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Optimization and stability of the domestic voriconazole preparation method
XU Hong,LI Guochun,YIN Jiazhen,LLIU Longmei,LI Xinxin
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Abstract: Objective To screen the optimal formulation method and compatible solvent of voriconazole for injection, to ensure the
safety and effectiveness of the drug, and to improve the work efficiency of drug dispensing in the intravenous drug dispensing center (PI-
VAS).Methods Three different dispensing methods are adopted. Method A follows the instructions; Method B: Rinse the vial repeat-
edly with special solvent approximately 6~7 times until the solution is clear and transparent; Method C: inject special solvent and vigor-
ously shake until the solution is clear and transparent. Meanwhile, the residual amount of the drug under each dispensing method, the
quality of the finished product infusion and the time consumed by each dispensing method were detected, the delivery process of the fin-
ished product infusion was simulated, observe the appearance of the compatibility solution was observed under different conditions, and
the pH value, the number of insoluble particles and the content of voriconazole were detected.Results Under the three preparation
methods, the qualified rate of residues was 100%, and the residues of methods A, B and C were (0.004 3+0.000 1) g,(0.004 2+0.000 1)
g, (0.004 0+0.000 0) g, respectively. There was no significant difference between groups (P>0.05); the deployment times of methods A,
B and C group were (33.616 0+0.887 3)s,(2.648 0+0.428 8)s,(1.670 0 +0.326 9)s, the difference was statistically significant between
groups (P<0.05).5% glucose injection is selected as the solvent, and the compatibility solution obtained under the three dispensing
methods is within 8 hours. Its appearance, pH value, incompatible particles, and percentage of main drug all meet the regulations. Com-
patible with 0.9% sodium chloride injection, turbidity began to appear at 0.5 h, the drug precipitated and crystallized, and the percent-
age decreased to 86.16% in 2 h. At this time, simulating the delivery process of the finished product infusion, the compatibility solution
under mild and strong shaking began to appear turbid at 1.5 h and 1 h, respectively, and the drug precipitated and crystallized, and its
percentage decreased to 89.41% at 3 h under mild shaking, and its percentage decreased to 88.84% in 1.5 h under intense shaking.
Conclusions In clinical practice, 5% glucose injection should be selected as the solvent of voriconazole for injection, and the fin-

ished product infusion should be stable within 8 hours. To improve the dispensing efficiency of the drug, the special solvent in dispens-
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ing method C, a dispensing method that vigorously shakes the solution in the vial until the solution is clear and transparent after dissolv-

ing is chosen. Avoid shaking the finished product infusion.
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UTIHZAH LG, UTT+3 ) 500 20 BRI 2 20 5 7K %6 (84.1646.76) % - MR T i PP G R T 45 41 (43.22+4.07) % L B AR PH T- A T
Bax(2.98+0.35) .caspease-3(3.26+0.31) K5 Al ERK1/2 BEFR L AKE- T, M Z 0GB H I T+ Bel-2(1.27£0.12) £3E D)



