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Summary of Product Characteristics

1NAME OF THE MEDICINAL PRODUCT
Fintex5 mg Film-coaked Tablets
2 QUALITATIVE AND QUANTITATIVE COMPOSITION

Ead tabletcontans5 mg of theactiveingredient Finasteride
Also contins90.962mgof LactoseMonohydrate.

Forafull list of excipients,seesection6.1
3PHARMACEUTICAL FORM

Film-coatedTablet.

Blue, 7 mm, roundbiconvex,film-coatedtabletsmarked‘F5" ononeside.
4 CLINICAL PARTICULARS

4.1 Therapeutic Indications

'Fintex' is indicakd for the treatmentand contol of bengn prostatic hyperplasia(BPH) and for the preventionof
urologic eventgo:

- reducetherisk of acuteurinaryretention
- reducetherisk of surgeryincludingtransurethratesecion of the prostate(TURP) andprostateadmy.

'Fintex' causegegresion of the enlarged prostate,improves urinary flow andimprovesthe symptomsassociatedvith
BPH.

Patieatswith anenlargedorostatearethe apprapriate candidaesfor thergy with 'Fintex'.

4.2 Posology and method of administration

Therecommendedosageas one5 mgtablet daily, with or withoutfood.

Althoughearly improvementin symptomsmay be seen treatment for at least six monthsmay be necessar to asses
wheter a benefigal responséiasbeenachieved. The risk of acue urinary retentionis reducedwithin four monthsof
treament.

Usein renalinsufficiency

No adjustmentn dosages requiredin paients with varying degres of rend insufficiency (creatininecleamancesas
low as9 ml/min), aspharmacokinetistudiesdid notindicat any changein thedispositon of finageride.

Usein theelderly

No dosageadjustirentis requiredin elderly patents
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4.3 Contraindications

'Fintex'is not indicatedfor use in womenor children.'Fintex' is contraindicatedin the following: hypersensitivig to
any componenbf this product;pregnacy - womenwhenthey are or may potentially be pregnan (see4.6 'Pregnang
and ladation', Exposureto finageride- risk to mae foetus).

4.4 Special warnings and precautionsfor use

General: Patents with large resgdual urine volume and/or seveely diminished urinary flow should be cardully
monitoredfor obstrucive uropahy.

Effectson prosate specific antigen(PSA) andprostatecancerdetection: No clinical beneft has yet been demonstratd
in paientswith prostatecancertreatedwith 'Fintex'. Patentswith BPH andelevatedPSAweremonitoredin controlled
clinical studieswith serial PSAs and prostae biopsies. In theseBPH studies, 'Fintex' did not appearto alter the rate of
prostatecancerdetecion andthe overallincidenceof prostate cancerwasnot significantly differentin patientstreatet
with 'Fintex' or placebo.Digital rectal exanination, as well as other evaluationsfor prostatecancer,should be
performedon patiens with BPH prior to initiating therapywith 'Fintex' andperiodically thereafter. SerumPSA is alsc
usedfor prostae cancerdetection Geneally, a baselne PSA>10ng/ml (Hybritech) promptsfurther evaluationanc
consideraion of biopsy;for PSAlevelsbewween4 and10 ng/ml, further evaluationis advisableTher is consideable
overlapin PSA levelsamongmenwith andwithout prostae cancer.Therefore,in menwith BPH, PSA valueswithin
the normal refererte rangedo not rule out prostaé cance regardessof treatmentwith 'Fintex'. A baselinePSA <4
ng/ml doesnot exclude prostaé cancer.

'Fintex' causesa decreas in serum PSA concetrations by approxmately 50% in patientswith BPH evenin the
presenceof prostatecancer.This decreasen seum PSA levek in paients with BPH treatedwith 'Fintex' shouldbe
considerel whenevaluathg PSA dataand does not rule out concomiant prostatecancer.This deceaseis predictabls
over theentirerangeof PSA values althoughit may vary in individual paients. Analysisof PSA datafrom over3,00(
patientsin the four-year, doubleblind, placebecontolled 'Fintex' Long-term Efficacy and Safety Study (PLESS
confirmed that in typical patientstreatedwith 'Fintex' for six months or more, PSA valuesshould be doubledfor
comparisonwith normalrangesn untreatel men. This adjusimentpresevesthe sensitivityand specificity of the PSA
assayand maintainsits ability to detectprostaé cance.

Any sustaned increasein PSA levels of paients treaed with finastegide should be caretilly evaluated,including
consideraion of non-complianceto therapywith 'Fintex'.

Percenfree PSA (freeto total PSA ratio) is not significantly decreaal by 'Fintex'andremainsconstanevenunderthe
influenceof 'FintexX. When percen free PSAis usal asan ad in the detecion of prostatecaner, no adjustments
necessiry.

