400

MRA=r4

Yan Ke Xue Bao 2020,35(6) ykxb.amegroups.com

doi: 10.3978/j.issn.1000-4432.2020.11.06
View this article at: http://dx.doi.org/10.3978/j.issn.1000-4432.2020.11.06

[ =]

ES:: 2z

RIREFHRENSENEREFRREMNE

M@, FyrE, FHE, TEAR
[l R v Ll MR R s (MR B2 [ R o A5 SE 90 ) 224356, )M 510080]

BH: 7 = AOR A €% 7% (high-performance liquid chromatography, HPLC)IM & £k 37 5 w7k AR
& RHFEILIF R, i A5t MAgilent Eclipse Plus C18{13i% 4+ (4.6 mmx250 mm,
S um), BIAHR0.02 mol/ LR 2% vh il (HES TR I8 17 pHAH £4.0£0.3)- 2 (55:45, V/V), kil
K }9256 nm, WA H1.0 mL/min, HRA3S Co GFR: K7 HEMETE0.0425~0.1487 mg/mLyf Ji i [
N BRI & (r=0.9999), S B 99.97% HHXS A5 1 22 (relative standard deviation,
RSD)40.12%(n=9), Z GG L E LS, XA ORI AR 5 V3 W 7E 2 RS 12 WA AR E
ZIRIRBAT IS, T2~8 °C, 25 °C, 40 CHREE G RIGEAFICE , L4, F255 897
98.0%LL I, 51t : HPLCKI VLMoL . Puad . vERG, AT ]300 5 PR S7 o i HR 9 1) % £ T2 TR
WO AR E P R

PR FREMERGIR W s v OB (3 s s S I s etk

Determination of voriconazole eye drops and
its stability after opening
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Abstract

Guangdong 510080, China)

Objective: To establish a high-performance liquid chromatography (HPLC) method for the determination of
voriconazole eye drops and investigate the stability of this eye drops after opening. Methods: The analytic column
was Agilent Eclipse Plus C18 (4.6 mmx250 mm, S ym) and the mobile phase was 0.02 mol/L ammonium acetate (pH
adjust to 4.0£0.3 with acetic)-acetonitrile (55:45, V/V) at a flow rate of 1.0 mL/min. The detection wavelength was
256 nm and the column temperature was 35 “C. Results: The linear range of voriconazole was 0.0425-0.1487 mg/
mL (r=0.9999). The average recovery rate of voriconazole was 99.97% with a relative standard deviation (RSD)
of 0.12% (n=9). The method yielded high reproducibility. The reference solution and testing solution were
stable for 12 h in room. After opening the eye drops for use, the eye drops were stored 2-8 °C, 25 °C and 40 °C,

respectively. The proportion of main ingredients exceeded 98.0% within 4-week use. Conclusion: The HPLC
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detection method is simple, quick, and accurate, which is suitable for the determination of voriconazole eye drops.

Furthermore, the voriconazole eye drops has high stability after opening.
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Table 1 Results of adding sample recovery

75 AR /mg WS E/mg  EICE/%
80%-1 8.4968 8.5062 100.11
809%-2 8.4968 8.4871 99.89
80%-3 8.4968 8.5003 100.04
100%-1 10.6210 10.6002 99.80
100%-2 10.6210 10.6319 100.10
100%-3 10.6210 10.6081 99.88
120%-1 12.7452 12.7215 99.81
120%-2 12.7452 12.7563 100.09
120%-3 12.7452 12.7461 100.01
P R /9% 99.97

RSD/% 0.12
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Table 2 Results of durability test

AL A PR I TE] /min /%

FEIR/ C
30 6.918 98.2
35 6.816 97.9
40 6.717 97.9

?ﬁiﬁ/(mbmin_l)
0.8 8.441 98.1
1.0 6.816 97.9
12 5.738 98.2
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Table 3 Three batches analysis results of voriconazole eye drops

Ejine /% RSD/%
20052601 97.8 0.18
20060201 101.6 0.16
20060202 101.8 0.25
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Table 4 Stability of voriconazole eye drops after opening

S BHER gl P
(mOsmol-kg )

2~8 CHE 0 6.2 545 101.8
1 6.2 546 102.1
2 6.1 543 100.1
4 6.1 545 98.4

25 CHE 0 6.2 545 101.8
1 6.2 546 101.1
2 6.1 545 101.0
4 6.2 547 101.6

40 CHOG 0 6.2 545 101.8
1 6.2 545 101.2
2 6.2 546 100.1
4 6.1 548 99.5
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