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Prescribing Information

IV Ibuprofen 400mg & 600mg (4mg/ml & 6mg/ml) Solution for 
Infusion

Presentation:
400mg: 1ml of solution contains 4mg of ibuprofen. Each 100ml bottle 
contains 400mg of ibuprofen.
600mg: 1ml of solution contains 6mg of ibuprofen. Each 100ml bottle 
contains 600mg of ibuprofen.

Indication: 
In adults for the short-term symptomatic treatment of acute and moderate 
pain (400mg & 600mg) and for the short-term symptomatic treatment of 
fever (400mg only), when administration by intravenous route is clinically 
justified and when other routes of administration are not possible.

Dosage and Administration:
Undesirable effects may be minimised by using the lowest effective dose 
for the shortest duration necessary to control symptoms. Use should 
be limited to situations where oral administration is inappropriate and 
patients must switch to oral treatment as soon as this is possible. 

The medicinal product is indicated for short-term acute treatment 
only and should not be used for more than 3 days. Adequate hydration 
of the patient should be maintained to minimise the risk of possible 
adverse reactions at renal level. This medicine should be administered via 
intravenous route as an intravenous infusion over 30 minutes.

The recommended dose is 400mg or 600mg of ibuprofen, every 6 to 8 
hours as necessary. For 600mg, one dose of 600 mg. If clinically justified, 
another 600mg dose can be administered after 6 to 8 hours depending 
on the intensity of the condition and response to treatment. The 
recommended maximum dose is 1200mg and should not be exceeded. 
This medicinal product should be administered as an intravenous infusion 
over 30 minutes.

In elderly patients precautions should be taken as they are generally more 
prone to adverse effects and are more likely to have renal, hepatic and 
cardiovascular dysfunction and to be using concomitant medications. 
Specifically, it is recommended to administer the lowest effective dose for 
the shortest duration necessary to control symptoms for this population. 
Treatment should be reviewed at regular intervals and discontinued if no 
benefit is seen or intolerance occurs.

Precautions should be taken when NSAIDs are used in patients with renal 
insufficiency. In patients with mild or moderate renal impairment the 
initial dose should be reduced and kept as low as possible for the shortest 
duration necessary and renal function monitored. This medicinal product is 
contraindicated in patients with severe renal insufficiency.

Patients with mild or moderate hepatic insufficiency should start 
treatment with reduced doses, the dose should be kept as low as 
possible for the shortest duration necessary and they should be carefully 
monitored. This medicinal product is contraindicated in patients with 
severe hepatic insufficiency.

This medicinal product should not be used in children and adolescents.

Contraindications:
Hypersensitivity to the active substance, to other NSAIDs or to any of 
the excipients, a history of bronchospasm, asthma, rhinitis, angioedema 
or urticaria associated with taking acetylsalicylic acid (ASA) or other 
non-steroidal anti-inflammatory drugs (NSAIDs), conditions involving an 
increased tendency or active bleeding such as thrombocytopenia, active 
or history of recurrent peptic ulcer/haemorrhage (two or more distinct 
episodes of proven ulceration or bleeding), history of gastrointestinal 
bleeding or perforation, related to previous NSAIDs therapy, history of 
gastrointestinal bleeding or perforation, related to previous NSAIDs 
therapy, severe hepatic or renal insufficiency, severe heart failure (NYHA 
Class IV), severe dehydration (caused by vomiting, diarrhoea or insufficient 
fluid intake), pregnancy in the last trimester.

Precautions and warnings:
Undesirable effects may be minimised by using the lowest effective 
dose for the shortest possible time necessary to control symptoms. 
Concomitant use of ibuprofen with NSAIDs, including cyclooxygenase-2 
selective inhibitors (Coxib), should be avoided.

Severe skin reactions:
Serious skin reactions, some of them fatal, including exfoliative dermatitis, 
Stevens-Johnson syndrome, and toxic epidermal necrolysis have been 
reported very rarely in association with the use of NSAIDs.

Hepatic or renal insufficiency:
Ibuprofen should be used with caution in patients with a history of liver 
or kidney disease and especially during simultaneous treatment with 
diuretics, as the inhibition of prostaglandins can cause fluid retention 
and renal function impairment. Ibuprofen should be administered in these 
patients, at the lowest dose possible, and patient´s renal function should 
be regularly monitored.