Patientswith rareheralitary problemsof gdactoseintolerance thelapp lactasedeficiency or glucosegalactose
malab®rption shouldnottakethis mediane.

4.5 Interaction with other medicinal products and other forms of interaction

No clinically important drug interactons have been identified. 'Fintex' doesnot appearto significantly affect the
cytochrome P45Glinked drug metabdising enzynme sydem Compoundswhich have bee testedin man include
propranold, digoxin, glibencamide,warfarin, theophyline, and antipyrine and no clinically meaningl interactions
werefound.

Other concomiant therapy:Although specfic interaction studieswere not perfomedin clinical studies, 'Fintex' was
used concomianty with ACE inhibitors, alphablockers, beta-blockers, cdcium-chamel blockers, cardiac nitrates
diuretics,H2 antagorsts, HMG-CoA reductasenhibitors, non-steroidd antrinflammatorydrugs (NSAIDs) including
aspirin and paracetamol,quinolones and benzodazeines without evidence of clinically significant advers
interactions
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4.6 Fertility, pregnancy and lactation

Pregnancy:Fintex' is conta-indicatedin women when they are or may potentially be pregnat (see4.3 'Contra-
indications’)

Becauseof the ability of Typell 5 a-redwctaseinhibitors to inhibit conversionof testosteoneto dihydrotestosteron
thesedrugs,including finageride,may causeabnorméiti esof the external gentalia of a malefoetuswhenadminiserec
to a pregnantvoman.

In animaldevebpmentalstudies,dosedependentlevebpmentof hypogpadaswasobservedn the male offspring of
pregnantrats given finasterideat dosesranging from 100 ug/kg/day to 100 mg/kg/day,at an incidence of 3.6% to
100%. Additionally, pregnantrats producedmale offspring with decreased prostaticand seminalvesicularweights
delayed preputal sepaation, transientipple devdopment anddecreaead anogenitadistancewhengivenfinasterideat
dosesbelow the recommendedhumandose.The critical period during which theseeffectscan be inducel hasbeer
defined in ratsasdays 16-17 of gestation.

The changegdescribedaboveare expectd pharmaological effeds of Type Il 5 a-reductasenhibitors. Many of the
changessuchashypospadiaspbsenedin mde ratsexposedn uteroto finasteaide are similar to thoserepotedin male
infants with a genetc deficiencyof Type Il 5 a-reductase It is for the® reasonghat 'Fintex' is contrandicated in
womenwhentheyare or may potentiallybe pregnant.

Thein uteroeffecs of finasterideexposureduring the period of embryonic andfoetaldevelopmentwere evaluatedn
the rhesusmonkey (gestaibn days20-100), a speciesmore predictive of humandevebpmentthan rats. Intravenou:
administrationof finagerideto pregnantmonkeysat dose ashigh as800 ng/day (at least60 to 120 timesthe highes
estimated exposureof womento finastaide from sema of mentaking 5 mg/day)resultedin no abnomalitiesin male
foetusesIn confirmationof the relevane of the rhesusmodd for foetd development,oral administration of a very
high doseof finasteride (2 mg/kg/day;20 times the recomnendedhuman doseof 5 mg/day or approximagly 1-2
million timesthe highestestimatedexposureo finasterile from senen of men taking 5 mg/day)to pregnantmonkeys
resutedin extend gental abnornalitiesin male foetusesNo otherabnorméities were observedn malefoetusesanc
no finasteriderelatedabnormalitiesvereobseved in femalefoetusesat any dose.

Exposurego finasteride risk to malefoetus

Womenshouldnot handlecrushedor brokentabléds of 'Fintex' whenthey areor may potentiallybe pregnantpecaus
of thepossibilty of absorptiorof finasterideand the subsguentpotential risk to a malefoetus(seePregnancy) Fintex
tabletsarecoaed andwill preventcontactwith the adive ingredient during normal handling,providedthatthe tablets
have not beenbrokenor crushed.

Lactation:'Fintex'is notindicatedfor usein women. It is notknownwhethe finasterde is excretedin humanmilk.
Smallamountof finaseridehavebeenrecoveredrom the senenin subjeds receivingfinasteride5 mg/day.lIt is not
knownwhethera malefoetusmaybe adverselyaffededif his motheris exposeal to the semerof a patientbeingtreatec

with finasterde.Whenthe patients sexual partneris or maypotentidly be pregnantthe patientis recommendetb
minimise exposue of his partrerto semen.

