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=
mrotocol=numberW= sMMPRR=Cm=PMN=PA=
=
mhase=of=develoémentW= meApb=fff=
=
aate=of=first=enrolmentW= OVLMOLOMMU=
=
aate=of=last=coméletedW= PNLMPLOMMV=
=
CoJordinatorEsFW= ar=ieçnardç=mfpbiifI=sia=clamimiaI=QPI=MSMQV=péçletç=EmdFI=
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=
péonsor=oeéresentativeEsF=
for=study=reéortW= Clinical=ptudy=CççrdinatçrW=jyriam=ClkaljfkbpI==HPP=EMFR=SN=TP=TP=OU=
=
=
aate=of=reéortW= OSJAérJOMNM=
=
ptudy=éerfçrmed=in=cçméliance=with=dççd=Clinical=mracticeK=
=
qhis=infçrmatiçn=may=be=disclçsed=in=whçle=çr= in=éartI=submitted=fçr=éublicatiçnI=çr= fçrm=the=basis= fçr=an=industrial=érçéerty=
licence=çnly=with=the=written=aéérçval=çf=mierre=cabre=jédicamentK=
mierre=cabre=jédicament=is=the=çwner=çf=this=reéçrtK=
=
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kame=of=ComéanyW=mierre=cabre=jédicament= fndividual=ptudy=qable= Ecor=kational=Authority=rse=lnlyF=

kame=of=finished=éroductW==
sMPRR=

oeferring=to=jodule=R=
of=the=aossier=

=
=

kame=of=active=ingredientW=
cerrous=suléhate=

solKW=KKKKKKmageW=KKKKKK= =

qitle=of=studyW= bfficacy=and=tçlerability=çf=NOJweek=çral= treatment=with=sMPRR=versus=cbooldoAa®=
in=irçn=deficiency=anaemiaK=A=multicentreI=randçmisedI=çéenJlabel=trialK==

fnvestigatorsW= ao=ieçnardç=mfpbiif=J=sia=clamimiaI=QP=J=MSMQV=péçletç=EmdFI=ftaly=

ptudy=centreEsFW= qhe=study=was=cçnducted=by=érimary=care=éhysicians=in=ftalyK=

mublication=EreferenceFW= kçt=aéélicable=

ptudied=éeriod=EyearsI months …FW=
Edate=of=first=enrolmentF=
Edate=of=last=coméletedF=

cirst=enrçlmentW=OVLMOLOMMU=
iast=cçméletedW=PNLMPLOMMV=

mhase=of=develoémentW=
fff=

lbjectivesW=
mrimaryW=
pecondaryW=
=

mrimary=çbjectiveW=
qç=demçnstrate=nçnJinferiçrity=çf=sMPRR=versus=cbooldoAa®=çn=haemçglçbin=level=
restçratiçn=after=NOJweek=treatment=in=irçn=deficiency=anaemiaK=
pecçndary=çbjectivesW=
qç=assess=the=efficacy=çnW=
J frçn=stçres=restçratiçnI=
J éatient’s=anaemia=related=symétçmsI=
J éatientDs=quality=çf=life=imérçvementI=
qç=evaluate=the=gastrçintestinal=and=the=glçbal=tçlerability=çf=the=érçductsK=

jethodologyW= mrçséectiveI=multicentreI=randçmisedI=éarallel=grçuéI=çéenJlabel=trialK=
cive=visits=were=élannedW=screening=visit=EsNFI=inclusiçn=visit=EsOFI=fçllçwJué=N=EsOI=Q=
weeks=after=sOFI==fçllçwJué=O=EsPI=U=weeks=after=sOF=and=endJçfJstudy=visit=EsRI=NO=
weeks=after=sOFK=

kumber=of=éatients=
Eélanned=and=analysedFW=

QMM=female=éatients=between=NU=and=RM=years=were=élanned=EOMM=éatients=éer=grçuéFI=PVV=
were=treated=ENVU=in=the=sMPRR=grçué=and=OMN=in=the=cbooldoAa®=grçuéFI=PRV=
éatients=ENUR=in=the=sMPRR=grçué=and=NTQ=in=the=cbooldoAa®F=in=the=full=analysis=set=
and=PNO=éatients=ENSR=in=the=sMPRR=grçué=and=NQT=in=the=cbooldoAa®=grçuéF=were=
evaluated=in=the=éer=érçtçcçl=analysisK=

aiagnosis=and=main=criteria=for=
inclusionW=
=

tere=included=in=the=study=thçse=éatients=whç=met=the=fçllçwing=criteriaW=
J Ambulatçry=females=between=NU=and=RM=years=with=irçn=deficiency=anaemiaNW=

o haemçglçbin=level=between=VM=gLi=and=NOM=gLiI=
o serum=ferritin=level=Y=PM=µgLiFX=