Anaphylactoid Reactions:
As standard practice during intravenous infusion, close patient monitoring 
is recommended, especially at the beginning of the infusion to detect any 
anaphylactic reaction caused by the active substance or the excipients.
Severe acute hypersensitivity reactions (e.g. anaphylactic shock) are 
very rarely observed. At the first signs of a hypersensitivity reaction 
following the administration of Ibuprofen, therapy must be stopped and 
symptomatic treatment must be established. Medically required measures, 
in line with the symptoms, must be initiated by specialist personnel.

Respiratory disorders:
Caution is required if this medicinal product is administered to patients 
suffering from, or with a previous history of, bronchial asthma, chronic 
rhinitis or allergic diseases since NSAIDs have been reported to cause 
bronchospasm, urticaria or angioedema in such patients.

Hematological Effects:
Ibuprofen may temporarily inhibit the blood-platelet function 
(thrombocyte aggregation), increasing bleeding times and the risk of 
haemorrhage.

Ibuprofen should only be used with particular caution in patients receiving 
ASA to inhibit platelet aggregation.

Aseptic Meningitis:
Some cases of aseptic meningitis have been reported with the use of 
ibuprofen in patients with systemic lupus erythematosus (SLE).

Ophthalmological Effects:
Blurred or diminished vision, scotomata, and changes in color vision have 
been reported with oral ibuprofen. Discontinue ibuprofen if the patient 
develops such complaints, and refer the patient for an ophthalmologic 
examination that includes central visual fields and color vision testing.

Gastrointestinal (GI) risks: 
GI bleeding, ulceration or perforation, which can be fatal, have been 
reported during treatment with all NSAIDs with or without warning 
symptoms or a previous history of serious GI events. The risk of GI bleeding, 
ulceration or perforation is higher with increasing NSAID doses in patients 
with a history of ulcer, particularly if complicated with haemorrhage or 
perforation, and in the elderly. When GI bleeding or ulceration occurs in 
patients receiving Ibuprofen, treatment should be withdrawn. NSAIDs 
should be given with care to patients with a history of gastrointestinal 
disease (ulcerative colitis, Crohn’s disease) as these conditions may be 
exacerbated.

Interactions: 
Other NSAIDs, including COX-2 inhibitoris and salicylates:
As a result of synergist effects, the concurrent administration use of two or 
more NSAIDs may increase the risk of gastrointestinal ulcers and bleeding. 
Co-administration of ibuprofen with other NSAIDs should therefore be 
avoided. Concomitant administration of ibuprofen and acetylsalicylic 
acid is not generally recommended because of the potential of increased 
adverse effects.

Pregnancy and lactation:
Inhibition of prostaglandin synthesis may adversely affect the pregnancy 
and/or the embryo/foetal development. Data from epidemiological studies 
suggest an increased risk of miscarriage and of cardiac malformation 
and gastroschisis after use of a prostaglandin synthesis inhibitor in early 
pregnancy. During the first and second trimester of pregnancy, ibuprofen 
should not be given unless clearly necessary. If ibuprofen is used by a 
woman attempting to conceive or during the first and second trimester 
of pregnancy, the dose should be kept as low and duration of treatment 
as short as possible. Ibuprofen use is contraindicated during the third 
trimester of pregnancy.

Ibuprofen and its metabolites can pass in low concentrations into the 
breast milk. No harmful effects to infants are known to date, so for short-
term treatment with lower doses interruption of breast-feeding would 
generally not be necessary, however it is recommended to interrupt breast 
feeding when using higher doses than 1200mg daily or longer periods due 
to the potential to inhibit prostaglandin synthesis in the neonate.

Undesirable Effects:
Common: Peptic ulcers, perforation or GI bleeding, nausea, vomiting, 
diarrhoea, flatulence, constipation, dyspepsia, abdominal pain, melaena, 
haematemesis, ulcerative stomatitis, exacerbation of colitis and Crohn’s 
disease. Less frequently, gastritis has been observed. Particularly the risk 
of gastrointestinal bleeding occurring is dependent on the dose range and 
the duration of use.

