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1. Composition 

Mycophenolate Mofetil For Oral Suspension IP 1gm /5ml 
Mofecon OS mini 

Each 5mL of reconstituted suspension contains: 
Mycophenolate Mofetil |P. 

2: Dosage Form 
Mycophenolate mofetilis supplied as powder for oral suspension 

3. Therapeutic Indication 

4. Dosage and Administration 

Mofecon OS mini 1 g/5 ml powder for oral suspension is indicatedin combination with cyclosporin and corticosteroids for the 
prophylaxis of acute transplant rejection in patients receiving allogeneic renal, cardiac or hepatic transplants. 

Standard dosage for prophylaxis in renal transplant 
be initiatedw 

Momenthe te 18 vears) the recommended dose of Mycophenolate mofetil powder for oral suspension is 600.mg/m 
administered twice daily (up to a maximum of 2 g daily). 

Standard dosage for prophylaxis in cardiac transplant 

om 

Standard dosage for prophylaxis in hepatic transplant 

Mycophenolate Mofetil oral suspension should be initiatedwithin 5 daysfollowing transplantation: 
Children: no data are available for paediatric cardiac transplant patients. 

5. Contraindicatic 

Children: no data are available forpaediatric hepatictransplant patients. 

As 

Mycophenolate Mofetil IV should be administered for the first 4 days following hepatic transplant, with oral suspensioD initiated as soon after this as it can be tolerated. 

6.Warnings and Precautions 

(Pediatric Pack) 

Alleroic reactions to Mycophenolate mofetil ha olate mofetil i 
hypersensitivity to Mycophenolate mofetil or Mycophenolic acid (MPA) Mcophenolate mofetil is contraindicated durting preønancy 
due to its mutagenic and teratogenic potential. Mycophenolate mofetil ís contraindicated in women of childbearing potential not using 
highly effective contraceptive methods. Itshould not be given to women who are breastfeeding. 

6.2 Infections 

ours following transplanta 

Neopiasis nts.receiving immu 
partof an 

immunosupDresseppressiveregimens 

involving 
)are at increased rsk of developin pping vmphomas and other malignancies, particularly of the skin. 

The risk appears to be related to the intensity and duration of immunosuppression rather than to the use of any specific agent. As with 
all patients at an increased risk for skin cancer, exposure to sunlight and ÜV light should be limited by wearing protective clothing and 
using a sunscreen with a high protection factor. 

Blood and immune system 

halopath (PML 

13: 

mbination 

Oversuppression of the immune system can also increase susceptibility to infection including opportunistic infections, fatal infections 
and sepsis. Such infections include latent viral reactivation, such as hepatitis B or hepatitis C reactivation, or infections caused by 
polyomaviruses. Cases of hepatitis due to reactivation of hepatitis B or hepatitis C have been reported in carrier patients treated with 
immunosuppressants. 

of t 

ontraindicated in patients with 

Cases of Progressive Muitifocai Le 
Mycophenolate mofetil treated patients. The reported cases aenerally had risk faclors for PML including immunosuppressant 
therapies and impaiment of immune function. In immunosuppressed patients, physicians should consider PML in the differential 
diagnosis in patients reporting neurological symptoms and consultation with aneurologist should be considered as clinically indicated. 

euse of Mycophenolate mofetil BK virus-associated nephropathy has been observed during the use of Mycophenolate mofetil in patents post renal transplant. This 
or BK virus associated nephropathy, Reduction in immunosuppression should be considered for patients who develop 

evidence of BK viruS-associated nephropathy. 

patients receiving Mvcophenolate mofetil as 

fatal 

Cases of pure red cel aplasia (PRCA) have been reported in patients treated with Mycophenolate mofetil in combination with other 
tendtheir combinations in an immunosappression regimen are also unknown. In some cases PRCAwas found to 

be reversible with dose reduction or cessation of Mycophenolate mofetil therapy. In transplant patients, however, reduced 
immunosuppression may place the graftat risk. 

orted in 

Patients receiving Mycophenolate mofetil should be instructed to report immediately any evidence of infection, unexpected bruising. 
bleeding or any other manifestation of bone marrow depression. 

