
15．Con廿010fimmunoglob山in＄  

The丘nalbulksolutionofnormalimmunoglobulinshal1bemadefrom  
materialfromatleastlOOOdonors．Ifnormalimmunoglobulinistobeused  
for preventlng Or treatlng a particularinfection，thetitre of speci丘c  
andbodyshouldbemeasured．  

Fornorma＝mmunog10bulins，a（argenumberofdonorsareneededifthefinal  

PrOduc＝stocontainadequatearT10UntSOfthevariousdesiredantibodies・  

For specific 血munogiobuljns，Whetherintended for jntravenous or  

intramuscuIarinjection，thenumberofdonors representedislessimportant  

because the requlrement†or specific antibodyin the finalp「oduct wiLIbe  

defined．   

Theimmunoglobulincon？entradoninthe丘nalbulkofnormalandspecific   

immunoglobulinpreparatlOnSforintramuscularuseshal1belOO－180gn・  
ConcentrationslowerthanlOO gn亭hal1requirethe approvalofthe  
nationalcontrolauthority．  

TheimmunOglobuhn concentrationinthe貢nalbulk ofintravenous   
iz7mtJnOglobulinshal1beatleast30gA・If，illaSPeCi月ci∬mUnOglobulin  
preparation，theconcentrationislowerthan30g／1，itshal1requirethe  
approvalofthenationalcontrolauthority・  

Theimmunoglobulinpreparationsha山becomposedofnotlessthaJ190％  
ofimmunoglobulin，aSdeterhinedbyamethodapprovedbythenational  
COntrOlauth0rity・  

Tbstsshal1beconductedoneach丘1hnglotofimmul10globuhsoltltionto  
determinetheproportionofaggregatedandfragmentedimmunoglobulin・  
Therecommendeddistributionshal1bethatatleast90％oftheprotein，  
0therthanproteinsaddedasstabihzerstointravenousimmunoglobulins，  
Shal1havethemolecularsizeofimmun0globulinmonomeranddimer・Not  
morethanlO％shallconsistofsplitproductstogetherwithaggregates   
（OligomersofrelativemolecularmチSSequaltoorgreaterthanthatof   

immunoglobulintrimer）．ThisrequlrementShaunotapplytoproducts  
deliberatelyfragmented・Thetestsandhmitsshal1beapprovedbythe  
nationalcontrolauth0rity．Ofthematerialhavingthemolecularsizeof   
聖unoglobuJinmonomeranddimer）mOStWillconsistofm棚OPler・Ifa  

mlrumumlevelofmonomerperselStObeestablished，the tlme and  
temperatureatwhichsamplesmustbeincubatedbeforeanalysisshal1be  
SpeCi且ed．  

GeトPermeation chromatography and high－Performance exclusion chroma－  
tographyare usefultechniquesfordetermin．ng molecularsize distribution  
andcanbestandardizedformakingthesemeasurements，  

Forintravenousimmunoglobuh，thefollowlngteStSShal1beperformed  
OnaSamPlefromeachfi11inglot：  

● Atestforhypotensiveactivity・   
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Anappropriatetestistha＝orpreka＝kreinactivatorcontent）nsomecountries  

the karlikreintestisarsouseci．  

● Atestforanticomplementactivity．  

SeveralmethodsareavailabIe．ThetestmethodusedandthemaximumLevelof  

anticompJementactjvitypermittedshouldbeapprovedbythenationalcontroJ  
authority．   

● Atestforhaemagglutininsbytheantiglobulin（Coombs）te申Ilique・  

lnsuchtests，grOUPOD（Rh。）LPOSitiveceIIsshou［dbeusedtotestforanti－D  

（anti－Rh。）；grOuPAand group B D（Rh。）－negativecelIsshou［d be usedfor  

anti－Aandanti－B，reSPeCtively  

Thepurposeofthetestjstoensuretha＝heuseoftheproductwillnotglVerise  

tohaemoJytic「eactjons．TheupperJimitofactivjtyshouJdbespecjfiedbythe  

nationa［controlauthority   

15．1伽飴〝q／○′〃○〝乃きJ血1爪U〝qgわ加伽5  

A160g／lsolutionofnormalimmunoglobulinshaubepreparedfrom丘nal  
bulk solution by a methodthat has been shown to be capable of  
COnCentratlng，byafactoroflOfromsourcematerial，atleasttwodi丘erent  
antibodies，Oneviralandonebacterial，forwhichanhtemationalstandard  
Or reference preparationis avai1able（16）（e・g・antibodies against  
poliomyelitisviruS，meaSlesviruS，StreptOlysinO，diphtheriatoxin，tetanuS   
toxin，Staphylococcal∝10Xin）．  

