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* Guidelines for independent lot release of vaccines by regulatory authorities (TRS 972, Annex 2,
2013)
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BGTD: Biologics and Genetic Therapies Directorate

HC: Health Canada

EU: European Union

EDQM: European Directorate for the Quality of Medicines and HealthCare

PE!: Paul-Ehrlich Institut

TGA: Therapeutic Goods Administration

** Guidelines for independent lot release of vaccines by regulatory authorities (TRS 972, Annex 2, 2013) ;
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Q. What kinds of drugs are subject to independent lot release?
By, CFAGEENEERZEBICLSOVMNI—IDHRICLTHNETHM?

DOFoOOyR)—RIZKROHEH

2.1 Consideration for Establishing Lot Release Procedures by NRA/NCL

There are currently different approaches to conducting lot release of vaccines including 1) review of
summary protocol only, 2) review of summary protocol with independent testing (full or selected testing) and
3) recognition/acceptance of lot release certificates from the responsible NRA/NCL. These approaches are
not mutually exclusive and different approaches may be used for different products in the same country. - - -

-----------------------------------------------------------------------------------------------

2.1 NRA/NCLIZ&AOvM)JY—RDFEHIE D= DEEEIE
DOFLOOYRY—IXDERICDONT, BE. LWOMDELZLIZFENTHONA TS, ThoICIE, 1)SLPEE
DHEERMT S, 2)SLPEEITNATYURIZLIRBR (RERTLE—BOER) RT3, 3) UZMRAICE
AT ANRANCLAFETL Oy Y~ FIHEXRE - ZHETD HAEEND CNSOFEIEHEIIANT
BeThY. —DOENTE RIZE>TERAAEERITELL, sererrescssasncascnscscsnssansnssassnans

-----------------------------------------------------------------------------------------------

Q. What procedures are required for the lot release of vaccines?
L. 90F0 00y —R B BLGFIRIXFITT M ?

NRA: National Regulatory Authority
NCL: National Control Laboratory 4
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Q. What procedures are required for the lot release of vaccines?
L. 99Fo00OvM ) —RIZBHERZFIRIXE T M ?

OCABR: Official Control Authority Batch Release
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2.1 Consideration for Establishing Lot Release Procedures by NRA/NCL
For vaccines produced and authorized in the country, either for use domestically or for export, the NRA of
the country should take the responsibility for regulatory oversight of quality of the vaccine.

-----------------------------------------------------------------------------------------------

NRAIZ. ZODU0FUABERNTERAShAMEESh AN AN DET | ZOEICENTEEShREZESh TH
BVIFUIL OV, BEER - TREICHT RN LOERETIELAEITHD,

-----------------------------------------------------------------------------------------------

Q. Which classes of lots are subject to lot release?
LY. EOQLILGEAMOOYEAOYR—ZADMWRITIEOTNET M ?




