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Bioequivalence of Nabumetone Tablets

Yun-Seok Rhee, Eun-Seok Park and Sang-Cheol Chi'

College of Pharmacy, Sung Kyun Kwan University, Suwon 440-746 Korea
(Received August 13, 1997)

The bioequivalence of two nabumetone tablets was evaluated in 16 normal male volunteers
(age 21~30 yrs) following oral administration. Test product was “Nacton tablet’ made by Jin
Yang Pharmaceutical Co. and reference product was “Unimeton tablet’” made by Dong Kwang
Pharmaceutical Co.. After one tablet containing 500 mg of nabumetone was administered, blood
was taken at predetermined time intervals and the concentration of 6-methoxy—2-
naphthylacetic acid, active metabolite of nabumetone, in plasma was determined with an
HPLC method using fluorescence detector. AUC, Cpua and Tr., wWere calculated and statistically
analyzed for the bicequivalence of the two products. The results showed that the differences in
AUC, Cpu and Tu. between two products were 3.66%. 6.87% and 1.85%, respectively. The
powers(1-B) for AUC. Cua and Tu were 91.4%, 88.9% and 81.1%. respectively. Detectable
differences(A) and confidence intervals were all less than 20%. All of these parameters met the

criteria of FDA for bioequivalence,
“Unimeton tablet’ .

Keywords— Nabumetone tablet, Bicequivalence, AUC, Cpa.
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Scheme I—Chemical structures of nabumetone and 6-
MNA, its major active metabolite.
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Figure 2—Dissolution profiles of nabumetone from
nabumetone tablets. Key: ®: Unimeton tablet, O
Nacton tablet. (mean*S.E.)

J. Kor. Pharm. Sci., Vol. 27, No. 3(1997)



210 ol&H - aheN - A3

10% Aol A Al g 2] sl Student?]
t-test2A BAANEE I 2 FeleE 0.05904
F AR Aolrk gigict. wEb Aldeka) tizek
& olg} 22 SEAY A YEFH s FEE A
o2 FRHHAH.

SIS 6-MNA M

£ A1) Zo] AAE A2sld HPLCE 84
AL o ol UFEAHQ] A=eETM2 Figure
3% Zskon, o] AZntEI YA & F 3R] 6-
MNASH WIF-EFEZ] dlo|as5e @Fo2RH &
e gejasERy & B URHES R
EFEA] AN 247 6587 11801100 A
e 1-30 pg/mldA L 8-S vehliglen
o] HPLC W49 #EAS AEY 27 78 B
3} g YepITt

IS 6-MNA S5 £0|

Aok dzef 242 184S 2194 1678004 72
TFEAG & dPAZIR AZste] ol 6-MNAS]
FiF=E Figure 49 2t} 3 7 3 @A SlojA
gz} AlRFE Rl A2 o8 AT FEF
A7 FAe2RE A& AUC, Cha Toa 59
AETH 54 sEvels Table 9t 2tk &, 2 9
Aol AUC 32 FEF] F 1200371419 24 9
o] B4F 4 FARFAERTE AR 3
2ol ofg) 3 Aol Cpp®t Ty B2 AEFAF
A% FBEARE FHewRY JFE gol gkt
YAF FEws B aue Ak ¢l FAlo

Fotgsol st AN u&

Y

g

5. % & 5 5 8 E 8§ 8 B K

=

Figure 3—Representative chromatograms of extract
of blank human plasma spiked with 6-MNA and int-
ernal standard (A) and plasma obtained from a
volunteer (B). Key: 6-MNA; 6-MNA, IS: internal
standard.
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Figure 4—Plasma concentration of 6-MNA after the
oral administration of nabumetone tablets in 16
male volunteers (meant+S.E.). Key: ®: Unimeton
tablet, ©: Nacton tablet.
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Table I— Bioequivalence Parameters for Fach Volunteer Obtained After the Oral Administration of Nacton and Uni-
meton Tablets

A Weight Unimeton Tablet Nacton Tablet
Volunteer 8% egaer) (%lg) AUC Cumax Trax AUC Cmax Tmax
(ug - hr/mn  (ng/mi) (hr) (ng - hr/mp)  (pg/md) (hr)
A-1 30 65 560.03 14.52 6 616.00 17.99 6
A-2 22 62 565.38 12.66 8 623.17 13.49 6
A-3 24 66 395.24 11.65 8 445.59 13.36 6
A4 25 75 475.58 11.08 8 482.82 16.85 8
A-5 24 68 727.02 15.58 6 629.69 16.49 8
A-6 22 69 595.63 16.21 4 703.58 17.64 6
A-7 27 76 388.73 7.79 [ 557.03 11.19 6
A-8 22 66 737.30 15.06 8 606.77 19.02 6
B-1 22 75 642.88 21.35 6 573.17 15.37 6
B2 22 63 570.77 12.30 8 537.29 16.98 6
B-3 25 64 618.72 12.85 8 570.16 15.18 6
B4 26 63 599.31 21.07 6 518.24 14.49 8
B-5 22 67 659.50 14.75 8 1,020.52 19.62 8
B-6 23 61 547.78 10.34 6 504.44 8.80 8
B-7 24 70 949.67 26.19 6 1,067.05 24.15 4
B-8 21 60 312.58 6.16 6 229.62 4.75 9
Mean 23.8 66.9 583.95 14.35 6.75 605.34 15.33 6.63
8.D.) (2.4 (5.0) (152.99) (5.12) (1.29 (200.79) (4.54) (1.20)
Table Xi— Statistical Results of Bioequivalence Fvalu- 19.352A] 20%clid] Eo] ulekzlg Ao 2 Ve

ation of Nabumetone Tablets
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