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Summary of Product Characteristics

1 NAME OF THE MEDICINAL PRODUCT

Non-drowsy SinutabTablets
Paracetamob00ng
Pseudephedrinehydrochloide 30mg

2QUALITATIVE AND QUANTITATIVE COMPOSITION

Ead tabletcontans 30 mg Pssudoephedrinaydrodlorideand500mg Paraetamol.

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

Tablet
White roundbiconvextablet.

4 CLINICAL PARTICULARS
4.1 Therapeutic I ndications

Non-drowsy Sinuabis indicatedfor the shortterm symptonatic relief of condtionswherecongestiorof themucous
membrane®f the upperrespiratorytract,espeially nasalmucosaandsinusesis accompaniethy mild to moderate
pain or pyrexia, egthe commoncold, influenzg sinusits andnasopharyngis.

4.2 Posology and method of administration

Posology:

Adultsand Children aged 12 yearsand over
Two tabletsto betakeneveryfour to six hours,up to four timesa day.
Maximumdaily dose:8 tablets(240mg pseudophedrineand4 g paraetamol).

Children under 12 years:
This medicineis contrandicatedn childrenunde theage of 12 years(seesedion 4.3).

Usein the Elderly
Therehavebeenno specificstudiesof this medicinein theelderly. Experencehasindicatedthatnormaladultdosages

appropride.

Hepatic dysfunction:
Caution shouldbe exercisedvhenadminsteringthe productto patientswith sevee hepaticimpairment.

Renal dysfunction:
Caution shouldbe exercisedvhenadminsteringNon-drowsy Sinutabto patientswith mild to modeaterenal
impairment.

Duration of use:
Patientsshouldbe advised not to use this produd for morethan5 daysandto seekmedicaladviceif symptomspersist.

Do not exceedhe stateddose.

Keepoutof thesight andreachof children
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Method of administration:
For oral use.

4.3 Contraindications
Hyperseansitivity to paracetamolpseudophedrineor to any of theexdpientslistedin section6.1
This productis contraindicatedin patiens with:

Cardiovasculadiseasencludinghypertension
Diabeteandlitus

Phaeochramocybma

Hyperthyrodism

Closedande glaucoma
Severerenalimpaiment

This product shouldnot be usedconcomitatly with (seesecton 4.5):

Monoamineoxidaseinhibitors (MAOQIs), or within 14 days of stoppingMAOIs. The concomitanuseof
pseuwloephdrineandtheseproductamay causearisein blood pressureor hypertensiverisis.
Othersympathanimeticdecongemants

Furazolidone

Betablockers.This medicineis contraindicéedin patientsat risk of developingrespiatoty failure.

Not to beusedin childrenunderl2 yearsof age
4.4 Special warnings and precautions for use

Usewith cautonin paients with hepaticimparment mild to moderae renal impaimentor difficulty in urinationdue
to prostaticenlagemant.

Thehazardf overdosearegreaterin thosewith noncirrhotic acohoilic liver disease.

Althoughpsaudoephdrine hasvirtually no presor effects in normotensivepatients,this medicineshouldbe usedwith
cautionin patientstaking othersympathonimetic agents (suchas appetie suppressan@sndampheaminelike
psychostimulants)The physcian or pharnmacistshouldcheck thatsympathonmetic containingprepaationsarenot
simultaneouslyadminigeredby severalroutesi.e. oraly andtopicaly (nasa) auralandeye prepardions)(seesections
4.3and4.5

Patientsshouldbe advised not to takeotherpara@tamol-containing medicines concurrently.

The stateddosemustnot be exceededPatentsshoutl seekimmediae medical adviceshouldin the eventof
overdosagebecausef therisk of irreversibleliver damage(seesection 4.9).

A varietyof allergic skin reactionswith or withoutsystemic features suchas bronchospasnmgngioedeméavebeen
reportedfollowing use of pseudoephedne (see section 4.8).

Hypersasitivity reactons, including skin rashesangioedenaandanaphylxis havebeenrepotedvety rarely with
paracetanol (see section4.8).

Seriousskin reactonssuchasacuk generakedexanhemadouspustubsis (AGEP), StevensJohnsorsyndome(SJS)
and toxic epidernal necrolysis (TEN), have beenreporedvery rardy in paientsreceivingparacetanol. Patientsshoulc
be informedaboutthe signsof seriousskin reactions,anduseof the productshouldbe discontinuedat thefirst
appearancef skinrashor anyothersignof hypesensitivity.

