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Bioequivalence Evaluation of Lomefloxacin Tablets

Joon-Ho Bae, Eun-Seok Park, and Sang-Cheol Chi
College of Pharmacy. Sung Kyun Kwan University, Suwon 440-746 Korea

The bioequivalence of two lomefloxacin tablets was evaluated in 16 normal male volunteers (age 21~30
yrs) following oral administration. Test product was “Lomaxacin tablet” made by Kolon Pharmaceutical
Co. and reference product was “Maxaquin tablet’ made by Searle Ciba-Geigy Korea Co. After one
tablet containing 400 mg of lomefloxacin was administered, blood was taken at predetermined time
intervals and the concentration of the drug in plasma was determined with an HPLC method using
fluorescence detector. AUC, C,,, and T,, were calculated and statistically analyzed for the bioe-
quivalence of the two products. The results showed that the differences in AUC, C,,,, and T,,, between
two products were 0.90%, 1.09%, and 2.44%, respectively. The powers (1-B) for AUC, C,,,, and T,
were >95%, >95%, and 93.8%, respectively. Detectable differences (A) and confidence intervals were
all less than 20%. All of these parameters met the criteria of KFDA for bioequivalence, indicating that
“Lomaxacin tablet” is bioequivalent to “Maxaquin tablet’ . (Kor. J. Clin. Pharm. 1997; 7: 67-72)
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Table 1. Percent dissolved of lomefloxacin in dissolution medium, at different pH, from Lomaxacin and

Maxaquin tablets

Time elapsed Maxaquin Tablet

Lomaxacin Tablet

(min) pH 1.2 pH 6.5 pH 7.2 pH 1.2 pH 6.5 pH 7.2
10 *1005(151)  995(149)  986(233)  1009(1.42)  975Q275)  953(L81)
20 1002(1.58)  99.8(0.64)  101.0(154)  102.0(1.40)  100.6(0.89)  100.9(2.49)
30 101.1(105)  101.1(0.97)  100.6(0.89)  103.0(123)  10L.1(1.43)  102.2(2.07)
60 10130.64)  100.3(0.96)  100.7(152)  102.8(0.70)  100.9(1.49)  101.9(1.67)

*Mean (S.D.)
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Fig."1. Representative chromatograms of extract of blank human plasma spiked with lomefloxacin and

internal standard (A) and plasma obtained from a
standard.
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Fig 2. Plasma concentration-time profiles of lome-
floxacin after the oral administration of lomeflo-
xacin tablets in 16 male volunteers. Key: @; Maxa-
quin tablet, O; Lomaxacin tablet (mean+S.E.).

volunteer (B). Key: LMF; lomefloxacin, IS; internal

7 @A AT A A Ful7h FRA R Az
zhol wApA|fo] AR o] Fo H-&-& Fald + 9}
Ak, w3k 2ok gk F k2] AUC zle]7} 0.90
%2 NEe} Algeke] vlaeE HFx| e o)t
W Z9] 20% o]y W 53 Ao Fhle A2
A 554 A 7159 AA 27E 53k #-2
$3=0.05, AH-E(V)=1404] AFE3 B4 7.183
olgem o] 7HA I FJ5E=0.05, H2AEAH)
=025 HAE37] 4% AEEE 5 gAY HFEH
7} vjAE(v) S F25E ALY A3} 95% o] ol
R, Fo4E=0.05, 7EH=0.89 274N 27
2315 A A7) 8.4%2 Jeht, 242} 80% o)A}
20% o)slolojof qcta sl AETH F5A A¥
7158 &3} £ AUC #pole] Al 3HA| (8=
4952005041 -5.2<8<6.724 20% oluld] &
o ujEgt o2 eyt wjebr] F ok Hrist
E AUCe gle] AEFH o2 55388 & & sl

Codll HEAE Fo5E=0.052 F7t A&
77N A Ful7} FEA 9] AR R} 2o} wA}A]
58 A 5 st =3 o
Zofo] W F o] Cpp Aol7} 1.09%2 dfZoF3}
A5 eke] v w3HE FJgFx]9] Ao)7} th2e 20% o]




2ol ZZ2AM Ao Qe 554 vt 7

Table 2. Bioequivalence parameters for each volunteer obtained after the oral administration of Lomaxacin
and Maxaquin tablets

Volunteer Age Weight Maxaquin Tablet Lomaxacin Tablet
(Year)  (Kg) AUC Cous T AUC Cour Toue
A-1 30 65 62.60 10.00 1 70.04 9.39 1
A-2 22 54 42.79 5.85 1.5 50.04 6.94 1.5
A-3 24 65 40.66 7.22 1.5 36.98 6.45 1.5
A4 25 75 39.11 7.05 1 39.83 8.32 1
A-5 24 68 61.28 11.40 1 66.80 8.82 1
A-6 22 69 69.21 8.50 1 68.55 9.98 1
A-7 22 66 58.44 6.02 1.5 52.37 6.92 1
A-8 22 66 74.27 7.58 1.5 77.26 7.47 1
B-1 25 60 48.65 10.98 1.5 48.81 10.10 1.5
B-2 22 63 55.36 11.16 1 52.83 10.74 1.5
B-3 22 80 40.48 7.11 1.5 45.07 6.65 15
B4 27 64 43.86 7.64 1.5 37.30 7.05 1.5
B-5 22 67 52.35 9.93 1 62.30 10.10 1
B-6 23 61 60.99 7.86 1.5 55.54 7.51 1.5
B-7 21 60 81.03 15.04 1 69.72 12.72 15
B-8 22 61 52.79 8.45 1.5 58.34 11.08 1
Mean 234 65.9 55.24 8.86 1.28 55.74 8.77 1.25
(S.D.) (2.4) (5.4) (12.62) (2.41) (0.26) (12.54) (1.88) (0.26)
WY o) 553 A0z sl B 224 A QB 0 7 T3S o 4 9lolc).
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