
Summary of Product Characteristics

1 NAME OF THE MEDICINAL PRODUCT

Non-drowsy SinutabTablets
Paracetamol500mg
Pseudoephedrinehydrochloride 30mg

2 QUALITATIVE AND QUANTITATIVE COMPOSITION

Each tabletcontains30mgPseudoephedrinehydrochlorideand500mgParacetamol.

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

3 PHARMACEUTICAL FORM

Tablet
White roundbiconvextablet.

4 CLINICAL PARTICULARS

4.1 Therapeutic Indications

Non-drowsy Sinutabis indicatedfor theshort termsymptomatic relief of conditionswherecongestionof themucous
membranesof theupperrespiratorytract,especially nasalmucosaandsinuses,is accompaniedby mild to moderate
pain or pyrexia,egthecommoncold, influenza, sinusitis andnasopharyngitis.

4.2 Posology and method of administration

Posology:

Adults and Children aged 12 years and over
Two tabletsto betakeneveryfour to six hours,up to four timesaday.
Maximumdaily dose:8 tablets(240mg pseudoephedrineand4 g paracetamol).

Children under 12 years:
This medicineis contraindicatedin childrenunder theageof 12years(seesection 4.3).

Use in the Elderly
Therehavebeennospecificstudiesof this medicinein theelderly. Experiencehasindicatedthatnormaladultdosageis
appropriate.

Hepatic dysfunction:
Cautionshouldbeexercisedwhenadministeringtheproductto patientswith severe hepaticimpairment.

Renal dysfunction:
CautionshouldbeexercisedwhenadministeringNon-drowsySinutabto patientswith mild to moderaterenal
impairment.

Duration of use:
Patientsshouldbeadvisednot to use this product for morethan5 daysandto seekmedicaladviceif symptomspersist.

Do not exceedthestateddose.

Keepout of thesight andreachof children.
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Method of administration:
For oraluse.

4.3 Contraindications

Hypersensitivity to paracetamol,pseudoephedrineor to any of theexcipientslistedin section6.1

This product is contra-indicatedin patients with:

� Cardiovasculardiseaseincludinghypertension
� Diabetesmellit us
� Phaeochromocytoma
� Hyperthyroidism
� Closedangle glaucoma
� Severerenalimpairment

This product shouldnotbeusedconcomitantly with (seesection 4.5):

� Monoamineoxidaseinhibitors(MAOIs), or within 14days of stoppingMAOIs. Theconcomitantuseof
pseudoephedrineandtheseproductsmaycausea risein bloodpressureor hypertensivecrisis.

� Othersympathomimeticdecongestants
� Furazolidone
� Beta-blockers.This medicineis contraindicatedin patientsat risk of developingrespiratory failure.

Not to beusedin childrenunder12yearsof age.

4.4 Special warnings and precautions for use

Usewith caution in patients with hepaticimpairment, mild to moderate renal impairmentor difficulty in urinationdue
to prostaticenlargement.

Thehazardsof overdosearegreaterin thosewith non-cirrhotic alcoholic liver disease.

Althoughpseudoephedrinehasvirtually nopressoreffects in normotensivepatients,thismedicineshouldbeusedwith
cautionin patientstakingothersympathomimetic agents(suchas appetitesuppressantsandamphetamine-like
psychostimulants).Thephysicianor pharmacistshouldcheck thatsympathomimetic containingpreparationsarenot
simultaneouslyadministeredby severalroutesi.e. orally andtopically (nasal, auralandeyepreparations)(seesections
4.3 and4.5)

Patientsshouldbeadvisednot to takeotherparacetamol-containingmedicinesconcurrently.

Thestateddosemustnot beexceeded.Patientsshould seek immediatemedical adviceshouldin theeventof
overdosage,becauseof therisk of irreversibleliver damage(seesection4.9).
A varietyof allergic skin reactions, with or withoutsystemic features suchas bronchospasm,angioedemahavebeen
reportedfollowinguseof pseudoephedrine (see section4.8).

Hypersensitivity reactions, includingskin rashes,angioedemaandanaphylaxis havebeenreportedvery rarely with
paracetamol (seesection4.8).

Seriousskin reactionssuchasacute generalisedexanthematouspustulosis (AGEP), Stevens-Johnsonsyndrome(SJS),
and toxic epidermal necrolysis (TEN), havebeenreportedvery rarely in patientsreceivingparacetamol. Patientsshould
be informedaboutthesignsof seriousskin reactions,anduseof theproductshouldbediscontinuedat thefirst
appearanceof skin rashor anyothersignof hypersensitivi ty.

