
Information de Prescription Reserve a l'usage du medecin praticien, 
de l'hcipital ou du laboratoire agrila. 

DYNAPAR 
Diclof8nac Sodique et Paracetamol Comprimes 

COMPOSITION: 
Ghaquecomprim~sansenrobagecontient: 
Diclof~nacSodiqueBPOOmg. 
Parac@tamolBP500mg. 

EXCIPIENTS: 
Amidon (de Mais), MMhyle parablme, Propyle parablme, eau purlfl~e. Dloxyde de Slllce 
Colloidal, St~arate de magn~sium, Glycollate d'Amidon Sodique, Talc, colorant Indigo 
Carmine Supra. 

LISTI DES EXCIPIEHTS A EFms NOTOIRES: 
MW!yleparabene, propyle parabMe. 

DESCRIPilDN: 
Le Diclof~nac sodique est une d!riWe d'acide ac~tique de benz~ne. Le parac~tamol, 4 '­
hydroxya()fltanilida, astunanalg8siquaatantipynitiquanon-opiacii, non-salicylata. 

PHARMACOLOGIE CLINIQUE: 
Dl~loltnacsodlque: 
Le Diclof~nac sodique est un anti-inflammatoire non-steroidien (AINS) qui prbente des 
activit~s anti-inflammatoiras, analg~siqul:l!l JJI antipyr~tiquas. Le m~canisma d'action du 
diclofiinac, oommacalui dasautrasAINS pautatraliiiil'inhibitionda laprostaglandina 
synthtitasa. 
Le Diclof~nac est absorM a 100 % apr~s aJJministration orale. CepenJJant, en raison Ou 
metabolisme Oe premier passage, seulement environ 50% de la dose absorMe son! 
disponibles de lalt(Jn systllmique. L'aliment n'a aucun ettetsignificalifsurla mesure 
d'absorptlon du dlclofilnac. Cependant, II ya habltuellement un retard du dilbut 
d'absorptionde1a4.5heuresetunereductiondestauxdepicplasmatiquede<20%.La 
biodisponibilite aOSolue {%) du diclof~nac est de 55, la Tmax {hr)- 2.3, la clairance Orale 
(CUF; mUmin) - 582, W.irance renale (% de medicament inchang~ dans l'urine) - 1, 
Voluma da Distribution Apparant {V/F; Llkg)-1.4 JJl:la Dami-via Tarminala (hr) ast da 2.3. La 
Diclofiinac asta plus da 99% liii aux protiiinas siiriquas humainas, principalamant Ii. 
l'albumina.Laliaisonli.laprotiiinasiiriquaastconstantasurl'iiV8rrtaildaconcantration 
(0.15-105µG/mL)obtenuaveclesdosesrecommandees.LeDiclofenacserepanJJJJanset 
horsduliquidesynovial.LaJJiffusiondansl'articulationsurvientlorsquelestaux 
plasmallquessontpluselevesqueceuxdanslellquldesynovlal,aprl!squolleprocessus 
estlnverseetlestauxdullquldesynovlalsontpluselevesquelestauxplasmatlques.Onne 
connaitpassiladiffusiondansl'articulationjoueunraledansl'efficacltedudiclofenac. 
Ginq m~boliles du diclofenac ont ete identifies dans le plasma humain et l'urine. Les 
metabolites incluent les 4'-hydroxy-, 5-ydroxy--, 3'-hydroxy-, 4', 5-ihydroxy--et 
3'-hydroxy-4'-mathoxy diclofiinac. Las miitabolitas du Diclofiinac subissant la 
glucuronidationatlasulfationcompliimantairasuividal'axcriitionbiliaira.Unmiitabollta 
dudiclofiinac4'-hydroxy-diclofi.inacpossadaunatri.lslaiblaactivitiipharmacologiqua. 
LeOiclofenacestelimineatraverslemetabolismeetl'excretionurinaireetbiliaireulterieure 
duglucuronideetlesuttateconjuguedesmetabolites.Peuouaucundiclofenacinchange 
llbren'estexcretedansl'urlne.Envlron65%deladosesontexcretesdansl'urlneetenvlron 
35%danslabllecommeconJuguedu dlclofenaclnchange plusles metabolites. La demi-vie 
terminaledudiclofllnacinchangeestd'environ2heures. 
P1nmilam11I: 
Laparaciitamolastunanalgiisiquad'actionpiiriphiiriquaatastbianabsorbiiparvoiaorala. 
LeparacITTamolproduitl'analgiisiepariiliivationduseuildeladouleuretl'antipyrllsepar 
l'actionsurlecentrederegulalionJJelachaleurhypothatamique.Lademi-vied'elimination 
plasmatiques'etendde1 a4heurespourleParacetamol.Leparacetamolestdist@ue 
partoutdanslaplupartdesllquldesdel'organlsmeetestm~bollsl!prlnclpalementoansle 
lole.Peudemildlcamentlnchangeestexcretedansl'urlne,malslaplupartdesprodults 
metaboliquesapparaitdansl'urinedansles24heures. 

INDICATIONS : 
Affections musculo-squelettiquesdouloureuses,inflammatoires. 

POSDLDGIE ET ADMINISTRATION: 
1 comprimedeuxlltroisfoisparjourapr~slerepas. 

CONTRE-INDICATIONS: 
Dlclol!nac: 
LeDiclofenacsodiqueestcontre-indiqui!chezles patientsayantl'hypersensibiliteconnue 
audiclofllnac.LeDiclofenacnedoitpassedonnerauxpatientsquionti!prouWl'asthme, 
l'urticaira,oud'autresr81:1ctionsdatypesallargiquasapr~slaprisedal'aspirinaoud'autras 
AINS.DasriiactionsauxAINSsiiviirasraramantmortallas,datypaanaphylactiquaontiilii 
rapportiiaschazdatalspatiants.Ladiclofllnacastcontra-indiquiipourlatrailamantdala 
douleur peri-operatoire dans la chirurgie Oe mise de la greffe par pontage de l'art~re 
coronaire(CABG). 
Contre-indiqui!chezlesenfantsJJemoinsde14ans. 
Parac6111mol: 
Le paracetamol ne doit pas etre administr& aux patients ayant precademment presente 
l'hyparsansibilitaacaproduil. 

