CIPRONE®- 250/500 150225004501
Filmtab ©
Broad-spectrum bactericidal agent

Composition

CIPRONE - 250

Each Filmtab ® contains:

Ciprofloxacin 250 mg

CIPRONE © - 500

Each Filmtab ® contains:

Ciprofloxacin 500 mg

Properties and effects

Ciprofloxacin hydrochloride is a new member of fluoroquinolone group and is a synthetic broad - spetrum antibacterial agent foe oral
administration. Its bactericidal action results from interference with the enzyme DNA gyrase which is needed for the synthesis of bacterial DNA.
Ciprofloxacin has been shown to be active in vitro and in clinical infections against a Wide range of gram-positive and gram-negative organisms.
Spectrum: Ciprofloxacin has been shown to be active against most of the following organisms both in vitro and in clinical infections.
Acinetobacter, Aeromonas, Branhamella, Brucella, Campylobacter, Chiamydia, Citrobacter, Corynebacterium, Enterobacter, Escherichia coli,
Haemophiius, Hafnia, Kiebsiella, Legionelia, Listeria, Neisseria, Edwardsiella, Proteus ( indole - pos, and neg. ), Providentia, Moraxelia,
Morganelia, Pasteurella, Plesiomonas, Pseudomonas, Saimonella, Serratia, Shigella, Streptococcus agalactiae, Streptococcus, Staphylococcus,
vivrio, yersinia.

Anaerobes are only moderately susceptible (e.g. Peptococcus, Peptostreptococcus) to resistant (e.g. Bacteroides ).

CIPRONE ° Filmtab © is rapidly and well obsorbed from the gastrointesinal tract after oral administration. The bioavailability is 70% - 80% with
no substantial loss by first-pass metabolism. After oral administration Ciprofloxacin is widely distributed throughout the body; maximum serum
concentrations are attained one to two hours after oral dosing. Mean concentrations 12 hours after dosing with 250 or 500 mg are 0.1 and 0.2
Hg/ml, respectively. The elimination half-life in subjects with normal renal function is approximately four hours.

Approximately 40 to 50 % of an orally adminstered dose, is excreted in urine as unchanged drug.

Indications:

CIPRONE ° Filmtab ® is indicated for the treatment of infections caused by susceptible strains of gram-positive and gram-negative bacteria, in
the conditions listed below:

- upper and lower respiratory tract infections;

- infections of the genital tract including gonorrhoea;

- urinary tract infections;

- bacterial gastroenteritis including infectious diarrhoae;

- peritonitis;

- oral and dental infections;

- prophylaxis against threatening infection in immunocompromised patients (e.g. due to treatment with immunosuppressives or cytostatics);

- infections of the bones and joints, soft tissues, skin and wounds;

- eye infections.

Recommended dosage

- Infections of the respiratory tract (e.g. bronchitis ) 250-500 mg b.i.d.

- Severe infections of the urinary tract (depending on severity) 250-500 mg b.i.d.

- Acute, uncomplicated gonorrhoea in the male (urethritis): a single dose of 250 mg is recommended.

Average duration of treatment: from one day in acute uncomplicated gonorrhoea of the male, to seven days in infections of the kidneys, urinay
tract or intra-abdominal organs, during the full neutropenic phase in immunocompromised patients, and 7 - 14 days in all other infections.
Special dosage instructions

Dosage for patients with impaired renal function: with a creatinine clearance of less than 20

ml/min or a serum-creatinine concentration of 3 mg/ 100 (= 270 umol/l) the normal dose (see dosage scheme) is to be administered only once a
day, or should be halved with twice-daily adminstration. With impaired liver function the Ciprofloxacin elimination is only sightly altered.
Adjustment of the normal dosage scheme is not required. For patients with both impaired renal and liver function, the dosage should be adjusted
according to the degree of renal impaiment.

Contraindications: Ciprofloxacin is contraindicated in patients with a history of hypersensitivity to Ciprofloxacin or any member of the quinolone
class of antimicrobial agents.

Pregnancy / lactation: There are no adequate studies in women, and the possibility exists of damage to growing cartilage in the developing
organism (findings of animal studies). for these reasons Ciprofloxacin should not be used in pregnant and lactating women.

Children and young patients below 18 years should not be treated with Ciprofloxacin before the growth phase is completed.

Warnings and precautions

In elderly patients Ciprofloxacin is to be used with caution. In epileptics and patients with other CNS diorders ( e.g. a predisposition to seizures, a
history of convulsions, reduced cerebral circulation, or stroke) Ciprofloxacin is to be used only after careful consideration of the risks and
benefits, as these patients may be at risk because of central nervouse system side effects.

Side effects

During treatment with CIPRONE Filmtab adverse events occur relatively seldom.

During clinical investigations, the most frequently reported events, drug-related or not, were nausea (5.2%), diarrhoea (2.3%), vomiting (2.0%),
abdominal pain / discomfort ( 1.7 %), headache (1.2 %), restlessness (1.1 %) and rash (1.1%), photosensitivity, visual disturbance and temporary
increase in serum creatinine.

Interactions

Concurrent administration of antacids containing magnesium hydroxide or aluminium hydroxide may reduce the bioavailability of Ciprofloxacin by
as much as 90%.

Therefore Ciprofloxacin should be taken two hours before the antacid four hours after the antacid.

Conocomitant administration of Ciprofloxacin with theophylline decreases the clearance of theophylline, resulting in elevated serum theophylline levels.
Presentation

CIPRONE - 250

Packings of 10 Filmtab ©

CIPRONE - 500

Packings of 10 Filmtab ©

Manufactured by
Medical Union
Abu Sultan-Ismai
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