This product mayactasacerebralstimulant giving riseto hyperpyrexia, tremorandepileptiformconvulsions.
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If anyof thefollowing occur,this product shouldbestopped:

� Hallucinations
� Restlessness
� Sleepdisturbances

Usewith caution in occlusivevasculardisease.

4.5 Interaction with other medicinal products and other forms of interaction

Pseudoephedrine

Pseudoephedrineexertsits vasoconstricting propertiesby stimulatingα-adrenergic receptorsanddisplacing
noradrenalinefrom neuronalstoragesites.SinceMAOIs impedethemetabolismof sympathomimetic aminesand
increase thestoreof releasablenoradrenalinein adrenergicnerveendings,MAOIs maypotentiatethepressoreffectof
pseudoephedrine.

MAOIs and/or RIMAs: This medicineshouldnot begiven to patientstreated with monoamineinhibitors or within 14
days of stopping treatmentasthereis anincreased risk of hypertensivecrisis.

Moclobemide:risk of hypertensivecrisis

Concomitantuseof thismedicinewith tricyclic antidepressants (TCAs)or with sympathomimeticagents(suchas
appetite suppressantsandamphetamine-like psychostimulants)may causea risein bloodpressure.

Concomitantuseof thismedicinewith anticholinergic drugs(suchas TCAs)mayenhancetheireffects.

Theantibiotic furazolidoneis amonoamineoxidaseinhibitor. Therefore it shouldnot betakenwith this medicine(see
Section 4.3).

Pseudoephedrinemayantagonisethehypotensiveaction of antihypertensivedrugswhich interferewith sympathetic
activity includingbretylium,bethanidine,reserpine,guanethidine,debrisoquine,methyldopa,adrenergicneurone
blockers- andbeta- blockers(seesections4.3and4.4).

Becauseof its pseudoephedrinecontent, concomitantuseof this medicinewith oxytocinor cardiacglycosidesmay
causeof a risk of hypertension or anincreased risk of dysrhythmias, respectively.

Whenusedconcurrentlywith ergotalkaloids(ergotamine& methysergide), this productcanincreasetherisk of
ergotism.

Concurrentusewith halogenatedanaesthetic agentssuch aschloroform,cyclopropane,halothane, enfluraneor
isofluranemayprovokeor worsenventriculararrhythmias.

Paracetamol

Patientswhohavetakenbarbiturates,tricyclic antidepressantsandalcoholmay showdiminishedability to metabolise
largedosesof paracetamol, theplasmahalf-life of whichcanbeprolonged.

Alcohol canincreasethehepatotoxicity of paracetamol overdosageandmayhavecontributedto theacutepancreatitis
reportedin onepatientwhohadtakenanoverdoseof paracetamol.

Chronicingestionof anticonvulsantsor oral steroidcontraceptivesinduce liver enzymesandmaypreventattainment
of therapeutic paracetamollevelsby increasingfirst passmetabolismor clearance.

Thespeedof absorptionof paracetamol maybeincreasedby metoclopramideor domperidoneandabsorptionreduced
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by cholestyramine.

Becauseof its paracetamolcontent,theanticoagulant effect of warfarin andothercoumarins maybeenhancedby
prolonged regularuseof thismedicinewith increasedrisk of bleeding;occasional doseshavelittle or nosignificant
effect.

4.6 Fertility, pregnancy and lactation

Therearenoadequateandwell controlledclinical studiesin pregnant or breast feedingwomenfor thecombinationof
paracetamol andpseudoephedrine.

Pregnancy

This medicineshouldnot beusedduringpregnancy unlessthepotential benefit of treatmentto themotheroutweighs
thepossiblerisksto thedevelopingfoetus.

Paracetamol

Whengivento themotherin labelleddoses,paracetamol crossestheplacentainto thefoetalcirculationas earlyas30
minutesafter ingestionandis effectively metabolisedby foetal sulphateconjugation.

Paracetamolhasbeenin widespreadusefor manyyears withoutill consequence.Epidemiologicalstudiesin human
pregnancyhaveshownno ill effectsdueto paracetamolused in recommended dosage,but patientsshouldfollow that
adviseof theirdoctorregarding its use.

