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Improvement of Determination Method of Vitamin U Belladonna and Aluminium Capsules [
HUI Bai(Weinan Institute for Food and Drug Control, Shaanxi Weinan 714000, China)

ABSTRACT OBJECTIVE: To improve the determination method of Vitamin U belladonna and aluminium capsules III. METH-
ODS: Determination method of vitamin U was improved in terms of the sample processing methods, that is, the supernatant after
centrifugation replaced the original filtering. Determination method of aluminum hydroxide was improved by reducing the amount
of indicator solution during separation and purification and titration. Content determination of samples by improved method was
compared with that by original standard method. RESULTS: Improved method was in line with the requirements of methodology.
Results of content determination of vitamin U and aluminum hydroxide by two methods were basically same to each other; howev-
er, improved method took shorter to determine the contents (for vitamin U: 1 h instead of 6-10 h; for aluminum hydroxide: 2-3 h
instead of 4-5 h). CONCLUSIONS: Improved method saves time, and is simple and easy to determine the end point of titration,

with accurate and precise results. It can be used as an alternative method for Vitamin U belladonna and aluminium capsules Il

KEYWORDS Vitamin U belladonna and aluminium capsules Il ; Content determination; Method improvement
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Tab 1 Results of recovery test(n=06)
ftEu A

WG AR, WEE, FER, FHE RSD, R MAR, WEE, Fik, R R,
wmg  mg mg % WeE% % Emg mg mg % WK% %

27003002 5763 10107 1384 1635 298 9930
2094 3002 5775 10139 1369 1635 2971 9890
2974 3002 5978 10003 1537 1635 3152 9937
100.54 081 9930 0.59
3000 3002 607.7 10123 15421635 3127 9843
3300 3002 6260 9933 169.0 1635 3317 99.76
33023002 6317 10021 1682 163.5 3319 100.06
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Tab 2 Results of content determination of samples by two
methods(n=2)
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Establishment of the Method for Dissolution Test of Cobamamide Tablets
YANG Gui-ying, DONG Kun, GONG Xiao-ping, CUI Lu-lu, CHEN Jia-chen (Zhangjiakou Institute for Food and
Drug Control, Hebei Zhangjiakou 075000, China)

ABSTRACT OBIJECTIVE: To establish the method for dissolution test of Cobamamide tablets, and to determine the dissolution
of 12 batches of samples from 4 factories. METHODS: Small glass method was used with 200 ml water as medium at the rotation
speed of 75 r/min. The dissolution time was 30 min. HPLC method was adopted, and the detection wavelength was set at 260 nm.
The determination was performed on YMC C;s column with mobile phase consisted of 0.05 mol/L potassium dihydrogen phosphate
solution (pH 3.2) -acetonitrile (85 :15). The sample size was 50 pl. RESULTS: The linear range of cobamamide was 0.257 5-
1.545 0 pg/ml (r=0.999 5) with an average recovery of 99.2% (n=3). RSD of dissolution curves of 6 tablets or 3 batches of sam-
ples were all lower than 9.3% (n=6) at the different time points. The dissolution of 12 batches of samples were 40%-97% within
30 min. CONCLUSIONS: The dissolution of samples from different manufacturers are different greatly. The method can identify

different formulation and production process, and can be applied to control the quality of Cobamamide tablets.
KEYWORDS Cobamamide tablets; Dissolution; HPLC
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