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A BT AREICEETATREEND D, ICSRIT, BIER AZSE2EEbhniRihER s
Wo e DFERABIC LR ENDI LB H D,

A ICH £V A Nt FAOERARUCESFHRANCES L HTTVDA, HIRIZ KXo THE,
Oy F, 4% (herbal product) . {blES:, BHEIIEREBHROZSHRREDRE, K
ﬂ/t—/ﬁﬁﬁmmﬁﬁﬁ@wﬁkrw%Am&é ICH (3 I SR 26| ﬁﬁéﬁﬁ&
Uﬂﬁﬁ%ﬁm%%%w&ﬁmféﬁﬁﬁﬁﬁwﬂﬁLﬁméhé

it\ﬁ%%ﬁ%bm\%%%HER%yf~v%ﬁm\F%\%ﬁ&@%ﬁfatw®y7
F?m?“w»@%§%i%#5:&%ﬁﬁkbfwéo

—$%§ﬁ4bﬁﬁﬁmféﬁ EEREBOR TR, EERLZEHTRORE. B IR
e ZETAIRENNIESZMNERAMECHELER LTWaY, £k, EHENTeE
WE O @Mﬁ%%&%?étb@%@?%&w

:ﬁmH$£ﬁ4b@%ﬁMHm%&%§f%énLtﬁof\xigmﬁ%%ﬁ;nmRE%-
DIEDIZEDREFH A vz — Y OBREUR AT A T ERFTHEZEBRE L 2T hida
BV RT ABRRE. ITEMNK, VAT LEARERPVAT ha—F—REThs, AEE
HA Fix, B2 ESHSEY— ] = Fa—F—0F—-F AR 74— LA KA
F—7x—R) ORBIBICLERIFR, ROCICAZ AN — FORE 77— F EROE
BRUERBLA vE—Y0a— FED D OEHAERERZIRTT 2. L LAEELA NI,
DT =B _R—RAF 7 )u =Y 7 "I =2T PS5y N7+ —bEBET I TH, g
T TR, TrLA, AFEHN A NiE, AXFTTHEEREICE S EH72 XML
a— FERAEFKTIEOOHIFMERBEIZOVWTRRTS200THS,

% EU EERAFIAME M3 (International Conference on Harmonisation of Technical
Requirements for Registration of Pharmaceuticals for Human Use, ICH) http://www.ich.org/
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-13-



(BIE1)

ATEOUTOETI, ICHXEZSDEFHNICSR 2 v E— VO EBHY ERUEEMER
EEFT WY L OBEBICET ABB X RRET S,

1.0 B8

Z D ICH RN A FOEK L0 AN, FRERVERE 1D OF, HbowaBED -
ICSR DETFHMEEIC 2N TT_TOTF— X HBOERPIEHEELTEIZ L TH D, REELAF
AR UEREOMAFO ICSROT—FHBIZ SV TRER L, BIERHFERVEEFERH
EOFFICRHET D, AEEN A FOPMHF Lo BA, EF#ER ICSR A v — V2T
BIEDIT VAT ADRELH IR EFRVZESE (WELE, AFYNARUHEERN AR
F—%Eie) FEHTHIETHD, ICSROKRRIZ, 7Ty b 743—A, TV r—varvk
VL 25 LESREEEITEE L 2VWT L O E M 2 E SR I T 5 Th D,

1.1 &R

AEEHA FIZBITHICSR, £D7+—<v bEUARFIR, BHYBEEDELDEVRA

N R F—IEEHABRERICBEEIND LY, HE oF—FEBTERELTHA,

FlAE, FAHEBRVEO 7+ —vy M, iHRFOEXKGRE, B8RS, BEERXIX
EARMOEREMER Y. FEFRIBFEAZ LRV L0250, BEHEOBHEOENHRES
T 2DE LTV, LT, EERROESE L GRS EFET I DI, Fit
C R =D NT =¥ ORAANERIIMBELRVET T, £ LnERIITRERNE VBT E
Tdhbd, ICHE2B (R3) ICSR Dz hDAEFEIEN A Fig, T—F#_—2EE0EH. Kickr#

EHEROTVA nn’g&ﬂ/nnﬁﬁ'ﬁﬂ)ﬁﬁR]’riﬁfﬁﬁ’]fiﬁﬁ% {technical security) DR
EXRLITL TR,

1.2 RHEM

PR CERR 2 BE PR R VBE 0L LEREORAN b, TSR (B ICSR) 0
B RET HNEERDH S,

o RETE HIFHRIENLHH YRR UTRERHE~DEZE

o HEZREOGRE

o RIS EBRHYBRAOES

o BBAEMOEEE _ .

