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1GS IEBRE L EEFEE T, ERAEERUY Y ¥R T %774%1w/&U7«/F
Fx— OB EREATERT A S, MANLEBEERY Y Yo — 2 g VOB RUHE
PIZR AL TS,

TCHICSR EEH A F 20134E4 B 121



(B#E 1)

ICH X ERROIED, ICH 6 BHE, 3 47—~ R UEHERONAELZ S ICEELSRBICET S
i O SEEL G FD-r == 277 F 7 (Regional Harmonisation Initiative, RHI} | $7/rdbh 7 o7 7 A FERLEL
HFlE S8 (Asia-Pacific Economie Cooperation, APEC) | FE 7 FEEHS {Asscciation of
Southeast Asian Nations, ASEAN) . BT 7 7 EEEAHHER (Gulf Cooperation Council,

GCC) . AT A D 4 EFELEFHFIF > F 17— 2 (Pan American Network on Drug Regulatory
Harmonization, PANDRH) R UV EEF =7 U 7B 2R (South African Development Community,

KEENA FEICH =4 (HE, BUEUKE) BUICH 7 F—s3— 2t GOG OEE R L
TICH »E#HE L TV HHMRIC I 2 EER TS E R BIHIr S SN g,

ICH, ICH © EWG R UHEHERAE 2 O NS KE X EOFHMIL. ICH 7 = 741 b L AFTE 5,
TR R O A P RONEEITEL U T O 0 IR 20 BT, ICH M2 EWG TAET
EHIED, ICHY =7 %A Mt d b,

2.2 ICHICSRAA F54 »OERMEE

RODICHEZB HA FF A - Thd VERENTEMEHE (CSR) 35T BH0F— 518
H (Data Elements for Transmission of Individual Case Safety Reports) | 73 19974 7 B 17 BioA&
BRI, 20004F 11 A IZUGTEan ot BESRE LOFE A E T 2001 % 2 HiZ ICH Step 4
E2ZB (M) A K5 A& LTREEN, ICHIHEFRA =7 F70—BELT, 20
Step 4 E2B (M) A F5 A4 320054 5 BIZ E2B (R2) HA FoA o Shi-, T0BE,
EBAOAB~OEE Lo, ICHM2 EWG 2000 55, 8RR USE 0 Seimhvddb &,
ICSROPET—-YHBEREL, EHTL 0L 07— Y HHOEELY”RA b T
BUERIZ LR E (ICSR) 3 BFHIEET S 00 A 7 — 4% (Electronic Transmission
of Individual Case Safety Reports Message Specification} | A FZ7 4 %4 L7,

2.1.3 IHizHBITdmiT7a+x

F-TENEL, ERBEOFSSHRC SO A EESE LA L BT S e
AR DT AR R UMBE R TERES Y 4 v v P TR SRS E L SEMICERET AL
BHENFICHD, FORD, 2128 (BT THRASS LI ERB CEAEMSIIMETANS &
ST/Eodn, E2B (R3) A v Lli 0L DI 0 S ML LB TEN
ICSR THh A,

ICHICSR EE ST A4 K 01344 H 128
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(B 1)

ICSR OEFAMrIEORThIZE, EENAEET - Y HEE L BT A v v — P OB TER AR
KTHD, Lo THIR, SRRV osnEOBTEREEN-ZETHNA v %
BEATAZEBMAEIVEETHS, 20065, ICHIZTEIZBO IEROWITORHID, SDOMER
TERRRETAVOBBEEDSLVHIRFLETF L, £EEHA N, 20FH Lotk
THEEN/ZE2B (R3) Ao JFFEETE A v — PEEREIC SV TREL TS,

ICH OfEB O & & S5, BEMICHMmINRETMELRETHN A o v~ UEEREO
BHESAREL 2D L5, ICH OFHEBAKTHS ICHEEZE S, SDO LB L THBEEY
T2V SREST L, ISO, HL7, CEN, CDISC BRHTSDO & FNEPhoHifESL
(TC) RUMREBHRIEFE (LA D 2 MNF L, Ly AvHEEOERRRI OGRS RET, HRH
NETHREHRIEEREAERT I I 2 RET A0, BN, BWEL. BET A4
BHEEEICERL TS,

