Health Products Regulatory Authority

Summary of Product Characteristics
1 NAME OF THE MEDICINAL PRODUCT

ERtracERFludeoxyglucos¢8F) Injection, Solutionfor Injection.

2QUALITATIVE AND QUANTITATIVE COMPOSITION

1 ml containsl10— 10,000MBq fludeoxyglumse(18F) at the dateandtime of calibration.

Theactivity pervial rangesrom 110MBq to 50,000MBq atthe dateandtime of calibration.

Fluorine (18F) decaysto Stableoxygen(180) with a half-life of 110 minutesby emitting positonic radiation of
maximum energyof 634 keV, followed by photonicannihilation radiaonsof 511keV.

For afull listof excipients,seesection6.1.
3PHARMACEUTICAL FORM

Solution for Injection.

Clear, colourlessor slighty yellow solution.
4 CLINICAL PARTICULARS

4.1 Therapeutic Indications

This medicalproductis for diagnosic useonly.

Fludeoxyglucos¢8F) is indicatedfor usewith positronemissiontomography(PET)

Oncology

In patientsundergoingoncologicdiagnostigproceduresdescribingfunction or diseasesvhereenhancedjlucosenflux
of spedfic organsor tissuess thediagnosic target. Thefollowing indicaionsaresufficiently documentedseealso
section44):

Diagnoss :

o Characterisationf solitary pulmonarynodule
¢ Detection of cancerof unknownorigin, reveded for example by cervical adenothy, liver or bones metastases
o Characterisatioof a pancreatianass

Staqing:

Headandneckcancersncludingassstan@ in guiding biopsy

Primarylung cancer

Locdly advancedreastcancer

Oesmhageaktancer

Caranomaof thepancreas

Colorectalcancermarticularly in regaging recurren@s

Malignantlymphoma

MalignantmelanomaBredow > 1.5 mm or lymph nodemetastass atfirst diagnosis.

Monitoring of therapeutt respons :
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« Malignantlymphome
¢ Headandneckcancers

Detectionin caseof reasonablsuspicion of recurrace:

o Gliomawith high gradeof malignancy(lll or1V)
e Headandneckcancers

Thyroid cancer(nornrmedulary) : patientswith increasedhyroglobulin serumlevelsandnegativeradioactve
iodine whale bodyscintigraphy

Primary lung cancer

Breastcancer

Caranomaof the pancreas

Colorectalcancer

Ovaitian cancer

Malignantlymphoma

Malignantmelanoma

Cardiology
In cardiology thediagnostidargetis viable myocardal tissuethattakesup glucosebutis hypo-peifused,asit mustbe
assessedbeforehandisingappropriatéblood-flow imagingtechniqus.

Evaluationof myocardialviability in patiens with sevee impared left ventricular functionwho arecandidatedor
revascularisationvhenconvenional imaging modditiesarenot contributive

Neur ology
In neurologyinterictalglucosehypometabobmis the diagnostc target.

Imagingin patiens with thefollowing neurological condiions:

e Epilepsy,including:
o Temporallobeepilepsy
o Localisdion of epileptogenicfociin the presurgicakvaldion of parial temporalepileps

* Dementiaincluding
o Alzheimea'sdementia
o Picksdisease
o Multi-infarct (vasculardemaentia
o Parknsonsdisease

e Recurent braintumours,andarangeof otherneurologicakconditionsin which focal abnomalitiesof carbohydrate
metéabolismof brain tissueis knownto occur.
Fever
Invedigationof pyrexiaof unknown origin (or othercases with occult inflammationor infectionwhere othermodalites
are non-contibutary).
Infectious or inflammatory diseases
In infectiousor inflammatorydiseaseghe diagnosic targetis tissueor structureswith anabnomal contentof activatec
white bloodcells.
In infectiousor inflammatorydiseaseghe following indicationsaresufficiently documeted:
Localisation of abnormalfoci guidingthe aetologic diagnoss in caseof fever of unknownorigin

