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1) PPTA Donor History Questionnaire:
https://www.pptaglobal.org/safety-quality/donor-history-
questionnaire

2) Use of the National Donor Deferral Registry Standard:
}&;tps://www.pptaglobal.org/imageS/IQPP NDDR V3 0.p

3) Nucleic Acid Testing (NAT) for Human Immunodeficiency
Virus Type 1 (HIV-1) and Hepatitis C Virus (HCV):
Testing, Product Disposition, and Donor Deferral and
Reentry: https://www.fda.gov/media/124144/download

1) Use of Nucleic Acid Tests on Pooled and Individual
Samples From Donors of Whole Blood and Blood
Components, Including Source Plasma, to Reduce the Risk
of Transmission of Hepatitis B Virus:
https://www.fda.gov/media/124225/download

5) Guidance for Industry :Nucleic Acid Testing (NAT) to
Reduce the Possible Risk of Human Parvovirus B19
Transmission by Plasma-Derived Products
https://www.fda.gov/media/72156/download

6) QSEAL NAT Testing Standard:
https://www.pptaglobal.org/images/qgseal/ NAT TestingV2.

pdf
7) American Red Cross:
https://www.redcrossblood.org/biomedical-services/blood-

diagnostic-testing/blood-testing.html

8) Guidance for Industry : Alternative Procedures for Blood
and Blood Components During the COVID-19 Public
Health Emergency:
https://www.fda.gov/media/136603/download

1) Guideline on plasma-derived medicinal

products :
https://www.ema.europa.eu/en/docume
nts/scientific-guideline/guideline-
plasma-derived-medicinal-

products en.pdf



https://www.pptaglobal.org/safety-quality/donor-history-questionnaire
https://www.pptaglobal.org/images/IQPP_NDDR_V3_0.pdf
https://www.fda.gov/media/124144/download
https://www.fda.gov/media/124225/download
https://www.fda.gov/media/72156/download
https://www.pptaglobal.org/images/qseal/NATTestingV2.pdf
https://www.redcrossblood.org/biomedical-services/blood-diagnostic-testing/blood-testing.html
https://www.fda.gov/media/136603/download
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-plasma-derived-medicinal-products_en.pdf
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IQPP (International Quality Plasma Program):
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(EKE - RN DFTTE(CEHLLI A 7 EIA M2 ERBL TWETD,

o Bl DEFICEIH DK E - ERM DFRTE

->K[E : 21 CFR Subchapter A, Part 7, Subpart C—Recalls

X : Annex 14 Manufacture of Medicinal Products Derived from Human
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- HHHCTGRERU RS R T )L IR THD L

-E"M‘Iﬂfﬁﬂ’ﬂ%ﬂ%ﬁ’f%?ﬁ (Official Medicines Control Laboratory) THREUREET-IL
(F2ETHBE

FERROFHERAE B TIHEICHBULTIE. Annex 14 Manufacture of Medicinal Products
Derived from Human Blood or Plasma XU [EMA CHMP BWP 706271 2010
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EHEUTVET,

KE : 21 CFR Subchapter F, Part 610, Subpart E—Testing Requirements for
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1. HmOES (MUK, MR, o)
2. RESIUERM ZE DR

MM oFES : EDQM Blood Guide

(https://urldefense.com/v3/ https://www.edgm.eu/en/blood-
guide__;'"KDurfCY!uYbsV1couYY3ENDDJIsV4S69F10pbY7iKI5SpHKncaS6pZh2Ry
gA1M89hu-
4DUjkQPaRk$ <https://urldefense.com/v3/ https:/www.edgm.eu/en/blood-
guide_ ;!"KDurfCY!oU3kbgByQzM1waakCTb-9VbxC2NP9IHOpiQadVBE746U-
SARKU1fRpiXN7pEtouw$>) (CED<BRNGEETORIREIEIARBICRAERSBIRELLT
DWENTY,
[RENREMMBIME. BHHNSEERATE 6 [0, ZENSEERATE 4 [O], FENREM
FRIMOMBIFERIE 2 hARIPR TITOENTES ]
28, EU INEECBV TR ETIMBEOEERA ILHARIZERIT TV SIHENHNFT,

Oﬁggll’,‘ﬁd)ﬂi"gﬁﬁ (FRimiEzEHADORECEERT 5 TICMBZHREL THRIRE)
) ONT
KIE - BN OEAE(CEMUTTEREBOTVE T,

@ FRIFEB DA INY M) —K— )V RICET 3K E - BRH DRI

FOMN(CH TR EREREIEFE. The European Commission Health and Consumers
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