Irish Medicines Board

Summary of Product Characteristics

1NAME OF THE MEDICINAL PRODUCT

Syndol Tables

2 QUALITATIVE AND QUANTITATIVE COMPOSITION
Paracetamoi50ny

CodeinePhosphatélemihydratelOmg

Doxylaminesuccinatéeomg

Caffeine30mg
Excipients:containslactosemonohydratendSunsetyellow Aluminium Lake (E110).
For afull listof excipients,seesection6.1.
3PHARMACEUTICAL FORM

Tablet.

Product imported from the UK:
Y ellow, capsuleshapél tablet,embosed’ Syndol ononesidewith asinglebreaklineontherever®.

4 CLINICAL PARTICULARS

4.1 Therapeutic I ndications

For the symptomatc relief in tenson headabe andothe painsof a similar tensionstateorigin. Forthe symptomatic
relief of painfollowing surgicalanddentl operaionsandprocedurs.

4.2 Posology and method of administration

Adults ard childrenover12 years
Takel or 2 tabletseveryfour to six hoursasneedfor relief. Do notexaeed8 tabletsperday. Not recommendedbr
childrenunderl2years.

4.3 Contraindications
Usein patientshypersensitiveo any of theingredients.
4.4 Special warnings and precautions for use

Theproductshouldnot be administeredo childrenundertheageof 12 yearsunlessprescibed specifcally by the
physician.

Theuseof this productmayinducedrowsiness.Personshouldnot drive or operatenacdineryunlessthis effecthas
beenshownnotto occur
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It is dangerouso exceedtherecommendddose Prolongedregularuse,exceptundermedcal supevision, may lead
to physicalandpsychologicabependencéaddicton) andresultin withdrawval symptomssuchasrestlessnesznd
irritability oncethedrugis stopped.

This product shouldonly be usedwhenclearly necessary. If symptons persist or becomeworse,consultyour doctor.
Do not takeany otherparacetamotontaning products.
Immedide medicaladviceshouldbe sowghtin theeventof overdosage

Patientswith rareheraditary problemsof gdactoseintolerance the Lapp lactasedeficiency or glucosegalactose
malaborption shouldnottakethis medichne.

SunsetYellow Aluminium Lake (E110)- May causeallergic readions.

4.5 Interaction with other medicinal productsand other forms of interaction
Alcoholic drink shouldbe avoided.

4.6 Fertility, pregnancy and lactation

Theproductshouldnot be usedduring pregnancyunlessconsderedessenial by the physician.
4.7 Effects on ability to drive and use machines

Cautionis advisedasthis medicinemayleadto drowsines@nd impared concerrationaggravatedby simultaneous
intake of alcoholor othercentralnervoussysemdepressaragants.

4.8 Undesirable effects

Doxylamine Succinatenay causedrowsinessor dizziness. Codeinecompon@t mayresultin mild constipation.
Agranulocytosiss avery rarecomplicationwith paracdamol treament.

4.9 Overdose

Symptomsof overdosagen thefirst 24 hoursarepallor, nauseavomiting, anorexiaandabdomin&pan. Liver
damagemay becomeapparentl2 to 48 hoursafteringestion. Abnormalities of glucosemetabolismandmetabolic
acidosismayoccur. In severepoisoning hepaic failure may progresgo encghalopathycomaanddeath Acuterenal
failurewith acutetubularnecross maydevebp evenin theabsencef severeliverdamage

Cardac arrhythmiasandpancreatitidiave beenrepored. Liver damayeis possiblein adults who havetaken 10gor
more of paracetamollt is consideredhatexces quantitiesof atoxic metaboite (usuallyadequatlelydetoxifiedby
gluthathionewhennormaldosesof paracéanol areingesed),becomeirreversilly boundto liver tissue.

Immedide treatmentis esentialin the managemenif a paraetanol overdose Despitealack of significanteardy
symptoms, patiens should bereferredto hospitalurgently for immediate medical attentionandany patientwho has
ingestedaround7.5gor moreof paracetamaln the proceeding4 hoursshoutl undergaogastriclavage. Administration
of oral methionineor intravenousN-aceycyseinewhich may havea bendicial effed up to atleast48 hoursatfter the
overdosemayberequired. Generakupportve measuresnustbe available While thedoseof CodeinePhosphate
hemihydratein this preparations relativelysmal andthereforeesslikely to provea problem synptomsof
overdosagéncludecold clammyskin, confusion,convukions,dizziness,drowsinessnervousnessr relentlessness,
miosis bradycarda, dyspnoeauncongiousnesandweakneas.Codeinen largedosesnay producerespiatory
depression, hypotensbn, circulatoryfailure and degpeningcoma. Deat may occurfrom respratoryfailure.

Initial treatmenincludesemptyingthe stomad by aspirationand lavage. Intengve supporttherapy may berequiredto
correctrespiratoryfailure andshock. In additionthe specfic narcotic antagonistpaloxonehydrochbride, may be used
rapdly to counteracthe severerespirabry depressionand coma
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A doseof 0.4-2 mgis givenintravenouly or intramusculdy to aduls, thisis repededat intervalsof 2-3 minutes;if

necessary up to 10mgof naloxonemaybegiven. In childrendosesof 5-10ug/kg bodyweightmaybegiven
intravenoushor intramuscularly. Codeineis notdialysabeé.

5 PHARMACOLOGICAL PROPERTIES

5.1 Phar macodynamic properties

Paracetamohasanalgesi@andantipyreticpropertes. Codene Phosphat hemhydrateis ananalgesic.Doxylamine
Succinateis ananihistamineandCaffeineis a mild stimulant.

5.2 Phar macokinetic properties

Thepharmacokineticef paraceamol codene phosph#e henihydrae andcaffeinearewidely published. Doxylamine
succinates readily absorbedrom the gastointestinatract. Followingord administationthe effecs stat with 15to
30 minutesandpeakwithin 1 hour. In humans60-80% of doxylamine hasbeenrecoveedin urineat 24 hourspost
dose.

5.3 Preclinical safety data
Not applicable
6 PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Cornstarch

Povidone

Talc

Magnesiunstearas
Croscarmdbsesodium

Hypromellose

Polyethyleneglycol 400
QuinolineYellow Aluminium Lake (E104)
SunsetYellow Aluminium Lake (E110)
TitaniumDioxide
Lactosemonohydrate
Polyethyleneglycol 4000

6.2 Incompatibilities
Not applicable
6.3 Shelf life

Thesheltlife expiry dateof this productis the dateshownon the blister labelandouterpackageof the productonthe
marketin the countryof origin.

6.4 Special precautionsfor storage

Do not stare above25°C.
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6.5 Nature and contents of container
Blister packscontainingl0 and20 tablesin anoverlabelled outercarton.

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:

7 PARALLEL PRODUCT AUTHORISATION HOLDER

G & A LicensingLtd

Ballymurray

Co. Roscanmon

8 PARALLEL PRODUCT AUTHORISATION NUMBER

PPA 144766/1

9 DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Dateof first authorisation:18th of June2010.

10 DATE OF REVISION OF THE TEXT
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