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"""'''''''P'-'' AdUltS: 
The ~ therapeutic benelll-ffsk rllliO 18 ob6enoe<! with a daHy dose of 2 g (2 tablel8 twice delly). A dally dose 012 9 11 pene~M)" recxlrn,,._lded Ior renal 
transplarl; patient&. Where 8 hlgw level of lmmuootaJppresslon appear. wafTanled In selected pallsnts, a daily MyOfa dose 013 g (3 tablets twice daII~ 
can be given. 
No dose adjustmenlla required In pallenls wllh delayed postoperative renal graft lunctlon. However. pa\lents should be C8IelLty monitored. In renal traO$plant 
r&tactlon, no changes QCCurln the pharmacoklneIlc5 cl mycophenollc acid (,""A) that make k necessary to rllducelhll dose or dltieontinlJ8 aannstrallon. 
Chilclrfl(1 and IIdoIeSCfKItS (age 3 monlhs 10 r8 YN(3): 
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daM)" (daUydoM: 1.5 g). Patient. with a body II!.n1aC41 araa >' 1.5 m'may be trested wflh M,Ort !ableta at a dose of 1 9 twice cLally (dallydoee : 2 g). 
C.rtlllfC trwNpl.n1 
Adults: 
The recolTVMOdlld dose lor Clll'dac tnanaplBnl patient. Is 1.5 9 twk:e dally (dallydosa 3 g). In cardiac transplant rejectiOn there Is no reasonlOf dose 
cofTectlon. 
Chikkfl(1at!dadol&SC8fIls: 
Nodataareavallableforped!etriccardlactr8l1splanlpallarts. 
He~tJc t"''''plant 
~Is: 
The recommenoed dose for hlllpatlc trl/lSplant petlents Is 1.5 g twIce daIty (daily dose 3 g). No pharmacolUnetlc dala are ava~able In hepalic lnlneplant 
rejection. 
ChikkfHl and adoIasctHIls: 
No data ara avallabla lorpedialrlc hepatJctr8l15p1anlpallert • . 
Method or admlnl.trluon 
It I. rllCOrnn'\8nded hi oral doaagelonns 01 MyOra be taken on an empty stomach. Patlent.lOIith a sleble renal grIll can take MyOra with load 
Special dORge Inetructlons 
Rerw/ /mpairmfInI 
In cardiac or hepatk: transptanl patlerts wilh MWlfe dlronlc renallaYUf8, MyOra should he UQ8(j only r the 811pec1ad benefll cMwelghs the potential rIslt No 
da1aareavellabLelnlhesepatlenta. 
Renal transplant leclplents with I8vere ctwooic renallalture (QIomerulaillltraUon rate <25rnV1T1n11.13 m"') who were given slngill oral doses 01 MyOra had 
higher AUC values lor plasma mycophanollo acid and mycoph8no11c acid gll.CUronIda (MPAG) than patlanls wilh more rrioor rehlllltmpalrmenl or heaNhy 
sut:J;eds. Such renal transplant raclplenta should nol be treated wilh MyOra dose6llig"- han 1 9 twloe dally and must be earetuH)" manilored. 
Hepalic impalrmfNll 
Dose adju6trnanIls umeoeseary In renallr8l1sp1an1leclpients with "vere p!lrenchymalliver diseel8. 
No data are avaltable on eardac Iransplart reciplenls with savere parerdlymallfver disease. 
Myelosuppression. 
11 neutropenia ocan (absolute navtrophU oouri IANC1 <1 .3xl03l1l1). M)Oral'TlUld be tliscontinuedor h dose reduced. Appropriatedlagnoetk: msts shook:! 
al90 be performed and trealmanl given. • required. 
./do", 
In aldfKlypaUents the same dose Is recommended aaln aellRs Pallents In tlH age groupara at Increased risk 01 side ellects. 
CONTRAIND1CATIONS 
HypeNlElnslUvtty 10 mycophenolate mofelW, m~pherolk: acid 01 any 0I1ha 8IIclplantllllsted InIer oompoaition; pragnarc)". 