Patients on Mycophenolate mofetil should have complete blood counts weekly during the first month of treatment, twice monthly for the 
second and third moths, then monthly through the first year. In particular, patients receiving Mycophenolate mofetil should be 
monitored for neutropenia. The development of neutropenia may be related to Mycophenolate mofetil, concomitant medications, viral 
infection or some combination of these causes. 

7. Drug Interactions 
ercised when switching combination therapy from regimens containing immunosuppressants, which interfere 

with MPA enterohepatic recirculation e.g. Cyclosporin to others devoid of this effect e.g. Tacrolimus, Sirolimus, Belatacept, or vice 
Versa. as this might result in changes of MPA exposure. Drugs which interfere with MPÄ's enterohepatic cycle(e.g. cholestyramine. 
antibiotics) should be used with caution due to their potential to reduce the plasma levels and efficacy of Mycophenolate mofetil. It is 
recommended that Mycophenolate mofetil should not be administered concomitantly with azathioprine because both have the 
potential to cause bone marrow suppression and such concomitant administration has not been studied. 

Telmisartan: Concomilant administration of Telmisar 

Mycophenolate mofetil oral suspension contains aspartame., a source of phenylalanine (equivalent to 2.78 mg per SmL of oral 
SUSDension), Therefore, care should be taken if Mycophenolate mofetil oral suspension is administered to patients with 
phenylketonuria. 

Z.1 Interactions with other Medicinal Products and other Forms of interaction 
Acvclovir: Higher MPAG (the phenolic glucuronide Of MPA) and acyclovir plaSma oonoMDACnloem concentrations are e observed when Mycophenolate 

reased in the presence of renal impairrment as are acveluir oonotrations, the ootential exists for Mycophenolate and acyclovir or 
its prodrugs, e.g. valacyclovir, to compete for tubular secretion, further increasing the concentrations of both drugs. 
Antacids and proton pump inhibitors (PPIs): Decreased mycophenolic acid (MPA) exposure has been observed when antacids, such 
as magnesium and aluminium hydroxides, and PPls, including lansoprazole and pantoprazole, were administered with 

Mycophenola e ren comparing rates of transplant rejection or raeeMycopnenoiate mio Pa 
taioding to all antacids because heedbe Mycophenolate moletil was co- administered with magnesium 
ndaluminium hydroxides is considerably less than when Mycophenolate mofetil was co-administered with PPls. 

Chlestvramine: Following single-dose administration of 1.5 g of mycophenolale mofetil to norrnal healthy subjects pretreated with 4 9 
of cholestyramine for 4 days, there was a 40% reduction in the AUC of MPA. Cautlon should be used during conconitant 

administration or witn drugs that interfere with enterohepatic circulation 

nsoorin A. Cyclosporin A (CSA) pharmacokinetics were unaffected by mycophenolate mofetl. However, CsA interferes with MPA CyciospoI hepatic recycling. resulting in reduced MPA 9xposures by 30-50% in renal transplant patlents treated with Mycophenolate 
ietil and CsA compared with patients receiving sirolimus or belatacept and similar doses of Mycophenolate moleti. Conversely, 
hanaes of MPA exposure should be expeced when switching patients from CsA to one of the immunosuppressants which do not 
interfere with MPA'6 enterohepatic cycle 

and Mycophenolate moletil resulted in an approximately 30% decrease of 
lic acid (MPA) concentrations. Telmisartan changes MPA's elimination by enhancing PPAR garmma (peroxisorne 

mycopner ato-activated receptor gamma) expression which in turn results in an enhanced UGT1A9 Oxpression and activity. When proliter nnaring rates of transplant rejection, rates of graft loss or adverse even profiles between Mycophenolate mofetil patients with and 

without concomitant telmisartan medication, no clinical conseguences of the pharmacokinetic DDI were seen. 

