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Summary of Product Characteristics

1NAME OF THE MEDICINAL PRODUCT
Epanutin300mg Hard Capsiles
2 QUALITATIVE AND QUANTITATIVE COMPOSITION

Ead capsuk containsPhenybin Sodium300mg

Ead capsuk alsocontaindactoe monohydrate
For full list of exdpients seeSection6.1

3PHARMACEUTICAL FORM
Capsuleshard

Product imported from the UK:
A white powderin aNo 1 hardgelatincapsulewith awhite opaguebodyandgreencap,radially printed'EPANUTIN
300'.

4 CLINICAL PARTICULARS

4.1 Therapeutic Indications

Control of tonic-clonic seizues(grard mal epilepsy),partal seiaires(focd including temporallobe) or a combinatiol
of these,andthe preventon andtreatmat of sezuresoccurrng during or following neunsugery and/orseverehear
injury. Eparutin hasalso beenemployedin the treatment of trigeminal neuragia but it shouldonly be usedas seconc
linetherapyif carbanazepines ineffectiveor paients are intolerantto cabamazepine.

4.2 Posology and method of administration

For oraladminstrationonly.

Dosage

Dosageshould beindividualisedastheremaybe wideinterpatientvariability in phenytoinserumlevelswith equivalen
dosage.Epanutinshouldbeintroducedn smalldosage with gradualincremens until control is achievel or until toxic
effects appear. In somecasesserumlevel deerminations may be necessaryor optimal dosageadjustments the
clinically effective levelis usually 10-20mgl (40-80 micromoles/l) althoughsomecasesof tonic-clonic seizuresmay
be controlled with lower serumlevelsof phenybin. With recomnendeddosagea periodof sevento tendaysmay be
requiredto achevesteadystateserumleves with Epanuin andchangesn dosageshouldnotbe caried out atintervals
shorterthanseveno tendays.

Maintenancef treatnrentshouldbethelowest doseof aniconvulsantonsistentvith controlof seizures.

Epanutin Capsules, Suspension and Infatabs

EpanutinCapsuks contain phenytoinsadium whereas Epanutn Suspensiorand Epanutinlnfatebs containphenytoin.
Although100mgof phenytoinsodiumis equivalentto 92mgof phenytoinon a molecularweightbass, thesemoleaular
equivalentsare not necesarily biologicaly equivalent. Physiciansshouldthereforeexercisecare in thosesitudions
whereit is necessaryo changehe dosagdorm andserumlevelmonitoring is advised.
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Adults

Initially 3 to 4mg/kg/daywith subsequentiosageadjustnentif necessary. For mog aduls a satsfactory mainenanc
dosewill be 200 to 500mgdaily in single or divided doses. Exceptionall, a daily doseoutsidethis rangemay be
indicated.Dosageshouldnormally be adjustedaccordingto serum levds where assayfacilities exist.

Elderly

Eldedy (over 65 years): As with aduls the dosage of Epanuin shoull be titrated to the paients individual
requirementsusingthe sameguidelines. As elderly paients tendto receivemultiple drug therapiesthe possbility of
drug interactonsshouldbe bornein mind.

Infants and Children
Initially, 5mgkg/day in two divided doseswith subsequet dosageindividualisedto a maximumof 300mgdaily. A
recanmendediaily maintenancelosages usualy 4-8mgkg.

Neonates
The absorpion of phenytoinfollowing oral administraion in neonatess unpredicthble. Furthermoe, the me@abolign
of phenytoinmaybe depressedlt is therebreespeialy importantto monitor serumlevds in theneonate.

4.3 Contraindications

Phenytoinis contraindicatedn thosepatiens who arehypeasensiitve to phenytan, or its inactiveingredientspr other
hydantoins.

4.4 Special warnings and precautions for use

Suicidal ideaton andbehaviourhavebeenreporteal in paients treatedwith antiepilepticagens in severalindicaions
A metaanalysisof randomise@lacebocontrolledtrials of anti-epileptic drugshasalso showna smallincreasd risk of
suicidal ideationand behaviour.The medanismof this risk is not known andthe availabledaia do not exdude the
possibility of anincreaedrisk for phenytoin.

Thereforepatents shouldbe monitoredfor signsof suicidd ideaton andbehavioursandappropriag¢ treatmentshoulc
be consdered.Patents (and caregiversof patients)shout be advisedto se& medical adviceshouldsignsof suicida
ideationor behavour emerge.

