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4.1-Thnpoutltlndodon• -Shr:fl-tenno)"l'p!<Jl'M1ln..,ûnontole,aœrt,a1100,o1oo1ooa11,rnob 
Lonij-tormsyrnptomat.,lrHlmenlolrti•u-ormini,c,l!l'lkyl01ng.,,ond)fts 

U·l'<llology1rdmothodof1dmhlrlrltlon 
oni1 .. 1: Tho1otil tlriy lllll0Uf"< ohouid bo1a..., .. . sng1,don, wll'iwa1trc,arohriiq,.;ci, dur\-Jg a moal. UrdNhbl, olfods may bo 
m�inised bJ Lding the l,iwesl oflectivo Oo"" forthe -OJrolion roeoessaryb oonlrol � l,.. ,ootion 4.4� The palienl'1 roeed for 
•�at�rolirlandrwponHi,i11■apysht>JdOll'HYaluatodp■ioclicall)', .. PE><i�l)'inpDm11wlai.....ar1hlia 
-Rh■.rnatoid .tiriti,,onkyk,,in11opcnjylib:15mgkloy(•H•lsondon'Spociol�lali:,r.,'Ollow) 
DONOTEXCEEDTttEDOSEOF15m(llljoy. 
ftlctal:()io-iloryl daf. 
�E/de,typi,liern1odpo6e,,ts.,;/ll;,,cre,$t,(/fi$1<t�l!(l'-.,ftllClion/Re�52J 
Thoreoo.......OOod<t>loforl,ir<i1!rmt..,tmontolrtieummldorhl!loandankjloN,g�lllnelœr1ypol"'1111117.5rngpercloy;PltlontsVlll1 
incrllloadristl:furadY.,..,-:tmshouldotlirt1raltmont,,;a,1.5rngport111yl•ao""ciitl14.4) 
-�/--.-fui52/:lndialy>ispotiorrlswifi 1 ... .,ronolloikn.t,100N.t.:uârdu,-J7.5�pordo.y. Nocboroduclonis 
rec,Jlrecllnpallen1swtlhr,jldilrnoderl!teren1l'"'-"'lrmtrij.•.polonls..mi1creotlrinoci""""""'olgrealorlhan25r!iknln� 
(Forpolionts,,;a,non-<1ia1yNd, ... 1'1...-..ildUl'll.5NNClion4.J) 
HepaPk,/mptJ!lmenl.(-"""""'52J:Nodooorecluc:IIM�requln!dlnp"11entswllhrrildllllî'IOOorat,,oepollcmpolrment. 
(Forpalionts,,;a,"""""'1yln1pandMrful'ICDOl'l,o,.11C0004.3) 
Childran,indodolo"""Ol:MwillHmg1ablotsisconnndicalodlnchidrtnor>Jotkrlnœn11"!lodundor16yoar1(5NMClion'-3) 
U-Conlrondlc111 .... nvsmoddM1f>'1là!d�""'"-i'doolod lntie-ng�1lloloo1· 
-ttdl1moolarolpregr,ency("""'odlon4.6'P"'ll...-.:Y"r>Jlacll!!oo'); 
-d'iltnnandadolao,nlsagodund■16)'Rl'I; 
-hyper,elllilivilylome\oxioon,c,looneollheempientsc,hyperoenoii�lyilsubsllnœ,wlt,1oi"rwaraclion,e.ç. NSAIOs,u�m.Me10..iclm 
shouldrdbagvlntlpalonlowhoh..,.tlllva�podliQn,ofa!lhrna,n...i po1yp,,ang;oollll'O'ol:oden,ac,urticariafclkwlingtiladmiiolmonol 
npiinorolhorNSAIDs 
hls1oryol�bleodll1gorperfordon,relll!odloprev\ou,NSAIDsl'len!pr, 

·ilCM,01'hisloryolr.cmentpopbcUC1ill,a■normag1(twoormr1tll1inci1pioodHofp.,..nliclrùon«�lldi1g); 
-..-.erely"l"4"'iredliverlioclicn -oo->-diolpod..,,.,�""1ailaiiu,, 
11"-lel'llaibNdlng,hll1<,ryol011retlrov!lla.wbleodlrç01'-�oedlngdllom011; .,...,,,hoertf!llknl 

