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Summary of Product Characteristics

1 NAME OF THE MEDICINAL PRODUCT
Solaraze3% Gel
2 QUALITATIVE AND QUANTITATIVE COMPOSITION

Ead gramcontains30 mg diclofenacsadium (3% w/w).

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

Gel

Product Imported from Italy and the UK:
A clear,transpaent,colourles or paleyellow gel.

4 CLINICAL PARTICULARS

4.1 Therapeutic I ndications

For thetreatmenbf acinic keratogs

4.2 Posology and method of administration

Use in Adults: Solarazas appliedlocally to the skin 2 timesdaily and snoothedinto the skin gently. Theamount
neededdepend®nthesize of thelesion.Normally 0.5 grams (the sizeof a pea)of thegelis usedona5cmx 5cm
lesionsite. Theusualdurationof therapyis from 60 to 90 days.Maximum efficacyhasbeenobsevedwith treatment
durationtowardsthe upperendof this range.Complde healing of thelesion(s)or optimaltherapeutieffectmaynotbe
evidentfor up to 30 daysfollowing cess#ion of thergpy. A maximumof 8 gramsdaly shouldnotbeexceededlLong
termefficacy hasnot beenestablished.

Usein the Elderly: Theusualadultdosemay beused.

Usein Children: Dosagerecommendationandindicationsfor the useof Solarazehavenot beenedablishedfor usein
children.

4.3 Contraindications

Solarazes contraindicatedn patientswith a knownhypersensivity to diclofenac,benzylalcohol macrogol
monomethylether350and/or sodiumhyaluronate

Becausef crossreactionsthegel shouldnot be usedby patientswho have expeienced hypersensitivityreactionssuch
as symptomsof astima,allergicrhinitis or urticarig to acetylsalcylic acid or other non-steroidalanti-inflammatory
agens.

Theuseof Solarazas contrandicatedduringthethird trimesterof pregnancy(seeSection4.6).
4.4 Special warnings and precautions for use

Thelikelihoodof sysemicsideeffect occurringfoll owing thetopical applicaion of Solarazeas very smallcompared
to thefrequencyof sideeffectswith oral diclofenag owing to low systemic absorptionwith Solaiaze
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Howeve, the posshility of systemicadverseevens from application of topical diclofenaccannotbe exdudedif the
preparations usedon largeareasof skin and overa prolongedperiod (see productinformationon systemidorms of
diclofenac).This productshouldbe usedwith cautionin patientswith a history of and/oractivegastpintestinal
ulcerationor blealing, or reducecheart,liver or renalfunction, since isolaed casef systenic adverseeactions
consistingof renalaffection,hasbeenreportal with topicdly administeredantiphlogistics.

It is knownthatNSAIDs caninterferewith platdet function. Althoughthelikelihood of systemicside effectsis very
low, cautin shouldbeusedin patientswith intracranial haenorrhage andbleedingdiathesis.

Direct sunlight includingsolarium shoud beavoided duringtreament. If sensitivily skinreactionsoccur,disconinue
use.

Solarazeshouldnot be appliedto skin wounds,infectionsor exfoliative dermaditis. It shouldnotbeallowedto come
into contactwith the eyesor mucousmembranesndshouldnot beingested.

Discontinuethetreatmenif a generakedskin rashdevebpsafter appling the product.

Topicaldiclofenaccanbe usedwith non-occlusivebandage but shouldnot be usedwith anairtight occlusivedressing.
4.5 Interaction with other medicinal productsand other forms of interaction

Sincesystemt absorptiorof diclofenacfrom atopicd application is very low suchinteractiors are very unlikely.

4.6 Fertility, pregnancy and lactation

Usein pregnancy: Thesygemicconcentation of diclofenac is lower after topicaladministraion, compaedto oral
formulations.With referenceo experiene from treatmentwith NSAIDs with systemicupteke, thefollowing is
recanmended:

= Inhibition of prostaglandirsynthesismayadverseg} affectthe pregnancyandbr theembiyo/foetal
developmentDatafrom epidemiologicaktudiessuggestanincreasedisk of miscarriageand of cardiac
malformaion andgagroschisisafteruse of a prostiglandin syntesisinhibitor in eaty pregnancyTheabsolute
risk for cardiovasculamalformationwasincreaedfrom lessthanl %, up to approximatelyl.5%. Therisk is
bdievedto increasewith thedoseandduraion of therapy.

= Animal studieshaveshown reproductiveioxicity. In animals,adninistraion of a prostaglandirsynthesis
inhibitor hasbeenshown to resut in increasegre- andpostmplantaion lossand embryoefoetallethality. In
addition, increasedncidence®f variousmdformations,including cardiovasculayhavebeenreportedn
anmalsgivenaprostglandinsynthesisnhibitor duringthe organogeeticperiad.

