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Summary of Product Characteristics

1 NAME OF THE MEDICINAL PRODUCT

Xylocaine2%w/vwithAdrenaline(Epinephrine)1:80,000DENTALSolutionforInjection

2 QUALITATIVE AND QUANTITATIVE COMPOSITION

EachmlofsolutioncontainsLidocaineHydrochlorideequivalenttolidocainehydrochlorideanhydrous20 mg(44 mgper

2.2 mlcartridge),andAdrenaline(Epinephrine)Tartrateequivalenttoadrenaline(epinephrine)12.5 micrograms

(27.5 microgramsper2.2 mlcartridge).

 

Excipients-containssodiummetabisulphite(E223).

 

Forthefulllistofexcipients,seesection6.1.

3 PHARMACEUTICAL FORM

Solutionforinjection.

Aclearcolourlesssterileaqueoussolution.

4 CLINICAL PARTICULARS

4.1 Therapeutic Indications

Xylocaine2%withAdrenaline(Epinephrine)1:80,000DENTALisalocalanaestheticsolutionforuseindentalinfiltration

anaesthesiaandalldentalnerveblocktechniques.

4.2 Posology and method of administration

Route:Infiltrationbyinjection

 

 

Posology

 

Xylocaine2%withAdrenaline(Epinephrine)1:80,000DENTALhasarapidonsetofactionafterinfiltration,withanaverageof

2‑3minutes.Mandibularblockrequires5minutesormoretotakefulleffect.Thedurationofeffectiveanaesthesiavariesin

individualsanddependsonthetypeofanaesthetictechnique.Theaveragedurationofusefulanaesthesiaafterinfiltrationis60

minutes.Aftersuccessfulregionalanaesthesia,e.g.mandibularblock,anaesthesialastsfor2hoursorlonger.

 

Thelowestdosagethatresultsineffectiveanaesthesiashouldbeused.Thedosagewillalsodependontheareaoftheoral

cavitytobeanaesthetised,thevascularityoforaltissueandthetechniqueofanaesthesia.Thetotaldosemustbeadjustedto

theage,sizeandphysicalstatusofthepatient.

 

Acombinationofhighpressureinducedbytheuseofadentalcartridgesystemandarapidrateofinjectionmayleadto

complications(see section4.9) evenaftertheinjectionofsmallamountsoflocalanaestheticduetothehighconcentration,

especiallyfollowingaccidentalinjection,whentheinjectiondrugcouldtravelinaretrogrademanneralongthevesseland,in

casesofintra-arterialinjectionintheheadandneckarea,reachthebrainwithoutthesamedegreeofdilutionthatoccurswith

anintravenousinjection.

 

Itmustbenotedthatadrenaline(epinephrine),whenaddedtolocalanaestheticsolutionislessactiveasalocalisingagentin

thehighlyvascularoralenvironmentthanelsewhereinthebody.

 

 

Adultsandchildrenabove12yearsofage
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Foreffectivelocalanaesthesiainmostdentalprocedures,anadequatedoseofXylocaine2%withAdrenaline(Epinephrine)

1:80,000DENTALsolutionshouldbeinjectedbyinfiltrationintotheoraltissueatthefollowingdoses.Morecomplicateddental

proceduresmayrequiredosestowardsthehigherendoftherangegivenbelow:

 1‑5 ml(= 20‑100 mglidocainehydrochloride)

 

ThemaximumsingledoseofXylocainewhengivenwithadrenalineis500mgasatotal.

 

Special populations

 

 

Older people

Considerdoseadjustmentinolderandfrailpatients.

 

Patients with renal impairment

Lidocaineanditsmetabolitesareexcretedinurine.Elimination,especiallyofmetabolites,maybereducedinpatientswithrenal

impairment.Doseadjustmentshouldbeconsideredinpatientswithsevererenalimpairment.

