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NCL: National Control Laboratory
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r =0.853, P <0.0001

68



69

SLP

160-180
220-240

151 269



70

GMP

PMDA

PMDA

GMP

SLP

SLP



GMP

N

w N ko

SLP

71

Minister of Health, Guidance for S
ponsors, Lot Release Program for S
chedule D (Biologic) Drugs, Canada

(http://www.hc-sc.gc.ca/dhp-mps/b

rgtherap/applic-demande/quides/lot

/qui _sponsors-dir promoteurs lot p

rogram-eng.php)

Australian Government, Department
of Health, Therapeutic Goods Admin
istration, Testing of biological m
edicines, etc., Australia (https:/
/www.tga.gov.au/book/export/html/7
12512)

World Health Organization, Guideli

nes for independent lot release of
vaccines by regulatory authoritie
s, Technical Report Series 978, An

nex 2 (http://www.who.int/biologic

als/areas/vaccines/lot release of

vaccines/en/)



