
Summary of Product Characteristics

1 NAME OF THE MEDICINAL PRODUCT

ERtracERFludeoxyglucose(18F) Injection,Solutionfor Injection.

2 QUALITATIVE AND QUANTITATIVE COMPOSITION

1 ml contains110– 10,000MBq fludeoxyglucose(18F) at thedateandtimeof calibration.

Theactivity pervial rangesfrom 110MBq to 50,000MBq at the dateandtimeof calibration.

Fluorine (18F) decaysto stableoxygen(18O) with a half-life of 110minutesby emitting positronic radiation of
maximumenergyof 634keV, followedby photonicannihilation radiationsof 511keV.

For a full li st of excipients,seesection6.1.

3 PHARMACEUTICAL FORM

Solution for Injection.

Clear, colourlessor slightly yellow solution.

4 CLINICAL PARTICULARS

4.1 Therapeutic Indications

This medicalproductis for diagnostic useonly.

Fludeoxyglucose(18F) is indicatedfor usewith positronemissiontomography(PET)

Oncology
In patientsundergoingoncologicdiagnosticproceduresdescribingfunction or diseaseswhereenhancedglucoseinflux
of specific organsor tissuesis thediagnostic target. Thefollowing indicationsaresufficiently documented(seealso
section4.4) :

Diagnosis :

� Characterisationof solitarypulmonarynodule
� Detectionof cancerof unknownorigin, revealed for exampleby cervical adenopathy,liveror bones metastases
� Characterisationof a pancreaticmass

Staging:

� Headandneckcancersincludingassistance in guidingbiopsy
� Primary lungcancer
� Locally advancedbreastcancer
� Oesophagealcancer
� Carcinomaof thepancreas
� Colorectalcancerparticularly in restaging recurrences
� Malignantlymphoma
� Malignantmelanoma,Breslow > 1.5mmor lymphnodemetastasisat first diagnosis.

Monitoring of therapeutic response:
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� Malignantlymphoma
� Headandneckcancers

Detectionin caseof reasonablesuspicionof recurrence:

� Gliomawith highgradeof malignancy(III or IV)
� Headandneckcancers
� Thyroid cancer(non-medullary) : patientswith increasedthyroglobulinserumlevelsandnegativeradioactive

iodine whole bodyscintigraphy
� Primary lungcancer
� Breastcancer
� Carcinomaof thepancreas
� Colorectalcancer
� Ovariancancer
� Malignantlymphoma
� Malignantmelanoma

Cardiology
In cardiology thediagnostictargetis viablemyocardial tissuethattakes-upglucosebut is hypo-perfused,asit mustbe
assessedbeforehandusingappropriateblood-flow imagingtechniques.

Evaluationof myocardialviability in patients with severe impaired left ventricular functionwhoarecandidatesfor
revascularisationwhenconventional imagingmodalit iesarenot contributive.

Neurology
In neurologyinterictalglucosehypometabolismis thediagnostic target.

Imagingin patients with thefollowingneurological conditions:

• Epilepsy,including:
� Temporallobeepilepsy
� Localisation of epileptogenicfoci in thepresurgicalevaluation of partial temporalepilepsy

• Dementia, including
� Alzheimer'sdementia
� Picksdisease
� Multi -infarct (vascular)dementia
� Parkinsonsdisease

� Recurrent braintumours,anda rangeof otherneurologicalconditionsin which focalabnormalitiesof carbohydrate
metabolismof brain tissueis knownto occur.

Fever
Investigationof pyrexiaof unknown origin (or othercases with occult inflammationor infectionwhere othermodalities
arenon-contributary).

Infectious or inflammatory diseases
In infectiousor inflammatorydiseases,thediagnostic targetis tissueor structureswith anabnormal contentof activated
whitebloodcells.

In infectiousor inflammatorydiseases,thefollowing indicationsaresufficiently documented:

Localisation of abnormalfoci guidingtheaetiologic diagnosis in caseof feverof unknownorigin

Diagnosis of infectionin caseof :
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� Suspectedchronicinfectionof boneand/oradjacentstructures: osteomyelitis, spondilitis,diskitis or osteitis
includingwhenmetallic implantsarepresent

� Diabeticpatientwith a foot suspiciousof Charcot'sneuroarthropathy, osteomyelitis and/orsoft tissueinfection
� Painful hip prosthesis
� Vascular prosthesis
� Feverin anAIDS patient

Detectionof theextensionof inflammationin caseof :

� Sarcoidosis
� Inflammatoryboweldisease
� Vasculitis involving thegreatvessels

Therapyfollow-up :
Unresectablealveolar echinococcosis, in search for active localisationsof theparasiteduringmedicaltreatmentand
after treatmentdiscontinuation

4.2 Posology and method of administration

Posology

Adults and elderly
Therecommendedactivity for anadultweighing70kg is 100to 400MBq, administeredby direct intravenous
injection.This activity hasto beadaptedaccordingto thebodyweight of thepatient,thetypeof cameraused
and acquisition mode.

