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Determination of Related Substances of Lincomycin Hydrochloride Eye Drops by HPLC

ZHANG lJing, ZHU Jianping, CHANG Junshan, YANG Liang(Hebei Institute for Food and Drug Control,
Shijiazhuang 050011, China)

ABSTRACT: OBJECTIVE To establish a method for determination of related substances in Lincomycin Hydrochloride Eye
Drops by HPLC. METHODS The determination was performed on Phenomenex Luna C;g column(4.6 mmx250 mm, 5 pm),
and the mobile phase consisted of 77 mL buffer(dissolved 34 g phosphoric acid in 900 mL water and adjust to pH 6.1 with
concentrated ammonia and diluted to 1 000 mL with water), 8 mL methanol and 15 mL acetonitrile at the flow rate of
1.0 mL-min"". The detection wavelength was 210 nm. The column temperature was 50 ‘C. RESULTS The linearity was found
in the range of 24.68-370.28 pgmL™' for lincomycin(=1.000 0). The detection limit of lincomycin was 1.05 ng.
CONCLUSION The method can separate lincomycin effectively from its degradation product and antimicrobial, and is
suitable for the determination of impurities in Lincomycin Hydrochloride Eye Drops.
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A-system suitability solution; B—test solution; C—detroyed by alkaline; D—detroyed by acid; E—detroyed by oxidation; F—detroyed by light; G—detroyed
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Tab 1 The related substances determination results of
Lincomycin Hydrochloride Eye Drops
&Y%
= s
e P TS =T
110411 0.41 0.23 1.15
110401 0.41 0.23 1.12
101004 0.21 0.27 1.21
20101102 0.24 0.26 0.77
20110101 0.24 0.26 0.77
20090501 0.25 0.27 0.87
9110702 0.20 0.32 1.11
11040702 0.44 0.31 1.14
11010801 0.35 0.27 0.99
421001 0.22 0.28 0.69
421002 0.21 0.27 0.70
411008 0.22 0.27 0.72
110801 0.32 0.18 0.78
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Fig 2 The reaction of Lincomycin Hydrochloride with acid,
hydrainium and sodium periodate
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