
Paracetamol 1000 mg and  Ibuprofen (as sodium dihydrate)  300 mg in 100 mL solution for infusion

A new treatment for postoperative pain management

Maxigesic® IV provides approximately DOUBLE the 
pain relief than that provided by paracetamol IV or 
ibuprofen IV alone*1.

Maxigesic® IV provided significantly greater pain 
relief than paracetamol IV and ibuprofen IV over a 48 
hour period**1.

No compromise in safety - postoperative safety 
profile equivalent with that of paracetamol IV or 
ibuprofen IV, with no novel adverse events reported1.

Median opioid consumption in the Maxigesic® IV 
group was approximately 30% less than the active 
comparator groups***1.

Maxigesic® provides a simple and effective 
hospital-to-home transition with the opioid-free 
switch from Maxigesic® IV  to Maxigesic® tablets.

*Based on time-adjusted SPID48, calculated from VAS pain intensity scores recorded up until the time of consumption of the first dose of rescue1.  **According to VAS pain intensity, Pain Intensity Differences and Pain Relief scores at the majority of scheduled time points over a   
48 hour period. Dosed as one vial every 6 hours over 48 hour period1.  ***Based on the total oral Morphine Milligram Equivalent (MME) dose of all rescue medication over the full 48 hour study period1.  
Reference: 1. Daniels, S.E, Playne, R., Stanescu, I., Zhang, J., Gottlieb, I.J, Atkinson, H.C. (2019). Efficacy and safety of an intravenous acetaminophen/ibuprofen fixed-dose combination after bunionectomy: A randomized, double-blind, factorial, placebo-controlled trial.  
Clinical Therapeutics 41 (10): 1952-1965. Research sponsored by AFT Pharmaceuticals.
AFT Pharmaceuticals Ltd, Auckland. TAPS PP6110
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Maxigesic IV is an unfunded medicine

For further information please contact:
AFT  Pharmaceuticals Customer Service
Email: customer.service@aftpharm.com
Freephone 0800 423 823