MISES EN GAHDE: 
Dldol!nac: 
Aceidunbcardion,cul1irN: 
Accidents Thrombotiquas Cardiovasculairas: Tous las Al NS, aussi bian las COX-2 siilactif 
que non siilectif, peuvent avoir un risque similaire des accidents thrombotiques 
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cardiovasculairas (CV) gravas, l'infarctus du myocarda !JI l'attaqua, qui pauvant atra 
mortals. Pour minimiser la risqua potential pour un affat ind\!sirabla CV chaz las patiants 
traniis aVllc un AINS, la dose efficaCl.l la plusfaible doit titre utilisiie pour la durtielaplus 
courte possible. Les medecins et les patients doivent rester vigilants pour le 
developpement Oe tels evenements, m@me en !'absence des symptOmes CV prllc§dents. 
Les patients dolvent Mre lnformes des slgnes etJou des symptOmes des accidents CV 
gravesetlesetapeslsuIvres'ilssurvIennent. 
Hypertension: Les AINS, y compris le diclofenac, peuvent conduire au debut d'une 
nouvellehypertensionouladegradationdel'hypertension preexistante,dontn'importe 
laquelle peutoontribuer8.l'incidenceaccruedesaccidents CV. Les patients prenantles 
thiazidesoulesdiuretiquesdel'ansepeuventavoirlareponseinsuffisantelcas 
traitamantsanpranantlasAINS.LasAINS,yoomprisladiclofiinac,doivantatrautilisiis 
avacprudancachazlaspatiantsayantl'hypartansion.Latansionart\!rialla(TA)doitatra 
contri.iltie de priis pendant l'inniation du traitement par les AINS et tout au long du 
traitement. 
lnsuffisancecardiaquecongestiveetEffetsdesCEd!mesRenaux: Laretentiond'eauet 
l'cedl!meonteti!observeschezquelquespatlentsprenantlesAINS.Ledlclofenacdolt@tre 
utilIseaV11cprudencechezlespatientsayantlaretentiond'eauoul'insuffIsancecardiaque. 
Eff1b1Ga.iro-int1stinaux-Ri1J11ued'Uld1ali11n,Saign1m,nt91P9rlo11ti11n: 
LasAINS,ycompris la diclofiinac, pautprovoquardasaffats gastro-intastinaux(6.I.) 
gravas y oompris l'inllammation, la saignamant, l'ulciiration at la parforation da l'astomac, 
l'intestingrlile,oulegrosintestin,quipeuti.itrefatal.Seulementunpatientsurcinq,qui 
developpent un ettet indesirable 6.1. superieur grave sur le traitement JJ'AINS, est 
symptomalique. 
Les AINS dolwnt@tre presc~ts avec extr1lme pruJJence chez ceux ayant un antecedent de 
maladIedel'ulcl!reoulesaIgnementgastro-intestInal.LespatIentsayantunantecedentde 
maladie de l'ulc~re a l'estomac et/ou le saignement gastro-intestinal qui utilise lesAINS ant 
unrisque101oispluselevepourdevelopperunsaignementG.l.compareauxpatients 
n'ayantaucundecasfacteursderisque.D'autresfacteursquiaugmententlerisquede 
saignamantG.l.chazlaspatiantstraitiisavacl1:1SAINSincluantl'utilisationconcomitanta 
dasoortiooidasorauxoudasanticoagulants,laduriiadatraitamantpluslonguaparAINS, 
letabagisme,l'utilisationd'aloool,l'ligeplusavanciietlestatutdumauvaistitatdesantti 
general. La plupartdes rapportsspontanesoesettets G.I. mortels se retrouve chez les 
patients!gi!soudllbililesetparconsequent,lesoinparticulierdon@treprispourle 
trattementdecettepopulallon.Lespatlentsetlesmedeclnsdolventrestervlgllantspour 
des signes et les symptames d'ulci!ration et saignement G.I. pendant le traitement par AINS 
et amorcer promptement l'ev!lluation supplementaire et le traitement si un effet indi!sirable 
G.l.graveestsoup~onne.Gecidoilinclurel'arratdel'AINSjusqu'acequel'effetindesirable 
G.l.gravasoitaxclu. 
Eff911R6nau: 
Laprudencedoitetreutiliseependantl'amorcedutraitementaveclediclofenacchezles 
patientsayantunede5hydratationconsidi!rable. 
L'aJJmlnlstratlondelongueour&ed'AINSaentraInelanecrosepaplllalrerenaleetd'autre 
lbionrenale.Onaegalementobservelatoxiclterenalechezlespatientspourlesquelsles 
prostaglandinesr&nalesontunralecompensatoiredanslemaintiendeperfusionri!nale. 
Chez ces patients, l'administration d'un medicament anti-inflammatoire non-steroidien 
paut provoquar une raduction dose d~pandanta de la formation das prostaglandinl:P!l at, 
sacondairamant, du flux sanguin ri.lnal, qui paut priicipitar la d6Compansation riinala 
manifasta. Las patiants au risqua la plus iilavii da calla riiaction sont caux ayant 
l'insuffisancedelafonctionrtinale,l'insuffisancecarJJiaque,ledysfonctionnementdufoie, 
ceux prenant les diuretiques et les inhibiteurs EGA et les personnes agees. L'arrtlt du 
tranement d'AINS est habituellement suivi par le retablissementll I·etat de pretranement. 
MaladleR6naleArande: 
Letraitementaveclediclofenacn'estpasreoommandi!chezlespatientsayantlamaladie 
r'.inale avanc~a. Si latraitement du dicloMnacdoit@traamorca, la contrtlla atroil da la 
fonctionriinaladupatiantastracommandii. 
RhctlonsAnaphylactoTdes: 
Gomme avec d'autresAINS, des ri!actionsanaphylactoides peuventsurvenirchezles 
patlentssansexposlllonantMeureconnueaudlclotenac.LeJJlclofenacnedoltpasse 
donnerauxpatientsayantlatriade de l'aspirine. Ce complexede symptOme survient 
typiquementchezlespatientsasthmatiquesquieprouventlarhiniteavecousanspolypes 
nasaux, ou qui pnisentent la bronchospasme sev~re, potentiellement mortelle apr~s la 
prisadal'aspirinaoud'autrasAINS.L'aidad'ul"!jancadoitMraracharchaadansdascasoQ 
unariiactionanaphylactoidaapparail. 
RhctlonsdelaPeau: 
LesAINS,ycomprislediclotenacpeuventprovoquerlesettetsinJJl!sirables gravesdela 
peaucommeladermattteexlollallve,leSyndromedeStevens-Johnson{SJS)etlanecrose 
llpidermiquetoxique(NED,quipeutetremortelle.Ceseffetsgravespeuventsurvenirsans 
avertissement. Les patients doivent@tre informes des signes et des symptames des 
manifestations graves de la peau etl'utilisation du medicament doit@trearr@teea la 
prami~raapparitiondal'iiruptioncutan81:1ouunautrasignad'hyparsansibilit~. 
Gros,ena: 
Dansladerni\irepi!riodeJJegrossesse,commeavecd'autresAINS,lediclofenacdoitetre 
evileparcequ'ilpeutprovoquerlafermeturepn!matunieducanalartMel. 
Paracl!tamol: 
Ne pas prendre le produit pour la douleur pendant plus de 10 jours. Si de nouveaux 
sympt0massurviannant, ou si larougaurou lagorrflamantastpr8santa, consultarun 
miidacinparcaquacaux-cipourraiantatralassignasd'unaaffactiongrava.Napasutilisar 
avacd'autrasproduitscontanantlaParaciitamol. 
Comme avec n'importe quel medicament, si vous mes enceintes ou ananez un bebe, 
demanderleconseild'unprofessionneldesantaavantl'utilisationdeceproduil.Dansle 
casdesurdosageaccidentel,contactezunmedecinouunGentredecontrOledepoison 
lmmedlatement. L'asslstance mildlcale prompte est crtllGUe pour des adultes aussl blen 
quepourdesenlants. 
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MISE EN GARDE CONTRE L'ALCOOL: si YOUS oonsommaz giiniiralamant 3 OU plus das 
boissonsoontanantsl'alcoolparjour,vousdavazconsultarvotramiidacinpourlaoonsail 
surquandetcommentvousdevezprendreleParactitamoletd'autresanalge5iques. 