Diagnoss of infectionin caseof :
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e Suspectedhronicinfection of boneand/oradjacentstrudures: osteamyeltis, spondilitis,diskitis or osteitis
includingwhenmetallic implantsarepresat

Diabeticpatientwith afoot suspciousof Charco's neuroarthropéhy, oseomyditis and/orsoft tissueinfection
Painful hip prosthesis

Vasallar prosthess

Feverin anAIDS patient

Detectionof the extensionof inflammationin caseof :

e Sarcadosis
o Inflammatoryboweldisease
o Vasallitis involving thegreatvessels

Therapyfollow-up:
Unresctablealveolr echnococcoss, in seart for active locdisations of the parasiteduringmedicaltreatmentnd
after treamentdiscontinuation

4.2 Posology and method of administration

Posolo

Adults ard elderly

Therecommendedctivity for anadultweighing70kg is 100to 400MB(q, administeed by dired intravenous
injection. This activity hasto be adaptedccordingto the bodyweight of the patient,thetype of cameaused
and acqusition mock.

Paedatric population

Theusein childrenandadolesens hasto be consideed carefully, based uponclinical needsand assessinthe
risk/benett ratio in this patientgroup.

Theactivitiesto beadmnisteredto childrenandadolkscentsnay be cdculated according to therecommendationsf
the EANM peaediatric tak groupDosageCad; the activity admnisteredto childrenandto adolescentmaybe
calculated by multiplying a baselineactiity (for calculaion purposeshpy the body-massdependentodficientsgiven
in thetablebelow.

A[MBA] agministereq= BaselineActivity x Coefficient

TheBalineActivity for 2D imagingis 25.9MBq and for 3D imaging14.0MBq (recommendech children)

Patients with renal impairment
Extensivedoserangeandadjustmenstudies with this productin normd andspecialpopulationshavenotbeen

performed. The pharmacokineticsf qudeoxyqucose(lSF) in renallyimpairedpatientshasnot been charaterised.

Weight [kq] Coefficient Weight [kq] Codficient Weight [kq] Codficient
3 1 22 5.29 42 9.14
4 1.14 24 571 44 9.57
6 171 26 6.14 46 10.00
8 2.14 28 6.43 48 10.29
10 2.71 30 6.86 50 10.71
12 3.14 32 7.29 52-54 11.29
14 3.57 34 7.72 56-58 12.00
16 4.00 36 8.00 60-62 12.71
18 443 38 8.43 64-66 13.43
20 4.86 40 8.86 68 14.00
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Methodof adminstratior
Directintravenousnjection

Usewithin four hours of withdrawing thefirstdose.

For patientpreparationseesectiord.4.
Theactivity of qudeoxyqucose(lBF) hasto be measureavith aradioactivecalibraor immedatel prior to injection.

Theinjectionof fludeoxyglucose(18F) mug beintravenousn orderto avoidirradiation asaresultof locd
extravastion,aswell asimagingartefads.

Precautions to be taken before handling or administering the medicinal product
For instructionson dilution of the medicinalprodud beforeadminstration, see section12.

Imageacquisition
Theemissbn scansareusually started 45 to 60 minutes after injecion of fludeoxyglucose*8F). Providedthata

sufficient activity remainsfor adequateounting stdistics,fl udeoxygluose(lBF) PET canalsobeperformedup to two
to threehoursafteradminstraton, thusreducingbackgroundadivity.

If required repeatexamnatonscanbe caried outat shot notice.

4.3 Contraindications

Hypersasitivity to the activesubsanceandto anyof the excipientslistedin section6.1.

4.4 Special warnings and precautions for use

Pregnancyseesectiond.6.

Individud benefitfisk justification

For eachpatient,theradiationexposuranustbejustified by thelikely bendit. The activity administerecghouldin

every casebeaslow asreasonablyachievablgo obtan therequreddiagnosic information.