MINIMUM PRODUCT INFORMATION MAXIGESIC® IV paracetamol 1000 mg/ibuprofen (as 
sodium dihydrate) 300 mg in 100 mL solution for infusion. THERAPEUTIC INDICATIONS: 
Maxigesic® IV is indicated in adults for the relief of mild to moderate pain and the 
reduction of fever, where an intravenous route of administration is considered clinically 
necessary. DOSE AND ADMINISTRATION: Dose: Administer one vial (100 mL) Maxigesic® 
IV as a 15-minute infusion every 6 hours, as necessary. Do not exceed a total daily dose of 
4000 mg (4 g) paracetamol. Special populations Paediatric population: The safety and 
efficacy of Maxigesic® IV in children aged under 18 years have not been established. 
Elderly: Dose selection for an elderly patient should be cautious, usually starting at the low 
end of the dosing range, reflecting the greater frequency of decreased hepatic, renal, or 
cardiac function, and of concomitant disease or other drug therapy. Elderly patients are at 
increased risk for serious GI adverse events. Method of administration: Maxigesic® IV 
should be administered as a 15-minute intravenous infusion. Maxigesic® IV should be 
used in one patient on one occasion only. It contains no antimicrobial preservative. 
Unused solution should be discarded. To facilitate administration, the label attached to 
the vials of Maxigesic® IV allow for hanging. CONTRAINDICATIONS Maxigesic® IV is 
contraindicated in patients with hypersensitivity to the active substances or to any of the 
excipients listed in the approved Product Information; in patients with active alcoholism, 
as chronic excessive alcohol ingestion may predispose patients to paracetamol 
hepatoxicity; in patients who have experienced asthma, urticaria, or allergic-type 
reactions after taking aspirin or other NSAID; for the treatment of peri-operative pain in 
the setting of coronary artery bypass graft (CABG) surgery; in patients with impaired 
kidney function, impaired liver function, heart problems or heart failure; in patients with 
active gastrointestinal bleeding, peptic ulceration or other stomach disorders; in patients 
with spinal cord injuries; during pregnancy or in patients planning to become pregnant; 
during breastfeeding. It is recommended to use a suitable analgesic oral treatment as 
soon as this administration route is possible. In order to avoid the risk of overdose, check 
that other medicines administered do not contain paracetamol. Doses higher than the 
recommended entail a risk of very serious liver damage. SPECIAL WARNINGS AND 
PRECAUTIONS FOR USE: Maxigesic® IV should be used with caution in cases of Glucose 6 
Phosphate Dehydrogenase (G6PD) deficiency (may lead to haemolytic anaemia); anorexia, 
bulimia or cachexia; chronic malnutrition (low reserves of hepatic glutathione); 
dehydration, hypovolemia. Maximum daily dose: The total dose of paracetamol should 
not exceed 4 g per day. It is important to consider the contribution of all paracetamol-
containing medications. If the daily dose of paracetamol from all sources exceeds the 
maximum, severe hepatic injury may occur. Duration of dosage: Use the lowest effective 
dose for the shortest duration consistent with individual patient treatment goals. Use of 
the recommended maximum dose of Maxigesic® IV of 100 mL every 6 hours has only been 
studied for a period of up to 2 days. Hepatic injury:  Patients with hepatic insufficiency, 
chronic alcoholism, chronic malnutrition or dehydration may be at a higher risk of liver 
damage following administration of Maxigesic® IV. Cardiovascular thrombotic events: All 
NSAIDs have been associated with an increased risk of cardiovascular and thrombotic 
adverse events when taken long term. Patients with known CV disease or risk factors for 
CV disease may be at greater risk. There is no consistent evidence that concurrent use of 
aspirin mitigates the increased risk of serious CV thrombotic events associated with NSAID 
use. The concurrent use of aspirin and a NSAID does increase the risk of serious 
gastrointestinal (GI) events. Hypertension: NSAIDs can lead to onset of new hypertension 
or worsening of pre-existing hypertension, either of which may contribute to the increased 
incidence of CV events. Use NSAIDs with caution in patients with hypertension. Congestive 
heart failure and oedema: Fluid retention and oedema have been observed in some 
patients taking NSAIDs. Gastrointestinal effects: risk of ulceration, bleeding, and 
perforation:  Serious GI toxicity such as bleeding, ulceration, and perforation of the 
stomach, small intestine or large intestine, can occur at any time, with or without warning 
symptoms, in patients treated with NSAIDs. Minor upper GI problems, such as dyspepsia, 
are common and may also occur at any time during NSAID therapy. Therefore, physicians 
and patients should remain alert for ulceration and bleeding, even in the absence of 
previous GI tract symptoms. Studies have shown that patients with a prior history of 
peptic ulcer disease and/or GI bleeding and who use NSAIDs, have a greater than 10-fold 
higher risk for developing a GI bleed than patients with neither of these risk factors. 
Pharmacoepidemiological studies have identified several other co-therapies or co-morbid 
conditions that may increase the risk for GI bleeding such as: treatment with 
corticosteroids, treatment with anticoagulants, longer duration of NSAID therapy, 
smoking, alcoholism, older age, and poor general health status. Most reports of 
spontaneous fatal GI events are in elderly or debilitated patients. To minimise the 
potential risk for an adverse GI event in patients treated with a NSAID, use the lowest 
effective dose for the shortest possible duration. Serious skin reactions: NSAIDs can cause 
serious skin adverse reactions such as exfoliative dermatitis, Stevens-Johnson Syndrome 
(SJS), and toxic epidermal necrolysis (TEN), which can be fatal. These serious events may 
occur without warning. Pre-existing asthma: Maxigesic® IV is contraindicated in patients 
with aspirin-sensitive asthma and should be used with caution in all patients with pre-
existing asthma. Ophthalmological effects: Blurred or diminished vision, scotomata, and 
changes in colour vision have been reported with oral ibuprofen. Hepatic effects: 
Borderline elevations of one or more liver tests may occur in some patients taking NSAIDs. 
These laboratory abnormalities may progress, may remain unchanged, or may be 
transient with continuing therapy. Notable elevations of ALT or AST (approximately three 
or more times the upper limit of normal) have been reported in small numbers of patients 
in clinical trials with NSAIDs. In addition, rare cases of severe hepatic reactions have been 
reported, including jaundice, fulminant hepatitis, liver necrosis and hepatic failure, some 
with fatal outcomes. Renal effects: Long-term administration of NSAIDs has resulted in 
renal papillary necrosis and other renal injury. Patients at greatest risk of this reaction are 
those with impaired renal function, heart failure, liver dysfunction, those taking diuretics, 
ACE inhibitors, or angiotensin receptor antagonists, and the elderly. Caution is also 
recommended in patients with pre-existing renal disease; Maxigesic® IV has not been 
studied in patients with advanced renal disease. Aseptic meningitis: Aseptic meningitis 
with fever and coma has been observed in patients on oral ibuprofen therapy. Although it 
is probably more likely to occur in patients with systemic lupus erythematosus and related 

