
Poster on additional risk minimization measures for healthcare professionals

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. 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. Patients at increased risk of overdose include:
•	 Neonates
•	 Underweight adults (≤ 50 kg)
•	 �Patients with additional risk factors for hepatotoxicity, e.g. hepatocellular insufficiency, chronic alcoholism, chronic malnutrition (low reserves of hepatic  

glutathione) and dehydration
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Ensure correct dosing: 1mL solution = 10 mg paracetamol. When  
writing prescriptions, clearly indicate both the dose in milligrams and  
the equivalent volume in milliliters. The dose and volume depend  
on the patient’s weight and can be found in the table below. 

Paracetamol 10 mg/ml solution for infusion is available in 10 ml, 50 ml and 
100 ml bottles. The bottle size to be used must be adjusted to the patient`s 
weight and the volume to be administered. 

Make sure the correct dose is prescribed and administered

•	 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.

Therapeutic indications

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

The dose per administration 7.5 mg/kg, equivalent to 0.75 ml/kg  
body weight. The required volume can be very small. See the table for 
examples. The volume per administration should never exceed 7.5 ml. 
The maximum daily dose is 30 mg/kg (equivalent to 3 ml/kg). 

The original IV container should not be used directly for infusion.

The volume to be administered should be withdrawn from the IV container  
and diluted in a Sodium Chloride 9 mg/ml (0.9 %) solution or Glucose  
50 mg/ml (5 %) solution up to one tenth (1 volume Paracetamol 10 mg/ml 
solution for infusion into 9 volumes diluent). A 5 or 10 ml syringe should  
be used to measure the dose to be administered. A syringe pump can  
also be used.

* �Preterm newborn infants: No safety and efficacy data are available for premature  
newborn infants

No more than 4 doses to be given in 24 hours
Patient weight Dose per administration Volume per administration

1 kg* 7.5 mg 0.75 ml

2 kg* 15 mg 1.5 ml

3 kg 22 mg 2.2 ml

4 kg 30 mg 3.0 ml

5 kg 37 mg 3.7 ml

6 kg 45 mg 4.5 ml

7 kg 52 mg ​5.2 ml

8 kg 60 mg ​6.0 ml

9 kg 67 mg 6.7 ml

10 kg 75 mg 7.5 ml

This educational material is intended as an additional measure for risk minimization and was approved by the Health Products Regulatory Authority (HPRA).  
Its purpose is to ensure that healthcare professionals are aware of and follow the special safety requirements for Paracetamol 10 mg/ml solution for infusion.

For term newborn infants, 
infants and toddlers weighting 

up to 10 kg 

For toddlers and children 
weighing more than 10 kg 

and up to 33 kg

For children, adolescents and 
adults weighing more than 

33 kg and up to 50 kg

For children, adolescents and 
adults weighing more than 

50 kg with no additional risk 
factors for hepatotoxicity

For children, adolescents and 
adults weighing more than 
50 kg with additional risk 
factors for hepatotoxicity 

(see SmPC)

Dose per  
administration 7.5 mg/kg 15 mg/kg 15 mg/kg 1000 mg 1000 mg

Volume per  
administration 0.75 ml/kg 1.5 ml/kg 1.5 ml/kg 100 ml 100 ml

Maximum  
daily dose

30 mg/kg 
(equivalent to 3 ml/kg)

without exceeding 300 mg

60 mg/kg 
(equivalent to 6 ml/kg)

without exceeding 2000 mg

60 mg/kg 
(equivalent to 6 ml/kg)

without exceeding 3000 mg

4000 mg 
(equivalent to 400 ml)

3000 mg 
(equivalent to 300 ml)

Appropriate  
IV container

10 ml IV container  
(if not available: 50 ml  

IV container) 
50 ml IV container 100 ml 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 and should be adjusted accordingly 
taking such products into account. 

Paracetamol 10 mg/ml solution for infusion can also be diluted in a Sodium 
Chloride 9 mg/ml (0.9 %) solution or Glucose 50 mg/ml (5 %) solution or a  
combination of both solutions up to one tenth (1 volume Paracetamol  
10 mg/ml solution for infusion into 9 volumes diluent) or a syringe pump 
must be used. 

More information on withdrawal, dilution and infusion can be found in the 
SmPC and the package insert.

Training material officially approved by the Health Products Regulatory Authority (HPRA)

If you have any further questions, please contact:
B. Braun Medical Ltd., 3 Naas Road Industrial Park, Dublin 12, D12 H5TF, Ireland
Tel: +353 1 7091800
Email: pharmacovigilance.ie@bbraun.com