Paediatric population
Theusein childrenandadolescents hasto beconsideredcarefully, based uponclinical needsandassessingthe
risk/benefit ratio in this patientgroup.
Theactivitiesto beadministeredto childrenandadolescentsmay becalculated according to therecommendationsof
theEANM paediatric task groupDosageCard; theactivity administeredto childrenandto adolescentsmaybe
calculated by multiplying abaselineactivity (for calculation purposes)by thebody-mass-dependentcoefficientsgiven
in thetablebelow.

A[MBq] Administered= BaselineActivity x Coefficient

TheBaselineActivity for 2D imagingis 25.9MBq and for 3D imaging14.0MBq (recommendedin children).

Patients with renal impairment
Extensivedose-rangeandadjustmentstudies with this productin normal andspecialpopulationshavenot been
performed. Thepharmacokineticsof fludeoxyglucose(18F) in renallyimpairedpatientshasnot been characterised.

Weight [kg] Coefficient Weight [kg] Coefficient Weight [kg] Coefficient
3 1 22 5.29 42 9.14
4 1.14 24 5.71 44 9.57
6 1.71 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 4.43 38 8.43 64-66 13.43
20 4.86 40 8.86 68 14.00
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Methodof administration
Direct intravenousinjection

Usewithin four hours of withdrawing thefi rstdose.

For patientpreparation,seesection4.4.

Theactivity of fludeoxyglucose(18F) hasto bemeasuredwith a radioactivecalibrator immediately prior to injection.

Theinjectionof fludeoxyglucose(18F) must beintravenousin orderto avoidirradiationasa resultof local
extravasation,aswell asimagingartefacts.

Precautions to be taken before handling or administering the medicinal product
For instructionsondilution of themedicinalproduct beforeadministration,see section12.

Imageacquisition
Theemissionscansareusually started45 to 60minutes after injection of fludeoxyglucose(18F). Providedthata
sufficient activity remainsfor adequatecountingstatistics,fludeoxyglucose(18F) PETcanalsobeperformedup to two
to threehoursafteradministration, thusreducingbackgroundactivi ty.

If required,repeatexaminationscanbecarriedoutat short notice.

4.3 Contraindications

Hypersensitivity to theactivesubstanceandto anyof theexcipientslistedin section6.1.

4.4 Special warnings and precautions for use

Pregnancy,seesection4.6.

Individual benefit/risk justification
For eachpatient,theradiationexposuremustbejustified by thelikely benefit. Theactivity administeredshouldin
everycasebeaslow asreasonablyachievableto obtain therequireddiagnostic information.

In patientswith reduced kidneyfunctioncarefulconsiderationof theindication is requiredsinceanincreasedradiation
exposureis possible in thesepatients.

In theexplorationof inflammatorybowel diseases,thediagnostic performanceof fludeoxyglucose(18F) hasnot been
directly comparedwith thatof scintigraphy usinglabelledwhite bloodcells whichmaybeindicatedprior to
fludeoxyglucose(18F) PETor afterfludeoxyglucose(18F) PET wheninconclusive.

Paediatric population
Paediatric population,seeabove.

Carefulconsiderationof theindicationis required sincetheeffective doseperMBq is higherin childrenthanin adults
(seesection 11 “Dosimetry”).

Patientpreparation
ERtracERshould begivento sufficientlyhydratedpatients fasting for aminimum of 4 hours,in orderto obtaina
maximumtarget activity, sinceglucose uptake in cells is limited (“saturation kinetics”). Theamountof liquid should
not belimited(beveragescontainingglucosemustbeavoided).

In order to obtain imagesof best qualityandto reducetheradiation exposureof thebladder, patientsshouldbe
encouragedto drink sufficientamountsandto empty their bladder prior to andafterthePETexamination.
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Oncology and neurology and infectious diseases
In order to avoidhyperfixation of thetracer in muscle, it is advisable to avoidall strenuousphysicalactivity prior to the
examination andto remainat restbetweentheinjection andexaminationandduringacquisitionof images(patients
should becomfortablylying down without readingor speaking).