This product mayactasa cerebralstimulant giving riseto hyperpyrexa, tremor andepileptiformconvulsions
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If any of thefollowing occur,this prodwct shouldbe stopped:
¢ Hallucinations
e Restkssness
o Sleepdisturbances

Usewith cautbnin occlusivevasculadisease.

4.5 Interaction with other medicinal products and other forms of interaction

Pseudbephedrine

Pseudephedrineexertsits vasoconsicting propertes by stimulating a-adrenegic recepbrsanddisplacing
noradrenalie from neuronalstoragesites. SinceMAOIs impedethe metabolismof sympathomimec aminesand
increas the storeof releasiblenoradrenahein adranergicnerve endngs,MAOIs may potentiatehe pressoreffectof
pseudoephedrine.

MAOIs andbr RIMAs: This medicineshould not be given to paientstreated with monoamineanhibitors or within 14
days of stopping treatmentsthereis anincreasel risk of hypeatensivecrisis.

Moclobenide:risk of hypertensiverisis

Concomitantuseof this medcinewith tricyclic antidepressarg (TCAs) or with sympathomimetiagentgsuchas
appeite suppressan@ndampheaminelike psychostinilants)may causearisein blood pressure

Concomitantuseof this medcinewith antidholinergc drugs(suchas TCAs) may enhanceheir effects.

Theantibiotc furazolidoneis amonoamineoxidaseinhibitor. Therdore it shouldnot be takenwith this medicine(see
Secion 4.3).

Pseumephedrinemay antagonisehe hypotensiveadion of antihyperensivedrugswhich interfere with sympathetic
activity includingbretylium, bethanidinereserpineguanethidne,debrsoqune, methyldopaadrenergimeurone
blockers- andbeta blockers(seesectionst.3and4.4).

Becausef its pseudophedrinecontent concomiantuseof this medcinewith oxytocinor cadiacglycosidesmay
causeof arisk of hypertenson or anincreasd risk of dysrhythmis, respectively.

Whenused concurrentlywith ergotalkaloids (ergoamine & methysergideg, this productcanincreaseherisk of
ergotism.

Concurentusewith halogenate@naesthiic agents sud aschloroform,cyclopropanehalothaneenfluraneor
isofluranemay provokeor worsenventriculararrhythmisas.

Paracetamol

Patientswho havetakenbamituratestricyclic antidepressantandalcoholmay showdiminishedability to metabolise
largedosesof paracetmol, the plagnahalf-life of which canbe prolongel.

Alcohol canincreasdhe hepatotoxtity of paracéanol overdosagend may havecontributedo the acute panceatitis
reportedin onepatientwho hadtakenanoverdoseof paacgamol

Chronicingeston of anticonvulsantsr ord steroid contracepivesinduce liver enzymesnd may preventattainment
of thergeutc paracetamdlevelsby increasingfirst passmetaolismor clearance.

Thespeedf absorptiorof paracesnol may beincreasedby meiclopranide or domperidonendabsorptiorreducec
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by cholestyramine
Becausef its paraceamol contentthe anicoagulant effect of warfarin andothercoumams maybeenhancedy

prolonged regularuseof this medcine with increasedrisk of bleeding; occasioral doseshavelittle or no significant
effect.

4.6 Fertility, pregnancy and lactation

Thereareno adequatendwell controlledclinical studiesin pregnant or breast feeding womenfor the combnation of
paracetanol andpseudoephedrine.

Pregnancy

This medicineshouldnot be usedduring pregnangy unlessthe potential bendit of treatmento the motheroutweighs
the possiblerisksto thedevelopingfoetus.

Paracetamol

Whengivento themotherin labelleddoses paraetanol crosseghe placentainto thefoetalcirculation as earlyas30
minutesafter ingestionandis effectively metaolisedby foetd sulphaé conjugation.

Paracetamohasbeenin widegreadusefor manyyeas withoutill consequencdzpidemiologicaktudiesin human
pregnancyhaveshownnoill effectsdueto paraceamolusel in recommendel dosagebut patientsshouldfollow that
adviseof theirdoctorregardngits use.