MISESENGARDEUEESAUXEXCIPIENTS: 
Ge medicament contient des parab~nes pouvant provoquer des reactions alleii;iiques 
(eventuellementretard~s). 

PRECAUTIONS: 
DlcloMnac: 
Giniiral: 
Ladiclofiinacsodiquanapautpasatrasubstituiiauxcorticoi'dasoupourtrailar 
l'insuffisancadacorticoi'da.L'arratbrusquadecorticoidaspauvantconduirea 
l'exacerbationdelamaladie.LespatientssurtraitementprolonQedecortico'idedoivent 
ettilerleurtraitementlentementsiuneoecisionestlaitepourarreterlescorticoi'Oes. 
EfletsH6padques: 
Leselev!ltions dela ligne de demarcation d'unou plusieurstests hepatiquespeuvent 
survenirchezjusqu'i:115%depatientsprenantlesAINSyoomprislediclofenac.Ghezles 
patients sur traitamant chroniqua avac la diclofanac, la contrtlla p8riodiqua da 
transaminasasastracommandii.Lascasrarasdariiactionshiipatiqu1:1Ssiivi:lras,ycompris 
lajaunissaatl'hiipalitafulminantafatala,lan6Crosadufoiaatl'insuffisancahiipatiqua, 
certainsavecdesissusfatalesonteterapportes. 
Un patient ayant des symp!Omes et/au des signes suggerant le dysfom:tionnement du 1oie, 
ou chez qui un test anormal du foie estapparu, doitfilre !!value pour l'llvidence du 
di!veloppementd'uneri!actlonhepallGueplussevl!re tandlSGU'llestsurtraltementavecle 
diclofenac.Sidessignescliniquesetdessymptamescompatibles aveclamaladiedufoie 
se developpent, ou sides manifestations systemiques surviennent {par exemple, 
!osinophilie,rash,etc.)lediclofenacdoilMreinterrompu. 
ElhlblHOmatologiqu11: 
On observe partois l'antimi~ chez les patients reCl.lvant les AINS, y compris le dicloftinac. 
CecipeutetredOalaretentiond'eau,laperteG.l.occulteoubrute,ouuneffet 
incompletementdecrilsurl'llrythropoi~e.Lespatientssurtraitementdelongueourae 
avec les AINS, y comprls le dlclofi!nac, dolvent avolr leur hemogloblne ou hematocrlte 
Vl!rifies'ilspresententdessignesousymptOmesd'anemie. 
LesAINSinhibentl'agregationplaquettaireets'estmontrecommeprolongeantletempsde 
saignementchezcertainspatients. Lespatientsrecevantlediclofenacqui peuventMre 
dafavorablamant aflacta par das changamants da la fonction plaquattaira, comma caux 
ayantdastroublasdacoagulationoud1:1Spatiantsrecavantdasanticoagulants,doivantMra 
soignausamantcontrlil6S. 
Pr6exlstencedel'asthme: 
Ledlclo1enacnedoltpas@treadmlnlstreauxpatlentsayantlasenslblllti!8.l'asplrlneetdot1 
etreutilisl!avecprudencechezlespatientsayantl'asthmepreexistant. 
GrllSIHN: 
Ladiclofiinacdoit8trautilisiipandantlagross1:1Ssasaulamantsil'avantagapotantialjustifie 
larisquapotantialaufialus. 
Effets Non ttiratog~nes: A cause des effets conn us des anti-inflammatoires non steroidiens 
surlesystemecardio-vasculairefretal(fermetureducanalarteriel),l'ulilisalionpendantla 
grossesse(enparticuliereniindegrossesse)donfilrellvitee. 
TrnalletAccouchement: 
Lesefletsdudiclofenacsurletravailetl'accouchementchezlesfemmesenceintesrestent 
inconnus. 
MirNquiallaitant: 
Onnesanpassicemedicamentestexcretedanslelaitmaternel.Parcequebeaucoupde 
medicamentssontexcretesdanslelaitmaterneletacausedelapossibilitedesreactions 
lndilslrablesgravesdedlclotenacchezlesnourrlssonsqulallaltent,unedllclslondoltfilre 
faite s'il faut cesser l'allaitement ou interrompre le medicament, prenant en compte 
l'importancedumedicament8.laml!re. 
UlilisalionPiidialrique: 
N'astpasindiquiichazlasanfantsdemoinsda14ans. 
UllllsatlonG!rlatrlque: 
CommeavectouslesAINS,laprudencedoltffl:reexerci!eJJansletrattementdespersonnes 
!lllles(65ansetplus). 
Pandh.mol: 
Siunariiactiondasansibilitiirarasurviant,lamiidicamantdoitMraarr8tii. 

