= % T &
S 34 11 H 12 H

FERER A AR () 5 EER @

A B R A T R TR T A e R

IMDRF AR EA HGEE 2B £ 2 T-EERFER AR B S HFEE DO ARITHONT

A, BRSIATBUE N ER R A R O L 0 | BIIRD L35V | IMDRF NAA A
FEER AN E A T ERESR AN B G HEEE O ARITOWT, BE s THEEK L E
OEHER D Y £ LD T, BE TRGERIEESF~OF T HEERE =,




DI

= B
SM3HE 11 H 12 A

JEAETHEVE BEAE - TR A R R R R

M SLAT BRSSO A
-3 Tr RS I 7ee P I

IMDRF ~ BA HIRER 2 B & 2 I RIS T R A AREER O /ARICHONT

ERLICOWTIE, AR E Lo & B0 BIEMAY CTHA L E L72O T, BA
HELET,

Fo. RO FIZONWTIEL, BOERGEER 2 E 153 2 FH0ENF RIS E M
Wl E ET IO HEER O E T,



I

= B o R
S 3411 A 12 A

G /e A

M SLAT BRSSO A
-3 Tr RS I 7ee P I

IMDRF REA HFEEA M E 2 I EFERESTRESHEEDOARIZONT

I, EREEREOWE, AL L0 IZEET 2EE (Bfn
35 HFEIEMAE 145 5) FH 68 £D 10 FH 1 HOBEIZE S BRSO RELSE
OH|E (LT IRESFERE] L ),) 20T, TERESRORESEH
HIZHOWT) (FF24 1 H 31 BT EAZSE 0131 5 1 5B WE EE -
TR AR R IR X RER @) I KD Z OB W ASR &0, [FlBENO RIS
4. (1) 72T, AREFREOHEE BEFEOMBPES (Pa. 7.2r. 1) ],

(SO N BG4 (Pa.8.2r.1) ), TFHA L (Ca.3.1r. 1) ), THRAR R

(Ca.3.2r. 1) ], [#&F@ (Ca. 3. 3r. 1) | KON R EANHAE L= (Ca. 3. 5r. 1) |
OHFEERICIE, B, TEREEsA~ESHEE 2TEHTL2Z2 L T0nE
7T

Fo. ERESRANRBES IZOWTIR, TEEEIRA R OUGT KT
INFRIZHOUWT (A$D2£ﬁ3ﬂ31 H AT R A G @ l:i Eﬁﬁ%@a%l:ﬁi?é
KERRELERE) TN T, ZOEHINEZARLTEERMLE SN TVET,

BT FE%FA&””@IMDRFFH HEDOBIFR D A _ou\m (/\%n 2 41120
H AT Tf@Eﬁ@J’é PR3 - AR AR JR R K2 xRS ) (2T, EHEE
SR Y7 4+ —F A (IMDRF) [ THED £ &0 %zhf: [ TMDRF
terminologies for categorized Adverse Event Reporting (AER): terms,
terminology structure and codes| DOFFRKK (LLF TIMDRFARES HFEE | &
Wo,) EARLIEEBHLEINTWVET,

At —xAEETE N EIZIKE%;&% SEFEHARICEW T, IMRFREA AREE
W E 2 R IEEEGR AR LS HEENIY £ Lo, EEKRSANES %O)
FERGIEFIZOWT, Bl @kio DIREEEEEHT 5 L b, RREA



WME IR RS HEEZHEAT2BOREEHE LT, EREERANEA
RGBSR ICHERT M D& £ D HEE & IMDRFAR B4 B4R ICE £ D HFEIC OV T,
PHEOMS T (UF =y b, ) ZHER2 D L0 EhE /-
LELZDOT, BESB~ORAFBENWZ LET,

B, ERESAESABEEIFESSR—AX—UMD, REASHES
179 BRIC B 2 R AR AN A FEE S O WE 7 — Z 13RS LA TEOE N EIE SR
AR A DR — L X— Vs, TN ENATRIETH DL Z L2 LKL
S

AN B OREE IR S A R R — AN — Y URL ¢
https://www. jfmda. gr. jp/activity/committee/fuguai/
MSEATEREN AL ER R S A AR — L= — 2 URL
https://ikw. info. pmda. go. jp/notice. html



https://www.jfmda.gr.jp/activity/committee/fuguai/
https://ikw.info.pmda.go.jp/notice.html

B 1

MSTATHOEA ERRERRRASR AT MR I - A I
—HEEA DAERRREREAS PMSEASR - FAAMEWG

RNEAHFHRE ISR D ERES N BEA HFEEOE M HIEEC SN T

1. — M EFERE

AEERFIEFE, [ TEERLEORIEHEOHREICONT] O—EKIEIC>
W) (R 347 30 HATITRARE0T30 5 8 R A TENA K A R R
) o TEREEGAES  RYUEEGIHREE)  GIREEE 8) | TERES
OWFFERE AR E L] KO TEFRESOSMNEIC BT 2 /EFOPIE, B,
BEFEF OFFER A B ) IR 10) (2B W T, ERES A BA MFRED
SHFEERT 2582 E L TERL TS Z &,

