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Pharmacokinetics and Bioequivalence of Valsartan Dispersed Tablet in Healthy Volunteers

QIU Feng, HE Xiaojing, ZHU Xu, ZHAO Limei*(Departmenl 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 x1 293) ng-mL_1 and (2 457 x1 413) ng-mL’l, tmax Was (2.5 £1.1) h and (2.3 20.7) h, t1»
was (5.9 £1.8) h and (5.8 £1.1) h, AUC30y, in 2 groups was (14 984 +7 155) ng-h-mL’l and (14 390+7 040) ng-h-mL’1 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

4 yb 1 (valsartan) s 3 PR L& KKk R 1T %2
1 AT F5BUH, TE52 7K b e 453 v 2k fie b B By
M EIKRFENS AT 2RS4 G PHETI0 T S5k 3
I SRRSO . HoRed TRk, a0 &l
EIES, FPEIREE ], HER R, ATk B
ER, IR TRy SR B2 il JedE
FHB WER 5 8 R P s o 40048 307 3%
B, CHOTR T 2 My, A & el s
SRR €0 135 -5 AL I Y 00 R i 2 S8 3 (1) 9 BE
S WL 2R DURE I 2454 B 2w Bff e P st b 41
IX O R 2 LU 4R 0 H R e IS R 2548 3)) 0 24 ¢
fiE, VPO PRI A5, RS
PRI
1 #R5HEZE
1.1 20 k)

AP I PR (IS 100651-200401, 4L
98.8%) Al P A 5 K ¥ HH % B 5 (k5 : 100629-
200501, 2H1E: 99.0%) H 2 5 A9 il it A B
o B AU, WERR. SRR Al NG
R R s al, JK Oy EZEK. A5 A3 it [ s
B2 I J Bt B e i R At . 23 4y
HAEOT, Mks: 80mg H', I ARE g VAR 2T
Pvw], #ib5: 080101; Z:LUiili: AV RZE(R
i A0, A% 80 mg ki, ALt eI R
AwAERE, i X0372.

12 SkE s

R0 18 B S EG EE, EEE h(23.421.6)
%, RE N (65.2+7.8) kg, ESREIYLERRUETL
(19~20) M. ZAEERE TS OB A AL,
MIRFE R RS ThAE. SR NTUR &N Ew . %

- 864 - Chin JMAP, 2009 October Vol. 26 No. 10

R BRI PR S, 29l SR, o2 ik,
TR FT 3 A P9 SRS ) A IR FH AR 258, 53
A H ARSI G ARTRES o X56 /iy 5 15 A0 521
BRI BRI, 2R TR
Eonih b A S FE . W5 ko H R}
K2 B i st 1= e A0 P 25 A 2
1.3 A5 MR

20 A fiE ez il LA 5 o IR, BENLAS S, )
I 1 e 52 ) ) —— A v 3H 53 8 R 2 L )
—— AR S, 4ESRIEIN 80 me, TEVENTA
1o h25m5 1 RIG L, ANIERISZRE NE T 81k
PRARIGHG S5, 19: 00 bR G, 25 AEE/K 10h
R W H R R E AR, A R R
#5274, UL 200 mL P /KRR, 4524005 4 h J5ik g —
TERAAE, HIMYOKERE. TIRZHO hFRZ G
0.5, 1.0, 1.5, 2.0, 3.0, 4.0, 6.0, 8.0, 12.0, 24.0,
30.0 h 20 IR I 5 mL, &I RS T, B
(3 500 r-min~")10 min, 4> & ML3¢ , SERIEAET-20 C
VKA
1.4 k5t

X #%: SHIMADZU LC-10AT =00 i (H
A5, RF-10A ZOGRMRR(H A B, EnbE:
Agilent ZORBAZX Eclipse XDB-Cjg#1:(4.6 mmx150
mm, 5um), HsH: Z45-0.01 molL™" KH,PO, ZEnf
Wi(pH 2.96, 48 : 52), iik: 1.0 mL-min~', A K -
265 nm /378 nm (Ex/ Em), FEf: 30 C.
1.5 Fransbet

Y 0.2 mL I & T HIE PR b, A W bR
0.5 pg-mL™ [{FKYPIH 50 uL, M 50 uL I,
B 1 mol-.L™" HC1100 pL, FAIA 3 mL 4 4,

o [ IR N 25 2% 2% 2009 4F 10 H 58 26 355 10 W]



