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Assessment the quality of domestic rifampicin for oral preparation

PANG Qing —lin YUAN Yao —zuo ZHANG Mei QIAN Wen
HOU Yu - rong ZHAO Xun FAN Qing — feng

( Jiangsu Institute for Food and Drug Control Nanjing 210008 China)

Abstract Objective: To evaluate the quality status of domestic rifampicin for oral preparation and existing prob—
lems. Methods: According to the general requirements of national assessment programs in 2010 use statutory testing
methods to examine samples; Establish or improve some methods for the exploratory research: ( 1) Recognition by
adding raw materials used to establish a method for the identification of rifampicin crystalline in oral dosage by pow—
der X — diffraction. Determined the raw materials used for foreign and domestic capsules; capsule contents were ob—
served by visual color to find the contact with rifampicin crystalline; Established the model to identify rifampicin
crystal rapidly by near — infrared; ( 2) Using HPLC — UV — ESI - IT — MS" technology and MatLab analysis software

to identified the structural of main peaks under the chromatographic conditions carried out in Chinese Pharmacopeia
2010. These data were stated by using SPSS sofiware; ( 3) Using zebrafish model to compare the toxicity of zebrafish
embryos of rifampicin and related substances; (4) Using ambient drying decompression drying and karl fischer ti—
tration to determine the moisture content of the capsules. Results: Using statutory testing methods in 226 batch of

samples 224 batch of qualified ( 98.2% ) 4 groups ( 1.8% ) failed Loss on drying as the main causes of fail-
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ure; Using the exploratory research: ( 1) Rifampicin raw materials used in domestic capsules are I type mainly for—
eign were || type part I type; domestic tablets was I type also. Capsule contents were observed by visual color I
type was bright red 1 type was dark red; and the results is same of the results from powder X — diffraction; (2) Al-
so referring to the relevant literature the structure and fragmentation pattern of rifampicin and related impurities
were presumed which were based on mass spectrometry results; ( 3) Comparison the toxicity of zebrafish embryos of
rifampicin and related substances showed that although rifamycins can cause abnormal embryonic development of
the individual but its main role is for the early embryonic death. The order of the embryonic lethal action of six rifa—
mycins is that: S — sodium salt of rifamycin > rifamycin SV > 3 - formyl rifamycin SV > quinone rifampicin > rif-
ampicin > > N - oxidation of rifampicin. Its toxicity mainly related to the parent ring structure toxicity is related of
the structure at C3 substituent; ( 4) Three methods for measurement of water showed no significant difference which
using raw materials to fill the capsule directly but t the results of karl fischer titration was significantly higher than
the results of weight loss results which the accessories is more. Conclusions: At present the most products quality of
domestic rifampicin for oral preparation can meet the current standards there are still in some problems in few en—
terprises such as Loss on drying exceeded weight uniform uneven and content assayed lowly and so on. Exploratory
search suggests that existing standards is in deficiencies and need to improve standard immediately.
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Tab 1 Impurity structure of rifampicin
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Fig 1 Schematic diagram of related substances by spectroscopy correlation
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