Abruptwithdrawal of phenytoinin epieptic patientsmay predpitate staus epilepticus. When, in the judgemenbf the
clinician, the needfor dosagereduction,discontinuaion, or subsitution of alternativeantiepileptic medicationarises
this shoutl bedonegradualy.

Howeva, in the eventof an allergic or hypersensitiity readion, rapid substitutionof alterndive therapy may be
necesary. In this case,alternaive therapyshouldbe an ani-epileptic drug not belongng to the hydantoin chemcal
class.

Phenytoin is highly proten boundandextensively metébolisedby the liver. Reduceddosageto preventaccumulabn
and toxicity maythereforebe requiredin patientswith impairal liver funcion. Whereprotein bindingis reducedasin
uraemia,total serumphenytoinlevelswill be reduced accordingly. However,the pharmacologicallyacive free druc
concentraton is unlikely to bealtered. Therefore,underthesecircumgancegsherapeutc control may be achievedwith
totd pherytoin levels below the normal range of 10-20 mg/A (40-80 micromoles/l). Patientswith impairedliver
function,elderly patientsor thosewho aregravey ill mayshowearly signsof toxicity.

Phenytoin is not effectivefor absencépetit mal) sezures. If tonic-clonic (grandmal) andabsenceseizuresare preser
together combineddrugtherapyis neede.

Phenytoin may affectglucosemetabolism andinhibit insuin release. Hyperglycaemidasbeenreportedn association
with toxic levels. Pherytoin is notindicatedfor seizuresiueto hypogly@ema or othermetabolic causes
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Serumlevels of phenybin sustanedabovethe optimal rangemay produceconfusiona stateseferredto as"delirium”,
"psychosis”,or "encephalopathy"or rarely irreversible cerebelar dysfuncton. Accadingly, at the first sign of acute
toxicity, serumdruglevel deterninationsarerecomnended. Dosereducton of phenytointherapyis indicated if serun
levelsareexcessiveif symptomspersst, termination of therapywith phenyton is recommended.

HerbalprepaationscontainingSt. Johris wort (Hypericum perforatum) should not be usedwhile taking phenyoin due
to therisk of decrease@lasmaconcentrationandredu@dclinicad effectsof phenytoin(seeSectior4.5).

AnticonvulsantHypersensitily Syndrome (AHS) is a rare drug induced, multiorgan syndromewhich is potentially
fatd andocaursin somepatientstaking anticonvulsanmediction. It is chaactkerized by fever,rash,lymphadenopath
and othermultiorganpathologiesoften hepaic. The medanismis unknown.Theintervd betweerfirst drug exposur
and symptons is usually 2-4 weeksbut has beenreportedin individuals receiving aniconvulsants for 3 or more
months.Patientsat higherrisk for developingAHS include black patents, paientswho havea family historyof or wha
have experiencedthis syndromein the past, and immunasuppresed paients. The syndromeis more severe in
previously sensitizedindividuals. If a patient is diagnose&l with AHS, discontinuethe phenytoin and provide
appropride supportivemeasures.

Integumentarffect

Phenytoin cancauserare,seriousskin adveseevens sud asexfoliative dermatitis,Stevenslohnson Syndrome(SJS,
and toxic epidermalnecrolysis(TEN), which canbefatd. Although seious skin reactionamay occurwithout waming,
patientsshouldbe alertfor the signsandsymptomsof skin rashand blisters,fever, or othersignshypeasensitivity suct
as itching, and shouldseekmedicaladvice from ther physicanimmediaely when observihg any indicative signsor
symptoms.The physcianshouldadvise the patientto discontnuetreatment if therashappearslf therashis of amilder
type (measledike or sarlatiniform), therapymay be resumedafter the rashhascompldely disappeard. If the rast
recus uponreinstitution of therapy further phenytoinmedication is contraindicated.Publishediteraturehassuggeste
that there may be an increa®d, althoudh still rarg risk of hypersastivity reactions,including skin rash,SJS, TEN,
hepabtoxicity, andAnticonvulsantHypersensititiy Syndromean black paients.

Studiesin patientsof Chineseancefry havefounda strongasso@@tion betweentherisk of developingSJS/TENand
thepresencef HLA-B*1502, aninheritedalleli c variantof the HLAB gene,in patientsusingcarbamazepingiLA-B*
1502 maybeassociatedavith increasedisk of developing SJS/TENN paientsof Tha andHan Chineseancestry
taking drugsassociateavith SJISTEN, including phenyton. If thesepaients are known to be postive for HLA -
B*1502, the useof Phenytoinshoutl only be consderedif the bendits arethoughtto exceedherisks.