o FRIRMBRIEEE (ARVY—) 2N LERBRBNEMD» LHBEES~DEE

o BHIMJHA 0 HFRRIEF#E (World Health Organisation, WHO) , EEERSE=F) /¥
> #— (Collaborating Center for International Drug Monitoring) ~D{5%%

LEEFEROZHRICE, BEERLE7s—~vy b Bl Ao —H—F, CIOMS 1 74+ —A,
MedWatch 7 3 — b)) XIEEFHEE (fl: A FA42 - TFTrER, F—=7F, a7 FaR

7) BERAEND, ERBEOERZRIZZEOSMBH S iEMEELD L, EHLShk

AuE—VEEEPA LT —F R AMOEEGE PRI T AEET r—~vy bBEH B
ETHD, HFHOFETHEEORITIE, REEHA FEERENTWE L REEOT—#

EHOESR S EENEEFTEZSWT, ~BMERB D, o BLERIRITRTHS,
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(BlEs 1)

iE (53R 25 DRSS L 7= DIV, 200 10 4E T ICSR DA TR DA &) b EFRIMEITK
ELBITLCETRY, EAR2MEEROETHEBIERNEERESZTESMEERIC R 1R
{7g»TW3B, ICHIZ 1997 EIT ICSR T T A B SN EFHERRKEARL., TORY
DRI, GETHEDEINTE T, ICHE2B (R2) [3E4ESE, REMFENCMAENT
BY. BETI—HO ICHAMNERERETRB LS, BESFBENTV D,

AEE N A FIZERI T DR IS 0 12T #4443 (Standards Development
Organisation, SDO) L DWHHZEUTHB S W), ZORKITI—EO ICH v EAEREIC
Bied, REETA FRERIID A v — VEERRLATO ICH EFH A v & — VERERRE
V. EEREBIE OGRS T3 BFHIEENELHE (Electronic Standards for the Transmission of
_ Regulatory Information, ESTRI) ¢ ICHM2 EWG IZ X » CIER &hi, BEMICE T, RiTO
A v — VAR EEE L% (International Organisation for Standardisation, ISO) .~/
X+ Lk - 72 (Health Level Seven, HL7) | S{A/EEEEZ 5= (European Committee for
Standardisation, CEN) . BB 7 —& ZHENHE = 2o — 27 A (Clinical Data Interchange Standards
Consortium, CDISC) . FEEFAZEERZ#E (International Health Terminology Standards
Development Organisation, IHTSDO) K UF GS12M 672 5 #ja]+ = 27 7 7 FF#&=> (Joint Initiative
Council, JIC) & ICH L OBAIC L - THSE ST, [ISO/HL7 27953-2: 2011 Health informatics
-- Individual case safety reports (ICSRs) in pharmacovigilance — Part 2: Human pharmaceutical
reporting requirements for ICSR| &9 B FR® ICSREBHEFKIL, ISOD TV = 7“3‘4 [
(http://www.iso.org/iso/store.htm) b B)\%‘i"‘(‘i‘é‘ Al

20 &R

1 —BEEERGICHOESR

2.1.1 ICH &2 Ds—FF—

ICHZ., BHYMBARERVEEAEARZLLOBRERY AN TERORRFIMEZH S 2
AR ILAFEROBE LTHES L, ICHARDHEZANTWDIDIEZRAE, BRI S
(European Union, EU) K USKERIOEESBEICHET 3 —~HOBFNERFHEORAMTH S,
T 3 HuR o ICH M B ZELL (Buropean Commission) . BMAFEFFESS
(European Federation of Pharmaceutical Industries’ Associations, EFPIA) | HADEALFHE
- (MHLW) /EELEFBERSEE (PMDA) | AARETF#GS JPMA)  KERGE
£ (Food and Drug Administration, FDA) R USK/ERFERFE T #/%2 (Pharmaceutical
Research and Manufacturers of America, PhARMA) D 6 & Th 5, FERENHEELSE
(International Federation of Pharmaceutical Manufacturers Associations, IFPMA) 73 ICH &/
moTW5, MHREEHEL (World Health Organisation, WHO) | 7 /5 fR#Z#% (Health Canada)
ROEMN B B FEH#4% (Buropean Free Trade Area) (247 ¥ —/3—¢ LT ICH IZE&MLTW5,
ICH DR, ICH 6 AR UATF— " —DORBTHR SN HEEZARIC L VITOND,

