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Levofloxacin Hemhydrate:

QUALITATIVE AND QUANTITATIVE COMPOSITION
Levelone (Levofioxacin) is avallable for oral administration as film-coated tablets:

\'Lmlmm] Td:lut 250mg
Emhi\mwabedhbllt
Levofloxacin as hlmiwrhu USP ......... 250mg
Levalons {Levoflaxacin) Tablst 500mg
Eui\mq(mtsd tablet m)ma ns:

Levofiaxadin as hemihydrate USH
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age) with mild, moderate, and severe caused by suscepiible

= Acuts bacterial sinustis.

- of

= Community-acquired pneumonia and nosocam|al pneumonia.
= Complicated skin and skin structure infections.

= Uncomplicated skin and skin structure infections (mid to moderate) including
abscesses, cellulitis, furuncles, impetigo, pyoderma, wound infections.

= Chronic bacterial prostatitis.

= Complicated uinary tractinfections (mild to moderale).

-1 urinary tract

= Acute pysionephrifis (mid to moderale).

= Inhalafional anthrax, post-exposure.

DOSAGE AND ADMINISTRATION
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of the presumed, cau
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of liquid. Levelone (| blets can be 1o food.
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hours after antackds ini m, aluminum, as well as sucralfate, metal

nesiu
cations such ss iron, and multivitamn preparations with zinc or didanosine
chewable/buffered fablets or the pediatic powder for aral solution.

CLINICAL PHARMACOLOGY
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gm&l m.laftdmnmngﬂhnnaqjdhwsm gﬁ#ﬁ%mmm 500mg od 10-4
It Is ganerally considered to be about twics as active as its isomer, ofloxacin. Acuie Bacterial Sinusitis THong 5
Microbiology Acute Bacterial
been shown ko b of the following micro- Exaterbalon ofovoric: 2img o 500mg -
mmabumﬂmammchrdnhm Bronchil onece dolly e
Cominuity Aoquired 500mg od or bid T-14
FPreumonia Toomgod 5
lach i Hosocomel Tomged 7-M
Uncompiicated skdn and
skin scfl esue -
ci conrodens, Mmmmmpmgga— Infections Stomg od 710
lnmonzas, mteﬂn mlyfoce Klebsiola moniae, Moraxefla catarrhalis, icated sk and
Proteus vitgars, Congi 750mg od T-1
Anaerobic bacteria I.l'!” loated Urhary P— N
wmﬂ Urknaty 250mgod )
mla_mydupnla peumoniae, Chiamydophila psittaci, Chiamydia Th0mg od [
egionella pneu monige, hominis, P ZS0mgod 0
Precnepe T50mg od 5
hlchnvmlﬂl ived resistance may be a problem Chronic Bacterial S00mgod %
methiclin-resistant. C | Prostilt
‘%mm |m:m Sa0mg &
Dosage in adult patients with impaired renal function
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Special Population ADVERSE REACTIONS
Renal Instficlency Levofimach s usually However,
Clearance of lavoflokadin Is substantially reduced and plasma elimination hatfffe s during its therapy.

substantially prolonged I paients with el tnc fon cresiiine ciaranca
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‘abdom inal pain, vomiting, dyspepsia, resh, pruritus, vaginitis, ecema, chest pain.
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fendonitls, myalgla, sksletal pain, abnomal renal function, acuts fenal fallure.

GM'RAINDIGATDNS
Levalloxacin is contraindicated in

- Patients with a history of hypersensitivity to this drug andior other quinalone
antibacierial.

= Childran of growing adolescerts.

WARNIING

Fluoroguinolones, including Levofioxacin are associated with an increased
sk of tendinkis and tendon rupture in all ages. This risk is further increased
in older patients usualy over 60 ysars of age, in patients taking corticosteroid
Idrugs, kidny,

Including L may muscle

Serious adverse events requiring verlatory mppm h:ve been associated with
fluoroquinalone use, In persans with myasthenla gravis.

