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• Open label, randomized, three treatment, 
three period cross over study to compare the 
pharmacokinetic parameters of two different 
ofloxacin gastroretentive tablets equivalent 
to 400 mg ofloxacin and the commercially 
available immediate-release tablet 
formulation Tarivid® (2x200 mg) given as a 
single oral dose under fasting condition. 

• Six healthy, adult males participated in this 
comparative study at Genuine Research 
Center, Cairo, Egypt. 

• Results were expressed as mean values ±
SD (ANOVA) was performed using Statistical 
Analysis System SAS® University Edition 
Software (Online).

• In order to investigate the statistical 
significance, p value < 0.05 was considered 
statistically significant.

Based on the results of the in-vivo
study, the floating preparation had 
achieved significant enhancement in 
sustaining ofloxacin. 
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Click	to	add	text• Ofloxacin is a broad-spectrum antimicrobial 
fluoroquinolone which has activity against a wide 
range of gram-negative and gram-positive 
microorganisms .

• Following oral administration, the bioavailability 
of ofloxacin in the tablet formulation is 
approximately 98%. Maximum serum 
concentrations are achieved one to two hours 
after an oral dose. 

• Ofloxacin has biphasic elimination, following 
multiple oral doses at steady-state administration, 
the half-live is approximately 4-5 hours.

• Comparing pharmacokinetic parameters derived 
from the plasma concentration-time profiles of a 
single oral dose of 400 mg was assessed for 
ofloxacin included in the test and reference 
products.
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A=	TEST	PRODUCT	(1),	B=	TEST	PRODUCT	(2),	C=	REFRENCE	PRODUCT	
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Subject 
No. 

Cmax 
(µg/mL) 

Tmax 
 (hr) 

Tlag 
 (hr) 

AUC0-24 
((hr)*(µg/

mL)) 

AUC0-∞ 
((hr)*(µg/m

L)) 

K 
 (1/hr) 

T1/2 
 (hr) 

MRT 
 (hr) 

1 0.527 2.000 0.500 7.258 13.122 0.035 19.827 29.377 
2 0.362 1.000 0.250 4.771 9.197 0.032 21.457 31.783 
3 0.457 3.000 1.000 6.422 11.677 0.034 20.124 29.640 
4 0.320 1.000 0.250 4.264 7.928 0.034 20.157 30.031 

5 0.454 3.000 1.000 5.987 11.392 0.032 21.782 31.817 

6 0.300 1.000 0.250 4.056 7.596 0.035 19.952 30.073 
Mean 0.403 1.833 0.542 5.459 10.151 0.033 20.549 30.453 

SD 0.089 0.000 0.367 1.289 2.239 0.001 0.843 1.074 
SE 0.036 0.000 0.150 0.526 0.914 0.000 0.344 0.438 

Max 0.527 3.000 1.000 7.257 13.121 0.034 21.781 31.816 
Min 0.300 1.000 0.250 4.055 7.596 0.031 19.827 29.377 
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Subject 
No. 

Cmax 
(µg/mL) 

Tmax 
 (hr) 

Tlag 
 (hr) 

AUC0-24 
((hr)*(µg/

mL)) 

AUC0-∞ 
((hr)*(µg/m

L)) 

K 
 (1/hr) 

T1/2 
 (hr) 

MRT 
 (hr) 

1 1.430 6.000 0.250 26.719 75.821 0.019 35.978 53.290 
2 1.120 6.000 0.500 18.260 53.015 0.020 35.169 53.040 
3 1.290 6.000 0.250 23.992 54.663 0.027 25.552 39.268 
4 1.080 6.000 0.500 17.180 26.420 0.069 10.038 21.074 

5 1.250 6.000 0.250 23.370 61.636 0.021 32.867 48.773 

6 1.040 6.000 0.500 16.926 26.775 0.065 10.716 21.959 
Mean 1.201 6.000 0.375 21.074 49.721 0.036 25.053 39.567 

SD 0.148 0.000 0.136 4.145 19.636 0.023 11.949 14.888 
SE 0.060 0.000 0.055 1.692 8.016 0.009 4.878 6.073 

Max 1.430 6.000 0.500 26.718 75.820 0.069 35.977 53.290 
Min 1.040 6.000 0.250 16.926 26.419 0.019 10.038 21.074 
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Subject
No. 

Cmax 
 (µg/mL) 

Tmax 
 (hr) 

Tlag 
 (hr) 

AUC0-24 
((hr)*(µg/

mL)) 

AUC0-∞ 
((hr)*(µg/

mL)) 

K 
 (1/hr) 

T1/2 
 (hr) 

MRT 
 (hr) 

1 2.040 1.000 0.250 22.681 37.702 0.045 15.471 24.638 

2 2.470 1.500 0.250 19.757 26.238 0.101 6.838 16.135 
3 1.790 1.000 0.250 20.136 28.892 0.069 10.115 18.870 

4 2.290 1.500 0.250 18.464 24.543 0.100 6.919 16.198 

5 1.860 1.000 0.250 19.667 28.306 0.071 9.737 18.851 

6 2.210 1.500 0.250 18.450 24.837 0.101 6.854 16.525 

Mean 2.110 1.250 0.250 19.859 28.419 0.081 9.322 18.535 

SD 0.261 0.273 0.000 1.550 4.879 0.023 3.365 3.247 

SE 0.106 0.111 0.000 0.632 1.991 0.009 1.374 1.325 

Max 2.470 1.500 0.250 22.681 37.702 0.101 15.471 24.637 

Min 1.790 1.000 0.250 18.449 24.543 0.044 6.837 16.134 
	