Very rarely: Severe hypersensitivity reactions (including infusion site 
reactions, anaphylactic shock) and serious cutaneous adverse reactions 
such as bullous reactions including Stevens-Johnson syndrome and 
toxic epidermal necrolysis (Lyell’s syndrome), erythema multiforme and 
alopecia. Oedema, hypertension and cardiac failure have been reported in 
association with NSAID treatment.

For a full list of undesirable effects, including when the daily dose 
is exceeded to 2400mg/day, please see the summary of product 
characteristics.

Overdose:
Symptoms: Headache, tinnitus, dizziness, light-headedness, 
unconsciousness and ataxia, abdominal pain, nausea and vomiting, 
gastrointestinal bleeding, as well as functional disturbances of the liver 
and kidneys, is possible. There may furthermore be hypotension, respiratory 
depression and cyanosis. In serious poisoning, metabolic acidosis may 
occur. Treatment is symptomatic and there is no specific antidote.

Please refer to full Summary of Product characteristics for detailed 
information.

Legal Category:  

Basic NHS Cost: £19.80 per box of 10 bottles (400mg & 600mg)

Marketing Authorisation Number: PL 03551/0152 (400mg) PL 
03551/0153 (600mg)

Marketing Authorisation Holder: B. Braun Melsungen AG, Carl-Braun-
Straße 1,34212 Melsungen, Germany. Phone: +49/5661/71-0

Date of preparation: August 2021

Adverse events should be reported. Reporting forms and information 
can be found at www.mhra.gov.uk/yellowcard. Adverse events 
should also be reported to B. Braun Medical Ltd 
(tel 0800 2980299).
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Balanced Treatment of Acute Moderate Pain

1   Twin-cap, two separate and identical ports

2   Area of protection against punctures

3   Sturdy hanger cap 

Ibuprofen has proved its efficacy over more than  
40 years of use 2 and is listed in the WHO List of Essential 
Medicines * in different dosages and administration forms. 3

The combination of analgesic, antipyretic, and anti-inflammatory 
properties is the key to its success.

Now Ibuprofen can be administered intravenously.

*  WHO Model List mentions effective, well tolerated medicines for priority 

conditions. 1

2

3

Ibuprofen

Anti-inflammatory action

Pain-relieving effect

Anti-pyretic effect

Ready to Administer in Ecoflac® plus

Benefits with Ibuprofen
 � Over 40 years successful experience with Ibuprofen 3

 � IV Ibuprofen is bioequivalent with the oral presentation 4

 � Triple action profile: 
- Analgesic 
- Antipyretic 
- Anti-inflammatory 5 

 � Ready to Administer (RTA) formulation: 
- Requires no mixing steps
- Potential to reduce the chance of medication errors 6  

 � IV administration is independent from patients’ ability 
to swallow 
- Suitable at all stages of perioperative pain 
management

Benefits with Ecoflac® plus
 �  Completely collapsible
 � No requirement to air vent
 � Ready to administer helping to prevent manipulation 

accidents and dilution
 � Time saving – no mixing necessary

Available in:

4 mg /ml in 100 ml indicated in adults for:
 � Short-term symptomatic treatment of acute moderate pain
 � Short-term symptomatic treatment of fever

6 mg /ml in 100 ml indicated in adults for:
 � Short-term symptomatic treatment of acute moderate pain
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Product Container 
Type

Concentration  
(mg / ml)

Volume 
(ml)

Units 
per box

B. Braun 
Product Code

AAH
Code

Ibuprofen B. Braun 400 mg
Solution for Infusion

Ecoflac® plus 4 100 10 3655180 IBU0273J

Ibuprofen B. Braun 600 mg
Solution for Infusion

Ecoflac® plus 6 100 10 3655190 IBU0274F

Product Information

The most commonly observed adverse events are gastrointestinal in nature. Peptic ulcers, perforation or GI bleeding, sometimes fatal, 
particularly in the elderly may occur. Nausea, vomiting, diarrhoea, flatulence, constipation, dyspepsia, abdominal pain, melaena, 
haematemesis, ulcerative stomatitis, exacerbation of colitis and Crohn’s disease have been reported following administration.

Adverse Events
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