Fio. TEFRESRIR L ANEGOREREHEREE] IR 9) |
R G B S & OURMRAURLD RO TS AR FIEETE
REASEMWES] OUHMERAZFL2) 2B\ Th, I E CRBEERER A
EHREROHFEZZEICHREELMER L TELIXA RN &,

2. HREEORERK
ERpE RN B G HEEEIL. D TOMGEHEICEVEREIND,
(1) fERIHzE
[EFEEIR AR EAHEEOUT R OAEICONT) (243 A31 A
TRAEFGBE R - AL R ERL SRR FEER) BN TAERS
NI ERTO RS A RS AEEAZUGT L HEETH Y | BRSO —
R FRICHES I BTV D,
(2) dEHE
[ Wi 25 O IMDRF FH ZEEE O BRI O ARICHOW T (2411520 A
(T IEA B A IR - ATER AR R R 2RI SER) (ChWnTAaR
SHTZIMDRFA B A HEEE 2 R BEA%EWE ~OMEHIZHE L2 B I L7
HEEETHY ., —BNAHICL TR TOEBRERICHEHTETH 5,

3. HEEORENGIE

(1) TEREZEOREWEESL (Pa. 7.2r. 1) |, EEMEISROLELE4 (Pa. 8. 2r. 1) |
KON TREGMNIAE LT (Ca.3.5r. 1) | IZBWT, FHEBORIR Gk
WFFEAIE LT R LRy 9528 (K1) .



1)

2)

3)

RNRBEREZT O B O— LR E XS T 2 HEEERH D |

MEAE B R ORI Y 2 HFEN & D I5E | AR HREE ) IR

THZ L,

UTOWTNOrOHEIZILEHTEEN H®RIRT 5 Z &,

s REAHWREZITHI WO ML E XIS LT 5l HGEEN
HHLEOD, FOPEY 2 AEENEVIES

o AREAZWEZITHIWEO LT EXIG L 3 5B HGEEN
FUATRSS A

LEHGEEICOEY T HIHENEWGASIT, HEEBRROEEIZE N T

[ZDfh] 28R L7 BT WNE LHRICE S HEEEZHW TR L

THELXZRW,

— MR Z RS D T
LARIHFEES B % 2,

oQ))

(A5 FEE S 4 T 3
FRALWED D B D

L
HY
A \ 4
[ ofl) %EIR LES
GHITEEN S DHN T | 2o ERRLE
34 H R ER S
e Rz st

®1 JHEERIRO 7 B —F 5 —

(2) A&7 (Ca. 3. 1r. 1) ), [FAAERE R (Ca. 3. 2r. 1) | R UM (Ca. 3. 3r. 1) |
WZBWT, £HEE (BT FAEMARAE v ),) 1B HREE ) OIRIR
THZE, £, HEBRAEORIRGIEIUTO LB L5522 L,

1)

(AR A X1 BEE, TR (X 3ME. TR 132 BB TRk
SNTWDER, THHEREER] RO [ 1220 TiE, HRIZHOWTE
UEEZEZONAHED S Bbikb MO HEZRIRT 5 Z &,



2) PWEMBFEABASMO 117HIC, TERELHE) #ICRRA L ThREDRK
R OITEICRbEE L-HERREAEEZERT L,

3) iz TREDRKEM] (2D T-DIZE N L7-iia ik - AR - &
MNHDHEET. 21T AUBOFEER EHE LIRS H 2 &,

4) HEMGEEICEE YT D HENEWEA L. HEEROEA BN T [£
Oftt) @R L7 BT E LB HRIZESS HEEZHWTRIA L TYH
ZLE 27,

4. EEEGSANEEHGFEENOZOMEHA FIECET 2 EE, WEbtik
o —RALFIVEN HAREFSIPEXEE S S FH/A [-yougoljfmda. gr. jp
o JMNAATHEOEN EIRMIEREIE O R E T - xR

anzenl menkai@pmda. go. jp

Uk


mailto:f-yougo@jfmda.gr.jp
mailto:anzen1_menkai@pmda.go.jp

BT 2

&%) FHEESRE & OV IMDRF REASHEERE O~ v B 7I2o0W T

RN RO HREEICERTN D E ENDEHFE GIR 1 O HER]HEE )
D4 HEE) (2% LT, IMDRF A EA HFESE O HEE (LA TIMDRE HEEl w9 ,)
N1OTOvyE LTI TS, 4 IMDRF HEE &~ v B 7 S @R HEE
HEORGEICHOWVWT, BRI LOBIH 2 0 L BVEHE Lo TERT52 L, 5l
M LBV CiE, B AEEICEB T 25EO — RN TR Sz HE
BT, 45 IMDRF B &~ v B 7V SN EBIHGEEDOHGEL N a— N2 L
TW5, A 2128V T, 45 IMDRF HGE &~ v B 7 Sz Es HEEE O 2
TOMFELE N — RZ[E—OITIZEHE L TV 5,

DN



(Bll7L)

—RAENTEN A ARERE S E R E SR

— AR HE A K E SR - IVD T.¥S

RPN B R A =g gEs - IVD ZBE S

AR (A & &

KEWEREE TR R E A PITEA S

RN LA A 5 2



