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Paracetamol Fresenius 10 mg/ml is indicated for:
-short-term treatment of moderate pain, especially following surgery.
-short-term treatment of fever.
when administration by intravenous route is clinically justified by an urgent need to treat pain or
hyperthermia and/or when other routes of administration are not possible.
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3. PHARMACEUTICAL FORM

The solution is clear colorless to almost colorless solution.
The solution pH is between 5.0 and 7.0.

4.2 Posology and method of administration

Only to be used if solution is clear, clear colourless to almost colorless solution and the container and its
closure are undamaged.

4.4 Special warnings and precautions for use

Cases of high anion gap metabolic acidosis (HAGMA) due to pyroglutamic acidosis have been re-ported
in patients with severe illness such as severe renal impairment and sepsis, or in patients with
malnutrition or other sources of glutathione deficiency (e.g. chronic alcoholism) who were treated with
paracetamol at therapeutic dose for a prolonged period or a combination of paracetamol and flu-
cloxacillin. If HAGMA due to pyroglutamic acidosis is suspected, prompt discontinuation of
paracetamol and close monitoring is recommended. The measurement of urinary 5-oxoproline may be
useful to identify pyroglutamic acidosis as underlying cause of HAGMA in patients with multiple risk
Factors. Caution.is advised i ) : 2 ) o 1 i g
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4.8 Undesirable effects

As with all paracetamol products, adverse drug reactions are rare (>1/10,000 to <1/1,000) or very rare
(<1/10,000). They are described below:

System Organ Class Rare Very rare Not known
(21/10,000 to <1/1,000) | (<1/10,000) (cannot be

estimated from
the available data)

(..)

Metabolism High anion gap

and nutrition metabolic acidosis

disorders

(..o

Description of selected adverse reactions

High anion gap metabolic acidosis

Cases of high anion gap metabolic acidosis due to pyroglutamic acidosis have been observed in pa-tients
with risk factors using paracetamol (see section 4.4).

Pyroglutamic acidosis may occur as a consequence of low glutathione levels in these patients.

6.6 Special precautions for disposal and other handling

Paracetamol Fresenius 10 mg/ml can be diluted in 9 mg/ml (0.9%) sodium chloride solution for
infusion or 50 mg/ml (5%) glucose solution for infusion er-a-—cembination-efboth-selations up
to one tenth. For shelf life after dilution see section 6.3.
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