Health Products Regulatory Authority

Summary of Product Characteristics

1 NAME OF THE MEDICINAL PRODUCT

LidocaineHydrochlorde 0.5%w/v Solution for Injection

2QUALITATIVE AND QUANTITATIVE COMPOSITION

Ead 10ml of soluion contains50mg(5 mgin 1 ml) of LidocaneHydrochlorde (LignocaineHydrochloide).
For afull listof excipients,seesection6.1

3PHARMACEUTICAL FORM

Solution for Injection.
Clearcolourlesssterile solution.

4 CLINICAL PARTICULARS

4.1 Therapeutic I ndications

Asalocal anaesthetiagent

4.2 Posology and method of administration

Routeof admnistration:

Adults: Infiltration by injection. IntravenousEpidural
Children:Infiltration by injection

Thedosageshouldbe adjugedaccordingto theresponsef the paient andthe site of administrationThelowest
concentratbn andsmalle$ doseproducing therequiral effed shout begivenin healthyadults.A maximumdoseof
3mg/kg or 200mg,whicheveris the lower,shouldnot be exceeded.

Eldedy or debilitatedpatientsrequiresmdler dosescommensurge with ageand physicalstatus.

Paedatric population:

For Infiltration anaesthea only

Accordingto nature of procedureupto 3 mgkg (0.3mL/kg of 1% solution) to a maximumof 200mg,repedednot
more often thanevery4 hours

4.3 Contraindications

Known hypersasitivity to lidocaineor to otherlocd anasthettsof theamidetype.

4.4 Special warnings and precautions for use

Greatcaution mustbe exercisedo avoid acadentd intravasculainjection of this agent,sinceit maygiveriseto the

rapd onsetof toxicity, with markedredlessnesgwitching, or convulsionsfollowed by comawith apnoeaand
cardovascuér collapse Facilities for resusciationshouldbe availablewhen administeing local anaesthetics.

Theeffed of localanaedteticsmaybereducedif theinjectionis madeinto aninflamedor infectedarea

Date Printed 02/06/2017 CRN 2193417 page number: 1



Health Products Regulatory Authority

Absorptionfrom mucosl surfacee.g.respratory trad may give riseto plasmaconcentrationsimilar to thoseproduce
by intravenousnjection;greatcareshouldthereforebe execisedwhenanaesthetizingnucousmenbranesor other
highly vascubr areasespeciallyif theseare inflamedor traunatized.

The continuousor repeatechdministation of this productmay give riseto cumulativetoxicity andtachyphylaxis.

This product may give riseto allergicmanfestatons.

Theproductshouldbe usedwith cauton in patiens with epilepsy,impared cardiacconductionjmpairedrespiratory
function,or in thosewith impairedhepaic or renalfunction.

4.5 Interaction with other medicinal productsand other forms of interaction

Theclearane of lidocainemay bereduedby beta-adrenocepir blocking agentsandCimetidine,requiring areduction
in thedosageof lidocaine.

Action of lidocaines antagonizedby hypokdemia causeby acetdizoamide,loop diureticsandthiazides.
Cardac depressangffect of lidocaineareaddiive to thoseof otheraniarrhythmicagents.
Thereis increasedisk of ventriculararrhytmiaswith Quinupristn / daffopristin. Avoid concomitat use.

Lidocaineprolongsthe actionof suxaméhonium.

4.6 Fertility, pregnancy and lactation

This product crosseshe placentagandmay give riseto signsof toxicity in theneonateincludingdecreaseduscle
strength andtone,bradycardiaapnoeaandconvulsions.This shouldbe bornein mind whenusein employedn

obstetricanabesia.

Althoughanimal studieshaverevealedo evidenceof harmto thefoetus, Lidocaineshouldnot be givenduringearly
pregnancyunlessconsideredessentiaby the physiadan.

Small amountf Lidocainearesecretednto breastmilk andthe possbility of anallergicreactionin theinfant, albeit
remote shouldbebornein mind whenusinglidocane in nursng mothers.

4.7 Effects on ability to drive and use machines

Whenlocal anaesthsiaaffectsareasof the bodyinvolvedin driving or operding machinay, patientsshouldbe advisec
to awid theseacivities until normal function is fully restored.

4.8 Undesir able effects

In commonwith otherlocal anaedtetics,adversereacions mayresultfrom a hypersensitidly, idiosyncrasyor
diminishedtoleranceon the partof the paient

Adversereactonsto lidocainearerareandareusualy theresult of excessvely high plasmaconcentrdonsdueto
inadvertentintravascularnjection, rapid absorpton or excessivedosaggses Overdosageelow).

Allergicreactonsarerare.Theymaybe characerisedby cutaneoudesions,urticaria, oedemaanahylactoidreactions
includinganaphylaxisSkin tesing for allergy to lidocaineis notconsiderd to bereliable.

Hypotensionmayaccompanyspinal andepiduralanaesthsia. Isolated casef bradycardiaandcardiacaresthavealsc
beenreported.
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CNS readionsmay be excitatoy and/ordepesantand may manifestas nausea andvomiting, coma.The excitatoy
reactonsmaybe brief or maynot occuratall, sothatthefirst signsof toxicity maybedrowsinessfollowed by coma
and regiratoryfailure.

Lidocainemayalsoresultin methaemoglolmaemia

Neurologicalcomplicaions of spinalanasthesiaincludetransient neurobgical symptomssuchas painof thelower
back, buttack andlegs. Thesesymptomsusually developwithin twenty-four hous of anaesthesiandresolvewithin a
few days.Isolatedcasef caudaequinasyndrone, with persistentparaesthesiabowelandurinary dysfunction,or
lower limb paralysishavebeenreporedfollowing spind anaethesiawith lidocaineandothersimilaragentsThe
majority of casedhavebeenassociatedvith hypebaricconceantrationsof Lidocaineor prolongedspinalinfusion.