Pseudephedrine

Althoughpsaudoephdrinehasbeenin widespred usefor manyyeas withoutapparentll consequencehere areno
specific dataonits use during pregnancyCautionshouldthereforebe exergsedby balancingthe potentialbenett of
treamentto the motheragainsiany possiblehazarddo the devebpingfoetus.

Breastfeedng

This medicineshouldnot be usedduringlactaion unlessthe potential benefit of treatmento the motheroutweighsthe
possiblerisksto the nursng infant

Paracetamol
Paracetamois excretedin breastmilk in low concentraions (0.1%to 1.85%o0f theingestednatenal dosg.

Pseudephedrine

Pseudbephedrinedistributesinto andis conentratel in breast milk.

Fertility

Thereis noinformation on the effectsof this medicine on humanfertility (seesection5.3).
4.7 Effects on ability to drive and use machines

No specialcomment- unlikely to producean effect

4.8 Undesirable effects
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Thesafetyof pseudephedme andparaceamolcombinaion from clinical trial datais basedon onerandomised
placebacontrolle trial in the managemenf symptons attributedto the paranasasinusassociatedavith thecommon
cold. In addiion therewere12 randomisedplacebacontolled trials with singleingredientpseudoephedre.

Adversedrugreactiongdentified during clini cal trials and postmarketng expeaiencewith paacetamol,
pseudoephedrin@r the combinationarelistedbelow by SystemOrganClass(SOC)
Thefrequenciesredefinedaccordingto thefollowing convention:

Very common>1/10

Common>1/100and< 1/10
Uncammon>1/1,000and<1/100
Rare>1/10,000and<1/1,000

Veryrare<1/10,000

Not known (cannotbe estmatedfrom the avalable datg

ADRs are presentedby frequencycategorybasedon 1) incidencein adequéely designedtlinical trials or epidemiology
studies,if available,or 2) wheninciden@ canna be estimated, frequencycategoryis listed as* Not known.

System Organ Class (SOC) Product Frequency Adverse Drug Reaction (Preferred
Term)
Blood and the lymphatic Paracetamol Not known Agranulocytosis
system disorders Haemolytic anaemia
Thrombocytopenic purpura
I mmune system disorders Paracetamol Not known Anaphylactic reaction
Pseudoephedrine and Not known Hyper sensitivity (cross-sensitivity
Paracetamol may occur with other
sympathomimetics)
Psychiatric disorders Pseudoephedrine Common Insomnia
Nervousness
Pseudoephedrine Rare Hallucination
Pseudoephedrine Not known Agitation
Anxiety
Delusion
Euphoric mood
Irritability
Restlessness
Seep 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 | Not known Abdominal pain
combination Diarrhoea
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Pseudoephedrine Vomiting
Hepato-biliary disorders Paracetamol Not known Hepatic function abnormal
Hepatic necrosis

Skin and subcutaneoustissue | Pseudoephedrine/ Paracetamol | Not known Angioedema
disorders combination Pruritus

Pseudoephedrine and

Paracetamol Rash
Rash pruritic
Paracetamol
Urticaria
Renal and urinary disorders | Paracetamol Uncommon Nephropathy toxic
Pseudoephedrine Not known Dysuria

Urinary retention (in men -
prostattc enlargementould have
beenanimportantpredisposing
factor)

Renal papillary necrosis (after
prolonged administration)

Paracetamol
General disorders and Pseudoephedrine Not known Feding jittery
administration site conditions
I nvestigations Paracetamol Not known Transaminases increased
Social circumstances Paracetamol Not known Overdosage

Liver damagehasbeenreportedafterdaily ingestionof excessve amounts.A reviewof agroupof patientswith
chronic activehepatits failedto revealdifferencedn theabnormétiesof liver functionin thosewho werelong-tem
usersof paracetamaohor wasthe contmol of their diseaeimprovedafter paacgamolwithdrawal.

Low leveltransaminaselevationgmay ocaur in somne paients taking labelled dosesf pamacetamol;theseelevations
are not acconpanedwith liver failure andusuallyresolve with coninuedtherapyor discontinuéion of paracetaral.

A varietyof allergic skin reactionswith or withoutsystemic features suchas bronchospasnmgngioedem&avebeen
reportedfoll owing use of pseudoephedne.

Hypersasitivity reactons, including skin rashesangioedenaandanaphylxis havebeenrepotedvety rarely with
paracetanol.

