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Summary of Product Characteristics

1NAME OF THE MEDICINAL PRODUCT
Fudbet20mg/g + 1mg/gCream
2 QUALITATIVE AND QUANTITATIVE COMPOSITION

Fusidic acid 20nmg/g andbetamethasonemg/g(asbetanethasonevalerate).
Excipients:containscetosearylalcoholand chlorocresol

For afull listof excipients,seesection6.1.
3PHARMACEUTICAL FORM

Cream
Product imported from UK.
A white cream.

4 CLINICAL PARTICULARS

4.1 Therapeutic Indications

Usein inflammatory dermatosswherebacterial infecion is presenor likely to occur.
4.2 Posology and method of administration

Apply asmallquantityto the affectedareatwice daily until a saisfadory responses obtained A singletreatment
course shout notnormaly excee® weeks.

4.3 Contraindications

Known hypersestivity to fusidic acid/sodiumfusidat, beameahasoneralerak or any of the excipients.

Dueto the conientof corticosteroid Fucibd® is contrandicated in the following conditions:skin infedions primarily
causedy bacteriafungi or virus (suchasherpesor varicdla), skin manfestatonsin relationto tubeiculosisor
syphilis, perioraldermatitisandrosacea.

4.4 Special warnings and precautions for use

Long-termcontinuougopicaltherapyshoutl be avoided,particularly in infants andchildren.Adrenalsuppessioncan
occur even withoutoccluson. Atrophicchangesnayoccur ontheface,andto alesserdegredan otherpaits of the
body, after prolongedreatmeniith potenttopical steroids. Caution shouldbe execisedif Fucibetcreamis usednear
theeye Glaucomamightreallt if the preparaton enterstheeye. Sysemic chenotherapyis requiredif bacteial
infectionpersists.

Bacterid resstancehasbeenreportedto occurwith the useof fusidic aad. As with all antibiotics,extendedr
recurentusemay increaseherisk of devdoping antibiotic resistane.

Theuseof steroidanibiotic combinatims shoutl be limitedto 2 weeksassteroidsmay maskinfectionsor
hypersensitivy reactions.
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Dueto the conientof corticosteroiduseof Fucibetshoutl be avoide in the following conditions:Atrophic skin,
cutareousulcers,acnevulgarisandin flexuresfenital area.

Fudbet mustbe usedwith cautionin thetreatmet of large area of thebodyandface.Contactwith openwoundsand
mucousmenbranesshould beavoided.

Fudbet Creamcontainscetostearyhlcoholwhich may causdocal skin reactions(e.g.contactdermatitis) and
chlorocresolwhich may causeallergicreadions

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 estabished. Studiesn animalshavenotshown

teraogeniceffects with fusidic acid but studeswith corticosteroidshaveshownteratogenieffects The potentialrisk
for humanss unknown. Fucibetshouldnot beusedduring pregnancy unlesscleaty necessary.

Lactation

No effectson the sucklingchild areanticipaed sincethe systanic exposureof the breasi-feedng womanto fusidic acid
and betamelhasonas negligible following topical application to a limited area of skin. Fucibetcanbe usedduring
breastfeedng.

Fudbet shouldnot be usedon the breasty breastfeeding women.

4.7 Effects on ability to drive and use machines
Fudbet hasno or negligibleinfluenceon the ability to drive andto usemadines.
4.8 Undesirable effects

Verycommon>1/10

Common >1/100and<1/10
Uncanmon >1/1,000and<1/100
Rare >1/10,000and<1/1,000
Veryrare <1/10,000

Themostfrequenly reportedundegrable effectsarevarioussymptomsof appicationsiteirritation. Allergic reactions
have beenrepored.

Basedon clinical studydata for Fucibef approximatel 3% of patientscanbe expededto experieiceanundesirale
effect. Transientskinirritation, stinging or burningsensabn, pruritus, rashandworseningof eczenawere
uncammon.

Immune system disorders

Veryrare
Allergicreacton

Skin and subcutaneoustissue disorders
Uncanmon

Eczemaaggravation

Urticaria

Contactdermattis

Dry skin
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Rast

Skin irritation

Skin burning senation
Skin stingingsensation
Pruritus

Erythema

Veryrare

Skin atrophy

Telangiectasia

Undesirableeffectsobservedfor corticosteoidsinclude

Skin atrophy telangiecasiaandskin striae, especally duringprolongedapplication,folliculitis, hypetrichosis,perioml

dermatitis, allergic contactdermatitis, depigmatation, systemic activity suchasglaucomaandadrenocatical
suppresion.

4.9 Overdose

Excesive prolongeduseof topical corticosteoids may suppessthe pituitary-adrenalfunctionsresultingin secondar
adrenalinsufficiencywhichis usuallyrevesible. In sud casesynptomadic treatmentis indicated.

5PHARMACOLOGICAL PROPERTIES
5.1 Phar macodynamic properties

ATC code: DO7CCO01

Fudbet Creamcombineghe potenttopicd anibacterid acion of fusidic acid with the antrinflammatoy and
antipruritic effect of betamethamevalerate.

Fusidic acid andits salts exhibit fat andwater solubility properteswith strongsurfaceactivity, andshowunusual
ability to penetratentactskin. Concentrabnsof 0.03- 0.12mcg/m inhibit neary all strainsof Saphylococcus
aureus. Topical Fucidinis alsoactiveaganst Stregptococi, Corynebateria, NeisseriaandcertainClostridia.

Betamethasonealerateis a potenttopical corticosterod rapidly effective in thoseinflammatoy dermatosewhich
normally respondo this form of therapy.

5.2 Phar macokinetic properties

Thereareno datawhich definethe pharma&okinetcs of Fucibet Cream,following topicd admnistrationin man.
Howevae, in vitro studiesshowthatfusidic add canpenetrat intacthumanskin. The degreeof penetrabn depend®n
facbrssuch asthedurationof exposue to fusidic add andthe condiion of theskin. Fusidicacidis excretedmainlyin
thebile with little excretedn theurine.

Betamethasonis absrbedfollowing topical adminstration. Thedegre of absoptionis dependenbn variousfactors

including skin conditionandsite of applicaion. Betamethaoneis metébolisedlargely in theliver butalsoto a limited
extert in thekidneys,andtheinactivemetabolites are exaeted with theurine

5.3 Preclinical safety data

Thereareno preclinical dataof relevanceto the prescribemhich areadditiond to thatalreadyincludedin other
sectionsof the SPC
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6 PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Macrogolcebskearylether
Cetostearyhlcohol
Chlorocresol

Liquid paraffin
Sodiumdihydrogenphoghat
White soft paraffin

Purified water

al-rac-a-tocopherol

6.2 Incompatibilities

Not applicable

6.3 Shelf life

Thesheltlife expiry dateof this productshdl bethedateshownon outerpackageof the productonthe marketin the
country of origin.

Afterfirst opening:3 monhs

6.4 Special precautionsfor storage

Do not stae above30°C.

6.5 Nature and contents of container

Aluminium tubewith awhite polyethylenescrewcap.
Packsize: 30g

6.6 Special precautionsfor disposal of a used medicinal product or waste materialsderived from
such medicinal product and other handling of the product

No specialrequirement:

7 PARALLEL PRODUCT AUTHORISATION HOLDER
B & SHealthcae

Unit 4, BradfieldRoad

Ruislip

Middlesex

HA4 ONU

United Kingdom

8 PARALLEL PRODUCT AUTHORISATION NUMBER
PPA1328/183/001

9 DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Dateof first autorisation:4™ Jaruary 201z
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10 DATE OF REVISION OF THE TEXT

May 2013
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