INTERACTIONS MEDICAMENTIUSES : 
Dicloflinac: 
Aspirine:lorsquelediclofenacestadministri!avecl'aspirine,saliaisonauxproteinesest 
riiduita.Lasignificationcliniquadacattainteractionn'astpasconnua;capandant,comma 
avac d'autras AINS, on na racommanda giiniiralamant pas l'administration concomitanta 
dudicloftinacetl'aspirineacausedelapossibilittideseffetsindtisirablesaccrus. 
Methotrexate:lesAINSpourraientaugmenterlatOXicitedumethotrexate.Laprudencedon 
etre exerc.\e lorsque lesAINS son! aJJministres simultanement avec le methotrexate. 
Clclosporlne:ledlclofenac,commed'autresAINSpeutaugmenterlanephrotoxlctledela 
cIclosporine. La prudence doIt @Ire utIlisee lorsque le dIclofenac est admInistre 
simultanementaveclaciclosporine. 
lnhibiteurs ECA: les rapports suggl!rent que les AINS peuvent diminuer l'eflet 
antihypertenseurdesinhibiteursECA.Getteinteractiondoiletreprisencomptechezles 
patiantspranantll:l!lAINSsimultaniimantavacdasinhibilaursECA. 
Diuriitiquas:laDiclofiinacpautriiduiral'affatnatriuriitiquadulurosiimidaatdl:l!lthiazidas 
chezCl.lrtainspatients.Cetteriiponseatittiattribueeal'inhibitiondelasynthe5edela 
prosta9landinerenaIe.PendantletrailementconcomitantaveclesAINS,lepatientdoit@tre 
observeetroilementpourlessignesd'insuffisanceri!nale,aussibienqu·assurerl'efficacile 
Olurellque. 
Lithium : les AINS ont produit une elevation des niveaux plasmatiques de lithium et une 
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reduction de la clairance renale de lithium. La concentration mini male moyenne de lithium a 
augmenteoe 15% etlaclairance ri!nalea diminue d'environ 20%. Ges efletsontete 
attribui!sll'inhibitiondelasynthl!sedeprostaglandineri!naleparl'AINS.Ainsi,lorsqueles 
AINS !JI le lithium son! administr8!:I simultanamant, las sujats doivant Mra obsalWS 
soignausamantpourlassignasdatoxicitiidulithium. 
Wllrfarina: las affats da la warfarina at dasAINS surla saignamant G.I. son! synargiquas, da 
telquelesutilisateursdesdeuxmedicamentsensembleontunrisquedesaignementG.I. 
gravepluseleWqueceluidesutilisateursdel'unoul'autremedicamentseul. 
Paradh.mol: 
Les patients qui se trailent simultan~ment avec des medicaments anticoagulants types 
warfarine et les doses regulil!res de Paracetamol etaientde temps en temps ete rapporti!s 
avoir das 8I~vations impr&vuas dans laur INR. Las mMacins doivant Mra au courant da 
calla intaraction possibla!Jlcontrolarl'INRchazdatalspatiantsda priispandantquala 
traitamantastiitabli. 

EFFETSINDfSIRABL.ES: 
Diclofinac: 
Chazlaspatientspranantladiclofiinacsodiqua,oud'autrasAINS,lasaffatsindiisirablaslas 
plusfriiquammantrapportiiassurvanantchazanviron1%-10%dapatiantssontdasaflats 
Gastro-intestinalescomprenant:douleurabdominale,constipation,diarrhtie,dyspepsie, 
flatulence, sai9nement/pertoralion brut, brOlures JJ'estomac, nausee, ulreres G.I. 
(gastriqueS/duodenaux) et vomissements; 1onction renale anonnale, anemie, vertige, 
r.edl!me,enzymeshepallqueselevees,mauxdet@te,tempsdesalgnementaccru,prurlt, 
eruptionsetbourdonnementsO'oreilles. 
Paradh.mol: 
Lorsqu'il ast utilisii comma racommandii, la Paraciilamol ast pratiquamant sans toxicitii 
gravaousansaffatssacondairir.i. 
L'irritationgastro-intestinaleclassiqueassociiieauxanti-inflammatoiresnonsttiro"idiens,y 
compris l'ASA ne survient pas avec le Paracetamol. Les reactions de sensibilile son! rares. 
Lan!activitecroisi!echezlespersonnessensiblesAl'ASAaeterarementrapportee.Sila 
senslblltleestsouptonnee,arr@terl'utlllsallondumedlcament. 

