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Summary of Product Characteristics

1NAME OF THE MEDICINAL PRODUCT
RizatriptanTeval0 mg orodigersibletablets
2 QUALITATIVE AND QUANTITATIVE COMPOSITION

Ead 10 mg orodispersibleabletcontainsl4.53mg of rizatriptanbenzo#e (correspondingo 10 mg of rizatriptan).

Excipients:
Ead 10 mg orodispersibleabletcontains2.0 mg of aspartara
Ead 10 mg orodispersibleabletcontains110.20mg of lactose

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

Orodispersiblgablet.

10 mg orodisperdile tabletsarewhite to off white, round,flat tablets with bevellededgesembossedvith ‘1Z’ onone
sideand’10 ontheother.

4 CLINICAL PARTICULARS

4.1 Therapeutic Indications

Acutetreatmenbf the headach@ha® of migraineattacks,with or withoutaura.

4.2 Posology and method of administration

General

RizatriptanTevashouldnot be usedprophyladically.

RizatriptanTevaorodispersibléables neednot betakenwith liquid.

Theorodispersiblgabletis packagedn anauminium blister. Patents shouldbe instructednot to removethe
orodisperdble tabletfrom theblisteruntil just prior to dosing.The orodispesible tabletshouldthenberemovedirom
thealuminium blisterwith dry handsandthen placel onthetongue where it will dissolveandbe swallowedwith the

sdliva.

Theorodispersiblgéabletcanbeusedin situatonsin which liquidsarenotavalable, or to avoidthe nauseand
vomiting thatmay accompanyheingestionof tabletswith liquids.

For doesnotreaisable/practicablevith this strengthother strengthof this medicinalproductmaybeavailable.

Adults 18 yearsof ageandolder

Therecommendedoseis 10 mg.

Redosing: dosesshouldbe searatedby atleasttwo hours;no morethan two dosesshouldbetaken in any 24-hour
period.

Date Printed 17/12/2012 CRN 2123941 page number: 1



Irish Medicines Board

— for headache recurrence within 24 hours: if headahereturnsatfter relief of theinitial attack,onefurtherdosemay be
taken Theabovedaosinglimits shouldbeobserve.

— after non-response: the effecivenessof a seconddosefor treamentof the sameattack,whenaninitial doseis
ineffective,hasnotbeenexaminedn controlled trials. Therefore jf a paientdoesnotrespondo thefirst dosea
seconddoseshouldnot betakenfor the same attack.

Clinical studieshaveshownthatpatientswho do not respondo treatmentof an attackarestill likely to respondo
treamentfor subsequeratacks.

Somepatientsshouldreceiveb mg of Rizariptan Tevaif it is available, in particularthefollowing patient groups:

— patientson propranolol. Administraton of rizatriptanshouldbe sepaatal by atleasttwo hours from administration
of propramlol. (Seesection4.5)

— patientswith mild or moderaterenalinsufficiency,
— paientswith mild to moderatéhepaticinsufficiency.

Paedatric paients

Children (under 12 years of age)

Theuseof Rizariptan Tevain patientsunder12 yearsof ageis notrecommended.Thereare no dataavailableon the
useof rizatriptanin childrenunderl2 yearsof age

Adolescents (12-17 years of age)

Theuseof Rizariptan Tevain patientsunder18 yearsof ageis notrecomnmended Safetyandeffectivenassof
rizatriptanin adolescenpatients havenot been estabished.

Patients older than 65 years

The safetyandeffectivenes®f rizatriptanin patientsolderthan 65 yearshavenot beensystanatically evaluaed.
4.3 Contraindications

Hypersasitivity to the activesubsanceor to anyof the excipients.

Concurentadministraion of monoamie oxidase(MAO) inhibitorsor usewithin two weeksof discontinuationof
MAO inhibitor therapy.(Seesecion 4.5).

RizatriptanTevais contraindicatedin patientswith severehepdic or severerenal insufficiency.

RizatriptanTevais contraindicatedin patientswith a previouscerebrovasculaaccident{CVA) or transentischaemic
attack (TIA).

Moderatéy sevee or severehypertensia, or untreated mild hypetension.

Establisheadoronaryarterydiseag, includingischaenic heart diseae (anginapectors, history of myocadial
infarction,or documentedilentischaenm), signsand symptomsof ischaenic heat diseaseor Prinzmetal'sangina.