In patientswith reducel kidneyfunction careful consideation of theindicaton is requiredsinceanincreasedradiation
exposureis possble in thesepatiens.

In the explorationof inflammatorybowd diseass,thediagnosic peformane of fludeoxyglucose(18F) hasnotbeen
directly comparedvith thatof scintigraghy usinglabelled white blood cells which maybeindicatedprior to

fludeoxyglucosé'8F) PET or afterfl udeoxyglcose(*8F) PET wheninconcbsive.

Paediatric population
Paedatric population,seeabove.

Carefulconsiderationof theindicationis requred sincethe effedive doseperMBq is higherin childrenthanin aduts
(seesection 11 “Dosimetry’).

Patientpreparabn

ERtracERshoutl be givento sufficiently hydraed paients fasting for aminimum of 4 hours,in orderto obtaina
maximum targe activity, sinceglucos uptee in cdls is limited (“ saturdion kinetics’). Theamountof liquid should
not belimited (beveagescontining glucosemustbe avoided).

In orde to obtan imagesof beg quality andto reducetheradiaion exposureof the bladder patientsshouldbe
encouragedto drink sufficientamountsandto empty ther bladde prior to and afterthe PET examination
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Oncology and neurology and infectious diseases

In orde to avoid hypeafixation of thetracerin muscle it is advisable to avoidall strenuougphysicalactivity prior to the
examination andto remain atrestbetwweentheinjection and examnation andduringacquisitionof images(patients
should be comfortablylying down without readingor spe&ing).

Cerelral glucosemetabolismdepend®n brain activity. Thusneurobgicd examinationsshouldbe pefformedaftera
relaxationperiod in adarkenedoomandwith lessbackgrouncdhoise.

A bloodglucosetestshouldbe performel prior to admhistraton sincehypeaglycaemiamayresultin areduced
sensitivity of ERtracER especialf whenglycaemiais greate than8 mmol/l. Similarly, PET with fludeoxyglucose

(18F) shouldbe avoidedin subjectgresentig uncontrolled diabdes.

Cardiology

Sinceglucoseuptakein the myocardiumis insulin-depeadent,for amyocardal examinatiora glucoseloading of 50 g
approximatelyl hourprior to theadminstraton of ERtracER is reconmendel. Alternatively,espeially for patients
with diabetegnellitus, the blood sugarlevel canbe adjusied by a combinedinfusionof insulin andglucose(an Insulin-
glucose-clamp)if needed.

Interpretaton of the PETimageswith qudeoxquucose(lSE)
Infectiousand/ or inflammatorydiseagsaswell as regeneréive processa after suigety canresultin a significant

uptakeof fl udeoxyglucoseélgF) andtherefordeadto falsepositive resuls, whena searchfor infectiousor
inflammadory lesbnsis notthe aim of thefl udeoxychose(lBF) PET.In caseswherefl udeoxychose(lsF)

accumuldion canbe causedy cancerjnfection or inflammaton, addtiond diagnosic techniquegor the
determinatbon of the caustive pathobgic alterationmay berequiredto supplenert theinformationobtainedoy PET
with fludeoxyglucosd18F). In somesettngse.g.stagingof myelona, bothmalignantandinfeciousfoci are seached
for and maybedistingushedwith agoodacairacy ontopographt criteria: e.g. uptakeat extramedullarysitesand/or
boneandjoint lesiors would be atypicalfor multiple myelomalesionsand identified casesassociateavith infection.

Therearecurrently no othercriteriato distinguishinfection and inflammaion by means of qudeoxyqucose(lSF)
imaging.