In the CaucasanandJapanespopulation the frequencyof HLAB*1502 alleleis extremelylow, andthusit is not
possibleat presento concludeonrisk associéion. Adequae information aboutrisk associationn otherethnicitiesis
currently notavailable.

Musculoskettal Effect

Phenytoin and other anticonvulsantshat havebeen shownto inducethe CYP450enzymeare thoughtto affect bone
mineralmetaboism indirectly by increasinghe metabolismof VitaminD3. This mayleadto Vitamin D deficiency anc
heightenedrisk of osteomalaciabone fractures, osteopoross, hypoalcemia, and hypophosphatemian chronically
treaedepileptic patients.

In view of isolatedreportsassocidhg phenytoin with exa@rbaton of porphyria,cautionshouldbe exercisedin using
themedicationin patientssufferingfrom this diseae

Phenytoin may causdoweredserumlevelsof folic acid. It isrecomnmendedthatserumfolate concentrationge
measurd atleastonceevery6 months andfolic add supplematsgivenif necessary.

Patientswith rareheralitary problemsof gdactosentolerance the Lapp lactosedeficiency or glucosegalactose
malabsrption shouldnot takethis mediche
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4.5 Interaction with other medicinal productsand other forms of interaction

1 Drugswhich may increa® phenytoin serumlevelsinclude:

Amiodaroneanifungal agentgsuchas butnot limitedto, amphoericin B, fluconazoleketoconazolemiconazoleanc
itraconazat), chloramphenicol, chlordiazepoxide, diazepam dicoumaol, diltiazem, disulfiram, fluoxetine
fluvoxamine, sertralne, H,-antagoniss (e.g. cimetidine), halohane, isoniaid, mehylphendate nifedipine
omeprazole, oestogens phenothiazines,phenylbutaane, saligylates, sucanimides, sulphonanides, tolbutamide
trazodoneandviloxazine.

2. Drugswhich may decreas phenytoinserumlevelsinclude:
Folic acid,reserpinerifampicin, sucralfat, theophyline andvigabdrin.

Serum levels of phenybin can be reducedby conconitant use of the herba preparaions containingSt. Johris wort
(Hypericum perforatum). This is due to indudion of drug metabolising enzymesby St. Johris wort. Herba
preparationscontainingSt. Johris wort shouldthereforenot be combined with phenybin. The inducing effect may
persistfor at least2 weeksafter cesationof treatment with St Johris wort. If a patientis alrealy taking St. Johris
wort checkthe anticonvulsanievels and stop St Johris wort. Anticonvdsant levels may increaseon stopping St.
John'swort. Thedoseof anticonvulantmay neel adjustng.

A pharmacokinetignteractionstudy betwee nelfinavir andphenyton both administeredrally showedthat nelfinavir
reduced AUC valuesof phenytoin(total) and free phenyton by 29% and 28%, respectively.Therefore,phenytoin
concentraton shouldbe monitoredduring co-admnistrationwith nelfinavir, asnelfinavir may redue phenyton plasmi
concentratbn (seesecton 5.2 Phar macokinetic Properties — Pharnacoknetic Interaction)

3. Drugswhich may eitherincreaseor deaeasepherytoin serumlevelsinclude:

Carbamazepine, Phenobarbital, valprac acid, sodum valproate anineoplastic agents, certain antadds anc
ciprofloxacin. Similarly, the effectof phenytoinon carbamaepne, phenobarbial, valproic acid andsodiumvalproatt
serum levelsis unpredictable.

Acuteacoholintakemay increasghenybin serumlevelswhile chronicacoholismmaydeceaseserumlevels.

4, Althoughnot a true pharmacokinet interaction, tricyclic anidepressans and phenothiazinesmay precipitate
seizuresin susceptiblgatientsandphenyton dosagemay neal to be adjusted.

5. Drugswhoseeffectis impairedby phenytoininclude:

Antifungal agents (e.g. azole$, antineoplagic agents e.g. teniposide calcium channel blockes, clozapine
corticosteroids,ciclosporin, dicoumarol,digitoxin, doxycycline, furosemide, lamotrigine, methadoneneuronusaular
blockers,oestrogenspral contraceptivegparoxetne, sertrdine, quinidine, rifampicin, theophyllineandvitamin D.

