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Improved Method for Determination of Tilmicosin
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Abstract; A method was established for the determination of tilmicosin and it preparations, including premix,
injection, and solution by the high — performance liquid chromatography. C18 column was applied (4.6 mm x
250 mm,5 pm) with the mobile phase consisting of 10% trifluoroacetic acid — acetonitrile (65 —35) at a flow
rate of 1. 0 mL/min. The injection volume was 10 pl, the detection wavelength was 280 nm, the column
temperature was 30 “C. The results showed a good linear relationship was achieved in the range of 0.01 ~2.0 mg/
mL (R*=0.9998). The RSDs of precision, stability, and reproducibility were lower than 0. 8% . The limit of
detection was 0. 8 wg/mL. The resolution between cis — form and trans — form tilmicosin was more than 1. 5.
Moreover, the cis —8 — epimer could be separated effectively. This method could improve the detection efficiency
with convenient operation, high accuracy, and good reproducibility, which provides methodological basis for
improving and promoting the quality standards.
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Fig1 Chromatograms of tilmicosin reference (A), tilmicosin premix (B),

tilmicosin injection (C), and tilmicosin solution (D)
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Tab 1 Recoveries of tilmicosin in premix, injection, and solution

HibilEssit] AR AE mg JMA G mg I E{H mg I S35 [l g RSD
12.18 9.94 21.95 98.3%
12.41 9.94 22.05 97.0% 97.1% 0.9%
12.22 9.94 21.77 96.1%
12.25 12.43 24.91 101.9%
Bk B IR 12.19 12.43 24.89 102.2% 101. 6% 0.6%
12.17 12.43 24.68 100. 6%
12.28 14.91 26.87 97.9%
12.20 14.91 26. 85 98.3% 98.0% 0.2%
12.57 14.91 27.16 97.9%
32.30 11.93 44.27 100.3%
32.30 11.93 44.00 98.1% 99.1% 1.0%
32.30 11.93 44.08 98.7%
32.30 14.91 46.96 98.3%
K RIS 32.30 14.91 46.86 97.7% 97.6% 0.6%
32.30 14.91 46.72 96.7%
32.30 17.90 49.83 97.9%
32.30 17.90 49.82 97.9% 97.9% 0.1%
32.30 17.90 49.84 98.0%
25.41 9.94 35.42 100.7%
25.41 9.94 35.36 100. 1% 100. 4% 0.2%
25.41 9.94 35.39 100. 4%
25.41 12.43 37.68 98.7%
ks BRI 25.41 12.43 37.70 98.9% 98.4% 0.5%
25.41 12.43 37.55 97.7%
25.41 14.91 40.13 98.7%
25.41 14.91 40.06 98.3% 98.5% 0.2%
25.41 14.91 40.10 98.5%
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Tab 2 The results of the sample content (n =2)

B KIS 2015 AERR—F A
BAERBEN  96.1% 96.7%
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