Veryrarecasef seriousskin reactionshave beenreportel.

Reporting of Suspected Adver se Reactions.

Reportingsuspecte@dverseaeactionsafterauthorisaton of the medicinal productis important.It allows cortinued
monitoring of the bendit/risk balanceof the medidnal produd. Heathcae professionalsre askedo reportany
sugpectedadverseeactionsvia HPRA Pharnacovigilance EarlsfortTerrae, IRL - Dublin 2; Tel: +3531 6764971,
Fax: +3531 6762517 Webste: www.hpra.ie E-mail: medsafety@hpra.ie

4.9 Overdose
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Par acetamol

Pleaseaeferto local guidancefor thetreatmat of paraetanol overdose.

Liver damages likely in adultsandadokscentsvho have taken7.5t010g or moreof paracetamobvera periodof 8
hoursor less.Fatlitiesareinfrequent(lessthan3-4% of untreaed cases) and haverarelybeenreportedwith overdoses
of lessthanl15g. It is consideedthatexcessquantties of atoxic metabolite (uswally adequatelyletoxifiedby
glutathionewhennormaldosesof paracetmol areingested)bemmeirreversiblyboundto liver tissue.

Ingegion of 5 g or moreof paracetamainayleadto liver damageif the patient hasrisk fadors (seebelow).

Risk Factors:

If the paient

a, Is onlong termtreatmentvith carbamaepine,phenobarbial, phenybin, primidone,rifampicin,StJohris Wort or
other drugsthatinduce liver enzymes

Or

b, Regulaly consumes ethanolin excesof recommendedamouns.

Or

c, Is likely to beglutathionedeplee e.g.eding disordersgysic fibross, HIV infection, starvation cachexia.
Symptoms

Symptomsof paracetamobverdoseusually occurwithin thefirst 24 hoursandarepallor, hypeiidrosis,malaise,
nauseayomiting, anorexiaandabdomiral pain. Liver damagemay not becomeappaentuntil 48to 72 hours after
ingestion.This may includehepatomegalyljver tendernessaundice, aaute hepaticfailure andhepdic necrosisBlood
biliru bin, hepatt enzymes|INR, prothrombn time, blood phosphat andbloodlactatemay beincreasedTheseclinical
event associadwith paracetamabverdoseareconsderedexpected, includingfatal eventsdueto fulminanthepatic

failureor its sequelae.

Thefollowing sequala¢o acutehepaticfailure asso@atedwith paraetamol overdosgadultsandadolescents> 12
yearsof age:> 7.5g within 8 hours)areconsideredxpecedandmay befatal.

ExpectedSequelad¢o Acute HepaticFailure Associdedwith Paraetamol Overdose

System Organ Class (SOC) Adverse event
Infectionsandinfestatons Bacterid infectior
Fungal infection
Sepsis

Blood andlymphaticsydemdisordes Coagulopathy
Disseminated intravascular coagulation
Thrombocytopenia
Metabolismandnutrition disorders Hypoglycaemia
Hypophosphatemia
Lactic acidoss
Metabolic acidosi:

Nervoussystemdisorders Cerebrabedema
Coma(with massiveparaetamoloverdoseor multiple drug
overdosg
Encephéopathy

Cardia disorder Cardiomygathy

Cardia arrhythmia

Date Printed 09/03/2017 CRN 2188131 page number: 7



Health Products Regulatory Authority

Vasculardisorder Hypotensior

Respiratoy, thoracicandmediasinal disoder: Respirabry failure

Gastrointeinal disorders Gastrointestinahaemorhage
Pancreatis

Rend andurinarydisorder Acuterenalfailure*

Generaldisordersand admnistréion site conditions Multi-organfailure

*Acute renalfailure with aautetubula neciosis,stronglysuggestedby loin pain,haenaturia andproteinuria,mayalso develop
evenin theabsencef sevee liver damage.

Management

Immedide treatmentis essentialin the managemenif paracéanol overdoseDespite alack of significantearly
symptoms, patiens should bereferredto hospitalurgently for immediate medical attention.Symptomsmay belimited
to naugaor vomiting andmay notreflectthe seveity of overdoseor therisk of organdamageManagemenshouldbe
in accordancevith establifiedtreatmenguiddines.