Ganciclovir: Based on the results of a single-dose administration study of recommended doses of oYal Mycophenolate and i.v. 
ganciclovir and the known efects of renal impairment on the pharmacokinetics of MMF and ganciclovir, it is anticipated that 
coadministration of these agents (which compete for mechanisms of renal tubular secretion) will result in increases in MPAG and 
ganciclovir concentration. No substantial alteration of MPA pharmacokineties is anticipated and MMF dose adjustment is not reguired. 
In patients with renal impairment in which MMF and ganciclovir or its prodrugs, eg. valganciclovir, are coadministered, patients should 
Oraled carefully. 

study of coadministration of Mycophenolate mofetil (1 gb.i. 0 oral contraceptives containing ethinylestradiol (0.02-0.04 mg) and levonorgestrel (0.05-0 20 mol doeogtro a er 

18 womern with psoriasis over 3 menstrual cycles showed no clinically relevant influence of Mycophenolate rmofetil. on s 
progesterone, LH and FSH, thus indicating no influence of Mycophenolate mofetil on the ovulation suppressing action of the oral 
contraceptives The pharmacokinetics of oral contraceptives were not affected to a clinically relevant degree by coadministration o 
Mycophenolate mofetil 

Rifampicin: After correction for dose a 70% decrease in MPA omitant rifampicin 
Win conc 

administration in-a-single heart-lung transplant patient. It is therefore recommended to monitor MPA exposure levels and to adjust 
Mycophenolate mofetil doses accordingly to maintain clinical efficacy when the drugs are administered concomitantly. 
Tacrolimus: Exposure to tacrolimus concomitantly administered with Mycophenolate mofetil had ng effect on the AUC or C of MPAin 
liver transplant recipients.A similar finding was observed in a recent study in kidney transplant recipients. 

CONCORD BIOTECH 
Biotech for Mankind... 

In renal transplant patients it was show the tacrolimus ation did not appear to be altered by Mycophenolate mofetil. 
However in hepatic' transplant patients, there was an increase of approximately 20% in tacrolirmus AUC when multiple doses of 
Mycophenolate mofetil(1:5 g b.i.d.) were administered to patients taking tacrolimus 

Antibiotics eliminating 13-glucuronidase-producing bacteria in the intestine (e.g.aminoglycoside, cephalosporin, fluoroquínolone, and 
penicillin classes of antibiotics) may interfere with MPAG/MPA enterohepatic recirculation thus leading to reduced systemic MPA 
exposure 

Information' concerning the following antibiotics is available: Ciprofloxacin or amoxicillin plus clavulanic acid in pre-dose (trough) MPA 
condentrations of 54% have been reported in renaltransplant recipients in the days immediately following commencement of oral 
ciprofloxacin or amoxicillin plus clavulanic acid. Effects tend to diminish with continued antibiotic use and cease after discontinuation. 
The-change in pre-dose level may not accurately represent changes in overall MPA exposure therefore clinical relevance of these 
observations is unclear. 

Norfloxacin and.metronidazole: NorfloXacin in combination with metronidazole reduced the MPAAUCby 30% following a single 
(Ose of Mycophenolate mofetil. No such effect on the systemic exposure of MPA with either of these antibiotics occurred when they 
Nere administered separately. 

Trimethoprim/sulphamethoxazole: No effect on the systemic exposure of MPA (AUC, C) was seen with the combination 
trimethoprim/sulfamethoxazole 

8:Usein Speclal Populations 
8.1 Renal Impairment 

(AUC. has 

Other interactions: Coadmínistration of probenecid with mycophenolate mofetil in monkeys raises the plasma AUC of MPAG 3-fold. 
Thus, other drugs known to undergo renal tubular secretion may compete with MPAG and thereby raise plasma concentrations of 
MPAG or the other drug undergoing tubular secretion. 

mg) 

Concomitant administration of sevelamer and Mycophenolate mofetil in adults and pediatric patients decreased the MPA C and 
AUCby 30% and 25%, respectively. This data suggest that sevelamer and other Calcum-free phosphate binders preferentially 
should be given 2 hours after Mycophenolate mofetil intake to minimize the impact on the absorption of MPA 

levels of 

-Live vacines: Live vaccines should not be given to patients with an impaired immune response. The antibody response to other 
vaccines may be diminished. 

enal impairment 

No data are available for cardiac or hepatic transplant patients with severe chronic renal impairment. 

8.2'Hepatic Impairment 

au enlart natients with severe chronic renal impairment merular filtration rate <25 mUmin/1.73m) outside of the 
hotld beavolded mmediatepost-tr�nsplant period or after treatment of acute or refractory rejection, doses greater than 1 g administered twice a day 

9. Undesirable Effects 

Patients with delayed renal graft function post-transplant No dose adjustments are neededin patients experiencing delayed renal graft 
function post-operatively. 

