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Summary of Product Characteristics

1 NAME OF THE MEDICINAL PRODUCT

Gallium(Ga67)Citrateinjection

2 QUALITATIVE AND QUANTITATIVE COMPOSITION

Compositionpermlatactivityreferencedateandtime. 

 
67Gaasgalliumcitrate 37MBq

 

Thequalitativecompositionisinconformitywiththemonograph555oftheEuropeanPharmacopoeia.Gallium[67Ga]isa

radionuclide(Atomicnumber31;atomicweight67)andhasaphysicalhalf-lifeof3.3days(78.3hours).Itdecaystostablezinc

byelectroncaptureemittinggammaenergiesof93keV(38%),185keV(21%)and300keV(16.8%).Asmallbutclinically

insignificantamountof66Gaispresentasanaturalcontaminant(see section 11, Dosimetry).

Excipient: Contains 9mg/ml benzyl alcohol

Forafulllistofexcipients,seesection6.1.

3 PHARMACEUTICAL FORM

Solutionforinjection. 

Clear,colourlesssolution.

4 CLINICAL PARTICULARS

4.1 Therapeutic indications

Thismedicinalproductisfordiagnosticuseonly. 

 

Non-specific tumour imaging and/or localising agent.

Galliummaybeusedinconjunctionwithotherimagingmodalitiesinthediagnosis,stagingandsubsequentmanagementof

malignantlymphomassuchasHodgkinandnon-Hodgkinlymphoma.Itmayalsobeofsubsequentuseinestablishing

responsetochemotherapy.67Gaimagingcanbehelpfulinthediagnosisofbronchialneoplasmbyestablishingtheextentof 

mediastinalspread.Ithasalsobeenusedtoascertainthedegreeofdisseminationofothermalignantprimarieswithvarying

reliability.

 

Localisation of inflammatory lesions. 

Galliummaybeusedinestablishingadiagnosisinspecificinflammatorydisorders,particularlythoseaffectingthelungsuchas

sarcoidosisandopportunisticinfectionsduetoPneumocystiscarinii.Insarcoidosisandinterstitiallungdiseaseuptakeis

influencedbydiseaseactivity.Gallium[67Ga]maybeusefulincharacterisingand/orlocalisingextrapulmonaryinflammatory

lesionse.g.tuberculouslymphadenopathyorintheinvestigationoffeverofunknownorigin.Itprovidesonlynon-specific

evidenceofinflammatorysiteswithinthebodyandotherimagingtechniquesorbiopsyproceduresareneededtosupplement

theinformationobtained.

4.2 Posology and method of administration

Adults/Elderly:Recommendedactivityrange74-185MBq.Activitiesof37MBqmaybeadequateforthesequentialfollowupof

diseaseactivityinpatientswithinterstitiallungdisease.HigheractivitiesinSPECTmayberequiredfortumourimaging(upto

260MBq).Thisismostcommonlyencounteredwhenstagingmediastinallymphomas. 

 

Children:Limitedexperienceisrecordedforchildren.Wherealternativenon-ionisingdiagnosticmethodsareunavailable

gallium[67Ga]citratemaybeusedbuttheactivitiesshouldbescaleddownaccordingtobody-weight1.85MBq/kgis

recommended.
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Gallium[67Ga]citratemayonlybeadministeredbyintravenousinjection.Imagingmaybeundertaken24and92hoursafter

administrationalthoughpreferablyonthe2ndor3rddayfortumours.Wheninvestigatinginflammatorylesionsearly

scintigraphy,possiblyaslittleas4hoursafteradministrationmayalsobeofvalue.

4.3 Contraindications

Thisproductcontains9mg/mlbenzylalcohol.Thisproductmustnotbegiventoprematurebabiesorneonates. 

4.4 Special warnings and precautions for use

Thisproductcontains9mg/mlbenzylalcohol.Benzylalcoholmaycausetoxicreactionsandanaphylactoidreactionsininfants

andchildrenupto3yearsold. 

 

Thisradiopharmaceuticalmaybereceived,usedandadministeredonlybyauthorisedpersonsindesignatedclinicalsettings.Its

receipt,storage,use,transferanddisposalaresubjecttotheregulationsand/orappropriatelicencesofthelocalcompetent

officialorganisations.