J Able=tç=understand=the=érçtçcçlI=cçmély=with=its=requirements=and=attend=at=visitsI=
likely=tç=be=cçméliant=during=the=studyX=accçrding=tç=the=judgment=çf=the=
fnvestigatçrI=and=having=given=written=infçrmed=cçnsent=fçr=willing=tç=éarticiéateX=

J ff=required=by=lçcal=regulatiçnsI=registered=with=a=sçcial=security=çr=health=insurance=
systemK=

qest=éroductI=
aoseI=jode=of=administrationI=
Batch=numberW=

sMPRR=–=OQTKOR=mg=dried=ferrçus=suléhate=Eequivalent=tç=UM=mg=elemental=irçnFI=çral=
administratiçnI=N=tablet=çnce=a=day=befçre=fççd=every=mçrningI=batch=kr=p_MQTQK=

lther=éroductI=aoseI=
jode=of=administrationI=
Batch=numberW=

kçt=aéélicable=

auration=of=treatmentW= ptudy=drugs=had=tç=be=taken=çrallyI=çnce=a=day=during=NO=weeks=–=T=daysK==

sMMPRR Cm PMN PA=–=synoésis=éage=NLR==

================================================
N=A=cçnfirmatiçn=çf=the=diagnçsis=çf=irçn=deficiency=anemia=was=çbtained=by=the=central=labçratçry=analysis=at=the=inclusiçn=visitK=
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kame=of=active=ingredientW=
cerrous=suléhate=

solKW=KKKKKKmageW=KKKKKK= =

oeference=theraéyI==
aoseI=
jode=of=administrationI=
Batch=numberW 

cbooldoAa®=J=ROR=mg=dried=ferrçus=suléhate=Eequivalent=tç=NMR=mg=elemental=irçnFI=N=
tablet=çnce=a=day=befçre=fççd=every=mçrningI=batch=kr=QSRTTqcMOK==

Criteria=for=evaluationW==
bfficacyWW=

mrimary=assessment=criterionW=
Cçméarisçn= between= the= O= grçués= çf= the= mean= haemçglçbin= level= after= NOJweek=
treatmentI=
pecondary=criteriaW=
J cçméarisçn=between=the=O=grçués=çf=the=mean=ferritin=level=after=NOJweek=çf=

treatmentI=
J evçlutiçn=çf=the=haematçlçgical=éarameters=frçm=baseline=tç=visits=PI=Q=and=R=Eserum=

irçnI=serum=ferritinI=transferrinI=transferrin=saturatiçnI=sçluble=transferrin=receétçrI=
erythrçcytes=cçuntI=reticulçcytes=cçuntI=haemçglçbinI=haematçcritI=mean=
cçréuscular=vçlumeFI=

J evçlutiçn=frçm=baseline=çf=éatient’s=anaemia=related=symétçms=at=visits=PI=Q=and=RI=
J mean=changes=çf=mhysical=Cçméçnent=pummary=EmCpF=and=jental=Cçméçnent=

pummary=EjCpF=çf=pcNOI=between=baseline=and=visit=RK=
pafety= Criteria=for=tolerability=evaluationW=

J mercentage=çf=éatients=reéçrting=at=least=çne=adverse=event=fçr=each=treatment=grçuéI=
J mercentage=çf=éatients=reéçrting=at=least=çne=mçderate=tç=severe=gastrçintestinal=

adverse=event=fçr=each=treatment=grçuéK=
ptatistical=methodsW paméle=size=calculationW=

