
Summary of Product Characteristics

1 NAME OF THE MEDICINAL PRODUCT

LidocaineHydrochloride0.5%w/v Solution for Injection

2 QUALITATIVE AND QUANTITATIVE COMPOSITION

Each 10mlof solution contains50mg(5 mg in 1 ml) of LidocaineHydrochloride(LignocaineHydrochloride).

For a full li st of excipients,seesection6.1

3 PHARMACEUTICAL FORM

Solution for Injection.
Clearcolourlesssterilesolution.

4 CLINICAL PARTICULARS

4.1 Therapeutic Indications

As a local anaesthetic agent.

4.2 Posology and method of administration

Routeof administration:

Adults: Infiltrationby injection.Intravenous,Epidural.
Children:Infi ltration by injection

Thedosageshouldbeadjustedaccordingto theresponseof thepatient andthesiteof administration.Thelowest
concentrationandsmallest doseproducing therequired effect should begivenin healthyadults.A maximumdoseof
3mg/kgor 200mg,whicheveris thelower,shouldnot beexceeded.

Elderly or debilitatedpatientsrequiresmaller doses,commensurate with ageandphysicalstatus.

Paediatric population:
For Infiltrationanaesthesia only
Accordingto natureof procedure,up to 3 mg/kg (0.3mL/kg of 1%solution) to a maximumof 200mg,repeatednot
moreoften thanevery4 hours.

4.3 Contraindications

Known hypersensitivi ty to lidocaineor to otherlocal anaestheticsof theamidetype.

4.4 Special warnings and precautions for use

Greatcaution mustbeexercisedto avoid accidental intravascular injectionof this agent,sinceit maygive riseto the
rapid onsetof toxicity, with markedrestlessness,twitching,or convulsions,followedby comawith apnoeaand
cardiovascularcollapse.Facilities for resuscitationshouldbeavailablewhen administering local anaesthetics.

Theeffect of local anaestheticsmaybereducedif theinjection is madeintoaninflamedor infectedarea.
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Absorptionfrom mucosal surfacee.g.respiratory tract may give riseto plasmaconcentrationssimilar to thoseproduced
by intravenousinjection;greatcareshouldthereforebeexercisedwhenanaesthetizingmucousmembranesor other
highly vascular areasespeciallyif theseare inflamedor traumatized.

Thecontinuousor repeatedadministrationof this productmaygive riseto cumulativetoxicity andtachyphylaxis.

This product maygive riseto allergicmanifestations.

Theproductshouldbeusedwith caution in patients with epilepsy,impairedcardiacconduction,impairedrespiratory
function,or in thosewith impairedhepatic or renalfunction.

4.5 Interaction with other medicinal products and other forms of interaction

Theclearance of lidocainemaybereducedby beta-adrenoceptor blockingagentsandCimetidine,requiringa reduction
in thedosageof lidocaine.

Actionof lidocaineis antagonizedby hypokalemia causeby acetazolamide,loopdiureticsandthiazides.

Cardiac depressanteffectof lidocaineareadditive to thoseof otherantiarrhythmicagents.

Thereis increasedrisk of ventriculararrhythmiaswith Quinupristin / dalfopristin.Avoid concomitant use.

Lidocaineprolongstheactionof suxamethonium.

4.6 Fertility, pregnancy and lactation

This product crossestheplacenta,andmaygive riseto signsof toxicity in theneonate,includingdecreasedmuscle
strengthandtone,bradycardia,apnoea,andconvulsions.This shouldbebornein mindwhenusein employedin
obstetricanalgesia.

Althoughanimal studieshaverevealedno evidenceof harmto thefoetus,Lidocaineshouldnot begivenduringearly
pregnancyunlessconsideredessentialby thephysician.

Small amountsof Lidocainearesecretedinto breastmilk andthepossibili ty of anallergicreactionin theinfant, albeit
remote,shouldbebornein mindwhenusinglidocaine in nursingmothers.

4.7 Effects on ability to drive and use machines

Whenlocal anaesthesiaaffectsareasof thebodyinvolvedin driving or operating machinery, patientsshouldbeadvised
to avoid theseactivities until normal function is fully restored.

4.8 Undesirable effects

In commonwith otherlocal anaesthetics,adversereactionsmayresultfrom a hypersensitivity, idiosyncrasyor
diminishedtoleranceon thepartof thepatient.

Adversereactionsto lidocainearerareandareusually theresult of excessively highplasmaconcentrationsdueto
inadvertentintravascularinjection,rapidabsorptionor excessivedosage(seeOverdosagebelow).

Allergicreactionsarerare.Theymaybecharacterisedby cutaneouslesions,urticaria, oedema,anaphylactoidreactions
includinganaphylaxis.Skin testing for allergy to lidocaineis not considered to bereliable.

Hypotensionmayaccompanyspinal andepiduralanaesthesia. Isolated casesof bradycardiaandcardiacarresthavealso
beenreported.
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CNS reactionsmaybeexcitatory and/ordepressantandmaymanifestas nauseaandvomiting,coma.Theexcitatory
reactionsmaybebrief or maynot occuratall, sothatthefirst signsof toxicity maybedrowsiness,followedby coma
and respiratoryfailure.

Lidocainemayalsoresultin methaemoglobinaemia.

Neurologicalcomplicationsof spinalanaesthesiaincludetransient neurologicalsymptomssuchas painof thelower
back, buttock andlegs.Thesesymptomsusually developwithin twenty-four hours of anaesthesiaandresolvewithin a
fewdays.Isolatedcasesof caudaequinasyndrome,with persistentparaesthesia,bowelandurinarydysfunction,or
lower limb paralysishavebeenreportedfollowingspinal anaesthesiawith lidocaineandothersimilaragents.The
majority of caseshavebeenassociatedwith hyperbaricconcentrationsof Lidocaineor prolongedspinalinfusion.

