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The investigation between impurity profile of domestic

azithromycin for injection and correlation of its salifiable craft’
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Abstract Objective: To investigate the impurity profile status of domestic azithromycin for injection by using dif-
ferent salifiable technologies and evaluate the correlation of its crafts. Methods: Based on 217 batches of impurity
testing datas of azithromycin for injection by HPLC investigate the impurity profile and correlation of its salifiable
technologies according to mathematical statistics and chemometrics methods and validate the investigate results by
using acceleration experiment. Results: Azithromycin B( EP — B) and 3” - decladinosyl azithromycin ( EP —J) had
been detected in all the samples and there are large rangeability among the different factories and salifiable techno—
logical samples the SD was 2.5 and 2. 0; other impurities exist in samples included azithromycin — N — oxides( EP
— L) and azithromycin A( EP — A) yet. Conclusion: The main imurities of domestic azithromycin for injection in now
were azithromycin — N — oxides( EP — L) 3 - decladinosyl azithromycin ( EP —J) azithromycin A( EP — A) and az—
ithromycin B( EP - B) azithromycin A and azithromycin B was craft impurities derived from residues between syn—
thetic reaction and erythromycin B in original material; azithromycin — N — oxides and 3~ — decladinosylazithromycin
were degradation products by oxidation and acidation and acidation products was major degradative form. There are
biggish distinction for species amounts and levels of impurities of azithromycin for injection exsited in differ facto-
ries it was closely correlation to their salifiable craft.
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Fig 1 The statistical chart of salify technology of the domestic azithromycin for injection
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Fig2  The stimulant analysis chart of impurity profile of azithromycin for injection
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Fig 3 The distribution of impurities in azithromycin for injection
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Tab 1 The attributive listing of main impurities in Fig 3

( relative retention time)

( number) ( retention time) (29.107) ( impurities name) ( origin of produce)

2 4.053 0.139 (‘acid radical) \

3 4.753 0. 163 -N- ( azithromycin — N — oxides) ( oxidative degredation products)

9 9.287 0.319 3 - ( acid degredation products)

(37 - decladinosylazithromycin)

13 13. 053 0.448 ( azithromycin A) ( reaction residue)
21 29. 107 1. 000 ( azithromycin) \
25 46. 120 1.584 ( azithromycin B) ( starting residue)
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Fig4 The three — dimensional stimulant attributive chart of impurities in azithromycin for injection
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Fig 5 The statistics of impurities in different salify technological samples
1. ( phosphoric acid) 2. (citric acid) 3. ( hydrochloric acid) 4" . ( other acid radical)
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Fig 6 The chromatogram of azithromycin hydrochloride in pharmaceutical procedures
1. N - ( azithromycin — N — oxides) 2.3" - (37 - decladinosylazithromycin) 3. ( azithromycin) 4.
B( azithromycin B)
* ( the different batch samples in same factory)
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