ForimmunOglobulinsformulatedatanimm11nOglobulinconcentration   
lowerthan16％，the concentratlngfactork）rantibodies from source  
material may be proportionally lower. 

TheimmllnOglobulin solution shallbe testedfor potency atthe  
COnCentrationatwhichitwi11bepresentinthefinalcontainer．  

SincepreparationsofnormalimmunogIobulinsproducedindifferentcountries  
Can be expected to differin their contento†varjous antibodies，depending  
upon the antigenic stimu（ation to which the generalpopulation has been  

subjected（eitherbynatur占1infeclionorbydeIiberateimmunization），atleast  
twoantibodiesshoufdbechosenfo「lhepDtenCyteStbythenalionalconlrOI  
authorityThefinalproductpassesthetestjfitcontajnsatLeastthemjnimurn  
antibodyleveFsrequiredbythenationalcontrolauthority   

15．2 ね飴〃q／Of卿f伽加爪UrI喝Jobu伽5  

Thepotencyofeach丘nallotofspecificimmunOglobu血1Shal1betested  
withrespeCttOtheparticular antibodythatthepreparationhasbeen  
SPeCiBedtocontain・ForintramuscularimmunOglobu山IS，thefo1lowing   
levelssha11apply：  

● Fortetanusimmunoglobulin，atleastlOOIU／’mloftetan11Samitoxin，aS  
determined by a neutralization protection test in animals or by a 
methodshowntobeequivalen†・  

● Forrabiesimmunoglobulin，atleastlOOIU／mlofanti－rabiesantibody，  
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asdeterminedbyanapproprlateneutralizationtestinanimalsorbya  
methodshowntobeequlValent・   

● ForhepatitisBinlmunOglobulin，atleastlOOrU／mlofanti－hepatitis  
antibody・   

● For varicella zosterimmunoglobulin，atleastlOOIU／miofantip  
Varicella zoster antibody，aS meaSured by a comparative enzyme－  
1inkedimmunosorbentassayorbyamethodshowntobeequlValent．  

● Foranti－D（anti－Rh。）irrlmun0globulin，theestimatedpotencyshal）be  
expressedinhtemationalUnitsandshallbenotlessthan90％andnot  
morethan120％ofthestatedpotency，andthe丘ducial1imitsoferror  
Shallbewithin80％and125％oftheestimatedpotency．  

ThenationalcontrolauthorityShallspecifytheantibodylimitsforother   
imunoglobulins．  

Afterthepotencytests，ateStforimmunog10buIinsubcねssmaybeperformed・  
Differentmanufacturingslepshavebeenshowntoreducetheconcentrationof  

SPeCificimmunog］obuIin subclasses（e．g．1gGl，lgG2，lgG3andlgG4）in  
immunogIobu（in preparations・Thedistributionofthefoursubclasseso†FgG  

maybeafactorintheefficacyofintravenousimmunog（Obulin preparations，  

Since specific antibodies belongmg to particular subclasses have been  
identifiedasbeLnglmPOrtantinseveraImfectiousdiseases．  

rnsomecountriesthedistributiono†IgGsubclasseshasbeen measured by  
radialinlmUnOd旧usion．Enzyme－1inkedimmunosorbentassayshavealsobeen  

described，andmaybeusedifproperlyvalidated．Assaysshouldbecalibrated  
agansttheapprop「lateinternationaIreferencematerials．   

15．3 5叫a〝d5∂ね少  

EachfilJinglotshai1betestedforsterjlityParfA，SeCtion5，Oftherevised  
RequirementsforBiologicalSubstanCeSNo・6（GeneralRequirementsfor  
theSteri1ityofBiologicalSubstances）（qp・48）shal1apply・   

