Dosing for Paracetamol 10 mg/ml solution for infusion

Risk of Medication Errors leading to Accidental Overdose

Take care when prescribing and administering Paracetamol

10 mg/ml solution for infusion to avoid dosing errors due to
confusion between milligram (mg) and milliliter (ml), which
could result in accidental overdose and death. When writing
prescriptions, include both the dose in milligrams and the
equivalent volume in milliliters. The dose and volume
depend on the patient‘s weight.

For toddlers and children
weighing more than 10 kg
and up to 33 kg

For term newborn infants,
infants and toddlers
weighting up to 10 kg

There have also been errors related to accidental overdose of adults
weighing < 50 kg (who require weight-based dosing 60 mg/kg

not exceeding 3 g) resulting in serious hepatoxicity.

Therapeutic indications

Short-term treatment of moderate pain, especially following surgery
and fever. Please also refer to the Summary of Product Characteristics
(SmPC) for Paracetamol 10 mg/ml solution for infusion.

For children, adolescents
and adults weighing more
than 33 kg and up to

For children, adolescents
and adults weighing more
than 50 kg with no

For children, adolescents
and adults weighing
more than 50 kg with

50 kg additional risk factors additional risk factors
for hep icity forh icif
(see SmPC)
Dose per
administration 7.5 mg/kg 15 mg/kg 15 mg/kg 1000 mg 1000 mg
Volume per
administration 0.75 mi/kg 1.5 ml/kg 1.5 ml/kg 100 ml 100 ml
30 mg/kg 60 mg/kg 60 mg/kg
Maximum (equivalent to 3 ml/lkg)  (equivalent to 6 mi/lkg)  (equivalent to 6 mi/kg) 4000 mg 3000 mg
daily dose without exceeding without exceeding without exceeding (equivalent to 400 ml)  (equivalent to 300 ml)
300 mg 2000 mg 3000 mg
IV container 10 ml IV container
for doses (if not available: 50 ml 50 ml IV container 100 ml IV container

IV container)

The solution is administered as a 15-minute intravenous infusion. The interval between each administration must be at least 4 hours.

No more than 4 doses to be given in 24 hours.

For patients with severe renal insufficiency, take into account the information in the SmPC.
The specified maximum daily dose is only for patients who are not receiving other Paracetamol-containing products.
More information on withdrawal, dilution and infusion can be found in the SmPC and the package insert.



Dosing for Paracetamol 10 mg/ml solution for infusion

Special instructions for term newborn infants, infants and toddlers weighing up to 10 kg

1 ml solution for infusion contains 10 mg Paracetamol.

The dose per administration 7.5 mg/kg, equivalent to No more than 4 doses to be given in 24 hours
0.75 ml/kg body weight. The required volume can be very small. X
- . Patient Dose per Volume per
See the table for examples. The volume per administration N . . . i
) ) . weight administration administration
should never exceed 7.5 ml. The maximum daily dose is
30 mg/kg (equivalent to 3 mi/kg). 1kg* 7.5 mg 0.75 mi
The original IV container should not be used directly for 2kg* 15mg 1.5 ml
infusion. 3kg 22 mg 22 ml
The volume to be administered should be withdrawn from the 4 kg 30 mg 3.0ml
IV container and diluted in a Sodium Chloride 9 mg/ml (0.9 %) 5kg 37 mg 3.7 ml
. o .
solution or Glucose 50 mg/ml (5 %) solution up to one tenth 6 kg 45mg 4.5ml
(1 volume Paracetamol 10 mg/ml solution for infusion into e 2 o
9 volumes diluent). A 5 or 10 ml syringe should be used 9 52mg Rl
to measure the dose to be administered. A syringe pump 8 kg 60 mg 6.0ml
can also be used. 9 kg 67 mg 6.7 ml
*Preterm newborn infants: No safety and efficacy data are available 10 kg 75 mg 7.5ml

for premature newborn infants
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