Peripher&vascuér diseas.
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Concomitantuseof rizatriptanandergotanine, ergotderivatves (including methysegide), or other5-HT, 5,  recepto
agonists. (Seesecton 4.5).

4.4 Special warnings and precautions for use

RizatriptanTevashouldonly be administeedto patientsin whoma clear diagnaisof migrainehasbeenestablished.
RizatriptanTevashouldnotbe adminigeredto patientswith basikr or heniplegic migraine.

RizatriptanTevashouldnot be usedto treat'atypical' headachs, i.e.thosethatmight be associateavith potentialy
seriousmedicalconditions,(e.g.CVA, rupturedaneurysmjn which cerédrovasculavasoconsiction couldbe
harmful.

Rizatriptancanbe associatedwith transentsymptomsancluding chest painand tightnessvhich maybeintenseand
involve thethroat(seesection4.8). Where sud sympbmsarethoughtto indicateischaemideartdiseaseno further
doseshouldbetakenandappropriateevaluaton shoutl be carried out.

Aswith other5-HT, 5 ;  receptor agonists rizatriptan shouldnot be given, without prior evduation, to patientsin

whom unrecognisedardiacdiseases likely or to paientsatrisk for coronay arterydiseas€ CAD) [e.g. patientswith
hypertensiondiabetics smokersor usersof nicotine substitition therapy, men over 40 yeas of age,postmenopausal
women,patientswith bundlebranchblock, andthosewith strongfamily history for CAD]. Cardiacevalationsmay not
idertify every patientwho hascardacdiseasend,in very rarecasesseiouscardiaceventshaveocaurred in patients
withoutunderlyng cardovasulardiseasavhen5-HT, agonists havebeenadminigered.Thosein whomCAD is

establishedshouldnot be givenRizatripan Teva (Seesection 4.3)

5-HT, g/, p receptoragonistshavebeenassociatedwith coronaryvasospasmin rarecasesmyocardialischaemiaor
infarctionhavebeenreportedwith 5-HT, 5/, 5 receptoragoniss including rizatriptan(seesedion 4.8).

Other 5-HT; 5,1 2agists(e.g.,sumatiptan) should not be usedcon@mmitantly with Rizariptan Teva(seesectiord.5).

It is advisedo wait atleastsix hoursfollowing useof rizatiptanbefore adninisteringergotaminetype medicina
products,(e.g.ergotamne, dihydro-ergotanine or methysergidg At least 24 hours shouldelapseafter the
administrationof anergotamne-contaning prepar&ion before rizatriptanis given. Althoughadditive vasospastic
effectswerenot observedn aclinical pharma&ology studyin which 16 healthy malesreceivedoralrizatriptanand
parenteralergoamine,suchaddiive effect are theordically possible (see section 4.3).

Serotoninsyndrone (including alteredmental status,autonomicinstablity andneuromusculaabnormalitieshasbeen
reportedfoll owing concomitantreatmenwith triptansandselective serotonn reuptakenhibitors (SSRIs) or seiotonin
noradrenalereuptakenhibitors (SNRIs). Thesereacionscanbesevee. If concomitantreatmenwith rizatriptanand
an SSRIor SNRIis clinically warrantedapproprateobsevation of the paientis advisedparticulaty during treatment
initiation, with doseincreags,or with addiion of anothe seiotonergicmedication (seesection4.5).

Undesirableeffectsmay be morecommonduring concomiintuseof triptans (5-HT 5/, agonists)andherbal
preparationgontaining St Johns wort (Hypericum perforatum).

Angioedemg(e.g.facial oedematongueswelling and pharyngeabedena) may ocaur in patientstreatel with triptans,
among which rizatriptan.If angioedera of thetongueor pharynxocaurs,the patientshouldbe placedundermedical
supewision untl symptomshavereolved. Treatmentshoutl pronptly bediscontinuedandreplacedoy anagent
belongingto anotherclassof drugs

Patientswith rareheralitary problemsof gdactosentolerance the Lapp lactasedeficiencyor glucosegalactose
malabsrption shouldnot takethis medichne.
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Phenylketonurics: Rizatriptan Teve orodispersile tabletscontainaspartamea sourceof phenyldanine.May be
harmful for peoplewith phenylketonuria.

