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Pharmacokinetics and Bioequivalence of Valsartan Dispersed Tablet in Healthy Volunteers

QIU Feng, HE Xiaojing, ZHU Xu, ZHAO Lil’nei*(Department of Pharmacy, Shengjing Hospital of China Medical
University, Shenyang 110004, China)

ABSTRACT: OBJECTIVE To investigate pharmacokinetic and bioequivalence of valsartan dispersed tablet in healthy
volunteers. METHODS Twenty volunteers were randomly divided into 2 groups. A single oral dose of 80 mg of test or reference
tablets was delivered to each volunteer in an open crossover test. The plasma concentration of valsartan was determined by HPLC
fluorescence detection. Based on the parameters of pharmacokinetic and relative bioavailability, the bioequivalence of valsartan was
evaluated. RESULTS C,,, was (2 536 1 293) ng-mL"l and (2 457 £1 413) ng-mL"l, tmax Was (2.5 £1.1) h and (2.3 £0.7) h, 1,
was (5.9 +£1.8) h and (5.8 £1.1) h, AUCg.391 in 2 groups was (14 984 +7 155) ng-h-mL ™" and (14 390+7 040) ng-h-mL™" in 2 groups
respectively. The relative bioavailability of valsartan dispersed tablet was (115.6 £52.5)%. CONCLUSION The two preparations
of valsartan dispersed tablet and reference tablets are bioequivalent .

KEY WORDS: valsartan; pharmacokinetics; bioequivalence
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Tab 1 The results of accuracy and precision test(n=18)

O L R— K%
/ng-mL /ng-mL A A il
25.0 25.0 100.0 6.3 7.3
250 242 96.8 3.8 10.4
2500 2 646 105.8 53 6.1
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Fig 2 The mean plasma concentration-time curve of valsartan
after po valsartan
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Tab 2 The pharmacokinetic parameters of valsartan after po
two preparations

24 SR Z: L)
Tnax/h 2.5+1.1 2.3+0.7
Crnax /ng~mL1 2 536+1 293 2 457+1 413
tin/h 5.9+1.8 5.8+1.1
Ke/h™ 0.126+0.031 0.123+0.021
CL/F/L-h! 6.84+4.28 7.1243.76
Vd/F/L 60.6+46.0 60.1+34.1
AUC(M/ngth’l 14 984+7 155 14 390+7 040

AUCy./ngh-mL™ 15 354+7 169 14 736+7 161

F/% 115.6£52.5
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Tab 3 Statistic analysis of the important pharmacokinetic
parameters after po two preparations
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Ln AUCy 0.624 0.097 0.001
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3 g

%2 kSRR B, A S R A
W-FEROTVESEIRE S, S R MR AS DU b
FEAUEETEXIRR, L5 WAR. 4o B R R IF, YK
PEZ AT HORE S I e« 55 STk 1 e U7 vk
P, HA RBREAr, #AER R, SRR e,
SIHT AR OLH, G I SRR S R AT

AR I HDAS2. vt &k, HEEA% %
B A 2 SCRAR A 2 48 BRI — 3. 32 7 46
YPAE O B 5 2 BRI R AR D S i T 2 B e
ARG R, o R AR 2E O W
(P>0.05). ARIE KR, ZHFIAHT T2
U AR B R (115.6 £52.5)%, L0555
GEit AT, PRI AT AR AR

REFERENCES

[1] CHENY, WANG D Z, L1,
bioequivalence of compound valsartan tablets in healthy
volunteers [J]. Chin J Clin Pharmacol( [Fl i PR 25 B 22 74 %),
2006, 22(1): 50-54.

[2] HUANG Y L, TIANL, LIY S, et al. Bioequivalence study of
three kinds of valsartan preparations in healthy volunteers [J].
Chin J New Drugs Clin Rem (H [H#i 25 5K A% &), 2003,
22(6): 341-344.

[3] DANESHTALAB N, LEWANCZUK RZ , FAKHREDDIN J.

liquid

et al. Parmacokinetics and

High-performance chromatographic  analysis of
angiotensin II receptor antagonist valsartan using a liquid
extraction method [J]. J Chromatogr B, 2002, 766(2): 345-349.

[4] SECHAUD R, GRAF P, BIGLER H. Bioequivalence study of
a valsartan tablet and a capsule formulation after single dosing
in healthy volunteer using a replicated crossover design [J]. Int

J Clin Pharm Ther, 2002, 40(1): 35-40.

Wk H 3. 2008-11-03

o E A Y 252 24 7 2009 4F 10 H 45 26 2555 10 1



