ABLEVOX LV

(Levofloxacin)
For intravenous infusion
Rx only
Usage
Due to severe side effe of dr ffecti f ABLEVOX 1V and other BLEVO) [
totreat or are proven or \gly suspected to be teria. When culture and llable y
COMPOSITION ify therapy. Inthe absence of such dat pat y selection of - therapy.
Each 100ml contains:
Levofloxacin Hemihydrate equivalent to CONTRAINDICATIONS
Levofloxacin ........cooeiviiniiniiiiieiinnn 059 ABLEVOX LV with history of 1: any of the product components.
Water for injection BP. . QS Paediatrics: Levofloxacin should be used in paediatric and young adult patlsnls Lleas than 18 yeals a! age; only for the infections listed in the INDICATIONS AND USAGE section.
DESCRIPTION PRECAUTIONS AND WARNINGS
Levofloxacin is a synthetic, broad-sp: , third d agent for ) Levofloxacin is A ,3-dihydi hicill (MRSA) po Therefore, levofl
hyl- fin-1-y H-pyrido[1,2,3-de]-1, i boxylic acid. It I formula is C;sHz0FN;O4 and its chemical structure is: treatment of known or suspected MRSA infecti ptibil ‘the organism ntibacterial
g FMRSA inf
S is E.Coli h act infections - Prescribe the local
Foom
L ) Inhalation Anthrax: gether wi ould
= anthrax.
Infusion time: s known for oficxaci, hat during infusion achycarda and 3
temporary decrease in blood pressure may develop In rare cases, a d pressure, If blood
levofloxacin, (I-isomer of
Tendinitis. rarely involves the d rupture.” metime
bilateral, may occur withi f treatment. The risk of tendinitis and
d 60 year: il ol d in elderly
F ifthey 1 th eir physician if they
tendinitis. If levofl be halted immediately, and or
the affected tendon.
Levofloxacin is a light hi Il hi lline powder with a molecular weight of 361.368. Levofloxacin has the potential to form stabl with a il if and/or Ncody, dunng or, J"E"YEM"‘E"( with levoflox acin, (including several weeks after "eatment) may
many metal ions. f DAD). Cf mild It
4 ider thi: in patients i aﬁer (matmem Ifco P firmed, levofl
should be stopped \mmed\a!ely d \nti d
CLINICAL PHARMACOLOGY to seizures; Q lower the seizure trigger Levofl in patients witha hlsto ty of epilepsy and aswith
Levofloxacin mechanism of action involves inhibition of bacterial topoisomerase IV and DNA gyrase (both of which are type Il topoisomerases), enzymes requlred for DNA olhev qumolones‘ which low hreshold,
replication transcription,repair and recombination. Levofloxacin has cross other n defined regions of DNA gyrase ~ such as theaphyline. I case of , treatmen i -
or IV, termed the Qui Regions (QRDRs), or through altered efflux. Pa“ee": ose defcency with 'a‘e"'b:' g h 2y beprone to when
Fluoroquinolones, including levofloxacin, differ in chemical structure and mode of action from aminoglycosides, macrolides an d B-lactam antibiotics, including penicillins. reated with aune erefore, o be used n e o o
Fluoroguinolones may, therefore, be active against bacteria resistant to these antimicrobials P: ;5 y ys, e e et dose
Levofloxacin has in vitro activity against Gram-negative and Gram-positive bacteria and has been shown to be active against most isolates of the following bacteria both in vitro and in Patients should discontinue. eament immeditly nd <onact thei hyscanr ' e
dlinical nfections, reactions; Case: Loxic floxacin. Patients should be
faecali, hicill es), hicill ptible isolates), advised to contact their doctor pri : i
saprophyticus, Streptococcus pneumoniae (including multi-drug resistant isolates [MDRSP]), Sueplococcus pyogenes h ; i mduq‘ng bt have been reported, usually in diabetic patients receiving
Gram-Negative Ba«arla' Enterobacter cloacae, Escherichia coli, ilus influenza, Klebsiell Legionella Moraxella ncomitant leg. thinsulin. C reported. In diabetic patients, careful monitoring of
blood glucose is recommended.
catarthalis, Prot § e s been reported .
Other Bacteria; orto atfical ulraviolet (V) rays (e, sunray lamp, solarium), during ¢ r 48 der to prevent
Following Intravenosnfusion, Levofloxacin s widely cistrbuted nto body s the bronchial d lun gs, bu bra spinal fluid Is relatively poor. o Jation tess (PT/INR) andlor bleecing in i h avitaminK
Levofloxacin is about 30 to 40% bound to plasma proteins. Only "o mactve metabolites The I minaton hal e oflevoloxaci 6t 8 hours, although  antagonist (e, wrf I
this may be prolonged in patients with renal impairment. Levoﬂoxacm roeted largely unchanged, primarily in the urine with less than 5% as metabolites. It is not removed by Psychoti ; Invery d self-
haemodialysis or peritoneal dialysis endangering behaviour - sometimes after only a single d Inthe. I levofl hould
Caution patients o in patients with history of psychiatri discase.