Insomecountriesageneralsafetytestmay．berequired，Wherebyeach  
Bllinglotistestedforextraneoustoxiccontaminantsbyappropriatetests  
involvingl叫eCtionintomiceandguinea－PlgS・Theinjectionshallcause  
neithersigni且canttoxicreactionsnordeathwithinanobservationperiod  
Ofsevendays．Thetestssha11beapprovedbythenationalcontrolauthority・  

Thetestsgenera”yusedaretheintraperitoneallnJeCtionofO・5mlintoeachof  

atleasttwomiceweighingapproxLmalely20gandthe呵ectionof5・Omlinto  
each of atleast tvvo gu．nea－P（gS VVeighlng aPPrOXimately350gLln some  
COUntries．ifoneoftheanjmalsdiesorshowssJgnSOfi”－health，SuChasweight  

10SS，duringaspecifiedperiod，thetestisrepeated・Thesubstancepassesthe  
testifnoneoftheanimaLsofthesecondgroupdiesorshowsstgnso＝‖－heaLth，  
SuChasweight10SS，duringthatperiod．   

15．4 伽〟Ⅳ胎5I  

Anidentitytestshallbeperformedonatleastonelabe11edcontainerfrom  
each丘1hglottoverifythatthepreparationisofhumanorigin・Thetest  
Shallbeoneapprovedbythenadonalcontrolauth0rity・   
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Additionaltests shallbe made to determine that the proteinis  
Predominantlyimmunoglob111in・  

The methodsin most cornrrlOrluSe are radiaIimmunodiffusion and  
electrophoresis 

15．5 伽edo〝T如m胴e〃わiけ  

Each創1inglotsha11betestedforp）▼rOgemicitybytheintravenousi17jection  
Ofthetestdoseintothreeormorerabbitsthathavenotpreviouslyreceived  
blood products．h general，the dose shallbe＿atleast equlValent  
PrOpOrtiollal1）10n arabbitbod、L“’eightbasis，tOthemaximumslngle  
humandoserecommended，butnotmorethan10mi／kgofbodyweight・  
nerecommendedtestdosesarelml／kgandlOmi／kgofbodyweightfor   
intramuscularandintravenouspreparations，reSpeCtively・  

A丘11inglotsha11passthetestifitsatisfiestherequlrementSSpeCi丘edbythe  
nationalcontrolauthority．  

15．6 肋由山r鯵¢○〃ね〃f  

neresidualmoisturecontentofasamplefromeach山1hglotshal1，Where  
approprlate，bedeterminedbyamethodapprovedbythenationalcontrol  
au血ority・  

Themethodsinuseare：（a）dryingoverphosphoruspentoxideforatleast24h  
atapressu［e nOteXCeeding2．7Pa（0．02mmHg）；and（b）the KarlFischer  

method．  

Theacceptablemoisture contentshal）be determinedbythenationa）  
COntrOlauth0rity．  

15．7坤血轡e〃わ〃CO〃Cenね血n  

The触alproduct，reCOnStitutedifnecessafyanddilutedwith0．15mol／1  
SOdiumchloridetogiveaproteinconcentrationoflOgn，Should，When  
measuredatatemperatureof20→27DC，haveapHof6．9±0．5・  

lnsomecountries，adifferentrangeofpHvaluesispermittedforintravenous  

immunoglobu［ins．  

15．8 5弛め描坤  

For血munoglobuhnsolutions，aStabilitytestshallbeperformedoneach  
Ⅲlinglotbvheatinganadequatesampleat370Cforfourweeks・No  
gelationornoccl11ationshalloccur・  

Alternatively（Orinaddition），the moJecu［arsizedistributionoftheimmuno－  

gJobulinDraSSaySOfenzyrnessuchaspIasmin（fibrfno［ysin）maybeリSed，  
When shown to predict stability reliabty and when approved bythe nal10nal  
COntrOlauthority．  
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15．9 何飢フ01t鹿  

The requlrementS Of Good Manufactunng Practices for Biological  
Products（8；pages27－28）shauapply・   

15．10Sa〝岬飴ざ  

The requlrementS Of Good Manu払cturing Practices for BiologlCal  
Products（ろpage29，ParagraPh9・5）shal1apply・   

