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Formulation Optimization of Cobamamide Tablets by Orthogonal Design

YANG Gui-ying', GONG Xiao-ping', ZHANG Yan-peng’, HUANG Li-hong®(1.Zhangjiakou Institute for Food and
Drug Control, Hebei Zhangjiakou 075000, China;2.North China Pharmaceutical Co., Ltd., Shijiazhuang 050015,
China)

ABSTRACT OBIJECTIVE: To optimize the formulation of Cobamamide tablets. METHODS: The L,(3") orthogonal design was
performed to optimize the formulation of Cobamamide tablets containing cobamamide 0.25 mg per tablet with the amount of
CMS-Na, silicii doxydum and magnesium stearate as factors using dissolution rate as index. Validation test (30 min dissolution
rate, hydroxocobalamine absorbancy at 460 nm to at 352 nm, disintegration time limited and content) of formulation was conduct-
ed, and the accelerated stability test was also carried out. RESULTS: The experimental result indicated CMS-Na was the chief influ-
ential factor of the dissolution rate of Cobamamide tablets. The optimal formulation (10 000 tablets) was composed of CMC-Na 18
g, silicii doxydum 1.8 g and magnesium stearate 3 g. The dissolution rate of prepared tablet was 97%-99% within 30 min. The ra-
tio of hydroxocobalamine absorbancy was 0.93, disintegration time limited was 9-10 min and content was 99.3%-99.7% . Result of
6 month accelerated test was not significant different from that of 0 month accelerated test. CONCLUSIONS: Cobamamide tablets

are prepared successfully and up to the requirements of Chinese Pharmacopeia.
KEYWORDS Cobamamide tablets; Formulation; Orthogonal design experiment; Dissolution rate
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Tab 2 Results of orthogonal design experiment and range
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Content Determination of Vincristine Sulphate Liposomes and Comparison of 3 Methods for Entrapment
Efficiency

CHEN Ying-chong', LI Xiang"’, ZHANG Jing’, LIU Wei', LUO Xiao-jian', MENG Tuo'(1.Jiangxi University of
TCM/National Pharmaceutical Engineering Center for TCM Solid Preparation, Nanchang 330006, China; 2.Ji-
angxi Herbfine Co., Ltd., Nanchang 330006, China;3.Jiangxi University of TCM/Key Lab of Modern Prepara-
tion of TCM, Ministry of Education, Nanchang 330004, China;4.School of Pharmacy, China Pharmaceutical
University, Nanjing 210009, China)

ABSTRACT OBJECTIVE: To establish the method for the content determination of vincristine sulphate (VS) liposomes, and to
compare 3 methods for entrapment efficiency. METHODS: HPLC method was adopted. The determination was performed on Agi-
lent Cs column with mobile phase consisted of 4.5% diethylamine solution (pH 7.0)-methanol (1:7, V/V) at the flow rate of 1.0
ml/min. The detection wavelength was set at 297 nm. The entrapment efficiency was determined by ultracentrifugation, ultrafiltra-
tion and microcolumn centrifugation method, respectively. RESULTS: The linear range of VS were 1-160 ug/ml (#=0.999 9) with
an average recovery of (97.8 + 1.1)%. Method recoveries of 3 methods for entrapment efficiency were in line with the methodology
requirements (recoveries=96.54% ) , entrapment efficiency were 96.54% , 96.84% , 95.29% . CONCLUSIONS: The method for
content determination is accurate; ultracentrifugation method is more simple and rapid among 3 methods. Established methods for
content determination and entrapment efficiency can be used for quality control of the preparation.

KEYWORDS Vincristine sulphate liposomes; Content determination; Entrapment efficiency
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