U-8pocl1lwnln111nclproc:1ulon1forU11 
Urdosnblo.JJoctsm.-Jb•ninirisodl>Julingt,1�ohctivodoNforh1"""1ntOJlllion"'-rilconlrdsympbnsl-ftdioii4.2. 
•ndGlandoomklv!sculorrlsksbeklw).Tllerecomniendodnmirlllmcll!l)'dosesholij rdbe..,,.ododln..,.ollnsLlllclenllheropeut�offi!ol, 
norotit>Jldanaddiaonll NSAIDb1addldlo1'1tinpyboca<Mllilrnay i1t:r1aH1'11o>cicitywtilo1lnpoulic1dvarùg1 h•not_,p!IJ'l■l. 
Thouseolmelo<k:amwlhOMOOll'il:lnlNSIJOsinckldlngcyr:loOl)'IIOl'l"•o-2oele<:!M!rHililnoticudbe 1-.olded.Meloxlcarnllinot1pjY<lpllato 
forlhe1nlatrnontolpalenl1req"1ng l'lllolfro01arulll)anlnlheal>Mnœol�"""ria1\er..,,.ra1dayg,lhecilnloalbenefflollholroa1rnont 
slw� b1 "'"ss.....:I. An/ hio1orf ol o-,pl,agin. gmilis ond/c, papi� cbr nJsl bo consid""d in ooJor il ,_,. tho< to1al curs boforo 
sl!lrl"1ltreotmentwllt1"""""""m.Meolon 1houdrooîneiybepoid10lhepooolll•on!lolol1recurrencelnpotienlltreot,dwlhmolo..icam1nd 
,,;a,,poo1himryoltill)'pt. 
Guw/nltdnt/"""'1rGlblNiin11,ci�orp■furaâon.whicheanboflilal, oalbo.,raportodl'lidialNSAIDoat..,�modurir,iRib'n1ri, 
MillorMlhovl..,rrwig ,,,.,,p1oru or a pre�ou• �tb'1 ol terious Gl events.  Tlleri,kolGI bleedi'O,,,jcerolion orpetlo,'8ion � ,;gherwilti 
incr91!�ng NSAIDdœl1, rlpa1ienllVlitl1 hillo,-yolLiœr, pmnJl1rl)'fomipli:mldwll!i hrllrnormagt01'porf<n.lon ( .. o .. ,1ion4.3),andrltho 
11do.rly. Th-priontsshou�conrn1nco-rionlwk>.-dosoo,llilablo.Cornbinrionhnpywilh �agonts{o.11.11iooprœlt>or 
protonpurnplnhlbllm)oi'<nJdbecontlderedfortheoep,,tlentt,andolooforpotlenlsrequlrlngconoornllln!lowdo""o,plrln.01'otierdrug,11<otyil 
incrllaH � r11k {Heb-and 4.5� f'aDln15wlh a hlllory d Gl lo>:lcty, par1aiorl)'whon oldorly, 1hould rapa1a�'"'1.aJal 
1bdonin,j")fflplomo(•"P1ci•llyGI blllding)partiwlllliyrllw .-.iliolstognol-ri. Caulion ilacl,,;.Ji, potiontsrtelMnyairaxmanl 
med�omwhimo:,Lij i,""""'11•r�kol-.ionortlleedlng,auoho,hoplll1n"5C1rttM!treahleriorgMlnln11"notnoo,llrilcoog�on1souoh 
01Warforil.orolhornonstoro�alanti-ilnanrnatorydrug,:,i1dudi,go�,aücyli::ac�givanatanl-illarTYnato,-ydOlel().1ga,singloinl:ibor 
� 1S lolal011ly1mo,,,,ij{SNStction H). Whtn GI blooding orulctr1ion occ"'in pahnl,i rtctivingmolo<ieam. h'oWlmoritllauld b• 
-r11Wn.NSAIDolhou�tltgM!nwil1 core il � Ml'1 1 1imryol""'1rni'ltestiMl cbe_(...,..évecoib,,Crol!n'scbe-)01theoe 
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"'PJlroprllllemonllort1gonOodYlce1rere<µrodilrpotlentsY,lll,1hlotoryolhypellen8lon1ncllorml�lornodeMleoongeollvoheertl!lllure""1Ucl 
"'-ondoudorna. haw boen "'l)Orlod i, 151octation wi1'1 NSAIDhoropy, Cillic;d monitoring ol biood?1a1SU"'lorpHOnt.atM&kil 
flCOrrwnonltdllli-.rn.ord,,poci,jlywràvTil!lmlnlinlliolonwlth11olalican.Tho""olooo-.NSAlllsicdudi,g'""""an,(portCUlorlylll 
h�dooo,1nOln long tem1 lreolrnenl ) 01oy be ..,.,,,lolodw!h 1S/'Mllncreo!odà!kol1rl!Jrlal lhrornbolloevenl!l(ilr"""'"Plemyoœrdllll 
inl:m:lon 01'-� Thll'IOl'l i1S11fllcilnl tlalaloududo1ud1 •rll<lorm�bllllr:w!h unconlrollld hyporllnao!1, o:,ngo,ti..hlart 
failuM,eotab&1hldioohaellioheertdi......,,?01'1lhlnil""Mll dileooo,andkrœre-ordi,..00 100Ulâoo�bo1rœteclwilti molo..ioom 
aftorcnful oonoidnion. Sinür con,ldo.l'HOll shoud b1 mado boffl lnitiabr<i long■-1trm1rl....,ri ol palj1nt,:wla, r11s faclol'l lor 
œrdkiVl'llt1Àllrdl-""(e4h)f:,er!Molon.hyperlpld'"""',dlllbolosrroellirl,ornoklng) 
stJnlHCl!om Sorlouo 1klnl'IIOlon1, 10m1ofth1rofllrl,lncludlnQ-lvotlllrmotll�. Slovlno-Johnl0noynOromt.1r>J lo>:.,e�O■rnlll 
rrocrdysio,hlvoblll'1rapor1tdvory1W1�in-,ci1biwifiho<MolNSAIOo(,"U).Pationts1pparlobtat�..trisk.oflwso'"câons 
