
Summary of Product Characteristics

1 NAME OF THE MEDICINAL PRODUCT

Fucibet 20mg/g+ 1mg/gCream

2 QUALITATIVE AND QUANTITATIVE COMPOSITION

Fusidic acid 20mg/gandbetamethasone1mg/g(asbetamethasonevalerate).

Excipients:containscetostearylalcoholandchlorocresol

For a full li st of excipients,seesection6.1.

3 PHARMACEUTICAL FORM

Cream
Product imported from UK.
A whitecream.

4 CLINICAL PARTICULARS

4.1 Therapeutic Indications

Usein inflammatorydermatoseswherebacterial infection is presentor likely to occur.

4.2 Posology and method of administration

Apply asmallquantityto theaffectedareatwicedaily until a satisfactory responseis obtained.A singletreatment
courseshould notnormally exceed2 weeks.

4.3 Contraindications

Known hypersensitivi ty to fusidic acid/sodiumfusidate,betamethasonevalerateor anyof theexcipients.

Dueto thecontentof corticosteroid,Fucibet® is contraindicated in thefollowing conditions:skin infectionsprimarily
causedby bacteria,fungi or virus(suchasherpesor varicella), skin manifestationsin relationto tuberculosisor
syphilis, perioraldermatitisandrosacea.

4.4 Special warnings and precautions for use

Long-termcontinuoustopicaltherapyshould beavoided,particularly in infants andchildren.Adrenalsuppressioncan
occureven withoutocclusion. Atrophicchangesmayoccuron theface,and to a lesserdegreein otherparts of the
body,afterprolongedtreatmentwith potenttopical steroids.Cautionshouldbeexercisedif Fucibetcreamis usednear
theeye. Glaucomamight result if thepreparationenterstheeye.Systemic chemotherapyis requiredif bacterial
infectionpersists.

Bacterial resistancehasbeenreportedto occurwith theuseof fusidic acid. As with all antibiotics,extendedor
recurrentusemay increasetherisk of developingantibiotic resistance.

Theuseof steroid-antibiotic combinationsshould belimitedto 2 weeksassteroidsmaymaskinfectionsor
hypersensitivity reactions.
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Dueto thecontentof corticosteroid,useof Fucibetshould beavoided in thefollowingconditions:Atrophicskin,
cutaneousulcers,acnevulgarisandin flexures/genital area.

Fucibet mustbeusedwith cautionin thetreatment of largeareas of thebodyandface.Contactwith openwoundsand
mucousmembranesshould beavoided.

Fucibet Creamcontainscetostearylalcoholwhichmay causelocal skin reactions(e.g.contactdermatitis)and
chlorocresolwhichmaycauseallergicreactions.

4.5 Interaction with other medicinal products and other forms of interaction

None known.

4.6 Fertility, pregnancy and lactation

Pregnancy
Safetyfor useof Fucibetduring humanpregnancyhasnot been established. Studiesin animalshavenotshown
teratogeniceffectswith fusidic acidbut studieswith corticosteroidshaveshownteratogeniceffects. Thepotentialrisk
for humansis unknown. Fucibetshouldnot beusedduringpregnancyunlessclearly necessary.

Lactation
No effectson thesucklingchild areanticipatedsincethesystemic exposureof thebreast-feedingwomanto fusidic acid
and betamethasoneis negligible following topical application to a limitedarea of skin.Fucibetcanbeusedduring
breast-feeding.
Fucibet shouldnot beusedon thebreastby breast-feedingwomen.

4.7 Effects on ability to drive and use machines

Fucibet hasnoor negligibleinfluenceon theability to drive andto usemachines.

4.8 Undesirable effects

Verycommon>1/10
Common >1/100and<1/10
Uncommon >1/1,000and<1/100
Rare >1/10,000and<1/1,000
Very rare <1/10,000

Themostfrequently reportedundesirableeffectsarevarioussymptomsof applicationsiteirritation. Allergic reactions
have beenreported.

