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Contraindications

Known hypersensitivity to any of the active ingredients or to any of the excipients listed in
section 6.1.

Patients who have experienced myelosuppression during previous exposure to
chloramphenicol.

Patients with a known personal or family history of blood dyscrasias including aplastic
anaemia.

Special warnings and precautions for use
This medicine is not intended for ophthalmic application.

Chloramphenicol toxicity has been reported following chronic exposure.
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5.1

5.2

Discontinue promptly if sensitization or irritation occurs.

The prelonged use of antibietieschloramphenicol may occasionally result in overgrowth of
non-susceptible organisms, including fungi. If any new infection appears during treatment,
the antibiotic should be discontinued and appropriate measures taken.

In severe infections the topical use of chloramphenicol should be supplemented by
appropriate systemic treatment.

Prolonged or frequent intermittent use of topical chloramphenicol should be avoided,
because of the possibility of absorption and of hypersensitivity reactions. It may also
1ncrease the 11ke11hood of sensitization and emergence of res1stant organlsms H‘—&ﬂy—new

is specifically 1ndlcated.
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PHARMACOLOGICAL PROPERTIES

Pharmacodynamic properties

Mechanism of Action

Chloramphenicol is a broad spectrum antibiotic which has activity against many types of

Gram-positive and Gram-negative bacteria. Chloramphenicol is not effective against fungi,
protozoa, and viruses.

Chloramphenicol is effective against Gram-positive cocci including staphylococci such as
Staph. epidermidis and some strains of Staph. aureus, and streptococci such as Str.
pneumoniae, Str. pyogenes, and the viridans streptococci.

Gram-negative cocci such as Haemophilus influenzae are usually highly sensitive.
Moraxella catarrhalis, a Gram-negative aerobic diplococcus frequently found as
acommensal of the upper respiratory tract, is also highly sensitive.

Pharmacokinetic properties

Any chloramphenicol that is absorbed will be widely distributed in the body tissues and
fluids. It is found in cerebrospinal fluid, giving concentrations of about 50% of those existing
in the blood even in the absence of inflamed meninges; it diffuses across the placenta into
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the fetal circulation, into breast milk and into the aqueous and vitreous humour of the eye; it
is also secreted in saliva, with the highest concentrations occurring in the kidneys and liver.
Up to about 60% in the circulation is bound to plasma protein.

Chloramphenicol is excreted mainly in the urine as the glucuronide with small amounts being
excreted via the bile and faeces. It has a reported half-life of 1.5 to 4 hours which is
increased in patients with liver impairment and neonates to between 24 and 28 hours in the
latter.

Renal impairment has relatively little effect on the half-life of the active drug, due to its
extensive metabolism, but may lead to accumulation of the inactive metabolites.

The absorption, metabolism, and excretion of chloramphenicol are subject to considerable
interindividual variation, especially in _infants and children, making monitoring of plasma
concentrations necessary to determine pharmacokinetic in a given patient.
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