Treatmet with activatedcharcoakhould be consderedif the overdoséhas beentakenwithin 1 hour.Plasma
paracetanol concentationshouldbe measurect 4 hoursor later afteringeston (earlie concentationsareunreliable)
Treatmet with N-acetylcysteinenay be usedup to 24 hoursafteringestionof paracetenol, howeverthe maximum
protectiveeffectis obtainedup to 8 hourspostingestion. The effecivenessof the antidotedeclinessharplyafter this
time. If requiredthe patientshouldbe given intravenoudN-aceylcystane, in line with the estabisheddosageschelule.
If vomiting is nota problem, oral methioninemay be a suitablealternative for remoteareasputsidehospital.
Managemenbf patientswho presentwith serbushepdic dysfuncton beyond24hfromingestionshouldbediscussed
with thelocal centresand/orexpers that provide adviae on poisonsand overdose®r aliver unit.

Pseudoephedrine
Symptoms

Overdosge mayresultin:

Metabolismandnutrition disordershypeglycaema, hypokabhema

Psychiatric disorders CNS stimulation,insomnia;irritability, restkessnas,anxiety, agitation;confusion,delirium,
hall ucinationspsychoses

Nervoussystemdisordersconvulsons,tremor,intracranial haemorrhgeincluding intracerebrbhaemorhage,
drowsinessn children

Eyedisordersmydriass

Cardac disordes: palpitations tachycarda, reflex bradycardia suprarentricularandventricularartythmias,
dysrhythmiasmyocardialinfarction

Vasculadisordershypertensionhypetensivecrisis

Gastointesthal disordersnauseayomiting, ischaenic bowd infarction

Musculoskettalandconnedive tissuedisordersrhabdonyolysis
Renalandurinarydisorders:acuterenalfailure, difficulty in micturition

M anagement
Meagsiresshouldbetakento maintainandsupportrespiration andcontrolconvulsionsGastriclavage shouldbe

performedif indicated.Catheterisationf the bladdermaybenecessary If desiredtheeliminaion of psaidoephedrine
canbeacceleratedby aciddiuress or by dialysis.

5 PHARMACOLOGICAL PROPERTIES
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5.1 Phar macodynamic properties

ATC Code:R0O1BAO2

Pseuephedrinehasdirectandindirectsympathormmetic activity and is aneffectiveupperrespiratorytract
decorgestant Pseudephedrines subgantially lesspotentthanephearinein producingbothtachycardieandelevaion
in systolic blood pressureandconsderaby lesspotentin causingstimulation of the cental newvoussystem.

ATC Code:NO2BEH)1

Paracetamohasanalgesi@andantipyreticactionsbut only weak antrinflammabry propeties. This maybe explaned
by the presencef cellularperoxidesat sitesof inflammaion which preventinhibition of cyclo-oxygenasdy
paracetanol at othersitesassociatedwith low levels of cellular peroxdes,egpain,feve, paracetamml andsucessfully
inhibit prostaglandinbiosynthesis.

5.2 Phar macokinetic properties

Pseudoephedrine

Pseuephedrineis partly metabolisedn the liver by N-denethylaion to norpseudoephedrinanactivemetabolite
Pseubephedrineandits metabolie areexaetedin theurine 55%to 75% of adoseis excretedunchangedTherateof
urinary excretion of pseudoephedrine accderaiedwhentheurineis aadifi ed. Converséy astheurinepH increases,
therateof urinary excretionis slowed.

In alimited study, threemothersnursing heathy infants weregivenanantihistaminedecongestargreparéion
containing 60 mg of pseudoephedrinand 2.5 mg of triprolidine.Milk concentationsof pseudoephedre werehigher
thanplasmadevelsin all threepatients with peakmilk concentrationsoccurringat 1.0-1.5houss. Theinvestigators
calculated that1000ml of milk producedduring 24 hourswould contain approximately0.5%-0.7%of the maternal
dose.However following asingle-blind, crossove study of a singledoseof pseudoephedre 60 mg vs. placebo
conductedin 8 lactatingmothers andassunmg maternalintakeof 60 mg pseudophedine hydrochloridefour times
daily, theestmatedinfantdose of pssudephedrindased on AUC andanestimatedmilk productionrateof 150
ml/kg/day was4.3%(95%Cl, 3.2,5.4%;range2.2to 6.7%)of the weight-adjustedmaternaldose.