FLTEREOSDOE, SEHKAOBRBE 0 A0 Lo TEBLAESO R, BBk IRE
iﬁﬁ@f’?%&:u\otﬁuﬁ%ﬁ ?T&LL MR B HE S =TT IR L, ToER S =T
FTE, Ar=TH% SDO DB LW EN D A7 =0 FF755ES I0) 10k -T
HEINS, LOT77a—F Il loTENTHOBEILC | 2OREOEEFEIER S,
B SDO H LEERRIC DWW THADOAR E XBEWMY 205, ICHIC L - T, BTHIEER
WHERBOCEERERSERL, EEEUIEAEN VIR T A BEERE BT 57510 SDO L
Aol bk, BRESOEENL, HE T3 ETHERDTREN,

2.2 REAZLFFIFCO ICKRFLBHENESE

ICSREBEHEHBRICET S ICHOA Y P AOHBEEERERERISO Ve Y= 27 FEBTH S
ISG27953 & LTARINL., FTOBBE2/RICHBAS = 7TF 770y M LT&AER

e, B EO=— TR UBELEEH O~ X3 B4 5 LIS LS~ BgERTF— 5 o
BIEBRIIL T, BEOEERY AL S5 L RS BELNEE TV ), =
@ ICSRABIEM LT SDO DORMER » R/e &,

18O 27953 i3, ISO MBIERTA HIRE N545 (EREHZPHEN - ICSR D@k = — XA |
HL7 ICSR Release | O3 EIEE & U8 HL7 ICSR Release 2 Th % S0 D DB EiEHE
(Draft Standard for Trial Use, DSTU) &S ABERRA v — B HES LA LD TH 7=,
ICSRABIEHRIT IS0 g v R Y av R b b ESEE (Dmit International Standard) &
HEEESHE B (Final Draft International Standard) B U EEE#E# (International Standard) %3& U
FE S, AEEERZ20NFE N A, BEEBE LTISOCIESEIR,

23 Aut—URERBORR

HL7 version3 {(V3) # w - AREEMIL, HL7 BEREHAREEORBAN TR SN A ER
BROFBHET ARE D, 1ISO I HL7 2 RAECEERR P BRTIRTEEBBLES T3,
RO AEIZBSR LB EERAR A ISOMLT 21731:2006 Health informatics - HL7 version 3 -
Reference Information Model - Release 1 Cin— 723, HL7 V3 IMRRIE®RT 7 / 0 O— OB,

— RN A BT S, HLT BFEE8 T 71 (Reference Information Model, RIM)

PHLT 7 = 7 | httpiwww hl7.org 205 AFTE A

ICHICSR S84 1 I WIZHE4H 12 H



(Rl 1)

HHLIVIDEETHEY, HoBnIHLT A v VORREL2LESTFTATHS, RIMIiTE
EOLIIEVTHELRTF~FRETEEL, 1204 v~ BT 2880ERE L -
TEZNAEHEBICEET 2 BEWEENESCHAREREEETS, HLT V3L AT A
MOMEBEBRM A RIS OBELFETS, HLTEFARNERL AN FEEVER S AT
LR AN S IBBlmobO oot A ES S EBERBROMBIIRIBAIA TS,
HL7 V3 A wt— 370 XML 22— Bz -3¢, HL7 V320 T E50my fmng &,
Andrew Hinchley 7 [ Understanding Version 3: A primer on the HL7 Version 3 Healthcare
Interoperability Standard - Normative Edition = ZBIE 72\, SO/ HLT 27953-2 SEEHHE 1,
HL7 ICSR R2 {(Heailth Level 7 ICSR Release 3) #E¥MEIZE-3<, HL7 ICSR R3 #EMEMKIT,
HL7 V3 Z 8T LB A w e U Th B,

HISC / HELT 27953-1:2011 Health informatics — Individual case safety reports  (TCSRs) in
pharmacovigilance — Part 1. Framework for adverse event reporting) & L U3EFE 7= ICSR A #EH
HOBGST, EEL, EREE, BE. LR UREMIEMNCET D A v — ViR
EEBETAHLOTHD, ICHER (R3) A vb— JIEEEKE, ICHEB (R3) F—FEHEO
BARA v E— 2 XBTD NCHY 71 v b BEREEZIRET 5 1SO/HLT 279531 A ]
IS ISO/HLT 279532 8B 2 BLIZ L O B, Z oo NICHY 72> b Th
HHOO, ICHE2ZB (R3) FHED A FIZFoil ST 580 B A S50 28 2 7n Mol & D)
EAYT DI ERTE D, ICHORERRSEENOERFIZEET S IS0/ HLT 27953-2 42
HBOBERIZ-OVWTIE, A ICH BEY 0 FCHRY LiF 2w, ISOMHLT 279532 OFEHEIL. 1SO
7 7 b (htpiwww.iso.orgfiso/home/store htm) B AFTE L,

