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Reva Pharma

LEVOX Film Coated Tablets

Composition:

Each Levox (500 - 750) Film Coated Tablet contains:
Levofloxacin (as hemihydrate) 500 mg or 750 mg.

Mechanism of Action:

Levofloxacin is a fluoroquinolone antibiotic. Its bactericidal
effect is produced by inhibiting the second and fourth types of the
enzyme topoisomerase (DNA-gyrase), which is necessary for the
copy, repair and replication of bacterial DNA.
Pharmacokinetics:

Levofloxacin is rapidly absorbed after oral administration,
reaching peak blood concentrations after 1-2 hours. Absolute
bioavailability is approximately (99-100)%. The plasma proteins
binding of levofloxacin is about 40%. It is widely distributed in
various tissues of the body, and is excreted largely unchanged
through the urine (about 85%) and, to a lesser extent, through the
feces. The elimination half-life is approximately 6-8 hours.
Indications:

Levox is used to treat different types of bacterial infections:
Pneumonia, community-acquired pneumonia, acute bacterial
sinusitis, acute bacterial exacerbation of chronic bronchitis,
inhalation anthrax, skin and skin structure infections, chronic
bacterial prostatitis, complicated urinary tract infections, acute
pyelonephritis, urinary tract infections not complicated.
Contraindications: Levox is not indicated in:

- Patients with hypersensitivity to quinolones or any of the
components of the product.

- Patients with a history of tendon disorders related to the
administration of fluoroquinolones.

- Epilepsy patients.

- Children and adolescents.

Warnings & Precautions:

- Caution should be taken when using Levox in patients with
known risk factors for prolongation of the QT interval .

- As with all quinolones, disturbances in blood glucose, including
both hypoglycaemia and hyperglycaemia have been reported.

- It should be used with caution in patients with renal or hepatic
disorders.

- Levox should be used with caution in patients with myasthenia
gravis.

- Levox should be used with caution in patients with glucose-6-
phosphate dehydrogenase deficiency due to the risk of hemolysis.
- Levox should be used with extreme caution in patients who are
prone to seizures, or are being treated with drugs that lower the
seizure threshold.

- Levox use has rarely been associated with Hypersensitivity reactions.

- Tendonitis and/or rupture of tendons are observed during treatment
with quinolones. After the first signs of pain or inflammation, the
treatment should be discontinued.

- You should consult a doctor before continuing treatment with Levox
in the event that symptoms of peripheral neuropathy appear, such as
pain, tingling or numbness, to prevent progression of the condition.
Pregnancy & Lactation:

Levox is contraindicated in both pregnancy and lactation.

Driving & using machines:

Some side effects (Such as dizziness and visual disturbances) may
impair the patient’s ability to drive and using machines.

Drug Interactions:

- Levofloxacin absorption is significantly reduced when iron salts,
or magnesium or aluminium-containing antacids, or didanosine, or
sucralfate are administered concomitantly with Levox tablets.

- The renal clearance of levofloxacin was reduced by cimetidine
(24%) and probenecid (34%).

- The half-life of ciclosporin was increased by 33% when
coadministered with levofloxacin.

- Concomitant administration of Levox with vitamin K antagonists
may increase its anticoagulant effect.

Side Effects:

Common: Insomnia, headache, dizziness, diarrhoea, vomiting,
nausea and hepatic enzymes increased (e.g. ALT/AST).
Uncommon: Fungal infection including candida infection,
pathogen resistance, leukopenia, eosinophilia, anorexia, anxiety,
confusion, nervousness, somnolence, tremor, vertigo, dyspnoea,
dyspepsia, constipation, skin rash and urticaria.

Dosage & Administration:

Levox tablets are administered once or twice daily. The dosage
depends on the type and severity of the infection and the sensitivity
of the presumed causative pathogen.The duration of therapy varies
according to the course of the disease (see table below).

Dosage in patients with normal renal function:

. . . Duration of
Type of Infection Daily dose regimen treatment
Community-acquired 500 mg once daily 7 - 14 days
pneumonia or 750 mg once daily 5 days
Nosocomial Pneumonia 750 mg once daily 7 - 14 days
L 500 mg once daily 10 - 14 days
Acute bacterial sinusitis or 750 mg once daily 5 days
Acute Bacterial Exacerbation .
of Chronic Bronchitis 500 mg once daily >7 days
Inhalation Anthrax 500 mg once daily 60 days
Uncomplicated: 500 mg ~
Skin/Skin Structure once daily 7-10 days
Infections Complicated: 750 mg once
daily 7-14 days
Chronic bacterial prostatitis 500 mg once daily 28 days

Complicated Urinary Tract .
Infections 250 mg once daily 10 days
& Acute Pyelonephritis or 750 mg once daily 5 days
Uncomplicated Urinary Tract .
P Infections Ty 250 mg once daily 3 days

Dosage in Adult Patients with Renal Impairment (Creatinine Clear-
ance less than 50 ml/minute):

. Haemodialysis
Creatinine . :
Creatinine - or Chronic
Clearance greater Creatinine Clearance
Clearance 20 to . Ambulatory
than or equal to 50 . 10 to 19 ml/minute . . .
ml/minute 49 ml/minute Peritoneal Dialysis
(CAPD)
Initial dose 750 mg, | Initial dose 750
750 H;l%z\r/sery N 752§nhg03¥:ry then 500 mg every | mg, then 500 mg
48 hours every 48 hours
Initial dose . .
500 mg every 24 | 500 mg, then Initial dose 500 mg, | Initial dose 500
then 250 mg every | mg, then 250 mg
hours 250 mg every
48 hours every 48 hours
24 hours
250 mg every 48 . .
. No information
250 mg every 24 No dosage hours. If treating on dosing
hours adjustment | uncompicated UTI, adiustment is
required then no dosage ; vailable
adjustment is required
Overdose:

Symptoms: central nervous system symptoms such as confusion,
dizziness, impairment of consciousness, convulsive seizures,
increases in QT interval as well as gastro-intestinal reactions such
as nausea and mucosal erosions.

Treatment: Patients should be referred to hospital urgently for
immediate medical attention.

Storage: Keep out of reach of children. Store below 25°C.
Packaging: Each Levox (500-750) carton box contains:

10 Film Coated Tablets in a blister strip.
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