Chinese Traditional and Herbal Drugs 40 8 2009 8 - 1267 -

1 1 1 1 2 2 2%
(1 , 300193;
2 ) 100021)
: s (PEG
rhG CSF) (EL1SA) st PEGrhGCSF ,
3P97 48 h st PEGrhG CSF 30
60 100 2004 ¢ kg, 4 (tyzke) , (47.8+7.3) (49.8+6 9)
(45.7+9.6) (44 6+6.3) h; (tmex) (2L0+60) (240+0) (20 0+6.0) (42 0+
12 0) h; (cL) (544+086) (506+069) (336035 (331+120) mL/(kg- h),CL
; ( Crax) (54 0+10.8) (129.0+20.9) (344 9+ 73 4)
(828 9+245 6) ng/ mL ; (AUCo a2n) (5714+786) (12 781+ 1 745) (32 714 +
6486) (85142+26186) h- ng/ mL;Crx AUC PEGrhGCSF

( rhGCSF )
(PEGThGCSF) ; ELISA;
‘R285 61 ‘A :0253-2670(2009) 08 1267-04

Phar macokinetics of PEGrhG CSF of injection to cancer patients by EL ISA
CAl Yong-ming' , CHEN Zheng-min*, L1 Ming', LU Chang-xiao" ,
LIU Peng’ , HAN Xiao-hong® , SHI Yuarrkai®
(1L Sate Key Laboratory of Pharmacokinetics and Pharmacodynamics, Tianjin Institute of Pharmaceutical Research),
Tianjin 300193, China; 2. Cancer Hospital , Chinese Academy of Medical Sciences, Beijing 100021, China)

Abstract : Objective To explore clinical pharmacokinetics by scinjection of pegylated recombinant hu-
man granulocyte colony- stimulating factor (PEGrhG CSF) at various doses to cancer patients with chemo-
therapy-induced neutropenia. Methods Serum concentration of PEGrhG CSF was measured by an en-
zyme-linked immunosorbent assay (EL ISA). Pharmacokinetic parameters were calculated with 3P97 soft-
ware. Results After 48 h chemotherapeutic treatment , patients received sngle sc doses of PEGrhG CSF
at 30, 60, 100, and 200U g/ kg. In every group with four cases showed no sgnificant difference, the mean
elimination half-life (tvze) was (47.8+7.3) , (49.8+6.9) , (45.7%29.6) ,and (44.6+6.3) h, respective
ly. The mean time to reach peak concentration (tmx) was (21.0+6.0) , (24.0+0) , (21.0+6.0) , and
(42.0+12.0) h. The mean drug clearance from serum (CL) was (5.44+0.86) , (5.06+0.69) , (3.36+
0.35) ,and (3.31 +1.20) mL/(h - kg). The mean peak concentration (Cnx) was (54. 0 + 10. 8) ,
(129.0+20.9) , (344.9+73.4) , and (828.9+245.6) ng/ mL. The mean area under the serum concentra
tion-time curve (AUGCo 4s2n) was (5714 +786) , (12 781+ 1 745) , (32 714 +6 486) , and (85 142 + 26 186)
h- ng/ mL. Pharmacokinetics of PEG30-rhG CSF was dose-dependent , both Guex and the AUC were in-
creased with the increasng doses. CL , however , was decreased with dose increasing. Conclusion Due to
the longer tvze and sower CL , PEGrhG CSF resultsin more des rable pharmacokinetic properties in vivo
compared to rhG CSF.
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