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Ciprodex 500
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Each caplet contains Ciprofloxacin (as hydrochloride) 500mg
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CIPRODEX tablets are indicated for the treatment of the following infections.
Special attention should be paid to available information on resistance to ciprofloxacin before commencing
therapy.

Adults
e 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 recommended for
the treatment of these infections.
- broncho-pulmonary infections in cystic fibrosis or in bronchiectasis
- pneumonia
e Chronic suppurative otitis media
e Acute exacerbation of chronic sinusitis especially if these are caused by Gram-negative bacteria
e 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
e 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

e Broncho-pulmonary infections due to Pseudomonas aeruginosa in patients with cystic fibrosis

e Complicated urinary tract infections and acute pyelonephritis

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.
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4.4 Special warnings and precautions for use

Cardiovascular and cerebrovascular effects

Cases of Kounis syndrome have been reported in patients treated with ciprofloxacin (see section
4.8). Kounis syndrome has been defined as cardiovascular symptoms secondary to an allergic or
hypersensitive reaction associated with constriction of coronary arteries and potentially leading to
myocardial infarction.

4.8 Undesirable effects

Cardiac Disorders

Frequency not known: Ventricular arrhythmia and torsades de pointes (reported predominantly in
patients with risk factors for QT prolongation), ECG QT prolonged (see sections 4.4 and 4.9),
Kounis syndrome

:(DITR2 D"INION) MIN'VAN YT AINANN D'HANA DRDDTYA 727 .2026 "7 PTIV PXYT [1'7Vn

N9NNA YIN'yn 194 .2

N9NNn n'7'V1 |NTa

17'9K .N1707 NI'NY D717V AWK (NATRIIR'OP7'ONIX PIW/N'0F'7'ONIX NAIAN) 2NN N'MIXND NAN7X DAIAN @
AXIj7 ,NTN2 QXD ,NTNA YN'7 :D'K2N D'2'A0NA NI7NAN NNIMN NFANZX NAIAN NYSINT7 (U '12'0 W' ,MIYKIN N1Nn N7'01a
IN 'Y " (N7N) DTIAN 1Y TNMD ,nTNy 2¥N7 12yna NNINNNOo NYINN L |197'V ,n'?'N2 ,N1INNNO0 ,NN'Y]
N9NN2A 719'0A NX 7090 ,NT NPNA NN POIT ,NITAYL|NAN NNXN LD IR IW70,D"N9YN W NIN'O Ny
T N9 DN TRING IX X917 NSl

X117 niyoin .4

JNINDYWY OXNNA NVNA NI'IXA ['YORI7?OND'Y DY 719'0 17nNN2A 19¥IW NIDON 'KII'7 NIYOIN

:(NYaja D0 NINDYY NIYDIN) AYIT AI'N [NINDWYY 'RII? NIYSIN

DIYN ,.A.7.82 XL, QT yopn NoARN XI1) 270 2xp 7w 'y 0N DONN 1YTO X7 27 2¥p 70 1'RW NN 27 axp e
(270 29 n'mwnn ni7'von

(K 'au'l 7w 0'vo1101X2 0791010V 0'7IN) DTN YR "TIPON 7V nyown *

(n1xn19'0) AN NI7'YSOI N2 NIFAVOIXR 7W WA IX (NYIRN) N Wi DY e

,NINYN T [ININ 7¥ NARIN X7 NYI9N NINON) [NN1 7 NIdDINI NINNYI DM 7Y N1pN X7 nwion? MIvzn Nmon  »
(SIADH

(Kounis syndrome) 0117 N1non NX171n ,MIMN N2A7X N2IAN 7W n'0 NIFfn'? 7179w ,NTN1 aND *