No dose adjustments are needed for renal transplant patients with severe hepatic paranchymal disease. No �ata are available for 
cardiac transplant patients with severe hepatic parenchymal disease. 

)2 Post 

ile associated with the 
vels fimmunosuppressive drugs is often difficult to establish owing to the presence of underlying diseases and the concurrent use of many other medications. 

91 Clinical Trials 
The principal adverse reactions associated with the administration of Mycophenoiate mofeti in the preventon of renal, cardlac and 
hepatic transplant rejection in combination with Cyclosporin and corticosteroids include diarrhea, leucopenia, sepsis and vomiting. and 
there is evidence of a higher frequency of certain types of infection, e.g. opportunistic infections. Diarrhea and leucopena, folowed by 
anemia, nausea, abdominal pain, sepsis, nausea and vomiting, and dyspepsia were the predominant adverse events repoted more frequently in patien in comparison to patients receiving i.v. corticosteroids. 

InferMarketing 

Mycophenolate 

Malignancies 
As in patients receiving immunosuppressive regimes involving combinations of drugs, patients receiving Mycophenolate mofetil as 
part of an immunosuppressive regime are at increased risk of developing lymphomas and other malignancies, particuBarly of the skin 

Opportunistic infecions 

function. 

All transplant patients are at increased risk of opportunistic infections. The risk increased with total immunosuppressive load. The most 
common bpportunistic infections in patients receiving Mycophenolate mofetil (2 9 or 3 g daily) with other immunosuppressants in 
controlled clinical trials of renal (2 g data), cardiac and hepatic transplant patients followed for at least t year were candida 
mucocutaneous, CMV viremia/syndrome and Herpes simplex. The proportion of patients with CMV iremia/syndrome was 13.5% 
Children (ag 13-months to 18 years) 
The type and froo rug reactions lcal study of 100 paediatric patients 
(mg/m2) mycophenolate mofetil orally twice dail werl eli thcaPatens aged 3-months to 18 years given 600 

mofetil twice daly. However, the following treatment-related adverse events occurred with a frequency af> 0% in children and were 
more frequent in the paediatric population, particularly in children under 6 years of age, when the frequency of treatment-related 
adverse events were compared to adults: diarrhoea, leucopenia, sepsis, infection, anaemia. 

BK virus 

Serious life-threatening infections such as meningitis and infectious endocarditis have eported occasionally and there is 
evidence of a higher frequency of certain types of intections such as tuberculosis and atypical myeobacterialinfe 
Cases of Progressive Mltifocal Leukoencephatopathy (PML), sometimes fatal, have beern reported in Myconhennlate mofetil reated 
patients. The reported cases generally had risk lactors for PML. including immunosuppressant theraples and impalrment of immune 

ad neohropathy has been observed in patients treated with Mycophenolate mofetit: This infection can be associated 
with serious ou s outcomes, sometimes leading to renal graft loss. 

Binod and Immune System: Cases of pure red cell aplasia (PRCA) and hypogammaglobulinemia have heeg reported in patients 
treated with Mycophenolate mofeul in comblnation with other immunosuppressive agents. 

Congenital disorders: Congenital maltormations nave been reported post marketing in children of patients exogsed to Mycophenolate 
mofetilin combination with otherimmunosuppressants during pregnancy. 

Gastro-intestinal: Colitis (sometimes caused by cytomegalovirus). pancreatitis, isolated cases of intestinal villous atrophy Other 



adv dvors roactions during post 
card and hYpatlc transplant stúdles 

10. OVERDOSE 
Itis expected that an overdosè of mycophenolate mofetilcould po[sibly result in oversuppression of the immune system and increase 
susceptiblity to infections and bone marrow Suppression. If neutropenia develops, dosing with Mycophenolate mofetil should be 
Interrupted or the dose reduced. 