Thepotentialfor interactionshouldbe consideed when rizatriptan is admnisteredo paients taking CYP 2D6
substrats (seesection4.5)

MedicationoveruseheadachéMOH)

Prolongeduseof any painkiller for headahescanmake them worse.If this situationis experienedor suspected,
medcal advice shouldbe obtainedandtreamentshouldbediscontinued.The diagnosisof MOH shouldbe suspeted
in patientswho havefrequentor daily healachegespite(or becauseof) theregularuseof headachenedications.

4.5 Interaction with other medicinal products and other forms of interaction

Ergotamine, ergot derivatives (including methysergide), other 5 HT ;5,5 receptor agonists: Dueto anadditve effed,
theconcanitantuseof rizatriptanandergotanmne, ergotderivatves (including mehysegide), or other5 HT ;51

recepor agoniss (e.g.sumatripain, zolmitriptan, naratiptan) increasetherisk of coronay artery vasoonstiction and
hypertensiveeffects.This combinationis contraindcatd (seesecton 4.3).

Monoamine oxidase inhibitors: Rizatriptanis principally met&bolisedvia monoamine oxidase,'A’ subype (MAO-A).
Plasmaconcentrathnsof rizatriptanandits activeN-monodesmethylmetabolite were increasedy conmomitant
administrationof a selectve, reversibleMAO-A inhibitor. Similar or greate effectsareexpectedvith nonselective,
reversible(e.g.linezolid) andirreversble MAO inhibitors.Dueto arisk of coronay artery vasoconsiction and
hypertensiveepisodesadminigration of Rizatriptan Tevato patientstaking inhibitorsof MAO is contraindicated(See
section 4.3)

Beta-blockers: Plasmaconcentrationsf rizatriptanmay beincreasedy concomitirt administratiorof propranolol.
Thisincreasdas mostprobablydueto fir st passmetabolic interacton betwweenthetwo drugs,sinceMAO-A playsarole

in themetaboism of both rizatriptanandpropranolol This interaction leadsto ameanincreasen AUC andC, . of

70-80%.In patents receivingpropranolo] the5 mg doseof RizatriptanTevashouldbe used.(Seesection4.2)

In adruginteracton study, nadobl andmetoprolol did not alter plasmaconcentrationsof rizatriptan.

Selective Serotonin Reuptake Inhibitors (SSRIs) /Serotonin Norepinephrine Reuptake Inhibitors (SNRIs) and Serotonin
Syndrome: Therehavebeenreportsdesribing paientswith symptomscompatible with serotoninsyndrome(including
alteredmenal staus,autonomidnstability andneuronusailar abnornalities) following the useof selectivesaotonin
reuptakeinhibitors (SSRIs)or serotonn noradrenahe reuptakeinhibitors (SNRIS) andtriptans(seesection4.4).

In vitro studiesindicatethatrizatriptaninhibits cytochromeP4502D6 (CYP 2D6). Clinical interactiondataare not

available.The potentia for interacion shouldbe consideedwhen rizatriptanis administeedto patientstakingCYP
2D6 substrates.

4.6 Fertility, pregnancy and lactation

Useduringpregnancy

The safetyof rizatriptan for the usein humanpregnanyg has not beenestablished Animal studiesdo notindicate
harmful effectsat doselevelsthatexceedhergeutic doselevek with respecto thedewlopmentof theembryo or
foetus,or the courseof gestationpartuition andpostnaial development.

Becausenimal reproductiveanddevelgpmentalstudiesarenot alwayspredctive of humanresponsdizatriptanTeva
should beusedduring pregnancyonly if clealy needed
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Useduringlactaion

Studiesin ratsindicatedthatvery high milk transfe of rizatriptan occurel. Trarsient,very slight decreassin pre-
weaningpup bodyweightswereobserve only whenthe mother'ssystenic exposurewaswell in excessof the
maximum exposurdevel for humansNo daaexistin humans.

Therefore cautionshouldbe exercisedvhenadmnistering rizatiptan to womenwho are breastfeeding.Infant
exposureshout be minimisedby avoidingbreastfeedingfor 24 hoursafter treatment.

4.7 Effects on ability to drive and use machines
Migraineor treatmemnwith RizatriptanTeva may causesonmolencein somepatients.Dizzinesshasalsobeenreported

in same patentsreceivingrizatriptan Patentsshould,therefore gvaluae their ability to peform complextasksduring
migraineattacksandafter adminigration of RizatriptanTeva.

