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Abstract; To evaluate the pharmacokinetics and bioequivalence of domestic and imported cefquinome sulfate
injection (7.5% ) in pigs. By a randomized two — way self — crossover study, twenty healthy pigs were randomly
divided into two groups and were given respectively a single dose of test or reference preparations by intramuscular
injection (3 mg/kg ). Plasma concentrations of cefquinome were measured by UPLC - MS/MS. The
pharmacokinetic parameters and the bioequivalence were calculated by WinNonlin 6. 3 software. The main

pharmacokinetic parameters of the test and reference were as follows; Tmax were 2.30 £0.73 h and 2.25 £0.55 h;
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Cmax were 2.37 +0.34 pug/mL and 2.45 £0.36 pg/mL; AUC, _, were 26.38 £2.30 pg + h - mL™', 27.19 =

2.19 wg - h-mL™"; AUC,_ _were27.35+2.34 pg - h - mL™" and 25.07 £2.20 wg + h - mL™~".
_AUC, _,, AUC, _,, between the two formulations (P >0.05). Double

ma; max

There was

unilateral two one — side t — test results suggest that the two formulations are bioequivalent and clinically

interchangeable. This study provides theoretical basis for clinical rational administration.

Key words: UPLC - MS/MS; cefquinome sulfate injection; pig; bioequivalence
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Tab 1 Ultrahigh performance liquid chromatography

gradient elution conditions

0.0 0.3 98 2 6
0.5 0.3 98 2 6
1.0 0.3 99 1 6
2.0 0.3 10 90 6
2.01 0.3 98 2

2.2 0.3 98 2 6
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Tab 2 Qualitative and quantitative ion pair,

tapered hole voltage and collision energy
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30101 AREWA BRI Sk A i VR SR il 25
Yk BE7E 20. 0 ~ 2000. 0 ng/mL 0 Y, I3 254
Ve i 5 0 T AR LU (B 5 R AP P 2R S R (M Rl =
0.99) . LAWEIEIFR RS AR R , I 259 B g\ A b, i

RURIAREMZE TR R .y =2. 491364 —21.9872,1% =
0.996563 ,

3.1.2 EHEAEE MK IRk 0 i
UPLC - MS/MS M J5 ¥& i 45 S R B, 25 1 I R s
JINEESHTE 50 ~ 1000 ng/mL [P, 41 P9 At 1] £
B /INT 8.23% F15.95% K 95 B K5 25 1 I
H rh i R K 6 s Jig S ik B2 7E 50,500 ,1000 ng/mL
IS 2 (TSR AR 99. 42% ~ 100. 31% |, [l g 6 Fa
FE(HR3),

R3I EMENBEEER

Tab 3 Accuracy and precision results

e A
ﬁéﬁmrﬁ? TEIETH x HEAW RSD/ % #HEIE] RSD/ %
(ng. mL™") 1 2 3 4 5
112.60 91.98 93.65 99.61 103.70 100. 31 8.29
50 99.07 95.97 99.91 106. 17 100. 01 100.23 3.70 5.95
90.43 106. 64 105.22 100. 35 98.03 100. 13 6.45
98.85 100. 25 101.93 101.62 94.43 99.42 3.06
500 100. 14 98.99 97.56 104.57 96.58 99.57 3.12 2.84
98.74 99.94 97.87 97.34 104. 82 99.7 3.01
105. 44 99.98 97.54 99.56 98.86 100.28 3.02
1000 101.19 100. 85 99.09 99.11 100.78 100.20 1.02 2.90
97.61 100.98 95. 14 100. 03 106. 86 100. 12 4.39

RSD — FAXHhr i 22

RSD - relative standard deviation
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FAF (2922 °C) AR AT PRFRRE 35 24 b,

3.2 BEAMENMAEIRRRLAEFEZRE S S
Poodh B 520 o 25 SR E RoBh ) FRAE FEERE
(3 mg/kg b. w. ) WL T S B 1R Sk 9 0 fi 52 38 1 57
S LG AN ) s (A1 A5 A 32 3 5 R 2 L i %
N7 RS- 25 0 24 B — B T] T 2 LR 1, o 2 R e
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Tab 4 Major pharmacokinetic parameters

of two formulations

B8 Al el
(Mean +SD) (Mean = SD)
T/ h 2.25+0.55 2.30+0.73
Coo/(pgeh-mL™") 2.37+0.34 2.45 +0.36
T,,/h 5.64 £0.80 5.56 £0.42
AUCy_./(pg-h-mL™") 26.38 +2.30 27.19 £2.19
AUCy_./(pg+h-mL7") 26.74 £2.34 27.35+2.20
MRT/h 8.90 £0.60 8.74 £0.74

F 97.02%

Ty THBREEI T, IKWERTR] € VR AUC: 251 i £8
R iEAR s MRT V- 3% B B 6] 5 SD « bdfii 2%
T, ,, :Elimination half — Life; T, . : Peak time;C

s ¥ max * 79 “max *

Peak concentra-
tion; AUC; Area under the curve; MRT; Mean residence time; SD;

standard deviation
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Fig 1 Mean plasm concentration — time curves of two formulations
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Tab 5 Bioequivalence analysis

S8 Ln(C,,.) Ln(AUC,_.) Ln(AUC,_ )
C1.90_ kR 89.42 97.26 98.81
CI_90_TFR 104.97 105.21 106.72

F—RHHR (o) 0.00013058  0.00000044 0. 0000007
SAIR(1 -B) 0.99 0.99 0.99

4 e E%ER
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K1 ~2.1~32h, F2EDLF I R R HE
XA SE AT TR Sk T G AR AR N I 2 1R
IR, AR R NN TS (2 mg/kg b. w. )
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