 

Patients with hepatic impairment

Doseadjustmentshouldbeconsideredinpatientswithadvancedliverdisease,inwhomthemetabolismandclearanceof

lidocainemaybedecreased.

 

Paediatric population

 

Thequantityinjectedmustbedeterminedbasedontheageandweightofthechildandtheextentoftheprocedure.Thedose

maybecalculatedas1.33 mgoflidocaineperkilogramofbodyweightinchildrenunder10yearsofage.

 

Inchildrenunder10yearsofage,anadequatedosepertreatmentsessionshouldbe:

1‑2ml(=20‑40 mglidocainehydrochloride)

 

Particularcautionshouldbeexercisedinchildrenunder4yearsofage.

 

Inadolescents(12-18yearsofage),therecommendeddosesaresameasfortheadults.

 

Method of administration

Xylocainewithadrenalineshouldbeinjectedslowlytoavoidintravascularinjection.Rapidinjection,evenofsmallamounts,

especiallyifintravascular,mayleadtocomplications(seesection 4.9).

Afteropeningthecartridge,thesolutionmustbeusedatonce.

4.3 Contraindications

Hypersensitivitytolidocaineorotheramidetypelocalanaestheticagentsortoanyoftheexcipientslistedinsection6.1.

 

Hypersensitivitytosulphite(seesection4.4)especiallyinsteroiddependentasthmapatientswhomaydevelopbronchospasm

andanaphylacticshock.

 

Xylocainewithadrenalineshouldnotbegivenintravenously.
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4.4 Special warnings and precautions for use

Beforeadministrationofalocalanaestheticdrug,makesurethatresuscitativeequipment,suchasequipmentrequiredfor

oxygenationandassistedventilation,anddrugsforthetreatmentoftoxicreactionsareimmediatelyavailable.

 

Thepatientsshouldbeadvisedtoexertcautiontoavoidinadvertenttraumatothelips,tongue,cheekmucosaorsoftpalate

whenthesestructuresareanaesthetized.Theingestionoffoodshouldthereforebepostponeduntilnormalfunctionand

sensationreturns.

 

Incommon

withotherlocalanaesthetics,Xylocainewithadrenalineshouldbeusedcautiouslyinpatientswithepilepsy,impairedcardiacconduction,

impairedrespiratoryfunction,andinpatientswithimpairedrenalandhepaticfunctionespecially

ifthedoseorsiteofadministrationislikelytoresultinhighbloodlevels.

 

Intheheadandneckareatheintravascularinjectionofevensmalldosesoflocalanaestheticsmaycausesystemicadverse

reactionssimilartothoseseenaftertheinadvertentintravascularinjectionoflargerdosesinotherareas.

 

Theincidenceofneurologicaladversereactionsassociatedwithlocalanaestheticsisverylow.

 

EvenifthedoseofXylocaine2%withAdrenaline(Epinephrine)1:80,000DENTALindentalpracticeisgenerallysmall,some

patientsmayrequirespecialattentiontoreducetheriskofdangeroussideeffects:

 

-Xylocainewithadrenalineshouldbeusedwithcautioninpatientswithcardiovasculardiseaseandconditionswherelidocaine

maydepresscardiovascularfunctionorinpatientsinwhomadrenalinemaycauseadversehaemodynamiceffectse.g.those

withanginapectoris.

 

-PatientstreatedwithclassIIIanti-arrhythmicdrugs(e.g.amiodarone)shouldbeunderclosesurveillance(seesection4.5).

 

-Theclearanceoflidocaineanditsmetabolitesmaybereducedinpatientswithseverehepaticorrenalimpairment.

Accumulationisnotanticipatedfollowingasingledose.

 

-Theelderlyandpatientswithepilepsyorthoseinpoorgeneralcondition(seesection4.2).

 

Xylocainewithadrenalineshouldbeusedwithcautioninpatientstakingtricyclicantidepressants,phenothiazines,

butyrophenones,andnon-selectiveβ-blockers,whichcaninteractwithadrenalinetocauseseverehypertensionandpotentially

causestrokeormyocardialinfarction(seesection4).

