B OB O #H K
SM2E 108 2H

FHENREEIEE (B) EFEEEW #Hdh

BABZBEEE - AFEEREERFERTER

BEAEFBHEEE -  AEHERERZ S%H

;1%!

E2B (R3) A w5 EBUEFLSMRs ORI R U 581K
X4 5 EDOM A O AICE T o —F —H A FO—HREICDNT

E2B (R3) A v ¥&—iciit DIEBIAE G2 2R E ORI & O 5881254
% EDQM @B OERICBET Ao —F—H 1 F A F Ta—WF—HA1 K] L11n5,)
WZ2WTCHE, TE2B (R3) A v — D0 A EREH RS EORTE L R 5.
REITRET B EDOM AIER OIS BT B so— W —H o Rz T (CERE 30 4E 11
H 8 BT EAREE EIK - AERERERL TSR - ERESERA
R, DUT IR 30 FEHHERG LW o) WEVBRLLTEREZAT
T
AR, EIELBHIFMEERSS LT TICH) 205 ) iokBnT, o—iF—3
A RO—HEEREBESNE L, DWWk, TREIFESETao L, #%M5E
BREFICHTIREMF LS L HEEEVET,

B AFEEGORAICEV, AR 30 FHEBEK EFEE L E,

!

1. s —F o FIZOWTEE, ICH & UM SIATE R A 3 5 I i S S s
(LIF TPMDA] &5 ,) OO URL IHBE S TWna 2 b,
OICH
(URL) https://ich. org/page/e2br3-individual-case-safety-report-icsr-
specification—and~related-files et
OPMDA i g NN
(URL) https://www.pmda. go. jp/int-activi ties/int"harmony/ich/ogé.




2. 2—H—HA FOFRERERE LTHERHLTHD I &,

3. TiAREEIER S8E R OCHRAMERSRE ORIV I T
B % BRI S0 R ONABRBIER S#E O BRSO W T, TE2B(R3) %
B A FITxbis L IR BRI SR R OVABEBIERSRE >V T) (F
M2 8 A 31 BT RAIEESR 0831 5 12 %5 - FLLIE 0831 55 3 SR ATH
BEIR AL REEREETHAE - EREAMFERREREM) FIC L
DERLLTWS & 25T, fREBIERNSRERIERAEASHE
B BARO—F —H A FO—HRERBEE 2 A8 R O G5B E IR
Ha—RY R OB, 2=V FORBRAREENIOWTIE, B TE
BLET,