Reporting of suspected adver sereactions:

Reportingsuspecte@adversaeactionsafterauthorisaton of the medicinal productis important.It allowscortinued
monitoring of the bendit/risk balanceof the medidnal produd. Heathcae professionalsre askedo reportany
sugpectedadverseeactionsvia:

HPRA Pharnacovigilance,
Eailsfort Terrace,

IRL - Dublin 2;

Tel: +3531 6764971,
Fax:+35316762517.
Website:.www.hpra.ie
e-mail: medsafety@pra.ie

4.9 Overdose

Lidocainemay producesygemictoxicity asaresultof theraisedplasmaconcentrabns, which ensueollowing
overdosageinadvertenintravasculainjection or rapid absorpion from theinjectionsite The systemidoxicity of
lidocaineinvolvesthe centralnervoussystems andthe cardiovascur sysem.

CNS excitaion may manife$ asnervousnesgiizziness tinnitus, blurredvision, tremorsandconvulsions Excitation
may betransientr it maynotoccur,andthefirst signsof toxicity may be drowsinesslossof consciousnesand
respiratoryfailure.Cardiovasculaeffectsaredepressaniand mayincludemyocardialdepressionhypotension,
bradycardiaandpossiblycadiacarres.

Treatmet of systeme toxicity shouldbedirectedat arresting convulsionsmantainingthecirculationandensuing
adequateventiation. A patentairway mustbe estabishedandoxygenadministeredtogethemith assistedventilationif
necessary. Thecirculationshouldbe mantainedwith infusionsof plasmaor intravenoudluids. Wherefurther
suppative treatmenbf circulatory depressionis required, useof a vasopressoagentmay be consideredlthoughthis
involvesarisk of CNSexcitation. Convusionsmay be contolled by theintravenousadministrationof Diazepan or
ThiopentalSodium,bearingin mind thatanti-convulsantrugsmay alsodepressrespiationandthe circulation.

Alternatively,suxamethoniunmay be admnisteredintravenouslytogethe with endotracheahtubationsandatrtificial
respiration providedthatthefacilitiesandskills areavaiablefor manaing afully paralysedpatient.Thecirculation
should be maintainedwith infusionof intravenoudluids. If cadiacarrestshouldoccur,standardccardiopulmonary
resuscitatiorprocedureshout beinstituted.If hypotensions severeor persistentavasopressasuchasephedrine
may be givenintravenouly.

Dialysis is of negligiblevaluein thetreatnentof aaute overdosagewith lidocane.
5PHARMACOLOGICAL PROPERTIES
5.1 Phar macodynamic properties

Phar macother apeutic group: Local anaesthetic, ATC code: NO1BBO2.
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Lidocaineis alocalanaesthetiof theamidetype.lt is usedto providelocal anaesthesiat vanoussitesin the bodyand
it acts by inhibiting theionic refluxesrequredfor theinitiationand conducion of impulsesthereby stabilizingthe
neuronalmembraneAfter absorptiorlidocainemay causestimulaion of the CNSfollowedby depressiorandin the
cardovasculr system|jt actsprimarily onthe myocardumwhere it may producedeceasein electricalexcitability,
conductionrateandforce of contraction.

5.2 Phar macokinetic properties
Lidocaineis readly absorbedrom the gastraeintestinaltrad, from mucousmembranesandthroughdamaedskin. It is
absombedfrom injectionsites,includingmusck, andits rate of absorpton is determinedy factos suchasthe site of

administrationandthetissuevasculariy.

Lidocaineis boundto plagnaprotensincluding a-1-acid-glycoprotien. It crosesthe blood-brain andplacentabarriers
and isexcreedin smdl amountdn breastmilk.

Lidocaineis largelymetabolisedn liver andapproximaely 90% of lidocane administereds excretedvia urineas
metabolites.The eliminationhalf-life of lidocainefollowing intravenousnjectionis 1 to 2 hoursbutmayprolongedn

patientswith liver dysfunction.Renalimpairmentdoesnot affectthe clearanceof lidocainebut mayleadto
accumuldion of its activemetabolies.

5.3 Preclinical safety data

No further relevantinformaion otherthanthat, which is included in othe sections of the Summaryof product
Characteistics.

6 PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Sodiumchloride,

Sodiumhydroxide (asa 10%w/v solution) or dilute hydrochlorideacid (for pH adjugmentonly)
Waterfor injections.

6.2 Incompatibilities

Lidocainecausedrecipitationof amphotercin, methohextal sodiumandsulphadiame sodiumin glucoseinjection.
In theabsencef compatibilty studies,this medicind productmustnot be mixed with othermedicinalproducts.

6.3 Shelf life

4 years
Onceopened,useimmediately.

6.4 Special precautionsfor storage

Do not stare above25'C.
Keeptheampoue in the outercartonin orderto protectfrom light.

6.5 Natur e and contents of container

10 ml clearglassampoulesglasstypel Ph.Eur. In cardboardcaronsto contan 10x 10mlampoules
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6.6 Special precautionsfor disposal and other handling

If only partused discad theremainingsolution.

For singleuseonly.

This product shouldbe usedimmediatelyafter opening.

Any unusedoroductor wase materialshould be disposé of in acawrdancewith local requirements
7MARKETING AUTHORISATION HOLDER

MercuryPharnaceutials (Ireland)Ltd.

4045KingswoodRoad

Citywed BusinesdPark

Co. Dublin
Ireland

8 MARKETING AUTHORISATION NUMBER

PA0073/12/001

9 DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION
Dateof first authorisation:19 April 1994

Dateof lastrenewal:19 April 2009

10 DATE OF REVISION OF THE TEXT

May 2017
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