Pseudoephedrine

Althoughpseudoephedrinehasbeenin widespread usefor manyyears withoutapparentill consequence,there areno
specific dataon its useduringpregnancy.Cautionshouldthereforebeexercisedby balancingthepotentialbenefit of
treatmentto themotheragainstanypossiblehazardsto thedevelopingfoetus.

Breast-feeding

This medicineshouldnot beusedduringlactation unlessthepotential benefit of treatmentto themotheroutweighsthe
possiblerisksto thenursing infant.

Paracetamol
Paracetamolis excretedin breastmilk in low concentrations(0.1%to 1.85%of theingestedmaternal dose).

Pseudoephedrine

Pseudoephedrinedistributesinto andis concentrated in breast milk.

Fertility

Thereis no informationon theeffectsof this medicineonhumanfertil ity (seesection5.3).

4.7 Effects on ability to drive and use machines

No specialcomment- unlikely to produceaneffect.

4.8 Undesirable effects
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Thesafetyof pseudoephedrineandparacetamolcombination from clinical trial datais basedononerandomised,
placebo-controlled trial in themanagementof symptoms attributedto theparanasalsinusassociatedwith thecommon
cold. In addition therewere12 randomised,placebo-controlled trials with singleingredientpseudoephedrine.

Adversedrugreactionsidentifiedduring clinical trials andpost-marketing experiencewith paracetamol,
pseudoephedrine,or thecombinationarelistedbelow by SystemOrganClass(SOC).
Thefrequenciesaredefinedaccordingto thefollowing convention:

Verycommon≥1/10
Common≥1/100and< 1/10
Uncommon≥1/1,000and<1/100
Rare≥1/10,000and<1/1,000
Very rare<1/10,000
Not known(cannotbeestimatedfrom the available data)

ADRs arepresentedby frequencycategorybasedon1) incidencein adequately designedclinical trials or epidemiology
studies,if available,or 2) whenincidence cannot beestimated, frequencycategoryis listed as‘Not known’. 
 

System Organ Class (SOC) Product Frequency Adverse Drug Reaction (Preferred
Term)

Blood and the lymphatic
system disorders

Paracetamol Not known Agranulocytosis
Haemolytic anaemia
Thrombocytopenic purpura

Immune system disorders Paracetamol

Pseudoephedrine and
Paracetamol

Not known

Not known

Anaphylactic reaction

Hypersensitivity (cross-sensitivity
may occur with other
sympathomimetics)

Psychiatric disorders Pseudoephedrine Common Insomnia
Nervousness

Pseudoephedrine Rare Hallucination
Pseudoephedrine Not known Agitation

Anxiety
Delusion
Euphoric mood
Irritability
Restlessness
Sleep disorder

Nervous system disorders Pseudoephedrine Very common Headache

Pseudoephedrine Common Dizziness

Pseudoephedrine Not known Psychomotor hyperactivity

Cardiac disorders Pseudoephedrine Not known Arrhythmia
Palpitations
Tachycardia

Vascular disorders Pseudoephedrine Not known Hypertension
Gastrointestinal disorders Pseudoephedrine Common Dry mouth

Nausea

Pseudoephedrine / Paracetamol
combination

Not known Abdominal pain
Diarrhoea
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Liver damagehasbeenreportedafterdaily ingestionof excessiveamounts.A reviewof agroupof patientswith
chronic activehepatitis failedto revealdifferencesin theabnormalit iesof liver functionin thosewhowerelong-term
usersof paracetamolnorwasthecontrol of their diseaseimprovedafter paracetamolwithdrawal.

Low level transaminaseelevationsmayoccur in some patients taking labelleddosesof paracetamol;theseelevations
arenot accompaniedwith liver failureandusuallyresolve with continuedtherapyor discontinuation of paracetamol.

A varietyof allergic skin reactions, with or withoutsystemic features suchas bronchospasm,angioedemahavebeen
reportedfollowinguseof pseudoephedrine.

Hypersensitivity reactions, includingskin rashes,angioedemaandanaphylaxis havebeenreportedvery rarely with
paracetamol.

Very rarecasesof seriousskin reactionshavebeenreported.

Reporting of Suspected Adverse Reactions.
Reportingsuspectedadversereactionsafterauthorisationof themedicinalproductis important.It allowscontinued
monitoringof thebenefit/risk balanceof themedicinal product. Healthcareprofessionalsare askedto reportany
suspectedadversereactionsvia HPRA Pharmacovigilance, EarlsfortTerrace, IRL - Dublin 2; Tel: +3531 6764971;
Fax: +3531 6762517.Website:www.hpra.ie; E-mail: medsafety@hpra.ie.