Reporting of suspected adverse reactions:
Reportingsuspectedadversereactionsafterauthorisationof themedicinalproductis important.It allowscontinued
monitoringof thebenefit/risk balanceof themedicinal product. Healthcareprofessionalsare askedto reportany
suspectedadversereactionsvia:

HPRA Pharmacovigilance,
Earlsfort Terrace,
IRL - Dublin 2;
Tel: +3531 6764971;
Fax: +3531 6762517.
Website:www.hpra.ie
e-mail: medsafety@hpra.ie.

4.9 Overdose

Lidocainemayproducesystemictoxicity asa resultof theraisedplasmaconcentrations,whichensuefollowing
overdosage,inadvertentintravascularinjection or rapid absorption from theinjectionsite. Thesystemictoxicity of
lidocaineinvolvesthecentralnervoussystemsandthecardiovascular system.

CNS excitation maymanifest asnervousness,dizziness,tinnitus,blurredvision, tremorsandconvulsions.Excitation
maybetransientor it maynotoccur,andthefi rst signsof toxicity maybedrowsiness,lossof consciousness and
respiratoryfailure.Cardiovasculareffectsaredepressantandmayincludemyocardialdepression,hypotension,
bradycardiaandpossiblycardiacarrest.

Treatment of systemic toxicity shouldbedirectedat arrestingconvulsions,maintainingthecirculationandensuring
adequateventilation.A patentairwaymustbeestablishedandoxygenadministered,togetherwith assistedventilationif
necessary.Thecirculationshouldbemaintainedwith infusionsof plasmaor intravenousfluids. Wherefurther
supportive treatmentof circulatory depressionis required, useof avasopressoragentmaybeconsideredalthoughthis
involvesa risk of CNSexcitation. Convulsionsmay becontrolled by theintravenousadministrationof Diazepam or
ThiopentalSodium,bearingin mind thatanti-convulsantdrugsmay alsodepressrespirationandthecirculation.

Alternatively,suxamethoniummaybeadministeredintravenously,together with endotrachealintubationsandartificial
respiration,providedthatthefacilitiesandskills areavailablefor managinga fully paralysedpatient.Thecirculation
should bemaintainedwith infusionof intravenousfluids. If cardiacarrestshouldoccur,standardcardiopulmonary
resuscitationproceduresshould beinstituted.If hypotensionis severeor persistent,avasopressorsuchasephedrine
maybegivenintravenously.

Dialysis is of negligiblevaluein thetreatmentof acuteoverdosagewith lidocaine.

5 PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

Pharmacotherapeutic group: Local anaesthetic, ATC code: N01BB02.
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Lidocaineis a localanaestheticof theamidetype.It is usedto providelocal anaesthesiaat varioussitesin thebodyand
it acts by inhibiting theionic refluxesrequiredfor theinitiationandconduction of impulses,therebystabilizingthe
neuronalmembrane.After absorptionlidocainemay causestimulation of theCNSfollowedby depressionandin the
cardiovascularsystem,it actsprimarily on themyocardium where it mayproducedecreasein electricalexcitability,
conductionrateandforceof contraction.

5.2 Pharmacokinetic properties

Lidocaineis readily absorbedfrom thegastro-intestinaltract, from mucousmembranes,andthroughdamagedskin. It is
absorbedfrom injectionsites,includingmuscle,andits rateof absorption is determinedby factors suchasthesiteof
administrationandthetissuevascularity.

Lidocaineis boundto plasmaproteinsincludingα-1-acid-glycoprotien.It crossestheblood-brain andplacentalbarriers
and is excretedin small amountsin breastmilk.

Lidocaineis largelymetabolisedin liver andapproximately 90%of lidocaine administeredis excretedvia urineas
metabolites.Theeliminationhalf-life of lidocainefollowing intravenousinjection is 1 to 2 hoursbutmayprolongedin
patientswith liver dysfunction.Renalimpairmentdoesnot affect theclearanceof lidocainebutmayleadto
accumulation of its activemetabolites.

5.3 Preclinical safety data

No further relevantinformation otherthanthat, which is included in other sectionsof theSummaryof product
Characteristics.

6 PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Sodiumchloride,
Sodiumhydroxide(asa10%w/v solution)or dilutehydrochlorideacid (for pH adjustmentonly)
Waterfor injections.

6.2 Incompatibilities

Lidocainecausedprecipitationof amphotericin, methohexital sodiumandsulphadiazinesodiumin glucoseinjection.
In theabsenceof compatibility studies,this medicinal productmustnot bemixedwith othermedicinalproducts.

6.3 Shelf life

4 years.
Onceopened,useimmediately.

6.4 Special precautions for storage

Do not storeabove25̊ C.
Keeptheampoule in theoutercartonin orderto protectfrom light.

6.5 Nature and contents of container

10 ml clearglassampoules,glass typeI Ph.Eur. In cardboardcartonsto contain 10x 10mlampoules.
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6.6 Special precautions for disposal and other handling

If only partused,discard theremainingsolution.
For singleuseonly.
This product shouldbeusedimmediatelyafteropening.
Any unusedproductor waste materialshould bedisposed of in accordancewith local requirements.

7 MARKETING AUTHORISATION HOLDER

MercuryPharmaceuticals (Ireland)Ltd.
4045KingswoodRoad
Citywest BusinessPark
Co. Dublin
Ireland

8 MARKETING AUTHORISATION NUMBER

PA0073/112/001

9 DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Dateof first authorisation:19April 1994

Dateof lastrenewal:19April 2009

10 DATE OF REVISION OF THE TEXT

May2017
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