Assuming= a= nçnJinferiçrity= margin= çf= Q= gLi= fçr= the= mean= haemçglçbin= levelI= and= a=
standardJdeviatiçn= çf= NN= gLiI= and= taking= a= çneJsided= risk= aléha= çf= OKRBI= NSM= éatients=
withçut= majçr= deviatiçns= were= required= éer= treatment= grçué= tç= demçnstrate= nçnJ
inferiçrity=with=a=éçwer=çf=VMBK=
_ased=çn=an=estimated=rate=OMB=çf=éatients=excluded=frçm=the=éerJérçtçcçl=analysisI= it=
was=élanned=that=QMM=éatients=wçuld=be=enrçlled=EOMM=in=each=grçuéFK=

= ptatistical=analysisW=
Cçméarability= çf= the= O= grçués= regarding= demçgraéhic= characteristics= and= the=
haematçlçgical= éarameters= at= inclusiçn= by= éarametric= çr= nçnJéarametric= testsI= as=
aéérçériateK=

= mrimary=criterion=
jain=efficacy=analysis=was=éerfçrmed=çn=the=mer=mrçtçcçl=EmmF=éçéulatiçn=datasetK=
qhe= lçwer= limit= çf= the= VRB= cçnfidence= interval= çf= the= difference= between= test= and=
reference= drug=was= cçméared= tç= the= nçnJinferiçrity=marginW= if= this= limit= was= abçve= –
Q=gLiI=sMPRR=was=tç=be=declared=nçnJinferiçr=tç=cbooldoAa®K=
qhe= same= analysis= was= éerfçrmed= çn= the= cull= Analysis= pet= EcApF= éçéulatiçn= as= a=
cçnfirmatçry=analysisK=

= pecondary=criteriaW=
pince=it=is=difficult=tç=define=nçnJinferiçrity=margins=fçr=secçndary=criteriaI=the=analyses=
were= éerfçrmed= using= statistical= tests= fçr= differences= between= sMPRR= and=
cbooldoAa®K=All=criteria=being=quantitativeI=either=the=ptudent=çr=the=tilcçxçn=test=
were=usedI=as=aéérçériateK=

ptatistical=methods=EcontinuedFW pafety=analysis=
aescriétive= analysis= çf= adverse= events= accçrding= tç= jedaoA= classificatiçnK= cisher’s=
exact= test= fçr= cçméaring= the= incidence= çf= gastrçintestinal= adverse= eventsK= aescriétive=
analysis=çf=clinically=significant=abnçrmal=values=fçr=biçchemistry=and=vital=signsK=

sMMPRR Cm PMN PA=–=synoésis=éage=OLR==
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kame=of=active=ingredientW=
cerrous=suléhate=

solKW=KKKKKKmageW=KKKKKK= =

pummary=J=ConclusionsW=
bfficacy=results=
qhe=demçgraéhic=characteristics=çf=the=éçéulatiçn=fçr=the=mm=data=set=are=summarized=belçwW=

= sMPRR=
kZNSR=

cbooldoAa®=
kZNQT=

qlqAi=
kZPNO=

Age=EyearsF=–=jean=EpaF= QMKS=ETKSF= QNKN=ETKPF= QMKU=ETKRF=
teight=EkgF=J=jean=EpaF= SQKQS=ENNKMVF= SPKOS=ENOKNRF= SOKUQ=ENNKRVF=
eeight=EcmF=J=jean=EpaF= NSPKU=ESKPF= NSPKM=ESKVF= NSPKQ=ESKRF=
Bjf=EhgLm²F=J=jean=EpaF= OPKPM=EQKONF= OPKUQ=EQKRPF= OPKRS=EQKPS=

qhe= tilcçxçn= test= between= bçth= study= grçués= did= nçt= reveal= any= statistically= significant= difference= acrçss= demçgraéhic=
characteristicsK=qhe=treatment=grçués=can=therefçre=be=cçnsidered=cçméarable=regarding=their=demçgraéhic=characteristicsK=
=
qhe=mean=EpaF=values=at=baseline=çf=anaemiaJ=and=irçn=stçreJrelated=éarameters=investigated=are=summarized=in=the=table=belçwK=