AcidosisorhypoxiacanincreasetheriskofCNSandcardiovasculartoxicity(seesection4.9).

 

UseofXylocainewithadrenalineinhyperthyroidstatesmaycauseadditiveeffects(tachycardia,arrhythmia,increasedcardiac

outputandcardiacischemia).

 

Localanaestheticcontainingadrenaline(suchasXylocaine2%w/vwithAdrenaline)shouldbeusedwherepossibleasadrenaline

hasbeenshowntocauselocalvasoconstrictionandasaresulttoprolonganaesthesiaandreducesystemicabsorptionofthe

anaesthetics.Thisisparticularlyimportantinhighlyvascularareassuchasoralanddentaltissues.

 

 

Localanaesthetics,especiallythosecontainingadrenaline(epinephrine),shouldbeadministeredwithcautiontopatientswith

severeoruntreatedhypertension,severeheartdisease,uncontrolleddiabetes,hyperthyroidism,severeanaemiaorcirculatory

failurefromwhatevercauseoranyotherpathologicalconditionthatmightbeaggravatedbytheeffectsofadrenaline

(epinephrine).Localanaestheticsshouldbeavoidedwhenthereisinflammationintheregionoftheproposedinjection.

 

Thepossibilityofhypersensitivitytootheramidetypelocalanaestheticsorsulphiteshouldbeconsidered(seesection4.3).

Suchreactionsincludeoedemaandchills.Moreseveremanifestationsincludeanaphylacticshock,dyspnoea,andcirculatory

collapse.
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Rash,erythemaandarthralgiamayoccur.Allergicreactionstosodiummetabisulfitearerareandmorecommoninpatients

withsteroid‑dependentasthma(seesection4.3).

4.5 Interaction with other medicinal products and other forms of interactions

Pharmacodynamic Interactions

Lidocaineshouldbeusedwithcautioninpatientsreceivingotherlocalanaestheticsoragentsstructurallyrelatedto

amide-typelocalanaestheticse.g.certainanti-arrhythmicssuchasmexiletinebecauseofadditivesystemiceffects,andin

patientstreatedwithclassIIIanti-arrhythmicdrugs(e.g.amiodarone)(seesection4.4).

 

Solutionscontainingadrenaline(epinephrine)shouldgenerallybeavoidedorusedwithcareinpatientsreceivingmonoamine

oxidaseinhibitorsortricyclicantidepressantssincesevere,prolongedhypertensionmayresult.Inaddition,theconcurrentuse

ofadrenaline(epinephrine)-containingsolutionsandoxytocicdrugsoftheergottypemaycausesevere,persistent

hypertensionandpossiblycerebrovascularandcardiacaccidents.Phenothiazinesandbutyrophenonesmayreduceorreverse

thepressoreffectofadrenaline(epinephrine).

 

Seriouscardiacarrhythmiasmayoccurifpreparationscontainingavasoconstrictor,suchasadrenaline(epinephrine),are

employedduringorfollowingtheadministrationofvolatileinhalationanaesthetics,suchashalothane.

 

Non-cardioselectivebetablockerssuchaspropanololenhancethepressoreffectsofadrenaline,whichmayleadtosevere

hypertensionandbradycardia.

 

 

Pharmacokinetic Interactions

LidocaineismetabolizedbycytochromeP450isoenzymesCYP3A4andCYP1A2(seesection5.2)andhasthepotentialto

interactwithotherdrugsmetabolizedbytheseisoenzymes.

4.6 Fertility, pregnancy and lactation

Pregnancy

Reproductivetoxicityhasnotbeenidentifiedinanimalstudies(seesection5.3).

 

Lidocainecrossestheplacenta.Foetalconcentrationsarelowerthanmaternal,butthefoetalhalf-lifemaybelongeranditis

possiblethatfoetaldepressioncouldoccurfollowingoverdose.