2681 RERNRFERRET, BERAKEOE S ¥ —MTH 754 F=— Y RUF v}
Tz OPDRLE AR EER TS0, ﬁﬁm&ﬁ%&@]):—va/®%ﬂ&0$
BICRALTNE,
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(BUE 1)

ICH X EREDIED>, ICH6 Fi{E, 3 47 F—"—RUEHHOMRELR L CCERLBGIET 5
b D it 77 = o7 77" (Regional Harmonisation Initiative, RHI) | T72bb 727 L EERE
H #7924 (Asia-Pacific Economic Cooperation, APEC) . #5727 #EH#4 (Association of
Southeast Asian Nations, ASEAN) | Z&E7 Z 7 EH 5/ #F= (Gulf Cooperation Council,

GCC) . AT A YU EFL AT »» ; 7 —2 (Pan American Network on Drug Regulatory
Harmonization, PANDRH) R URGF#17 =7 J % B #E/a#% (South African Development Community,
SADC) DfNEKDD 725 F# 72 5= (Global Cooperation Group, GCG) #XE L T35,

AEETA NI ICH =/ (BA, EUKRUCKE) BROICH Z 7P — 13— GCG DHREFEL
TICH L EHE L TWAHIRICBIT 5 EER T2 EERERICERH NS,

ICH. ICH ® EWG R UMEMEHNS/2 b N TR CEOHMIL. ICH 7= 79 A FBBAETES,
EATEMETERB DT A F RUREC L L2 oo 2 g8k, ICHM2EWG TAET
EFAREN, ICHZ 27V A FMiob B3,

2.1.2 ICH ICSR A BS54 v OERMER

BHOICHE2B KA K34 »Chd [ FHEALEHERE HCSR) EERTEEODT—FE
A (Data Elements for Transmission of Individual Case Safety Reports) | #% 1997427 A 17 BIZ/&

B E, 20004 11 AiCiEl shicik, BRMREE LOZEEEE T 20014 2 iZ ICH Step 4
E2B (M) HA F7A & LTREENE, ICHIXEFRASA =V T F7O—RELT, IO
Step 4 E2B (M) HA FF7A X 20054 5 BiZ E2B (R2) HA KT vicdhkh Shi-, 0B,
FKBEHIRNEF~OER T ed >, ICHM2EWG X 20014, FBIERUEY Zlohhrb b,
ICSROFHET —FHEREHEL, EET LI LI Lo TF—#HADERLERHIDIZ [H
FEGIZ2MEHE (ICSR) #BFHNERT S 20D A vt — 4% (Blectronic Transmission
of Individual Case Safety Reports Message Specification) | 1 KZ A »Z{Erk L.

2.1.3 ICHIZBIT2HET o+

T—FENREL, HRBECERSRIZEEOBMBH I AMHEEELZELS L, WUBEFT—F~—
AL DI B EMARNEEUCABRTRER 7+ —~v v P TELERELZHRNIEET I
EUREICHDH, TORD, 21218 FE) L 5 IC E2B XTENEHMICKETENS &
Iipote, B2B (R3) Avk—T ik, WED b EHEEN, BllET T
ICSR THh 5, - _

ICHICSR =34 4 1 2013448 12 H



(BlE1)

ICSR DEFHEEORIIC I, AR 72 iR T — ﬁ%ﬁ&%%%f)t—ymﬁiﬁ%mfﬁ
KThB, LERoTHEE. BHEXSBRMOBNEOHR CERIELINZETHA vE—V%
BRATAHZLRMMEYVEETHS, 20064F, ICHIZE2B D 3 B DYWRI D72 HIZ, SDOBEM
T AR ETVORREEEDD L WIRELZ T Ui, FEETA NI, ZoHFLWnWatA
THEIE SN EB (R3) A v?—?%%%‘?‘é% o r— SRR SOV TCERR L T 3,

ICH DG O 7 & HITIRT, @%%kﬁﬁéhh%i?ﬁﬁa%%%/t—/ﬁﬁﬁmm
BIRATAR L 25 X 5, ICH DEFRBETHS ICHEEZERT, SDO Ll L CHRFLE
75 & WIIRIER T L, 18O HL7,"CEN." CDISC R (* THTSDO & £ hWEhD BHER L
(TC) RUMMEIFSHERIL A ED 2 HEFIE, X0 RVHEE O EFRREICHATRET, #HRK
RETHRBEREERR L ERT 5 L 2XET L0, B, GRL. BRT2HET
HHEHIEELTWDS, S ' .