WARNINGS AND PRECAUTIONS 
Patients reeelvlng M)Ora _ part 01 en Immunosuppressive regimen ere at tocraaMd ri. 01 developing ~e8 and other rnatlg1anc1es. in parllcliar 
01 the skin. The risk appears 10 depend more on the intanslty and Nallon 0I1ha Imrrunosuppra581on than on the use 01 a partlcUar drug. As In all patients 
allncreaMd rte:k of IIkIn CIWlCBf, lUll and ultlllvlolal ellf'OSVl8lhould be ~ed by wearrg protectJve dolhlng and U6Ing a sunecrean w!th a high prolac\lOrl 
lactor, OVer~esslon 01 the Inurune .)'SIem may also Increase alJ9C&ptlbility 10 lnfadlon,lndudIng opportuni&tlc infections. latal ... ,actJons and sepsis 
In the three oontroRed 1IIudiaf1 of rajectlon ptaph)'4axis anar renal trMSplantaUon. the Inddenoe 01 latallnfeetions _limilar In patients recaMng 
myoophenolate mofetW Of the conltol treatment In combination with other In'muno8UWessant8 (<2%). In the controlled lIIucIy Of! rejection p'oph~1s 
fallowlng c.atdIac transplantation, lata{ Wec\1ons OCClITed In 1.7% 01 patlentl5 treated wNh mYOOphenolate motetlt and3.e% treaiedwith azalhioprina In 
corrbInIIlIon with other Immunoeuppr8888llt&. 
:~~'it!~~:r:a~=,:~~nolala mofet!I, helP" vIru!Ilnrectlonll (H. limplex, H. ZOIIi!er end cytOlflflg8kJlArus [CMV]) wafa more 

Ha!pltS 15I~1I infections _e also more IreqUllnlln hepatJc patients treat8d wilh myoophanolata mofatH than In those traated wIIh &ZatNoprlne. 
Up 10 1.5'110 01' renaltreneplant recipients treated IMth rnycopher'IoIata mo4atillor rejection prophylalllsdeveiopadsaVtlfe newopenia IANC <5OO/1I~ . 
Up to 2.8% of cardiac tran&plant redplants recelYlng myooptlerolata moletW 3 g daMy and no patients (0%) recalvlng azathioprine developed &evere 
neutropenia. 
Net.troperUa may be caosed by mycophanolate moI'at~, oonc:::omltant medicatiOn, e viraJ inlecUon or a corrblnation of these!ectofS. 
In patients raoalvlng MyOra the neutrophil count should be monltOfed and MyOra discontIntJed Of its dose redl£8d as appropriate. Co(l1)lele blood counts 
ahouIcI be performed weekly dU'lng the Ifrst month of trealmeri. hto4ce monIhly In !hi &ecOnd IWld third months, thlln once rnonthIy!or the lInt year. 
Patients Ireated with MyOra /rUSt be told to r8pOl1lmmed1atel)" en)" evidence of Inlectlon 01 any lJ'lOSual bruising. bleeding Of other s~OfT'II; 01 bona ITI8ITOW 

aplasia. 
As mycophaoolale moiatM has bean ~lc:8ted In an tnc:f8a&ed Incidence of gastrointastna! aide enacts, Inclu::ling Uc6ra. hlHTlOlrhages and per1ora1iol'll, • 
should be U1I8d with c:autJon In patlenta with severe active gaslrotnlssUnaI die6ase, 
Since M)Ora Is an Inoatne monophosphate dehydrogallD98 (I""'OH) IrtlIbllor.!t should on theorelieaJ grounds be avoided In patients with IIlIe hIIInKitary 
defJclancy d hypoll8n\h1n&.guarine phosphoribosyttrancfer8$8 (HGPAl) su:::h as leliCh-Nyhan or KeUaV-Seegrriller syndrome. 
Patients should be advl98d tha! dlJ'ing treatment with M)Ofa. vaccInations may be lea e~aethIe and II'Iat!he usa at Hve vacclnas sholAd be avoided. 
EIderi)" paUants may be at a higher n.tc of &ide affee\a than younger patient • . 
Ills raconvnended that MyOra no! be coaanlnlstered with azathioprine .nee both product. lTliIIy cause bone morrow apiasis and thelr c:oadminl&tratlon has 
~baenlludlel1 

Pregna"lC)' .,d Uicutlon 
Myoophanolate mo'etU Is con\ralndb!ed In pregnancy. 
AcIvetsa a"aces on lela! development (inc:llIIing malformations) W81'e observed In rats and rabtlits.lll doses below those assodated with maternal toidcit)" and 
below the recommended dlnical dose. 
No stuclaa hew bean conducleclln pregnant women. 
Women of cNld-baarln;;t age ahouId have 0 negatlw serum at U'lna pregnancy teal wflh a aensllo.A!y olat least 50 mlUhri witlWl 1 waal{ prior to begirring 
therapy. Ills reoommended that mycophenolate mofetM therapy shol.Jkf not be Intliated bY the phy8lcI8n U'I!U. rerort o. e nagntille pregnancy !aSl nas bean 
Obtained. 