Cerebral glucosemetabolismdependsonbrain activity. Thusneurological examinationsshouldbeperformedaftera
relaxationperiod in adarkenedroomandwith lessbackgroundnoise.

A bloodglucosetestshouldbeperformed prior to administrationsincehyperglycaemiamayresultin a reduced
sensitivity of ERtracER,especially whenglycaemiais greater than8 mmol/l. Similarly, PETwith fludeoxyglucose
(18F) shouldbeavoidedin subjectspresentinguncontrolled diabetes.

Cardiology
Sinceglucoseuptakein themyocardiumis insulin-dependent,for amyocardial examinationaglucoseloadingof 50g
approximately1 hourprior to theadministration of ERtracER is recommended. Alternatively,especially for patients
with diabetesmellitus, thebloodsugarlevel canbeadjustedby a combinedinfusionof insulinandglucose(an Insulin-
glucose-clamp)if needed.

Interpretationof thePETimageswith fludeoxyglucose(18F)
Infectiousand/ or inflammatorydiseasesaswell as regenerative processes after surgery canresultin a significant
uptakeof fludeoxyglucose(18F) andthereforeleadto falsepositive results,whena searchfor infectiousor
inflammatory lesionsisnot theaim of thefludeoxyglucose(18F) PET.In caseswherefludeoxyglucose(18F)
accumulation canbecausedby cancer,infection or inflammation, additional diagnostic techniquesfor the
determinationof thecausative pathologic alterationmayberequiredto supplement theinformationobtainedby PET
with fludeoxyglucose(18F). In somesettingse.g.stagingof myeloma,bothmalignantandinfectiousfoci are searched
for andmaybedistinguishedwith a goodaccuracy on topographic criteria: e.g.uptakeat extramedullarysitesand/or
boneandjoint lesions wouldbeatypicalfor multiple myelomalesionsand identifiedcasesassociatedwith infection.
Therearecurrently noothercriteriato distinguishinfectionand inflammation by meansof fludeoxyglucose(18F)
imaging.

Falsepositiveor falsenegativeresultswith PETfludeoxyglucose(18F) cannotbeexcludedafterradiotherapywithin
thefirst 2-4 months.If theclinical indicationrequiresan earlier diagnosis by PETwith fludeoxyglucose(18F), the
reasonfor theearlier PETwith fludeoxyglucose(18F) examination mustbereasonablydocumented.

A delayof at least4-6 weeksafterthelastadministration of chemotherapyis optimal,in particular to avoidfalse
negative results.If theclinical indication requiresanearlier diagnosisby PETwith fludeoxyglucose(18F), thereason
for theearlierPETwith fludeoxyglucose (18F) examination mustbereasonablydocumented.In caseof chemotherapy
regimenwith cyclesshorterthanfour weeks,thePET with fludeoxyglucose(18F) examination should bedonejust
before re-startinga newcycle.

In low-gradelymphoma, loweroesophaguscancerandsuspicionof recurrentovariancancer, only positivepredictive
valueshaveto beconsideredbecauseof a limitedsensitivi ty of PET with fludeoxyglucose(18F).

Fludeoxyglucose(18F) is not effectivein detectingbrainmetastases.

Thesensitivity of coincidencePET(positronemissiontomographyusingagamma-camera or CDET)scannersystems
is reducedin comparisonto dedicatedPET systems,resulting in reduceddetection of lesionssmallerthan1 cm; asa
consequence,CDET is not recommendedin any indication andshouldbeusedonly if dedicatedPET is not available.
It is recommendedthatfludeoxyglucose(18F) PETimagesshouldbeinterpretedin relationwith tomographic
anatomical imagingmodalities(e.g.CT, ultrasonography,MRI). Whenahybrid PET-CT scanneris usedwith or
withoutadministrationof CT contrastmedia, someartefactsmayoccuron thePETimages.
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Generalwarnings
It is recommendedto avoidclosecontactbetweenthepatientandyoungchildrenduringtheinitial 12hoursfollowing
theinjection.

Radiopharmaceuticalproductsshouldbereceived, used andadministered only by authorisedpersonsin designated
clinical settings.Thereceipt,storage,use,transferanddisposalaresubject to theregulationsand/orappropriate
licencesof thecompetentofficial organisations.

