
怜3 恕b叩pJねa上Ikねねck〉rJズCOnCenI柑fes  

16．3．1Po！eJICy   

Each色ninglotshanbeassayedforfactorⅨactivitybyatestappr？Vedby   

thenationalcontrolauth0rit）ちu5mgaStandardcahbratedagamstthe  
hternationalStandardforH11manBloodCoagulationFactorsⅡ，Ⅸ，and  
XinConcentrates．  

0ther coagulation factor5may a）so be presentinthe最nalproduct，  
dependingonthemethodofproduction，andproductsshal1beassayed   
foral1coagulationfactorsclaimedtobepresentatatherapeuticlevel，   
includin巳factorsⅢ．VTIandX．Theassaymethodsusedforthesefactors  
Shal1beappro、・・edbythenationalcontrolauthority・   

16＿3＿2Presenceofactivaねdcoagu／at（onfactoTS  

Atestforthepresenceofactivatedcoa巳Ulationfactorsshal1becarriedout  
byamethodapprovedbythenationalcontrolauthority．  

ln sornecountries・thenon－aCtivated partiatthrombopIastintimesofnormaI  

PIasmaaremeasuredafterl卜eadditionofanequa）voIumeofanumberol  
differentdirutionsoftheprodL．CtUndertest．  

lnsomecountries，alestforthepresenceofthrombiniscarriedoutbymixing  

equaJvolumesoftheproductundertestandfibrinogensoIution，Themixtureis  

held at370C and shouId noIcoagulate within6h・The usuat range of  
COnCentrationsoffibrinogensolutionis3－10o／l．   

16．3．3Aメナo∂〃〟bod由s  

Atestshal1bemadeforthepresenceofalloantibodiesAandBbya  
methodapprovedbythenationalcontrolauth0rihT．  

Etisnotpossibletobespeci子jcab〇utthetestsbra‡Joantibodiesortospecifyan  
UPPer＝mitforthetitre．  

16・4 丁由I卿〟c∂b他わ舵l血呵eJI  

Each丘1linglotshallbeassayedforc10ttableproteinbyatestapprovedby  
thenationalcontrolauthoritv．  

Notlessthan70％ollhetotalproteinshou！dbec】ottableb）′thrombin．  

16．5JdeJ】呵〃由I  

AnidentltyteStSha11beperformedonatleastonelabelledcontainerfrom  
each丘11inglot of coa望ulation－factor concentrate to verifv that the  
Preparationisofhumanori如1・ThetestshaJlbeoneapprovedbythe  
nationalcontrolauth0ritヽ1  

Foralbtlminandplasmaproteinfraction．additionaltestsshal1bemadeto  
determinethattheprotein1SPredominantl、▼albumin・  

The methods 盲∩ 汀10S：COrrmOn しSe are r三dF三；immunodjffusion and  

electrophoresis．  
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16．6 何戸（肌お   

The requlrementS Of Good Manufacturing Practices for Biological  
Products（民pages27－28）shal1apply・   

16，7由ゆ   

ne requlrementS Of Good Manl血cturmg Practices for Biological  
ProdllCtS（昂page29，Paragraph9・5）shal1apply・   

16．8 ⊥a輌  

The requlrementS Of Good Manufacturing Practicesfor Biological  
Products（旦pages26－27）sha11apply・   

Inaddition，thelabelonthecontainershal1state：  

－thecontentofthecoagulationfactorexpressedinhternatio皿alUnits，  
Wheretheyexist；  

－theamountofproteininthecontainer；  
－ thevolumeofdiluentneededforreconstitution；  

－areferencetoapackageinsertglⅥnginstruCtionsforuse，WarnlngS  
aboutthepossibletranSmissionofinfectiousagentsandprecautions・   

16．9飴加肋u伽〃a〃dきわ納  

The requlrementS Of Good Manl血ctunng Practices for Biological  
Products（句Shal1apply・   

16．10Sぬ間e即Id5わdト〟お  

The requlrementS Of Good Manufactumg Practices for Biological  
Products（昂pages26－27）shauapply・  