Elledl'0'8 oontnlcepllon mu8I. be ueed belore begirnng therapy, dIJ'fng th&r8f.l~ end Ior 6 waekllollowing dlscontlntaHon otlherapy. ever'! where there has 
been 0 hialory d Inlertillty, unIeas cbt to lIyst8fectomy. Two reliable lo~ of contraoaptlon rrust be U88d llimultaneousty U'l1ess ab61lnel108l11 the chosen 
method. If P'&gnanq' does oceur during treatment, the phyaJctan and petlent should cisel8S the desirability 01 oonIlnuing the pregnancy. 
stl.des In rata ha ..... shown that mycophanolale mofeUI" eXl:reted In the milk. " III not known whether this Is also true In hum&ne. Breast leedIng stouId 
thllfelorebecf6contlnued. 
EFFECTS ON ABIUn TO DRIVE AND USE MACHINES 
No epactflc IIbJdjas have been perlonnad. The pharmaoodynamio proIle and lflported alMl1'88 raltCtiOr.I Indcate that an enact of myoophaoolete rroIatllis 
trikaty. 
Drug IntIttNCtion. 
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by 8.6% ondthat of acIcIovlr by 17.4%. The presenca 01 renal impairment may flnherlncraasa the conc:enlratiofl 01 both substances. CoadmlrUtrstlon 01 
probenadd and m~pherolala mofetllln monka)1l rasuits In a Itreelold Ineraa68 In fooPAG AUC. 
Patients receiving mycophenolate moIetU In oombinallon with other mEHic:InaI products aubjeCt 10 active tubular secretion must be cIosety supervised 
Ganddovtr: Besed on the reaUts 01 a 61nght-do .. aOnlniatratlon study 01 raoommended doee. or oral myoophenolale molelH and Intnavenous ganclaovlr 
and !he known elfeeta of renal impairment on the pharmacokneticl 01 mycophenolote mofet~ and gancIcIovlr, ilia anticipated that coadrrinislration 01 theM 
agenb (which OOfT1M'Ie Ior renel tubular S8a'etloo) wUl raM In mea_In MPAG and gancil:lovIJ concentration. No substantial alteration d mycopheroUc 
acid pt'8rmacoknetlos la expected and mycophenoiale mofel~ do88 ~ Is noI required. PatlerU with rflf'l8llmpa11'mart coUuted wit! ~ta 
mofatland gandctow or la prodn.ga (e.g. VIIJganclcIovlr) iWSt be carefully lTIOO!toracl 
Antacids cortalrq magnesium and aluminium hydroxkie: Mycophanolate mofatll absorption Is decreased by ooaOnInIstratlon 01 antacids. 
Colest)'rarTine Of other medicinal produel.ihatinlarfere with entarohapatlc rec!rruatlon: Oea'easacl absorption and lnIafTUpllon 01 anlerohapallc redroJatlon 
by colee:tyratrine reducea the mycophenoIlc acid AUC by 40"'4. CoIestyraITDt Of other madicinal proO.ict8lha1lrCerlere with antarohepatic ntdrculatlon, 8UCh 
IIUI anablob, IiIhouId be U68d only 11 myco~1k: acid Ievell are closely monltated. "the efficacy of M)Ora may be reduced. 
ClcIosporfn A : The pharmacoklnetlcl: 01 cIdosporln A wale unaffected by m)'C09herolalc mofelll, 
Oral oontracept\'0'8.: The ptlarrnacoktnalic& 01 0fBI cortraoopliws Ite lII8"acted by ooadmInIstratlon 01 mycophenolata motatll. A lIudyol ooadmtoislratkln 
01 m~rotala rroIatJI (1 g twIoa dally) and ~ oralcontrac:epll\'e$ oontalnng ethin~r&dIoI (0.02-0.04 mg) and IeYOrlOrgeetrel (0.05-<1.20 mgl, 
deeog&strel(O.15 mg) 01 gaslodane (0.05-0.10 mg) conducted in 16 women with psoriaslsovvr Ihree menstrual cycles mowed no cllnlcalty relevant inflUence 
01 m)'COphenolale moletll on aarum levaie 01 progesterone, LH and FSH, tt'u& \r1cIk:.efrIg no InI\Jenca 01 mycophanolate moIetll Of! the ovulation-wppressng 
aclionollheoraloontl1tC8pllves. 
Trlrnaihoprlnv.ullamelhoxazole: No ,,"ect wae oo-r.ttd on the bIoa"aJlablllty 01 myoophenallc add. 