Radiopharmaceuticals shouldbepreparedby theuserin a mannerwhich satisfiesbothradiationsafetyand
pharmaceuticalquality requirements.Appropriateaseptic precautionsshouldbetaken.

Fludeoxyglucose(18F) shouldbestoredandhandledin adequateshielding,soas to protectpatientsandhospitalstaff as
muchaspossible. In particular,it is recommendedto protectoneself from theeffectsof beta+radiationandannihilation
photonsby using anappropriateshieldingwhenperformingwithdrawals from the vial andinjections.

Specific warnings
Accordingto thetime of conditioninginjection for thepatient,thecontent of sodium mayin somecasesbegreaterthan
1 mmol (23 mg). This shouldbetakeninto accountin patientson low sodium diet.

4.5 Interaction with other medicinal products and other forms of interaction

All medicinalproductsthatmodify bloodglucoselevelscan affectthesensitivity of theexamination(e.g.
corticosteroids,valproate,carbamazepine,phenytoin, phenobarbital andcatecholamines).

Underadministrationof colony-stimulating factors(CSFs)there is anincreaseduptakeof fludeoxyglucose(18F) in the
bonemarrowandthespleenfor severaldays.This mustbetakenintoaccountfor theinterpretationof PETimaging.
SeparatingCSFtherapyfrom PETimagingby aninterval of at least5 days maydiminishthis interference.

Theadministration of glucose andinsulin influences theinflux of fludeoxyglucose(18F) into thecells.In thecaseof
high bloodglucose levelsaswell aslow plasmainsulin levels,theinflux of fludeoxyglucose(18F) into organsand
tumoursis reduced.

No formal studieson theinteractionbetweenfludeoxyglucose(18F) andanycontrastfor computedtomographyhave
beenperformed.

Paediatric population
Seeabove.

4.6 Fertility, pregnancy and lactation

Womenof childbearingpotential:
Whenan administrationof radiopharmaceuticals to awomanof childbearing potentialis intended,it is importantto
determinewhetheror not sheis pregnant.

Any womanwhohasmissedaperiodshouldbeassumedto bepregnantuntil provenotherwise.

If in doubtaboutherpotentialpregnancy(if thewomanhas missedaperiod,if theperiodis very irregular,etc),
alternativetechniquesnot usingionisingradiation (if thereareany)shouldbeofferedto thepatient.

Pregnancy:
Radionuclide procedurescarriedout onpregnantwomeninvolve radiation dosesto thefoetus.
Only imperativeinvestigationsshould thereforebecarriedout duringpregnancy, whenthelikely benefitfar exceeds
therisk incurredby themotherandfoetus.

Breastfeeding:
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Beforeadministering fludeoxyglucose(18F) to amotherwho is breast-feeding,consideration shouldbeto the
possibility of delayingtheadministrationof radionucleotide until themother hasceasedbreastfeeding,andto whatis
themostappropriatechoiceof radiopharmaceuticals,bearing in mind thesecretionof activity into breast milk.

If the administration is considerednecessary, breast feedingshouldbeinterruptedfor 12hoursandtheexpressedfeeds
discarded.

Closecontactwith infants shouldberestrictedduring theinitial 12hoursfollowing injection.

Fertility
See“Womenof childbearingpotential” above.

4.7 Effects on ability to drive and use machines

Not relevant.

4.8 Undesirable effects

Undesirableeffectsaftertheadministrationof fludeoxyglucose(18F) havenot beenobservedto date.Exposureto
ionising radiationis linkedwith cancerinduction andapotential for development of hereditary defects.As theeffective
doseis 7.6mSv whenthemaximumrecommended activity of 400MBq is administered,theseadverseeventsare
expectedto occurwith a low probability.

Paediatric population
Seeabove.

4.9 Overdose

In theevent of administrationof a radiation overdosewith fludeoxyglucose(18F) theabsorbeddoseto thepatient
should bereducedwherepossibleby increasingtheelimination of theradionuclide, from thebodyby forceddiuresis
and frequentbladdervoiding. It might behelpful to estimate theeffective dosethatwasapplied.

Paediatric population
Seeabove.

5 PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

PharmacotherapeuticGroup:Diagnosticradiopharmaceuticals
ATC code:V091X04

At thechemicalconcentrationsusedfor diagnostic examinations,fludeoxyglucose(18F) doesnot appearto haveany
pharmacodynamicactivi ty.

