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Bioequivalence of Senital Tablet to Airtal Tablet (Aceclofenac 100 mg)
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Bioequivalence of two aceclofenac tablets, the Airtal™ (Daewoong Pharmaceutical Co., Ltd.)

and the Senital™ (Hana Pharmaceutical Co., Ltd.), was evaluated according to the guideline of
KFDA. Fourteen normal male volunteers (age 20~29 years old) were divided into two groups
and a randomized 2X2 cross-over study was employed. After one tablet containing 100 mg of
aceclofenac was orally administered, blood was taken at predetermined time intervals and the
concentration of aceclofenac in plasma was determined with an HPLC method using UV
detector. The pharmacokinetic parameters (Cpay, Tmsx and AUC,) were calculated and ANOVA
was utilized for the statistical analysis of parameters. The results showed that the differences
in Cmax Tmax and AUC, between two tablets were 3.69%, 2.44% and 0.51%, respectively. The
powers (1-B) for Cru, Tmex and AUC, were 87.85%, 98.70% and more than 99%, respectively.
Detectable differences (A) and confidence intervals were all less than +20%. All of these
parameters met the criteria of KFDA for bicequivalence, indicating that Senital™ tablet is

biocequivalent to Airtal™ tablet.

Keywords— Aceclofenac, Airtal™, Senital™, Bioequivalence, HPLC
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Figure 1—Chromatograms of : (A) blank human plas-
ma with internal standard (IS, flurbiprofen 5 pg/mi),
(B) human plasma spiked with aceclofenac (1 pg/m/)
and IS, (C) 3 hr plasma sample after oral admini-
stration of aceclofenac tablet. Detector setting:0.01
a.u.f.s., /"=aceclofenac peak.
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Figure 2—Mean(+S.E., n=14) plasma concentration-
time curves of aceclofenac following oral admini-
stration of Airtal(®) and Senital(0) tablet at the a-
ceclofenac dose of 100 mg.
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Table 1—Bijoavailability Parameters for Each Volunteer Obtained after Oral Administration of Airtal and Senital

Tablets at the Aceclofenac Dose of 100 mg

Airtal tablet

Senital tablet

Volunteer Age Weight

(year) RO < MO S B b .~ S 5
A-1 23 46.2 24.48 9.55 2.00 28.07 10.89 2.00
A-2 29 56.3 26.24 14.05 1.00 31.30 15.48 1.00
A-3 24 68.5 21.83 12.75 1.50 24.75 14.92 2.00
A-4 25. 78.1 24.27 13.72 1.50 26.76 11.05 1.50
A-b 20 64.3 23.59 13.96 1.50 24.18 13.19 1.50
A6 23 57.5 43.03 15.49 1.50 34.76 10.96 1.50
AT 20 54.2 24.22 12.79 1.50 30.20 14.99 1.00
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Table I— Continued
A Weight Airtal tablet Senital tablet
ge eig’
Volunteer (year) (kg) AUC Cmax Trmax AUC, Cmax Trmax
(ug-hr/mD)  (ug/mb) E5 g hrmp  (ugmp Gy
B-1 21 62.0 31.51 12.85 1.50 29.96 9.00 1.50
B2 24 53.0 36.84 18.63 1.50 32.20 14.54 1.50
B-3 21 64.3 27.98 10.46 1.00 23.51 10.99 1.00
B4 21 65.0 19.49 9.02 1.50 20.52 12.18 1.50
B-5 21 70.9 30.75 13.75 1.50 33.66 10.23 1.50
B-6 24 75.7 28.10 13.04 1.00 27.91 14.21 1.00
B-1 22 71.0 24.91 8.17 2.00 17.62 9.04 1.50
Mean 22.71 63.36 27.66 12.73 1.46 27.53 12.26 1.43
(S.E.) (0.65) (2.44) (1.67) 0.73) (0.08) (1.33) (0.60) (0.09)
Table I— Statistical Results of Bioequivalence Evaluation between Two Aceclofenac Tablets
Parameters
AUC, Crax Tmax
Difference 0.51% 3.69% 2.44%
F value® 0.005 1.270 0.435
Noncentrality(A)° 4.91 3.42 4.49
Power(1-B)° =99% 87.85% 98.70%
Detectable difference(a)? 12.43% 17.86% 13.60%
Confidence interval(8, %)° -7.75<86<6.74 -14,10<8<6.72 -10.01<8<5.90
%a=0.05, F(1,12)=4.747, boc=0.05. v=12, =Meanx0.2, ‘@=0.05, dot=0.05. 1-B=0.8, °a=0.05.
SR = -14.10<8<6.72 2 -10.01<6<5.9022 YeRT)
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