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Study on the Pharmacokinetics and Bioequivalence of Two Kinds of Florfenicol Injection in Chicken

SUN Zheng, YANG Yan-ping, CAO Bo et al (Xi’an United Nations Quality Detection Technology Co.,Ltd.,Xi’ an,Shaanxi 710086)
Abstract [ Objective] To compare the pharmacokinetic characteristics and evaluate the bioequivalence of two kinds of florfenicol injections
produced by Schering plough animal health company ( reference preparation) and a domestic manufacturer ( test preparation ) .[ Method ] 24 fast
large white-feathered broilers were randomly divided into two groups.The reference preparation and test preparation were administrated by the
dose of 0.067 mL/kg.LC-MS/MS method was used to determine the plasma concentration, and pharmacokinetic parameters and bioequivalence
result of the two preparations were calculated by WinNonlin. [ Result ] The peak concentrations(C,, ) of test preparation and reference prepara-
tion were (4.85+0.57) and (4.83+0.43) pg/mL respectively, T, were (39.58+23.68) and (41.67+16.06) min respectively, AUC,,,, were
(1561.32+497.38) and (1 529.25+444.88) (wg-min)/mL.Analysis of double one-sided ¢-test and confidence interval showed that the two

preparations were bioequivalent. [ Conclusion ] Two kinds of florfenicol injections from Schering-Plough animal health company and domestic

market were bioequivalent.
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Table 2 Verification results of florfenicol analysis method
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Verification items Acceptance criteria Verification results Conclusion

KrIIBE Detection limit S/N=10 MRS YRR R 50 ng/mL i} ,S/N=10 SRR A 50 ng/mL
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Note : A.Blank plasma samples;B.Accuracy and precision test samples

22 MBREMBGHESH LGNS 2 FHFE,
025590 P~ PR AL 3. BT B S M 25 5 )
SSRGS 4, 1K 4 TR, SRR €, H (4852

E1 smEXREEMNBREKARILE
Fig.1 LC-MS/MS chromatogram of florfenicol

0.57) we/mL, T, J7 (39.58+23.68) min, T,, Jy (299.06+  444.88) (pg * min)/mL,
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151.12) min, AUC, ,,, 7 (1 561.32+497.38) ( g - min)/mL,
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Table 3 The plasma concentration changes of two kinds of florfenicol preparations in chicken with time ng/mL

HilFIFn2E fi5f[A] Time // min

Preparation types 0 10 15 20 30 60 120 240 360 480 1 440
Z: il 0.00+ 1.40+ 2.49+ 3.73+ 4.34+ 4.07+ 3.26+ 241+ 1.62+ 0.80+ 0.13+
Reference preparation 0.00 0.62 0.82 1.00 0.87 0.80 0.93 0.80 0.67 0.39 0.12
AR 0.00+ 1.31% 245+ 3.68+ 4.56+ 437+ 342+ 2.32+ 1.49+ 0.73+ 0.12+
Test preparation 0.00 0.57 0.73 0.71 0.60 0.76 0.70 0.63 0.46 0.34 0.10
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Table 4 Pharmacokinetic parameters

il FIFhE Cras
Preparation types pg/mL

min min

T, AUCofu h
i (g min)/mL

Z: L5 Reference preparation 4.85+0.57 39.58+23.68 299.06+151.12 1 561.32+497.38
ZiRHI57 Test preparation 4.83+0.43 41.67+16.06 255.12+98.65 1 529.25+444.88
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Table 5 AUC,,,, and C,, double one-sided ¢-test evaluation results

after logarithmic transformation

P
g t t, Prob_80_00 Prob_125_00
Pramameter

In(C,,.) 10.22 -10.23 0.00 0.00
In(AUC,_y,, ) 2.56 -2.93 0.01 0.00

&6 AUC,,,,# C,, SHEFEREEFEREZITMER

Table 6 AUC,_,,, and C,,, confidence interval method evaluation re-

sults after logarithmic transformation %
o CI_90_Lower CI_90_Upper
Pramameter
In(C,.,.) 96.31 103.81
In(AUC_y,,) 85.69 113.29
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