Falsepositiveor falsenegativeresultswith PET fludeoxyglucoseg(18F) cannotbe excludedafterradiotherapywithin
thefirst 2-4 monts.If theclinical indicationrequires an earler diagnoss by PET with qudeoxyqucose(lSF), the
reasorfor theeatier PET with qudeoxyqucose(lSF) examinaion mustbereasonablyocumented

A delayof atleast4-6 weeksafterthe lastadministraion of chemotheapyis optimal,in paticularto avoidfalse
negatve results.If theclinicalindicatonrequiresanearlier diagnosisy PET with qudeoxyqucose(lSF), thereason
for the earlier PET with fludeoxyglucos (18F) examindion mustbe rea®nablydocumated.In caseof chemothaapy

regmenwith cyclesshorterthanfour weeksthe PET with fl udenxyglucose(lgF) examinaion shoud be donejust
before re-stating a new cycle.

In low-gradelymphomma, lower oeophagusancer andsuspcion of recurrentovariancancer, only positivepredictive
valueshaveto be considerecbecausef alimited sensitivity of PET with fl udeoxyglucosélBF).

Fludeoxyglucos¢8F) is not effectivein detectingorain metastases.

Thesendivity of coincidence’ET (postron emissiontomographyusing agammacameaor CDET) scannesystems
isreducedn comparsonto dedicatedPET systens, resulting in reduceddetedion of lesionssmallerthanl cm; asa
consequenceCDET is notrecommendedh any indicaion andshouldbe usedonly if dedicatedPET is notavailable.
Itis recommendethatfludeoxygIucose(lgF) PETimagesshouldbeinterpretedn relation with tomographic
anatamicalimaging modalities(e.g.CT, ultrasonographyMRI). Whena hybrid PET-CT scaneris usedwith or
withoutadministrationof CT contrasimedia someartefactsmayoccuronthe PETimages.
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Generalwarnings
It is recommendetb avoid closecontactbetweerthe patientandyoungchildrenduringtheinitial 12 hoursfollowing
theinjection.

Radigphamaceuttal productsshouldbereceved, used andadmnisteral only by authorisedersonsin designated
clinical setings.Thereceipt,storageuse transferanddisposakre subjed to theregulationsand/orappiopriate
licencesof the competentofficial organsatons.

Radigphamaceuttals shouldbe preparedy the userin amannemwhich saisfiesbothradiationsafetyand
pharmaceuticadjuality requirementsAppropriateaseptt precaitionsshouldbetaken.

FIudeoxyqucoszélSF) should be storedandhandledn adequateshielding, soas to protectpatientsandhospitalstaff as
much aspossble. In particular,it is recomnendedo protectonesdf from the effectsof beta+radiationandannihiation
photonsby uang anappropriateshielding whenpeforming withdrawals from the vial andinjections.

Specific warnings
Accordingto thetime of conditioninginjection for the patient,the content of sodum mayin somecasedegreaterthan
1 mmol (23 mg). This shouldbetakeninto accountin patientson low sodum diet.

4.5 Interaction with other medicinal productsand other forms of interaction

All medicinalproductsthatmodify blood glucosedevels can affectthe sensitvity of theexamination(e.g.
corticosteroidsyalproate,carbamazepinghenyton, phenobarbdl and caecholamines)

Under adminstrationof colony-stimulaing factors(CSFs)there is anincreasediptakeof qudeoxyqucose(lSF) in the
bonemarrowandthe spleenfor severaldays.This mustbetakeninto accountfor theinterpretatiorof PETimaging.
SeparatingCSFtherapyfrom PETimaging by anintervd of atleast days may diminishthis interference.

Theadministraibn of glucos andinsulin influences theinflux of fl udeoxygluc;se(lSF) into thecells.In the caseof

high blood gluco levelsaswell aslow plasmainsuin levels,theinflux of qudeoxyqucose(lSF) into organsand
tumoursis reduced.

No formd studieson theinteractionbetwaenqudeoxyqucose(lSF) andanycontastfor computedtomogrghy have
been performed.

Paediatric population
Seeabove.