15．11Labd肋噂  

The requrements of Good Manufacturing Practices for BiologlCal  
Products（昆pages26－27）shal1apply・   

Inaddition，thelabelonthecontainershal1state：  

－thetypeofsource血aterial；  
－ theproteinconcentradon；  
－ theconcentrationofpreservative，ifany；  
－“Forintramuscularuseonly”（iftheimmunOglobulinsarcnotspecial】y  

preparedforintravenousuge）；  
－“Forintravenoususe”，Whenappropriate；  
－ forspeciBcimmun0globulin，thecontentofspecificantibodyexpressed  

inhternationalUnitsorequivalentnationalunits；  
一 forfreeze－driedpreparations，thenameandvolumeofreconstitutlng  

liquidtobeadded・  

Thelabelonthepackageorthepackageinsertshallshow‥  

－theapproximateconcentrationofelectrolytesandexcIPlentSand，for  
intravenouspreparation占，theapproximateosmolality；  

一 thebufferingcapacitywhenthepHofthedilutedprod11Ctislowerthan  
thatspecifiedinsection15・7；  

－ theconcentrationofpreservative，ifany；  
－therecommendeddoseforeachparticulardiseaseorcondition；  
－ thewarnmg“Donotuseifturbid”；  
－thesodiumandpotassiumconcentrations（iftheimmun0globulinis  

intendedforintravenoususe）・   

15．12仇畑地鵬加ほ舶旭叫叫晦  

The requlrementS Of Good Manufactunng Practices for Biological  
Products（句Shal1apply・   

15．13馳帽gea〃dざ鵬Jト〟ね  

Tlle requlrementS Of Good Manufacturlng Practices for Biological  
Products（ろpages26－27）shallapply・  

LiquidimmunOglobulinshal1be stored at5土3OCand shallhave a  
shelf－1ifeofnotmorethanthreeyears・Freeze－driedpreparationssha11be  
storedbelow25OCandshal1haveashelf－1ifeofnotmorethanAveyears・  
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Other sto「age conditjons and shelf－Iives rnay be approved bythe national  

COntrOiautho「ity  

16．CbntrO10fpreparationsofcoa9Ulation－factorconcentrates   
（factorVI］［，factorlXandfibrinogen）  

Factor Vu preparations are available as bothfrozen prodllCtS and  
freeze－driedconcentrates．Thefrozenproductsareusuallyderived杜oma  
SlngledonationandconsistofthecryoprecipltatedfactorⅥIIfromthe  
donorconcernedpreparedinaclosedseparationsystem．Thecontrolof  
thisproductandthefreeze－driedproductfromfewerthanlOplasma  
donationsiseoveredinPartB．section7．8．1．  

Generally，thesmau－POOIproductundergoeslitt160rnOP11riBcationandis  
handledand subdividedinsuch a waythat many controltests are   
inappropnate．rIowever，freeze－driedfactorVⅡIconcentratesprepared  
frommorethanlOdonationsmavbepurified．  

SourcematerialforfactorⅧpreparationsshaumeetthegeneralcriteria  
fordonorselectionandtestingfordiseasemarkersasspeciBedinPartsA  
andB．Itshal1preferablybeplasmafrozenwithin8hofcollectionorfrozen  
CryOpreCipitate．Sudlmaterialshallbekeptfrozenatsuchatemperature  
thattheactivityofthefactorⅥⅡismaintained．   

16．1恕飴OJI伽aJco〃ね加e悸  

16．1．1S胎所少a／†dざ8ねけ  

Eadhmlinglotshallbetestedforsterility．PartA，SeCtion5，Oftherevised  
RequirementsforBiologicallSubstancesNo．6（GeneralRequirementsfor  
theSteriJityofBiologicalSubstanees）（具p・48）shal1apply・   

Insomecountriesageneralsafetvtestmayberequired，・Wherebyeach  
丘11inglotistestedforextraneoustoxiccontaminantsbyappropnatetests   
invoIvinglrqeCtionintomiceand望uinea－pigs・Theinjectionsha11cause  
neithersi騨1i丘canttOXicreactionsnordeathwithinanobservationperiod  
Ofsevendays．Thetestsshallbeapprovedbythenationalcontrolauthority・  