TeaoJmus: Wall-<:onlrnlled renal tran&pIanI petlenls reoaMng cIcIo6pom aodmycophanolal. moleUl (I g twice dally) shoWed about 0 30'% J1a'easa In 
myoo~rolk: add AUC and aboUt a 20% deCf8888!n ~AG AUC when cIcIosportn waa raplar;;ed with taO'ollrrus. MycophenoIIc acid Cmax was not atlected, 
while fR>AG Cmax was reO.Jced by approximately 20%. Whan switching Ilom the contlinatliJl d dcIosporln plus m~phenolal8 moletg to taaolimus 
plus mycophaooIaIa moJattl, m)'COphenollc eck1level'S should be monitored and the do6& 01 myc:ophenolate molatll ~ed 8CCOfdlngly. For paUents on 
tacroIlmus, the dose 01 M)<>ra ahoUId not elloeed 1 g IwIoa dally. In a~her stud)" In lanel l rensplant patients' was ehown that the tacrotimus oonc:entratlon 
did not appear 10 be altered by m~phenolata moratu. 
Hepatlc transplant reclplellts : IIefy Iknltad phIlrmacokinetic data I/e available In hepallc tran5p1ant recipients lI .. ted whh mycopheooLate moIetW n 
oomblnallon with tacroIimus. In a atudy avaluBtlng the effect of mycophIInoIala moIetll on the pnarmaooklnatlcs of tacroSrrus In ws_-<:Ortrotlad hepatic 
ltaneplant patlarts, there was an IrcfNse of approllimately2O'% In tecrollmua AUC when multiple doses of mycophenoI8te motalW (1.5 g twic8 dally) ware 
adminiatered 10 patients cotraatad with tacrolimua. 
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maintain clinical efficacy when ooadrrinJsterlng both m&dicInaJ products. 
LW. vaccin6s; Uve Wlodnas fI10uId not be gtVOn 10 patients with an ~trad ImrTu18 response, as antibody proOOdlon agaInst vaccine, cook:! be decreased 
SlDEEFFECTS 
ClinicB/axparieflC6 
The prioclpalalOa efteel. associated with the adrriolwatlon 01 mycophenoiate motatlt In lha prevention 01 renal, cardiaC and hepatic lfanaplant rejection In 
comblnallon ¥11th cIdosporln and oortlcoaterotds life dlarrhaa. Isukopanla. sepsis and vomltitll . There Is also evidence 01 an Increased inddance of certain == ~:lIor'myco~':::~tM In the prevenUon 01 rejection aMer renal transplanlatlon Ihowed In overall batter to!«abItlty profile with dally doses 
0I2gr.herIhan3g. 
MlllIgnancl_ 
Patlentll receiving ifTm.melJpprnsiw regimens OO"l'rising myc:ophenolate moletK ara atlncreasacl risle 01 daveloptng lymphoma and othar moIignanclas, 
particlJartyollheBkh 
lymphoprallferatfve disease or lymphoma dell8loped In 0.4% to 1% 01 patients recelW1g myoophenotate mo/etQ (2 g or 3 g) wtth ofher ~essants 
In oontrollac:l clink:attrlals 01 ranal, cardiac end hepatic transplant petlentatollowed up lor allao&l 008 year. 
In oontrolied lriaIs on lne prophyfuis cl rejection after renal transplantation the lymphoma rale was 3.9% In a mean loIIow-up 0142 montha. Non-malanoma 
IltIn carclnomall occurred In 1.6'110 10 4.2% 01 patients; other types 01 mallgnancYOCCUrTed In 0 .7% 10 2.1'l1o 01 patients. Thraa-yearsalaty data In lenal and 
can:lac traneplant patient. did nol reveal any unupecled changes In Incidence 01 malig'lancy compalfld to the 1-)'881 data. Hepatic transplant patlenls well 
lotlowadlat at least 1 year bul lea than 3 years. 
