Flocet® IV

Ofloxacin Hydrochloride

Description
Ofloxacin hydrochloride is a bactericidal antibiotic from the
fluoroquinolone group & a parenteral form of Ofloxacin.

Mode of action

The mechanism of action of ofloxacin is based on impairment of DNA
synthesis, by inhibiting bacterial topoisomerase |l (gyrase) and
topoisomerase |V, resulting in a bactericidal effect.

Pharmacokinetics

The pharmacokinetics of ofloxacin after intravenous infusion is very
similar to those after oral administration. The following table shows the
pharmacokinetic parameters after ofloxacin infusion.

Dose
100 mg ofloxacin | 200 mg ofloxacin
Half-life (minutes) 280 285
Total clearance (ml/minute) 272 258
Renal clearance (ml/minute) 237 215
(% of dose afer 24 hours) 85 81

Composition
Flocet® IV 100 ml infusion: Each 100 ml Flocet® IV contains Ofloxacin
Hydrochloride INN 220.16 mg equivalent to Ofloxacin 200 mg.

Indications

Flocet® IV is suitable for the treatment of the following bacterial
infections when they are caused by pathogens sensitive to ofloxacin:

| Acute, chronic and recurrent infections of the respiratory tract
(bronchitis) caused by Haemophilus influenza or other gram-negative
and multi-resistant pathogens, or by Staphylococcus aureus.

| Pneumonia, especially that caused by problem bacteria such as
Escherichia coli, Klebsiella, Enterobacter, Proteus, Pseudomonas,
Legionella or Staphylococcus.

| Chronic and recurrent infections of the ears, nose and throat, especially
if caused by gram-negative bacteria, including Pseudomonas, or by
Staphylococcus.

I Infections of the soft tissues and skin.

I Infections of the bones (osteitis, osteomyelitis) and joints.

I Infections of the abdominal cavity, including the lesser pelvis, and
bacterial diarrhea requiring antibiotic treatment.

I Infections of the kidneys, urinary tract and sexual organs (gonorrhea).

Dosage & administration

Indications Doses

1x 100 mg to 2 x 100 mg

(or 1 x 200 mg) daily
Infections of the kidneys and sexual Organs | 2 x 100 mg to 2x 200 mg daily

Urinary tract infections

Infections of the respiratory tract and of the | 2y 200 mg daily
ear, nose and throat

Infections of the skin and soft tissues 2 x 200 mg daily
Infections of the bones and joints 2 x 200 mg daily
Infections of the abdominal cavity ;

(including bacterial diarrhea) 2% 200 mg daily
Septic infections 2 x 200 mg daily

Flocet® IV is intended for slow intravenous infusion. The infusion time
must be at least 30 minutes per 200 mg dose. This particularly applies if
this is concomitantly used with drugs which may lower blood pressure, or
with anesthetics containing barbiturates.

Flocet® IV is miscible with the following solutions: isotonic saline,

Ringer's solution and 5% glucose solution. Flocet® IV may be mixed with
other solutions only if compatibility has been demonstrated. Heparin and
Flocet® IV must not be mixed. Flocet® IV should be used only as the
freshly opened solution. When the patient's condition has improved, the
treatment with the infusion solution can be changed to treatment with
tablets at the same dose.

Contraindications

Flocet® IV must not be used in patients who are hypersensitive to
ofloxacin, other quinolones or any of the other ingredients of Flocet® IV
and epileptics patients.

Side effects
Some common problem related to gastrointestinal like abdominal pain,
dyspepsia, diarrhoea, nausea and vomiting.

Use in pregnancy & lactation
Flocet® IV Should not be used in pregnant women. Due to the lack of
human studies it may not be used in breast-feeding women.

Precautions

Some important precaution must be in concern during therapy such as
Clostridium difficile-associated diseases, Tendinitis, patients predisposed
to seizures, Patients with glucose-6- phosphate dehydrogenase
deficiency, Patients with impaired renal function, Hypoglycaemia,
Patients with impaired liver function and QT interval prolongation.

Drug interactions

Particularly with high-dose treatment it must be borne in mind that
quinolones and other drugs subject to renal tubular excretion (e.g.
probenecid, cimetidine, furosemide, methotrexate) can mutually inhibit
each other's excretion. This can lead to elevated serum levels and
increased undesirable effects.

Over dosage

The major symptoms of acute overdosage may (among others) be of a
central nervous nature, e.g. confusion, dizziness, impairment of
consciousness and seizures, as well as gastrointestinal reactions such
as nausea and mucosal erosions.

Storage
Store in a cool and dry place, protected from light.

Packaging
Flocet® IV 100 ml infusion: Each bottle contains 100 ml.

Manufactured by
Opsonin Pharma Limited
Opsonin Pharma Rupatali, Barishal, Bangladesh.
Ideas for healthcare ® Registered Trade Mark.
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