wfyln1hooruroeoltheropy, thoon,etolthoreaciloo occurrlnglnlhe ..,jO!tlyofcooe,wllt1lnhe1htrnonthollreetrnont.Melo�eomlh>Jdbe 
d�oonlOOldalhfntappo1n11C1ol1kill'Olh,rT1\JC0511 111it"11.orarr,"o11■1ignolt,wo■11iovlly. 
,,.._olliNromlr-'frmclionaswih...,..NSIJDs.occuionali,crw.s•ilnrum1rorarnilasol ... � • ...,.-•rl•r11mbiliNbinor 
«horl/vort.wtlon pnrnetors, .. we1u1ncree ... 1r1 .. orm aeot1nlne end bloocl u'"" �l'og•n •nd otherloboralory dlotum.noe1, h..,. boen 
l'l?Orlud.Tl1•rmJO!tl)'ol-lnstanct&n1"mpowyandmlld.Shwk11�•uchalloomaallfyp""""lllinfflcariorl)llllslont,thoadmlnlstraDonol 
1.1o1ro:a .. ohoulôbo�.-xl•fllll'Ollriailinwsfiilol""'undor1ok., 
l'IJnt:IJoMlfMllfdurjNSAJlls,bylrtitlmngthevo,oollotlngelrectolreMlproolllgl•ndino,l'M)'lnducear111r:l<lnlll reMlf!lllrel7i'reà.Jdlonol 
glomlrutarffnro11on.Thlso<Mrllll'lf■ll ir.O-,jopll!cll!ri.A!tilOlglMingollho-lll■ltoralœrdoa,_,cnful111111111lmgolOM'IIIII 
ond11n11lkincmir.""""1ffllrdodrlpoliWl'lidihfolfowi,griltfadon 
-Eldetly •Conool"llllnl l'!!menll suoh oo ACE lnhtill>ro, onglotenlln-l on"(lonlll!, 
,.rtan,,cluro1ic, (S,.Hciioo4.5.lnllraciiooMlhohrmadicilalp-andohlrl'onnlofinioraciioo) 
oflyp(IV(lltom;1(wh-lhlcauN) •Con!IMtiY•�Wu,. 
-Renllfdure •Nephmtlo,yrdmrne 
'4.'-""'""phropattry •Swar1hopaticdyffl!ncaon(Hrumalbumi1<25iJlc,Child�h•"""').10) 
ln ial'l irs1arcoNSA11ls .. ybth1c:ou,oalinlorrilial "'f"'rilil,gkmonolonoplrlis, ,..01od!Aarynterœioornophrnticr;ynltornt.n.do .. ol 
melro:œfflinpotlen1swlhencl-ategeren1lflllreoohlemodlolysls,holijnotbe�hera,an1.5,ng.Nodo,ere<lJotlon iire°"ftdlnpdentsVlll1 
l'lildorrnodorat.l'ln,.inpornrij.1.irlpa,l1nl!iwlhacreabrin1dll.......,.olgr1•1lr11an25-) 
Sodnlm, P•"'"""" IINlw.torrot.nfion lrduclion olwlium, polassium ondfflr11tontion and lnttrfnact wlh lw mffl.fflic ohcll ol  
dllrellOO l'M)'Mlll'wllh NSAO.. Furlhennore, 1decre ... a11helnlh)'P"rteMM!etlectofdh)'P"rteMlvo dnjg, cen OOC11" (oee,oc!on 4.5). 
Consoq11■11y,Clldo.ma,cardiacfalu11or11VP1rtlnlitl1mayOlprocipltalldor""'Cllbatodinsu1coptiblo�a1alWIIIII.Clnicalrr<ll'liltrilgil 
lhereforenoœss,rylor?011iont3atrisk(S"""""<ln$4.2anl4.3) 
��perlwl""" """ be llwourod byol•beteoc,oonoorrlœnltreoinent .,.,,,., il lnoreae r:,,i..olum ('""oecil"'U). Regulor 
monllort,golpota"nJmvaluonhouldbaporlormudlnsuohco, .. 
Od,v�.,.;_,..1.,,.Mv■H rollClonsa11ofton llllwolfl:llnlod rloldorly, hQI001'WNkonod rdvidua�. whohnforo l'lqlla'I 
core!ulmorlloi'lng.Mwli1olherNSAID9,pertk::!Jl!tcoulkin larequlredirllho•klerly, � wllllm n,nol,hlfidc,nJcardloc11Jndlonsmflequonlly 
lmp11rod.The1lcllrlyhsvoen-hquoncyolldvlr11reodlonoilNSAIDoe,peclal�g-lrlttlllnllbllodlnQ1nOporforl!lloowliohmny 
bolal:if(11n1ctia14.2). 
Meloxlolm,M""i'otherNSIJDl'M)'fflllk•)"l'pton,sol•nLl'ldellylnglriec1louodi ... ,o.Theu .. o1molold""'","'v,t&,'nydrugkncllmilk111b! 
O)'Cioo.,ygl""'1/?l'O'llaglandil syrd,8lil, nry ln1pair f8r1ül)'and ilnotrecim-ad in...,...nalllrnp'àigil""""""". lnwomanwllohaw 
dilliculiNforC01'1C1iYing.orwhoa11und,rgoi1ginvorligationolin/trt,lil)',wl�olm1oxiclm$houldb1cc,,�rod 
� 
NSAIDsmoycauHoni1croasudr11kal..,ioulcardiow,cular \tlromb01Co1'11111,"-'1ial iilordion,andmlkll,M"lichcanbofatolThiir11S 
moy n:l'IO,o wilh <rn!lion ol LJN. Potionts with c:oroo,,-,Jor d�-.. or risk foœJlll lor co,-diavo,cul!t 6-H IT11)'bt ltgroo .... riK (•H 
SPECIALWAANINGSANDPREC.O.lJTIONS FORUSE� 
-- � connl'l>calld fortio 1rom,ont dpo� p1il i1 111Nlliny oloorooaryar1■y t,ypa,1 g� (C.O.BG) ""'}llry(a1 
WARNINGS) 
-G-nteolirwlR!k 
!N5,i,IDIC11.Non ..,,_d ris1:of ,orio1"gaslrt>intoolil1ifadYtrll 1VOnts nculng�•�1 .icomon.ooo p■romon ol lw lllomach or 
lnledne•.-oonbef!ltll 