PREGM.ITIDHS
General

wmmulnhmnuuammu inolones, adequate hydration of
paimtsrwnnghdlomnmldbem to prevent the tion of highly
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Tendinilis may rarely occur. lm&u involves the Achilles tendon and may
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Clostridium difficlle-assoclated dissase
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Patients predisposed to seizures
ummu :rm\dnum“ ion i ek "mures,
suchas patients with rn-al mmw ns, concomitant reatiment
¥ drugs or with drugs which

mh&mlsﬁm&ﬂlw such as theophyling.

Patients with G-6- phosphate
Patients with lkatent or actual defects l’?&’me&ﬁmmﬂy&mmmﬁy

be prone to haemolyfic
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lycemia
As wih all quinolones, hypoglycemia
lwmn? concomitant treatment with an oral hy
these dlabelic patients, careful monitoring
Pm-mn of photosensitisation

lisation Is very rare wilh

sﬂm ot expose themseives unnecessarily to strong sunlight of o arfficial
(e.g. sunray lamp, solarium), in order to pravent phomunsltlsstlnn

Patients treated with Vitamin K antagon
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has been reportad, usually In diabatic patients
el »cwznormlh insulin. In
blood glucose Is recommended.
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‘wilh history of psychiatric diseass,

QT ikorval prolengation

with known risk factors for prolongation of the QT interval such as, for l)&_l'r:
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concomitant mmuehmbpmhmmmmw (0.9 Class 1A
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uncorrected electrolyte imbalance (n.n‘. hypakalemia, M'wmemeeem\n)
- oldery
cardiac disease (e.g., heart fallure, myocardial Infarcfion, bradycaidia)
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prevent

In patlents treated with levofloxach, deamlhanmdwlm In urine may give false-
mmﬁmaybsw confim pasitve optate screens by more specific
Hepatobiliary disordes
treatment and contact their doctor if signs and
sich as anorexia, jaundice, dark rine, pruritus

Renal Insufficlency
Clearance of levofloxarin is substantially reduced and plasma eliminaion halkifeis
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Gerlatric Use
Eﬁmmhmmwmwwﬁhny jents especkally

‘and contact thelr

any symptoms
of tendinits or tendon rupture occur.
M There are no adequate and wel-controlled studles In pragnant women. Levoflo xadn

ugn&m during pregnancy only if the potential MINMMMM

Drug interactions

‘with antacids M\ﬂ\gmqnﬂm oF aluminium, aamH 28 sucralfate metal calions
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after levolloxacin administration.
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concurenty wh dugs,
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when administared alone.

Probenecid and Cimefidine: Cauion should be exercised when levofloxacin Is co-
administered with drugs that affect tha fubular renal secretion such as probenecid and
cimetiding, especially In renally impaired patients.

The half-ife of was 33% when

wilh levefloxacin.

Warfarin: There have baen raports in patients

of warfarin. Prcthrombin tim e, Intamational NmHm Ratio (INR)or ul|ar umue

mm tests should be ebsdy monitored if levofloxacin is administersd
‘with warfarin, Patients should also be monitored for evidence of Heeding.

13% higher in of fenbufen than

OVERDOSAGE

In the event of overdose, symplomalic treatment should be implemenied. EGG

monitoring should be mduﬂalian because of the possibility of QT interval

rolongation. Antacids may be used for protection of gastic mucosa.

Ehemodmpss. mcluting pentonsel dialysis and CAPD are not effective in
levoflaxadkn from the body. No spectic antidots

HOW SUPPLIED
Levelona Tablsts 260mg are availablein bilster pack of 10,
Levelone Tablets 500mg are avallable In bllster pack of 10s.

Stors below 30°C.

Protect from sunkight & moisture.

The expirafion dale r efers to the product correctly stored at the required conditions.
Keep out of reach of children.

To be sofd on of & reg medical only.

Please read the contents carefully before use.
This package Insert Is continually updated from thae to time.
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