ThetestsgenerallyusedaretheintraperitoneaHnJeCtionofO．5mtintoeachof  

atleasttwomiceweighingapproximateJy20gandtheinjectionof5，Om（into  

each of at Least two guinea－P19S Weighing approxinlatety350g．ln some  

COuntries，ifoneoftheanimalsdiesorshowssrgnsofi‖－health，SuChasweight  

10SS，durjngaspecifiedpe［iod，thetestisrepeated．Thesubstancepassesthe  

testitnoneo＝heanima（softhesecondgroupdiesorshowsslgnSO＝川－health，  

SUCh as weightIoss，during that period．For factor VJ”and factorlX  

COnCentrateS．thetestdoseshouIdnotexceed500LUofthecoagulationfactor  
PerkgofbodyweightofthetestanimaL   

16・1・2斤eedomわmJ）y和9即／C／叶   

Each屯l血glotshallbetestedforpymgenicitybytheintrav？nOuSinjection  

OfthetestdoseintothreeormorerabbitsthathavenotprevlOuSlyreceived  
blood products．In general，the dose shallbe atleast equlValent  
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proportionally，Onarabbitbody－Weightbasis，tOthemaximumsingle   
humandoserecommended，butnotmorethanlOmi／kgofbodyweight，   

Thefollowingtestdosesaresuggested：factorVIII，10IU／kgofbody   
weight；factorIX，50IU／kgofbodyweight；andfibrinogen，30mg／kgof  
bodyweight・   

16．1．3So山b〟fレ即dcねr／吋   

FactorVⅢpreparationsshaudissoIveinthesoIventrecommendedbythe  
manufacturerwithin30minwhenheldatatemperaturenotexceeding   
370C・FactorIXpreparationsshal1dissoIveinthesoIventrecommended   
bythemanufacturerwithin15minwhenheldat20－250C・Thesolutions，   
whenkeptatroomtemperature，ShallnotshowanyslgnOfprecipitationor  
gelformationwithin3hofdissolutionofthecoagulationfactors・  

16．1．4P／ロおわCOJI始〃r  

Theamountofproteinina丘nalcontainershallbedeterminedbyamethod  
approvedbythenationalcontrolauth0rity・  

16．1．5Addfffves   

rIbststodeterminethecon？entrationofadditives（SuChasheparin，  
polyethyleneglycol，SOdiumcltrateandglycine）usedduringproduction  
shaubecarriedoutifrequiredbythenationalcontrolauth0rity・   

16．1．6ル10由山／eCO〃始〃I  

Theresidualmoisturecontentshal1bedeterminedbyamethodapproved  
bythenationalcontrolauth0rity・Theacceptablemoisturecontentshallbe  
determined by the national control authority. 

ThemethodsavailabLeare：（a）dryingoverphosphoruspentoxidefDr24hata  
pressurenotexceeding2．7Pa（0・02mmHg）；and（b）theKarlFischermethod・   

16．1．7〃ydの9即わ〃CO「】Ce′沌唱†わ〃  

WhentheproductisdissoIvedinavolumeofwaterequaltothevolume  
statedonthelabel，thepHoftheresultingsolutionshal1be7・2±0・4，  

lnsomecountries，differentpHvaLuesareapproved・   

16．2 触印）p伽b始ぬねCわ′Ⅵ〝co〃eenね飴g  

EachmlinglotshallbeassayedforfactorVIIIactivitybyatestapproved  
bythenationalcontrolauth0rity，uSingastandardcalibratedagainstthe   
InternationalStandardforBloodCoagulationFactorVⅢ：Concentrate・  

The nationalstandard and the manufacturer’s hoLJSe Standard shouId be a  

concentrate ratherthanaplasmabecausetheformer has betterEong－term  
StabilityandprovidesmorehomogeneousassayresuIts・  

Thespecincactivityshallbeatleast500IU／gofprotein・Theestimated  
potencysha11benotlessthan80％andnotmorethan125％ofthestated  
potency・Theconfidencelimitsoferrorsha11benotlessthan64％andnot  
morethan156％oftheestimatedpotency・   
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16・3 恕臨御鹿沼わ始ねねcわrαco〃Ce〃ねぬS  

