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Bioequivalence Evaluation of Omeprazole Preparations

Sang Cheol Chi, Yun Seok Rhee and Eun Seok Park
College of Pharmacy, Sungkyunkwan University, Suwon 440-746 Korea

The bioequivalence of two omeprazole preparations was evaluated following their oral administration
to 16 normal volunteers. The test product was ‘Ulpro tablet’ made by Boryung Pharmaceutical Co.
and the reference was ‘Losec capsule’ made by Yuhan Corp. After one capsule or tablet containing
20 mg omeprazole was administered, blood was taken at predetermined time intervals and the con-
centration of the drug in plasma was determined with an HPLC method. AUC and C_,, were deter-
mined and analyzed statistically for the evaluation of bioequivalence of the two products. The
differences in AUC and C_,, between two products were 0.45% and 2.83%, respectively. The powers
for AUC and C,, were 89.2% and >90%, respectively. Confidence intervals were within 20% for
AUC and C_,.. All of these parameters met the criteria of KFDA for bioequivalence, indicating that

‘Ulpro tablet’ is bioequivalent to ‘Losec capsule.’
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Fig. 1. Dissolution profiles of omeprazole from omepra-

zole capsule and tablet, Key: O; Losec capsule, @;

Ulpro tablet (o6, mean * S.D.)
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Fig. 2. Representative chromatograms obtained with
blank plasma (A) and plasma from a volunteer after the
oral administration of omeprazole capsule (tablet) (B).
Key: OMP; omeprazole, 1.8.; Internal standard (Ben-
Zocaine)
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Table 1. Bioequivalence parameters for each volunteer obtained after the oral administration of Losec capsule and Ulpro
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tablet
. Losec capsule Ulpro tablet
Volunteer (Qii) “{‘f{’gg)ht AUC C. T AUC c. T
(ng - hr/ml) (ng/mi) (hr) (g - h/ml)  (ng/ml) (hn)
A-1 27 ) 3,221.37 951.92 2.50 2,304.79 71347 2.50
A-2 26 n 4.446.21 1,254.30 1.50 3,212.01 995.16 1.50
A-3 24 68 2,085.72 1,053.50 1.50 1,447.56 810.01 1.50
A4 26 60 1,177.21 602.62 1.00 1,124.46 539.50 3.00
A-5 22 62 1,075.64 613.89 1.50 1,397.33 629.05 2.50
A-6 22 70 1,013.23 395.88 2.00 916.72 47424 2.50
A-7 27 60 600.29 232.84 3.00 555.02 242.66 3.00
A-8 22 61 366.11 244 .81 1.50 368.83 194.55 2.00
B-1 27 60 389.85 147.33 4.00 510.69 209.37 4.00
B-2 26 68 2,732.55 1,053.30 3.00 3,637.31 1,122.90 1.50
B3 24 68 1,426.08 550.37 2.50 1,857.55 596.97 4,00
B4 27 60 4,897.53 1,318.40 2.00 548789  1,353.00 3.00
B-5 24 80 873.66 428.67 1.50 750.45 31494 2.00
B-6 24 63 1,063.27 308.77 2.00 1,121.18 544.57 2.00
B-7 24 80 952.28 320.62 2.50 1,348.51 398.34 2.00
B-8 26 70 728.61 318.87 1.50 888.24 380.33 1.50
Mean 24.88 67.44 1,690.60 612.26 2.09 1,683.03 594.92 241
S.D. 1.86 7.09 1,409.49 388.01 0.78 1,375.73 335.79 0.82
500 - 8RS 1 doiAl thEAQ F2rEE YL Figure 2
9} Zgkow, o]l aZnlEaWgM & 5 QlEe] 2H
- ZaE EREEAS 84 AEES 4F A
£ #or 229 sjelmze % FesiglDn ev)zelEs) 1)
E- FEFEAY FRALE 47 oF 168, & 13509
2 300 o AFAE 10~1000 ng/mid] FE WA & A
I A4 (r>0.998)¢ YeERAl2 o] HPLC vhde F&
§ AL AEZ A9 PPz PN AEHL %
8 200 - deviation®2 H713l-E o 25 + 10%elWelsle
& AL HEAFE Yol s 4 4 TR =
& 100l T 10% oE Jeht 49 ARy AU e U
12 oibs
% . : e HIS ouIE S5 30|
Time,hrs Algerst Zzoks H¥AL 169 AT ¥

Fig.3.Mean plasma concentration-time profile of
omeprazole obtained after the oral administration of
omeprazole capsule(tablet) to 16 volunteers. Key: QO ;
Losec capsule, @ ; Ulpro tablet (mean + S.E.)
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Table 2. Statistical results of bioequivalence evaluation of
Ulpro tablet’

Parameters

AUC C T
Difference 045% 283% 12.93%
F valueb 0.09 0.04 1.20
Power(1-B)  89.2% >90% 61.8%
Detectable
() 112% 12.4% 25.6%
(fr“’t'::‘:‘;"(%e) LIS 6S120-55S 8511223565321

*2=0.10, °F, (1, 14)=3.10
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