During the first andsecondrimesterof pregnang, diclofenacshouldnot be givenunlessclearlynecessa. If
diclofenacis usedby a womanattemptingto conceve, or during thefirst and secondtrimesterof pregnancythedose
should be keptaslow (< 30%of the body surface)andduraton of treatnentasshot aspossible(notlongerthan3
weeks).

During the secondandthird trimesterof pregnancyall proseglandin synthesisnhibitors
may exposehefoetusto:

» Functonalrend injury in thefoetus.From the 12th week: oligohydramnos (usuallyreversibleafterthe endof
treadment),or anamniogparticularlywith prolongedexposure)After birth: kidneyfailure may peisist
(particularly with lateor prolongedexposure).

» Pulmonaryandcardactoxicity in thefoetus(pulmonaryhypertasion with prematureclosuee of the ductus
artaiosug. Thisrisk existsfrom the beginnng of the 6th monthandincreaesif administrations closeto full
term.
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During the third trimesterof pregnancyall prostaylandn syntesis inhibitors may exposehe motherandthe neonate
to:

= Possibleprolongaton of bleedingtime, anantraggregéing effect which mayoccurevenatvery low doses.
= [nhibition of uterinecontractionsresultingin delayedor prolongel labour.
» Increagdrisk of oedemdormationin the mother.

Consequetty, Solaraze is contraindica¢d duringthethird trimeste of pregnancyseesection4.3)

Use during lactation:

Like otha NSAIDs, diclofenacpassesto breasimilk in small amountsHowever, attherecommendetherapeutic
dosesof Solarazeno effectson the suckling child areanticipated. Becaiseof alack of controlled studiesin lactating
women,the productshouldonly be usedduring lactaion underadvicefrom a healthcargrofessionallnderthis
circumstanceSolarazeshouldnot be applied on the breastof nursng mothes, nor elsewhee on largeareasof skin or
for aprolongedperiodof time (seesection4.4).

4.7 Effects on ability to drive and use machines

Cutaneaisapplicationof topicaldiclofenachasno influenceon the ability to drive anduse machines.

4.8 Undesirable effects

Mostfrequentlyreportedreactionancludeskin reactionssuchasconi@actdermatitis,erythenaandrashor apgication
site reactionssuchasinflammation,irritation, pain andblisteing. In studiesthereappeagedto beno agespecifc
increas or patternof reactions.

Adversereactons(Table 1) arerankedunderheadng of frequency the mostfrequentfir st, usingthefollowing
convention very common:(>1/10);comnon (>1/10Q <1/10);uncommon(>1/1,000,<1/100);rare(>1/10,000,
<1/1,000);veryrare(<1/10,000);Not known: cannotbe estimated from the avalable data.

Tablel
Organ system Common Uncommon Rare Veryrare
(>1/100, <1/10) (>1/1,000, (>2/10,000, (<1/10,000)
<1/100) <1/1,000)
Eye Disorders Conjunctivitis Eyepain,
lacrimation
disorde
Gastrointestinal Abdominal Gastrointeshal
Disorders pain, haemorrhage
diarrhoea,
nause
General Applicationsite
Disordersand reactions
Administration | (including
Site Conditions | Inflammation,
irritation, pain and
tingling or
blisteringatthe
treatmentite)
| mmune System Topicd
Disorders apgication of
largeamounts
may resultin
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systemiceffects
includingall
typesof
hypesensitivty
(including
urticaria,
angoneurotc
oecema
I nfections and Rashpugular
| nfestations
Nervous System | Hyperesthesie
hypettonia,
localised
paraesthes
Renal and Reral failure
Urinary System
Disorders
Respiratory, Asthme
Thoracic and
Mediastinal
Disorders
Skin and Dermatitis Alopeciaface | Dermatitis Photognsitvity
Subcutaneous (includingcontact| oedema, bullous readion
Tissue Disorders | dermatitis), maculopapular
eczemagry skin, | rash,
erythema, seborrhoea
oedemapruritus,
rash,scdy rash,
skin hypertrophy,
skin ulcer,
vesculobulous
rasl
Vascular Haemorrhag
Disorders

Temporaryhair discolouratiorat the appication site has been reportal. Thisis usuallyreversedn stoppingtreament.

Patchtesing of previouslytreatedpatientsindicate a 2.18%probabilty of allergic contact dermatitissersitisation(typelV) to
diclofenacwith asyetunknownclinicd relevance.Cross-reactivity to otherNSAIDs s notlikely. Serumtestng morethan100
patientsindicatedno presencef typel antidiclofenacanibodies

4.9 Overdose

Dueto thelow systemicabsorptiorof Solaraze overdosayeis extranely unlikely asaresultof topicaluse. However
the skin shouldberinsedwith water. Therehavebeenno clinical cases of ingestionof Solarazenducingoverdosage.

