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Studies on determination of dissolution of Vitamin B, Tablets

JIA Zhen, L1 Wei
Anhui Institute for Food and Drug Control, Hefei 230051, China

Abstact: Objective To detect the dissolution of 249 vitamin B, tablets using the method of Chinese Pharmacopoeia, investigate the
dissolution profiles of vitamin B, tablets from 6 pharmaceutical factories in four dissolution mediums, compare the dissolution
between UV spectrophotometry and HPLC, and provide the basis for a comprehensive evaluation of the quality of vitamin B, tablets.
Methods Basket method was adopted at 100 r/min under wavelength of 444nm to detect the absorption value; and the dissolution
was determined according to the HPLC method of Chinese Pharmacopoeia. Results Vitamin B, tablets dissolution was well, and
vitamin B, tablets had similar dissolution behavior with different manufacturers and different products by the same manufacturer.
Conclusion The UV spectrophotometry in dissolution examination was not strong on specificity, and give an introduction of HPLC
method to determinate. It is advised that some pharmaceutical manufacturers should improve the product quality by changing the
formulation and process.
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Fig.1 Dissolution distribution of 249 batches of samples
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Table 1 Determination of dissolution of Vitamin B2 Tablets in two factory
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Fig. 2 Dissolution curves of Vitamin B, Tablets in pharmacopoeia dissolution medium (A), water (B), 0.1 mol/L hydrochlo-
ric acid (C) and pH 6.8 buffer (D) (n=6)
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Table 2 Results comparingof dissolution determination

by ultraviolet and high performance liquid

chromatography

e T FE /%

BHME HPLC 7% 2
0032 94.4% 88.2% 6.1%
C0141 95.6% 91.7% 3.9%
0147 95.0% 89.7% 5.3%
C0421 95.5% 89.4% 6.1%
C0432 99.4% 94.7% 4.7%
C0505 97.6% 91.4% 6.2%
FIME 96.3% 90.9% 5.4%
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