4.6 Fertility, pregnancy and lactation

Womenof childbearng potential
Whenan administratiorof radiopharmaagticals to awomanof childbeaing potentialis intendedjt is importantto
determinewhetheror not sheis pregnant

Any womanwho hasmissda periodshould beassunedto be pregnantuntl provenothewise.

If in doubtaboutherpotentialpregnancy(if the womanhas misseda period,if the periodis veryirregular,etc),
aternativetechnguesnot usingionisingradiaion (if thereare any)shouldbe offeredto the patient.

Pregnancy:
Radionudide proceduregarriedout on pregnantwomeninvolve radigion dosedo thefoetus.

Only imperativeinvestigationshoul thereforebe caried out during pregnancywhenthelikely benefitfar exceels
therisk incurred by the motherandfoetus.

Breastfeding:
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Before admnisterng qudeoxyqucose{lBF) to amotherwho is breas-feeding,consderaton shouldbeto the
possibility of delayingthe administationof radionudeotide until themothe hasceasedreasteeding,andto whatis
themostappropriatechoiceof radiopharmaeuticals, beaing in mind the secetion of activity into breas milk.

If the administratbn is consideed necessay, breast feedng shouldbeinterruptedfor 12 hoursandthe expressedfeeds
discardel.

Closecontactwith infants shouldberedrictedduring theinitial 12 hoursfollowing injection.

Fertility
See“Womenof childbearingpotential above.

4.7 Effects on ability to drive and use machines

Not relevant

4.8 Undesirable effects

Undesirableeffectsafterthe adminitraton of fl udeoxyglucosélSF) havenot beenobservedo dak. Exposureto
ionising radiationis linkedwith cancerndudion anda potential for devdopment of hereditay defects As the effective
doseis 7.6 mSvwhenthe maximumrecomnendel acivity of 400 MBq is admnistered, theseadveseeventsare
expectedto occurwith alow probability.

Paediatric population
Seeabove.

4.9 Overdose

In theeven of adminidrationof aradiaton overdosewith qudeoxychose(lSF) theabsorbedloseto the patient
should bereducedvherepossibleby increasingthe elimination of theradionucide, fromthebodyby forceddiuresis
and frequentbladdervoiding. It might be helpful to esimate the effedive dosethatwasapplied.

Paediatric population
Seeabove.

5 PHARMACOLOGICAL PROPERTIES
5.1 Phar macodynamic properties

PhamacotherapeutiGroup:Diagnosticradiophamaceuticals
ATC code:VV091 X04

At thechemicalconcentrationsisedfor diagnosic examnations,fl udeoxyglucee(lSF) doesnot appeato haveany
pharmacoginamicacivity.

5.2 Phar macokinetic properties

Distribution
FludeoxyglucoseélSF) is aglucoseanabguewhichis accumulagdin al cells usingglucoseasprimaryenergysource.
Fludeoxyglucos¢'8F) is accumulaedin tumous with a high glucoseturnover.

Following intravenousnjection, the pharmacokineic profile of qudeoxyqucose(lSF) in thevascuar components
biexponental. It hasa distributiontimeof 1 minuteand anelimination time of approximatelyl2 minutes.
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In healthysubjectsfludeoxyglucose{lSF) is widely distributedthroughouthebody, paricularly in the bran andheart,
and to alesserdegrean thelungsandliver.

Organuptake
Thecellularuptakeof qudeoxyqucose(lSF) is performedby tissue-specificcarriersystens, which arepartly insulin-
deperdent andthuscanbeinfluencedby eding, nutritiond condiion andthe existenceof diabetesnellitus.In patients

with diabetesnellitus a reduceduptakeof fl udeoxyglucosélSF) into the cells occursdueto a changedissue
distributionandglucosemetabolsm.