 

Theadditionofadrenalinemaypotentiallydecreaseuterinebloodflowandcontractility,especiallyafterinadvertentinjection

intomaternalbloodvessels.

 

Althoughthereisnoevidencefromanimalstudiesofharmtothefoetus,aswithalldrugs,lidocaineshouldnotbegiveninearlypregnancyun

lessthebenefitsareconsideredtooutweightherisks.

 

Breast-feeding

Lidocaineisexcretedinhumanmilk;noeffectsonthebreastfedinfantareanticipatedattherapeuticdosesofXylocainewith

adrenaline.

 

Itisnotknownwhetheradrenalineisexcretedinhumanmilkornot;howeveritisunlikelytoaffectthebreast-fedchild.

 

Fertility

Therearenoanimalorhumandataonpotentialadverseeffectsoflidocaineoradrenalineonfertility.

4.7 Effects on ability to drive and use machines

Besidesthedirectanaestheticeffect,localanaestheticshaveaverymildeffectonmentalfunctionsandcoordination,evenin

theabsenceofovertCNStoxicityandcanthereforetemporarilyimpairlocomotionandalertness.
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Therefore,drivingisnotadvisedifthepatientexperiencescertainCNSsideeffectssuchasdizziness,blurredvision,convulsion

etc.(seesection4.8).

 

TherapeuticdosesofXylocainewithadrenalinearenotexpectedtohavesignificanteffectontheabilitytodriveanduse

machines.

4.8 Undesirable effects

TherearenocontrolledtrialsassessingthenatureorfrequencyofundesirableeffectsattributabletoXylocainewithadrenaline.

Theundesirableeffectslistedbelowarebasedonpost-marketingexperienceandpublisheddata.Thefrequencyofthese

undesirableeffectscannotbeestimatedfromavailabledata.

 

Immunesystemdisorders:Anaphylacticreaction,Hypersensitivity(seesection4.4)

 

Psychiatricdisorders:Anxiety,Disorientation,Restlessness

 

Nervoussystemdisorders:Nervousness,Tinnitus,Blurredvision,Convulsion,Dizziness,Dysgeusia,Headache,Unconsciousness

 

Eyedisorders:Eyepain,Lacrimaldisorder,Visualimpairment

 

Earandlabyrinthdisorders:Vertigo

 

Cardiacdisorders:Palpitations,Tachycardia,Cardiacarrest,Bradycardia,Hypotension,Myocardialdepression

 

Respiratory,thoracicandmediastinaldisorders:Dyspnoea,Respiratoryarrest

 

Gastrointestinaldisorders:Nausea,Vomiting

 

Skinandsubcutaneoustissuedisorders:Erythema,Rashmacular

 

Musculoskeletalandconnectivetissuedisorders:Arthralgia,Musclespasms

 

Generaldisordersandadministrationsiteconditions:Faceoedema,Chills,Injectionsitepain,Injectionsiteulcer,Injectionsite

necrosis,Paresthesia(sensationoftingling,tickling,pricking,orburningofskin)andnumbnessoftongueoraroundthemouth

attheinjectionsite.

 

Reporting of suspected adverse reactions

Reportingsuspectedadversereactionsafterauthorisationofthemedicinalproductisimportant.Itallowscontinued

monitoringofthebenefit/riskbalanceofthemedicinalproduct.Healthcareprofessionalsareaskedtoreportanysuspected

adversereactionsviaHPRA Pharmacovigilance,EarlsfortTerrace,IRL–Dublin2;Tel:+35316764971;Fax:+35316762517.

Website:www.hpra.ie;E-mail:medsafety@hpra.ie.