SURDDSAGE: 
Dlclol6nac: 
Lespatientsdoiventetregerl!sparlesoinsymptomaliqueetdesoutienaprl!sunsurJJosage 
d'AINS.lln'exlsteaucunantldotespi!c"IGUe.LevomlssementetJoulecharbonactlVl!(60ll 
100gchezlesadultes,1l2g/kgchezlesenfants)et/oulacathartIqueosmotiquepeuvent 
Mre inOiques chezles patients oOServesavec des symp!Omes dans les 4 heures de 
l'ingestionouaprl!sungrandsurdosage(51110foisladosehabituelle).Ladiurl!seforcee, 
l'alcalinisation d'urine, l'hemodialyse, ou hemopertusion ne peuventpasetre utilesen 
raisondalahautaliaisondaprotiiina. 
Paradhlmol: 
Chezlesadultes,latoxicitehepaliqueetailrarementrapporteeaveclessurJJosagesaigus 
de molns de 10 grammes et Oes mortsavec molns de 15 grammes. De lalt(Jn lmportante, 
lespetltsenfantssemblent@treplusresIstantsquelesadulteslll'effethepatotoxlGued'un 
surOosage de Paracetamol. Malgre ceci, les mesuresdecritesci-dessousdoiventfilre 
amorc~schezn'importequeladulteouenlantsoupi;onn~d'avoiringereunsurdosagede 
Paracetamol. 
Traitamant : l'astomac dolt 8tra vidii promptamant par lavaga ou par l'inOuction du 
vomissamantavaclasiropd'ipacac.Lasiivaluationschazlaspatiantsdalaquantitiid'un 
miidicamentingiirtisontnotoirementincertaines. Parconsiiquent,si unsurdosagede 
Paracetamolestsoupconne,unessaiseriquedeParacetamoldMetreobtenuleplustOI 
possible,maisApeinequatreheuresapr!sl"ingestion.Lesetudesdelafonclionhepalique 
dolventetreobtenueslnlllalementetrepeteesauxlntervallesde24heures. 
L'antIdote,N-acetylcysteine,doitfilreadministreleplust0tpossIble,depreferencedans 
les16heuresdel'ingestiondusurdosagepourdesnisultatsoptimaux,maisdanstousles 
cas, dansles24heures.Aprl!sler~blissement,iln'yaaucuneanomaliehepatique 
ri!siduelle, fonctionnelle ou structurelle. Pour des irrformations compll!mentaires de 
sacours.appalazvotracantrariigionalantipoison. 

INFDRMATIONSSURL'ALCOOL: 
DesalcooliGueschroniqueslourdspeuventfflreplusarisGuedetoxIcItedefoiellpartirde 
l'utilisationexcessiveOeParacetamol.Lesprofessionnelsdoiventalerterleurspatientsqui 
consomment niguli~rementles grandes quantiles d'alcool11 ne pas dl!passerles doses 
reoommand~sdeParacetamol. 

CONSERVATION: 
ConserverendessousJJe30°G,8.l'abrldelalumll!re. 
Tenirlesmiidicamentshorsdelaporttieetdelavuedesenfarrts. 

PR~SENTATIDN : 
Dynaparestdisponibleenblisterde10Comprimi!set2blisterssontemballl!sdansune 
boite. 
Dynaparastdisponiblaanblistarda10Comprimiisat10blistarssontamballiisdansuna 
boita. 

CondiliondeDOlivrance:Listell 

Datederiivisiondelanotice:Juillet2020 
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Prescribing Information For the use of Registered Medical Practitioner, 
Hospital or a Laboratory Only. 

DYNAPAR 
Diclofenac Sodium and Paracetamol Tablets 

COMPOSmON: 
Eachuncoatedtabletcontains: 
DlclofenacSodlumBP50mg. 
Paracm-amolBP500mg. 

EXCIPIENTS: 
Starch(Maize),Mmhylparaben,Propylparaben,PurifiedWater,ColloidalSiliconDioxide, 
Magnesium Stearate, Sodium Starch Glycollate, Talc, Colour Indigo Carmine Supra. 

LISTE OF EXCIPIENTS WITH NOTORIOUS EFFECTS: 
Methylparaben,propyll)llraben. 

DESCRIPTION: 
Dlclofenacsodlumlsabenzene-acetlcacldderlvatlve.Paracetamol, 
4'-hydroxyacetanlllde,lsanon-oplate,non-sallcylateanalgeslcandantlpyretlc. 

CLINICAL PHARMACOLOGY: 
Dlclalenacsodlum: 
Diclofenacsodium isanonsteroidalanli-inflammatorydrug(NSAID)lhatexhibltsanti­
lnflammatory,analgeslc,andantlpyretlcactlvltles.Themechanlsmofactlono1dlclafenac, 
likethatofotherNSAl□smayberelatedtoprostaglandinsynthetaseinhibltion. 
Diclofenac is 100% a!Jsorbed after oral administration. However, due to first-pass 
metabolism,onlyabout50%aftheabsorbeddoseissystemicallyavailable.Foodhasno 
significantaffectontheaxtentofdiclafenacabsorption.However,thereisusuallyadelayin 
theonsatafabsorp1ionaf1to4.5hoursandaraductioninpeakplasmalavalsaf<20%.Tha 
absoluta bioavailability(%)afdiclafenacis55, Tmax(hr)-2.S,OralClaaranca(CUF; 
mUmin) • 582, Renal Clearance(% unchanged drug in urine)• <1, Apparent Volume of 
Distribulion(V/F;Ukg)-1.4andTerminalHalf-life(hr)is2.S.Diclofenacismorethan99% 
bouno to human serum proteins, pr1mar11yto albumin. Serum protein binding Is constant 
over the concentration range (0.15-105 µglml) achieved with recommendeO Oases. 
Diclofenacdiffusesintoandoutofthesynovialfluid.Diffusionintothejointoccurswhen 
plasmalevelsarehigherthanthoseinthesynovialfluid,afterwhichtheprocessreverses 
andsynovialfluid levelsarehigherthanplasmalavels.ltis not known whether diffusion 
intothejointplaysaroleintheaffectivanassofdiclofanac. 
Fiva diclofanac matabolitas haw bean identttiad in human plasma and urina. The 
matabolltesincluda4'•hydroxy-,5•hydroxy-,S'•hydroxy-,4',5-dihydroxy-andS'•hydroxy-
4'-methoxy Oiclofenac. Diclofenac metabolites unOergo further glucuronidalion and 
sulfalionfollowedbybiliaryexcretion,Onediclofenacmetabolite4'-hydroxy-diclofenac 
hasveryweakpharmacologlcactlvlty. 
DlclofenaclsellmlnateOthroughmetabollsmandsubsequenturlnaryandblllaryexcretlon 
oftheglucuronideandthesulfateconjugatesafthemetabolites.Littleornofreeunchanged 
diclafenacisexcnrtedintheurine.Approximately65%ofthedoseisexcretedintheurine 
andapproximatelyS5%inthebileasconjugatesofunchangeddiclafenacplusmetabolites. 
Thetarminalhalf-lifeofunchangeddiclofenacisapproximately2hours, 
Parac11tamal: 
Paracetamol isa penpherallyactinganalgesicand is wellabsorl>ed orally. Paracetamol 
producesanalgeslabyelevatlonoflhepalnthresholdanOantlpyreslsthroughactlononthe 
hypothalamlcheatregulatlngcenter.Theplasmaellmlnatlonhalf-llferangesfrom1 to4 
hoursforParacetamol.Paracetamolisdistributedthroughoutmostfluidsofthebody,and 
ismetabolizedprimarilyintheliver.Littleunchangeddrugisexcretedintheurine,butmost 
metabolicproductsappearintheunnewithin24hours. 

