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Stability of Paclitaxel Injection from Different Manufacturers
LI Ya-jing, WANG Chen, WANG Shu-jing (The Affiliated Cancer Hospital of Tianjin Medical University/Tianjin
Key Laboratory of “Tumor Prevention and Therapeutics”, Tianjin 300060, China)

ABSTRACT OBIJECTIVE: To investigate the stability of Paclitaxel injection from different manufacturers, and to provide evi-
dence for safe and effective drug use in the clinic. METHODS: HPLC method was adopted to determine the content of Paclitaxel in-
jection and impurity. The determination was performed on Kromasil-C.s(250 mmx4.6 mm,5 um) column with mobile phase consist-
ed of ethanol-water-acetone (23:41:36, V/V/V) at flow rate of 1.0 ml/min. The detection wavelength was set at 227 nm and column
temperature was room temperature. RESULTS: The appearance of samples was in line with the standard; pH value was between
5.83-7.22; the linear ranges of paclitaxel were 10-120 pg/ml(#=0.999 9) with an average recovery of 100.59% (RSD=1.05% ,n=
6); the sample solution was stable within 8 h. CONCLUSION: The appearance, pH value, content and microparticle of Paclitaxel
injection from different manufacturers consistent with the standard.
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Fig 1 HPLC chromatograms of Paclitaxel injection from

different manufacturers

A. solution; B. paclitaxel control; C. test sample from manufacturer A;
D. test sample from manufacturer B; E. test sample from manufacturer
C; F. test sample from manufacturer D; G. test sample from manufactur-
er E; H. test sample from manufacturer F; 1. test sample from manufac-

turer G
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Tab 1 Results of recovery tests(n=06)

5 A, ng  MAR, g WBE g BREY X% RD,%
1 150.00 151.50 302.56 100.70
2 150.00 151.50 302.11 100.40
3 150.00 151.50 303.47 101.30 100.59 1.05
4 150.00 151.50 299.61 9.75
5 150.00 151.50 304.83 10220
6 150.00 151.50 301.80 100.20
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Tab 2 Results of microparticle determination of Paclitaxel

injection
I'% WL 22pm 25pm 20pm 215pm 20pm 225 pm 235 pm
Al” 0 42803 1983 17.0 63 30 30 0.0
8 47033 24173 6570 107.3 170 9.0 0.0
B/ 0 33020 13297 2830 20 6.0 40 0.0
8 33850 7810 a7 0.0 0.0 0.0 0.0
cr 0 16003 3210 3.0 26 03 03 03
8 16437 3726 684 6.6 12 05 03
DI” 0 5020 56.6 17 0.6 0.7 03 03
8 3040 293 0.7 0.6 0.7 03 03
EI” 0 34640 7814 583 0.0 0.0 0.0 0.0
8 35400 5187 370 0.0 0.0 0.0 0.0
FI” 0 33500 10947 2550 300 70 20 0.0
8 33760 11662 2623 320 50 18 0.0
Gl 0 18566 5977 1638 286 58 26 04
8 17150 3517 1120 7.0 1.0 0.0 0.0
FI2 2 AL A1, SEAZ I SR 22 5 % H AR SR 7
8 h N fcki JC ] A2 1k
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Tab 3 Results of content determination of samples

I'% wRE% || % finiE, %
Al 10040 in 96.93
Bl 100.70 FI” 973
cr 100.70 Gl 9732
DI 97.79
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