
Summary of Product Characteristics

1 NAME OF THE MEDICINAL PRODUCT

Solaraze3% Gel

2 QUALITATIVE AND QUANTITATIVE COMPOSITION

Each gramcontains30mgdiclofenacsodium (3%w/w).

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

3 PHARMACEUTICAL FORM

Gel

Product Imported from Italy and the UK:
A clear,transparent,colourless or paleyellow gel.

4 CLINICAL PARTICULARS

4.1 Therapeutic Indications

For thetreatmentof actinic keratoses

4.2 Posology and method of administration

Use in Adults: Solarazeis appliedlocally to theskin 2 timesdaily andsmoothedinto theskingently.Theamount
neededdependson thesizeof thelesion.Normally 0.5grams(thesizeof a pea)of thegel is usedona5 cm x 5 cm
lesionsite. Theusualdurationof therapyis from 60 to 90days.Maximum efficacyhasbeenobservedwith treatment
durationtowardstheupperendof this range.Completehealingof thelesion(s)or optimaltherapeuticeffectmaynotbe
evidentfor up to 30daysfollowing cessation of therapy. A maximumof 8 gramsdaily shouldnot beexceeded.Long
termefficacyhasnot beenestablished.

Use in the Elderly: Theusualadultdosemay beused.

Use in Children: Dosagerecommendationsandindicationsfor theuseof Solarazehavenotbeenestablishedfor usein
children.

4.3 Contraindications

Solarazeis contraindicatedin patientswith a knownhypersensitivi ty to diclofenac,benzylalcohol, macrogol
monomethylether350and/or sodiumhyaluronate.

Becauseof cross-reactions,thegelshouldnot beusedby patientswhohaveexperiencedhypersensitivityreactionssuch
as symptomsof asthma,allergicrhinitis or urticaria, to acetylsalicylic acid or other non-steroidalanti-inflammatory
agents.

Theuseof Solarazeis contraindicatedduringthethird trimesterof pregnancy(seeSection4.6).

4.4 Special warnings and precautions for use

Thelikelihoodof systemicsideeffects occurringfollowing thetopicalapplication of Solarazeis very smallcompared
to thefrequencyof sideeffectswith oraldiclofenac, owing to low systemic absorptionwith Solaraze.
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However, thepossibil ity of systemicadverseevents from applicationof topical diclofenaccannotbeexcludedif the
preparationis usedon largeareasof skinandovera prolongedperiod (seeproductinformationonsystemicformsof
diclofenac).This productshouldbeusedwith caution in patientswith a history of and/oractivegastrointestinal
ulcerationor bleeding,or reducedheart,liver or renalfunction, since isolatedcasesof systemic adversereactions
consistingof renalaffection,hasbeenreported with topically administeredantiphlogistics.

It is knownthatNSAIDs caninterferewith platelet function.Al thoughthelikelihoodof systemicsideeffectsis very
low, caution shouldbeusedin patientswith intracranial haemorrhageandbleedingdiathesis.

Direct sunlight, includingsolarium, should beavoided duringtreatment. If sensitivity skin reactionsoccur,discontinue
use.

Solarazeshouldnot beappliedto skin wounds,infectionsor exfoliative dermatitis. It shouldnot beallowedto come
intocontactwith theeyesor mucousmembranesandshouldnot beingested.

Discontinuethetreatmentif ageneralisedskin rashdevelopsafterapplying theproduct.

Topicaldiclofenaccanbeusedwith non-occlusivebandages butshouldnot beusedwith anairtight occlusivedressing.

4.5 Interaction with other medicinal products and other forms of interaction

Sincesystemic absorptionof diclofenacfrom a topical application is very low suchinteractions arevery unlikely.

4.6 Fertility, pregnancy and lactation

Use in pregnancy: Thesystemicconcentrationof diclofenac is lower after topicaladministration, comparedto oral
formulations.With referenceto experience from treatmentwith NSAIDswith systemicuptake, thefollowing is
recommended:

� Inhibition of prostaglandinsynthesismayadversely affectthepregnancyand/or theembryo/foetal
development.Datafromepidemiologicalstudiessuggestanincreasedrisk of miscarriageandof cardiac
malformation andgastroschisisafteruse of aprostaglandin synthesisinhibitor in early pregnancy.Theabsolute
risk for cardiovascularmalformationwasincreasedfrom lessthan1 %, up to approximately1.5%. Therisk is
believedto increasewith thedoseandduration of therapy.

� Animal studieshaveshown reproductivetoxicity. In animals,administration of aprostaglandinsynthesis
inhibitor hasbeenshown to result in increasedpre- andpostimplantation lossand embryo-foetallethality. In
addition, increasedincidencesof variousmalformations,includingcardiovascular, havebeenreportedin
animalsgivenaprostaglandinsynthesisinhibitor duringtheorganogeneticperiod.