EW L 15 min, 3 500 r-min”' B0 10 min, HUF
EHENAH, T 50 CRBPESRT, T
A 400 L JishAl, Wil 30s, dEFE 10 uL.
1.6 VLS

Bk B 12,5, 25, 50, 125, 250, 500, 1 250,
2500, 5000 ng-mL"@iybH RANMERES, 2 “1.4
ANS” WU VERERAE, DAGRYD I AR 0 H R 1) LA
(As/AT) X I 3 Hh 4 70 HH R (ng-mL ™) 1 2 [ )
ST, THEAZ T IR bR UE 2 e = PR

WC IR B 425, 250, 2 500 ng-mL ™ 4ivb 30 5 &
PEIRESY, % “1ARLS” Tk # SR,
PR 2ok AR IR B, B NIRJEOFE A 4T
HEENES d, VHETERIMER SR H N H DR
JEE o [ I K [0 94 PR B v o) B 1250 “C /KB &
IR, TR I N400 uLiRBhA, IEE 430
s, HEFESMHT, SRAFAH R W AR IR~ J4(E,  DAIRIR PN
Tofr &b B 7 35 P 4 A 00 49 P 0 i AR LG AR AR Ay o) (]
R . B S 43 ) 2220 °C R 3 VR TR
kb B 5 35 0B 24 hFI-20 CUkAE R ELAN H G
DERESIREE, B8R E Tk
1.7 b

SRR . X HE G 2 AUCHI (1
-20) B AF X [0 75 2 LUl AR B 2 2011 80% ~ 125%
P BZAREIF K Conax £S5 LEBIFUAH B 250111 70% ~
143% N , 2 ZORT 50 9 11 57 1) o 22 57 2
Al LA E RIS 2 R A S k. T 24
Mr: Crmaxs AUCo S AUC) o fEBHAT X HbE ¥ )7, R
FARE XARIG WV T7 220081, el A4l
AR AR S () Geit-2 s X
2 #R
2.1 JriEEHN

PEARSEIG TR A IS4 T, Siyb R B
]2 5.8 min, PAREEE A1) 43.6 min, 045
BRLF, TAETHIE, WKL,

Pt 2 £ 5 SR 1, 27D 4H 1) SR B i
24 As/Ai = 0.001 51 C+0.001 8(r=0. 997 3), JLif13¢
WELE12.5~5 000 ng-mL ™' WLk PE S R RIF, AL
ERPRK12.5 ngmL™ (RSD=7.8 %, n=9). %ill5E
JIVEBHER G B FRE B, iR AR L. AP H2S,
250, 2500 ng-mL~" 3N JEE KT (1 4t [T A Uk
H54.5% + 4.8%, 57.1% +3.8%H160.5% +3.0%, W
PR FNESR IV B, FCIDRC%E R 70.4% o Z T
AR e T 5 2 R W R T AT U U RO S R

o [ AR R FH 22 24 75 2009 4F 10 H 5 26 3555 10 #i

D8 AR AN GG A A XS 52 22 (RE %) 35 /N T715%
FFA ML 2EAE S 2 SR o E A IR 0 e ik
BRI bRAE NS, AT IR, s
1 3R B (P T A i L A5 38 A 3 A 0 N B
SAB FI+15%36 Fl A .

0.0 1.0 2.0 3.0 40 50 6.0 7.0 80 9.0

t/min

2/5.794

2.0 3.0 4.0 50 60 7.0 80 90
t/min

0.0 L0

1/3575

2/5.782
(@]

0.0 1.0 2.0 3.0 40 50 6.0 7.0 80 9.0

t/min

Bl 1 4903 A 1

A LSRR G 05 1] B=2 A IR Bl AT D E AR A it (W 2) R Ak
Ky 1) C-ZIA% YZ2 FiK 80 mg Z:HLiHiIJE 1.0 h (KIILRFF: i
Fig1 HPLC chromatograms of valsartan

A-blank plasma; B-blank plasma spiked with standard solutions; C-plasma
sample of volunteer YZ2

R T EAER K% R0=18)

Tab 1 The results of accuracy and precision test(n=18)
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Fig 2 The mean plasma concentration-time curve of valsartan

after po valsartan

R 2 20 AERZEA DR R B B2
¥ 54

Tab 2 The pharmacokinetic parameters of valsartan after po
two preparations
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VA/F/L 60.6+46.0 60.1+34.1
AUC,/ng-hmL™' 1498447 155 14 3907 040
AUC,_-/ng-h-mL™" 15 35427 169 14 73627 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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