FrTCEROSDOIR, @BHEHOBERES 0t AT ko TIERLEEOF—FK, ERERUEE
AR L Vo T RIRBICR L, BRIRT D LA = T F R LT, Z RS =T
FF I AvA—TH D SDODRENSEBREND LF7 =2 FF7FF#HS (JIC) k- T
BEEIND, 207 e —F Lo TERFROBRBED L2 1 2OREOEERENIER S,
BN SDO H» HABHERIIT-OWTHAEDAR & XFE2 | 2115, ICHIZE - T, ETWIEFEER
BEROBERZEAL. EERUIEEREMNL VTR T HEEER 2 ERT 572012 SDO &#
s o ik, #MENEER L, T 5 LETEDTREL,

22 EEL=LFFIFED ICR BEEHEOSE

ICSRABHEREICET B ICH 04 ) P VOFRELERREZIZISO Y=/ MNEEITH S
IS0 27953 ¥ LTRBEN, TOHE 20082 HILKFAA = 7F 770 Py e LTERE
nic. #ELo=—XRUBEESEO=—XEXETH L) KBS LI ERARERT—F 0
CEBIMAERICE T, BEORSEARLESED I EICHRANSELERE o T D,
@ ICSR EHERIEL 1L SDO OFFFEM & i Sk,

BOE%3M\EOﬁﬁ¢%EE%$bWB(E%ﬁﬁéﬁ%ﬁ¥ﬂﬂR@ﬁﬁﬁﬁ?;fﬁﬁ)\
HL7 ICSR Release 1 DREAZ e TF HL7 ICSR Release 2 T B ZEMEF D 7= id> D B fZ
(Draft Standard for Trial Use, DSTU) IZ¥3< AR VA vt~V ER G LD ThH o7,
ICSR AT ISO /3u v hFat A, bbb FL/F4 (Draft International Standard) . &
AT #%Z (Final Draft International Standard) K OVEE## (International Standard) %@ U T
MR ENT, AEEARITI2011F 11 A, EEFHELLTISOIRLYBERSNI.

2.3 4 viE— URBHEOER

HL7 version3 (V3) # o= EReisiE, HL7 EHERE R EE O RN 'dﬁ—f ENHER
EHROFHETAEZT| D, 180 12 HL7 2R EICRERKZRERT OIRERBRE LBO TN D,
B OMAEICRE LIRS ISO/HL7 21731:2006 Health informatics - HL7 version 3 -

Reference Information Model - Release 1 Cih o723, HL7 V3 IMREEERT 7 / uo—OHR
=—RRHIGT DR Ehic, HLT ZFFH= 7/ (Reference Information Model, RIM)

3SHL? =744 F hitp//www.hiT.org 7 b AFETX 5,
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(A1)

MHmvswi Th, HHW5 HLT A v E—VOREL 5 EBEF AL TH S, RIM |3
EOXMCBNTHRELRT —FNEEERL, 120X v e— V2R T EROERIZL>
TEZLNAEHRRICEET SERNEENES O RLFRRELEET S, HLT V3 [V SN
RIOMEERMEZETERORR 2 XET 3, HL7 =FAICEPL ESh-FiEGRRERV AT
SAAEEME L RO D O = 2 o R %5<F@ﬁ%®ﬁ%hﬂﬁéhfwé
HL7 V3 A v E—1 XML = — F{EEXicE5<, EJWkomTéa_ﬁDthAm
Andrew Hinchley @ rUnderstandmg Version 3: A primer on the-HL7 Version 3 Healthcare
Interoperability Standard — Normative Edition) & BB S 7c v, 1SO/HL7 27953-2 #EHERAR I,
HL7ICSRR3 (Health Level 7 ICSR Release 3) fE#ERM&ICZE-5<, HL7 ICSR R3 fEHEMRKIL,
HL7 V3 2 X LR A v E—VTh b,