2.4 BFHICSKR &ixkfah

241 BEELEFH ICR MBI TFBEM

WANEME EHHE (ICSR) i s: LTAFORELETFY, DN TRAREASMETS 2D
WA E NG, S5, BWROTA A 2ah BERBHPOLZ LT, BERRLEE
LA 2 RSN OBROEDIIEBEEB TICSR ¥ nEkT A 0EN LS, Bri 85111
@ik et XA BETUEFOL O EET Y 2RBEBICAFTAZ LN TES,
IRLOFEIZ LY, BEY R, RERAARIEE (MAH) | EEERE (healthcare
professional, HCP) B UHBEEEELOHEH I >0 THoaBRIcE S LD vl s Ty
ZEBRTES,

ICHICSR REEH A F 20i3E 25 12 8



(Aids 1)

A, HERHENBOFERBI L s TA v~V RU () NEGEEERH
B, Ar—nF AUy PR L TREFTORMSBET, BROXKWME ICSR DER L~
TORGHER2FHEI T3R80 5, MR EERBIL, TRl THESERA»a
BE& iy TEESY) v— A OBEEREEIETIITCHRS, TEBMIAEEBERTT— 20
e ORBHEFERLL, BREOAEBRSOEMIFB MY 3BTV RAF A5, B
URRUEERERI. S LEEmE S, 3 TOERENRT L8001 2o/ g
EETEEEREFERL, ~ELoTEB LTS,

242 B0 ICKRESZRFELBFHEKOHA

ICHE2B H A FIA v aFBT 50, ICHM2EWG 20012 B, T EAEFIZAHHE

(ICSR) BETHNARET 28D A ot — 18 (ICH ICSR DTD Version 2.1) Sefe N— 253
2231 BFFE LI, HLT R Electronic Data Interchange for Administration, Commerce and
Transport (EDIFACT) (2L 28004 o v — VOB 2 BT EE L EB S -8,
ICH ires, BB oRE LoBBERL - b Bk, WB~-—2 7 v P EFHEY

{(Standard Generalised Markup Language, SGML) (IS0 8879:1986} 2% F LB~ — 27 7 v
TERELTTER L, SGML T ICH & Ty B SN2EEBJUF Ly LI F—F L
7

L2sl SGML L B0 WEBELEE (Document Type Definition, DTD) 7 7w —F T L 0B/
VYV a—ta TRV, LR T IR TREO 2 viE— VEEEEL XML A% —v
WES, FOBIMA LT TRMAT S,

2421 R—L7yJEE

1988 I TREENAL SGMLIL, F 4L F L ERIIHA - TEREFAFEEC LT (B
fF) BEOHLBEEMOB IO CEEHEY TRIZT D010, BTHIEOEEES NELYT
WA AL DT A BN ISOEERE (IS0 8879) THL, TREPHEID, SGML OEBAE
BEFLAFEBLLENREL, SGML LY o Pl i — 2 F v 7EEEH (Extensible
Markup Language, XML) H3E 8307,

SGML 4, MELENLLBPHDTHLEOIIR 1 20 XFHE#H (Document Type

Definition, DTD) &84 54ENH S, DID &1, SGML it XML & {ERLE USSR+ 5 7=
BOY—ATHES, BEIZE S L, DTDIESGML il XML TE N 5 LEICER I A
CaH, B, =7 7 KU #HETLS. DIDAERS L, TR & nTxE

lﬂDﬁ%éﬁMﬂ%ofDnd\%wiﬁmﬁ%&énécmn@ﬁ%mﬁb&waﬂﬁ/
XML LB E L Shn,

* Co-existence of Traditional EDI with XML-EDIL™ Skip Stein, Management Systems Consulting, Inc,,
http://’www. mse-inc.net/

TCHICSR EEEH A 201344 81218



(A1)

DIDIEA O NEOERINAHE: 7 v FREETSL, XMLIZSGML Lo i 7 L%
FRT, TBER OF - F i ol RALRY . AT XML OEEEER O T3
Eby OBERBIELES TS, Bty PRERINSEROY A MOV TIR DT
EERLZY, XML X bR S SHARESS S, SMLAF—< 2k T
ELIEECHOAERTEAR TR, BEADT - F BT LR T R
PmEL D ENTES,