4.9 Overdose

Pseudoephedrine Vomiting
Hepato-biliary disorders Paracetamol Not known Hepatic function abnormal

Hepatic necrosis

Skin and subcutaneous tissue
disorders

Pseudoephedrine / Paracetamol
combination

Pseudoephedrine and
Paracetamol

Paracetamol

Not known Angioedema
Pruritus

Rash
Rash pruritic

Urticaria

Renal and urinary disorders Paracetamol Uncommon Nephropathy toxic

Pseudoephedrine

Paracetamol

Not known Dysuria
Urinary retention (in men -
prostatic enlargementcouldhave
beenanimportantpredisposing
factor)

Renal papillary necrosis (after
prolonged administration)

General disorders and
administration site conditions

Pseudoephedrine Not known Feeling jittery

Investigations Paracetamol Not known Transaminases increased
Social circumstances Paracetamol Not known Overdosage
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Paracetamol

Pleasereferto local guidancefor thetreatment of paracetamol overdose.

Liver damageis likely in adultsandadolescentswhohave taken7.5to10g or moreof paracetamoloveraperiodof 8
hoursor less.Fatalitiesareinfrequent(lessthan3-4% of untreatedcases)andhaverarelybeenreportedwith overdoses
of lessthan15g. It is consideredthatexcessquantities of a toxic metabolite (usually adequatelydetoxifiedby
glutathionewhennormaldosesof paracetamol areingested),becomeirreversiblyboundto liver tissue.

Ingestion of 5 g or moreof paracetamolmayleadto liver damageif thepatient hasrisk factors (seebelow).

Risk Factors:

If the patient

a, Is on long termtreatmentwith carbamazepine,phenobarbital, phenytoin, primidone,rifampicin,StJohn’sWort or
otherdrugsthatinduce liver enzymes.

Or

b, Regularly consumes ethanolin excessof recommendedamounts.

Or

c, Is likely to beglutathionedeplete e.g.eating disorders,cystic fibrosis,HIV infection,starvation,cachexia.

Symptoms

Symptomsof paracetamoloverdoseusually occurwithin thefirst 24hoursandarepallor,hyperhidrosis,malaise,
nausea,vomiting, anorexiaandabdominal pain. Liver damagemaynot becomeapparentuntil 48 to 72hours after
ingestion.This may includehepatomegaly,liver tenderness,jaundice,acutehepaticfailureandhepatic necrosis.Blood
bilirubin, hepatic enzymes,INR, prothrombin time,bloodphosphate andbloodlactatemaybeincreased.Theseclinical
eventsassociatedwith paracetamoloverdoseareconsideredexpected, includingfatal eventsdueto fulminanthepatic
failureor its sequelae.

Thefollowing sequalaeto acutehepaticfailureassociatedwith paracetamoloverdose(adultsandadolescents:≥ 12
yearsof age:> 7.5g within 8 hours)areconsideredexpectedandmaybefatal.

ExpectedSequelaeto AcuteHepaticFailureAssociatedwith ParacetamolOverdose

System Organ Class (SOC) Adverse event
Infectionsandinfestations Bacterial infection

Fungal infection
Sepsis

Bloodandlymphaticsystemdisorders Coagulopathy
Disseminated intravascular coagulation
Thrombocytopenia

Metabolismandnutritiondisorders Hypoglycaemia
Hypophosphatemia
Lactic acidosis
Metabolic acidosis

Nervoussystemdisorders Cerebraloedema
Coma(with massiveparacetamoloverdoseor multiple drug
overdose)
Encephalopathy

Cardiac disorders Cardiomyopathy
Cardiac arrhythmias
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*Acute renalfailurewith acutetubular necrosis,stronglysuggestedby loin pain,haematuriaandproteinuria,mayalso develop
evenin theabsenceof severe liver damage.

Management

Immediate treatmentis essentialin themanagementof paracetamol overdose.Despite a lackof significantearly
symptoms,patients shouldbereferredto hospitalurgently for immediatemedical attention.Symptomsmaybelimited
to nauseaor vomiting andmaynot reflecttheseverity of overdoseor therisk of organdamage.Managementshouldbe
in accordancewith establishedtreatmentguidelines.