4.7 Effectson ability to drive and use machines

None repated

4.8 Undesir able effects

'Fintex'is well tolerata. In controlledclinical studies where patients recaved 5 mg of finasterideover periodsof up to
four years,the following adversereactionswere consideed possiby, probaby or definitely drugrelatedandoccurres

with a frequencygreaterthan placeboand greder than or equalto 1%: impotence,decreasedibido, ejaculatiol
disordersdecreasesolumeof ejaculatepreasttendernss,breastenlarganentandrash.
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There was no eviden@ of increasedadvese experence with increaseddurationof treament with 'Fintex' and the
incidenceof newdrugrelatedsexualadverseexperiecesdeceasedvith duraion of treatment.

Otherlong-termdata

In a 7 yearplacebecontrolledtrial that enrolled 18,882heathy men, of whom 9060 had prostte needlebiopsy date
available for analysis, prostatecancerwas detected in 803 (18.4%) men receving 'Fintex' and 1147 (24.4%) mer
receving placebo.A greaternunmber of high grade tumours (Gleasonscore7-10) were detectedon needlebiopsyin
patientsin the'Fintex'group,280(6.4%)vs 237 (5.1%).Additional analysessugget thatthe increasean the prevalace
of high-grade prostae cancerobservedin the 'Fintex' groupmay be explaned by a detectionbiasdueto the effect of
'Fintex' on prostatevolume.Therelationshipbetveenlong-termuseof 'Fintexandtumourswith Gleasorscoes7-10 is
unknown.

Postmarketng experience

Thefollowing addtional adverseexperence havebeenreportedin postmarketingexperience:
— hypersesitivity reactionsincluding pruritus, urticariaandswdli ng of thelipsandface

— testicularpain.

Laboratorytestfindings

SerumPSA concentréion is correlatedwith patient ageandprostaic volume, and prostaticvolumeis cormrelated with
patient age.When PSA laboratorydeterminéions are evduated, consteraton shouldbe given to the fact that PSA
levek decreasén patientstreatedwith 'Fintex' In mostpatients,arapid deaeasdan P3A is seenwithin thefirst month:
of therapy,after which time PSA levelsstabilise to a new basédine. The posttreamentbaseine approximatesalf of
the pretreatmentvalue Thereforejn typicd patientstreated with 'Fintex' for six monthsor more PSAvaluesshouldbe
doubledfor comparisonto normal rangesin untreaed men. For clinical interpretationsee4.4 'Specialwamings anc
specialprecautbnsfor use, Effectson prostatespecfic antigen (PSA)andprostatecancerdetection.

No otherdifferencewasobservedin patiens treatel with placeboor 'Fintex'in standad laboratorytests
4.9 Overdose

No specifictreatnentof overdosagevith 'Fintex'is recommendel. Patentshavereceivedsingledosesof 'Fintex'up to
400 mg andmultiple dosesof 'Fintex' up to 80 mg/dayfor up to threemonthswithout any adverseeffects.

5 PHARMACOLOGICAL PROPERTIES

5.1 Phar macodynamic properties

Finagernde is a competitiveinhibitor of humanType Il 5 a-reductasean intracellular enzymewhich metabolses
testosteronanto the more potent andiogen, dihydrotestosierone (DHT). In benign prostatic hyperplasia(BPH),
enlargementof the prostateglandis dependentuponthe conversiornof testosteoneto DHT within the prostate.Fintex
is highly effectivein reducingcirculaing and intraprostat DHT. Finasterde hasno affinity for theandrogerreceptor.

The effect of therapywith 'Fintex' on BPH-relatedurologic events(surgcal intervention[e.g. trarsurehal reset¢ion of
the prostateand prostatectomybr acuteurinary retention requring cathderisaion) hasbeenassesedover a four-year
period in 3,016paientswith moderatdo sevee synptomsof BPH in the 'Fintex' Long-term Efficacy and Safety Study
(PLESS. In this doubleblind, randomiséd, placéo-controlled multicentrestudy, treatment with 'Fintex' reducel the
risk of total urologic eventsby 51% and was also associted with a marked and sustainedregressionin prostat
volume,and a sustainedncreag in maxmum urinary flow rateandimprovemert in symptoms
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Additional Clinical Studis

Informationfrom arecently conpleted7-yearplaccbocontolledtrial thatenrolled18,882menz 55 yearsof age,with

anormal digital rectalexaminatioranda PSA of < 3.0 ng/ml, mayberelevantfor mencurrenty beingtreaedwith

'Fintex'for BPH. At theendof the study, 9060menhadprostde needlebiopsydataavailablefor andysis. In this study,
prostatecancerwasdetectedn 803(18.4%)menreceving 'Fintex' and1147(24.4% menreceivingplacebo.Fintexis
not indicatedto reducetherisk of developng prostaeé cancer(see'Undesirableeffects’,Otherlong termdata).