connective tissue diseases, it has been reported in patients who do not have underlying 
chronic disease. Haematological effects: Anaemia may occur in patients receiving NSAIDs. 
This may be due to fluid retention, occult or gross GI blood loss, or an incompletely 
described effect on erythropoiesis. NSAIDs inhibit platelet aggregation and have been 
shown to prolong bleeding time in some patients. Masking inflammation and fever: The 
pharmacological activity of ibuprofen in reducing fever and inflammation may diminish 
the utility of these diagnostic signs in detecting complications of presumed non-infectious, 
painful conditions. Anaphylactoid reactions: As with other NSAIDs, anaphylactoid 
reactions may occur in patients without known prior exposure to ibuprofen. Maxigesic® IV 
is contraindicated in patients with the aspirin triad. Patients receiving spinal or epidural 
analgesia: As potential bleeding around the spinal cord has serious consequences, 
caution should be exercised when treating patients undergoing spinal and epidural 
analgesia. Special precautions: In order to avoid exacerbation of disease or adrenal 
insufficiency, patients who have been on prolonged corticosteroid therapy should have 
their therapy tapered slowly rather than discontinued abruptly when products containing 
ibuprofen are added to the treatment program. In-house compounded solutions: 
Maxigesic® IV has been specifically formulated to provide a stable solution of paracetamol 
and ibuprofen. Commercially available formulations of each active ingredient alone 
should not be mixed together in order to produce a substitute for Maxigesic® IV, as 
precipitation may occur. Effects on laboratory tests: Using current analytical systems, 
paracetamol does not cause interference with laboratory assays. Paracetamol in 
therapeutic doses may interfere with the determination of 5-hydroxyindoleacetic acid 
(5HIAA), causing false-positive results. Use in pregnancy: There are no adequate, well-
controlled studies in pregnant women. As there is insufficient information on the use of 
Maxigesic® IV during pregnancy, its use during pregnancy or in patients planning to 
become pregnant is contraindicated. Use in lactation: It is not known whether ibuprofen 
and/or its metabolites are excreted in human milk. Because many drugs are excreted in 
milk and because of the potential for serious adverse reactions in nursing infants from IV 
ibuprofen, Maxigesic® IV is contraindicated for use in nursing mothers. INTERACTIONS 
WITH OTHER MEDICINES AND OTHER FORMS OF INTERACTION: Aminoglycosides: 
NSAIDs may decrease the excretion of aminoglycosides. Anticoagulants: e.g. warfarin - 
users of both warfarin and NSAIDs together have a higher risk of serious GI bleeding than 
users of either drug alone. Antidiabetic medicines: interact with ibuprofen. Aspirin: 
reduces ibuprofen’s protein binding, although the clearance of free ibuprofen is not 
altered.  The clinical significance of this interaction is not known; but concomitant 
administration of NSAIDs and aspirin is not generally recommended. Busulfan: 
concomitant use with paracetamol may result in reduced busulfan clearance. Cardiac 
glycosides: NSAIDs may exacerbate cardiac failure, reduce glomerular filtration rate and 
increase plasma cardiac glycoside levels. Chloramphenicol: paracetamol may increase 
chloramphenicol plasma concentrations. Combination use of ACE inhibitors or 
angiotensin receptor antagonists, anti-inflammatory drugs and thiazide diuretics: 
NSAIDs may diminish the antihypertensive effect of ACE inhibitors and beta-blockers, with 
possible loss of blood pressure control. The combined use of the three classes of drugs all 