MPA cannot be removed by hemodialysis. However, at high MPAG 
removed. Bile acid sequestrants, such as cholestyramine, Gan remove 

11. Phramacologlcal properties and Effects 
11.1 Pharmacodynamic Properties 
11.1.1 Mechanism of Action 

Mycophenolate mofetil (MMF) is the 2-morpholinoethyl ester of mycophenolic acid (MPA). MPA is a potent, selective, uncompetitve 
and reverslble inhibitor of inosine nonophospnaase PDHanpears to berelated to the ability of MPA 
to striucturaly mimicboth nicoinamide adenne dinucleotide cofactor and a caavtic water molecule. This prevents the oxidation of ÍMP 
lo xanthose-5-mongphosphate which is the committed step in de novo guanósin� nucleotide biosynthesis. MPA has more, potent 
cylostalic efiects on lymphocytes than on other cells because T- and B-lymphocytes are critically dependent for theit proliferation on dë 
novo synthesis of purines whereas other cell types can utilize salvage pathways 

Prevention of organ'rejection 

11.1.2 Clinical Eficacy Studies 
adm stered in combination with the.following agents in clinical trials for the prevention of renal, 

cardiac and hepaticreiection episoces: anthymocyte alobulin, OKT3, ciclosporin and corticosteroids. Mycophenolate mofetil has also 
been administered in combination with ciclosporinand corticosteroids for the treatment of refractory renal rejection episodes. Prior to 
treatment with Mycophenolate mofetil. patients may have also received antilymphocyte antithymocyte globulin 
and OKT3. Mycophenolate mofetil has further been used in clinical trials together with daclizumab and tacrolimus. ig 

11.2 Pharmacokinetic Properties 

safety, pharmacokinetics and efficacy of Mycophenolate mofetil in combination with corticosteroids and ciclosporin for the 
prevention of organ rejetion in paediatric renal.transplant patients were assessed in an open-label, multicentre study in 100,patients 
(aged 3-months to 18 years). 

eting experience with Mycophenolate mofetíl afe similar to those seen in the controlled renal, 

The pharmacokinetics of MMFhave been studied in renal, cardiac and hepatic transplant patients. 

11.2.1 Absorption 

In general, the pharmacokinetic proile or MPAS Silar kAPA levels compared to renal transplant patients receiving 19 
atients. In the early transplant period, 

atic transplant patients receiving a 1.5g oral MMF d dose have 
oral 

Following oral administration, mycophenolate mofetil undergoes, rapid. and extensiye absorption aFd complete presystemic. 
metabolism to the active metabolite, MPA. The meanbioavailability of oral mycophenolate mofetil, based on MPA,AUC, is 94%relative 

v mycophenolate mofetil. Mycophenolate mofetit can be mieasured systemically during intravenous infusion, however, after 
administration it is below the limit of quantitation (0.4 pg/ml), 

immediately post-transplant (<40 days) renal, cardiac and hepatic transplant patients had mean MPA AUCs approximately 30% lwer 
and C.approximately 40% lower compared to the late transplant period (3-6 months post-transplant). MPAAUC values obtained 
folowing administration of 1 g bi.d. intravenous Mycophenolate mofetil at the recommended infusion rate to renal patients in the 
immediate post-transplant phase are comparable to those observed following oral dosing. In hepatic transplant patients, 
administration of 1 gb.i.d. intravenous Mycophenolate moreutoiowed y id 

enolate mofetil resulted in MI 
values similar to those found i nsplant patients inis g My 

Food had no effect on the extent of absorpion (MPA AUC) of mycophenolate mofetil administered at doses of 1.5 g b.i.d. to renal 
transplant patients: However, MPA C was decreased by 40% in the presence offood. 

Equivalence of oral dosage forms 
1g/5mL of Mycophenolate mofetil constituted powder for oral suspension has been shown to be bioequivalent to four 250mg capsules. 
11.2.2 Distribution 
Secondary increases in plasma MPA concentrations are usually observed at approximately 6-12 hours post-dose, consistent with 
enterohepatic recirculation.Areduction of approximately 40% in the AUC of MPAis associated with coadministration of cholestyramine 
(4gti.d.). consisient with interruption of enterohepatic recirculation. 
At clinically relevant concentrations, MPAis 97% bound to plasma albumin. 
11.2.3 Metabolism MPA is conjugated primarily by glucuronyl ransterase(isoform UGT1A9) t form'the tnactive phenolic alucuronide of MPA (MPAG) Io 

VivO, MPA�is converted back to free MPA Via enterohepatic recirculation. A minor acylglucuronide (AcMPAG) is älso formed. AcMPAG 

concentrations (>100 ug/mL), small amounts of MPAG are 
increasing excretion of the drug. 

is pharmacologically active and is suspected to be responsible for some of MMF'S side effects (diarrhoea, leucopenia). 
11.2.4 Elimination 
Oral administration blabelle phenolate mofetil resuted in complete recovery of the administered dose, with 93% of the 

urine and 6% recovered in the feces. Most (about 87%) of a dose is excreted in the urine as MPAG. A negligible 
mmntof dnuo (<10% of dose) is excreted as MPA in the urine. 