�=
-nllconocourolM)'tln'llclmguH•nd w!houtwmnlng1yrnptorn1.Eldarl)' potllll1s 1"'"lg"'...-nstilr 11rlou•l,Jllllrdntadnlll 

U-l...,.ctionwithctlwmodicin1lproduotoù'lllolh1rforNolinltr&olionlnltracl<ll'loudiuhovoonlyOl.,porl<wmodin'11�1!. 
Ph111D11WY□ernonltrllllRMi 
Ott!ornonstoroidlllliJ�C1'\1511(NSA!a.)ll!d""'l;1sa,lcyi"clCidJ3111d:cOIIDnabon(-socaonH)wia1o11ornonf11roitllllanl· 

�:.::,:d�
rtugo, k"dJdlngooetylSlllcyl� orldglvenot Mt-...llry dooes ( >1g"' •ingleln1ake orJ3gu loteldol�!ll'IIOUnl)ll l"Olt 

�0$/"4G�:Thec:or,,x,ni1artuoewil1oorlioollenJid, req"""" eouionboeou"" ol•niro;renedrilkol bl""dlr"Qor 
�,.-..,_ 
�u/anlorhopamadmioistoradingorialriotorat<Vawo dœ..:Con,�orabl)'�cnaaood riskolblaodr,g,viarnbitll'lolplatllo1function 
ond dornog1 il ti19Nl'odoodon,l"""'"'. NSIJ□. moy tnh"""' lhl ohcit ol on�n1l, l'Jdi • worlarin (5N""""441.Tho 
o:,ncon;'llu'llu,eolNSAlllsandanll"'"1liJMlsorti.4>11i11clmlnls1orodlngarl!b1csoralrurmlvodo,elonolreommendod(5eesedlon4.4).ln 
l'lmlining ,....olh1parin<MC1UlonilnoC01Aryduoloan i1crusld blNclnyrilS, Cam.i rr<ll'litoring ol th11NRil roquil'ld f l ?l'O'l'I'  
lrnpollt.eillWlldstme<:mblnatlon 
�anclMl/plale/lldrug,:lncn"""dr11t«-1'1l,'4alnhlb!looolplatelotfunc11onanddarna111ilhgartroduodenllrouc:oaa. 
SoloctivoSo,olril �JMibitM/SSRlo). iro-dr�kofga,troi,loltinatijoodi,g 
Dlrnl'r:t,ACElnllUmand�� HSAIDlffllyreducolheeflecloldOJ�ooend ol!ierll'l1�nlM!Or11g,. lnoorne 
pat;onllwilhcomprom;sud,.nllfunolon(1.g.dohydro1udpotiantl01'oldorl)'potins,,;a,a,mpromilud""'iilM1ctioo)lho«Hllininisnlitllol1n 
�lnlibilororAngiollnon-llonlogorillsand og,rn11thotimib< cycio-OX)'glllU mry...,Ji;ln furt,oroltorioraioo olronollioclicn,.-icli.dn;i 
poMibleaoulorenellaUure,wlicll �u,uliyreverolhle.Therelore,1h•oornblndonsh<udbeadmlnlolmdwl110IUtlon,eopedollyln theelderly. 
Pal1nl!iotit>JldOl�llll�hydratld100 a,noidnlon 1houdb1�nil rraib-inQof111'111/url:aonaflwn11101'\ol""""1ffillri11npy. 
•ndporiodicallylherealter(""••lsollldion4.4) 
O!tlOJ"ll'llll,)l)MO<l&IW� (1,g. Botl./J/oclœmJ:Nlor1h•lotler, •doorl ... of11o lll1t�)'Plrlenllveefloclolbeta-lllŒkel'O (Outillnhlbllon ol 
prol1aglarfflwil'ivaoodiwynci)c:anocw. 
C,ici,,"""1..-,(<.g.cpl,porrl. illcm/imuJ/:Her:f'!mlO�cilyolea�Ll'ink111bilor:lm.-JbeeriioncedbyNSAIO.vi•ren,jpmsilgllrwlin 
mod�lad llrocll.Dumg cx:rnœm trnotrnon1 rona1 1111aitl1 il il lie moaou"'d. Acarollimonib:inrelof1hoffllllll funcliooil l'000mm1ndad, 
nplcidyiitiooldorl)'. 
lmloufemod!M>!&:NSAIDshavob .. nreported1adecn11etheetllœcyaf�l'out,,"1edovtoes . .t,docre"""oflhoelllœ�oflntrauh!nnede\llceo 
11,'NSAIO.hwlbe■lprovioull)'�bli-lLlhrOOl"Ml'lOIII 