6. Drugswhoseeffectis alteredby phenyton include:

Warfarin. The effect of phenytoinon warfarin is varigble and prothrombin times should be determinedwhen thest
agens arecombined.

Serumlevel determnationsareespecialy hdpful whenpossibé druginteradionsare suspeted
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Drug/Laboratory Test Interactions

Phenytoin may causea slight decreasen serumlevds of totd and free thyroxine, possiblyas a resultof enhance
peripheralmetaboism. Thesechangeglo nat leadto clinical hypothyroidsmanddo not affed thelevelsof circulaing
TSH. Thelatter cantherefoe be usedfor diagnosinghypothyroidesmin the patienton phenytoin. Pherytoin doesnoi
interfere with uptake and suppressiornestsusedin the diagnosisof hypotyroidism. It may, however,producelower
than normal valuesfor dexamethasoner metapyronetests. Phenytoinmay cause raisedserumlevels of glucose
alkaline phosphase,and gammaglutamyl transpeptiaseand lowered serumlevels of calcium andfolic acid. It is
recanmendedhat serumfolate concentationsbe measural at leastonceevery 6 months,and folic acid supplement
givenif necessar. Phenytoirmayaffectbloodsugametabolismtests.

4.6 Fertility, pregnancy and lactation

There are intrinsic methodologicalproblens in obtaning adequatedaa on drug teratogenicityin humans. Genetic
facorsor the epileptic condiion itself may be moreimportantthandrugtherapy in leadingto birth defects. The grea
majority of motherson anticonvulsantnedicdion deliver normd infants.

It is important to note that anticonvulsantdrugs shoull not be disconinued in patientsin whom the drug is
administeredto prevent major sezures becauseof the strong possibilty of precipitating status epileptcus with
attendanthypoxiaandthreatto life.

In individual caseswvherethe severty andfrequeny of the sazure disorderare suchthat the removalof medicdion
does not posea serous threatto the patient, discontinuéion of the drug may be consideredprior to and during
pregnancyalthoughit cannotbe said with any confidencetha even minor seizuresdo not posesomehazardto the
developingembryoor foetus

Anticonvulsantsincluding phenytoinmay produce congenial abnormalties in the offspring of a small number of
epil eptic patients. The exactrole of drug therapyin theseabnorméitiesis undear andgenetic factors, in somestudies
have also beenshownto be important. Epanutinshouldonly be usedduring pregnang, espe@lly early pregnacy, if
in thejudgemenbf the physicianthe potential benefits clearly outweightherisk.

In addition to the reports of increasedincidence of congenitd mdformations, such as cleft lip/palae and heart
malformationsin childrenof womenrecaving phenytoin andothe antiepileptic drugs,therehavemorerecenly beer
reports of a foetal hydantoinsyndrome. This conssts of prenatalgrowth deficiency, microercephdy and menta
deficiency in childrenbornto motherswho havereceived phenyton, barbiuratesalcohol,or trimethadione.However
thesefeaturesareall interrelatedandarefrequenty asso@ated with intrauteine growthretardatiorfrom othercauses

There have beenisolatedreports of mdignances, including neuroblatoma, in children whose mothes receives
pherytoin duringpregnancy.

An increasein seizurefrequencyduring pregnancyocaurs in a proporton of patiens, andthis may be dueto alterec
pherytoin absorpion or metaboilsm. Periodic measuremendf serumphenytoinlevek is paticularly valuablein the
managemenbf a pregnantepileptic patientas a guideto an approprate adjustmentof dosage.However,postpatum
restaationof theoriginal dosagewill probaly beindicated.

Neoratd coagulaton defectshavebeenreportedwithin thefirst 24 hoursin babiesbornto epilepticmothersrecaving
pherytoin. VitaminK; hasbesnshown to preventor correctthis defect and maybe givento the motherbefore ddivery
and to the neonateafterbirth.

Infant breastfeedingis not recommendedior womentaking phenyton becaisephenyton appearsto be secreedin low
concentratonsin humanmilk.

4.7 Effects on ability to drive and use machines

Patientsshould be advisednot to drive a car or operaé potentally dangerousmachineryuntil it is known that this
medcationdoesnot affect their ability to engagen theseactivities.
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4.8 Undesir able effects

I mmune system reactions. Anaphylactoid reaction and anaphylaxis
Central Nervous System

The mostcommon manifestationsencounteredwith phenytoin therapy arereferableto this systemandareusually
doserelated Thesencludenysagmus ataxia, slurred speeh, decrasedco-ordinaton, mentalconfusion,
paraesthesi, somnolencedrowsinessand vertigo.

