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Bacterial infections due to ofloxacin-susceptible microorganisms, such as:
— Acute, chronic, or recurrent lower respiratory tract infections (bronchitis) pneumonia (not
for the treatment of first choice in pnemonia caused by pneumococci).
— Chronic and recurrent infections of the ear, nose, and throat. Ofloxacin is in general not
indicated for the treatment of acute tonsillitis caused by betahaemolytic streptococci.
— Infections of soft tissues and skin.
— Infections of the bones and joints.
— Abdominal infections including infections in the pelvis minor and bacterial enteritis.
Infections of the kidney, urinary tract, and genital organs, gonorrhoea.
Prevention of infections due to ofloxacin-susceptible pathogens in patients with a significant
reduction in resistance to infections (e.g. in neutropenic state).
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4.3 Contraindications
Ofloxacin must not be used
— in patients hypersensitive to ofloxacin, other quinolones, or any of the excipients
— in patients with history of epilepsy or with any existing central nervous system disorder
that is associated with a lower seizure threshold
— in patients with history of tendon disorders related to fluoroquinolone administration
— in children or adolescents in the growth phase*
— during pregnancy*
— in breast-feeding women*

*because, judging from animal experiments, a risk of damage to the growth-plate cartilage in the
growing organism cannot be entirely excluded.

Ofloxacin should not be given to patients with latent or actual defects in glucose-6-phosphate
dehydrogenase activity because they are prone to haemolytic reactions when treated with
quinolone antibacterial agents.

[...]
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4.4 Special warnings and precautions for use

[...]

Superinfection

As with other antibiotics, the use of ofloxacin, especially if prolonged, may result in overgrowth
of non-susceptible organisms, especially enterococci, resistant strains of some organisms or
candida. Repeated evaluation of the patient's condition is essential. If secondary infection occurs
during therapy,, appropriate and alternative treatment should be given.

Cardiac disorders
QT interval prolongation
Very rare cases of QT interval prolongation have been reported in patients taking
fluoroquinolones. Caution should be taken when using fluoroquinolones, including ofloxacin, in
patients with known risk factors for prolongation of the QT interval such as, for example:
[...]

e acquired QT prolongation

[...]

Interference with laboratory tests:

Determination of opiates or porphyrins in urine may give false-positive results during treatment
with ofloxacin. It may be necessary to confirm positive opiate or porphyrin screens by more
specific methods.

During prolonged therapy (more than two weeks and up to two months), regular monitoring of
haematological parameters and blood chemistry is recommended.

[...]

4.5 Interaction with other medicinal products and other forms of interaction

[...]

Vitamin K antagonists:

Increased coagulation tests (PT/INR) and/or bleeding, which may be severe, have been reported
in patients treated with ofloxacin in combination with a vitamin K antagonist (e.g. warfarin). _
Coagulation tests should be monitored in patients treated with vitamin K antagonists (see section
4.4) because of a possible increase in the effect of coumarin derivatives.

Glibenclamide:

Ofloxacin may cause a slight increase in serum concentrations of glibenclamide administered
concurrently; it is therefore recommended that patients treated with this combination should be
closely monitored as hypoglycaemia is more likely to occur.

4.6 Fertility, pregnancy and lactation
Pregnancy
[...]

The safety of this medicinal product for use in human pregnancy has not been established.
Reproduction studies performed in rats and rabbits did not reveal any evidence of teratogenicity,
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impairment of fertility or impairment of peri- and post-natal development. However, as with other
quinolones, ofloxacin has been shown to cause arthropathy in immature animals.

Breast-feeding

Studies in rats have indicated that ofloxacin is secreted in milk.

Ofloxacin is excreted into human breast milk in small amounts. Because of the potential for
arthropathy and other serious toxicity in the nursing infant, breast-feeding should be discontinued
during treatment with ofloxacin (see section 4.3).

4.7 Effects on ability to drive and use machines

Some adverse reactions (e.g. dizziness/vertigo, drowsiness, visual disturbances) may impair the
patients ability to concentrate and react, and therefore may constitute a risk in situations where
these abilities are of special importance (e.g. driving a car or operating machinery), patients
should know how they react to ofloxacin before they drive or operate machinery.

These effects may be enhanced by alcohol.

4.8 Undesirable effects
[...]

The information given below is based on data from clinical studies and on extensive post
marketing experience.