Treatment with activatedcharcoalshould beconsideredif theoverdosehas beentakenwithin 1 hour.Plasma
paracetamol concentrationshouldbemeasuredat 4 hoursor later after ingestion (earlier concentrationsareunreliable).
Treatment with N-acetylcysteinemaybeusedup to 24hoursafteringestionof paracetamol, howeverthemaximum
protectiveeffectis obtainedup to 8 hourspost-ingestion. Theeffectivenessof theantidotedeclinessharplyafter this
time. If requiredthepatientshouldbegiven intravenousN-acetylcysteine, in linewith theestablisheddosageschedule.
If vomiting is not aproblem,oral methioninemay bea suitablealternative for remoteareas,outsidehospital.
Managementof patientswhopresentwith serioushepatic dysfunction beyond24hfrom ingestionshouldbediscussed
with thelocal centresand/orexperts thatprovideadvice onpoisonsandoverdosesor a liver unit.

Pseudoephedrine

Symptoms

Overdosagemayresultin:
Metabolismandnutritiondisorders:hyperglycaemia, hypokalaemia
Psychiatric disorders: CNSstimulation,insomnia;irritability, restlessness,anxiety,agitation;confusion,delirium,
hallucinations,psychoses
Nervoussystemdisorders:convulsions,tremor,intracranial haemorrhageincluding intracerebral haemorrhage,
drowsinessin children
Eyedisorders:mydriasis
Cardiac disorders: palpitations, tachycardia, reflexbradycardia, supraventricularandventriculararrhythmias,
dysrhythmias,myocardialinfarction
Vasculardisorders:hypertension,hypertensivecrisis
Gastrointestinal disorders:nausea,vomiting, ischaemic bowel infarction
Musculoskeletalandconnective tissuedisorders: rhabdomyolysis
Renalandurinarydisorders:acuterenalfailure, difficul ty in micturition

Management

Measuresshouldbetakento maintainandsupportrespirationandcontrolconvulsions.Gastriclavageshouldbe
performedif indicated.Catheterisationof thebladdermaybenecessary.If desired,theelimination of pseudoephedrine
canbeacceleratedby aciddiuresis or by dialysis.

5 PHARMACOLOGICAL PROPERTIES

Vasculardisorders Hypotension
Respiratory, thoracicandmediastinaldisorders Respiratory failure
Gastrointestinal disorders Gastrointestinalhaemorrhage

Pancreatitis
Renal andurinarydisorders Acuterenalfailure*
Generaldisordersand administration siteconditions Multi-organfailure
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5.1 Pharmacodynamic properties

ATC Code:R01BA02
Pseudoephedrinehasdirectandindirectsympathomimetic activity and is aneffectiveupperrespiratorytract
decongestant. Pseudoephedrineis substantially lesspotentthanephedrinein producingbothtachycardiaandelevation
in systolicbloodpressureandconsiderably lesspotentin causingstimulation of thecentral nervoussystem.

ATC Code:N02BE01
Paracetamolhasanalgesicandantipyreticactionsbut only weak anti-inflammatory properties.Thismaybeexplained
by thepresenceof cellularperoxidesat sitesof inflammation whichpreventinhibitionof cyclo-oxygenaseby
paracetamol at othersitesassociatedwith low levelsof cellularperoxides,egpain,fever, paracetamol andsuccessfully
inhibit prostaglandinbiosynthesis.

5.2 Pharmacokinetic properties

Pseudoephedrine
Pseudoephedrineis partlymetabolisedin theliver by N-demethylation to norpseudoephedrine,anactivemetabolite.
Pseudoephedrineandits metabolite areexcretedin theurine: 55%to 75%of adoseis excretedunchanged.Therateof
urinaryexcretionof pseudoephedrineis acceleratedwhentheurineis acidifi ed.Conversely astheurinepH increases,
therateof urinaryexcretionis slowed.

In a limited study, threemothersnursinghealthy infants weregivenanantihistamine-decongestantpreparation
containing60mgof pseudoephedrineand 2.5mgof triprolidine.Milk concentrationsof pseudoephedrine werehigher
thanplasmalevelsin all threepatients, with peakmilk concentrationsoccurringat 1.0–1.5hours.Theinvestigators
calculated that1000ml of milk producedduring24hourswouldcontainapproximately0.5%–0.7%of thematernal
dose.However,followingasingle-blind, crossover studyof a singledoseof pseudoephedrine 60mgvs.placebo
conductedin 8 lactatingmothers,andassuming maternalintakeof 60mgpseudoephedrinehydrochloridefour times
daily, theestimatedinfantdose of pseudoephedrinebased onAUC andanestimatedmilk productionrateof 150
ml/kg/day was4.3%(95%CI, 3.2,5.4%;range2.2to 6.7%)of theweight-adjustedmaternaldose.

