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Preparation and quality control of Ciclosporin eye-drops
LI Yong-xin, RAN Guang-bin DAI Qing, 11U Song-qing WANG Zhang-yang (Department of Pharmacy, Southwest Hospital, Third Mi litary Medical Univer-
sity, Chongqing 400038, China)

Abstract: Objective To establish the procedures to produce Ciclosporin eye-drops and a sound way for quality control. Methods Ci-
closporin of 2 g was dissolved in stenlized-oil for injection and then adjusted to 100 ml. High performance liquid chromatograplhy (HPLC) was used
to detemine the contents of Ciclosporin in the prepared eye-drops. Rabbit stimulation test, stability test and pimary clinical application test were
caried out. Results The standard curve of Ciclosporin showed a better linear relation when the agent was within 1 ~ 5 ftg. The average retrieval
rate was (102. 18+ 1. 18) % in the testing of Ciclosporin content. The relative standard deviation (RSD) of intemal and intewval day discrepancy was
lower than 1.71% and 0. 84% respectively. The eye-drops showed no stimulation to rabbit eyes and better stability in 6-month storage. Its clinical
efficiency was satifactory. Conclusion The preparation of Ciclosporin eye-drops is easy in process, reliable in quality control and stable in prop-
erlys so it is suitable for clinical usage.
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Fig1 Chromatogram of blank control and sample ciclosporin
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Tab 1 Results of determination and retrieval rates of the samples
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Tab 2 Results of precise determination on internal day ( n=3) ’ ’
Sample (Hg) Measured value (*g) RSD (%) ° ’ ’
1 1.018 1.71 . . y
3 3.003 0.92
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Tab 3 Results of precise determination at interval day (n=3) °
Sample(tg) Measured value (g) RSD(%) 100 °
1 0.970 0.84 HPLC s
3 2.978 0.14
5 4.973 0.20 ’ ’ ’
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