5.2 Pharmacokinetic properties

Distribution
Fludeoxyglucose(18F) is a glucoseanaloguewhich is accumulatedin all cells usingglucoseasprimaryenergysource.
Fludeoxyglucose(18F) is accumulatedin tumours with ahighglucoseturnover.

Following intravenousinjection,thepharmacokinetic profile of fludeoxyglucose(18F) in thevascular componentis
biexponential. It hasa distribution timeof 1 minuteandanelimination timeof approximately12minutes.
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In healthysubjects,fludeoxyglucose(18F) is widely distributedthroughoutthebody,particularly in thebrain andheart,
and to a lesserdegreein thelungsandliver.

Organuptake
Thecellularuptakeof fludeoxyglucose(18F) is performedby tissue-specificcarriersystems,which arepartly insulin-
dependent andthuscanbeinfluencedby eating, nutritional condition andtheexistenceof diabetesmellitus.In patients
with diabetesmellitus a reduceduptakeof fludeoxyglucose(18F) into thecells occursdueto a changedtissue
distributionandglucosemetabolism.

Fludeoxyglucose(18F) is transportedvia thecell membranein a similar fashionto glucose,butonly undergoesthefirst
stepof glycolysis,resulting in theformationof fludeoxyglucose(18F) -6-phosphate,which remainstrappedwithin the
tumourcellsandis not furthermetabolised.Sincesubsequentdephosphorylation by intracellularphosphatasesis slow,
fludeoxyglucose(18F)-6-phosphateis retainedin thetissuesover severalhours(trappingmechanism).

Fludeoxyglucose(18F) passestheblood-brainbarrier. Approximately 7% of theinjecteddoseis accumulatedin the
brainwithin 80-100minutesafterinjection.Epileptogenic foci exhibit a reducedglucosemetabolismin theseizure-free
phases.

Approximately 3% of theactivity is takenupby themyocardiumwithin 40minutes.Thedistributionof
fludeoxyglucose(18F) in normalheartis mainly homogenous,however,regionaldifferencesof up to 15%are described
for theinterventricularseptum.Duringandafter a reversiblemyocardial ischaemia,anincreasedglucoseuptakeoccurs
into themyocardialcell.

0.3 and0.9-2.4%of theinjectedactivity is accumulatedin thepancreasandlungs.

Fludeoxyglucose(18F) is also boundto a lesserextentto ocularmuscle, pharynxandintestine. Binding to muscle may
beseenfollowing recentexertionandin theeventof muscular effort duringtheexamination.

Elimination
Theeliminationof fludeoxyglucose (18F) is chiefly renalwith 20%of activity beingexcretedin urinein thetwo hours
following injection.

Binding to renalparenchymais weak,but becauseof renalelimination of fludeoxyglucose(18F) theentireurinary
systems,particularly thebladder,exhibitsmarkedactivity.

5.3 Preclinical safety data

Toxicologicalstudieshavedemonstratedthat with asingle IV injection of fludeoxyglucose(18F) and50-fold human
dosein dogsandthe1000-fold humandosein mice.No deathswereobserved. This agentis not intendedfor regularor
continuousadministration.

Mutagenicitystudiesandlong-termcarcinogenicity studieshavenot beencarriedout.

Environmental Risk Assessment(ERA)
Therelevantguidelinestatesthatcarbohydratesareexemptedfrom therequirements for ERA becausetheyareunlikely
to resultin significantrisk to theenvironment. Thepotential entryof fludeoxyglucose(18 F) to theenvironmentfrom
theadministration to patientswill beverysmalland is not of immediate risk to theenvironment.Thehalf lif e of 110
minutesmeansthattherewill benocumulative effect on theenvironment.

6 PHARMACEUTICAL PARTICULARS
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6.1 List of excipients

Sodiumchloride
Waterfor Injections
Sodiumdihydrogen phosphatedihydrate
Ethanol

6.2 Incompatibilities

This medicinalproduct mustnotbemixedwith other medicinal productsexceptthosementionedin section12.

6.3 Shelf life

12 hours.
Theshelf-life after thefirst dosehasbeen withdrawn is 4 hours.
Theexpiry time anddatearestatedon thelabelof eachvial.

6.4 Special precautions for storage

Do not storeabove30̊ C.

Thevial doesnotcontainapreservativeagent.If theproductis for multiple use, theneachdosemustbepreparedunder
asepticconditions.