Paracetamol

Peakplasmaparacetaml concentrabn usually occursbetweerB0 and 90 minutesafteroralingestion.Paacetamols
distributeduniformly throughoutmostbodyfluidsandis only 15to 25 percent boundto plasmaproteins.The plasma
half life of paracetamadftertherapeut dosess in therangeof 1 to 3 hours.

5.3 Preclinical safety data

M utagenicity

Paracetamol

In vivo mutagaicity testsof paracetamah mamnalsarelimitedand showconflicting resuls. Therefore,theris
insufficientinformaion to determne whetherpara@tanol posesa mutagenc risk to man.

Paracetamohasbeenfoundto be nonmutagenc in bacterial mutagenicity assaysalthougha clearclastogenieffect
has beenobservedn mammaian cellsin vitro following exposurgo paacdamol (3 and10 mM for 2 hr).

Pseudoephedrine
Theresultsof awide rangeof testsindicatethatpseudoephdrine doesnot posta mutageniaisk to man.

Carcinogenicity

Paracetamol

Thereis inadequatevidenceo determinghe carcinoganic potential of paracetamolin humansA positiveassociation
betweenthe useof paraceamolandcaner of the ureter (but not of other sitesof the urinary tract)wasobsevedin a
case-controlstudy in which approximatdifetime consumpion of para@tanol (whetheracuteor chronic)was
estimated.
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Howeve, othersimilar studieshavefailed to denonstatestatisticaly significantassociéion bewveenpaacetamoblnd
cancerof theurinarytract,or paracetamadnd renal cell carcnoma.

Thereis limitedevidencdor the carcingyenicity of para@tanol in experimentalanimals.Liver cell tumourscanbe
detectedin miceand liver andbladdercarcinoma canbedeectedin rats, following chronicfeeding500 mg/kg/day
paracetanol.

Pseudoephedrine
Thereis insufficientinformationavailableto deternine wheher psaidoephedrindascarcinogenicpotential.

Teratogenicity

Paracetamol

Thereis noinformationrelatingto theterabgenc potential para@tamol. In humansparaetanol crossegheplacenta
and attainsconcentationsin thefoetalcirculaton similar to thosein the maternal circulation.Intemittentmatenal
ingestionof therapeutidosesof paraceamolis not assocatedwith teraogeniceffectsin humansParacetaml has
beenfoundto befetotixic to culturedratembryos.

Pseudoephedrine
Systemicadministratiorof pseudoephedrinep to 50 times the humandaly dosagen ratsandup to 35timesthe
humandaiy dosagen rabbitsdid not produce teraogenc effeds.

Fertility

Paracetamol

Thereis noinformationrelatingto the effectsof paraetanol on human fertility. A significantdecreasen testicular
weight wasobservedvhenmaleSpragueDawleyrats weregivendaily high dosesof paracetamol500mg/kgbody
weight/day) ordly for 70 days.

Pseudoephedrine

Systemicadministratiorof pseudoephedrin® rats, up to 7 timesthe humandaily dosagen females and35 timesthe
humandaiy dosagen males,did notimpairfertility or alter foetd morphobgicaldevelopmat andsuwival.

6 PHARMACEUTICAL PARTICULARS

6.1 List of excipients
Microcrystaline Celulose
Pregelatinisednaize starch
Crospovidone

Sodium StarchGlycolate(type A)
Povidone

Stearicacid
Magnesiunstearag

6.2 Incompatibilities
Not applicable
6.3 Shelf life

3years

6.4 Special precautionsfor storage

Date Printed 09/03/2017 CRN 2188131 page number: 10



Health Products Regulatory Authority

Storebelow25°C. Storein the original package
6.5 Nature and contents of container

Opaguewhite PVC andPVDC/Aluminium foil blister.
Packsof 4, 12, 15and24 tablet

Not all pack sizesmaybe marketec

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:

7T MARKETING AUTHORISATION HOLDER
McNeil Heathcae (Ireland)Ltd.

AirtonRoad

Talaght

Dublin 24

8 MARKETING AUTHORISATION NUMBER
PA0823/0®/001

9 DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION
Dateof first authorisation:06 Februay 1998

Dateof lastrenewal:06 February2008

10 DATE OF REVISION OF THE TEXT

March2016
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