16．3．1PoferICy  

EachfillinglotshallbeassayedforfactorlXactivitybya・teStaPPrOVedby  
thenatioJlalcontrolauthorit）ちuSulg a Standard calibrated againstthe  
hternationalStandardforHumanB）00dCoagulationFactorsII，IX，and  
XinConcentrates．  

0ther coagulation faetors mayalso be presentinthe血alproduct，  
dependingonthemethodofproduction，andproductsshal1beassayed  
foral1coagulationfactorsclaimedtobepresentatatherapeuticlevel，   
inchdin已factorsII．ⅤⅡaTldX．Theassaymethodsusedfor血esefactors  
Shal1beapprovedbythenationaleon（rOlauthority・   

16．3．2P／郎即CeO′ac血a給dco∂9Uねfわ〃ねcわ侍  

Atestforthepresenceofacti、Tatedcoagulationfactorsshal1becamiedout  
byamethodapprovedbythenational60ntrOlauthority．  

1n somecountries．the nonTaCtivated partja（thrombopLastintimesof normal  
PraSmaaremeaSUred afterthe additionofan equalvoIumeofanumberof  

djfferentdiIutionso＝hep（odLJこtundertest．  

lnsomecountries，ateStforthepresenceofthrombiniscaTrjedoutbymixing  

equalvo】umesoftheproductundertestandfibrinogensoIution．Themixtureis  
held at370C and shou［d not coagulale within6h．The usualrange of  

COnCentralionsoffibrinogensoJutionis3－10g／L．   

16．3．3月ノ／oa〝仙od由S  

Atestshal1bemadeforthepresenceofalloantibodiesAandBbya  
methodapprovedbythenationalcontrolauthoritv・  

ltisnotpossibletobesPeci子喜cab〇Utthelestsf〇ra≡loantibodiesortospecifyan  

UPPerlimitforthetitre．  

16．4「向きl叫甲〟由仙川両独加喝即  

Eadlfi肋glotshallbeassayedforclottableproteinbyatestapprovedby  
thenationalcontrolauthoritv．  

Not）essthan70％ofthe10talproteinshouldbeciottablebythrombin．   

16・5 

Anidentitytestsha11beperformedonatleastone］abelledcontainerfrom  
each丘11inglot of coa望ulation－factor concentrate to verifv that the  
Preparationisofhumanori由mThetestshallbeoneapprovedbvthe  
nationalcontrolauth0ritv．  

Foralb11minandplasmaproteinfraction．additionaltestsshaubemadeto  
determinethattheproteinlSpredolninantll一albumin．  

The methodsin mos二 COr「mOrlL：Se are r三di三iimmunodiffusion and  
electrophoresis・  
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16．6 触○托鹿  

The requlrementS Of Good Manufacturlng Practices for Biological  
Products（＆pages27－28）shal1apply・   

167 飴叩ねS   

The requlrementS Of Good Manufactunng Practices for Biological   
Products（旦page29，ParagraPh9・5）shal1apply・   

16．8 Lab叫  

The requlrementS Of Good Manufacturlng Practices for BiologlCal  
Products（旦pages26－27）shallapply・  

haddition，thelabelonthecontainershal1state：  

－ thecontentofthecoagulationfactorexpressedinInternationalUnits，  
Where山野e裏st；  

－ theamountOfproteininthecontainer；  
－ thevolumeOfdiluentneededforreconstitution；  

－areferepcetoapackageinsertglVlnglnStruCdonsforuse，WarnlngS  
aboutthepossibletransmissionofinfectiousagentsandprecautions・   

16、9 飴訪仏u伽〃a〃d劇中p加g  

The requlrementS Of Good Manufacturlng Practices for Biological  
Products（句Shal1apply・   

16．105わ間e即IdsわeJ帥飴  

The requlrementS Of Good Manufacturlng Practices for Biological  
Products（哉pages26－27）shallapp］y・  

Finalcontainersoffreeze－driedpreparationsoffactorVⅡⅠandfactorIX  
shauhaveamaximumshelf－lifeoftwoyearsiftheyarestoredat5土30C・  
Finalcontainersoffibrinogenshal）haveamaximumshelf－1ifeof丘veyears   
iftheyarestoredat5士30C・  

