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The purpose of the QA statement is to demonstrate adequate coverage of QA activities.
Consequently, an incomplete QA statement could lead to the rejection of the study by Receiving

Authorities when submitted for regulatory decisions.

» QARREICRMEL H D &, EBHFER L L TEIF AL OBV ATEEY

JdUn

hd b
4Mmon | £| ¥ B ORI L ‘
AL :EWUDQAMGJ#JH‘E e OABERE 0> 14
X QATERRT O F £ 0ABRE % 347 ’ B BB L 2B
X BCITEEZTHILTNIEL W EALER

QABRIMEICERZTHILDTHK - EREZWHTEAL TIEL W

PMDA N

RPNICEESIMRE, LHIC . . ) . . -

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved.



RAIEEZEQ AT —XRDHI A

Jln

SEOEFTHERINEZL D=
\ 1IE =& LT
MET— X LEOREARE L THIAZERR ?I-)Ij-.l.,;t\lﬁa)?)znj 75\
ERICERGUEE T I A DR L T U 7—']"'—&‘1' SN T

BET —REBFT —XOESIIEREINTULEAEL ST

DIXffis . RIEZHNIE - BilE 9%, £/, &£Z > THIRA]
ZA[EEL T HRRMILFERTHI O ILZEH TIEFL L

(BERICERY B R ZEIH) «230mcLPies (SRTEE) IKTER
@ DIFtE#ezE~DBIT (BEEIH - U P F LT — X DIRTE)
@ FEEZO DR

® TovoT7—0v—FDEE

PMDA

BOMCEEHURE, LI 34
Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved.




MITITBUEAN EERERESRESHRE

Pharmaceuticals and Medical Devices Agency

k-

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved.