At clinicaly encountered concentrations, MPA and MPAG are not removed by hemodialysis. Howevar, at high MPAG concentrations 
(100 wa/mL), small amounts of MPAG are removed. By interfering with ênterohepatic circulation of the drug, bile acid sequestrants 
SUch as cholestyramine, reduce MPA AUC 

MPA's isposition spends on several transporters. Organic anion-transporting polypeptides (OATÉS) and mutidrug resistance 
associated protein 2 (MRP2) are involved in MPA's disposition; OATP isoforms, MRPy and breast cancer resistance protein (BCRP) 
are transporters associated with the glucuronides' biliary excretion. Multidrug resistance protein1 (MDR1) is also able to transport 
MPA, but its contributiorn seems to be confined to the absorption process. in the kidney MPÅ and its metabolites pot�ntly interact with 

renal organic anion transporters. 

11.2.5 Pharmacokinetics in Special Populations 
Patients with ererenal impairment 
In a single-dose study (6 subjects per group), mean plasma MPAAUCs observed after oral dosing in subjects with severe chronic renal 

impairrnent (glomerular fitration rate <25 mL/min1.73 m') were 28-75% higher than those observed in normal healthy sutbjects o Subiects With tesser degrees of renatimpairment. However, the mean singte-dose TMPAGAUC was3- to 6-fold higher in sublects with 
nown renal severe renal impairment than in subjects with mild renal impairment and normal healthy subjects, consistent with 

elimination of MPAG. Multiple dosing of mycophenolate mofetil in patients with severe chronic renal irnpairmenthas not been studied. 

Patients with delayed renal graft function post-transplant 
In patients with delayed renal graft function post-transplant, mean MPA AUC Was comparable to that seen in post-transplant 

patients without delayed renal graft function. There may be a transient increase in the free-fraction and concentration of plasma MPAin 
patients with delayed renal graft function. Dose adjustment of mycophenolate nofetil does not appear to be necessary. 
Mean plasma MPAG AUC, was 2-to3-fold higher than inp n post-transplant patients without delayed renal graft f 

In patients with primary non-functioning graft following renal transplantation, plasna concentrations 

accumulation of MPA, if any, was much smaller 

Children (aged <18 years): 

Patients with hepatic impmn MPA nd MPAG were relatively unafecled by hepaic parenchymal disease in volunteers with 
alcoholie crhosis doged with oral MMF. Efects of hepatic deease on these procesges probably depend on the particular disease Hepatic disease with predominantly biliary damage, such as primary bilary cirrhosis, may show a different effect 

11.3 Preclinical Safety 

of 

Pharmacokinetic parameters were evaluated in 55 paediatric renal transplant patients (ranging from 1 year to 18 years of age) given 
600 ma/m' mycophenolate mofetil orally twice daily (up to a maximomt o twice daily in the early and late to those seen in adult renal transplant patiens recelving mycophe 
postransplant period. sirmitar in the early and late post transplant period. 

11.3.1 Impairment of Fertility 

11.3.2 Teratogenicity 

MPAG accurmulated: 

sa 

The hemalopoietic and lymphold systems were the prlmary organs affected in toxtcolugy studles conducted wlth mycophenolate 
mofetil in the rat, mouse, dog and monkey. These effects occurred at systernic exposure levels that are equivalent to or leSs han the 
clinical exposure at the recommended dose of 2 g/day for renal transplant recipients Gastrointesinal effects wereenve in he dog 
at systemic expoSure leveIs equvalenesthmnkevat the hinhest dose (svsleic exposure levels equivalent to or 
Greate baClncal exogsure) The non-cinical toxicly profile of mycophenolale mofel appears to be consistent with adverso events 
obsenved in buman clinical trials which now provide safety data of more relevance to the patient population 

Iso 

this dose Mycophenoate mofetil had no effect on fertility of male' rats at oral doses up to 20 mg/kg/day. The systemic exposur 
represents 2 to 3 times the clinical exposure at the recommended clinical dose of 2 g/day in renal transplant patle ooroduction 
Ihe clinical exposure at the recommended clinical dose of3 g/day in cardiac transplant patiernts. In a female aonatha and 

CY concuded in rats, oral doses of 4.5 mglkg/day caused malformations (including anopaure at this dose was 
approximately lcal ernosure at he romodcinical dose of 2day tor renal transplant patients and 
approximately 0 3sihe clinlcal exposure at the recommended clinical dose of 3 g'day for cardiac transplant patients. No enecs on 
fertility or reproducllwe parameters were evident in the dams or in the subsequent generation. 