IS0/ HL7 27953-1.:2011 Health informatics — Individual case safety reports (ICSRs) in
pharmacaovigilance — Part 1: Framework for adverse event reporting) & L THRR &z ICSRIEHER
WOt ., EES, EFREE IR, (ESRRCEEHERICETS 2 v—VEE
EXETHLOTHB, ICHEB (R3) A yE—VEMEEKIE, ICHEB (R3) F—#EED
B vy E-UERXETS NICHY 7y b EEFREEERET 5 ISO/HL7 27953-1 5 5 il
#ENB ISO/HLT 279532 BRI A HIC LT3, ZOEEFKIT [ICHY 7y F] Th
5500, ICHE2B (R3) EIENA FIZEDHR I T 2808 A#EEE %8 2 /- s B O ESH
WCIEAT D LN TE D, ICH OREN RSRESN OERAICBIET 2 180 /HL7 27953-2 151
B OEBIZOWTHL. ARICH RN 4 FTHRD L2y, ISOMLT 27953-2 DMk, 1SO
77 A b (http://www.iso.orgfiso/home/store.hta) 2B AFTE B,

2.4 FEFH9 ICSR & (EfaTh

2.4.1 RELCECEFH ICR ZTRIZLTELHEN

BERVERZEMERE (ICSR) 1E L LTHEEOREETY, OWTRAREEEZMETSD
ERBENG, EbiT, MRAOSA 7HA 20, BEBRRPOL2LT, RERREBE
bAERII 2 2 DR O DIZBARER TICSR 2R T2 LERH D, BEFHLBERRE
BEEEREL, SOAIABEUAHTOED I EEET —F 2 BB CAFTEHZ ERTE B,
INHOHMIZEY . AHYE. BUEEAAEREE (MAH) | EHFEFEFTK (healthcare
professmnal HCP) RUNHEEREESOERIZ SN THoRERICES L LV HEfE T
ZEBRTES,
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BIEL)

WRERLS &, HITPHBLRBOTRHRIBIC L > TA v E— VR (UL FEOERERE S
BV, RAy—AFA Yy bBRECTREFOABIET, FMOKMILICSR OEF L)L
TOBAHERTRECTEBTNRH S, BMSNBEERKIL, ThITX o TREERRH
fer/zy BB Y— A OBEREEECRIET CHE, ERRSHIRERBIET -5 0
HRR L OEBRMEZRAL L, [HRE OEREOEHES 2 8/MLT 28T b 25755, RiE
UERCEEEERIIC O LEBE, D, TATOBRANFAT 5200 1 o0 S s
BHEOEERKE FIEL. —kE 2o THHLTVS,

2.4.2 B{HFO ICSRFRJ%)’J"%&E?E@E:!:HO)ﬂﬁ

ICHE2B # 4 KT 4 v uFiE$57=H, ICHM2EWG #:.t 20014E 2 0, [ EEMEAILEHEE
(ICSR) - & BFHIZfmET B 0DD A & — I (CHICSR DTD Version2.1) ik —z

23] BFF Ui, HL7 e Electronic Data Interchange for Administration, Commerce and

. Transport (EDIFACT) = LB BEFMA v — P OEEICET A EITEE L BE SN,

ICH (3% M, WHZHROEE LORERELE LI LEBAIC, AA~—27 7 v 7 E5ERN
(Standard Generalised Markup Language, SGML)  (ISO 8879:1986) %8 LWWREv—7 7T v

S5 ¢ LTER L, SGML I3 ICH iﬂﬁéﬁrz&& éms%m BXFEEY b rb*ﬂ‘~ L
e

L#sL SGML IZ 55 < TZFZE# (Document Type Definition, DTD) 7 7' 2 —F 3 bidvRiER
VY a—var TRV, LER: TIIIEFRTERAO A v —PREREII XML A X —~
WHEHIL, ZORMEUT THATS,

2.4.21 <—HF7vFEHE

1988 EICFIH THER S= SGMLE. £ % %E%Eubﬂ_o ri*%’:ﬁllﬁﬁ‘fﬁ%h LTk< (4%
) NEOLAEEEMOBEFHNIESHRAFREILTH DI, ETHXEOHEHELNEET
BT3B X5 FYA SN ISOERERE (IS0 8879) “Cﬁ:éo Ju%:%t_\ SGML DA 7%
SEIFELAYELRNBL, SGML LV //7;vf;ﬁ5§7—f7/7mﬁﬁfﬁ (Extensible.
Markup Language, XML) #3E b iviz,

SGMLCD%A %L{Eé‘ﬂ’btiiﬁﬁxﬂfi%ét WL 1 oD X #EHEZ (Document Type
Definition, DTD) #Z R4 5 MENRH S, DID &1, SGML XX XML ZERLUFERT 57
BHOYV—AThD, BEIZES . DIDIX SGML Xid XML TEN 5 LERERINDIHEX
(B, B, =27 47 4 ROERRE 2HAET S, DIDBEREN. ThicE W TIE
BENNA L, XERFODID L& d, Zhid ) F—a LI, XERED

