Legionella pneumophila
Mycoplasma pneumoniae
Mycoplasma hominis
Ureaplasmaurealyticum
Species for which acquired resistance may be a problem
Aerobic Gram-positive bacteria
Enterococcus faecalis
Staphylococcus aureus methicillin-resistant#
Coagulase negative Staphylococcus spp
Aerobic Gram- negative bacteria
Acinetobacterbaumannii
Citrobacterfreundii
Enterobacteraerogenes
Enterobacter cloacae
Escherichia coli
Klebsiellapneumoniae
Morganellamorganit
Proteus mirabilis
Providenciastuartii

jomonas aeruginosa
Serratiamarcescens
Anaerobic bacteria

Enterococcus faecium

# Methicillin-resistant S. aureus are very likely to possess co-resistance to fluoroquinolones,

including levofloxacin.

5.2 Pharmacokinetic properties

Absorptio

Orally administered levofloxacin is rapidly and almost completely absorbed with peak plasma
b -2h.The absol i599-100%.

Food has ltle effect on the absorption of levofloxacin.
Steady state conditions are reached within 48 hours following a 500 mg once or twice daily
josage regimen.

Distribution
Approximately 30 - 40 % of levofloxacin is bound to serum protein.

he mean volume o distributon fevofloxadn i approximately 100 aftersingle and repeated

doses,ndicating videspread istriution o body tses.
Bentstion nto issves and body
Levofloxacin has been shown to penelme into bronchial mucosa, epithelial ining fluid, alveolar
lung tissue, skin (blister tissue and urine. However, levofloxacin has

ppoor penetration into cerebrospinal fluid.
Biotransformation
Levofloxacin 0 a very small extent, desmethyl-levofl
andtlevofloxacin N-oxide. These metaboltes account for <5 3 of the dose and are excreted in
urine. Levofloxacin i stereochemically stable and does not undergo chiral inversion.

Following oral and intravenous administration of levofloxacin, it s eliminated relatively slowly
from the plasma (t%: 6 -8 h). Excretion s primarily by the renal route (>85 % of the administered

The mean apparenttota body clerance of levoflsac olowing a 500 g singledose was 175

+/-292ml/mi

Thereareno "mojor ciflerencesin the pharmacokineticsof levofloxacin following intravenous and
uggesting that th

Hnea
Levofloxacin obeys linear pharmacokineticsover arange of 010 1000 mg.
Special population:
Subjects with ronal insufficiency

e pharmacokinetics of levofloxacin are affected by renal jmpairment. With decreasing renal
function renal elimination and clearance are decreased, and elimination half-ives increased as
shown in the table below:

in renal iency following single oral 500 mg dose
[ Cler tml/miny [<20 [ 20-29 [s0-80 |

Clr[m/min] 13 [ 26 | 57 |
|W S 77 o |
Elderly subjec

There o no gnifcant differences inlevofloxacin pharmacokinetis between young and elderly
subjects, except
Gender differences

Separate analysis for male and female subjects showed small to marginal gender differences in
Tevofloxacin Thereis no evidence that these gender diff of clinical
relevance.

6.Pharmaceutical particulars

6.1 List of excipients

Royafloxacin 500 mg film-coated tablets contain the following excipients:

Tablet core:

Croscarmeiose sodium

Sodium starch gl

Microcrystalline Ceios PH 102

Povidone-K 30

Colloidal siicon dioxide

Magnesium stearate

Talc powder

Tablet film-coating:

Hydroxypropyl methyl cellulose E15

Polyethylene glycol 6000

Tale

Titanium dioxide
6.2 Incompatibiliti

Notapplicable.

6.3 Shelflife

2 years.

6.4 Special precautions for storage

To be stored in a temperature not exceedmg 30°Cinadryplace.

6.5 Nature and contents of contain

Carton box containing 2 AL/ randparent PVC) biiste, each of containing 5 fim-<oated tablts
with insert leaflet

6.6 Marketing authorization holders

Marketed by Sato pharma

Manufactured by : Medizen for Pharmaceutical Industries
For: Sato Pharma
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