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Bioequivalence of Melax™ Capsule to Mobic™
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ABSTRACT-A bioequivalence of Melax™ capsules (Chong Kun Dang Pharm., Korea) and Mobic™ capsules (Bochringer
Ingelheim Korea) was evaluated according to the guideline of Korea Food and Drug Administration (KFDA). Single 15 mg
dose of meloxicam of each medicine was administered orally to 24 healthy male volunteers. This study was performed in
a 2 x 2 crossover design. Concentrations of meloxicam in human plasma were monitored by a high-performance liquid chro-
matography. AUC, (the area under the plasma concentration-time curve from time zero to 72 hr) was calculated by the linear
trapezoidal rule method. C,,,, (maximum plasma drug concentration) and T, (time to reach C,,,,) were compiled from the
plasma concentration-time data. Analysis of variance was performed using logarithmically transformed AUC, and C,,. No
significant sequence effect was found for all of the bioavailability parameters. The 90% confidence intervals of the AUC,
ratio and the Cpy,, ratio for Melax™/Mobic™ were 0.95 — 1.04 and 0.98 — 1.14, respectively. This study demonstrated a
bicequivalence of Melax™ and Mobic™ with respect to the rate and extent of absorption.
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Figure 1-Dissolution profiles of meloxicam from Mobic™ (@)
and Melax™ (O) capsules in water (n=12, mean).
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Figure 2—-Chromatograms of (A) blank human plasma, (B) blank
plasma spiked with meloxicam (500 ng/ml) and internal standard
(ISTD, piroxicam 30 pg/ml) and (C) plasma sample at 1 hr after oral
administration of 15 mg meloxicam capsules (The plasma con-
centration of meloxicam correspond to 455 ng/ml).

Table I-Precision and Accuracy Data for the HPLC Analysis of
Meloxicam in Human Plasma

Concentration Precision (Coefficient of Variation: %) Accuracy %

(ng/ml) Intra-day (n=5) Inter-day (n=5) (n=5)
20 (LOQ) 7.58 8.69 112.75
100 (low) 2.05 1.37 92.33
500 (medium) 3.26 2.70 93.29
2500 (high) 1.78 1.18 98.08

LOQ: Limit of quantitation
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Figure 3-—Mean (£S.D., n=24) plasma concentration-time curves of
meloxicam following oral administration of Mobic™ (@) and Me-
lax™ (O) capsules at the meloxicam dose of 15 mg.
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Table 1I-Bioavailability Parameters for Each Volunteer Obtained after Oral Administration of Mobic™ and Melax™ Capsules at

the Meloxicam Dose of 15 mg

Mobic™ Capsule Melax™ Capsule
Volunteer AUC, Ln Crua Ln Tonax AUC, Ln Conax Ln Tonax
(ng - hr/ml) AUC, (ng/ml) Cinax (hr) (ng- hr/ml) AUC, (ng/ml) Cnax (hr)
A-1 23415.0 10.1 29643.2 10.3 956.8 6.9 1211.6 7.1 4 4
A-2 28906.7 10.3 25062.6 10.1 1250.6 7.1 1192.9 7.1 4 4
A-3 39022.4 10.6 40593.5 10.6 1911.1 7.6 1616.8 7.4 3 2
A-4 429471 10.7 42023.9 10.6 1195.6 7.1 1309.4 7.2 6 7
A-5 44078.5 10.7 37073.8 10.5 1512.9 7.3 1682.5 74 4 3
A-6 522423 10.9 44519.9 10.7 1780.9 7.5 1554.0 7.3 6 5
A-7 40995.8 10.6 36743.2 105 2002.3 7.6 1600.7 74 3 6
A-8 18553.7 9.8 24273.9 10.1 654.5 6.5 926.2 6.8 3 2
A-9 17970.8 9.8 215257 10.0 696.9 6.5 862.6 6.8 5 3
A-10 34306.3 104 34448.8 104 1711.6 74 1450.2 73 4 4
A-11 31217.2 10.3 33686.8 104 1180.7 7.1 1371.9 72 6 5
A-12 42908.5 10.7 47602.9 10.8 1455.5 7.3 1043.5 7.0 4 1
B-1 477112 10.8 42685.6 10.7 1761.5 7.5 1761.7 7.5 5 4
B-2 44261.2 10.7 411783 10.6 1740.1 75 1603.4 7.4 4 4
B-3 54094.0 109 51602.9 10.9 1870.0 7.5 2028.9 7.6 4 3
B-4 33787.0 10.4 33488.1 104 13152 72 1572.7 74 6 3
B-5 40336.4 10.6 367432 10.5 1185.9 7.1 1470.3 73 7 2
B-6 51023.0 10.8 44686.0 10.7 1324.6 7.2 12477 7.1 6 4
B-7 19967.8 9.9 224349 10.0 600.9 6.4 1093.9 7.0 4 3
B-8 18990.0 9.9 18882.6 9.8 826.3 6.7 1035.2 6.9 5 4
B-9 228475 10.0 23916.8 10.1 1118.9 7.0 1182.6 7.1 3 3
B-10 424755 10.7 39605.9 10.6 1726.8 7.5 1625.6 7.4 4 2
B-11 41563.4 10.6 36255.1 10.5 1733.7 7.5 1593.9 7.4 2 4
B-12 36663.9 10.5 39824.9 10.6 1362.5 7.2 1640.4 74 3 2
Mean 36261.9 104 353543 104 1369.8 7.2 1403.3 7.2 4.38 3.50
(S.Dh) 11221.6 0.4 8893.3 0.3 417.6 04 202.4 0.2 1.28 1.38

J. Kor. Pharm. Sci., Vol. 34, No. 5(2004)
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Table III-Statistical Results of Bioequivalence Evaluation between Two Meloxicam Capsules

Bioavailability parameters (o = 0.05)

Statistical parameter

AUC, Conax
Difference -2.50% 2.48%
Power (1-) 0.9
F value? 0.168 0.438
Test/Reference point estimate 0.994 1.056

90% confidence interval

1log0.95 <3 <logl.04

log0.98 <6 <logl.14

The AUC,; and C,y,,, values were calculated on the basis of logarithmically transformed data.

*F(1,22)=4.301
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