DTD T & 2 BBHTHE - T, %@K%F&ﬁ}ﬁc‘: Xh 5, DTD OFEBHCfEh /vy SGML,”
XML CEITEDE Sh,

4 Co-existence of Traditional EDI with XML -EDL” Skip Stein, Management Systems Consulting, Inc,,
http://www.msc-inc.net/
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(A1)

DTD {1l & DX EDERINHEEL 7+—<y FEHRETH, XMLIZSGML LB L7 L%
INT, TEERX] OF—FL0nwWiarg7 M0, AR XML OEEHAFED 13X
k) OERFEEZECTH, BEOEL DTy MPERINZIERO Y A MIOWTIXDID
PERLARV, XMLIZAF—< LI D S REALTEHMEZ ST, XML AF—<iZ k2T
S SIEMERRIRNERATE LT, %mﬁov—ﬁ —BOT7VEF T 455
7‘_%{5 ERTED,

—IC DTD I XXEST ¥ A MEPHARFRIZEN TS, XML A F—< 17— & EH0EERIC
BHLEWTWAS, DTDIZMESBED 12, #hoBXELAF— L WVWI T2DERZDL D
DEFFIIET L THDH, XMLIEXE (—E] THaed, BRARICETNC T 7 X145
o T3k 2S6EE Ly, &5 XML X3 —< 3, SERGESIHT AT,
INITERETORE THHE,

LiZid, F2T O XML #3—3— 2 #4472 < Unicode BIEFET D E W HIFIE b H D, FFED
HORKRE, 3L A E D SGML /S—H%—E Unicode D R k#4727, Unicode 1330
ZEi TEF) oa—F @y 28ET5. Lo THesE TxXEREENE—A,
PRMUER (M4 R B, 742 b XITARAFAN) BU=FTFoF -0 — 7ok v
EMOFT 7V r—vasiifhahd, oL 3K LU TSEROERY XML OfF BICHAAE
ATNAEE,

2.4.2.2 BTHRHEOMRA

XML 3R —Z 7 TEERFIN TN AL, ICHIE XML AEET2R%RICEIEL
TWAHELT, ICSRICXML RF—<=%28ATAZLiIcLk, XMLIZTRTOTT v b 74—
LTEROBFHREFECFIFHETES, XMLEZEI &, thOFETIMEZ B DT
RUVESE I AL, Z o020 Ca—F VAT AR TRITET D ESERRICAR S, XML
B7a¥ ARHEE (RvE—) Bo#BE . ~on—72RET50THS, EESEERRKIC
LoTHEFEENTWADT, FAETEETH Y BT 59,

5 Tittel, Ed, Pitts, Natanya, and Boumphrey, Frank. XML for Dumrmes New York: Wiley Publishing,
Inc., 2002.

6 Beyond the SGML DTD, Frangois CHAHUNEAU, Directeur Général/General Manager, AlS 5.A,, 15-
17 rue Rémy Dumoncel, 75014, Paris, FRANCE, http://xml.coverpages.org/chahuneauX ML hitml

7 XML: What HTML Wanted to Be! ', Norma Haakonstad, National Accounts Manager, Arbortext, Inc.,
1000 Victors Way, Ann Arbor (Michigan) 48108

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

9 The XML FAQ, Version 4.56 (8 August 2007), Edited by Peter Flynn, Frequently-Asked Questions
about the Extensible Markup Language, http://xml.silmaril.ie/
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(BIE1)

ICH ICSR i1, WREL DBIGABETE RVEEA, A ESRODRNERELERCTH T
L CHEEROELORRE RN 2 RELTWS, BTORECEKRDO L D RRARD S,
o ICSRF— ¥ &b SR MRS 5 B8 2 B B,

o BRELEETIRE~OKREREESICT S,

o A2TL BAyE— /@Eﬁ%ﬁhﬁ&@@ﬂ%TmL#éo

. EFAORSNT—FINEEESICTE,

o F—¥ (B BHESCLHELERYRMNBICMAL ZLRTE D,

3.0 DHEAMAER

E2B (R3) IKH_RHATWA LI REBERFHEEZYVR— b2V 7 My TAREEET D
i, BERCERI IOV TOERFEEL +AEML, BFHA v —VICERICKBR S
ArEIIcmyitZ L BAUETHL, BFHA v E—VRT—FEAOERERESR (XML A
F—7) FETFITTIARL, PDRAREBSROEDICERIN DT — FHBMOBEREHE
BLATERLRW, F-FEEM, BiEY A b, EiEa2— FEWICHICSR A ¥ —<l#