f'h.-m1çpk[lll�loh,!JCPIYll·Flfldçlmolo•icamont\1phnrwCOO•otiçsofolh1•dn,go 
LlhJr;m:NSAIO.tiw..beenrer:,,rtodblncregebloodflllllln Ml1(wlcll!crMlodrenal""""11onolltlhiJm),whlmrnayreochtoxtcvlllueo.The 
"""""'""""' <M ol llhiun and NSAIDI � not """"'"'"'dod (- Hction 4.4� r lm corrilin;non •PP""" nOCOloary, ithiJm pl...,. 
coocon'oaions,t,c,,jdborroritlllrlc:arlyduMnglwiilalion. odjuRllont..,dwllidrawal olm1ir;o;WO-ri.�1Toui..NSIJDsca, 
roduoelhetubul,roecrollon ol..,l!iotrexa!elherel>Ji,mulng lho pl .... 000011m!llomofmett.m,x1111,, Nl11hls ..,,on, forpaflentoon hl� 
""'""""olmothonxatl(rTXl1'11'1an15mg/Wlll<)lhl"""""'"ilariu•olNSMll�not-•ndld(-IIC0"14,4).Tl11rllkolani11lrml"1 
tietw,enNSAIO �rat<M'ISinl-le,:llllli.tlbecoritidered1l,oin?01lionl1onkllodoeageofmelholrexate.oipe,:iollyrlpotierrtswilh 
ln1polr..:lfflMlflllc:tlon.lnC101oom�nolonll'OOtrnentll""""""'rybloodoellOO<lllandthll'trlOlfunctlonohouldbomnlklrod.C&rlonohouldbo 
1'ikan rl ca,. bohNSl\fDand mothoN>:aw .,.giY<lnwilhii 3 dayo,rlwhidi C010hapl..,,. kMlf olm�mayir<;"'"'" ""dca.. 
-..dbiicq. Allt<Mq,hph•rmar:okie,icoolmdlriruo11(15nlglwNk)wiol'lnol""'vontly•lflc:lodbycoro>lmilanlmoloxieamtrutrNnt, 
lotit>Jldbeconoidered111taiehlernolologicoil>XDl)'«melh-0111bearnpü!odl1,'TI!1tm•ntwlhNSIJDdnig•("""1-).(Soe•noo 
4.6) 
Ph!l[IIOOlclra:t�iot,IJldloo!•EfledrlQlherdnJœonlJoolJorrn"")ldr,otlç<dmeklx\çlm 
�o:Chol""1yranino""""10ra1elh llimatioo ol rnlllo..ica m by i,tem,pbr<ithoo-paic croJalon1e1hatciearancefor 
� ilcreli,eo 11,' 50% arw,j the Ollf-ile decreaseslll 13±3 �- n,� illel'lclion � of chcll tiJ,l"cance. No cincafly reieVlrt 
phar""""klnetlcdrug-drugi,t,,rocllonsworecleloolod�hre,podtotheoonoomllMtadmlnl,trotlon«.,,.,cidl,cimelldlne1nddlgolln 
O•P�ncy,.Ollctotlon 
f'rlgnancynhllition ol prollaglaooin ryntl\01i1may """"'""� dacltho p"'!ln•ncy an�tho •mbryo/Foa1al dovakipmort. Data frorn 
'l)itlilroological oudi11,uggffl 1n .....,.d rilkol "'"""rria,i11ndolC!IOioc.,.1formlljonond gllSb'OIICNoiollfttrUS1 ol 1 prool,gl!lr'ldln 
..,.,ai .. i1mibrlori1oertypregriercy. Thlabociulerilkforca!Oiowl6cularmollorma'ion-irlcroe,odfrom1Mlhan1%,uptoappr,ximal91)'1.5 
%. Tho ri&k� b1& ... d to incroosollil'idoooand wralion dth■apy. lno�mai,,l.drrnsnion of1 prool;aijlardii•,nd,Nililhi�ilrhu be■I 
ohownbreoullnlncreModpre-endpoot-tn�onl!ltlonlosoandermryD-loetel lothally.lnaddlllan,lncreeood rddenoesolvM<Mmoiform!IIIMS, 
k"dJclnycardiovawJar, h..,1bllnroporlld i1arùmel•�•Prollai,andi1,ynh1i11nhtiltorOurtnghorgano111nl1ioporiod.lluril'lghht 
and leCOnd l!iiwtorolJJl'ellnoncy. mebcieam lhocid notbe giYen � cie1rl)'necessary. lfrr,elo,i,;arn � crood by1...,...n a1tempting lo 
001101!M!, c,clmg lhe ffrol ond 111C011d trlrnoolerol pregl'IUIC)', h dose should bo lœpta1 lowand Our!ltlon oltn,affl!nt .. lhort u poi,�b� 
Dumgthotlirdffl...,rolpr91J1aicy,onprœ1ag1and�oynthooilmbltor1may .. pœo lwfu0Uto 
•Ca�ry1oxicily(wllt1pr1111of,J1•c""""oll!lducus1rior.....,,r>Jl'"mJl'l11Yi,ypor1sllOO) 
-ren1ldpfunc1lon,-moyprogre,storen!lf!IUure..mio!go-lryd1t11,,,,..,I• 
'hrno1Mrandlhlnoonot-,athtndof11111J1"1C)', lo: 
'l"'"lbleprolongaflonofbleodlngtrroe,..,.,,....,llll,.ill,._et!ectwhichm.-JOOCll""""not""')'lowOOOM. 
-lnhlb�onoluttrlneoontacllonl1'11ulligin00�)'8dorprolongadlabOU". 
C00Nq<J1nly,mok,t,;cam�conl'oinclicalldtlimglhlfrd•.,_,ofprognancy. 
LodatlonWhle 11a lpodllc ""1'....,,,, exists for rne\oxbm, NSIJOs ,.. k,..,.,,, t, pa,.�il mothOC1 nik.Admlnlohtlon lherofore lli rd 
reoom..,rrlod lnwornenM'\OaroilMltlnoding. 
4.7-Ef'rac:loon1bllllylodr1Vl .. dU11machlnHTllo"'""no1p<><if,cnidio,oltho1bilil)'ildriwonduoomlClinory. -.onthoOl,isol 
thlph1rmorxxfynllTW; proffl1 tr-.f ltpJltld odvo""drug l'IIC!iool, ._k;:,âeon,io lbly1o h"'" noorrllijiigi�,nt..oon ti-•bilitioo 
_,,,,.,whonl'lsullldl'1urbll'IOeSordrnwllnes1,vor11110c,olh•roentroll'll!Mlll!lsplemolslurbonoesoccu,-,llsodYl""bleilrefrolnfmmcl,,Mng 