= = sMPRR=
nZNSR=

cbooldoAa=
nZNQT=

eaemçglçbin=EgLiF= NMRKS=EVKVF= NMTKN=EVKOF=
eaematçcrit=EBF= POKSB=EOKQF= POKTB=EOKOF=
brythrçcytes=EqLiF= QKNR=EMKPQF= QKNV=EMKPT=
jCs=EfiF= TUKTM=ETKQVF= TUKTQ=ETKUPF=

marameters=related=to=anaemia=

jCe=EégF= ORKRR=EPKMOF= ORKTU=EPKMOF=
cerritin=EµgLiF= SKS=ERKPF= TKS=ERKVF=
qransferrin=EgLiF= PKP=EMKRF= PKQ=EMKS=
qransferrin=saturatiçn=EBF= NQB=ENQF= NQB=ENQF=

marameters=related=to=iron=store=

pçluble=transferrin=receétçr=EmgLiF= OKQ=EMKVF= OKQ=ENKNF==
qhese=results=demçnstrate=the=çccurrence=çf=irçnJdeficiency=anaemia=in=the=éçéulatiçn=studiedK=
qhe=mean=EpaF=treatment=cçméliance=was=VRKNMB=ESKUUBF=in=the=sMPRR=grçué=and=VPKQPB=ENMKNVBF=in=the=cbooldoAa®=
grçuéK=
qhe=results=çf=the=érimary=analysis=çf=haemçglçbin=levels=in=the=mm=and=cAp=data=sets=at=sR=EilCcF=are=summarized=belçw=in=
fçr=bçth=treatment=grçuésI=tçgether=with=values=çf=the=mean=differences=cbooldoAa®=minus=sMPRR=and=its=VRB=CfK=

eaemoglobin=ievels=EgLiF=at=sR=EilCcF= sMPRR= cbooldoAa®= aifference=
xVRB=Cfz=

kumber=çf=available=data== NSR= NQT= JMKUNP=mm=data=set=
jean=EpaF== NORKOR=EVKSNVF= NOSKMS=EVKUTNF= xJOKVUSX=NKPSNz=
kumber=çf=available=data== NUR= NTQ= JMKTMN=cAp=
jean=EpaF== NOQKM=EVKSRQF= NORKS=ENMKNPNF= xJOKTRQX=NKPRPz==

qhe=érimary=çbjective=çf=the=study=was=metI=as=these==results=in=the=mm=data=set=at=sR=demçnstrated=the=nçnJinferiçrity=çf=sMPRR=
cçméared= tç=cbooldoAa®K= qhe= levels= çf= haemçglçbin= were= cçnsistently=similar= acrçss=bçth= treatment= grçuésK= qhe= results=
were=cçnfirmed=in=the=cAp=data=setI=with=values=çf=differences=between=bçth=study=grçués=very=similar=tç=thçse=çbserved=in=the=
mm=data=setK=

sMMPRR=Cm=PMN=PA=–=synoésis=éage=PLR=
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qhe=results=regarding=the=analysis=çf=the=evçlutiçn=çf=haemçglçbin=levels=in=the=mm=data=set=are=summarized=in=the=table=belçw=
fçr=bçth=study=grçuésI=tçgether=with=the=value=çf=the=mean=difference=cbooldoAa®=minus=sMPRR=and=its=VRB=CfK=

eaemoglobin=ievel=EgLiF= sMPRR=
nZNSR=

cbooldoAa®=
nZNQT=

aifference=
xVRB=Cfz=

kumber=çf=available=data== NSQ= NQS= JMKQOT=collowJué=N=EsPF==
jean=EpaF== NNTKTQ=EUKPUOF= NNUKNS=ETKOQPF= xJOKNUUX=NKPPRz=
kumber=çf=available=data== NSQ= NQS= JMKNNN=collowJué=O=EsQF==
jean=EpaF== NOOKV=EVKMQVF= NOPKMN=EUKNNF= xJOKMQNX=NKUNVz=
kumber=çf=available=data== NSM= NQP= JMKQOR=bnd=of=study=EsRF==
jean=EpaF== NORKSQ=EVKOSUF= NOSKMS=EVKUNOF= xJOKRUPX=NKTPOz=
kumber=çf=available=data== NSR= NQT= JMKUNP=bnd=of=study=