Dizzinessijnsamnia, transent, nervousnessnotortwitching, tase perversionand headachekavealso beenobserved
There havealsobeenrare reportsof phenytoininduceddyskinesas,including choreagdystonia tremorandasterixis,
similar to thoseinducedby phenotlezineandotherneurokpticdrugs

There areoccasonal reportsof irreversble cerebelar dysfuncton asocatedwith severephenytoin overdosag. A
predominatly sersoryperipheal polyneurop#hy hasbeenobservedn patientseceivinglong-termphenybin therapy.

Gadtrointestinal
Nauseavomiting andconstpation, toxic hepaitis, andliver damage
Dermatological

Dermatologcal manifestatbonssomdimesaccompanietby feverhaveincludedscarlatinform or morbilliform rastes.A
morbilliform rashisthe mostcommon; dermatitis is seenmorerarely. Other moreseriousandrareformshaveincluded
bullous exfoliative or purpuic dermaitis, lupuserythematsus StevensJohnsorsyndromeandtoxic epidermal
necrdysis (seeSection4.4).

Connective Tissue

Coarseningf thefacialfeaturesgnlargementf thelips,gingival hyperplag, hirsuism, hypertrichosisPeyonie's
Diseas andDupuwytren'scontracturemayocaur rarely.

Haemopoietic

Haemopoiat comgicaions,somefatd, haveoccasionly been reportedn as®ciation with administratiorof
phenytoin. These haveincluded thrombocytopeia, leucopeniagranubcytopeaia, agramlocytcsis, parcytopeniawith or
withoutbone marrov suppressin, and aplagic anaemiaWhile macrogytosisandmegaloblasticaraemiahawve occurred,
thesecondiionsusuallyrespondto folic add therapy.

There havebeena numberof reportssuggesing arelationshipbetwesnphenytoinandthe developmentof
lymphadengpathy(localandgereraised includingbenignlymph nodehyperpbasa, pseuddéymphonma, lymphoma, and
Hodgkin'sDiseaseAlthougha causeandeffectrelationshiphasnot beenestablishedthe occurence of
lymphadengpathyindicaesthe needto differentiatesucha condtion from othertypesof lymph node patholay. Lymph
nodeinvolvemern mayoccurwith or withoutsymptomsand signsresenbling serumsicknessgg fever,rashard liver
involvement.

In all case of lymphadenopty, foll ow-up obsevationfor anextendegeriodis indicatedard everyeffort shauld be
madeto achieveseizurecontrolusingaternativeantiepileptc drugs.

Frequenbloodcountsshouldbe carriedout during treatmentwith phenytoin.
Immune System
Hypersasitivity syndromehasbeenreportedandmay in rarecasedefatal (thesyndromemayinclude butis not

limited to, symptomssuchasarthrabias,eosinophila, fever, liver dysfundion, lymphadenopathgr rash) systemic
lupus erythematosuspolyarterits nodosaand immunoglobuln abnormétiesmayoccur.
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Severalndividual casereportshavesuggestdthattheremay beanincreagd,athoudh still rare,incidenceof
hypergnstivity reactons includingskinrashandhepatotoxidyy, in black patients.

Other

Pdyarthropathyjnterstital nephrtis, pneumonis.
Post-marketing experience

Musculoskeletal System

Bonefracturesandosteomalai@ have beenassociatd with longterm (>10years)use of phenytoin by patieris with chronic
epilepsy.Osteopaoosis ard otherdisordes of bonemetabolisnmsuchashypocalemia, hypophophatemiaanddeceased
levelsof Vitamin D metaboites havealsobeenreported.

4.9 Overdose

Thelethaldosein children is notknown. The meanlethaldosefor adults is estimatedto be 2 to 5g. Theinitial
symptomsarenystagnus,ataxia anddysarthria.The patientthenbecomegomatosethe pupls areunresposive and
hypotengon occus followedby respiratoy depressiomndapnoeaDeah is dueto respratory andcirculatory
depression

There aremarkedvariatonsamongindividuak with respe&t to phenytoinseum levelswheretoxicity mayoccu.
Nystagmuson lateralgazeustally appeas at20mgl, and ataxia at 30ng/l, dysarthriaand lethargyappeamhenthe
serum concentratia is greder than40mg/l,buta concentrabn ashigh as50mg/l hasbeenreportedwithout evidenceof
toxicity.