During the first andsecondtrimesterof pregnancy, diclofenacshouldnot begivenunlessclearlynecessary. If
diclofenacis usedby a womanattemptingto conceive, or during thefirst andsecondtrimesterof pregnancy,thedose
should bekeptaslow (< 30%of thebodysurface)anddurationof treatmentasshort aspossible(not longerthan3
weeks).

During thesecondandthird trimesterof pregnancy,all prostaglandinsynthesisinhibitors
mayexposethefoetusto:

� Functional renal injury in thefoetus.From the12th week: oligohydramnios(usuallyreversibleaftertheendof
treatment),or anamnios(particularlywith prolongedexposure).After birth: kidneyfailuremaypersist
(particularly with lateor prolongedexposure).

� Pulmonaryandcardiac toxicity in thefoetus(pulmonaryhypertensionwith prematureclosure of theductus
arteriosus). This risk existsfrom thebeginningof the6th monthandincreasesif administrationis closeto full
term.
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During the third trimesterof pregnancy,all prostaglandin synthesis inhibitorsmayexposethemotherandtheneonate,
to:

� Possibleprolongation of bleedingtime,ananti-aggregating effect which mayoccurevenat very low doses.

� Inhibition of uterinecontractionsresultingin delayedor prolonged labour.

� Increasedrisk of oedemaformationin themother.

Consequently, Solaraze is contraindicatedduringthethird trimester of pregnancy(seesection4.3)

Use during lactation:
Like other NSAIDs,diclofenacpassesinto breastmilk in small amounts.However, at therecommendedtherapeutic
dosesof Solarazenoeffectson thesucklingchild areanticipated. Becauseof a lackof controlledstudiesin lactating
women,theproductshouldonly beusedduring lactation underadvicefrom ahealthcareprofessional.Underthis
circumstance,Solarazeshouldnot beapplied on thebreastsof nursingmothers,norelsewhere on largeareasof skinor
for aprolongedperiodof time (seesection4.4).

4.7 Effects on ability to drive and use machines

Cutaneousapplicationof topicaldiclofenachasno influenceon theability to drive anduse machines.

4.8 Undesirable effects

Mostfrequentlyreportedreactionsincludeskin reactionssuchascontactdermatitis,erythemaandrashor application
site reactionssuchasinflammation,irritation,pain andblistering. In studies thereappearedto benoagespecific
increaseor patternof reactions.

Adversereactions(Table 1) arerankedunderheadingof frequency,themostfrequentfirst,usingthefollowing
convention: verycommon:(>1/10);common(≥1/100, <1/10);uncommon(≥1/1,000,<1/100);rare(≥1/10,000,
<1/1,000);very rare(<1/10,000);Not known:cannotbeestimatedfrom theavailable data.

Table 1
Organ system Common

(≥1/100, <1/10)

Uncommon

(≥1/1,000,
<1/100)

Rare

(≥1/10,000,
<1/1,000)

Very rare

(<1/10,000)

Eye Disorders Conjunctivitis Eyepain,
lacrimation
disorder

Gastrointestinal
Disorders

Abdominal
pain,
diarrhoea,
nausea

Gastrointestinal
haemorrhage

General
Disorders and
Administration
Site Conditions

Applicationsite
reactions
(including
inflammation,
irritation,painand
tinglingor
blisteringat the
treatmentsite)

Immune System
Disorders

Topical
applicationof
largeamounts
mayresultin
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Temporaryhair discolourationat theapplication site has been reported. This is usuallyreversedonstoppingtreatment.

Patchtesting of previouslytreatedpatientsindicate a2.18%probability of allergic contact dermatitissensitisation(typeIV) to
diclofenacwith asyet unknownclinical relevance.Cross-reactivity to otherNSAIDs is not li kely. Serumtestingmorethan100

patientsindicatednopresenceof typeI anti-diclofenacantibodies.

4.9 Overdose

Dueto thelow systemicabsorptionof Solaraze, overdosageis extremely unlikely asa resultof topicaluse. However,
theskinshouldberinsedwith water. Therehavebeennoclinical cases of ingestionof Solarazeinducingoverdosage.

In theevent of accidental ingestion(100g Solarazegel contain theequivalentof 3000mgdiclofenacsodium)resulting
in significantsystemicside effects, generaltherapeutic measuresnormally adoptedto treatpoisoningwith non-steroidal
anti-inflammatoriesshouldbeused.