5.2 Pharmacokinetic properties

After an oral doseof 14CHinasteide in man, 39% of the dosewas excrded in the urine in the form of metabolite
(virtually no unchangeddrug was excreed in the urine), and 57% of total dosewas excreted in the faeces.Two
metaboliteshavebeenidentifiedwhich possessnly asmal fraction of the 5 a-reducta® activity of finasteride.

Theoral bioavaihbility of finasterideis approximatdy 80%,relativeto anintravenousreferencedose and is unaffecte:
by food. Maximum plasna concentrationsare readed approximatdy two hours after dosing and the absrption is
completewithin 6-8 hours. Protin bindingis approxmatly 93%.Plasmaclearanceandthe volume of distribution are
approximatly 165ml/min and761, resgecively.

In the elderly, the eliminationrate of finasteide is somewhatdecresed Half-life is prolongedfrom a meanhalflife of
approximatly 6 hoursin menaged18-60 yearsto 8 hoursin menagedmore than 70 years.This is of no clinical
significanceanddoesnotwarrantareducton in dosaye.

In patientswith chranic renalimpairment,whosecreatinine clearane rangedfrom 9 to 55 ml/min, the dispositionof a
single doseof 14CGfinasteridewasnot differert from thatin hedthy volunteers.Proein binding alsodid not differ in
patientswith renalimpairment.A portion of the meaboites which normdly is excretedrenally was excretedin the
faeces.It thereforeappearsthat faecal excretion increaes commensurateto the decreasdan urinary excretion of
metabolitesDosageadjugmentin nondalysedpatientswith renal impairnmentis not necessar.

There areno dataavaiablein paients with hepatc insufficiency.

Finageride hasbeenfound to crossthe blood-brain barrier. Smal amountsof finasteridehavebeenrecoveredin the
seminalfluid of treatedpatients.

5.3 Preclinical safety data

Nonr-clinical data reveal no special hazardfor humansbasedon conventbnal studies of repea¢d dose toxicity,
genatoxicity, and carcinogenicpotential Reproductn toxicology studies in male rats have demonstated reducec
prostateand semnal vescular weights, redued secré¢ion from aacessorygenital glandsand reducedfertility index
(cawsedby the primary phamacologicakffect of finasteride) Theclinical relevanceof thesefindingsis unclear.

As with other 5-alphareductasenhibitors, femininisationof male rat foetuses has been seen with administrationof
finasteridein the gestationperiod. Intravenousadmnistraton of finasteide to pregnantrhesusnonkeysat dosesup to
800 ng/dayduringthe enire periodof embryonicand foetd devdopmentresultedn no abnormalitiesn malefoetuses

This doseis about60-120 timeshigherthanthe edimatd amaunt in samenof a manwho have taken 5 mg finasterde,
and to which a womancould be expo®d via seme. In confirmation of the relevanceof the Rhesuanodelfor humatr
foetd developmentoral administrationof finaseride 2 mg/kg/day (the sysemic exposure(AUC) of monkeyswas
dightly higher(3x) thanthatof menwho have taken 5 mgfinaseride or approxmately 1-2 million timesthe estimate:
amount of finasteridein semen)to pregnat monkeysresulted in extenal genital abnomalitiesin male foetusesNo
other abnomalities were observedn mae foetuses and no finasteide-relatedabnormaities were observedn female
foetusesatanydose
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6 PHARMACEUTICAL PARTICULARS

6.1 List of excipients
TabletCore
Lactosemonohydate
Cellulose microcrystalline
Pregelatinised/laize Starch
Lauroyl Macrogolglycerides
Sodiumstarchglycollate TypeA,
Magnesiunstearag

Film Coat
Hypromellosebcps
Titaniumdioxide

Indigocarminelake
Macrogol6000

6.2 Incompatibilities

None repated

6.3 Shelf life

3years

6.4 Special precautionsfor storage

No specialstorageprecautbnsnecessary

6.5 Nature and contents of container

Blister (al/pvc),Blister(al/al) andHDPE containe
PackSizes:Fintextabletsaresuppledin packsof 10, 14,28, 30,50, 60,90, 100film -coatedables
Not all packsizesmaybemarketed

6.6 Special precautionsfor disposal and other handling

Womenshouldnot handlecrushedor broken'Fintex' Tablets whenthey are or may potentiallybe pregnaniseesectior
4.3 'Contraindications'andsection4.6 'Pregnancynd lactation’).

7 MARKETING AUTHORISATION HOLDER

HelsinnBirex Therapeuts Ltd
Damastown,

Mulhuddart

Dublin 15

8 MARKETING AUTHORISATION NUMBER

PA 915/16/:
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9 DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Dateof First Authorisaton; 26" Sepember2008

10 DATE OF REVISION OF THE TEXT
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