In theeven of accdental ingestion(100g Solarae gel contan the equivalentof 3000mg diclofenacsodium)resuling
in significantsystemicside effects generakherapeut measuresiormaly adoptedo treatpoisoningwith non-steradal
anti-inflammatoriesshouldbeused.

Supportingandsymptomatidreatnentshout be givenfor complicationssuchasrenalfailure, convulsions,
gastrointesinal irritationandrespiratorydepressionGastrc deconamination and the useof activatd charcoalshould
be conddered,especily within ashorttime of ingestion.
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Specific therapessuchasforceddiuresisand dialysiswill probaly notbetherapeutién eliminaing NSAIDs dueto
therr high rateof proteinbinding.

5 PHARMACOLOGICAL PROPERTIES
5.1 Phar macodynamic properties

ATC-Code:D11A X 18
Other Dermatobgicals

Mechanism®f action:

Diclofenacis a nonsteroidalantrinflammatorydrug. The mechaismof adion of diclofenacin acinic keratosisis not
knownbut may berelatedto theinhibition of the cycloxygenaepathwayleadng to reducedprostaglandire2 (PGE?2)
synthesis.Efficacyof thetreatmenhasonly beendenonstatedin placebccontrolledstudies Comparativestudies

with topical 5-fluorouracilhavenot beenconduced. Thelong termbeneftial effectsof Solaraze hasnotbeenproven.

Pharmacodynant Effects:

Solarazehasbeenshownto clearAK lesionswith maximum therapeutic effect seen30 daysafter cessationof drug
therapy.

5.2 Phar macokinetic properties

Absorption:Meanabsaption throughthe skin variesbetwea <1-12%with largeinterindividualvariability. Absorption
is dependanbn the amountof thetopicaldoseapplied andthe site of application.

Distribution: Diclofenacbindshighly to serumalbumn.

Biotransformabn: Biotransbrmation of diclofenacinvolvespartly conjugaion of the intact molecule,but mainly
single and multiple hydroxylationsresuling in several phenoltc me@bolites,most of which areconvertedo
glucuronideconjuguag¢s Two of thesephenoic meaboltes are biologicaly acive, howeverto amuchlesserextent
thandiclofenac.

Metabolismof diclofenacfollowing percutaneousindoral adminstration is similar.

Elimination:Diclofenacandits metabolitesareexcretedmainly in theurine. Systenic cleararce of diclofenacfrom
plasmais 263+ 56 ml/min (meanvalue + SD) following oraladmnistraton. Terminalplasmahalf-lif e is short(1-2
hours).Forthe metaboites alsohaveshortterminalhalf-lives of 1-3 hours.

Pharmacokneticsin specialpatientpopuations:After topicalapplicaton, the aborption of diclofenacin normaland
compromisecepidernis arecomparal# althoughthereis alargeinter-individualvarnation. Systenic absorpion of
diclofenacis approxmately 12% of theadmhnistereddosefor conpromisedskin and9% for intactskin.

5.3 Preclinical safety data

Publishedanimalstudieshaveshown thatwhengivenordly, the principal adverseeffectis onthe gastointestinaltract.
Diclofenacinhibited ovulationin therabbitandimparedimplantdion, as well asearlyembryomnc developmenin the
rat. Theembryo/foeb-toxic potentialof diclofenacwasevaluate in three animal speces (rat, mouseard rabbit). Foeta
deathand growthretardatioroccurredat maternaltoxic doseshowever, on the basisof the availabledata diclofenacis
not consideredo beteratogenicThe gestaion periodand theduraton of parurition wereextendedy diclofenac.
Dosedowerthanmatenal toxic onesdid not affectthe postnaal developnent. Resultsfrom extensve genotoxicityand
carcinogeniciy testingsuggesthatit is unlikely thatdiclofenacwould posea significantcarcinogenicthazardo
humans
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6 PHARMACEUTICAL PARTICULARS
6.1 List of excipients

Sodiumhyaluronaé

Benzylalcohol

Macrogolmonomethylether350
Purified water

6.2 Incompatibilities
Not applicable
6.3 Shelf life

Thesheltlife expiry dateof this productshdl bethedateshownon the contanerandouterpadkageof the producton
themaiketin the countryof origin.

Shdf life afteropenng: 6 months

6.4 Special precautionsfor storage
Do not stare above25°C.

6.5 Nature and contents of container

Theproductis suppliedin anepoxyphenolt lined sealed aluminium tubewith awhite polypropylene screwon cap
with apiercedtip, in 25gor 50gsize.

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

PCO Manufactiring

Unit 10, AshbourneBusnessPark

Rath

Ashbourne

Co. Meath

Ireland

8 PARALLEL PRODUCT AUTHORISATION NUMBER
PA465/273001

9 DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION
Dateof first authorisation:12th August2011.

10 DATE OF REVISION OF THE TEXT

June201<
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