C OB FRICSR OBFAMCERRETI V7 M TIERORAR I ATHS, ICH

ICSR A v E&—Uid, E2B (R3) XEBOERTZ BANEERICHER, REALELEWER TE5%%
OF—2 v MERETRRICT D, AEEN A FIFETIE, ERWZ E2B (R3) F—FHE LF
B TTRE TATHAAIAEZR ICHICSR A o = — UV OBBITNEOHBEEREFIET 5, ICHICSR A
TV BB A — iR (A) KEHINLTND,

3.1 ICH ICSR E8%E

E2B (R3) CHEENFICHICSR A v —YDEE//RIAR & XML iod+ & ORBRFERE 1 ITR
+, MOTOEAENOR Y 7 AL EB (R3) F—FEHB#ECEAFRTIEET, BiEY A b
34 ) RETFLATWAZDT vy 7 DF—FHAZRLTWS, FlIZIERORy 7 A C1, .
fwﬁéﬁﬁiﬂ%MiMBUB)7~ﬁﬁE®C1ﬁé¢&Em(m)7~?ﬁEJz%h
CEIFLRTWA Cl 7 ey 7 OEE 2ET,

E2B (R3) {HEBILMA. I8, BERUEVELMERZSESERRSS (F87nyy) 2%

BLTF— 9EEHE®%%%E%¢5 ﬁﬁﬁm_obt%ﬁi@ﬁ@ﬁﬁb ROX DI
TaEhnd,

ICHICSR 42874 ¥  013E48 128



(B 1)

o 1.1 (BHETHHE)
e 0.1 (EFTER)
o 1..n (1XERRTHE)
o 0.n (1 XEHETEER)

SAEOEIE T NE &SI L B LE L DT, Ko —F 2 [CSR 0 & & K& RIS ORE
BRAEIEL. 77U r— 2 VBRSNS BB (R3) HAECEET B & 5 0591 v &h., 8
BENE XML X v — VO BAET D OB,

1: ICHICSR & |

(o .
ERR2 RS OWT

c.2r
F-RIRRER

c3
EPERIERED
SIS B

C.dr
Ellz:D

c.5
LB MR

) iﬁu?r

1#HE (1.0
WA

1341
P

1% (0.0
X

O 1341 (0.1)

\ g8 /

3.2 EZB (R3) oa—Fty b+, AEBRUEE

ICSRADEHROER D L iXa— FMic#ER &N AECE AR IEEEET 3, oLk
ABXiI=a—FEy hOPFThH, BEECHBOBEGXIZE=— F2P—HIE—RAT, #8<
DOF TV ir—a  ZFIRER T3, ThUSME MedDRA (FBEZEHZE OX5RES
BEICHHE LI RGETH D, ICHIEROFRRYRa—FY A Mttt b H 2, 22Tk, FE
#HA RCERTEEI Lica—FEey b, BEBRUERIISOVWCHLS, 34EHCTEARIZE
KB A B R RT,

a— ey FOEFYRLE (F - T—F8) 2 34ETRTHS. FRLEREKELEY A Fon
HBFATEFOLOTHE, HERFLVWEFREUHFLWEE LO=—Xc8dbE T, BN

_ ICHICSR BEEH A F | 201344 R 12H

2D



(BlE1)

CED BTN D D, BRIC., 2—Fly hOSYF—ta oA @ 5 Shb R
Ta—<y hNEUME) ZEDIOIRAEEZERTHIEETHY, a— ey FOEFROLEE
B8 A I TSR T b e B BER BB,

| a— ey MU G BTSRRI £y FROE) BABEREETS
o BERED B, 25 LIfHRIIARET A FOAR L Bl 5~— R CEb 3 At

MHBED, a—Fey MOEHFOAEEZEA IS ZEBEICRIVWE B B SEEL
%50 S e . e _.. e

A7 Yx 2 FEEFYF (Object Identifier, OID) X, A7 ¥ =2 MEKETHLOHOHEINTH D,
ZDEINL, EEEREEES (International Telecommunications Union) ASN.1 EYERIEZF) A
L CERICHE SN REEEL 2 TAMERE2ET. BRATRO LW c—8ix O%F,
Xix T770F) EENB YA LELTREND, FIAIT MedDRA &\ 5 fiFESRIT OID
2.16.840.1.113883.6.163 THE X I, &7 7 »FTHRT L Tjoint-iso-itu-
t.country.us.organization.hi7.external-code-system.MedDRA ] & 725,