FludeoxyglucoseélSF) is transporédviathe cell membranen a similar fashionto glucose putonly undegoesthefirst

stepof glycolysis,reaulting in the formationof qudeoxychose(lSF) -6-phosphatewhich remainstrappedwithin the
tumourcellsandis not furthermetabolisedSince subsguentdephosphoryl@ion by intracellularphosphatases slow,

fludeoxyglucosé18F)-6-phosphatés retanedin thetissuesover severalhours(trappingmechanism)

H udeoxyglucoseélSF) pasesthebloodbrainbarier. Approximaely 7% of theinjecieddoseis accumulatedn the
brain within 80-100 minutesafterinjection.Epileptogaic foci exhibit areducedglucosemetabolismn the seiaire-free
phases.

Approximately 3% of theacivity is takenup by the myocardumwithin 40 minutes.Thedistribution of

fludeoxyglucosé'®F) in normalheartis mainly homogenoushowever regional differenesof up to 15%are describe
for theinterventricularseptumDuring and after a reversiblemyocardal ischaemiaanincreasedjlucoseuptakeoccus
into the myocardialcell.

0.3and0.9-2.4%of theinjectedacivity is acaumulatedin the pancrasandlungs.

FIudeoxyqucoszélsF) is also boundto alesserextentto ocular muscle pharynxandintestine Binding to musde may
be seenfoll owing recentexertionandin the eventof muscula effort duringthe examindion.

Elimination

Theelimination of fludeoxyglucos (18F) is chiefly renalwith 20% of activity being excretedin urinein thetwo hours
following injection.

Binding to renalparenchymas weak,but be@useof renalelimination of flude0<yglucose(18F) the entireurinary
systems,particularly the bladder exhibitsmarkedactivity.

5.3 Preclinical safety data

Toxicologicalstudieshavedemonstatedtha with asingle IV injection of fludeoxyglucos¢8F) and 50-fold human
dosein dogsandthe 1000fold humandosein mice. No deahswereobserveé. This agentis notintendedor regularor
continuousadmnistraton.

Mutagenicitystudiesandlong-termcarcinogeniity studieshave notbeencarried out.

Environmenal Risk Assessrant(ERA)
Therelevantguidelinestatesthatcarbohydragsare exemptedfrom therequiremens for ERA becausé¢heyareunlikely

to resultin signifi cantrisk to the envirorment The potental entry of fludeoxyglucose(18 F) to theenvironmentfrom
theadministraion to patientswill bevery smallandis not of immediae riskto theenvironmentThehalf life of 110

minutesmeanghattherewill be no cumulaive effect onthe environment

6 PHARMACEUTICAL PARTICULARS
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6.1 List of excipients
Sodiumchloride
Waterfor Injections

Sadium dihydrogen phosphatalinydrate
Ethanol

6.2 Incompatibilities

This medicinalprodu¢ mustnot be mixedwith othe medrinal productsexaeptthosementionedn section12.
6.3 Shelf life

12 hours.

Thesheltlife after thefirst dosehasbeen withdravn is 4 hours.
Theexpiry time anddatearestakedon thelabelof eachvial.

6.4 Special precautionsfor storage

Do not stare above30°C.

Thevial doesnot containa presrvativeagent.If the productis for multiple use theneachdosemustbe preparedinder
asepticconditions.

Storageof radopharmaceutialsshouldbein accordancevith naional regulaions concening radoactive materials.
6.5 Nature and contents of container

Typel (Ph Eur.) glassvial (maximumsize 11mlor maximum size 15ml) closedwith eitherabromobutylor ETFE-
coatedchlorobutylrubberstopperandsealedwith an aluminium crimp cap. Thevial is shieldedby aleadcontainer

within a sealedbutercontainer.

Onevial containsl-14.9ml of solution,correspondindo 110to 50,000MBq at calibratontime.