Supportingandsymptomatictreatmentshould begivenfor complicationssuchasrenalfailure,convulsions,
gastrointestinal irritationandrespiratorydepression.Gastric decontaminationand theuseof activatedcharcoalshould
beconsidered,especially within ashorttime of ingestion.

systemiceffects
includingall
typesof
hypersensitivity
(including
urticaria,
angioneurotic
oedema)

Infections and
Infestations

Rashpustular

Nervous System Hyperesthesia,
hypertonia,
localised
paraesthesia

Renal and
Urinary System
Disorders

Renal failure

Respiratory,
Thoracic and
Mediastinal
Disorders

Asthma

Skin and
Subcutaneous
Tissue Disorders

Dermatitis
(includingcontact
dermatitis),
eczema,dry skin,
erythema,
oedema,pruritus,
rash,scaly rash,
skin hypertrophy,
skin ulcer,
vesiculobullous
rash

Alopecia,face
oedema,
maculopapular
rash,
seborrhoea

Dermatitis
bullous

Photosensitivity
reaction

Vascular
Disorders

Haemorrhage
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Specific therapiessuchasforceddiuresisanddialysiswill probably not betherapeuticin eliminating NSAIDs dueto
their high rateof proteinbinding.

5 PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

ATC-Code:D11A X 18
Other Dermatologicals

Mechanismsof action:

Diclofenacis a non-steroidalanti-inflammatorydrug.Themechanismof action of diclofenacin actinic keratosisis not
knownbut mayberelatedto theinhibition of thecycloxygenasepathwayleading to reducedprostaglandinE2 (PGE2)
synthesis.Efficacyof thetreatmenthasonly beendemonstratedin placebo-controlledstudies.Comparativestudies
with topical5-fluorouracilhavenotbeenconducted.Thelong termbeneficial effectsof Solarazehasnotbeenproven.

Pharmacodynamic Effects:

Solarazehasbeenshownto clearAK lesionswith maximumtherapeutic effect seen30daysafter cessationof drug
therapy.

5.2 Pharmacokinetic properties

Absorption:Meanabsorption throughtheskin variesbetween <1-12%with largeinterindividualvariability. Absorption
is dependanton theamountof thetopicaldoseappliedandthesite of application.

Distribution:Diclofenacbindshighly to serumalbumin.

Biotransformation: Biotransformation of diclofenacinvolvespartly conjugation of theintact molecule,but mainly
single andmultiplehydroxylationsresulting in severalphenolic metabolites,most of whichareconvertedto
glucuronideconjuguates. Two of thesephenolic metabolites arebiologically active, howeverto a muchlesserextent
thandiclofenac.
Metabolismof diclofenacfollowing percutaneousandoral administration is similar.

Elimination:Diclofenacandits metabolitesareexcretedmainly in theurine.Systemic clearanceof diclofenacfrom
plasmais 263± 56ml/min (meanvalue± SD) following oral administration. Terminalplasmahalf-lif e is short(1-2
hours).For themetabolitesalsohaveshortterminalhalf-livesof 1-3 hours.

Pharmacokineticsin specialpatientpopulations:After topicalapplication, theabsorptionof diclofenacin normaland
compromisedepidermis arecomparable althoughthereis a largeinter-individualvariation.Systemic absorption of
diclofenacis approximately 12%of theadministereddosefor compromisedskinand9% for intactskin.

5.3 Preclinical safety data

Publishedanimalstudieshaveshown thatwhengivenorally, theprincipal adverseeffect is on thegastrointestinaltract.
Diclofenacinhibitedovulationin therabbitandimpairedimplantation, as well asearlyembryonic developmentin the
rat.Theembryo/foeto-toxic potentialof diclofenacwasevaluated in threeanimal species(rat, mouseand rabbit). Foetal
deathandgrowthretardationoccurredat maternaltoxic doses,however,on thebasisof theavailabledata, diclofenacis
not consideredto beteratogenic.Thegestation periodand theduration of parturition wereextendedby diclofenac.
Doseslower thanmaternal toxic onesdid not affectthepostnatal development.Resultsfrom extensive genotoxicityand
carcinogenicity testingsuggestthatit is unlikely thatdiclofenacwouldposeasignificantcarcinogenichazardto
humans.
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6 PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Sodiumhyaluronate
Benzylalcohol
Macrogolmonomethylether350
Purified water

6.2 Incompatibilities

Not applicable.

6.3 Shelf life

Theshelf-life expirydateof this productshall bethedateshownon thecontainerandouterpackageof theproducton
themarket in thecountryof origin.

Shelf life afteropening: 6 months

6.4 Special precautions for storage

Do not storeabove25̊ C.

6.5 Nature and contents of container

Theproductis suppliedin anepoxy-phenolic lined sealed aluminium tubewith awhite polypropylenescrewoncap
with apiercedtip, in 25gor 50gsize.

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

PCO Manufacturing
Unit 10,AshbourneBusinessPark
Rath
Ashbourne
Co. Meath
Ireland

8 PARALLEL PRODUCT AUTHORISATION NUMBER

PA465/275/001

9 DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Dateof first authorisation:12th August2011.

10 DATE OF REVISION OF THE TEXT

June2014
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