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Relief of moderate to severe pain as in headache, toothache, dysmenorrhea and for high
fever that does not respond to other measures.
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4.3 Contraindications

- Hypersensitivity to the actlve substance Dlpyrone (metamlzole) other pyrazolones or
pyrazolidines ¢th § Sran A

&s&ef—saeh—s&bstaﬂees) benzyl alcohol or to any of the exc1plents hsted in sectlon 6 L.
- Agranulocytosis in the medical history induced by metamizole, other pyrazolones or
pyrazolidines.
- Impaired bone marrow function or diseases of the hematopmetlc system

4.4 Special warnings and precautions for use

Agranulocytosis

Treatment with metamizole can cause agranulocytosis, which may be fetal (see section 4.8). It
may occur even after metamizole has previously been used without complications.
Metamizole-induced agranulocytosis is an idiosyncratic adverse reaction. It is not dose-
dependent, and may occur at ant time during treatment, even shortly after treatment
discontinuation.

Patients must be instructed to discontinue their treatment and seek immediate medical attention
in case any symptoms suggestive of agranulocytosis appear (e.g. fever, chills, sore throat and
painful mucosal changes, especially in mouth, nose and throat or in the genital or anal region).
If metamizole is taken for fever, some symptoms of emerging agranulocytosis may go
unnoticed. Similarly, symptoms may also be masked in patients receiving antibiotic therapy.
If sings and symptoms suggestive of agranulocytosis occur, a complete blood cell count
(including differential blood count) should be performed immediately, and treatment must be

stopped while waiting for results. If confirmed, treatment must not be reintroduced (see section
4.3).
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