4.9 Overdose

Symptoms and Signs

Lidocainecancauseacutetoxiceffectsifhighsystemicconcentrationsoccurduetounintentionalintravascularinjection,

excessivelyrapidabsorption,oroverdose.Intravascularinjectionoflocalanaestheticsmaycauseimmediate(secondstoafew

minutes)systemictoxicreactions.Inoverdosage,systemictoxicityappearslater(15–60minutesafterinjection)duetothe

slowerincreaseinbloodconcentration.

 

SystemictoxicreactionsprimarilyinvolvetheCNSandthecardiovascularsystem.CNSreactionsaresimilarforallamidelocal

anaesthetics,whilecardiacreactionsarequantitativelyandqualitativelymoredependentonthedrug.SignsofCNStoxicity

generallyprecedecardiovasculareffects,unlessthepatientisreceivingageneralanaestheticorisheavilysedatedwithdrugs

suchasbenzodiazepinesorbarbiturates.

 

CNStoxicityisagradedresponsewithsymptomsandsignsofescalatingseverity.Initialsymptomsareusuallycircumoral

paraesthesia,numbnessofthetongue,light-headedness,hyperacusis,tinnitusandvisualdisturbances.Dysarthria,muscular

twitchingortremorsaremoreseriousandprecedetheonsetofgeneralizedconvulsions.Unconsciousnessandgrandmal

http://www.hpra.ie/
mailto:medsafety@hpra.ie
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convulsionsmayfollowandmaylastfromafewsecondstoseveralminutes.Hypoxiaandhypercarbiaoccurrapidlyfollowing

convulsionsduetoincreasedmuscularactivityandinterferencewithrespiration.Inseverecases,apnoeamayoccur.Acidosis,

hyperkalaemia,hypocalcaemiaandhypoxiaincreaseandextendthetoxiceffectsoflocalanaesthetics.

 

RecoveryisduetoredistributionofthedrugfromtheCNSwithsubsequentmetabolismandexcretion.Recoverymayberapid

unlesslargeamountshavebeeninjected.

 

CardiovasculartoxicitymayoccurinseverecasesandisgenerallyprecededbysignsofCNStoxicity;however,prodromalCNS

symptomsmaybeabsentinpatientsunderheavysedationorgeneralanaesthesia.Hypotension,bradycardia,arrhythmiaand

cardiacarrestmayoccurasaresultofhighsystemiclidocaineconcentrations;inrarecases,cardiacarresthasoccurredwithout

prodromalCNSeffects.

 

Adrenalineexcesscancausevasoconstriction,increasedcardiacoutput,hypertension,andarrhythmia.

 

Inchildren,earlysignsoftoxicitymaybedifficulttodetectiftheblockisgivenduringgeneralanaesthesia.

 

Management 

 

 

Ifsignsofacutesystemictoxicityappear,theinjectionshouldbestoppedimmediately.CNSsymptoms(convulsion,CNS

depression)mustbetreatedwithappropriaterespiratorysupportandanticonvulsantdrugs.

 

Ifcirculatoryarrestoccurs,immediatecardiopulmonaryresuscitationshouldbeinstituted,withventilationandcirculatory

supportandtreatmentofacidosis.

 

Cardiovasculardepression(hypotension,bradycardia)shouldbetreatedappropriatelywithintravenousfluids,vasopressor,

chronotropicand/orinotropicagents.

5 PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

Pharmacotherapeuticgroup:Anaesthetics,local,amides,ATCcode:N01BB02

 

Mechanism of action 

 

Likeotherlocalanaesthetics,lidocainecausesareversibleblockadeoftheimpulsepropogationalongnervefibersby

preventingtheinwardmovementofsodiumionsthroughthenervemembrane.Localanaestheticsoftheamidetypeare

thoughttoactwithinthesodiumchannelsofthenervemembrane.

 

Localanaestheticscanhaveasimilareffectonexcitablemembranesinthebrainandmyocardium.Ifexcessiveamountsofdrug

reachthesystemiccirculationrapidly,symptomsandsignsoftoxicitywillappear,emanatingmainlyfromthecentralnervous

andcardiovascularsystems.

