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Optalgin Teva

Solution for L.V. or I.M. Injection
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As an analgesic:

Optalgin Teva solution for injection, by intravenous administration, is indicated for the relief of severe
and acute pain when oral treatment is not feasible or suitable, as in post-traumatic or post-surgical
pain, biliary or renal colic, and pain associated with malignant diseases.

As an antipyretic:

Optalgin Teva solution for injection, by intramuscular administration, is indicated to lower temperature
in life-threatening situations, when this cannot be achieved by other means.

Hyperthermic patients in critical condition may also be treated in non-hospital environment, under
close medical supervision.
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4.4 Special warnings and precautions for use

Severe skin reactions

The life-threateningskin-Severe cutaneous adverse reactions (SCARs), including reaetions Stevens-
Johnson syndrome (SJS), and-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 during-use-ef-dipyrone therapy.

The patients are to be informed about the signs and symptoms and monitored closely for skin reactions.
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If 51gns of and symptoms suggestlve of thesse reactions occuref—SJS—er—"PEN—develep—ésueh—as
h 3 pent-with Optalgin® Teva 1

g/2 ml solutlon for inj ectlon should be dlscontmued fﬁ&st—b%s{epped—lmmedlately and dipyrone must
not be resumed at any stage (see section 4.3). sheuld-neverbe-introduced:

4.8 Undesirable effects

Skin and subcutaneous tissue disorders

Uncommon: Fixed drug eruption.

Rare: Rash (e.g. maculopapular rash).

Very rare: Stevens-Johnson syndrome or toxic epidermal necrolysis (see
section 4.4).

Not known: Drug reaction with eosinophilia and systemic symptoms (DRESS,

see section 4.4).
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