:'.:ü.:!:�= 
1) GIIMNI DHcrf,ollcn  Oed""", h)'pertMllon, anclOll'dloc folure, hl.vo been � n woclolon wllt1 NSIJD treotmeri. Tho moll 
Olffllllrll)'-ob'8Mdmlvaroo OVlll'l1saro g""toln1erlnal � nalln, Pllpticulco11, perforalion orGlbieodlng, ooreelm""la1al,ParDru•rl)'lnh 
tkforiy, ""YOC,:,.,-{tN,ICi)n4.4). NIUNI, -itirig,ol,wrh;,ta,!otullnOl,oo..tip1ion,dytplpsi1,abdorrw'llrl p"'1,mol-,hHma11n'INio, 
ulœl'll1lvo,lornolltkl,exMOrbdonoloolllllandCmlln"•di-••(oooMdlonU-Spoci!lwornlngoandprecaulloraforuH)imoboenfflf)Dlted 
�•tminil1rolion.Ll51/raquonly, g-ilholbaanob&aMid.Adw"""'"ciitl11hlvobatrlrankudir!d..-hoodrclolhgu"")"uoi'<lhl 
�- ,oryCl)1"0"1"(ll1 (�1/10J...,...,..,.,(1/10-1/100),....,,...,..,.,(1/100- 1/1000),IWl{1/rn□o-1110.000),nryl'll'l(<1/10.000) 
Untm.11(..,,1beootln1otedfrom""'lobleœtl) 
b)1ilrllol "-ruci" êlXl1i'l'IMlmhi'liliYl'llmdm1iD 
Unoommon:1'<1- Raro:Bloodcou,tiilmormal[m!dlnQOffol'ln111-0lloounl). loukop■i;i 
thronti<:cyilpel'VI 
Ysy11re:""881ofognmiŒ)'llli1h1wb .. n11portod(-sootOOo) 
-
Una,mmon:.111"'ïiicreacion,Olhorthon""'fl/1yl•côcoraniph,i,,.,,idreac:tior,o 
N•t-:AMph)kcilo..,otitl1.1n1phy\loil�reootlon 
� 
Rn:Moodaltorod,nighJT1ar11 

�=m.-::r·" 
-
Rn:ll"IIUlldislurblrlOllnckdngvilionbh.o'rod;con� 
� 
Unoommon;\lorDgo 
� 
= 