INDICATIONS: 
Palnful,lnflammatorymusculoskeletalcondltlons 

DOSAGE a.ADMINISTRATION: 
1tablettwo-thraelimesdailyaftermeals, 

CONTRAINDICATIONS : 
Di~lldenae: 
Diclofanacsodiumiscontraindical8dinpalientswlthknownhyparsansilivitytodiclafenac. 
DiclofanacshouldnotbegiventopaliantswhohaveaJqJarian{)fldasthma,urticaria,orothar 
allargic•type raactions altar taking aspirin or other NSAIDs, Savare, raraly fatal, 
anaphylactic-like reactionstoNSAIDshavebeen reported in such patients, Diclofenacis 
contraindicatedforthetreatmentofperi•operativepaininthesetlingofcoronaryartery 
bypassgratl{CABG)surgery. 
ContralndlcateOlnchlldrenunoer14yearso1age. 
Paraclllamul: 
Paracetamol should not be administered to patients who have previously exhibited 
hyparsensltivitytoit. 

WARNINGS: 
Dielolenac: 
CarlliowascularEvantl: 
Cardiovascular Thrombotic Events: All NSAl□s, both COX-2 selective and nonselective, 
may have a similar risk of serious carOiovascular {CV) thrombotic events, myocardial 
infarction,andstroke,whichcanbefalal,TominimizethepotentialriskforanadverseCV 
event In patients treated with an NSAID, the lowest effective Oose should be used 1orthe 
shortest duration possible. Physicians and patients should remain alert ior the 
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davalopmantofsuch evants,avan inthaabsencaofpraviousCVsymptoms. Patients 
shouldbeinformadaboutthasignsandlorsymptomsafseriousCVevantsandthastapsto 
takeiftheyoccur, 
Hyp11r11n1ion:NSAIDs,includingOiclofenac,canleadtoonsetofnewhypertensionor 
worseningofpre-existinghyper1ension,eitherofwhichmaycontrillutetotheincrease0 
incidence at CV events, Palientstakingthiazides orloopOiuretics mayhaveimpaireO 
responsetothesetherapleswhentaKlng NSAl□s. NSAl□ s, lncluOlng dlclofenac, should be 
usedwithcaution1npatientsw1thhypertension.Bloodpressure(BP)shouldbemomtored 
closelydunngtheinitiationofNSAIDtreatmentandthroughoutthecourseoftherapy. 
CongestiveHeartFailureandEdemaRenalEffects:Auidretenlionandedemahavebeen 
observed in some patients taking NSAIDs. Diclofenacshould be used with caution in 
patiantswithfluidratenlionorheartfailura. 
Gaslrolntastln1IEflaC1$-Rlsk0IUlcarat10n,Bla11dlng,andPer10rat1an: 
NSAIDs, including diclofenac, can cause serious gastrointestinal (GI) adverse events 
Including lnllammatlon, bleeOlng, ulceration, and pertoratlon of the stomach, small 
intestine,orlargeintest1ne,whichcanbefatal.Dnlyoneinfivepat1ents,whodevelopa 
senousupperGladverseeventonNSAIDtherapy,issymptomalic. 
NSAIDsshouldbeprescribedwlthextremecautioninthosewithapriorhistoryofulcer 
diseaseorgastrointeslinalbleeding.Patientswithapriorhistoryofpepticulcerdisease 
andlorgastrointaslinalblaadingwhousaNSAIDshaveagraaterthan10-foldincreasadrisk 
fordavalopingaGlblaadcomparadtopaliantswithnaitherofthl:r.lariskfactors,Dthar 
factors that increase the risk for GI bleeding in patients treated with NSAl□s include 
concomitant use of oral corticosteroids or anticoagulants, longer duration af NSAID 
therapy, smoking, use of alcohol, older age, and poor general health status. Most 
spontaneousreportso1fata1Gleventsarelnelderlyordebllltatedpatlentsandthere1ore, 
specialcareshouldbetakenintreatingthispopulalion.Palientsandphysiciansshould 
remainalertforsignsandsymptomsofGlulceralionandbleedingdunngNSAIDtherapy 
andpromptlyiniliateaddilionalevaluationandtreatmentifaseriousGladverseeventis 
suspected.ThisshouldincludedisconlinuationoftheNSAIDuntilasenousGladverse 
aventisruledout. 
HenalE11ects: 
Caution should be used when initiating treatment with Oiclofenac in patients with 
considerable dehydration. 
Long-term administration of NSAl□s has resulted in renal papillary necrosis and other 
renalinjury.Henaltoxicityhasalsobeenseeninpatientsinwhomrenalprostaglandins 
have a compensatory role in the maintenance of renal perfusion. In these patients, 
administration ofa nonsteroidal antiirrflammatory drug may cause a dose-dependent 
raduction inprostaglandinformationand,sacondarily, in renal blood flow, which may 
pracipitateovertranaldacompensation.Patiantsatgraatastriskafthisreactionarathose 
withimpairedrenalfunction,heartiailure,liverdysfunction,thosetakingdiureticsandACE 
inhibitors, ano the elderly, Discontinuation of NSAID therapy is usually followed by 
recoverytothepretreatmentstate. 
AdYll.n~edRenalDlsease: 
Treatment with diclafenac is not recommended in patients with advanced renal disease. If 
diclofenactherapymustbeiniliated,closemonltoringofthe patient's renal function is 
advisabla. 
AnaphylacloldReactlons: 
As with other NSAl□s, anaphylactoiO reactions may occur in patients without known pnor 
exposuretodlclofenac.Dlclotenacshouldnotbeglventopatlentswlththeasplr1ntrlad. 
This symptom complex typically occurs in asthmatic patients who experience rhinitis with 
orwithoutnasalpolyps,orwhoexhibitsevere,potenliallyfatalbronchospasmaftertaking 
aspirin or other NSAIDs. Emergency help should be sought in cases where an 
anaphylactoidraactionoccurs. 
Skin Reactions: 
NSAIDs, including diclofenaccancauseseriousskinadverse events such as exfoliative 
dermatitis, Stevens-Johnson SynOrome (SJSJ, and toxic epidermal necrolysis (TEN), 
which can be 1atal. These serious events may occurwtthoutwamlng. Patients should ~e 
1niormedaboutthesignsandsymptomsoiserioussk1nmanifestationsanduseo1thedrug 
shouldbediscontinuedatthefirstappearanceofskinrashoranyothersignaf 
hypersensitivity. 
Prtgnancy: 
In late pregnancy, as with other NSAl□s, diclofenac should be avoided because it may 
causeprematureclosureo1the0uctusarteriosus, 
Paracetamol: 
Donottaketheproductforpainformorethan10days. lfnewsymptomsoccur,orif 
redness or swelling is present,consultaphysician because these could be signs of a 
seriouscondltion.DonotusewithotherproductscontainingParacetamol. 
As with any drug, if you are pragnantor nursing a baby, saakthe advicaofa health 
professionalbaforausingthisproduct.lnthacaseofaccidantalovardosa,contactadoctor 
orapoisoncontrolGenterimmediately.Promptmedicalattentioniscrilicalforaduttsas 
wellasforchilOren, 
ALCOHOL WARNING: If you generally consumes or more alcohol- containing dnnks per 
day, youshouldconsultyourphyslclanforadvlce on when and howyoushoulo take 
Paracetamolandotherpa1nrelievers. 