EsR=ilCcF== jean=EpaF== NORKOR=EVKSNVF= NOSKMS=EVKUTNF= xJOKVUSX=NKPSNz==
qhe= mean= values= çf= the= evçlutiçn= çf= haemçglçbin= values= çver= treatment= indicate= the= same= érçgressive= restçratiçn= çf= this=
éarameter=frçm=sQ=çnwards=in=bçth=treatment=grçuésI=thus=demçnstrating=the=effective=treatment=çf=anaemia=with=cçméarable=
efficacies= in= bçth= treatment= grçuésKK= qhese= results= cçnfirmed= the= nçn= inferiçrity= çf= sMPRR= cçméared= tç= cbooldoAa®=
éreviçusly=demçnstrated=with=the=érimary=analysis=çf=haemçglçbin=levels=in=the=mm=and=cAp=data=sets=at=sRK=
qhe=çther=secçndary=haematçlçgy=éarameters=investigated=were=erythrçcytes=cçuntI=haematçcritI=jCsI=jCeCI=élatelet=cçuntI=
and=white=blççd=cells=Et_CF=cçuntK=qhe=mean=values=çf=the=evçlutiçn=çf=these=éarameters=çver=time=in=the=mm=data=set=indicated=
nç=statistically=significant=difference=at=any=time=éçint=between=the=sMPRR=and=the=cbooldoAa®=treatment=grçuésK=All=these=
éarameters=tended=tç=recçver=tç=values=clçse=tç=nçrmal=rangesI=with=the=exéected=exceétiçn=çf=t_C=and=élatelet=cçunts=which=
were=nçt=affected=by=bçth=treatments=investigatedK=
pimilarlyI= the=mean=values=çf= the=evçlutiçn=çf=éarameters= related=tç=irçn= EferritinI=transferrinI= transferring=saturatiçnI= sçluble=
transferrin=receétçrI=and=irçnF=dç=nçt=indicate=any=statistically=significant=difference=at=any=time=éçint=between=the=sMPRR=and=the=
cbooldoAa®=treatment=grçués=fçr=any=éarameterK=qhe=evçlutiçn=çf=irçnJrelated=éarameters=was=nevertheless=slightly=slçwer=
than=that=çf=haematçlçgy=éarameters=fçr=bçth=treatmentsK=
All=the=symétçms=çf=faAI=which=cçnsisted=in=fatigueI=éallçrI=dysénçeaI=nails=disçrdersI=lçss=çf=aééetiteI=alteratiçn=çf=cçgnitive=
functiçnsI=and=skin=disçrders=imérçved=çver=treatment=with=similar=éatterns=in=bçth=study=grçuésK=
qhe=evçlutiçn=çf=the=pcJNO=éatients’=scçres=fçr=éhysical=health=and=fçr=mental=health=did=nçt=reveal=any=statistically=significant=
difference=acrçss=bçth=study=grçuésI=and=all=éarameters=shçwed=imérçvementsK=
pafety=results=
qhe=çverall=extent=çf=exéçsure=ranged=frçm=P=tç=NPQ=days=with=a=mean=–=pa=çf=UNKR=–=ORKQ=daysK=qhe=extent=çf=exéçsure=was=
slightly=higher=in=the=sMPRR=grçué=EUPKU=–=OOKO=daysF=than=in=the=cbooldoAa®=grçué=ETVKR=–=OUKN=daysFK=
A=tçtal=çf=OOS=adverse=events=EAbsF=were=recçrdedK=qhe=number=and=incidence=çf=Abs=was=slightly=lçwer=in=the=sMPRR=grçué=
ENMQ= Abs= in=SO= éatientsI=PNKPBF= than= in= the=cbooldoAa®=grçué= ENOO=Abs= in=TO=éatientsI= PRKUBFK= qhree= EPF= seriçus=Abs=
EpAbsF=were=çbserved=in=O=éatients=in=the=sMPRR=grçué=and=R=pAbs=were=çbserved=in=R=éatients=in=the=cbooldoAa®=grçuéK=
qhe=number= çf= Abs= leading=tç=éermanent= study=drug=discçntinuatiçn=was= lçwer= in=éatients= receiving=sMPRR= ENT=Abs= in=NO=
éatientsI= SKNBF= than= in= thçse= whç= received= cbooldoAa®= EON= Abs= in= NU= éatientsI= VKMBFK= pimilarlyI= the= incidence= çf=Abs=
cçnsidered=related=tç=study=drug=by=the=investigatçr=was=nçtably=lçwer=in=the=sMPRR=grçué=ERR=Abs=in=PV=éatientsI=NVKTBF=than=
in=the=cbooldoAa®=grçué=ETT=Abs=in=RQ=éatientsI=OSKVBFK==
As=exéected=fçr=this =class=çf=drugI =gastrçintestinal =EdfF=system=disçrders=was=the=mçst=frequently=affected=system=çrgan=class=
EplCFI= and= was= exéerienced= by=NTKTB= and= ONKVB= çf= éatients= in= the= sMPRR= and= cbooldoAa®= grçuéI= reséectivelyK= qhe=
incidence= çf= mçderate= and= severe= df= treatmentJemergent= Abs= was= significantly= lçwer= EéZMKMMTF= in= the= sMPRR= grçué= ENN=
éatientsI =RKSBF =than =in =the =cbooldoAa®= grçué= EOU= éatientsI= NPKVBFK= qhe= çther= Abs= were= çbserved= with= cçméarable=
incidences=acrçss=bçth=study=grçuésK=jçst=df=Abs=were=çf=mild=çr=mçderate=intensityX=and=the=incidence=çf=severe=df=Abs=was=
cçméarable=in=bçth=study=grçués=EP=éatients=and=N=éatient=in=the=sMPRR=and=cbooldoAa®=grçuéI=reséectivelyFK=

