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Analysis of the Dissolution of Ribavirin Tablets Based on Fiber-optic Sensing Process

ZHANG Ming-yue', LI Xin-xia', ZHENG Li-min', WANG Wei-ping’, CAI Lei*(1.College of Pharmacy, Xinjiang
Medical University, Urumqi 830011, China; 2.Xinjiang Institute for Food and Drugs Control, Urumqi 830004,
China)

ABSTRACT OBJECTIVE: To establish a process analysis method for the dissolution determination of Ribavirin tablets. METH-
ODS: According to the dissolution condition stated in American Pharmacopoeia, the release process of Ribavirin tablets was deter-
mined using FODT system in water. FODT was established for the dissolution of 3 different specifications (0.02, 0.05, 0.1 g) of
Ribavirin tablets (probe specification, detection wavelength). Samples from 11 manufactories were studied. RESULTS: The disslu-
tion of 2 methods were in line with the requirments, but FODT could used to detect the dissolution difference of samples from dif-
ferent manufacturers and different tablets from same manufacturers. The probe specification and detection wavelength of 3 specifica-
tions of samples were 5, 2, 1 mm and 210, 228, 234 nm. CONCLUSIONS: FODT method can directly monitor the dissolution of
drugs effectively and reflect the in vitro dissolution characteristics of samples quantificationally and continuously.
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Fig 1 UV absorption spectrum

A. substance control; B. test samples
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Tab 1 Linear relationship of 6 pathways (water as medium)
i A BEFE o

20.40% 40.79% 61.19% 81.58% 102.25% 122.38%
02038 04116 05856 07610 09054 10496 0=119.40A4-7.2903 0997
0.2162 04282 0.6004 0.7834 09536 11016 Q=113.77A4-6.7957 0.998
02060 04112 05762 0.7440 08976 1.0386 Q=121.50A4-7.8236 0.998
02144 04302 0.6008 07832 09476 1.1000 (=11425A4-6.9953 0.998
0.2112 04210 05916 07738 09288 1.0708 Q=117.19A4-74622 0.998
02150 04222 05888 0.7624 09136 1.0468 Q=121.03A4-9.0139 0.997
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Tab 2 Results of recovery tests(n=3)

PRERRRRE,  ABRIRRE SRR, THEGE,  RSD,
pg/ml W, pg/ml pg/ml % %
2.778 2.186 5.009 102.07 248
2.778 3.279 6.218 104.90 441
2.778 4918 7.960 105.37 0.98
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Fig 2 Mean dissolution curves of samples from 11 manufac-
turers in water
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Tab 3 Comparison of the dissolution of same samples by 2
methods

e 0.%
)
&tk . 5 ] i 5 p

H FODT 105.7 103.2 102.8 1032 99.5 104.7
HPLC 103.0 103.7 103.1 1044 102.5 106.7
I FODT 954 97.1 979 824 85.8 96.5
HPLC 97.0 99.4 100.8 84.9 89.0 99.8
] FODT 1233 124.6 116.6 121.6 119.7 120.1
HPLC 100.0 102.7 100.8 1013 100.6 102.1
K FODT 1074 108.0 106.2 1072 110.9 108.6

HPLC 110.0 110.9 110.1 110.7 116.6 114.8
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Fig 3 The release processes of samples from 4 manufacturers
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Fig 4 The release curves of 2 different specifications of sam-
ples with different probes(n==6)
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Tab 4 The dissolution of 2 different specifications of sam-
ples with different probes and wavelengths
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Bek234nm 1001 979 989 1015 1000 991
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Fig 5 The dissolution curves of 2 different specifications of
samples with different wavelengths in 30 min(n=26)
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Quality Evaluation of Nutrient Agar Media for Drug Test
XIE Wen, ZHAO Hong-da, FAN Wen-ping (National Institutes for Food and Drug Control, Beijing 100050,
China)

ABSTRACT OBIJECTIVE: To study the quality of nutrient agar media used for drug test, and to explore the evaluation method
of sensitive medium. METHODS: Using growth rate and colony diameter as index, 5 quality control organisms were used to evalu-
ate the nutrient agar media from 7 domestic and foreign manufacturers, compared with control medium. RESULTS: The growth
rate of quality control organisms in all medium was higher than 0.7. One medium is inferior to the control medium in colony size,
and also weaker than the control medium in pigment-producing ability of chromogenic bacteria. CONCLUSIONS: The quality of nu-
trient agar media lacks of stability in current circumstances. Size and morphology of the colonies are sensitive method to evaluate

the quality of nutrient agar media.

KEYWORDS Nutrient agar media; Quality comparison; Growth rate; Colony morphology; Drug test
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