4.8 Undesir able effects
Rizatriptanwasevaluaédin over 3,600patientsfor up to oneyearin controled clinical studies.Themostcommon
undesirableeffectsevaluatedn clinical studieswere dizziness sommolene, andasthenia/fatiguel he following

undesirableeffectshavebeenevaluatedn clinical studiesand/orreportedin postmarketingexperience:

(Very common [>1/10]; Common [>1/100 to <1/10; Uncommon [>1/100 to <1/10Q; Rare [>1/10,000to <1/1,000Q;
Very rare [>1/10,000; not known [cannotbe estimatedfrom the avalable datd).

I mmune system disorders.

Not known: hypersenstivity reaction,anaphylaxis/aaphylac¢oid reacion.
Psychiatric disorders:

Uncommon: disorientation, insomnia,nervousness.

Nervous system disorders:

Common: dizzinesssommolence pareshesia headade, hypaesthsia, deaeasednentalacuity, tremor.
Uncommon: ataxa, verigo

Rare: syncope,dysgesia/badtade, serotoninsyndrome

Not known: seizure

Eye disorders:

Uncommon: blurredvision.

Cardiac disorders:

Common: palpitation, tachycardia

Rare: Myocardialischaemiaor infarction,cerebrovaaular accident. Most of theseadveisereactonshavebee
reportedin patiens with risk factorspredictve of coronay arterydisease.

Not known: arrhythmia, bradycardie
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Vascular disorders:

Common: hotflushes/flases

Uncommon: hypertension.

Not known: peripheralvascularischaemia.
Respiratory, thoracic and mediastinal disorders:
Common: pharyngealdiscomfort,dysproea
Rare: wheeing.

Gastrointestinal disorders:

Common: nauseadry mouth,vomiting, diarrhoea
Uncommon: thirst, dyspepsia.

Not known: ischemiccolitis.

Skin and subcutaneous tissue disorders:
Common: flushing,sweating

Uncommon: pruritus, urticaria

Rare: angoedema(e.g.facial oedena, tongueswelling, phayngeal oedemg, rash,toxic epidemal necolysis
(for angioedemaeealso section4.4).

Musculoskeletal, connective tissue and bone disorders:

Common: regionalheaviness

Uncommon: neckpain,regionaltightnessstiffness musde weaknes.
Rare: facial pain.

Not known: myalgia.

General disorders and administration site conditions:

Common: asthera/faigue,painin abdome or chest

Invedigations:
Not known: ECGabnormalties.

4.9 Overdose
Rizatriptan40 mg (adminigeredaseithera singletable doseor astwo doses with atwo-hourinterdosenterval) was

generallywell toleraedin over300 patientsdizzinessandsomnol@&cewerethe mostcommondrugrelatedadverse
effects
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In aclinical pharmacologytudy in which 12 subjectsreceivedrizatiptan, at total cumulatve dosesof 80 mg (given
within four hours),two subjectexperenedsyncopeand/orbrady@ardia Onesubjectafemaleaged29years,
developedvomiting, bradycadia, anddizzinessbegnningthreehoursafter receivingatotal of 80 mg rizatriptan
(administeredovertwo hours).A third-degeeAV block, responsivedo atropine,was observednhouraftertheonset
of theothersymptomsThe secondsubject a 25 year-old mde, experiencedtransientdizzinesssyncopejncontinence,
and afive-secondsydolic paug (on ECG monitor) immediatel after a painful venipunctue. Thevenipuncture
occurredtwo hoursafterthe subjecthadrecevedatotal of 80 mg rizatiptan (administered overfour hours)

In addition, basedn the pharmacologyf rizatriptan, hypertensioror othermoreseriouscardiovasculasymptoms
could ocaur afteroverdosageGastreintesinal decontanination, (e.g.gastric lavagefollowedby activatedcharcoal)
should be consderedin patientssupectedof anoverdosewith Rizariptan Teva. Clinical andelectrocardiographic
monitoring shouldbe coninuedfor atleast 12 hours,evenif clini cal symptomsare not observed.

