DOT :10. 160167j. 1000 5404. 2004. 22. (B3

26 22 Vol. 26 No. 22
2064 2004 11 ACTA ACADEMIAE MEDICINAE MILITARIS TERTIAE Nov. 2003

I E G5 1000-5404(2004)22-2064-03

R /= 2 S TN e A S ; 400037)
. B . JTE 24, )
300 mg ,  HPLC ,
BECS s Coar AUC,,» AUC, ¢ t » T Wilcoxon

, . 4 Tis (14346 Hh (144149 h T, (2 08+
0589h (2124061 h C,, (2370 74834 5) ng/ml (2193 24608 3) ng/ml AUC,, (15 460 +7 007) ng*
ml '""h' (14 758+4 395 ng° ml '°h ', AUC,, (17051 +7 105 ng'ml '*h ' (16 634+4724) ng"ml '*h .

Cunae AUCos AUCoi o Toa ,
(104 08+26 85)% (  AUCO-Tn ) (102 25424 80)C  AUGqiy ). 4k
H H sHPLC
: R944.5; R969; R972. 4 ;A

Experimental evaluation of the bioequivalence of irbesartan capsules
7ZHOU Shi-wen, TANG Jian-lin, XU Ying, HUANG Yong-ping, YING Yi (Base for Drug Clinical Trial Xingiao Hospital, Third Mili-
tary Medical University, Chongqing 400037, China)

Abstract: Objective To evaluate the bioequivalence of two irbesartan preparations. Methods A total of 24
healthy male volunteers, divided randomly into two groups, were administered with two preparations of irbesartan re-
spectively in an open randomized cwss-over test. A single oral dose of the test and contwol preparations was 300 mg.
Venous blood of the subjects was collected for separation of blood plasma. Irbesartan concentration in the plasma was
detemined by high performance liquid chromatography (HPLC). The phamacokinetic parameters of irbesartan were
obtained by using BECS software. Results Parameters of the test and control preparations were obtained. Tis:
(14.346.3) h vs (14.444.9) h; T,.: 2.0820.58) h vs (2.1240.61) h; C,.: (2370.74834.5) ng hl
vs (2 193.2+608.3) ng/ml; AUCou: (15460 =7 007) ng *ml ' °h ' vs (14 758 =4 395) ng°ml ' °h ';
AUCoir: (170517 105) ng°ml ' °h ' ws (16 634 +4 724) ng°ml ' *h '. The results of statistical analysis
showed that there was no significant difference between Cs AUCoys and T, of ithesartan. Conclusion The two
preparations are bioequivalent.
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A: Blank phsma; B: Iibesartan standard and intemal standard solution; C: Irbesartan standard and intemal sandard in blank plasna; D. Heathy

volunteers plasma and intemal standard

1
Fig 1
212 LOm
50. 100. 200. 400. 800. 1 600.3 200
6 400 ng/ ml, HPIC
(XD, ),
, . Y= 545 245 9X+ 15 418 03, r=
0994 6 50~ 6 400 g/ ml
213 LOom
200,800 - 1 600 ng/ml,

Chromatogram of irbesartan
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Tab 1 Results of recovery tests for irbesartan in human plasma (n=5, x+s)

Nominal (nghl)

200 800 1 600
Measurﬂ](ng/ml) 201. 12+12. 42 791.20432.8 1 607.99 +86.56
Recovery (%) 100. 56 98.90 100. 50
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2.1.4 26 )% (. AUC,,, ) (102224 )% (. AUC,, ).
L O ml s 200- 800
1 600 ng/nl s 1 4 (n=24, x+s)
, RSD, Tab 4 Pharmacokinetic parameters for irbesartan after a single oral
2 , 2 4d, dose reference drug and test drug(300 mg) (=24, x +s)
. , 5d ( 1 Parameter Reference Test
RSD, , 3, Tip (D 14. 37+4.89 14. 29+6.28
Tonax (h) 2.1240.61 2.08-£0. 58
2 (n=5 x+ts) Conax (g I 2193.24608.3 2330. 74834, 5
Tab 2 Intra assay for the quantitation of irbesartan in human L
AUCqy,, (ng'mL ™ 1*h1) 14 75844 395 15 4607 007
plasma( =5, x *+s)
AUCq 5 (ng “ml. ™1 ok~ 1) 16 6344 724 1705147 105
Nominal (ng D
200 800 1 600
Measured (ng/ml) 200.23 43.59 794.98+14. 02 1633.94127.08 3
RsD (%) 1.79 1.76 1.66
HPLC )
3 (n=5 x=*s) CN s
Tab 3 Inter-assay for the quantitation of irbesartan in human plasma . N
(n=5, x*ts) ,
Nominal (ng D)
b
200 800 1 600
(SFDA) (
Measured (ng/ml) 200. 79=11. 36 790. 084-43. 96 1639 +68.74
RSD (%) 5.66 5.56 4.19
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