------ M DTD ECEST £ 2 MEREFRIZIMO TV S, XML A% — <7 — ¥ £HOEHTHIC
BEHFAWTWAS, DTDICHE IS 1 i3, FhodEr A —< ) o0 RED %
OEFEFIEET L ThD, XMLEXE [—F) THE7-D, BHRABICEWICT 72 2T5
Fesd® [0 g E LAy, X 50 XML A% — l33E, RERUEIFHT A TTER T,

IHEREHETORETH L,

XML, 30T @ XML 23— 5 7 < Unicode BPEET A 20 SRALH D, BREO
LOEME, IS A LD SCGML S——1T Unicode @ 38— F 23288 L7247, Unicode 1T 7T
TR TES oa—F (7)) BEETS, LR UERMLETTEREEINL—H,
WUMFER (A X B, 7 PR AN) BT TSP — P ny o i
EROT SN g R ERD. IO LTEBMOERS XML OFERICHEAE
HTVAE,

2,427 BFHRHOMSR

XMLZHR— 7 A A CEBEH I T I o hh, ICHI XML XBRTAMSBIC T vEL
TWAHE LT, ICSRIZ XML AFx —<ERATAZLICLE, XMLIZTSTHT Sy b 74—
LHTHBMOE T HEECERCHATES, XMLAEHES X, o FETREZA 0T
VEBE S TEAL, To0n a8 AT ARTE IS T L AERRIC D, XML
BT AREE (A vb—3) BOod@o o ~o—7%8B8350ChH7s, EEEEERC
FoTEHEATHLOT, AR THYEIT LY,

J Tittel, Bd, Pitts, Natanya, and Boumphrey, Frank, XML for Dummies. New York: Wiley Publishing,
Inc., 2002,

& Beyond the SGML DTD, Frangois CHAHUNEAU, Directeur Général/General Manager, AIS S A, 15-
17 rue Rémy Dumoncel, 75014, Paris, FRANCE, http://xml.coverpages.org/chahuneauX ML htm!

T XML: What HTML, Wanted to Be! ', Norma Hasakonstad, National Accounts Manager, Arbortext, Inc.,
1000 Victors Way, Ann Arbor (Michigan) 48108

§ Unicode. Wikipedia<http://en.wikipedia.org/wiki/Unicode>, 18SEP2008.

¥ The XML FAQ, Version 4.56 (8 August 2007), Edited by Peter Flynn, Frequentiy-Asked Questions
about the Extensible Markup Language, http://xml.silmaril.ie/
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(Bl 1)

ICHICSR 1, WA & OBRE BT TER2VEWER A FEROMENLRELERICT A
ETHEFROBFHLRERVBITLREL TV 5, BTHBRRICIRO LS RS 5,

¢ ICSRT— 7 B EMICTHRETAET LN ZED D,

o FHRELELTIHB~OBRBREHXELTRITS,

o AT DA vE—VOBMMNREERVBERREILT S,

o FEATRORENT - NEFER T A,

o F—F () BRESERCLELRRAREBIINDIS I LN TES,

3.0 BAMHER

E2B (R3} W~ TV A LS REBERFOL VTR T4 7 Y= THELERT S
I, BREECFREIIESDWIOEREHEZ HOEMB L, EF0A v — VN ERICEBR I
HEFHOVBD I EPAYBETHD, BN v E— VY~ Y ERDIERERTER (XML 2
F—v) BRELET TR DFENRFRESBROT-HDIEERINSF - Y EB RO BEIEG 2
FLidhiEk sz, F—7E8E, BHY R b, #8E o FEUICH ICSR A ¥~ §I#
OB EH ICSROETMEESRETZ Y 7+ 2 THEOM¥ o A Chs, ICH
ICSR A w¥—13, BE2B (R3) NEBORHT 2 BEMNE ERECHE, 2FULAREN. %%
DT FERE AREII TS, AEHN S FIE TR, EREZEB R F-4IEE L)
FIFT8E TZEHRATREZ: ICHICSR A v £ — VU OBBICHACERER L FIET %, ICHICSR A
T P RE R AR I AE D (A) RIS TV A,