Asmuchas25timestherapeut dosehasbeentakento resultin serumconcentratia over 100mg/I (400micromdes/I)
with compkterecowery.

Treatment

Treatments nonspedfic sincethereis no known antidote If ingestedvithin the previous4 hours the stomachshoud
be emptial. If thegagreflexis absat, thearway shouldbe supported Oxygenandassisted/entilationmaybe
necesaryfor cental nervoussysem respirabry andcardiovasulardepression.Haemodialysi€anbeconsderedsince
phenytoin is not compketelyboundto plasmaproteins. Total exchangeransfuson hasbeenutilisedin thetreatmenbf
severe intoxicationin children.

In acute overdsage the possibilty of the presenceof otherCNS depressantsincludingalcotol, should be bornein
mind.

5 PHARMACOLOGICAL PROPERTIES

5.1 Phar macodynamic properties

Phenytoinis effectivein variousanimalmodek of genealisedconvulsivedisorcers,reasonablyeffectivein modelsof
partial seizuresutrelatively ineffectivein modds of myoclonic seiaires.

It appeardo stabilise ratherthanraisethe sezurethreshold and prevens sprea of seiaire activity ratherthanabolish
the primary focusof seizuredischarge
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Themechanisnby which phenytoinexers its aniconvulsant acion hasnotbeenfully elucidatechowever possible
contributory effecsinclude:

1. Non-synapticeffectsto reducesodiumconducance enhane acive sodiumextrusion
block repetitive firi ng andreducepod-tetanicpotentation.

2. Pos-synapticactionto enhancaegyab-mediatednhibition andreduceexcitatory
synaptictransnission.

3. Pre-synapticacionsto reducecalciumentryand block releaseof neurotransmiter.

5.2 Phar macokinetic properties

Phenytoin is absobed from the small intestineafter oral administraion. Various formulationfactorsmay affect the
bioavailablity of phenytoin, however,nonlinear techngueshave estmated absorpion to be essentiallycomplete.
After absorptionit is distributedinto body fluid induding CSF. Its volume of distribution hasbeenestimated to be
between0.52and1.19litres/kg, andit is highly proten bound(usualy 90%in adults).

The plasna half-life of phenyton in man average 22 hourswith a rangeof 7 to 42 hours. Steadystate therapeuti
drug levelsareachievedatleast7 to 10 daysafter initiation of thergy.

Phenytoin is hydroxylatedin the liver by anenzymesysemwhich is saturdle. Small incrementaldosesmay product
very substantialncreagsin serumlevels whentheseare in the upperrangeof therapeuticoneentrations.

The paraneterscortrolling eliminationare alsosubject to wide interpdient variation. The serumlevel achevedby a
givendoseis thereforealsosubpctto widevariaion.

Phar macokinetic I nteraction

Co-administrationof nelfinavir tablets(1,250 mg twice a day) with phenytoin capsule(300mgoncea day) did not
change the plasna concentratiorof nelfinavir. However, coadninistraion of nelfinavir reducedthe AUC valuesof
pherytoin (total) andfree phenytoinby 29% and 28%, respeavely (seesection 4.5 I nteraction with other medicinal
products and other forms of interaction).

5.3 Preclinical safety data

Preclinical safey datado notaddanything of further significanceto the presaiber.
6 PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Lactosemonohydrate
Magnesiunstearas
Silica

Gelain

PatentblueV (E131)
Quinolineyellow (E104)
Titaniumdioxide (E171)
Sodiumlaurilsulfate

Printing ink:

Shdlac

Blackiron oxide (E172)
Propyleneglycol
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6.2 ncompatibilities
Not applicable
6.3 Shelf life

Thesheltlife expiry dateof this productshdl bethedateshownon theblistersor outerpackageof the productonthe
marketin the countryof origin.

6.4 Special precautionsfor storage

Do not stare above25'C. Storein theoriginal padkagein orde to protect from light.
6.5 Nature and contents of container

PVC/PvdC blister packasanoverlabeled carton of 28 capsules

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

No specialrequirements

7 PARALLEL PRODUCT AUTHORISATION HOLDER
IPSHealthcareLimited

Sterling House
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Chadderton

Oldham

Lancasire
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United Kingdom

8 PARALLEL PRODUCT AUTHORISATION NUMBER

PPA1659/51/2

9 DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION
Dateof first authorisation: 16th Septembe2011.
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