 

Centralnervoussystemtoxicityoccursatalowerplasmaconcentrations(seesection4.8),andusuallyprecedesthe

cardiovasculareffects.AlllocalanaestheticsstimulatetheCNSandmayproduceanxiety,restlessnessandtremors.Athigh

doseslidocainehasaquinidinelikeactiononthemyocardiumi.e.cardiacdepressant.Directeffectsoflocalanaestheticsonthe

heartincludeslowconduction,negativeinotropism,andeventuallycardiacarrest.
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5.2 Pharmacokinetic properties

Absorption

Lidocaineisreadilyabsorbedfromthegastro-intestinaltract,frommucousmembranesandthroughdamagedskin.Itisrapidlyabsorbed

frominjectionsitesincludingmuscle.

 

Absorptionisconsiderablyslowedbytheadditionofadrenaline(epinephrine),althoughitalsodependsonthesiteofinjection.

Peakplasmaconcentrationsarereducedby50%followingsubcutaneousinjection,by30%followingepiduralinjectionandby

20%followingintercostalblockifadrenaline(epinephrine)5 µg/mlisadded.

 

Biotransformation

Lidocaineundergoesfirstpassmetabolismintheliver.

 

Elimination

Eliminationhalf-lifeis2hours.Lessthan10%ofadoseisexcretedunchangedviathekidneys.

5.3 Preclinical safety data

Genotoxicitytestswithlidocaineshowednoevidenceofmutagenicpotential.Ametaboliteoflidocaine,2,6-dimethylaniline,

whichhascarcinogenicpotentialinpreclinicaltoxicologicalstudieswithchronicexposure,showedweakevidenceofactivityin

somegenotoxicitytests.Riskassessmentcomparingthecalculatedmaximumhumanexposurefromintermittentuseof

lidocainewithanimalexposureindicatesawidemarginofsafetyforclinicaluse.

6 PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Sodiumchloride

Sodiummetabisulfite(E223)

Sodiumhydroxide

Hydrochloricacid

Waterforinjections

6.2 Incompatibilities

AdditionstoXylocainewithadrenalinesolutionforinjectionarenotrecommended.Similarly,Xylocainewithadrenalineshould

notbemixedwithotherdrugproducts.

6.3 Shelf life

18months.

Forsingleuseonly.Discardanyunusedcontentsafterfirstuse.

6.4 Special precautions for storage

Storebelow25°C.Donotfreeze.Keepthecontainerintheoutercartoninordertoprotectfromlight.

6.5 Nature and contents of container

Glassstandarddentalcartridges2.2m1,inboxesof50or100.

 

Notallpacksizesmaybemarketed.
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6.6 Special precautions for disposal and other handling

Adequateprecautionsshouldbetakentoavoidprolongedcontactbetweenlocalanaestheticsolutionscontainingadrenaline

(lowpH)andmetalsurfaces(e.g.needlesormetalpartsofsyringes),sincedissolvedmetalions,particularlycopperions,may

causeseverelocalirritation(swelling,oedema)atthesiteofinjectionandacceleratethedegradationofadrenaline.

 

Thesolutionmustbeusedimmediatelyafteropeningthecartridge.

 

Thedentalcartridgeshouldbedisinfectedbywipingwithapledgetmoistenedwithdisinfectant.Thecartridgeshouldnotbe

immersedindisinfectantsolution.

 

Xylocainewithadrenalinecartridgesshouldnotbeautoclaved.

7 MARKETING AUTHORISATION HOLDER

DENTSPLYDeTreyGmbH

De-Trey-Strasse1

78467Konstanz

Germany

8 MARKETING AUTHORISATION NUMBER

PA1045/003/001

9 DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Dateoffirstauthorisation:01April1980

 

Dateoflastrenewal: 01 April2010

10 DATE OF REVISION OF THE TEXT

March2019


