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Fig 1 Structure of the products of azithramycin and related substances
A 6,9 (erythramycin 6, 9-iminoether) ; B. 9,11 (erythromycin 9, 11-minoether) ;
C (azithromycin precursor) ; D. (azithramycin hydrogen borate ); E
(azithramycin)
311 - ,
- 100 0 95 5 90 10 80 20 70 30 60 40 50 50(V /V) , , ,
, , , 90 10 , ,
; 90 10, , ) 90 10(V/V)
312 30 40 50 ,
, , , ) 30
313 06081012 15mL/min , , ,
, , 0 8 mL /min
32
Q 07379 ) 5 mL ) 14 74 29 48
36.85 58 96 88 44 95 81 110 55U g, - 90 10 (V/V)
, ) 15 110U g
(Yazi =159752X - 203947, r=0Q 9911)
33
Q 0651 g, 5mL , ) , S5uL
1 (n=5)
Table 1 The precision of themethod (n =5)
Campound Na 1 Na 2 Na 3 Na 4 Na 5 RD (%)
A 224 2 26 217 219 211 Q 06
B 1 96 195 183 181 170 Q 10
C 225 233 215 220 214 Q 07
D 194 195 2 16 2 04 207 Q 09
E 88 89 89 26 89 07 89 10 88 84 Q 17
A E 1(A E are shown in Fig 1)
34
. (©)
(D) 6,9 (A) 9,11 (B) ,
:A 3 03min, B3 39min, C5 96 min, D & 95 min E 7. 38 min HA.C
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Table 2 Assay reault of crude products (%) 2
Na A B c D E Fig 2 Typical high perfomance liquid chramato-
gran of Azithromycin and related substances
1 2 17 183 2 15 2 16 89 07 . .
1 6,9 (erythramycin 6, 9-iminoether) ;
2 2 06 201 210 5 44 85 67 _ -
3 218 197 108 10 55 80 52 2 %1 (erythromycin 9, 11-mi
4 216 179 196 14 58 76 31 noether) ; 3 (azithromycin precursor) ;
4 (azithromyci hydrogen borate) ; 5
(azithramycin)
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High Performancel iquid Chramatography M ethod for
D eterm nation of Azithranycn and Related Canpounds

Shi Yind"®, Yao Guowei'?, MaM i’
' (School of M aterial Science and Engineering, Beijing Institute of Technology, B eijing 100081)
2 (School of L ife Science and Technology, Beijing Institute of Technology, B eijing 100081)
% (school of Chen istry and Phamaceutical Engineering,
Hebei Technology and Science U niversity, Shijiazhuang 050018)

Abstract A new validated liquid chromatogrgphic method was developed for the determination of the azithro-
mycin and related compounds The sanple was analyzed on a reversed phase ODS (150 mm x4 6 mm i d)
column maintained at 30  with acetonitrilewater (V/V, 90/10) asmobile phase at a flov rate of Q 8
mL /min and monitored by UV detector at awavelength of 205 rm. The method can be used for the detemina-
tion of five campounds: A zithromycin, Azithramycin precursor, erythramycin 6, 9-iminoether, azithromycin
hydrogen borate Itwill play an important role in quality control of gynthetic process

Keywords Azithramycin, azithramycin procuror, azithramycin hydrogen borate, high perfomance liquid

chromaiography
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