Finalcontainersoffreeze－driedpreparationsoffactorVIIIandfactorIX  
ShallhaveamaximuIIShelf－1ifeoftwoyearsiftheyarestoredat5j：3OC・  

Finalcontainersof丘brinogenshallhaveamaximumshelf－1ifeof丘veyears   
iEtheyarestoredat5士3OC．  

Other storage conditionsand shelf－1ives maybe approved bythe national  
COnlroFauthorityprovidedthattheyareconsistentwiththedataonthestab冊y  
Oftheproducts．  

PartD．Nationa］controIrequrement＄  

17 General   

ThegeneralrequlrementSforcontrollaboratoriesintheGuidelinesfor  
NationalAnth0ritiesonQualityAssuranceforBio）0gicalProducts（6）   
shauapply．  

Thenationalcontrolauth0ritysllallprovidethestandardsandreftrence   
PreParationsnecessaryforthequaBtycontrolofhu皿anbloodandblood   
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PrOducts・Whereapproprlate，thesestandardsshouldbecalibratedagamst  
therelevantIntemationalStandard，   

The nationalcontrolauth0rity sha11have auth0ritv to approve the  
PrOductionandcontrolmethodsusedandsettleaumattersleftforits  
decisionorapprovalinPartsA，BandC．   

Thenationalcontrolauth0rityshaualsohaveatJth0ritytoapprovetheuse   

Ofmaterialsthatcarrypotentialriskandsha11approveanynewmethodof   
PrOductionandthepreparationofanynewproduct・  

New products or products prepa（ed by new production methods may be  
monito（edtoconfirmtheirefficacyandsafety   

18．Rdeaseandcertification   

HurTahbloodandbloodproductsshanberelea亨edonlyiftheysatisfythe  
requlrementSOfPartsA，BandC，Whereverapphcable．  

Acertincateslgnedbytheappropna（eo臨cialofthenationalcontrol   
auth0rity shallbe provided at the request ofthe聖anu払cturing  
establislmentandshaustatewhethertheprodtlCtinquestlOnmeetSal1   
nationalrequirementsaswellasPartsA，BandC（Whicheverisrelevant）of  

thepresentRequirements．Thecertificateshallalsostatethedateofthelast  
SatisfactofyPOtenCyteStperformedbythemanufacturer，ifapplicable，the   
numberunderwhichtheloIisreleased，andthenumberappearlngOnthe   
labelsofthecontainers・Inaddition，aCOPyOftheo臨cialnationalrelease  
documentsha11beattached．  

Thepurposeofthiscert浦caleistofaci＝tatetheexchangeofhumanb100dand  

b‡oQdproductsbetweencountries 
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Appendix  
SurrlmaryPrOtOCO］forc9］fectionofsource  
material  

1・NameaJldaddressofcollectingcen（re  

2．Sourcerna［erial  

3・Deta山sofsingledonations，Whereapplicable：  

（a）Donoridenti6cati、on  

仲）Dateofcouection  

（C）Volumeincontainer  

（d）ResultsoftestsforfmsAg  

（e）Resultsoftestsforanti－HⅣ  

（りResultsoftestsforanti－HCV  

（g）Ifapp走cable，reSultsoftestsforantibody  

tohepatitisBcoreantlgen  
（h）lfapplicable，reSultsoftestsfor  

alanine aminotransferase 

4・Specialinformation：  

（a）AnticoagulantuSed  

（b）Wasthematerialcollectedforspecialpurposes（e．g．asasourceof  

SPeCiBcamibodies）？  
（C）Precautionstobetakenwhenusingthematerial  

5．Conditionsofstorage  

6・Does the donahon complywithexistlng agreementS betweenthe  

SuPPlierandmanufachlrer？  

7・DoesthedonationcomplywiththeRequlrementSfbrtheCollection，   

ProcessingandQuahtyContfOlofBlood，BloodComponentsand  
PlasmaDerivativespublishedbvWHO？  

NameandsignattlreOfresponsibleperson  
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㊤  