Other storageconditions and shelf－1ives may be approved bythe nationaE  
controlauthorityprovidedthattheyareconsistentwiththedataonthestability  
O＝heproducts．  

PartD．NatjonaJcontr0lrequirement＄  

17 General   

Thegeneralrcq111rementSforcontrollaboratoriesintheGuidelinesfor  
NationalAnth0ritiesonQualityAssuranceforBiologicalProducts（6）  
Shallapply．  

Thenationalcontrolauthorityshauprovidethestandardsandreterence   
preparationsnecessaryforthequalitycontrolofhumanbloodandblood   
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PrOducts．Whereappropnate，thesestandardsshouldbecalibratedagalnSt  
therelevanthternationalStandard．  

The nationalcontrolauthority shえIlhave auth0ritv to approve the  
PrOductionandcontrolmethodsusedandsettleaumattersle且forits  
decisionorapprovalinPartsA，BandC．   

Thenationalcontrolauth0ritysha11alsohaveauthoritytoapprovetheuse  
Ofmaterialsthatcarrypotentialriskandshallapproveanynewmethodof   
PrOductionandthepreparadonofanynewprod11Ct・  

New products or products prepared by new production nlethods may be  
monitoredtoconfirmtheirefficacyandsafety   

略 RoIea＄eandce膏摘cation   

HurTanbloodandbloodproductsshallbereleasedonlyiftheysatisfythe  
requlrementSOfPartsA，BandC，Whereverapphcable・  

Acerti丘cateslgnedbytheappropnateo伍cialofthenationalcontrol  
auth0rityshal1be provided atthe request ofthe mandactming  
estabhshmentandshal1statewhethertheprodtlCtinquestionmeetsall  
nationalrequirementsaswellasPartsA，BandC（Whicheverisrelevant）of  
thepresentRequirements，Thecertificatesha11alsostatethedateofthelast  
Satisfactorypotencytestperformedbythemanufacturer，ifapplicable，the  
numberunderwhichthelotisreleased，andthenumberappearlngOnthe   
labeLsofthecontainers．Inaddition，aCOpyOftheo伍cialnationalrelease  
documentsha11beattached．  

Thepurposeo†thiscert硝cateistofac冊atetheexchangeofhumanbloodand  
b‡00dproductsbetweencountries．  
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Appendix  
＄ummaryproto¢01tor¢OIlo¢tionoIsourco  
matorial  

1．NameandaddressofcollectlngCentre  

2．Sourcernatedal  

3．Deta鮎ofsingledonations，Whereapplicable：  
（a）DonoridentiBcation  

＠）Dateofconection  

（C）Volumeincontainer  

（d）ResultsoftestsforIiBsAg  

（e）Resultsoftestsforanti－HⅣ  

のResultsoftestsforanti－HCV  

（g）Ifapplicable，reSultsoftestsforantibody  

tohepatitisBcoreantlgen  
（h）Ifapplicable，reSultsoftestsfor  

alanine aminotransferase 

4．Specialinformation：  

（a）Anticoagulantused  

O））WasthematerialcollectedforspeCialpurposes（e・g・aSaSOurCeOf  

SPeCi丘cantibodies）？  

（C）Precautionstobetakenwhenusingthematerial  

5．Conditionsofstorage  

6．Doesthe donation complywithexisting agreements betweenthe  

SuPPlierandmarrufacturer？  

7．DoesthedonationcomplywiththeRequlrementSfortheCollection，   
Processingand QualityCorLtrOlofBlood，Blood Components and  
PlasmaDerivativespublishedbywn0？  

Nameandsignatureofresponsibleperson  
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⑤   
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鷲敷焼療攫戦糖鞘鮮能離幣噂贈躊葦  
感触函再療  

曲泰肇廃 酔   

（NameoftheB100dCentre）  

● 

・・ 

・・； 

． 

～－佃◆－‘、〉’－？｝－〔‘ノ■d‘‾ 

弓‘韻甜講読訝棋院野締㌢ 
耶齢輔釣  

Thjs SOP describes the criterja for a donor to be accepted for b100d donation，for  
ensunng safety of donor as we［［as recipient．The purpose of donor selectionis to  
jdentify any factors that might make anindividuaIunsuitable as a donor，either  
temporarilyorpermanently．  