WARNINGS DUE TO EXCIPIENTS: 
Thismedicinecontainsparabenswhichmaycauseallergicreactions{possiblydelayed), 

PRECAUTIONS: 
Dielolenae: 
Genaral: 
Diclofenac sodium cannot be expected to substitute for corticosteroids or to treat 
cor11costeroldlnsuttlclency.Abruptdlscontlnuatlonofcort1costeroldsmayleadtodlsease 
exacerbat1on.Patientsonprolongedcor1icostero1dtherapyshouldhavetheirtherapy 
taperedslowlyifadecisionismadetodisconlinuecorticosteroids. 
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H1p11icElfllcll: 
Borderlineelevationsofoneormorelivertestsmayoccurinupto15%ofpatientstaking 
NSAl□sincludingdiclofenac, In patientsonchronictreatmentwithOiclofenac,periodic 
monttorlngottransamlnasesls recommended. Rarecasesoiseverehepatlcreactlons, 
lncluOlngJaundlceandfatalfulmlnanthepatltls,llvernecroslsandhepatlc1allure,someo1 
themwith1ataloutcomeshavebeenreported. 
A patient with symptoms and/or signs suggesting liver dysfunction, or in whom an 
abnormallivertesthasoccurred,shouldbeevaluatedforevidenceofthedevelopmentafa 
mora sevara hepatic reaction while on therapy with diclofanac. If clinical signs and 
symptoms consistant with livar disaasa davalop, or if systamic manifestations occur (e,g,, 
eosinophilia,rash,etc.),diclofenacshouldbediscontinued, 
Hematologlc:alEflects: 
Anemia Is sometimes seen In patients receiving NSAl□s, Including dlclofenac. This may be 
duetofluidretention,occultorgrossGlloss,oranincompletelydescribedeffectupon 
erythropoiesis. Patients on long-term treatment with NSAl□s, including diclofenac, should 
havetheirhemoglobinorhematocritchecked iftheyexhibitanysignsorsymptomsof 
anam1a. 
NSAl□sinhibitplateletaggr11gationandhavabaanshowntoprolongblaedingtimeinsoma 

patients, Patientsreceivingdicloienacwhomaybeadverselyaffectedbyalteralions in 
platelet function, such as those with coagulation disorders or patients receiving 
anticoagulants,shouldbecaretullymonltored. 
Preexisting Asthma: 
Diclofenacshouldnotbeadministeredtopalientswithaspirinsensitivityandshouldbe 
usedwithcaulioninpalientswithpreexistingasthma. 
Pr1gnancy: 
Diclofenacshouldbeusedinpregnancyonlyifthepotentialbenefitjustifiesthepotenlial 
risktothefetus, 
NonteratogenlcEffects:Becauseaftheknownettectsafnonsteroldalanll-lnflammatory 
drugs on the fetal cardiovascular system (closure af ductus arter1osus), use during 
pregnancy{particularlylatepregnancy)shouldbeavoided. 
LaburandDelinrr: 
Theeffactsafdiclofanaconlaboranddalivaryinpregnantwomenaraunknown. 
NurslngMolhers: 
It Is not known whether this orug Is excreteo In human milk. Because many drugs are 
excreted In human mllkand because of the potentlalforserlousadverse reactions In 
nursinginfantsfromdiclofenac,adecisionshouldbemadewhethertodisconlinuenursing 
ortodiscontinuethedrug,takingintoaccounttheimportanceafthedrugtothemother. 
PadialricUaa: 
Notindicatadinchildrenundar14yaarso1age. 
GerlalrlcUse: 
As with any NSAIDs, caution shoulo be exercised In treating the elderly (65years and 
older). 
Paraeeh.mol: 
lfararesensltivityreactionoccurs,thedrugshouldbastoppad. 

