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Ciprodex 500 mg caplets

, 1221 'XI9N NN

O TINO'X V'WONN 7w [21X7 17521 X9N7 17V NYINNA (1DTY 7V DDY'TIN? NWpPan n"ya 70T nan

.500

.0n17va |"lJ'7 W' K71 yTmY .Ta%71 'Nintuan yT'na NNnnn otinnn DRINTYN 009N IT NYTINA

"y 0'09TIN 07277 NI NIXMAN TIWN MNXAY NIDINNN 1ARN DI0197 IN7W] DIX71 X9N7 D1I7VN

.04-6364000 :"70 ,7xw' 3060000 X2y ix 1 2057 'n0 ,n"ya 70T :DIWMN W27 N

'YONA 20N

Each caplet contains ciprofloxacin as hydrochloride 500 mg.
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4.1 Therapeutic indications

Ciprodex caplets are indicated for the treatment of the following infections (see sections 4.4 and 5.1).
Special attention should be paid to available information on resistance to ciprofloxacin before commencing
therapy.

Consideration should be given to official guidance on the appropriate use of antibacterial agents.

Adults
Broad spectrum antibiotic for infections caused by ciprofloxacin sensitive pathogens.
Lower respiratory tract infections due to Gram-negative bacteria

Exacerbations of chronic obstructive pulmonary disease

»= In exacerbation of chronic obstructive pulmonary disease CIPRODEX should be used only when
it is considered inappropriate to use other antibacterial agents that are commonly for the
treatment of these infections.

broncho-pulmonary infections in cystic fibrosis or in bronchiectasis

pneumonia

Chronic suppurative otitis media
Acute exacerbation of chronic sinusitis especially if these are caused by Gram-negative bacteria
Uncomplicated acute cystitis

In uncomplicated acute cystitis CIPRODEX should be used only when it is considered inappropriate to
use other antibacterial agents that are commonly recommended for the treatment of these infections.

Acute pyelonephritis

Complicated Urinary tract infections
Bacterial prostatitis

Genital tract infections

Gonococcal urethritis and cervicitis due to susceptible Neisseria gonorrhoeae
epididymo-orchitis including cases due to susceptible Neisseria gonorrhoeae
pelvic inflammatory disease including cases due to susceptible Neisseria gonorrhoeae

Infections of the gastro-intestinal tract (e.g. travellers' diarrhoea)
Intra-abdominal infections

Infections of the skin and soft tissue caused by Gram-negative bacteria
Malignant external otitis

Infections of the bones and joints

Inhalation anthrax (post-exposure prophylaxis and curative treatment)

Ciprofloxacin may be used in the management of neutropenic patients with fever that is suspected to be due
to a bacterial infection.

Children and adolescents

Broncho-pulmonary infections due to Pseudomonas aeruginosa in patients with cystic fibrosis
Complicated urinary tract infections and acute pyelonephritis
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e Inhalation anthrax (post-exposure prophylaxis and curative treatment)

Ciprofloxacin may also be used to treat severe infections in children and adolescents when this is considered
to be necessary.

Treatment should be initiated only by physicians who are experienced in the treatment of cystic fibrosis and/or
severe infections in children and adolescents (see sections 4.4 and 5.1).
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