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4.3 Contraindications
Known hypersensitivity to any of the active ingredients or to any of the excipients listed in
section 6.1.
Patients with a known personal or family history of blood dyscrasias including aplastic

anaemia --heshdrsaidse s tihie sea e

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

Chloramphenicol toxicity has been reported following chronic exposure.

Discontinue promptly if sensitization or irritation occurs.
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The prolonged use of antibiotics may occasmnally result in overgrowth of non-susceptible
organisms, including fungi. o :
dieontntednadapprepinte e e el

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

[...]

The safety of topical chloramphenicol in pregnanacy and lactation has not been established.
Svystemieally-absorbedforms—of Chloramphenicol enters the fetal circulation and is distributed
into breast milk. lﬁgwen—s&%%emw&ﬂy—to—ﬂ&%moﬂ&e&sherﬂs#befer%ﬁ&rmeGﬂ—or—whﬂs{

g}ueureméatmg—eapaerw—e{;m%ﬂewbem—mfeﬁ%s—kwer—Therefore th1s med1c1ne 1S not

4.6 Fertility, pregnancy and lactation
recommended for use during pregnancy and lactation.
[...]

4.8 Undesirable effects

[...]

Blood and Lymphatic System Disorders
Blood dyscrasias, bone marrow depression and rarely aplastic anaemia-have-beenreported-in
o L C ekl henicol

Immune System Disorders
Anaphylactic reaction*, hypersensitivity reaction-te-drag-exeipients.
[...]

General Disorders and Administration Site Conditions
Local irritation may include subjective symptoms of itching or burning, fever*, simtar

sensitivity reactionste-ether-materials-in-topical preparations-alse-may-oeeur, pyrexia*.
[...]
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