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Flucloxacillin 125mg/5ml and 250mg/5ml Sugar-Free Powder for 
Oral Solution: Prescribing Information.   

Presentation:  Powder for oral solution, free � owing white granular 
powder for oral solution. 
Each 5ml reconstituted solution contains � ucloxacillin sodium equivalent 
to either 125mg or 250mg � ucloxacillin. Please refer to the Summary of 
Product Characteristics (SPC) before prescribing.
Indications: Treatment of infections due to sensitive Gram-positive 
organisms, including infections caused by β-lactamase-producing 
Staphyloccoci. Typical indications include: skin and soft tissue infection: 
respiratory tract infections: other infections caused by Flucloxacillin 
sensitive organisms. Prophylactic during major surgical procedures such as 
cardiothoracic and orthopaedic surgery.
Dosage and Administration: To be administered ½ - 1 hour before meals. 
Adults (including the elderly): 250mg every 6 hours. In serious infections, the 
dosage may be doubled.
Children: 2 - 10 years: 125mg every 6 hours. Under 2 years: 62.5mg every 
6 hours. In cases of severe renal impairment (creatinine clearance <10ml/
min) a dose reduction maybe necessary. Flucloxacillin is not signi� cantly 
removed by dialysis.Endocarditis or osteomyelitis: up to 8g daily in divided 
doses six to eight hourly. Surgical prophylaxis: 1 to 2g IV at induction of 
anaesthesia followed by 500mg six hourly IV, IM or orally for up to 72 hours.
Contraindications: History of hypersensitivity to β-lactam antibiotics or 
excipients. Previous history of � ucloxacillin-associated jaundice/hepatic 
dysfunction. Contains sorbitol - patients with rare hereditary problems of 
fructose intolerance should not take this medicine. 125mg/5ml contains 
0.74mmol (or 17.08mg) sodium and 250mg/5ml contains 49.41mg sodium 
per 5ml dose - to be taken into consideration by patients on a controlled 
sodium diet.

Warnings and Precautions: Patients with renal impairment do not 
usually require dose reduction.  In the presence of severe renal failure 
(creatinine clearance less than 10ml/min) a reduction in dose or an 
extension of dose interval should be considered because of the risk 
of neurotoxicity. Flucloxacillin is not signi� cantly removed by dialysis. 
Patients with evidence of hepatic dysfunction, patients >50 years or 
patients with underlying disease all of whom are at increased risk of 
hepatic reactions. Contact with the skin should be avoided as sensitisation 
may occur. Patients with a known history of allergy are more likely to 
develop a hypersensitivity reaction. Prolonged use of an anti-infective 
agent may occasionally result in overgrowth of non-susceptible 
organisms. Special caution is essential in the newborn because of the 
risk of hyperbilirubinaemia or because of the potential for high serum 
levels of � ucloxacillin due to a reduced rate of renal excretion. During 
prolonged treatments regular monitoring of hepatic and renal functions 
is recommended. 
Drug Interactions: Probenecid and sul� npyrazone slow down the 
excretion of � ucloxacillin. Piperacillin may interfere with � ucloxacillin 
elimination. Flucloxacillin may a� ect the gut � ora, leading to lower 
oestrogen reabsorption and reduced e�  cacy of the combined oral 
contraceptive. Oral typhoid vaccine may be inactivated by � ucloxacillin. 
Flucloxacillin reduces the excretion of methotrexate which can cause 
methotrexate toxicity. Flucloxacillin may reduce the response to 
sugammadex.
Fertility, pregnancy & Lactation: Should only be used in pregnancy and 
breast feeding when the potential bene� ts outweigh the risks associated 
with treatment. 
Undesirable Eff ects: Common (>1/100, <1/10): Minor gastrointestinal 
disturbances. Uncommon (>1/1000, <1/100): Rash, urticaria and purpura. 

Very rare (>1/1000, <1/100): neutropenia and thrombocytopenia, 
haemolytic anaemia, anaphylactic shock, angioneurotic oedema, 
pseudomembranous colitis, hepatitis and cholestatic jaundice,  changes 
in liver function tests, erythema multiforme, Stevens-Johnson syndrome 
and toxic epidermal necrolysis,  arthralgia and myalgia, interstitial nephritis 
fever. 
Driving or Using Machinery: No known e� ects.
Pack Size and NHS Price: 125ml/5ml 100ml=£21.87; 250ml/5ml 
100ml=£26.87
Legal Category: POM
Marketing Authorisation Holder: Actavis Group PTC ehf, 
Reykjavikurvegur, 76-78, 220 Hafnar§ ordur. Iceland.
Marketing Authorisation Numbers: PL 30306/0259-60
Date of API Preparation: September 2011
Adverse events should be reported.  Reporting forms and 
information can be found at www.yellowcard.gov.uk. 

Adverse events should also be reported to Actavis on 01271 311257.
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Flucloxacillin 125mg/5ml and 250mg/5ml 
Sugar-Free Powder for Oral Solution 

The Only Flucloxacillin Sugar Free 
Oral Solution - now available with a 

dosing syringe 
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to find out more about accumulator, or to get another  
application form, call our support network on 0800 731 0370  

or email accumulator@actavis.co.uk 

our partners

t  0800 731 0370   @  accumulator@actavis.co.uk
     f  0800 731 0380               w  www.actavis.co.uk

Calls may be recorded for training purposes. This Price List is printed on sustainably sourced paper.

Whiddon Valley Barnstaple, 
Devon, EX32 8NS