sMMPRR=Cm=PMN=PA=–=synoésis=éage=QLR=
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=
kame=of=ComéanyW=mierre=cabre=jédicament= fndividual=ptudy=qable= Ecor=kational=Authority=rse=lnlyF=

kame=of=finished=éroductW==
sMPRR=

oeferring=to=jodule=R=
of=the=aossier=

=
=

kame=of=active=ingredientW=
cerrous=suléhate=

solKW=KKKKKKmageW=KKKKKK= =

kç= clinically= relevant= change= frçm= baseline= was= çbserved= in= the= evçlutiçn= çver= time= çf= labçratçry=éarameters= investigated=
EreticulçcytesI= élateletsI= leukçcytesI= basçéhilsI= eçsinçéhilsI= neutrçéhilsI= lyméhçcytesI= mçnçcytesI= immature= reticulçcytes=
fractiçnI= mean= cçréuscular= vçlumeFI= with= the= exceétiçn= çf= mean= cell= haemçglçbin= EjCeF= and= mean= cell= haemçglçbin=
cçncentratiçn=EjCeCF=which=bçth=increased=çver=time=with=similar=éatterns=in=bçth=treatment=grçuésK=
kç=clinically=relevant=change=frçm=baseline=was=çbserved=in=the=evçlutiçn=çver=time=çf=vital=signs=éarameters=investigated=
Esuéine=systçlic=and=diastçlic=blççd=éressure=Ep_m=and=a_mFI=and=heart=rate=EeoFFK=qhe=evçlutiçn=éattern=was=similar=in=bçth=
study=grçuésI=withçut=significant=change=in=p_m=Emean=–=pa=changes=assessed=at=sR=çf=JMKT=–=NNKO=and=JMKQ=–=NNKR=mmeg=in=the=
sMPRR=and=cbooldoAa®=grçuéI=reséectivelyFI=a_m=Emean=–=pa=changes=assessed=at=sR=çf=MKN=–=TKV=and=JMKO=–=UKT=mmeg=in=
the=sMPRR=and=cbooldoAa®=grçuéI=reséectivelyFI=and=eo=Emean=–=pa=changes=assessed=at=sR=çf=JOKV=–=VKQ=and=JMKT=–=UKS=
beats=éer=minutes=in=the=sMPRR=and=cbooldoAa®=grçuéI=reséectivelyFK=
AbnçrmalI=nçt=clinically=relevant=éhysical=examinatiçns=were=çccasiçnally=reéçrted=at=variçus=time=éçints=during=the=studyI=with=
cçméarable=incidences=in=bçth=study=grçuésK=qhe=mçst=frequently=reéçrted=éhysical=examinatiçns=were=thçse=éertaining=tç=the=
gastrçintestinal=systemI=such=as=abdçminal=swellingI=éain=çr=discçmfçrtK=
lverallI=TR=éatients=received=a=cçncçmitant=treatment=after=the=start=çf=the=study=medicatiçnI=PR=éatients=ENTKTBF=and=QM=éatients=
ENVKVBF=in=the=sMPRR=and=cbooldoAa®=grçuéI=reséectivelyK=
=
Conclusion==
fn=the=cçnditiçns=çf=the=studyI=the=restçratiçn=çf=haemçglçbin=level=after=QI=U=and=NOJweeks=çf=administratiçn=çf=sMPRR=was=nçt=
inferiçr=tç=that=çbserved=with=cbooldoAa®K=qhe=restçratiçn=çf=erythrçcytes=Ecçunt=and=BFI=haematçcritI=haemçglçbinI=
ferritinI=mean=cçréuscular=vçlumeI=irçnI=transferrinI=transferrin=saturatiçnI=sçluble=transferrin=receétçrI=reticulçcytes=cçunt=and=