Opportunlltlc Inrac1lone 
AI lransplart reclplenls ara at Increased rIsIc 01 oppor1uri8C1c lnIections. and 1Ns risk Increases with tolallmmunosuppr886ive load. In lanal and hepatic 
tra~ant patientetha o\llSrolt inc:ldenc:e 01 opportunfstlc lrIectIons WII similar In patients Ireeled with myoophenolate moletll and aza~na. In cardIac 
trantplllnl reclplent. the overaJllncldenc:e of opportlXllsUc Inladlons on myc.ophenotate mo4etll waa about 10% hfpr than on azathioprine. The mosI 
COrTmOfl opponuAsllc lrIaclions In renal, cardiac and hepaHc transplant patients receiving mycopnerolate f!1OIetU (2 9 or 3 9 d111y) and lotlowed lor at least 
1 year were mucosal c.ancl!dasls, CMV vlremlalriynO'ome and Herpes ulmple~. The proportion d patients wilt! CMV vlrenials)'l'ldlOm8 wee 13.5%. Sepsis 
(gereraly due to CMV') OOCIJ'red somewhat more oItan In ranaltransp!ant recipients treated 'With myoophenolate mofeUl than In oontrol paUants, and 'NI' 
.,mewhel morellequent on treatment with 3 g dill)" than on 2 9 dally. In lhe controlled cardiaE: t/lnaplantatlon stud)", no difference In Ihe 1rddence 01 sepsis 
waa obeefved between patient. treeted with mycophllnola!e moletlt and controls. Among paltents treated wIIh mycopharolate moteln to pravent 111l1li1 
InImpIant reJectIon. the Incldenc:e of !atallnfections was 1tI.n!1lI' to that Of! the ~ c*tJg (<2%), the treatment In both C4SM being administered In 
corrotnatlotl with other lmrnuno6upprenant • . In the conlroU&d study 01 cardLec InInspIant rej&dlon pmphylaxjs.lllat ln1eE:tion orseplis oo::urrecl In 1.7% 
01 ~lIenllltrealed with mycophenolete moletH end 3.a% of tho .. receiving lUathjoprtne, In eech case combtned with other immunosuppraS68llls. Urtnary 
trecllnlectkll1e _rll ffequent!y obtIerwd oner renal tranepllll'ltlltion In all treatment go'OUJl". though more otten on mycopi"lenoLa!a moIellllhan azathioprine 
orplecebo, 
G_trolnt .. tlnlllllldll.n.c:11 , _ 
In r_1 and catdlac lranaplanl recipients, dlarrhaa OIXUfTecI mote commonly 00 traatment 'II'IIh mycophenolate moIaltllhan on 'azathioprine or piacebo 
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Myak)M.lPpr.,."'on 
laukopnl.a oa:urr&d more c:cmroooIy In renal tJansplanl recipients taking mycopl'\anolata moIetM than In tha control groups; It was most common In patlenls 
receiving 3 g myoophano!ate mofetY per day. By cootrast. laukopenla In cardiac trBnlplanl rllCiplants OCCurled morelrequaottyon azathioprIne than on 
treatment with mycophanota!e moIet • . Up to 1.5% 01 renal Irensplant IfIclplantagiven rnycopt1eno1ale moIelllto prevent grall rejection developed severe 
neutropenia (ANCcSOO pI). Following cardiac Irar.lplaotatlon, I8vere neuIJoperU was obset".Ied In up 10 2.8"'" 01 patients treated with mycophenotata molet~ 
3 g dally to pravent grall rejection and In no paUants treated with ezathloprne. 
ChUdr.r1 and iIdolHoanla (a month. to 18 yea .. ) 
In a clinical. study with 100 pedlatrk: paUeflls aged 3 monIhsto 18.yea", treated orally wilh mycophaooIale moletil600 rnglm' twice dally, Iha side altacla ware 
generlllly IlImllar In type to tt»se observed In adult ~lIe"'s receiving myoophanolate moletU 1 9 twlc.e daDy. HOwevel, the loIiOwing treatment-Induced aide 
eltects occlJ'red In children and adoleSC8flts alan Incidence greater lhan 10% and wara tnO(a Irequent In children end adolescents, abo .... all In thosa under 
6 yeafll. lhan In adUlls: dialThea, leuilOpenla. seps!s, lnIadlons, Inemta. 
Eldllrfy pall."ta ( 66 y..n) 
Elderly patients ma)" be a! 91eatar rlek of developing ~r1a1n inlectlor.l (Including tls8u9·lnvasive CMV !jfsease), and posslbly gastro\ntestlnel helflOfTf1aga ana 
~ory edama, than younger patient., especially ~ the)" take mycophenolale molatllas part 01 an IrrmunoeuppresslVII combination theIBp)". Side ellacls 
observed dlsltnctly more oIIen In alde~ renal transplant teclplen! wera leukopenLa. ralsect sttn.rn creatinine and dyspnaa. However. thalr incidence was no 
greater on mycopnenolote moIatll then 111 patient. treated with RZIlthloprine Incrttllli8d maUinarcy or morlaUty was no! observed In this age group o! rllM! 
tral1SlplantraE:!plents. 
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