The Medica10fficeris responsible fordetermlnlng the suitability ofdonorfor blood  
donation．He／She shou［d confirm that the criteria are fu［fiLled after evaluation of  

health history questionnaire and medicalexaminationincIuding the results of pre  
donationscreenlngteStS．  

TechnicalManuaIofAmericanAssociationofBloodBanks－13thedition，1999pgs90－  

97，103－110．  

～  ・11÷・上長海嶺軒や   4．MATERIAL REQUJREE）  

● DonorQuestionnaire  

● Donor Card  

5．PROCEDURE  く、▼‘｛     ‘′∵  

CRITERIA FOR SELECTJON OF BL．00D DONORS   

A・Accept only voluntary／replacement non－remunerated bfood donorsif  
followingcriteriaarefulfiHed．  

Pa9elof3  
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TheintervaJbetween b100d■donations′Shou［d be no［essthan three months，  

ThedonorshaJlbeingoodheaIth，mentaHyale■rtandphysicaJ－yfitandshalI  

notbea）ailinmateorapersonhavingmuItipIesexpartnersoradrug－addict．  

Thedonorssha‖fulfilIthefoIIow■ngreqU－rementS，namely‥－  

1・Thedonorshallbeintheagegroupof18to60years  
2・Thedonorsha＝notbelessthan45kiIograms  
3・T岳mperatureandpu［seofthedondr、shaHbenormaI  

4・ThesystolicanddiastofjcbJoodpressuresarewithinnormallimitswithout  
medication  

5・Haemog（obinshalInotbeIessthan12・5g／dL  
6・Thedonorshallbefreefromacuterespiratorydiseases  
7・ThedonorshalIbefreefromanyskindiseaseatthesiteofphtebotomy  
8・The donor・Sha”be free from any disease transmissible by b［00d  

transfusion・jn so faras can be determined by history and examjnation  
indicated above  

9・Thearmsandforearmsofthedonorsha）＝⊃efeefrom skin puncturesor  
SCarSindicativeofprofessionaJb100ddonorsoraddiction－ofseIf－injected  
narcotics   

B・DeferthedonorfortheperiodrT．entionedasindicatedinthefo110Wingtab．e：  

C．DeferthedonorpermanentlyifsufferingfromanyofthefoIlowingdiseases：  

1．Cancer  

2．Heart disease  

3・AbnormaJb［eedingtendencies  
4・UnexplainedweightJoss  

5，diabetes  
6．HepatitisBinfection  
7．Chronicnephritis  
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－ Signsandsymptoms，SuggeStiveofAIDS  

9・ltisimportant to ask donorsif they have been engagedin any risk  
behaviour・Al10W Sufficienttime for discussionin the prlVate CUbicle．Try  

andidentify result－Seeking donors and refer them to VCTC（Vo［untary  
CounseFingヲnd Testing Center）・Reassure the donor！hat strict  
COnfidentially［S maintained．  

10・Liverdisease  

ll Tubercutosis  

12 PoIycythemiaVera  
13 Asthma  

14 Epirepsy  
15 Leprosy  
16 Schizophrenia  
17 Endocrine disorders  

D．Privateinterview：   

A detailed sexual history should be taken. Positive history should be recorded on 
COnfidentialnotebook，  

E．1nformed consent：  

Provideinformationregarding：  

1． Need for bJood  

2． Needforvoluntarydonation  
3．Regardingtransfusjontransmissibleinfections  
4． Needforquestionnaireand honestahswers   
5． Safetyofb［00ddonation  
6，Howthedonatedb100disprocessedand used  
7．Tests carried outon donated b［ood   

N・B・ThisglVeSthedonoranopportunitytog■Vehis／herconsentiftheyfeeltheyare  
Safedonors   

＊Request the donors to s．gn on the donor cardindicating that heis donating  

VOJuntariry．   

6．DOCUMENTAT10N   

Entera‖detai［sinthedonorquestionnaireform／cardandcomputer  
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