 

Caremustbeexercisedininterpretingimagesofthelungfieldsat24-48hourswhennon-specificuptakeofgallium[67Ga]may

occur.Suchfindingsmaynotindicateinterstitiallungdisease.Theappearanceofgallium[67Ga]conjugatesintheintestines,

resultingfromitsaccumulationintheliverandsubsequentbiliaryexcretion,canreduceitsdiagnosticusefulnessindetecting

intra-abdominallesions.Insuchcasestheadministrationofalaxativeinadvanceofimagingmaybehelpful.The

administrationoflaxativesininsulindependentdiabeticsshouldbeundertakenwithduecaution.

 

Gallium[67Ga]isabone-seekingradionuclide.Therefore,particularcareshouldbeexercisedinyoungchildrenwhere

irradiationoftheend-platesingrowingboneandhaemopoietictissuesmayrequirespecialconsideration(see section 11, 

Dosimetry).

4.5 Interaction with other medicinal products and other forms of interaction

Thebiodistributionofgallium[67Ga]maybeaffectedbyawiderangeofpharmacologicalsubstancesincludingcytotoxic

agents,immunosuppressants(includingsteroids),radiocontrastagents,phenothiazines,tricyclicantidepressants,

metoclopramide,reserpine,methyldopa,oralcontraceptivesandstilboestrol. 

 

Forexample:

Pretreatmentwithsomecytotoxicagentsmayleadtoanincreaseduptakeofradiogalliuminthebonyskeleton,accompanied

byareducedaccumulationintheliver,insofttissuesandalsointumour.

 

Non-specific,non-pathological67Galunguptakehasbeendescribedinpatientswhohavereceivedcontrastmediafor

contrast-enhancedradiolymphangiography.

 

Significantuptakeofgalliuminthethymusglandmaybeobservedinchildrenwhohaveundergonechemotherapyand

radiotherapy. Thisisnon-pathologicalandisasaconsequenceofsecondaryhyperplasia.

 

Drugscausingincreasesinplasmaprolactinlevelsmaybeleadtoincreasedgallium[67Ga]uptakeinthemammarytissues.

 

Alterationingallium67Garadiokineticsandtissuebindingmayoccurafterirontherapy.

 

Therefore,thepossibilityoffalsepositiveresultsshouldalwaysbeborneinmind.

4.6 Fertility, pregnancy and lactation

Whenitisnecessarytoadministerradioactivemedicinalproductstowomenofchildbearingpotential,informationshould

alwaysbesoughtaboutpregnancy.Anywomanwhohasmissedaperiodshouldbeassumedtobepregnantuntilproven

otherwise.Whereuncertaintyexistsitisimportantthatradiationexposureshouldbetheminimumconsistentwithachieving

thedesiredclinicalinformation.Alternativetechniqueswhichdonotinvolveionisingradiationshouldbeconsidered. 

 

Allradionuclideprocedurescarriedoutonpregnantwomeninvolveradiationdosestothefoetus.Radiogalliumisnotsuitable

foruseduringanystageofpregnancyalthoughitsadministrationmaybejustifiableinexceptionalcircumstancese.g.curable

neoplasticdiseaserequiringroutinechemo-orradiotherapywithundisputedteratogenicpotential.Insuchcasesspecial
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considerationofdosimetrywillbenecessary.Inparticular,thepotentialriskstobeincurredbyboththemotherandfoetuswill

needtobecarefullydebated.Anabsorbeddoseofgreaterthan0.5mGyisnormallyconsideredhazardoustothedeveloping

foetus.Higherdosagesmayoccasionallybejustifiablelaterinpregnancy.

However,itshouldbenoted,thatwhenadministeringanactivityof185MBqtheadsorbeddosetotheuterusinapregnant

adultfemalewillbeintheorderof15mGy.Gallium[67Ga]shouldonlybeadministeredtolactatingfemalesafter

breast-feedinghasbeendiscontinued.

4.7 Effects on ability to drive and use machines

Administrationofdiagnosticactivitiesofgallium[67Ga]citrateinvolvesamounts,whichareunlikelytoresultineffectsonthe

abilitytodriveortousemachines.

4.8 Undesirable effects

IntravenousadministrationofGallium[67Ga]citratehasbeenreportedtoprovokeadversereactionsofananaphylactoid

naturewithanestimatedincidenceof1to5per100,000administrations.

 

Thefollowingtableliststhesymptoms,whichmayoccuraftertheuseofGallium,[67Ga]citrate,accordingtosystemorgan

classesandfrequency. 