（NameoftheBloodCentre）  

This SOP describes the criteria for a donor to be accepted for blood donation，for  
ensurIng Safety ofdonor as we‖as recIPlent．The purpose ofdonorselectionis to  
identify any factors that might make anindjvidualunsuitable as a donor，either  
temporarilyorpermanentIy．  

The Medica10fficeris responsible fordetermlnlng the suitabiljty ofdonorforb100d  
donation．He／She should confirm that the criteria are fu［fiI（ed after evaluation of  

hea［th history questionnaire and medicalexaminationincfuding the results of pre  
donationscreenlngteStS．  

lbchnicalManua10fAmericanAssociationofB100dBanks－131hedition，1999pgs90－  

97，103－110．  

● DonorQuestionnaire  

● DonorCard  

CRITERIA FOR SELECT10N OF BLOOD DONORS   

A・Accept on［y voluntarylreplacement non－remunerated b］00d donorsif  
fol）owingcriteriaarefuIf‖ed．  

Pagelof3  
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Theintervalbetween b100d donations should be noless than three months．  
The donor sha［暮bein good health，mentalfy aTert and physica［Iyfit and shal［  
notbea）aiLinmateora person having multipFe sex partnersora drug－addict．  
Thedonorsshaltfu伯＝thefol］owingrequlrementS，namely：－  

1．Thedonorsha”beintheagegroupof18to60years  

2．ThedonorshalJnotbelessthan45kilograms  
3．TemperatureandpuJseofthedonorsha［＝）enOrma1  
4．Thesystolicand diastoIic blood pressuresarewithin norma川mitswithout  

medication  

5．HaemogIobinsha］lnotbeIessthan12．5g／dL  

6．Thedonorsha［lbefreefromacuterespiratorydiseases  

7・Thedonorsha”befreefromanyskindiseaseatthesiteofphlebotomy  
8．The donor sha‡［be free from any disease transmissible by b10Od  

transfusion．in so far as can be determined by history and examination  
jndicated above  

9．The arms and forearms of the donor sha［Jbe fee from skin punctures or  
SCarSindicative of professiona］b100d donprs or addiction of seJf－inJeCted  
narcotics   

B．Deferthedonorforthe period mentionedasindicatedinthefoI10Wingtabfe：  

C．Deferthedonorpermanentlyifsufferingfromanyofthefo）Iowingdiseases：  

1．Cance「  

2．Heartdisease  

3．AbnormaIb．eedingtendencies  

4．Unexp［ainedweightloss  

5．Diabetes  

6．HepatitisBinfection  

7．Chronicnephritis  
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＿ Signsandsymptoms，SuggeStiveofAIDS  

9．Jtisimportant to ask donorsif they have been engagedin any risk  
behaviour．Al10W SUfficient time for discussionin the prJVate Cubicle．Try  
andidentify result－Seeking donors and refer them to VCTC（Voluntary  

Counseling？nd Testing Center）・Reassure the donor that strict  
COnfidentiaHylS maintained．  

10 Liverdisease  

ll Tubercu［osis  

12 PolycythemiaVera  

13 Asthma  

14 Epilepsy  

15 Leprosy  
16 Schizophrenia  

17 Endocrinedisorders  

D．Privateinterview：   

A detailed sexualhistory should be taken．Positive history shou［d be recorded on  

COnfidentiaInotebook．  

E．lnformed consent：  

Provideinformation regarding：  

1． Need for blood  

2． Needforvoluntarydonation  

3．．Regardingtransfusiontransmissib］einfections  

4． Needforquestionnaireand honestanswers  

5． Safetyofbfooddonation  

6．● Howthedonatedb100disprocessedand used  

7． Tests carried outon donated blood   

N．B．ThisglVeSthedonoranopportunitytoglVehis／herconsentiftheyfeeltheyare  
Safe donors  

＼  

＊Reque岳t the donors to slgn On the donor cardindicating that heis donating  

VOIuntarity．  

Enteralldetailsinthedonorquestionnaireform／cardandcomputer  
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