6.6 Special precautionsfor disposal

Theadministraion of radiopharmaceuticatreates risksfor otherpersonsfrom external radiationor contamination
from spills of urine,vomiting, etc. Radidion protedion precautonsin acordancewith nationalregulationamustbe
taken

Any unusedoroductor wase materialshould be disposé of in acawrdancewith local requirements
7MARKETING AUTHORISATION HOLDER

M2i Ltd
BlackrockClinic
Blackrock

Co. Dublin
Republicof Ireland

8 MARKETING AUTHORISATION NUMBER

PA 1125/1/:
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9 DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Dateof first authorization: 215t October2005

Dateof Renewal1g March2011

10 DATE OF REVISION OF THE TEXT

Decembef014

11 DOSIMETRY

Thetablebelowshowsthe dosimery ascalculatedaccoding to theICRP 106 Publicaion.

Organ Dose absorbed per unit of activity administered
(mGy / MBQ)
Adults 15 year 10 year 5year 1year
old old old old
Adrenals 0.012 0.016 0.024 0.03¢ 0.071
Bladder 0.130 0.160 0.25(C 0.34( 0.47(
Bonesurface: 0.011 0.014 0.02z 0.034 0.06¢4
Brain 0.038 0.039 0.041 0.04¢€ 0.06:
Breasts 0.009 0.011 0.01¢ 0.02¢ 0.05¢
Gdl bladde 0.013 0.016 0.024 0.037 0.07(
Gastrointestinal tract,
Stomacl 0.011 0.014 0.02:2 0.03¢ 0.067
Smallintesine 0.012 0.016 0.02¢ 0.04( 0.07:
Colon 0.013 0.016 0.02¢ 0.03¢ 0.07(
Upperlargeintestne 0.012 0.015 0.02<4 0.03¢ 0.07(
Lower largeintesine 0.014 0.017 0.027 0.041 0.07(
Heart 0.067 0.087 0.13( 0.21( 0.38(
Kidneys 0.017 0.021 0.02¢ 0.04¢ 0.07¢
Liver 0.021 0.028 0.04z 0.06: 0.12(
Lungs 0.020 0.029 0.041 0.062 0.12(
Muscle: 0.010 0.013 0.02(C 0.03: 0.062
Oesophags 0.012 0.015 0.02z 0.03¢ 0.06¢
Ovaiies 0.014 0.018 0.027 0.04: 0.07¢
Pancea: 0.013 0.016 0.02¢€ 0.04( 0.07¢
Redmariow 0.011 0.014 0.021 0.03z 0.05¢
Skin 0.008 0.010 0.01¢ 0.02¢€ 0.05(
Spleel 0.011 0.014 0.021 0.03¢ 0.06¢
Teste 0.011 0.014 0.024 0.037 0.06¢
Thymus 0.012 0.015 0.02z 0.03¢ 0.06¢
Thyroid 0.010 0.013 0.021 0.03¢ 0.06¢
Uterus 0.018 0.022 0.03¢€ 0.054 0.09(
Remainin@rgam 0.012 0.014& 0.024 0.03¢ 0.06¢
Effective dose 0.019 0.024 0.037 0.056 0.095
(mSv/IMBQ)

For ERtracER the effectivedoseresultingfrom administationto anadut of anactivity of 400MBq is about7.6 mSv.

Forthis activity of 400 MBq, theradiationdoseddeliveredto thecritical organs pladder heartandbrainarerespetively 52 mGy,

27 mGyand15mGy.

12 INSTRUCTIONS FOR PREPARATION OF RADIOPHARMACEUTICALS

The packagemustbe checkedeforeuseandtheadivity meaural using aradioactivecalibrator.
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Themedicinalproductmay bedilutedwith sodiumchloride 9 mg/ml soluion for injection.

Withdrawalsshouldbe performedunderaseptt condiions. Thevials mustnot be openedoefore disinfectingthe
stopper, the solutionsshouldbe withdrawnvia the stopperusinga singledosesyringefitted with suitableprotective
shielding anda disposablesteile needle.

If the integrity of the vial is compromigd,the produd shouldnot be used.

Thesolutionshouldbeinspectedvisually prior to use,usingappropride protectiveshielding.Only clear solutions free
of visible pariclesshouldbeused.
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