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Pharmacokinetic Study of Sodium Ferulate Gastric Floating Sustained-release Tablets in Beagle Dogs

RUAN Jianshan, HAN Song, WANG Xiangjun, DING Zhongjie(Zhejiang Jiuzhou Pharmaceutical Co.,Ltd, Taizhou
318000, China)

ABSTRACT: OBJECTIVE To establish an HPLC method to determinate sodium ferulate in Beagle dogs and compare the
pharmacokinetic pararmeters between sodium ferulate gastric floating sustained-release tablets and sodium ferulate tablets by
single dose in Beagle dogs. And to demonstrate the controlled release effect of sodium ferulate gastric floating sustained-release
tablets. METHODS Use a standard two period cross-over design, the plasma concentration of sodium ferulate was determined
by HPLC after a single oral dosage(equal to 100 mg sodium ferulate). Methanol-10% TCA (1 : 1) was used as a protein precipitant
agent with a ratio of plasma-protein precipitant agent(3 . 2). After centrifugation, the supernatant was analyzed and the
pharmacokinetic parameters were obtained by 3P97 statistical analysis software. RESULTS Sodium ferulate gastric floating
sustained-release tablets indicated a good controlled release profiles with prolonged t..., lower C,. and no burst effect.
CONCLUSION The HPLC method meets the requirement of sensitivity, specific and recovery and is capable to determine
sodium ferulate in Beagle dogs. Sodium ferulate gastric floating sustained-release tablets indicates a marked sustained release
profiles.
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Figl HPLC chromatograms of sodium ferulate in dog plasma
A-blank plasma; B-sodium ferulate standard solution (10 pg'mL™");

C-blank plasma + sodium ferulate(0.5 pg'mL™"); D—plasma sample after
administration of sodium ferulate; 1-sodium ferulate
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Tab 1 Recovery results of sodium ferulate in dog plasma
(Xxs,n=5)

e /ug-mL™! Trd AR 1% 40t IR /%
0.025 95.7111.52 85.12+16.34
0.5 96.35+5.54 86.23+7.56
5.0 95.88+2.34 84.34+8.23

27 FEEEHELE

S [l 270 L T 1.5 mL H 26 S04,
TINAS [ 94 B (00 46 30 pl, Beihl . iy
3AMNKEMERS 3 (A 0025, 0.5,
5.0 pgmL™"), #% “2.37 WR kAL EERAE, AR
3 F—HEM, WEHNZE, E8:3d, Lik3
Pk BERERIERE 1 Ik, THE HI 2, 2R ILE 2.

F2 PR A DA % (n=3)
Tab 2 Precision results of sodium ferulate in dog plasma
(n=3)

WS /ug-mL™!

H K % % RSD/% H A1k 2 &£ RSD/%

0.025 5.25 532
0.500 3.14 5.12
5.000 2.12 4.10

ARSI RIS b, AR, P IR k(]
WCRIGTE 100% /547, 4% A R B IA 3] 85% 4
Ay TR BN I [RDRS 25 BE441<15%. 25 R,
Wb 7 ¥ TR A 58 RIORS  BE 38 75 6 oK
2.8 FaEMEFEE

B IR e £ 4 Al s s 3 4
WG N 0.025, 0.5, 5.0 pgrmL HIIRER, %
30, 1 ORHRIE “2.37 TR 5k A B S5 B AR LAY
VW, TR NG ICE 48 hy 14 R IR 3 IR,
P HEA R SAE T (=20 CO)BLCE 14 d, %18

- 248 - Chin JMAP, 2012 March, Vol.29 No.3

“HLIEAE S A AL BT VE T TUR 5k B . BT
PRUE TSN IR, SER 4 R LR 3. 4R
BIRAGAE N, FERRUETE RAF, BEM AL S0 25K

F3 AMAHFFFARNRTE(X LS, n=5)
Tab 3 Stability of sodium ferulate in dog plasma(X*S§S,
n=>5)
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/ugrmL™! i Vi K144
0.025 0.024+0.002 0.023+0.002 0.024+0.003
0.500 0.485+0.010 0.480+0.030 0.494+0.020
5.000 4.900+0.123 4.850+0.210 4.892+0.240
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Fig 2 Curve of sodium ferulate in dog plasma after a single
oral administration of sodium ferulate gastric floating
sustained-release tablets and sodium ferulate tablets
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Tab 4 Pharmacokinetics parameters of sodium ferulate in
dog plasma after a single oral administration of sodium
ferulate gastric floating sustained-release tablets and sodium
ferulate tablets( X £ S, n=5)

% M o] 58 7 S 3
tmax/h 3.01 £0.61 0.33+0.26
Crnax/ngmL™" 0.75+0.11 2.60+0.23
tyo/h 3.82+1.13 0.56+0.21
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