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Bioequivalence of Sinil Atenolol Tablets to Tenormin Tablets (Atenolol 50 mg)
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ABSTRACT-This study was conducted to compare the bioavailability of a generic product of Sinil Atenolol Tablets (Sinil
Pharmaceutical Co., Ltd., Korea) with the innovator product, Tenormin® Tablets in 20 healthy Korean volunteers. The vol-
unteers received a single 50 mg dose of each atenolol formulation according to a randomized, two-way crossover design.
Plasma samples were obtained over a 24-hour interval, and atenolol concentrations were determined by HPLC with a flu-
orescence detector. From the plasma atenolol concentration vs time curves, the following parameters were compared: area
under the plasma concentration-time curve (AUC), peak plasma concentration (Cpay), time to reach peak plasma con-
centration (Tyax), and terminal first order elimination half-life (t;5,). No statistically significant difference was obtained
between the Ty values, and the logarithmic transformed AUC and C.x values of the two products. The 90% confidence
for the ratio of the logarithmically transformed AUC and Cyy,x values of Sinil Atenolol Tablets over those of Tenormin® Tab-
lets were calculated to be between 0.99 and 1.07, and 1.04 and 1.16, respectively; both were within the bioequivalence limit
of 0.80—1.25. The mean of Ty, in Tenormin® Tablet group was 3.68 hour, and that in Sinil Atenolol Tablet group was 3.65
hour. The values of t;, between the two products were found comparable, and the mean t;,» values of Tenormin® Tablets
and Sini! Atenolol Tablets were 5.9 and 6.0 hour, respectively. Based on these results, it was concluded that Sinil Atenolol
Tablets were comparable to Tenormin® Tablets in both the rate and extent of absorption, indicating that Sinil Atenolol Tab-
lets were bioequivalent to the reference product, Tenormin® Tablets

Key words—Atenolol, Tenormin®

tablets, Sinil Atenolol Tablets, Bioequivalence
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(O) and Sinil Atenolol Tablets (@) (n=6, meantS.D.).
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plasma sample at 90 min after oral administration of 50 mg atenolol
tablets.
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Table I-intra- and Inter-day Accuracy and
Atenolol Assay for Plasma

Accuracy (C.V. %)

Precision of

Conc. (ng/mL) Tnma =5 Tnter (1=5) Precision (%)
20 16.9 133 96.1
100 10.1 4.5 93.0
300 35 44 93.1
500 23 1.5 95.1

C.V. %= S.D./meanx 100
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Tenormin® Tablets (O) and Sinil Atenolol Tablets (@) (mean +
SD, n=20).
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Tenormin® Tablets Shinil Atenolol Tablets
Subjects Tnax (hr) Crnax (ng/ml) AUC (ng - hr/ml) tip(hr) Tho(hr)  Chu(ng/ml)  AUC (ng - hr/ml) typ (hr)
A-1 4 148.6 1495.9 5.5 4 172.6 1847.6 6.8
A-2 3 3377 3099.7 5.8 4 379.3 3630.8 6.2
A-3 4 2004 2283.9 5.4 6 246.1 2798.8 6.8
A-4 4 305.2 2894.7 6.2 4 333.5 34424 6.1
A-5 4 448.8 3954.0 4.6 6 4942 4748.5 4.9
A-6 4 192.0 1769.9 5.0 4 2853 2183.2 58
A-7 3 287.4 2778.9 5.1 4 278.7 2754.3 6.0
A-8 2 356.4 3460.5 5.4 3 400.1 39284 55
A-9 3 228.5 2041.2 58 3 293.3 2575.4 6.1
A-10 3 4433 3015.5 5.0 3 528.8 43379 4.5
B-1 2 271.9 2674.8 6.1 3 293.6 2352.8 6.9
B-2 3 221.0 2393.7 6.7 3 205.8 2057.8 6.0
B-3 4 252.7 32727 6.7 3 319.8 2541.7 55
B-4 6 283.2 2221.2 54 3 304.0 2338.6 5.7
B-5 3 377.9 33255 6.0 3 275.8 2602.8 6.8
B-6 4 296.7 2977.2 5.7 4 263.4 2751.6 6.1
B-7 4 216.5 2832.3 75 4 266.6 2459.5 6.2
B-8 6 317.7 3105.3 6.3 3 361.4 3057.5 6.9
B-9 4 268.6 29743 6.3 4 243.6 2494 4 5.8
B-10 4 287.4 2890.0 6.5 2 349.5 25723 6.3
Mean 37 290.8 2773.1 5.9 3.7 314.8 2873.8 6.0
SD 1.0 79.1 593.1 0.7 1.0 87.2 766.7 0.6
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