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Dipyrone (Metamizole) is a pyrazolone derivative, belonging to the group of non-opioid analgesics,
with potent analgesic and antipyretic properties, which is indicated for the treatment of certain types
of pain and fever as specified in the product information of each Dipyrone (Metamizole) -containing
medicine. Dipyrone (Metamizole) is available as a mono-component medicinal product(s).

Agranulocytosis, which can lead to serious or fatal infections, is a known side effect of Dipyrone
(Metamizole)-containing medicines. It involves a sudden and sharp decrease in granulocyte count
(neutrophil levels below 0.5x1091).

The product information of the various Dipyrone (Metamizole)-containing medicines authorised in
Israel lists agranulocytosis with frequency very rare (occurring in up to 1 in 10,000 people).




Following an EU-wide and a local review, contraindications, warnings and precautions
concerning the use of Dipyrone (Metamizole)-containing medicines, for both patients and
healthcare professionals, have been revised to minimise the serious outcomes of the known
risk of agranulocytosis. This includes information when Dipyrone must not be used and how to
facilitate prompt recognition and diagnosis of Dipyrone (Metamizole)-induced agranulocytosis.

The EU review included an evaluation of all available data, including the scientific literature

and post-marketing reports, some of which involved a fatal outcome.

The review did not identify evidence to support the effectiveness of routine blood count
monitoring of patients for early recognition of the Dipyrone (Metamizole) -induced
agranulocytosis. Dipyrone -induced agranulocytosis is not dose-dependent and can occur at
any time during treatment, even in patients who have used these medicines previously without
complications. Therefore, this practice is no longer recommended.
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Optalgin Caplets and
Tablets

Optalgin Drops New
Optalgin Teva, Solution
for Injection
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Syrup For Adults
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Dipyraz Oral Drops
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Dipyrone Kalceks 500
mg/ml, Solution for
Injection
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