ORUGINTERACTlONS: 

Aspirin:Whandiclofanacisadministarmlwithaspirin,itsprotainbindingisreduced.Tha 
clinical significan{)fl of this interaction is not known; howaver, as with othar NSAIDs, 
concomitant administration af diclofanac and aspirin is not generally racommendad 
becauseofthepotenlialofincreasedadverseeffects, 
Methotrexate:NSAIDscoulOenhancethetoxicityofmethotrexate,Cautionshouldbeused 
when NSAIOs are administered concomitantly with methotrexate. 
Cyclosporlne:Dlclofenac,llkeotherNSAl□smaylncreasecyclospor1ne'snephrotoxlclty. 
Caulionshouldbeusedwhendiclofenacisadministeredconcomitantlywithcyclosporine. 
ACE-inhibitors:ReportssuggestthatNSAIDsmaydiminishtheanlihypertensiveeffectof 
ACE inhibitors. This interaction should be given consideration inpatientstakingNSAIDs 
concomitantlywithACEinhibitors. 
Diur11tics:Diclofenaccanraducathanatriureticaffectofiurosamideandthiazidesinsoma 
patients.Thisrasponsehasbeanattributadtoinhibitionofrenalprostaglandinsynthasis. 
During concomitanttherapy with NSAIDs, the patient should be observed closely for signs 
afrenalfailure,aswellastoassurediureticetlicacy, 
Lithium : NSAl□s have produced an elevation o1 plasma lithium levels and a reduction in 
renal llthlum clearance. The mean minimum llthlum concentration Increased 15% and the 
renalclearancewasdecreasedbyapproximately20%.Theseeffectshavebeenattnbuted 
to inhibition af renal prostaglandin synthesis by the NSAID. Thus, when NSAIDs and 
lithiumareadministeredconcurrently,subjectsshouldbeobservedcaretullyiorsignsof 
lithium toxicity, 
Warfarin : Toa affects of warfann and NSAl□s on GI blaading are synergistic, such that 
usarsafbothdrugstogatharhavaariskofseriousGlblaedinghigharthanusarsofaithar 
Orugalone, 
Paraceh.mol: 
Patients who concomitantly medicate with warfarin-type anticoagulants and regular doses 
afParacetamolhaveoccasionallybeenreportedtohaveunforeseenelevationsintheirlNR. 
PhysiciansshouldbecognisantofthispotenlialinteractionandmonitorthelNRinsuch 
patientsclosalywhilatharapyisastablishad. 

ADVEHSEEFFECTS: 
Dlclofenac: 
In patients taking diclofenac sodium, or other NSAIDs, the most frequently reported 
adverseexparian{)flsoccurringinapproximately1%-10%afpatientsaraGastrointestinal 
axperiancesincluding:abdominalpain,constipalion,diarrhea,dyspapsia,flatulance,gross 
blaading/perforalion, heartburn, nausaa. GI ulcars (gastnc/duodanal) and vomiting; 
Abnormal renal function, anemia, dizziness, edema, elevated liver enzymes, heaOaches, 
increasedbleedingtime,pruntus,rashesandtinnitus, 
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Paraclltamal: 
Whenusedasdirected,Paracetamolisvirtuallyfreeoiseveretoxicityorsideetlects, 
The classic gastrointestinal irritation associated with nonsteroidal anti-inflammatory 
drugs, lncluOlng ASA does not occur with Paracetamol. Sensitivity reactions are rare. 
Cross-reactivity In ASA sensitive persons has been rarely reported. If sensitivity Is 
suspected,discontinueuseafthedrug. 

OVERDOSE: 
Dlclulenac: 
Patients should be managed by symptomatic and suppor11ve care following a NSAID 
overdose.Therearenospecilicanlidotes.Emesisand/oractivatedcharcoal(60to100gin 
adults,1to2g/kginchildren)andlorosmoticcatharticmaybeindicatedinpatientsseen 
within 4 hours of ingestion with symptoms or following a large overdose (5 to 10 limes the 
usualdosa),Forceddiuresis,alkalinizationofurine,hemodialysis,orhemoperfusionmay 
notbeusefulduatohighproteinbinding, 
Paracetamol: 
lnadults,hepatictoxicityhasrarelybeenrepor1edwlthacuteoverdoseso11essthan10 
grams and fatalltleswlth less than 15 grams. Importantly, young children seem to be more 
resistantthanadultstothehepatotoxiceffectofanParacetamoloverdose.Despltethis,the 
measuresoutlinedbelowshouldbeiniliatedinanyadultorchildsuspectedafhaving 
ingesteda Paracetamol overdose. 
Traatmant: The stomach should ba ampliad promptly by lavage or by induction of amasis 
wlthsyrupofipa{)flc,Patiants'astimatesofthaquantityafadrugingestedaranotonously 
unraliable.Tharaiora,ifanParacatamoloverdosaissuspactad,aserumParacatamolassay 
shouldbeoblainedasear1yaspossible,butnosoonerthanfourhoursfollowingingeslion, 
Liverfunctionstudiesshouldbeobtainediniliallyandrepeatedat24•hourintervals, 
TheantiOote, N-acetylcysteine, shouldbeadministeredasearlyaspossible, preferably 
wlthln16hoursaftheoverdoselngestlonforoptlmalresults,butlnanycase,wlthln24 
hours. Following recovery, there are no residual, structural or functional hepatic 
abnormallties.Foraddilionalemergencyinformalion,callyourregionalpoisoncenter. 

ALCOHOLINFORIIIATION: 
Chronicheavyalcoholallusersmaybeatincreasedriskaflivertoxicityfromexcessive 
Paracetamoluse.Professionalsshoul0alerttheirpatientswhoregular1yconsumelarge 
amountsofalcoholnottoexceedrecommendeddosesotParacetamol. 

STORAGE: 
StorabalowSO•C,protectadfromlight. 
Keepallmedicinesoutofthereachandthesighto1children. 

PRESENTATION: 
Dynaparisavailableinblisteraf10Tabletsandsuch2blistersarepackedinacarton. 
Dynaparlsavallablelnbllsteraf10Tabletsandsuch10bllstersarepackedlnacarton. 

CondltlonofDellverance:Listll 

DateofrevisionoflnsertJuly2020 
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Manufactured by: 

JroMI, 
Troikaa Pharmaceuticals Ltd. 
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