System organ Common |Uncommon |Rare Very rare Not known
class (> 1/100 to |> 1/1000 to < |(>1/10,000 to < |(<1/10,000) |(cannot be
< 1/10) 1/100) 1/1000) estimated from the
available data)
Infections and Fungal
infestations infection,
Pathogen
resistance
Blood and Anaemia, Agranulocytosis,
lymphatic system Haemolytic  [Bone marrow failure
disorders anaemia, Bone marrow failure
Leucopenia, [may lead to
Eosinophilia, [pancytopenia
Thrombo-
cytopenia
Immune system Anaphylactic  [Anaphylactic
disorders reaction’, Shock *,
Anaphylactoid [Anaphylactoid
reaction®, shock *
Angioedema *
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Metabolism and Anorexia Hypoglycaemia in
nutrition disorders diabetics treated with
hypoglycaemic
agents (see section
4.4),
Hyperglycaemia,
Hypoglycaemic coma
(see section 4.4)
Psychiatric Restlessness,  [Psychotic Abnormal Psychotic disorders
disorders * Sleep disorder, |disorder (for  |dreams and depression with
Agitation, e.g. Psychotic self-endangering
Insomnia hallucination), [behaviour behaviour including
Anxiety, suicidal ideation
Confusional or suicide attempt
state, (see section 4.4),
Nightmares, Nervousness
Depression
Nervous system Headache, Somnolence, [Peripheral Tremor,
disorders * Dizziness Paraesthesia, [sensory, Dyskinesia,
Dysgeusia, Neuropathy” |Ageusia,
Parosmia Peripheral, Syncope
Sensory motor
neuropathy®,
Convulsion®,
Extra-
pyramidal
Ssymptoms or
other disorders
of muscular
coordination
Eye disorders* Eye irritation  |Visual Allergic Uveitis
disturbances  |conjunctivitis
(e.g. double
vision, blurred
Ear and Vertigo Tinnitus, Hearing impaired
labyrinth Hearing loss
disorders*

Cardiac disorders

Tachycardia

Ventricular
Arrhythmias,
torsades de

pointes (reported
predominantly in
patients with risk
factors for QT
prolongation), ECG
QT prolonged (see
section 4.4 and 4.9)
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which can lead
in exceptional
cases to skin
necrosis,
'Vesiculo-
bullous rash,
Angioedema
erythema
multiforme

Vascular disorders Hypotension  |Circulatory
collapse,
Flushing
Respiratory, Cough, Dyspnoea, Allergic pneumonitis,
thoracic and Nasopharyn-  |Bronchospasm Severe dyspnoea,
mediastinal gitis
disorders
Gastrointestinal Nausea, Enterocolitis, |Pseudo- Dyspepsia,
disorders 'Vomiting, sometimes membranous [Flatulence,
Diarrhoea, haemorrhagic  |colitis” Constipation,
abdominal pain Pancreatitis
Hepatobiliary Hepatic Jaundice Hepatitis, which may
disorders enzymed cholestatic ~ |be severe®,
increased Severe liver injury,
(ALAT, including cases with
ASAT, LDH, acute liver failure,
gamma-GT sometimes fatal, have
and/or alkaline been reported with
phosphatas), ofloxacin, primarily
Blood bilirubin in patients with
increased underlying liver
disorders (see section
4.4).
Skin and Rash, Urticaria, Toxic Stevens-Johnson
subcutaneous PruritusHot flushes, epidermal syndrome,
tissue disorders Hyperhidrosis, [necrolysis, Acute generalised
pustular rash  [Photo- exanthemous
sensitivity pustulosis,
reaction’, Drug rash
Drug eruption, |Stomatitis,
vascular Exfoliative dermatitis
purpura,
Vasculitis,
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site conditions *

Musculoskeletal Tendonitis Arthralgia, Muscle weakness,
and connective myalgia, Rhabdomyolysis
tissue disorders* Tendon and/or myopathy,
rupture (e.g. |[Muscle tear,
Achilles Muscle rupture,
tendon) which [Ligament rupture,
may occur Arthritis
within 48
hours of
treatment start
and may be
bilateral
Renal and Serum Renal function|Acute interstitial
urinary disorders creatinine disorder nephritis
increased Acute renal
failure
Congenital and Attacks of
familial/ genetic porphyria in patients
disorders with porphyria
General disorders Unsteady gait |Asthenia,
and administration Pyrexia,

Pain (including pain
in back, chest, and
extremities)

* post-marketing experience

[...]

4.9 Overdose
[...]

Treatment of overdose

In the event of overdose symptomatic treatment should be implemented. ECG monitoring should
be undertaken, because of the possibility of QT interval prolongation.

In the case of overdose steps to remove any unabsorbed ofloxacin e.g. gastric lavage,

administration of adsorbants and sodium sulphate, if possible during the first 30 minutes, are

recommended; antacids are recommended for protection of the gastric mucosa. A fraction of
ofloxacin may be removed from the body with haemodialysis. Peritoneal dialysis and CAPD are
not effective in removing ofloxacin from the body. No specific antidote exists.

Elimination of ofloxacin may be increased by forced diuresis.

[...]
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