 

SystemOrganClass(MedDRA) Veryrare(<1:10,000)

ImmuneSystemDisorders Anaphylactoidreaction

VascularDisorders Flushing

SkinandSubcutaneousDisorders Erythema,Urticaria,Pruritus

GeneralDisordersandAdministrationSite

Conditions

Feelinghot

 

Foreachpatient,exposuretoionisingradiationmustbejustifiedonthebasisoflikelybenefit.Theactivityadministeredmust

besuchthattheresultingradiationdoseisaslowasreasonablyachievablebearinginmindtheneedtoobtaintheintended

diagnosticortherapeuticresult.

 

Exposuretoionisingradiationislinkedwithcancerinductionandthepotentialfordevelopmentofhereditarydefects.For

diagnosticnuclearmedicineinvestigationsthecurrentevidencesuggeststhattheseadverseeffectswilloccurwithlow

frequencybecauseofthelowradiationdosesincurred.

 

Formostdiagnosticinvestigationsusinganuclearmedicineproceduretheradiationdosedelivered(effectivedose/EDE)isless

than20mSv.Higherdosesmaybejustifiedinsomeclinicalcircumstances.

 

Reportingofsuspectedadversereactions

Reportingsuspectedadversereactionsafterauthorisationofthemedicinalproductisimportant.Itallowscontinued

monitoringofthebenefit/riskbalanceofthemedicinalproduct.Healthcareprofessionalsareaskedtoreportanysuspected

adversereactionsviaHPRAPharmacovigilance;EarlsfortTerrace;IRL-Dublin2;Tel:+35316764971;Fax:+35316762517;

Website:www.hpra.ie;E-mail:medsafety@hpra.ie.

4.9 Overdose

Gallium[67Ga]citrateshouldonlybeadministeredintravenouslybyqualifiedpersonnelinauthorisedsettings.Therefore,the

possibilityofapharmacologicaloverdoseisremote. 

 

Intheunlikelyeventofinadvertentexcessofactivitybeingadministered,theoverallradiationtocriticalorgansmaybe

reducedbytheintravenousadministrationofappropriatechelatingagents(asforotherheavymetals).Inaddition,increased

fluidsbymouthandtheintensiveuseoflaxativesmaybeindicatedwhenitisnecessarytopromoteexcretionoftheradiolabel.

5 PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

http://www.hpra.ie/
mailto:medsafety@hpra.ie
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Pharmacotherapeuticgroup:Otherradiopharmaceuticalsforinflammationandinfectiondetection.ATCCodeV09HX01. 

Theaccumulationofgalliumintumourtissueandinsitesofinflammationisthoughttobeduetoitsbehaviouralsimilarityto

iron.Incorporationofgalliumintransferrin,ferritinandlactoferrinhasbeendemonstratedin-vivoand,withrespectto

transferrin,alsoin-vitro.

 

Inthechemicaldosagesadministeredinmanforimagingprocedures(<10-7mg/kg)itisnotenvisagedthatgallium[67Ga]

wouldhaveclinicallyimportantpharmacodynamiceffects.Highdosesofgalliumareknowntointeractwithbodytissuesand

theeffectsofitsdecayproductzinc(>2gm)aredescribedinmanastoxic.

5.2 Pharmacokinetic properties

Duringthefirst24hoursafteradministration15to25%oftheadministereddoseisexcretedviathekidneys.Theremaining

activityisslowlyexcretedviatheintestinaltract(t½of25days).Byday7postinjection,thebodyusuallyretainsabout65%of

theadministereddose.Theskeletonisthemajorsiteforgalliumretention(25%ofadministereddose).Otherorgansthat

visiblyretainactivityareliver,spleen,kidneys,lachrymalandsalivaryglands,nasopharynxandthebreast(especiallywhen

lactating). 

5.3 Preclinical safety data

Single-doseintravenoustoxicityofgallium[67Ga]citrateisspeciesdependentbeingsignificantlymoretoxicindogsthanrats.

Galliumpossessescumulativetoxiceffects.Totaldosesof6.5to20mg/kgadministeredoverperiodsofseveralweekscanbe

lethal.Thesedosesareabout1000timesmorethanthemaximalhumandoseofgallium67Gaadministeredfordiagnostic

purposes(i.e.<1microgram/70kg).

 

Nodataareavailableaboutpossiblemutagenicorcarcinogeniceffectsofgallium.Galliumisknowntobeteratogenicwhen

administeredinhighdosagesbutinsufficientdataareavailableinordertoestimatetherisk. 

6 PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Sodiumchloride 

Benzylalcohol

Sodiumcitratedihydrate

Waterforinjections

Sodiumhydroxide

Hydrochloricacid.