3.1 1CH ICSR BR:E T

E2B (R3) ICHEINICHICSR A v —VOFEERIER & XML IR F L OBEESR 11T
7. BoOToEnFhoRy 7 2 EB (R T Y EBESICERTSERY, BHY 2 b
(341E) KETLNWTWAEFOT ey 7OF - EBERL TV, #H2THOFESs 7 2 L,
P M S DB E2B (R3) P YHEBO C1HESE L 2B (R3) F—#IEHY R I
FEF OGN TWAClI 7y DEBERET,

E2B (R3) fH&Bd# 4, 8. BERUEREVELARERZ I SERES (R oy y) 8

BLTF—/HHMEOMFRLEERT 2, BEMOI ) LABRIIEEERLY, RO IS5
RERD,

ICH ICSR & A 1 20034485 120
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(B 1)

« 1.1 (ERTHED
s 0.1 (ERTHEE
o 1.0 (&R THHE
e G..n (0 HEXIGTEE)

JAEOMHEINAE S LRELL{ELELD T, EFa mKERméiéian\m%&
BARAER L, 7Y A s VERES BB (R3) HEBICEE ksl TF¥, i, B
FEFT XML A vl — OB A BT S 0In &,

Bi1: 1ICHICSR 81

ICH ICSR )

ci
ERERERE OB

e
C.2r ; &
o AR t..n

1.1

G.3

EPREEEED S
HEEICET HINE 1.1

C.A
fex cial- 3]

C.4. } O
giﬁﬁk;ﬂ 0..n
P

1HE (1.
L]

1541
s

HE {0 n)
HE

1381 (0.1

\ 2.3 /

P 2t 3

3.2 E2B RY) wa—Ftvb, AEBERUER

ICSR sl 4 Lida— MECHER AR S BT REREEEE-TA, 250K
R a— FEy pOPCH, HEDEHMOBEMNHEE 2 B Y528y T, &%<
mffvﬁ~y5/uﬂ%*hfv7ﬁ%hu%ﬁMMMM(ﬂEﬁ%ﬁﬁﬁ)wloﬁl?
PERIZEHE L - AETH L, ICHIEROBEN 2 — FY A ML &S, 2T, A%
ﬁﬁ%hf&ﬁ@ LES Loy b, HEBERUSEEI2VTHRUES, 34ETHARE
KR 207 A X A%t

g R PR B - 48D R34 TA FRbREAEEEN T Fos
RELATEEFOLOTHEL, EEHLCHBERTH UWEE Lo —X 26 bE T, 5

ICHICSR B3 H 1 F 234848 128



(BUER 1)

WEDDWRELRLS, BEMHI,. 2= Foy FOAYF— g 408 (B 3o S AU B
Ty PEME) REDLIOMABELEETARETHY . o1 FE v FORFOHS
FHDIDITEHEBBICROC b S KERD D,

T R hMEER (B R SR T -y P RUME) AR EET D
WEREDD, £33 LIRIEREL T A FOLRE Rl 2 TED 5 A8
Db, a—Fiy FORFHOEHEZED CTYZREBICM S b 2 HER
B,

A7 = 7 MR (Object Identifier, OIDY 13, F7 Va7 FABET AEDOMIITHS,
IOESNE, ERESEEES (nernational Telecommunications Union) ASN. | EEBER#E & F1 H
L TERCHRE S REHEEL 2T aAMEME &£, BARACTEYLNT: X 0T,
RIE M7 FF) EERD YA RELTRERS, F2E MedDRA &0 5 B354 01D
2.16.840.1.113883.6.163 THRIE XN, “NhE 77 FTHT L Nointiso-in-
t.country.us.organization.hl7 external-code-system. MedDRA} & 725,

OID AT 28R4 2 2 L CHEHEEH S AFTL I LB TE, AFLEMSEHEBRZLERLR
PEA BT BEEE Y LT HF OB T o  MIF D QD E DA D LN TE S, ICH
FLOICSR A w e —UFRIIBWTHER IS 0— FEREBET 5 0 EFEA L TWS,

BIROFE 1 ~T 2. ICHICSR OF —FIEH O = FIEIFER SR 2470 0ID &% %557
T ICHABEGFELZ ODO—REICH 7 = 7H A PO AT TESL, F 1~70 OIDITMA T,
~HOE R OEAESEZENT 372010, HLT B L7 200 OID % ICSR A » b — U048
HTa (B BAFREFEOCT —FHA Fra RUFrS Tk, NEE) & (BH 2B
Hl¥h, ENENRARD OID EWEHTS) , £ 60 HLT B OID L F ORI ERE LT
VAW EEOERITE LTI oI &1 (D) OBREITTE T,

