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* Ofloxacin is a broad-spectrum antimicrobial
fluoroquinolone which has activity against a wide
ra_nge Of gra_m-negatlve and gram-posrtlve —=Size increasing —floating tarivid
microorganisms . 5 e00
* Following oral administration, the bioavailability £, 000 I
of ofloxacin in the tablet formulation is S1s00 |1
approximately 98%. Maximum serum £ 1000 M .
concentrations are achieved one to two hours 5 0500 |/ ‘
after an oral dose. S 0.000 0 y . y
» Ofloxacin has biphasic elimination, following Time (he)
multiple oral doses at steady-state administration,
the half-live is approximately 4-5 hours. e | < X . e | A » .
- Comparing pharmacokinetic parameters derived No. | g/miy | o | @p | (@pwe ) @oIGEm ) ame | o
from the plasma concentration-time profiles of a =L 0527 | 2000 1 059 7238 3122 | 003 | 19827
. . 2 0.362 1.000 0.250 4.771 9.197 0.032 21.457
single oral dose of 400 mg was assessed for = 0457 | 3.000 | 1.000 6422 1677 | 00324 | 20124
ofloxacin included in the test and reference eof 4 0320 | 1000 1 0250 | 4.264 7928 | 0034 | 20.157
= 5 0.454 3.000 1.000 5.987 11.392 0.032 21.782
prOdUCts' § 6 0.300 1.000 0.250 4.056 7.596 0.035 19.952
,E Mean 0.403 1.833 0.542 5.459 10.151 0.033 20.549
qN) SD 0.089 0.000 0.367 1.289 2.239 0.001 0.843
" I d h d 2 SE 0.036 0.000 0.150 0.526 0.914 0.000 0.344
Max 0.527 3.000 1.000 7.257 13.121 0.034 21.781
M ate rI a S a n M et O S Min 0.300 1.000 0.250 4.055 7.596 0.031 19.827
* Open label, randomized, three treatment, subject | o | Tu | Tu | QUG | i | K| T
three period cross over study to compare the e [ aooo | ozse | aere | e | oo | s
pharmacokinetic parameters of two different = 2 1.120 6.000 0.500 18.260 53.015 0.020 35.169
- - - — 3 1.290 6.000 0.250 23.992 54.663 0.027 25.552
ofloxacin gastroretentive tablets equivalent 2 080 | 6000 | 0500 | 17180 | 26420 | o065 | 10038
to 400 mg Ofloxacin and the commercially Eﬁ 5 1.250 6.000 0.250 23.370 61.636 0.021 32.867
. . . = 6 1.040 6.000 0.500 16.926 26.775 0.065 10.716
avallable |mmed|ate-re|ease tablet é Mean 1.201 6.000 0.375 21.074 49.721 0.036 25.053
' ' ' - SD 0.148 0.000 0.136 4.145 19.636 0.023 11.949
formUIatlon TarIVId® (ZXZOO mg) glven as a SE 0.060 0.000 0.055 1.692 8.016 0.009 4.878
s|ng|e oral dose under fas'ung condrt'on_ Max 1.430 6.000 0.500 26.718 75.820 0.069 35.977
n n n n . Min 1.040 6.000 0.250 16.926 26.419 0.019 10.038
* Six healthy, adult males participated in this
comparative study at Genuine Research TRe | awmn | @B | | o | @nsas | q | b
Center, Cairo, Egypt. e T e T e e M
* Results were expressed as mean values * I e s B
SD (ANOVA) was performed using Statistical S |5 | lseo | 1000 | 0250 [ 19667 | 28306 | 0.071 | 9.737
Analysis System SAS® University Edition S [temn [ om0 Tias0 o250 [ iossy | wars | oost | 9am
SOftware (Online)_ SE 0:106 0:111 0:000 0:632 1:991 0:009 1:374
° In Order to inveStigate the StatiSticaI M?: 1750 1.000 0250 18449 >4 543 0.044 6.837

significance, p value < 0.05 was considered
statistically significant.

Conclusions
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A | ) 2 : Based on the results of the in-vivo
N m o
; - < , - , study, the floating preparation had
D D 0 - - . gn .
0 N 0 achieved significant enhancement in
C g : g : sustaining ofloxacin.
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\ A=TEST PRODUCT (1), B=TEST PRODUCT (2), C= REFRENCE PRODUCT J
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