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Study on in vitro Release of Self-made Isosorbide Mononitrate Sustained-release Capsules
MA Ya-zhong, WU Yan, GUO Shuang-yan(Dept. of Pharmacy, General Hospital of Air Force, Beijing 100142,
China)

ABSTRACT OBIJECTIVE: To establish a determination method for release rate of self-made Isosorbide mononitrate sustained-re-
lease capsules, and compare release behavior with reference preparation. METHODS: Basket method was adopted with water 500
ml as dissolution medium and rotation speed of 50 r/min. HPLC method was carried out on venusil MP C;s column using metha-
nol-water (37:63) as mobile phase. The detection wavelength was set at 220 nm. Similar factor method was used to evaluate the
similarity of release between self-made preparation and reference preparation; release model of two preparations were fitted. RE-
SULTS: The linear range of isosorbide mononitrate were 20-140 pg/ml (»=0.999 9) with an average recovery of 99.86% (RSD=
0.17% , n=3) ; similar factor f; of two preparations was greater than 50; the fitting of in vitro release model was close to Higuchi
equation. CONCLUSIONS: Established method is simple and accurate; self-made preparation is similar to reference preparation in

release characteristics in vitro.
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{354 . Venusil MP Cy5(250 mmx4.6 mm, 5 um) ; i shAH :
FAEL- 7K (37:63) , W38 : 1.0 ml/min; B0 K : 220 nm; $EAE R
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Figl HPLC chromatograms
A. blank solvent; B. blank excipients solution; C. standard solution; D.
test solution (lot No. 20121003 ) ; 1. isosorbide mononitrate
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Tab 1 Results of recovery test(n=3)

AR, mg SR, mg  BICE, % FHREIE, % RSD, %
40.02 39.93 99.78
40.06 40.01 99.88
39.97 39.98 100.03
50.04 4997 99.86
50.08 4985 99.54 99.86 0.17
50.10 50.03 99.86
60.04 60.05 100.02
60.07 60.10 100.05
60.12 59.95 99.72
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Fig 2 Comparison of accumulative release rate of Isosor-
bide mononitrate sustained-release capsules in 4 mediums
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Fig 3 Comparison of accumulative release rate of Isosor-
bide mononitrate sustained-release capsules at different rota-
tion speeds
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Fig 4 Uniformity and reproducibility of release rate for 3
batches of samples
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Fig 5 Comparison of release rate of self-made preparation
with reference preparation
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Tab 2 Results of release model fitting
FE i AL r

Hillah FYRE: 0=9.967 7t+13.355 0.9512
— 27 :In(100—-0)=—0.235 81+4.478 5 0.996 9
Higuchi J5FE: 0=29.682/+3.416 5 0.999 9
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