Basedonclinical studydata for Fucibet® approximately 3%of patientscanbeexpectedto experienceanundesirable
effect. Transientskin irritation, stingingor burningsensation,pruritus,rashandworseningof eczemawere
uncommon.

Immune system disorders
Very rare:
Allergicreaction

Skin and subcutaneous tissue disorders
Uncommon:
Eczemaaggravation
Urticaria
Contactdermatitis
Dry skin
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Rash
Skin irritation
Skin burningsensation
Skin stingingsensation
Pruritus
Erythema

Very rare:
Skin atrophy
Telangiectasia

Undesirableeffectsobservedfor corticosteroidsinclude:
Skin atrophy,telangiectasiaandskinstriae,especially duringprolongedapplication,folliculitis, hypertrichosis,perioral
dermatitis,allergiccontactdermatitis,depigmentation,systemic activity suchasglaucomaandadrenocortical
suppression.

4.9 Overdose

Excessiveprolongeduseof topicalcorticosteroidsmaysuppressthepituitary-adrenalfunctionsresultingin secondary
adrenalinsufficiencywhich is usuallyreversible. In such casessymptomatic treatmentis indicated.

5 PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

ATC code: D07CC01

Fucibet Creamcombinesthepotenttopical antibacterial action of fusidicacid with theanti-inflammatory and
antipruritic effects of betamethasonevalerate.

Fusidic acid andits salts exhibit fat andwatersolubility propertieswith strongsurfaceactivity, andshowunusual
abil ity to penetrateintactskin. Concentrationsof 0.03- 0.12mcg/ml inhibit nearly all strainsof Staphylococcus
aureus. Topical Fucidin is alsoactiveagainst Streptococci, Corynebacteria, NeisseriaandcertainClostridia.

Betamethasonevalerateis apotenttopicalcorticosteroid rapidlyeffective in thoseinflammatory dermatoseswhich
normally respondto this form of therapy.

5.2 Pharmacokinetic properties

Therearenodatawhichdefinethepharmacokineticsof FucibetCream,following topical administrationin man.

However, in vitro studiesshowthatfusidic acid canpenetrate intacthumanskin. The degreeof penetration dependson
factorssuchasthedurationof exposure to fusidic acid andthecondition of theskin. Fusidicacidis excretedmainly in
thebile with littleexcretedin theurine.

Betamethasoneisabsorbedfollowing topical administration. Thedegreeof absorption is dependentonvariousfactors
includingskinconditionandsiteof application. Betamethasoneis metabolisedlargely in theliver butalsoto a limited
extent in thekidneys,andtheinactivemetabolites areexcreted with theurine.

5.3 Preclinical safety data

Therearenopreclinical dataof relevanceto theprescriberwhich areadditional to thatalreadyincludedin other
sectionsof theSPC.
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6 PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Macrogolcetostearylether
Cetostearylalcohol
Chlorocresol
Liquid paraffin
Sodiumdihydrogenphosphate
Whitesoft paraffin
Purified water
all -rac-α-tocopherol

6.2 Incompatibilities

Not applicable.

6.3 Shelf life

Theshelf-life expirydateof this productshall bethedateshownonouterpackageof theproducton themarketin the
country of origin.
After first opening:3 months

6.4 Special precautions for storage

Do not storeabove30̊ C.

6.5 Nature and contents of container

Aluminium tubewith awhitepolyethylenescrewcap.
Packsize: 30g

6.6 Special precautions for disposal of a used medicinal product or waste materials derived from
such medicinal product and other handling of the product

No specialrequirements.

7 PARALLEL PRODUCT AUTHORISATION HOLDER

B & S Healthcare
Unit 4, BradfieldRoad
Ruislip
Middlesex
HA4 0NU
UnitedKingdom

8 PARALLEL PRODUCT AUTHORISATION NUMBER

PPA1328/183/001

9 DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Dateof first authorisation:4th January2013
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10 DATE OF REVISION OF THE TEXT

May2013
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