INDICATIONS AND USAGE Qr " tinelo in patients w:rh known risk factors for prolongation of the Q T interval. e
ABLEVOX LY is indicsted for the treatment of mild, moderate, and severe infections caused by susceptible isoltes o the designated ml(roovgamsms con be rapid i nces sym neuropathy in erder topreventth devlopmentofanreverbie condion
Nosocomial Pneumonia; ABLEVOX L is indicated for of nosocomial pr to methicillin susceptible ; Coses of hepatic necrosis up P po . sepsis. Patients
Serratiamarcescens, Escherichia col, Klebsiella influenzae, or djunctive therapy hould be ueed a5 dlinically indicated. should be p treatment and hy a jaundice, dark urine, prufitus or tender abdomen.
athogen, therapy with an anti pseudomonal B-lactam is recommended. Exacerb: ctivity
Community- A(qmred Pneumoma, ABLEVOX LV is indicated for the tveatmenl of quired pi ia due to methicill ptibl trept us gravis. n d ¢ for respi P
influenzae, i Klebsiella Moraxell hals, ot in patients o
Leait " Vision disorders; If vision becomes impaired or any effects on ye spe ia tely.
egions or pneumonia of lly ¢ prolonged, p hof the
Complvca(ed Skin and Skin Structure |n7ecuons, ABLEVOX LV is indicated for the treatment of complicated skin and skin structure infections due to methicil lin-susceptible Staphylococcus  speuid be taken.
aureus, Enterococcus faecalis, Streptococcus pyogenes, or Proteus mirabilis. atory tests; ed with levoll be
Uncomplicated Skin And skin Sructure Infections; ABLEVOX LV s Indicated for the treatment of uncomplicated skin and skinstructur infections (mi to moderate) ncluding screans by more specific method.
abscesses, cellulitis, furuncles, impetigo, pyoderma, wound infections, due to methicilli or Streptococct Levofloxacin may tubercul \d, therefc
Chronic Bacterial Postatits; ABLEVOX 1Vis indicated for the treatment of chronic bacterial prostatitis due to Escherichia coll, Enterococcus faecalis, or methicillin-susceptible
Staphylococcus epidermidis.
Anthr: posure); ABLEVOX LV is indicated for anthrax (post-exposure) to reduce the incidence or progression of disease following exposure to aerosolized
Bacillus anthracis.
Plague; ABLEVOX LV is indicated for treatment of plague, including pneumonic and septicemic plague, due to Yersinia pestis (Y. pestis) and prophylaxis for plague in adults and paediatric
patients, 6 months of age and older.
Complicated Urinary Tract Infections; ABLEVOX LV is indicated for the treatment of complicated urinary tract infections due to Escherichia coli, Klebsiella pneumoniae, or Proteus mirabilis.
Acute Pyelonephritis: ABLEVOXLY is indicated for the treatment of acute pyelonephritis caused by Escherichia coli, including cases with concurrent bacteremia.
Uncomplicated Urinary Tract Infections; ABLEVOX L is indicated for the treatment of uncomplicated urinary tract infections (mild to moderate) due to Escherichia coli, Klebsiella
pneumoniae, or Staphylococcus saprophyticus. Because fluoroquinolones, including ABLEVOX, have been associated with serious adverse reactions and for some patients
uncomplicated urinary tract infection is self-limiting, reserve ABLEVOX for treatment of uncomplicated urinary tract infections in patients who have no alternative treatment options.
Acute Bacterial Exacerbation of Chronic Bronchitis; ABLEVOX LV i indicated for the treatment of acute bacterial exacerbation of chronic bronchitis (ABECB) du to methicilln-
susceptible us aureus, influe para influenzae, or Moraxella catarrhalis.
Acite BacteralSimusits; ABLEVOX 1V s mcicatec for th treatment of seate bactril Sinusit (69 dus 10 Streptococcus pneumoniae, Haemophilus influenzae, or Moraxella catarthalis
DRUG INTERACTIONS
Eff f otl licinal pre n ABLEVOX LV.
Theophylline, fenbufen or similar dal drugs; N of were found with a dlini However, a olone administration include:
pronounced lowering of the cerebral seizure threshold may occur when quinolones urrently with idal drugs, or other agents which - attacksof porphyria n patients with porphyria.
lower the seizure threshold. overbosace
Probenecid and cimetidine; Probenecid and cimetidine had a statistically significant effect on the el of The renal clearance of levofloxacin was reduced by cimetidine "
(242%) and probenecid (34%). This is because both drugs are capable of blocking the renal tubular secretion of levofloxacin. H_owever, at the tested doses in the study, the statistically i g in QT ntervl
significant kinetic differences are unlikely to be of clinical relevance Caution should be exercised when levofloxacin is co -administered with drugs that effect the tubular renal secretion a Ision, hall tion, and tremor | ‘experience.
