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Optalgin® Tablets NV CPIYVMIN
Optalgin® Caplets NP99P CPrvoaIN

Each tablet/caplet contains: Dipyrone 500mg
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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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4.4 Special warnings and precautions for use
[...]

Severe skin reactions

i i i ~ Severe cutaneous adverse

reactions (SCARs) including Stevens-Johnson syndrome (SJS), toxic epidermal necrolysis (TEN)
and drug reaction with eosinophilia and systemic symptoms (DRESS), which can be life
threatening or fatal, have been reported in connection with dipyrone therapy.

The patients are to be informed about the signs and symptoms and monitored closely for skin

reactions.

If signs and symptoms suggestive of these reactions occur, dipyrone should be discontinued

immediately and dipyrone therapy must not be resumed at any stage (see section 4.3)
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4.7 Undesirable effects

The frequency of adverse reactions is defined using the following convention:

Very common >1/10

Common >1/100, < 1/10

Uncommon >1/1,000, < 1/100

Rare > 1/10,000, < 1/1,000

Very rare <1/10,000

Not known Frequency cannot be estimated from available data

Skin and Subcutaneous Tissue Disorders

Uncommon:
Rare:
Very rare:

Not known:

Fixed drug eruption.
Rash (e.g., maculopapular exanthema).
Stevens-Johnson syndrome or toxic epidermal necrolysis

(discontinue-treatment, see section 4.4).

Drug reaction with eosinophilia and systemic symptoms (DRESS,

see section 4.4).
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