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Each caplet contains Ciprofloxacin (as hydrochloride) 500mg

NNYIRN NI'INN

Adults:

Broad spectrum antibiotic for infections caused by ciprofloxacin sensitive pathogens.
Children and adolescents:

» Broncho-pulmonary infections in cystic fibrosis caused by Pseudomonas aeruginosa

» Complicated urinary tract infections and pyelonephritis

* Inhalation anthrax (post-exposure prophylaxis and curative treatment)

Ciprofloxacin may also be used to treat severe infections in children and adolescents when
there is no other alternative.

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

The use of Ciprofloxacin should be avoided in patients who have experienced serious
adverse reactions in the past when using quinolone or fluoroquinolone containing products
(see section 4.8). Treatment of these patients with Ciprofloxacin should only be initiated in
the absence of alternative treatment options and after careful benefit/risk assessment (see
also section 4.3).

Central Nervous System Effects

Psychiatric Adverse Reactions

Fluoroquinolones, including ciprofloxacin, have been associated with an increased risk of
psychiatric adverse reactions, including: toxic psychosis, psychotic reactions progressing to
suicidal ideations/thoughts, hallucinations, or paranoia; depression, or self-injurious
behavior such as attempted or completed suicide; anxiety, agitation, or nervousness;
confusion, delirium, disorientation, or disturbances in attention; insomnia or nightmares;
memory impairment. These reactions may occur following the first dose. Advise patients



receiving ciprofloxacin to inform their healthcare provider immediately if
these reactions occur, discontinue the drug, and institute appropriate care.

Central Nervous System Adverse Reactions

Fluoroquinolones, including ciprofloxacin, have been associated with an increased risk of
seizures (convulsions), increased intracranial pressure (pseudotumor cerebri), dizziness,
and tremors. Ciprofloxacin, like other fluorogquinolones, is known to trigger seizures or lower
the seizure threshold. Cases of status epilepticus have been reported. As with all
fluoroquinolones, use ciprofloxacin with caution in epileptic patients and patients with
known or suspected CNS disorders that may predispose to seizures or lower the seizure
threshold (for example, severe cerebral arteriosclerosis, previous history of convulsion,
reduced cerebral blood flow, altered brain structure, or stroke), or in the presence of other
risk factors that may predispose to seizures or lower the seizure threshold (for example,
certain drug therapy, renal dysfunction). If seizures occur, discontinue ciprofloxacin and
institute appropriate care.

Blood Glucose Disturbances

Fluoroquinolones, including ciprofloxacin, have been associated with disturbances of blood
glucose, including symptomatic hyperglycemia and hypoglycemia, usually in diabetic
patients receiving concomitant treatment with an oral hypoglycemic agent (for example,
glibenclamide) or with insulin. In these patients, careful monitoring of blood glucose is
recommended. Severe cases of hypoglycemia resulting in coma or death have been
reported. If a hypoglycemic reaction occurs in a patient being treated with ciprofloxacin,
discontinue ciprofloxacin and initiate appropriate therapy immediately.




Prolonged, disabling and potentially irreversible serious adverse drug reactions

Very rare cases of prolonged (continuing months or years), disabling and potentially
irreversible serious adverse drug reactions affecting different, sometimes multiple, body
systems (musculoskeletal, nervous, psychiatric and senses) have been reported in patients
receiving quinolones and fluoroquinolones irrespective of their age and pre-existing risk
factors. Ciprofloxacin should be discontinued immediately at the first signs or symptoms of
any serious adverse reaction and patients should be advised to contact their prescriber for
advice.

Tendinitis and tendon rupture

Tendinitis and tendon rupture (especially but not limited to Achilles tendon), sometimes
bilateral, may occur as early as within 48 hours of starting treatment with quinolones and
fluoroquinolones and have been reported to occur even up to several months after
discontinuation of treatment (see section 4.8). The risk of tendinitis and tendon rupture is
increased in older patients, patients with renal impairment, patients with solid organ
transplants, and those treated concurrently with corticosteroids. Therefore, concomitant use
of corticosteroids should be avoided.

At the first sign of tendinitis (e.g. painful swelling, inflammation), the treatment with
ciprofloxacin should be discontinued and alternative treatment should be considered. The
affected limb(s) should be appropriately treated (e.g. immobilisation). Corticosteroids should
not be used if signs of tendinopathy occur.

Peripheral neuropathy

Cases of sensory or sensorrmotor polyneuropathy ébaseel—en—neerelegeal—sympfeems—sueh

resultlng in paraesthesra hypaesthesra dysesthesra or weakness have been reported in
patients receiving quinolones and fluoroguinolones eiproefloxacin. Patients under treatment
with Ciprofloxacin should be advised to inform their doctor prior to continuing treatment if
symptoms of neuropathy such as pain, burning, tingling, numbness or weakness develop in
order to prevent the development of potentially irreversible condition (see section 4.8).
Lactose

This medicine contains lactose. Patients with rare hereditary problems of galactose
intolerance, total lactase deficiency or glucose-galactose malabsorption should not take this
medicine.

Sodium

This medicine contains less than 1 mmol sodium (23 mg) per caplet, that is to say
essentially ‘sodium-free’.

4.8 Undesirable effects
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Metabolism and Nutrition Disorders

Frequency not known (cannot be estimated from the available data): Hypoglycaemic
coma (see section 4.4)

* Very rare cases of prolonged (up to months or years), disabling and potentially irreversible
serious drug reactions affecting several, sometimes multiple, system organ classes and
senses (including reactions such as tendonitis, tendon rupture, arthralgia, pain in
extremities, gait disturbance, neuropathies associated with paraesthesia, depression,
fatigue, memory impairment, sleep disorders, and impairment of hearing, vision, taste and
smell) have been reported in association with the use of quinolones and fluoroquinolones in
some cases irrespective of pre-existing risk factors (see Section 4.4).
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