Theeffeds of haeme or peritonealdialysison serum concentraions of rizatriptanare unknown.
5PHARMACOLOGICAL PROPERTIES

5.1 Phar macodynamic properties

Phamacotherapeutigroup: Selectiveseotonin (5HT,) agonistsATC-code:N02CC04
Mechanisnof acton: Selectiveserobnin (5HT, 5 1) agonigs

Rizatriptanbindsselecively with high affinity to human5-HT, 5 and 5-HT, ; recepiorsandhaslittle or no effector
pharmacologicaactivity at5-HT,, 5-HT; adenerge alpha, alpha, or beta;D4, D,, dopaminergichistaninic H;
muscarinic;or benzodiazepinesceptors.

Thethergeutt actvity of rizatriptanin treatng migraine healachemay be attributedto its agonisteffectsat5-HT ;5
and 5-HT, , receptoron the extracerebraitracranialblood vesses thatare thoughtto becomedilatedduring an attack
and onthetrigeminalsensorynerveshatinnervate them.Activation of theses-HT, 5 and 5-HT, ; receptorsnayresult

in condriction of painproducingintracranialbloodvessés andinhibition of neuropeptidereleasehatleadsto
decreasednflammationin sensiive tissues andredu@dcental trigeminal pan signaltransmission.

Phamacodynarnt effects

Theefficacyof rizatriptanin the acutetreatment of migraine attacks wasestdlishal in two multicentre randomised,
placebacontrolle trials. In onestudy(n=311),by two hourspostdosing,relief ratesin patientstreatedwith rizatriptan
wereapproximatel 66%for rizatriptan5 mg and10 mg, comparedo 47%in theplacebogroup.In alargerstudy
(n=547), by two hourspog-dosing,relief rates were 59%in paientstreaedwith rizatriptan5 mg, and74%after 10
mg, comparedo 28%in the placebogroup.Rizariptanalsorelieved the disability, nauseaphotophobiaand
phonophoba which acconpaniedthe migraineepisodes. A significanteffect on painrelief was obsrvedaseaty as30
minutespost-dosing in oneof thetwo clinical trialsfor the 10 mg dose(see secton 5.2 Absor ption).

Basedon studieswith rizatriptantablets rizatriptanremains effective in treaing merstrual migraine,i.e. migrainethat
occurswithin 3 daysbeforeor afterthe onsetof menses.

RizatriptanTevaorodispersibléables enable migrainepatientsto treat their migraineattackswithout having to
swallow liquids. This mayallow paients to adminster their mediind productealier, for examplewhenliquids are
not available ,andto avoid possibleworseningof gastroinestnal symptomsby swallowingliquids.
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5.2 Phar macokinetic properties
Absorption
Rizatriptanis rapidly and conpletely absorbedollowing ord admnistraton.

Themeanoral bioavalability of the orodispesibletabletis approximakely 40-45%, andmeanpeakplasma
concentraton (C,,,) is reachedn approximatef 1.6- 2.5hours(T ).

Effect of food: The effectof food ontheabsoption of rizatriptanfrom the orodispersiblg¢ablet hasnot been studied.
For therizatriptantablets, T is delayedby approximate} 1 hourwhenthetables are adninisteredin thefed state A

further delay in theabsrption of rizatriptanmay occurwhenthe orodispersibldgabletis administerel after meals.
Distribution

Rizatriptanis minimally bound(14%)to plasmaproteins. Thevolumeof distribution is appioximately140litresin
male subjects,and110litresin femalesubjeds.

Biotransformabn

Theprimaryroute of rizatriptanmetabolisms via oxidative deaninaion by monoamineoxidase A (MA O-A) to the
indole acetc acidmetabolite,whichis not pharm&ologically acive. N-monodesmethytizatriptan,a metéaolite with
activity similar to thatof parentcompounckt the 5-HT, 5 1 receptorsis formedto aminor degreeput doesnot

contribute significartly to the pharmacodynamiacivity of rizatriptan. Plasmaconcentrationsf N-monodesmethyl
rizatriptanareapproxmately14% of thaseof parent conpound,andit is eliminatedat a similar rate.Otha minor
metabolitesincludethe N-oxide,the 6-hydroxy compoundand the sulphae conjugateof the 6-hydroxy metabolite.

None of theseminor metabolitess pharmaologicdly active. Following oral administation of 14C-Iabelledrizairiptan,
rizatriptanaccouns for about17%of circulaing plasmaradioadivity.