Cll/'dlocldureh""been�ortedino"oclotionw!hNSAIDtreatrnent 

Una,mrnon:Eb:,dprossco.inDwood(-soclionU),fkJ100!j 
R090lrott>ryti'Qn,dçond..,dllo!r,al<bgrdon 
Rn;AottmolnlodMduololllorgloto""plnnc,ohrNSAID!. 
� 
Yorycomrnon;�olA,nou...,_llig,lbdomlnolpoln,..,,,.llpetlon, !otulenoe,dlMhoe1 
Unoommon;Oc<>itormacrœa,picllll"lroi1lanilllhilarnCllho111,s1omûl',g011riDl,11Ucll.ion. 
Rn:Colrlil,gaOb'OOuôd"°"luœt,oeoopn"llilil w,yroro:GISb'Oiilellir..iperloralion 
Gootroln�Mlheornorrtiogo, �olll!llooc,perton,lonmoylOl'Ml..,,beseYOreand potenlal)'fatal,1,pociolly�olderl)'(1oo'"ctlon4.4) 
� 
Unoomrnon:LiYerln:ïcn<horder{e.g.rinod-mj""""'orbliroboi) V.,yr,nr:Hqiatib. 
S111n1nd&UbcJl!!nooy1tl .. LJ8dl1Qmor1 
Unoommon;M�•rna.,prurilu,,l'loh 
Yoryrol'l:D■mdotdo,,,,�IIUlbmo 

Rua:si-i1.Jàinl0n11']drorno,1mclc�•rm•lna<><li)'lil,LJl1Cll'il. 
Notknown:F'tùMlllilivily,..ctim 

� 
Uncommon;Sodiuroandwalor re1tn'ion,h)'por1<!leemil.(,eoœolionU.Specilll WfflTWlll1and,pocillprooaLtionoforUN and'"clion4.5.) 
rtnalfuncilon11otabnorrnal[ll'IC,..Hd-.n crw.lrinoarù'ornrum ""'"� 
Yoryr111:Aoulerenlllaù'elrl�arinpotierrtswlhr�kfaotor1{t""""clion4.4.� 
Go""raidi&ord•["l!ndlÇm.,111ratt,n1lloconclllono 
Unoommon;�i1cludi1g01tlllrmafthl.loMrlirm. 
c)lnlo,rnot,io,,Chtroc�lndillidwi!S.,,;,.,..,,dlor�Ocou,ri,rgAdvo<wRoo<tio,,, 
Vtsyl'lrecueoolagl'!ll'\IJooyllshlM,been-.iorted�pollenOl.....,dwlh..,IOJclcam•ndotherpotentlol�my,lotmlodrug,("""'odlon4.5) 
d)MY11111'11C11on1wlllollh1Y1not...,obl .. ody.tln nilottlnlo1l1proclJct, butwhlch1r1g11nn!y1C01plod11bt�llnbu1ablo 
1ooll\1rco,_.-,dl ln1'1clul 
O..anicl'lnrrl.-.;...yprnbob�-,1ngnow11r.n!lllaln:--,rarac.-ol�lorrilial"'phris,acult'&b.rlornoaoois,nrrplwœo')'l1Clnmo,ond 
popll!lyneoro,l•h..,.been,eporte,d (oeo .. cilon4.4) 
4.t·Olanl-Syrq,bm•lol-gacullNSAIDown:loo••"'"'""ly�iludtoimargy,OIOWllnl51,niUIIO.vonulingar>Jopigallnopai,,whioh 
"""""'ratlyl'IYlr>ibl•wilti,uppilmt Cll"I.GISb'Oii�t:t.od�eanOCCI.N' S..""poioOl'Wlgqy'"""'iihyport.-.ion,lQ.11111nalt,;,,11, 
hepo'icct;wnollon,reopiralorydeprelOion,oom1,00IMKW,oommsou1,rc:o11p1e1nd eorclaoorre61.Anaph)t!cioid_,,,ha""bem 
raporttd,,;a,t,npoulcln!lononolNSAV.or<lmoyocwfotJwir>J1novon:loN.-•ho1Jdblmana111dwia111)'fflplomllioa001upporti.. 
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loralod rel'l'<NII o1 mek>xloom 11,' 4 g oral dosel Dl d1oleolyrermr: gl'len lhrl:• tmes I doy wu 

5.1-P!.nnu:odynonicpr<>porti•Ph.-maxilhtrapoulioi,rup:Non SltroôrlAnl>-lnl.-mialoryogonl,Oxicams:M,loocicamioooon-lltrnidol 
Ml-lntlommot,,ydnjg(NSAID)ollheoxlœmf!lrrly, wlthontl-i,11Mrnetory, 1n1lgeoloend�prnpor1leo.The!11'111-tillammatryaoll\lllyol 
m-mhalliean provan � d- lî'IOOàl ol iiflamrnalon. � ,,;a, o111ar NBAIDl, b p"'cio•mochanilm ollCOOn""'1airsunkllawn 
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m-mod•rJaci<ll'lotiortdbyal NSAIO.fl'ICiudi,gM•loo<ictlro) lrlhllilonol11•biotynlhNisolpreota/Jl,ndir>I, 