In teratology studies in rats and rabbits, fetal resorptons and malformations occurred in rats at 6 mg/kg/day (including anophthalimia, 
agnathia, and hydrocephaly) and in rabbits at 90 mg/kg/day (including cardiovascular and renal anomalies, such as eclopla cordis and 
ectopic kidneys, and diaphragmatic and umbilical hemia), in the absence of maternal toxicity. 
The systemic exposure at these levels is approximately equivalent to or less than 0.5 times the clinical exposure at the recommended 
clinical dose of 2 g/day for renal transplant patients and aporoximately 0.3 times the clinical exposure at the recommended clinical dose 
of3 g/day for cardiac transplant patients. 

11.3.3 Other 
In experimental models, mycophenolate mofetil was not tumorigenic. The highest dose tested in the animal carcinogenicity studies 
resulted in approximately 2-3 umes the systemic exposure (AUC or C) observed in renal transplant paients at lhe recommended 
clinical dose of 2 giday and 1.3 -2 times the systemic exposure (AUC or C) observed in cardiac transplant patients at the 
recommended clinical dose.of 3 g/day, Two genotoxicity assays (the mouse ymphoma/thymidine kinase assay and the mouse 
micronucleus aberration assay) indicated a potential of mycophenolate mafetil to cause chromosomal instability at severely cytotoxic 
dose levels. Other genotoxicity tests (the bacterial mutation assay, the yeast mitotic gene conversion assay or the Chinese hamster 
ovary cel chromosomal aberration assay) did not demonstrate mutagenic activity. 

12. Stora 
Storage: Store powder below 30°C. 
Store reconstituted suspensíon at 2°C to 8°C. 
Shake closed bottle well before use. 
Discard any unused portion 60 days after reconstitution. 

3. SpeclalInsrueionsTorOsenagto tetogenic efects avoid inhalation or direct contact with skin or mucous Be 

membranes of the powder contained in Mycophenolate mofetil oral suspension (before and after constitution), If such contact occurs, 
wash thoroughly with soap and water:; rinse eyes with plain water. 

Mycophenolate mofetil for oral suspension each bottle of Mycophenolate mofetil for oral suspension (Mofecon 0S mini) contains 
17.5 gm Mycophenolate mofetil in 55 gm for oral suspension yielding 1g/5mLafter constitution.c 
Mycophenolate mofetil for oral suspension should nol be mixed with any other medication. 1 

-Preparation of suspension: 
1. Tap the closed bottle several times to loosen the powder. 
2. Remove CR cap and peel offalumínum seal. 
3. Measure 47mL of Purified Water in the measuring cup (up to the mark), Add approximately half of the total amount of purified water to 

the botte and shake the closed bottle well for about 1 minute. 

14 Packs 

posa 

5 Remove C 
6.Close the bottle with CR cap tightly. This will assure the proper fitting of adapterinto the bottle. 
7.Write the date of reconstitution and date of expiration in the bottle label before use. 

(The shelf-life of the reconstituted suspension is 60 days). 

15. Shelf life 

mainder of purified water to the bottle and shake the closed bottle 

225 mL bottle with 55gm powder for Oral Suspension, 1 bottle adapter,1 measuring cup and 2 oral dispensers. 

24 months when stored at recommended storage conditions 
Use the reconstituted suspension within 60 days 

Keep out of reach of children 

16. Manufactured in India by: 
CONCORD BIOTECH LIMITED 

297-298/2P, Valthera, Ta.:Dholka, 
Dlst:Ahmedabad-382225, Gujarat. tpa 
Mfg.Lic.No.: G/25/2148 

VPO0346-00 

ell for about 1 minute. 
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