ICHICSR I 1 ¥ 201344 A 12 R
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(BilEs 1)

3.21 ICRAvtE—~UCERATIRABRUEE

3201 ISOEESHA (Identification of Medicinal Product, IDHP)

ISOEICHMS EWG LB TEELCHE T ABB ORI S -0l —#EH S B A+ 5
FEL, IThbilEsER,. FIERUHEBEEMNOREN Y BELO v » ¥ Va2 aiEicT 55
BT O Hre o7, EREPEZ FEAOEMNY I E oL RS (B BEES) Lo
o B TR T HE BT L&,

REIET A FOnFER, EIELFER (dentification of Medicinal Product, IDMP) & ICH M5 %
HHA FRARAREELZAEFETHS, ISOIDMPIEREEBIIRICHMS BN 4 FOEETSH
b, LLTEE,

e |50 11238 Health informatics - Identification of medicinal products-  Dara elements and
structures for the unique identification and exchange of regulated information on
substances

e IS0 11239 Health Informatics - Identification of medicinal products - Dava elements and
structures for the unigue identification and exchange of regulated information on
pharmaceutical dose forms, units of presentation, routes of adminisiration and packaging

e 1SO 11240 Health informatics - ldentification of medicinal products - Data elements and
structures for the unique identification and exchange of units of measurement

¢ IS0 11615 Health Informatics -Identification of medicinal products - Data elements and
structures for the unigue identification and exchange of regulated medicinal product information

=  ISO 11616 Health informatics - Identification of medicinal products - Data elements and
Structiores for the urigue ideniification and exchange of regulated pharmacentical produci
information

ICHMS IDMP CRFEEFHAT AT —FIER R A NEIABIZHFLIFT, L L, ICHMS
IDMP BFESUREERBT (] - 2o F) SUEF 0l a7z uBEaid, ICHMS EEH 0 Rk
BRI S F THREEN A FEFOEEE 22— T 570 0RENERII W TOEFHIES
BATH,

IDMP > M5 S EFIEE AR AIRRIC 72 5 TIEF — #8 B 1T R — 1 2 8
b, FABEUSENE (o—F) . MSIDMP &R B3 2 h 2 F Tt 4 s
THREEL T H Lo,

ICHICSR BIEH A K 20134E 4 H 12 B

.24



(BilEs 1)

# 1:E2B (R3) ¥—FIEB KK IDMP OID

EEmEF  (EE. . |sEom0
D.8.r2h EXESESEMT (MPID) ISO11615 MPID
D.8.r.3b BABENTF (PhPID) ISOT1616 PhPID
D.10.8.r.2b EESHEREAF (MPID) ISO11615 MPID
D.10.8.1.3b HAEBAUF (PhPID) iSO11616 PhPID
Gk.2.1.1b EERNSWEMT (MPID) ISO11615 MPID
Gk2.1.2b BMHBUWF (PhPID) ISO11616 PRPID
Gk23r2b s BERSOID I8011238 IDMP Substance
” ISO11239 IDMP Dosage
G.k4ro2b EESFROID Forms & Routes of Admin
. 1S011239 IDMP Dosage
Gk4ariozb REREROD Forms & Routes of Admin
15011238 IDMP Dosage
Gkd4ril2b RADEEEROID Forms & Routes of Admin

3.2.1.2 WedDRA (ERRIEZEMEM)

EEEEFFE (Medical Dictionary for Regulatory Activities, MedDRAP) EER B OF OO
PR (ERBSREOT 7 F 0728 oAEBEET S EFREBROMEIERINAE
FHEETHDS, ThoOF —F % MedDRA HIEBEHEE » Mz a— 352 LT, HENE
MUEEEENERRLOZ SRS L7 — & % L0 58 B M ORI L3 2 alt,

MedDRA {1, ICH23BZE L. ICH OB & L T EFEFEENF#E AL (International Federation of
Pharmaceutical Manufacturers and Associations, IFPMA) R LTV 5, /ST HL

