%22% 5 ABEBRLE B Vol. 22, No. 5
448 2016 49 H Journal of Tianjin Medical University Sep. 2016
MEHRES 1006-8147(2016)05-0448-04 e
it &

UPLC-MS/MS I 5 BT B PG PR Bik 1 v 2 R AR A Y 245 3

= B, RES,BEA, K 3R, E B,EEE,XNER
(R P 25 a0 2 37 28 - SR L e e 5 o a0 2 1 1 i, R e A b 2 e 95 1 351 i AR 22
BEP TGO, REEH R 2527, K 300193)

WE HBY.: 2 S UPLC-MS/MS M2 XK o 3 & I 32 0 AR08 7 sk -2 17 S5 ARk ob B 69 £ 2k, ik L F 55T 4 MR,
A A5 A & AR LT, - A UPLC-MS/MS | % o 3¢ 7 £ 09 4k 4% 3h 4 52 3 K R REAMLR XL B & 3T B8 2 367% ,6 RkAs K o
R3] 15T 32 T AR g A bl h) 7] Xk UG ) e 25 3 S 2 B A RN B R N e SRk EE IR 1 B B T SE VR ARk
HREFF B Ke #(0.50£0.16 )h™', 1, # (1.5320.57)h, AUCy 1, # (113.21£30.63)pg/(mL-h),Cmax # (31.53+7.37 )ug/mL,
Tmax 4 (1.8320.41)h; 7 & I 3£ 5 Ak Bk b i 378 425 2 Ke 4 (0.4420.16)h7,t,, 4 (1.7820.76 )h, AUC, 1, 1 (122.11428.65 ) g/
(mL-h),Cmax # (31.01£7.63 )ug/mL, Tmax % (2.08+0.58 )h, #8.3+ £ 4 F] J J& 4 (92.09+9.95)% . 2518 : vA AUCqn, Cmax F» Tmax
F RN FEAT, B B 6 TS50 MR AP AR B T 69 A p ] AR eAS K AR 1 A F AL,

K FTERMRGIRAT R A EFRG B R

FESES RY XERFRERD A

Study on pharmacokinetics and bioequivalence of amoxicillin pulsatile— release tablets by UPLC-MS/MS in
beagle dogs
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Abstract Objective: To establish a UPLC-MS/MS method for determination of amoxicillin pulsatile-release tablets in dog plasma,and
evaluate the pharmacokinetics and bioequivalence of amoxicillin pulsatile—release tablets after single oral dose administration. Methods:
Carbamazepine was used as an internal standard,and the protein of plasma samples were precipitated by perchloric acid. According to
randomized two—period self crossover study, six dogs were given single oral doses of the test preparation and reference preparation, then the
concentration of amoxicillin in plasma were determined, and the pharmacokinetic parameters were calculated and the bioequivalence of the
two preparations were evaluated. Results: The pharmacokinetics of developed amoxicillin pulsatile —release tablets were as follows:Ke
(0.50£0.16) h™,1,,(1.53£0.57) h, AUC_j,(113.21+30.63) pg/(mL-h),C,..(31.53+7.37) pg/mL, Tmax(1.83+0.41) h;the pharmacokinetics of
commercial amoxicillin pulsatile—release tablets were as follows: Ke(0.44+0.16) h™,t,,(1.780.76)h, AUCy15,(122.11+28.65)g/(mL+h), C,,.,
(31.01 £7.63)pg/mL, T, (2.08£0.58)h. The relative bioavailability of the test tablet was (92.09 £9.95)% . Conclusion: The developed

amoxicillin pulsatile-release tablets may be bioequivalent to the commercial amoxicillin pulsatile-release tablets.
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Fig 2 The concentration—time curves of amoxicillin in beagle dog
plasma after taking developed and commercial amoxicillin

pulsatile-release tablets (17=6)
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Tab 2 The pharmacokinetic parameters

24 SZ A7 ZIL I
Tmax/h 1.83+0.41 2.08+0.58
Cmax/(pg/mL) 31.53+7.37 31.01+7.63
AUC(0~12 h)/[pg/(mL+h)] 113.21+30.63 122.11+28.65
AUC(0~%)/[pg/(mL-h)] 117.57+31.47 127.60+32.03
Tipo/h 1.53+0.57 1.78+0.76
MRT(0~12 h)/h 3.44+0.35 3.58+0.37
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