U, PhorrnocoldMll,i p1Qporla � M1IO>C<:Wn ilMl ablOrbod froni h !l"otroi-.. l tacl, "'1ich il 11leelld by 1 � ab
tlioilVlil•blilyol!9"1ok,wi"Q<nl •dninil'olion (capsu<:).T1blels.Ol'lltu1per,,ion1rdeo,....wereshownlabe biooqtffllent.Foll:'.!wlrlg 
ùigleclooeodmlnlontlooafmoloxlcarn, rneanma,in,mp1o,,,,.""""'nlmtlom•"' ochl.......:l lfdlhn 2 hourofortho ""ponolon llndw11!11nMI 
hoorsl'lididooraldosogobrmllcap,""'andl:iblats).\IMi ,,,.,lodOling, .... dystatocondilionl""'""'"chodwifwi3lo5day,. Dnc9daiy 
oosngi.d1b>drug pluma00r1C1rlil'llionowllh1-V11y"""nP'"k4roughfuduoli>n rlh""'O'ol04-10 fllllrnl.lor7.5,rçOONl!or<I0.!-
2.D µglrnl.for15mgdoHo, ,..peolwly(CrmandCnmatseldyl1ale, re,;pecll'ely).M .. 1n1umpte,ma01110l!ffllmn1olrnemiœmatoleady 
f1al••r1-wAAi1f,..lo�x..,,....lorfl11ablot.capouloand1111ol'llsu,ponoio1,l'l,pocii..iy.E<ttriolal:Jso(plonformolo>:icomfollowlnQ 
oralodmlnlMrotl:lnisnot•lleredbyconcomllMtloodln1ak,. 
llilli:il1lllQDlillmicn is 'N'fslrong�blllJndlo plalrna.prottino, .... ,1at�- (W!l). r.llloxicam panolra1el into !)'l'IO'l'iat lu� il g;,. 
concemr1ionuppro,ln1ate�hdoflho,elnpl...,.._',\;Ju11oofdiSlribulionislow,on1,efl\ge1 1L lnler-irdividualvoriotion�lheorderof30-40% 
�M•loxlcam undorgoo10Jcten�vohepotlc bioll'IMfonneion.F<udlllerentrnotaboilM olrnolo..lœrowen, ldentlf\od ln urtio, 
-hnal phorm1codynanic:1Uyinoct,va,Thonlljorrnotlibolila,5'-<:artioxyrniiloxi::om(60'!lioldolll),�formud11,'-1ilnofan lntormudialt 
mo1abo6io5'-hydrœymothylmolox""'", wh,:t,laobo li<Cl.tod il o l-oxlont l9%oldo•oj rlvilroD,idiosoLQIOStt11tCYP2C9play,., 
ln1portonlrolo lnthls meteboli,ip-y, ..mi I rmorcontr1bu11onfromtheCYP3M lsoeneyme. Thopotlent'I pernxlcll!,eodl�lyls prob•bly 
'""'"''ibloforth1oth1rtwoml1abo11111,wh,:h1ŒOUnlbr 16%and4%ofai11-l'ldd011r11plCti .. �. 
� - � excreted pre-nt�lnlhebmafrnellbollles•ndoc:curolooquale>:lenlslnll'lneondfleoeo.Le,sthon5%oflhe 
o,1yœ,oll1xcra1ldlllohangadlnfaaolo,whloori}'r.!001ofthoparont..,,.,...,Lllllareoxcrn11dln<Ml,Thornoan-a1lontar-lloluboLi 
20hours.To1alplasrnacllnrreo"""'1.'1tson ... rag1eniJnio 
�
M-m0001onm!toolin..,.pl,,rmlCOklnoticli1t,oa,o,.paulicdcooflll!lllaf7.5rng15mgfoll..,;ngp■ol'll01'il1rornuocular-inllion. 
�lltpatic/,.,,./luuünq:Nliti■ hopatic,nc,rœlbrn:xltrlllr1mdilsufllcionci•h1V01oubslartiliâ-tonm,ki>icom 
pharll'll00knelco. ln1ermlnelrenolfllll,n,,llel""""'" lnlhe'«lk.meoldlotr11lulool'l'l"l-'re!!litlnhl,tlerTI!•meloxlœmooncenlrolons,and1daly 
dONof7.5mgmustnolOIIXClldld(5Nodon4.2). 
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-inelder�out;ert,,...,i�hlly-ttw,thl.t"4)01'1edfor�•rout;e<ü 

l1-Llltoluclp
-Jibmll;)lcyciodmin,pofyeorb1t,,!Kl,ll"licrocrys1aUinocollukM(,'Mcol PH-101�hyœi,xyp�mmyieoUIAIJN.ma1,111WT\sltlrlll 
oroucarei""'"""",.,,,,(AC-Di-Sol).coloidlltlioor1dN'.lilide(Aerooil-.200),itrillidiooode,lalc,polyethylenoglyœlaOOO,lllumnllmyello,,11ke 
(O!C)'llowNo.10). 
-�!lc)<;�. hordfat(W,ttpoolE�. hildlat(Wiltpool Hl5�?"'fJYl 90Uato. p;,lyoorba1l !Kl, pn,pjlor,o 9iyw,co1aniacrogol 
---
l2-lnco"""bllll11Noolf'Pllcoble 
l:1·8h1flll11ncl9itngeoondlon1;Donotuoothalablatsor,uppooiioryalwrthoo,:piydotaprin18clontho?Ockago, 8
-..:Sklreal11"mpemlLUnotexoeodll1gYl'C,ln•Œ'/ploce. 

=:.?:�==r�f:=�
g10W�ll(a�-•I• M U P

Alllr.Sullan,_Effpl. 
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