{Maintenance and Support Services Organization, MSSO) 7% MedDRA 0> & e B OB AR % 17
S EEBIZ, MedDRA &, BEEREUHEBEBANTOZORNBIICE T 2BIERERELT
V5, MedDRA BEREHIINFEOETRELX BHT 5, MSSOIZHERSHIES LTV AEMO
Tr=TRH0 BOPMAZTHLBRINZT_TOEELERF L, FOBEEICEPFICE
mREASZ,

ICHICSR TEMFR X TR ESS, EHoEHRG, EFT Y, £ 0E¥MES0 a2— Fik
2 MedDRA 2 BT 5, LITOF— ZIEH T MedDRA FEF (LLT) 045 a— R

WIZnoiiBHRoDBRa— FORMAPRFEBII 2o 63RO IIBEHB L LD,

20 MedDRA O REFIE MSSO 77 = 7 ~0— 3 (hitp//iwww.meddramsso.com/) 725 OB BT
DO, FLIMEDICHIZET 2 Va7~ B8Bah 0,

ICHICSR A 4 F 2013FE 48 12 H
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#2:E2B (R3)

T2 TH B B (X MedDRA GID

(B 1)

ERBAT R4 RO
EET ZARERUVEERER (BE - FHL
D71r1b E ZOM) (MedDRAD— K) 2.16.840.1.113883.6.163
D.8r6b #REd (MedDRAD— K} 2.16.840.1.113883.6.163
D.8r7b R (MedDRAZ—K) 2.16.840.7.113883.6.163
D.8.2r.1b |ESINAETEE (MedDRAZI— K) 2.16.840.1.113883.6.163
D.94r1b HBRIZ L SR (MedDRAT—F) 2.16.840.7.113883.6.163
HOMET HEEERUMEREL (K8 F
D.10.7.1.¢.1b HIEE 2O (MedDRAT— ) 2.16.840.1.113883.6.163
D.10.8.c 6b EHAEE (MedDRAD—F) 2.16.840.1.113883.6.163
D10.8r7D BifEE (MedDRAZ— F) 2.16.840.1.113883.6.163
E.i.2.1b BER. - BFESE (MedDRAD~F) 2.16.840,1.113882.6.163
Fr22b BEE (MedDRAZI— F) 2.16.840.1.113883.6.163
Gk7r2b EAEH (MedDRAI—F) 2.16.840.1.113883.6.163
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: 2.16.840.1.113883.3.989.2.1.1,
Gk4r112b HADEEEBROID (E2B (R2) ) 38 114
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D.2.2b BHER. SEELSEIEOEE (W) 2.16.840.1.113883.3.989.2.1.1.26
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GkAars BEMBOER 2.16.840.1.113883.3.989.2.1.1.26
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Gk.5b %zgfﬁg$g%ﬁiﬁmﬁﬁﬁﬁgi 2.16.840.1.113883.3.989.2,1.1.25
G.k.6Bb BETREY OO SEIRRAMA (BE4L) 2.16.840.1.113883.3.989.2.1.1.26
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N.1.3 Ny FREERET 2.16.840.1.113883.3.989.2.1.3.13
N4 Ay TFRIEEENT 2.16.840.1.1138832.3.989.2.1.3.14
N2r2 Aoyt U ERRUNTF 2.16.840.1.113883.3.989.2.1.3.11
N.2.r3 A udr - REEWE T 2.16.840.1.113883.3.989.2.1.2.12
g - - 2 g
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813; ?; PR T OSSR R UG T 2.16.840.1.113883.3.989.2.1.2.3
C51r1 HEBOHGER 2.16.840.1.113883.3.989.2.1.3.6
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ACK M3 HELE v FRERRIF 2.16.840.1.113883.3.989.2.1.3.18
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#F 7 ICSRBERBINE B O O

(BIEE 1)

Hffa—F ICH GID
EELLFYa»a—F 2.16.840.1.113883.3.989.2.1.1.18
FEEN ¥ 2.16.840.1.113883.3.989.2.1.1.18

EYIL—Fea—§F
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2.16.840.1.113883.3.989.2.1.1.24
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s 1806392 — EiFEEETFDLEHD TR,
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D5 || IS0 5218 1.0.5218
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o~ AOHBBTCEABRE BN TEABREFOREBIIIBEEOF - YEBOWVTRN 1 OTE
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o RIFTTELREFOMBOERNLIS L2 (G161

e FEFNREZEOCEIRSOBELHL TN 1T

o« ERREMREOCERFEEFCEIIER (C3)
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