Storageof radiopharmaceuticalsshouldbein accordancewith national regulationsconcerning radioactivematerials.

6.5 Nature and contents of container

Type1 (Ph. Eur.) glassvial (maximumsize11mlor maximum size 15ml) closedwith eitherabromobutylor ETFE-
coatedchlorobutylrubberstopperandsealedwith an aluminium crimp cap. Thevial is shieldedby a leadcontainer
within a sealedoutercontainer.

Onevial contains1-14.9ml of solution,correspondingto 110to 50,000MBq at calibration time.

6.6 Special precautions for disposal

Theadministration of radiopharmaceuticals creates risksfor otherpersonsfrom external radiationor contamination
fromspills of urine,vomiting, etc.Radiation protection precautionsin accordancewith nationalregulationsmustbe
taken.

Any unusedproductor waste materialshould bedisposed of in accordancewith local requirements.

7 MARKETING AUTHORISATION HOLDER

M2i Ltd
BlackrockClinic
Blackrock
Co. Dublin
Republicof Ireland

8 MARKETING AUTHORISATION NUMBER

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

Dateof first authorization: 21st October2005

Dateof Renewal21st March2011

10 DATE OF REVISION OF THE TEXT

December2014

11 DOSIMETRY

Thetablebelowshowsthedosimetry ascalculatedaccording to theICRP106Publication.

ForERtracER theeffectivedoseresultingfromadministrationto anadult of anactivity of 400MBq is about7.6mSv.

For this activity of 400 MBq, theradiationdosesdeliveredto thecritical organs,bladder,heartandbrainarerespectively 52mGy,
27mGy and15mGy.

12 INSTRUCTIONS FOR PREPARATION OF RADIOPHARMACEUTICALS

Thepackagemustbecheckedbeforeuseandtheactivi ty measured usinga radioactivecalibrator.

Organ Dose absorbed per unit of activity administered
(mGy / MBq)

Adults 15 year
old

10 year
old

5 year
old

1 year
old

Adrenals 0.012 0.016 0.024 0.039 0.071
Bladder 0.130 0.160 0.250 0.340 0.470
Bonesurfaces 0.011 0.014 0.022 0.034 0.064
Brain 0.038 0.039 0.041 0.046 0.063
Breasts 0.009 0.011 0.018 0.029 0.056
Gall bladder 0.013 0.016 0.024 0.037 0.070
Gastrointestinal tract:
Stomach 0.011 0.014 0.022 0.035 0.067
Small intestine 0.012 0.016 0.025 0.040 0.073
Colon 0.013 0.016 0.025 0.039 0.070
Upperlargeintestine 0.012 0.015 0.024 0.038 0.070
Lower largeintestine 0.014 0.017 0.027 0.041 0.070
Heart 0.067 0.087 0.130 0.210 0.380
Kidneys 0.017 0.021 0.029 0.045 0.078
Liver 0.021 0.028 0.042 0.063 0.120
Lungs 0.020 0.029 0.041 0.062 0.120
Muscles 0.010 0.013 0.020 0.033 0.062
Oesophagus 0.012 0.015 0.022 0.035 0.066
Ovaries 0.014 0.018 0.027 0.043 0.076
Pancreas 0.013 0.016 0.026 0.040 0.076
Redmarrow 0.011 0.014 0.021 0.032 0.059
Skin 0.008 0.010 0.015 0.026 0.050
Spleen 0.011 0.014 0.021 0.035 0.066
Testes 0.011 0.014 0.024 0.037 0.066
Thymus 0.012 0.015 0.022 0.035 0.066
Thyroid 0.010 0.013 0.021 0.034 0.065
Uterus 0.018 0.022 0.036 0.054 0.090

Remainingorgans 0.012 0.0145 0.024 0.038 0.064

Effective dose
(mSv/MBq)

0.019 0.024 0.037 0.056 0.095
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Themedicinalproductmaybedilutedwith sodiumchloride9 mg/ml solution for injection.

Withdrawalsshouldbeperformedunderaseptic conditions.Thevials mustnotbe openedbeforedisinfectingthe
stopper, thesolutionsshouldbewithdrawnvia thestopperusinga singledosesyringefitted with suitableprotective
shielding andadisposablesterile needle.

If the integrityof thevial is compromised,theproduct shouldnotbeused.

Thesolutionshouldbeinspectedvisuallyprior to use,usingappropriate protectiveshielding.Only clearsolutions,free
of visible particlesshouldbeused.
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