Elimination

Following intravenousaadmnistration, AUC in menincreaesproportonally andin womennearpropottionally with the
doseoveradoserangeof 10-60 ug/kg. Following oral adminigration, AUC increasesearproportionallywith thedose
over adoserangeof 2.5 10 mg. The plasmahalf-life of rizatriptanin malesandfemalesaverages?-3 hours.The
plasmaclearanceof rizatiptanavelagesabout1,0001,500ml/min in males and about900-1,100ml/min in females

about 20-30% of this is renalclearanceFollowing anord doseof 14C-labelledrizatriptan, about80% of the
radoactivity is excretedn urine,andabout10% of the doseis exaeted in faeces.This showsthatthe metabolitesre
excretedprimarily via thekidneys.

Consistenwith its first pas metbolsm, approximatdy 14% of anoral doseis excretedn urine asunchanged
rizatriptanwhile 51%is excretedasindoleaceic aad metbolite. No morethan1%is excretedin urine astheactiveN-
monodesmétyl metabolie.

If rizatriptanis admnisteredaccoding to the maximum dosageegimen,no accumulation of theactve substancen the
plasmaoccursfrom dayto day
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Characteisticsin patients

Thefollowing dataarebasedn studieswith atablet formulaton.
Patients with a migraine attack: A migraine attackdoesnot affectthe pharma&okindics of rizatriptan.

Gender: The AUC of rizatriptan(10 mg oraly) wasabout25%lower in maesascompaedto femalesC, . was11%

lower,andT . occurredatapproximatelythe sametime. This apparentphamaakinetc differencewasof no clinical
significance.

Elderly: The plagmaconcentrationsf rizatriptanobsevedin elderly subjects (agerange65to 77 yeas) aftertablet
administrationweresimilar to those obsevedin youngaduls.

Hepatic impairment (Child-Pugh's score 5-6): Following oral tabletadmnistration in paients with hepaic impairment
causedoy mild alcoholt cirrhosisof theliver, plasma concentraionsof rizatriptanweresimilar to thoseseenin young
male andfemak suljects. A signfficantincreasen AUC (50%)and C, . (25%) wasobservedn patientswith

moderatehepatc impairment(Child-Pugh'ssmre 7). Pharnacoknetics werenot studiedin patientswith Child-Pugh's
score>7 (severenepaticimparment).

Renal impairment: In patients with renalimpairment(creatnine cleaancel0-60 mI/min/1.73m2), the AUC of
rizatriptan aftertabletadministrationvasnot significantly differentfrom tha in healthysubgcts.In haemodalysis

patients(creatnineclearance<10 mI/min/1.73m2), the AUC for rizatriptanwasapproximatey 44%greder thanthat in
patientswith normalrenalfunction. The maximal plasmaconcentation of rizatriptanin patientswith all degreesof
renal impaimentwassimilar to thatin hedthy subgct.

5.3 Preclinical safety data

Preclinical dataindicae norisk for humansasedon conventond studies of repeatdosetoxicity, genotoxicity,
carcinogenicpotential,reproductiveanddevdopmenal toxicity, seety phamacology,andpharmacokineticand
metabolism.

6 PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Lactosemonohydrate,
Maizestach,

Mannitol (E421),
Pregelatinizedstarch(maize),
AspartamgE951),
Peppemint flavour,

Sillica colloidalanhydrous
Sodiumstearylfumarae

6.2 Incompatibilities
Not applicabl
6.3 Shelf life

2 years
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6.4 Special precautionsfor storage
Storein the original packagen orderto proted from moisture.
6.5 Nature and contents of container

OPA/Alumini umyPVC-Aluminium perforaed unit doseblistersin carbnsof 2, 3, 6, 12,18, 28 or 30 orodispesible
tablets

Not all packsizesmaybemarketec

6.6 Special precautionsfor disposal

Any unusedoroductor wase materialshould be disposé of in acawrdancewith local requirements
7MARKETING AUTHORISATION HOLDER

TevaPharnaB.V.

ComputerwedlLO

3542 DR Utrecht
TheNetherbnds

8 MARKETING AUTHORISATION NUMBER

PA 749/106/1

9 DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION
Dateof first authorisation:12 Februay 2010

10 DATE OF REVISION OF THE TEXT

March2012
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