.5+0.0
G/ (ngemL™) 350. 7 256.9  270.2 252.7 309.1 342.3 297.0443.3
AUCo -/ (ngehemL") 1 548 976 1623 821 922 1260 11924339
AUCo2m/ (ng*hemL") 1 524 966 1568 818 858 1257 11654333
CL/ (mL *h"+kg" 0.248 0.425 0.243 0.515 0.472 0.333 0.373%£0.116
W/ (mL e kg") 1.45 1.24 1.21 2.13 1.61 1.22 1.4840. 36
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Fig.3 Calibration curves for rh-Tal in blank serum of monkeys by different dilute times
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