such as probenecid and cimetidine, especially in renally impaired patients. e & dertaken, Haemodialy:
Other relevant information
Clinical tudies have sh floxacin were not affected to any clinically releva nt extent when levofloxacin was administered together with  DOSAGE AND ADMINISTRATION
the following drugs: calcium carbonate, dlgoxln, gllbendam\de, ranitidine. ABLEVOX V. should be administered asfallows:
Effect of ABLEVOX LV on other medicinal products 0 ml/min)
Ciclosporin; The half-life of ciclosporin was increased by 33% when coadministered with levofloxacin. Indication
Vitamin K antagonists; Increased coagulation tests (PT/INR) and/or bleeding, which may be severe, have been reported in patients treated with levofl oxacin with a vitami K | Community-acquired pneumonia 500 mg once or twice daily. 7-14 days
antagonist (e.g. warfarin). Coagulation tests, therefore, should be monitored in patients tr eated with vitamin K antagonists. Pyelonephritis [500mg once daily. 7-10 days
Drugs known to prolong QT interval; Levofloxacin, like other fluoroquinolones, should be used with caution in patients receiving drugs known to prolong the QTin terval (e.g. Class 1A and  [Complcared winary wact mfections oo once goly o cars
Ill antiarrhythmics, tricyclic antidepressants, macrolides, antipsychotics). Chronic bacteril prostatts 00 mg once dally o ds
Other relevant information B pm— EXvEm
Ina ic interaction study, did not affect th i of (which is a probe su  bstrate for CYP1A2), indicating that isnota maonceor e dal A
CYP1A2 inhibitor. Inhalation anthrax 500 mg once daily 8 weeks
Thetme towitch
ADVERSE REACTIONS ‘Special populations:
The information given below is based on data from clinical studies in more than 8, d on keti P Patients with renal impainment (creatinine clearance < 50 ml/min)
Frequencies in this table are defined using the following convention:
Very common (21/10), [Dose regimen
250 mgr2ah 00mgi2ah 500mg/zh
Common (>1/100to <1/10), = . -
Creatinine dlearance st dose: 250mg frstdose: 500 mg st dose:500mg
Uncommon (21/1000to <1/100), 50 - 20 ml/min then: 125 mg/24 h then: 250 mg/24 h then : 250 mg/12 h
Rare (1/10000 to <1/1000), T Tomimin ther 125 mgrash then 25 mgrzan e 125 mg/ 121
Very rare: (<1/10000), <10 mimn them: 125 maragh e 125 mgr2a hem 125 mo/2h
d CAPD)
Not known (Cannot be estimated from the available data ). ; o
Patients vith hepatic impaiment
System organ class [Comman Uncommon Rare Notknown
(21/100t0 <1/10) (211,000 to <1/100) (=1/10 ,000) Older people
data) 2
Pacdiatric population
Infections and nfestations Fungel nfection mduding Candis fefer to CONTRAINDICATIONS.
infecton
Pathogen resisance Method of dministation
Blood and the lymphatic system Leukopenia | Thrombocytopenia [Pancytopenia ABLEVOXL. ‘twice daily. 250mg or 60
disorders Eosinophilia Neutropenia | Agranulocytosis minutes for 500 g levofloxacin.
Hacmolyticanaeia
Immune system disorders Angiodema [Anaphylactic shock and
Presentation
Vietabolism and nuttion disorders Anoresia a 100m!
patients yposlycsemic coma
- Shelrite
Peychimrc dorders insomma ey m
il 1D
Nervousness Agitation suicide attempt. Storage
[—— Store below 30°C bt do ot feeze,protect from i,
Nervous system disorders eadache Somnolence [Conwilion, Peripheral sensory neuropathy
izziness Tremor Paracsthesia Peripheralsensory motor neuropathy Registration Number(s 9809106117
Dysgeusia Parosmia including ancsmia Date o frst Authorzaton 14% June 2017
nesia Date of Revision 04" January 2017
Extrapyiamidsl isorder NextDate of Revision 04 Janary 2020
rgeusia
Syncope
enign nracranial bypertension
Cye disorders blored
Manufactured by
Earand Labyrnth disorders Verigo [Tinnitus s A sarenteral Dru gsLtd.
Factorylock 191, PltNo. 114 Knga kono,
o dris e ot Verticdr oy oy L et o 50 1575 it
resultin candiac st ap
T30 512 180800 o258 12 im0
Ventricularathythnia nd torsde de Emal spdlokibolomoup com,
website: wwiwabacusparenteral.com
patients with riskfactors of GT
[ prolongation), electrocardiogram QT
prolonged
Vascular disorcers Phiebis Fypotension
Respiratory, thoracic and mediastinal Dysproea Gronchospesm
disorders [Peumonitis allergic.
Gastro-intestinal disorders | Diarrhoea |Abdominal pain
Vomiting Dyspepsia re cases may be indicative of
Nausea Flatulence enterocolts, ncluding
Constpation scudomembranous clits
Panceotiis
- AT, aundice and severe lver njury
laine phosphatase, Gar) ncluding fatlcases withscte ver
fiure, primartly n patients with severe
underlying diseases
siis
Sl and subcutancous bssue Rosh Toric pidermal necrolyss
aisorders Pruritus stevens Johnson syndrome
Uricaria erythe
hyperhidrosis Photosensiiviy reacton
| eulooytoclsti vasculs
stomartis