6.2 Incompatibilities

Intheabsenceofcompatibilitystudies,thismedicinalproductmustnotbemixedwithothermedicinalproducts. 

6.3 Shelf life

Gallium(Ga67)CitrateInjectionexpires16daysafterproduction.Theexpirydateisprovidedontheouterpackagingandon

eachvial.

Afteropeningofthevialchemicalandphysicalin-usestabilityhasbeendemonstratedfor8hoursbelow30°C.Froma

microbiologicalpointofview,unlessthemethodofopeningprecludestheriskofmicrobialcontamination,theproductshould

beusedimmediately.Ifnotusedimmediately,in-usestoragetimesandconditionsaretheresponsibilityoftheuser.

6.4 Special precautions for storage

Donotstoreabove25°C.

Storeafterfirstusebelow30°CC.

Ifmulti-doseuseisintended,eachaliquotshouldberemovedunderasepticconditions,andwithin8hours(pleasereferto

section6.3).

 

Storageshouldtakeplaceinaccordancewithnationalregulationsforradioactivematerials. 
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6.5 Nature and contents of container

10mlglassvial(Type1Ph.Eur.)closedwithabromobutylrubberstoppersealedwithanaluminiumcrimpcap. 

 

Gallium(Ga67)CitrateInjectionissuppliedinthefollowingactivityamountsatactivityreferencedateandtime:

 

82MBqin2.2ml

123MBqin3.3ml

205MBqin5.5ml

370MBqin10.0ml

6.6 Special precautions for disposal of a used medicinal product or waste materials derived from such medicinal 

product and other handling of the product

Theadministrationofradiopharmaceuticalscreatesrisksforotherpersonsformexternalradiationorcontaminationfromspill

ofurine,vomiting,etc.Therefore,radiationprotectionprecautionsinaccordancewithnationalregulationsmustbetaken. 

7 MARKETING AUTHORISATION HOLDER

CuriumNetherlandsB.V.

Westerduinweg3

1755LEPetten

TheNetherlands

8 MARKETING AUTHORISATION NUMBER

PA0690/003/001

9 DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Dateoffirstauthorisation:31March2000Dateoflastrenewal:31March2010

10 DATE OF REVISION OF THE TEXT

April2024

11 DOSIMETRY

Forthisproducttheeffectivedoseequivalentresultingfromanadministeredactivityof185MBqistypically22mSvassuming

aweightof70kg.Theabsorbeddosestobonesurfaceswouldbeintheorderof109mGywitha10-foldreductionofthe

activitiesrequiredinchildrenof1yearinordertoachievesimilarabsorbeddoses.

 

Thecontributionofthecontaminant66Gatothedeliveredradiationdoseislessthan0.5%atthetimeofdeliveryofthe

product,anddiminishesrapidlyafterwardsduetotheshortphysicalhalf-lifeofthisisotope(9hours).66Gaisapositronand

gammaemitter. 

 

Belowarethedosimetrytables(ICRP53)statingtheabsorbeddosestothesevenstandardorgansandfiveadditionalorgans

accordingdoseretention(markedwith*).

 

Absorbeddoseperunitactivityadministered(mGy/MBq)

Organ Adult 15 year 10 year 5 year 1 year 

Bonesurface

Breast

Lungs

Gonads

Ovaries

Testes

Redmarrow

0.59

0.06

0.06

 

0.08

0.05

0.19

0.87

0.06

0.08

 

0.1

0.07

0.25

1.4

0.09

0.12

 

0.16

0.11

0.4

2.4

0.15

0.19

 

0.24

0.17

0.74

5.6

0.29

0.36

 

0.44

0.33

1.5
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Thyroid

*Adrenals

*Spleen

*ULIwall

*LLIwall

*Liver

0.06

0.14

0.15

0.12

0.2

0.12

0.08

0.18

0.2

0.15

0.27

0.16

0.13

0.26

0.31

0.25

0.45

0.23

0.2

0.36

0.48

0.41

0.72

0.33

0.37

0.57

0.87

0.75

1.4

0.61

Effective dose equivalent 

(mSv/MBq)

 

0.12 

 

0.16 

 

0.25 

 

0.4 

 

0.79 

 

12 INSTRUCTIONS FOR PREPARATION OF RADIOPHARMACEUTICALS

Anyunusedproductorwastematerialshouldbedisposedofinaccordancewithlocalrequirements. 