Paracetamol
Peakplasmaparacetamol concentration usually occursbetween30and90minutesafteroral ingestion.Paracetamolis
distributeduniformly throughoutmostbodyfluidsandis only 15 to 25percent boundto plasmaproteins.Theplasma
half life of paracetamolaftertherapeutic dosesis in therangeof 1 to 3 hours.

5.3 Preclinical safety data

Mutagenicity
Paracetamol
In vivo mutagenicity testsof paracetamolin mammalsarelimi tedandshowconflicting results.Therefore,there is
insufficientinformation to determinewhetherparacetamol posesa mutagenic risk to man.

Paracetamolhasbeenfoundto benon-mutagenic in bacterial mutagenicity assays,althougha clearclastogeniceffect
has beenobservedin mammaliancells in vitro following exposureto paracetamol(3 and10mM for 2 hr).

Pseudoephedrine
Theresultsof awide rangeof testsindicatethatpseudoephedrinedoesnot postamutagenicrisk to man.

Carcinogenicity
Paracetamol
Thereis inadequateevidenceto determinethecarcinogenic potential of paracetamolin humans.A positiveassociation
betweentheuseof paracetamolandcancerof theureter (but not of othersitesof theurinary tract)wasobservedin a
case-controlstudy in whichapproximatelifetimeconsumptionof paracetamol (whetheracuteor chronic)was
estimated.
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However, othersimilar studieshavefailed to demonstratestatistically significantassociation betweenparacetamoland
cancerof theurinarytract,or paracetamoland renalcell carcinoma.

Thereis limi tedevidencefor thecarcinogenicity of paracetamol in experimentalanimals.Liver cell tumourscanbe
detectedin miceand liver andbladdercarcinomas canbedetectedin rats, following chronicfeeding500mg/kg/day
paracetamol.

Pseudoephedrine
Thereis insufficientinformationavailableto determinewhetherpseudoephedrinehascarcinogenicpotential.

Teratogenicity
Paracetamol
Thereis no informationrelatingto theteratogenic potential paracetamol. In humans,paracetamol crossestheplacenta
and attainsconcentrationsin thefoetalcirculation similar to thosein thematernal circulation.Intermittentmaternal
ingestionof therapeuticdosesof paracetamolisnot associatedwith teratogeniceffectsin humans.Paracetamol has
beenfoundto befetotixic to culturedrat embryos.

Pseudoephedrine
Systemicadministrationof pseudoephedrine, up to 50 times thehumandaily dosagein ratsandup to 35 times the
humandaily dosagein rabbitsdid not produce teratogenic effects.

Fertility
Paracetamol
Thereis no informationrelatingto theeffectsof paracetamol onhuman fertilit y. A significantdecreasein testicular
weight wasobservedwhenmaleSprague-Dawleyrats weregivendaily highdosesof paracetamol(500mg/kgbody
weight/day) orally for 70days.

Pseudoephedrine
Systemicadministrationof pseudoephedrineto rats,up to 7 timesthehumandaily dosagein femalesand35 timesthe
humandaily dosagein males,did not impair fertilit y or alter foetal morphologicaldevelopment andsurvival.

6 PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Microcrystalline Cellulose
Pregelatinisedmaizestarch
Crospovidone
SodiumStarchGlycolate(typeA)
Povidone
Stearicacid
Magnesiumstearate

6.2 Incompatibilities

Not applicable.

6.3 Shelf life

3 years.

6.4 Special precautions for storage
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Storebelow25̊ C. Storein theoriginal package.

6.5 Nature and contents of container

OpaquewhitePVCandPVDC/Aluminium foil blister.
Packsof 4, 12, 15and24tablets

Not all pack sizesmaybemarketed.

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 MARKETING AUTHORISATION HOLDER

McNeil Healthcare(Ireland)Ltd.
AirtonRoad
Tallaght
Dublin 24

8 MARKETING AUTHORISATION NUMBER

PA0823/005/001

9 DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Dateof first authorisation:06February 1998

Dateof lastrenewal:06February2008

10 DATE OF REVISION OF THE TEXT

March2016
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