at the same time increases the risk of renal impairment. Corticosteroids: increased risk of 
gastrointestinal bleeding. Cyclosporine or Tacrolimus: increased risk of nephrotoxicity 
when used with NSAIDs. Diflunisal: increases paracetamol plasma concentrations and this 
may increase hepatotoxicity. Diuretics: ibuprofen can reduce the natriuretic effects of 
frusemide and thiazides in some patients. During concomitant therapy with NSAIDs, 
observe patients closely for signs of renal failure, as well as to assure diuretic efficacy. 
Enzyme-inducing agents (such as barbiturates, isoniazid, anticoagulants, zidovudine, 
amoxicillin + clavulanic acid, carbamazepine and ethanol): induction of metabolism of 
paracetamol from enzyme inducers may result in an increased level of hepatotoxic 
metabolites. Herbal extracts: Ginkgo biloba may potentiate the risk of bleeding with 
NSAIDs. Lithium: NSAIDs have produced elevations of plasma lithium levels and a 
reduction in renal lithium clearance. Methotrexate: NSAIDs may enhance the toxicity of 
methotrexate. Mifepristone: NSAIDs should not be used for 8-12 days after mifepristone 
administration as NSAIDs can reduce the effect of mifepristone. Phenytoin: may result in 
decreased paracetamol effectiveness and an increased risk of hepatotoxicity. Phenytoin 
may also interact with ibuprofen. Probenecid: causes an almost 2-fold reduction in 
clearance of paracetamol by inhibiting its conjugation with glucuronic acid. Probenecid 
may also interact with ibuprofen. Quinolone antibiotics: NSAIDs can increase the risk of 
convulsions associated with quinolone antibiotics. Zidovudine: increased risk of 
haematological toxicity when NSAIDs are given with zidovudine. There is evidence of an 
increased risk of haemarthroses and haematoma in HIV (+) haemophiliacs receiving 
concurrent treatment with zidovudine and ibuprofen. ADVERSE EFFECTS (UNDESIRABLE 
EFFECTS): Clinical trials with Maxigesic® IV have not indicated any undesirable effects 
other than those for paracetamol alone or ibuprofen alone. In a phase III study in 276 
patients undergoing bunionectomy surgery, the most common treatment emergent 
adverse events (TEAEs) were gastrointestinal disorders (38.8%), followed by nervous 
system disorders (28.6%). TEAEs observed in ≥5% of any treatment group (Maxigesic® IV, 
paracetamol, ibuprofen, or placebo) were nausea, vomiting, dizziness, infusion site pain, 
pruritus, somnolence, constipation, headache, hyperhidrosis, infusion site extravasation, 
decreased appetite, muscle spasms, hot flush. TEAEs are consistent with the postoperative 
setting and the use of paracetamol or ibuprofen for analgesia. The incidence of TEAEs was 
comparable between the Maxigesic® IV, ibuprofen, paracetamol and placebo groups, with 
the exception of vomiting which was significant for the comparison between Maxigesic® 
IV and ibuprofen or placebo (but not paracetamol), suggesting that the vomiting reported 
by patients in the Maxigesic® IV group is attributable to the paracetamol component of 
the combination, rather than an effect unique to the combination. SPECIAL PRECAUTIONS 
FOR STORAGE: Store below 25°C. Do not refrigerate or freeze. Protect from light. NATURE 
AND CONTENTS OF CONTAINER: Maxigesic® IV is supplied in 100 mL clear glass vials, 
closed with a grey rubber stopper and an aluminium flip-off cap, in a pack size of 10 vials. 
MEDICINE SCHEDULE: Prescription Medicine (Schedule 4). SPONSOR: AFT Pharmaceuticals 
Ltd, Level 1, AC Nielsen House, 129 Hurstmere Rd, Takapuna, Auckland 0622. Phone: 0800 
423 823. PATENT NUMBERS: 552181/609727/604009.    
DATE MATERIAL PREPARED: July 2020.

Before prescribing please review the full data sheet at www.maxigesic.co.nz/IV 


