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Preparation and Quality Control of Azithormycin Eye Drops
LIU Yang"*, LI Zhi’, GUO Xin-hong’, TANG Xing' (1.School of Pharmacy, Shenyang Pharmaceutical Universi-
ty, Shenyang 110016, China;2.School of Pharmacy, Zhengzhou University, Zhengzhou 450001, China)

ABSTRACT OBJECTIVE: To prepare Azithormycin eye drops and control its quality. METHODS: Azithormycin eye drops were
prepared using fucose as osmotic pressure regulator, citric acid as latent solvent, sodium hydroxide as pH regulator and ethylpara-
ben as bacteriostat. HPLC was used to measure the content of azithormycin. We investigated the stability of the preparation and eye
irritation to rabbit eyes. RESULTS: Azithromycin eye drops were colorless and transparent liquid with pH of 6.7-6.9 and osmotic
pressure of 0.287-0.296 Osmol/kg; it was isotonic to tear, and the identification and examination items met the requirements of Chi-
nese Pharmacopeia. The linear range of azithromycin were 200-1 200 pg/ml (#=0.999 8) with average recoveries of 99.15%-100.4%
(RSD=1.047%-1.909% ). No significant changes in indexes were found in high-temperature, high-humidity, accelerated and long-
term tests, compared with O h; the drops had no irritation to rabbit eyes. CONCLUSIONS: The preparation is simple, feasible in

technology and controllable in quality without eye irritation; the period of validity forecast is 2 years preliminarily.
KEYWORDS Azithormycin; Eye drops; Preparation; Irritation; Stability; HPLC
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Fig1 HPLC chromatograms
A. substance control; B. test sample; C. test sample after high tempera-
ture; D. test sample after high humidity; E. test sample after high light;

1. azithromycin
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Tab 1 Results of recovery test(n=3)

AL, mg W mg BCE, % FHERE, % RSD, %
5.030 5.090 101.2 99.15 1.909
5.070 5.010 98.82
5.100 4.970 97.45
8.160 8.280 101.5 100.4 1.047
8.080 8.100 100.2
8.040 7.990 99.38

12.12 12.04 99.34 100.0 1.297
12.31 12.21 99.19
11.95 12.13 101.5
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Tab 2 Results of accelerating test(n=3)

wHEL,ANA B TERHRE pH BB, Osmol/kg L%
0 T B 6.74 0.296 100.4+0.4
1 Tt b 6.77 0.291 101.7£023
2 Tt biei| 6.81 0.290 98.7240.3
3 it bkl 6.84 0.287 1013402
6 Tt B 6.74 0.286 100.4 +0.4

%3 KHRKBEER(n=3)
Tab 3 Results of long-term test(n=3)

B AT B W pH BB, Osmol/kg &, %
0 Tt 6.74 0.296 100.4 +0.4
3 ot TEH 6.84 0.292 101.1£0.2
6 ot W 6.78 0.291 1003403
9 T TEH 6.87 0.290 99.50 0.3
12 Tt W 6.79 0.288 99.1740.3
18 Tt TEH 6.88 0.287 98.72+0.3
24 it EH 6.90 0.285 98.61+0.4
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Tab 4 Results of eyes irritation test
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