R Bl P 4 S P
WA ERT.E B EBE RAN BERRROTABHERBYO, TR KK 075000)

HESES R927.2 XHERFRER A XERS

DOI 10.6039/j.issn.1001-0408.2014.29.21

1001-0408(2014)29-2751-03

H O E A B BA RGP IE MR I RN IR N R B IUR B AR, Fr ik R 2010 4R B 25 ) — 3R A%
FAER R R T A AT ik 5A A F T R A9 33 AR IAT R R IR R BT G R ) E KL BRI, SR IRE*®
EAF TS 5 S ATy 97.0% 5 8 3 3 e i b AT b9 4R B AT, B R 545% AR A EK T 0% ., &bzt RE
ERBESIATHRRAFENER o X EF @A) RAEZFER, BRAABERXFTRAF L LHFEOEZRG, TR Y
H AT Z A,

P Iy R e o bl e o M S AR

Quality Evaluation of Cobamamide Tablets
YANG Gui-ying, GONG Xiao-ping, DONG Kun, CUI Lu-lu, WU Li-li, CHEN Jia-chen (Zhangjiakou Institute for
Food and Drug Control, Hebei Zhangjiakou 075000, China)

ABSTRACT OBIJECTIVE: To evaluate the quality and existing problems of Cobamamide tablets through provincial essential med-
icine evaluation. METHODS: According to related determination methods of Cobamamide tablets stated in the second part of Chi-
nese Pharmacopeia (2010 edition), the quality of 33 batches of samples from 5 manufacturers was investigated though prescribe ex-
amination and the exploratory research. RESULTS: The results of prescribe examination showed that pass rate of samples was
97.0% . Through the exploratory research on dissolutions to test samples, the dissolution of 54.5% samples was lower than 70% .
CONCLUSIONS: The quality of the tablet is up to the present requirements mostly, but there is great difference in dissolution of
samples from different manufacturers. The formulation and production process needs to be improved. Current standard should be re-

vised.

KEYWORDS Cobamamide tablets; Evaluative test; Quality evaluation; Prescribe examination; Dissolution
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Fig1 The disintegration time of 33 batches of samples
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Fig 2 The dissolution curves of sample in 3 kinds of medium
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Fig 3 HPLC chromatograms

A. substance control; B. test sample; 1. cobamamide
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Fig4 Dissolutions curves of samples from 5 manufacturers
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