ratiç=sçluble=transferring=receétçrsLlçgEferritinF=éarameters=shçwed=nç=statistical=inferiçrity=çf=sMPRR=versus=cbooldoAa®K=
kç=clinically=relevant=difference=was=çbserved=in=the=number=çf=reséçnders=between=sMPRR=and=cbooldoAa®K=
frçnJdeficiency=anaemia=EfaAF=related=symétçms=imérçved=çver=treatmentI=as=shçwn=by=the=questiçnnaireI=withçut=relevant=
difference=between=sMPRR=and=cbooldoAa®=treatment=grçuésK=qhe=pcJNO=survey=indicated=that=the=imérçvement=çf=quality=
çf=life=after=NO=weeks=çf=treatment=did=nçt=differ=between=sMPRR=and=cbooldoAa®=treatment=grçuésK=
_çth= sMPRR= and= cbooldoAa®= were= well= tçleratedI= glçbally= as= well= as= by= the= gastrçintestinal= system= after= NO= weeks=
administratiçn=tç=female=éatients=with=symétçmatic=faAK=
kç=clinically=significant=difference=between=treatment=grçués=was=çbserved=in=the=incidenceI=relatiçnshié=tç=study=drug=assessed=
by=the=investigatçrI=and=intensity=çf=pAbs=and=Abs=leading=tç=éermanent=study=drug=discçntinuatiçnK=
qhe=incidence=çf=gastrçintestinal=Abs=was=statistically=significantly=lçwer= EéZMKMMTF=after=administratiçn=çf=sMPRR=than=after=
cbooldoAa®K=
eaematçlçgy=éarameters=imérçved=çver=treatmentI=in=relatiçn=tç=irçn=stçre=in=bçth=treatments=grçuésI=withçut=difference=in=the=
number=çf=abnçrmal=labçratçry=values=between=sMPRR=and=cbooldoAa®=grçuésK=kç=clinically=relevant=change=frçm=baseline=
was=çbserved=in=vital=signs=éarametersK=
lverallI= this= study= demçnstrated= that= sMPRR= administered= at= UM= mg= éer= day= exhibited= an= efficacy= çn= the= restçratiçn= çf=
haemçglçbin=levels=and=irçn=stçresI=imérçvement=çf=faAJrelated=symétçms=investigated=and=quality=çf=life=nçt=inferiçr=tç=that=çf=
cbooldoAa®=administered=at=NMR=mg=éer=day=when=during=NO=weeks=tç=female=éatients=with=symétçmatic=faAK=kç=clinically=
relevant=differences=were=çbserved=in=the=number=çf=reséçnders=between=sMPRR=and=cbooldoAa®=treatment=grçués=after=QI=U=
and=NO=weeks=çf=treatmentsK=
jçreçverI=bçth=drugs=investigated=exhibited=a=gççd=tçleranceI=and=sMPRR=was=demçnstrated=tç=have=a=statistically=significant=
better=EéZMKMMTF=tçlerance=than=cbooldoAa®=regarding=mçderate=and=severe=gastrçintestinal=AbsI=which=are=amçng=the=mçst=
frequent=sideJeffects=exéerienced=by=wçmen=çf=childbearing=age=suffering=frçm=irçnJdeficiency=anaemiaK=
=
aate=of=reéortW=OS=Aéril=OMNM 
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