OID RHBITF 2 BET 5 = & TREEMEN BAFET S 2 LB TE, AFLLARIESNER BN
XA BTG b L CREDBEN ATV M TFOOID DA ERTE S, ICH
iX. ICSR A v E— VB RIZBWTHERINE = — FEREHRNT5 OID ZEA L TW5H,

AEDF 1~T 12k, ICHICSR DF —#IHB O =2— MEIEH EN 53T 0ID —K &
4, ICHBEE L O O—EIZICH V=744 b BAETES, FI~TO OIDTMA T,
—HOEEOFERAENERIT bz, HL7 #38& Lk —Ho OID % ICSR A vy -V TH

B2 (f BERREEEOT—#THE Fr4 RO Frs T3, [MEE] & TEE] K34

A, TRAENRERS 0D 2EERT3) . £ 60 HL7 BEH OID XL TORILIIFEBRL T

WD, EEOERCELTTRTO OID 241k [ (D) OBREIRT,

ICH ICSR =34 1 ¥ ' 20134 48 12 8
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(BU¥E1)

3.2.1 ICSR Awvt— T‘Eﬁ?’%m SR UER

3.2.1.1 IS0 EZESHT '([dentification of Medicinal Product, IDM_P)

ISO % ICH M5 EWG » #F CEESIC T 3§ oHhs RT3 dic—EOSHRAELH
R L. IROIRERE, AR CHERMOERNRAREL O~y YV S EMREILT 5
BFOHRIE LT, @i“"”&ﬂzt%ﬁﬂ@&ﬂﬁfzok%UJ*V’a‘:tﬁ‘ﬁiﬁ (# : F3heks) &0
vy VBRI T AR F L E T,

K;ﬁ%ﬁ A RORFEBIT, EFHFF (Identification of Medicinal Product, IDMP) ¢ ICH M5 32
EHA FRAFETRRE A TETH D, 1SO IDMP EHERBIIA ICHMS FIEX A ROEBTH
D, LUTFEE,

ISO 11238 Health informatics - Identification of medicinal products- Data elements and
structures for the unique identification and exchange of regulated mformanon on
substances

e ISO 11239 Health Informatics - Identification of medicinal products - Data elements and
structures for the unique identification and exchange of regulated information on .
pharmaceutical dose forms, units of presentation, routes of administration and packaging

e ISO 11240 Health informatics - Identification of medicinal products - Data elements and
structures for the unique identification and exchange of units-of measurement

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

* IS0 11616 Health informatics - Identification of medicinal products - Data elements and
structures for the unique identification and exchange of regulated pharmaceutical product
information

" ICHMS IDMP ORFEZEMT 57 — 7 HB R ALE I4HIZHE LAY, LaL, ICHMS

IDMPFH SENITENT () a—F) XEZTORmEREWESIL, ICHMS 234 A FAF A
Rz B e CAREEN A Ms%@f*—’iﬁ%:— FIET 3 HoRBEHERIC W TR TEEE
BRT D,

o HRERUEAF (=2—F) ik, M5 IDMP EEAFENARLE SN 5 FE Tlda ik

6 | IDMP @ M5 EBAGESAIRAWREIZAZS % “Ct:tfr"-—ﬁfﬁ B hﬁ?ﬁ'zvu—»&iﬁﬁﬁ?‘
r%&ur%;m | .

ICHICSR B3 H 4 K 201344 A 12 H
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(Bl 1)

3 1:E2B (R3) ¥—%HAB LT IDMP OID

D.8.r.2b - EERAVKHHTF (MPID) 1SO11615 MPID

D.8.r.3b BHHAF (PhPID) ISO11616 PhPID
D.10.8.r.2b EXR2MIBATF (MPID) 1011615 MPID
D:10.8.r3b | WEEMF PHPID) - -ISO11616 PhPID -
Gk2.1.1b EXREBHIAF MPD) ISO11615 MPID
Gk2.1.2b BEIFFF (PhPID) . ISO11616 PhPID ‘
Gk.2.3.r.2b sy S HERS OID : ISO11238 IDMP Substance

15011239 IDMP Dosage
Forms & Routes of Admin

1S011239 IDMP Dosage
Forms & Routes of Admin

15011239 IDMP Dosage
Forms & Routes of Admin

Gk4r.9.2b EESHHOID,

Gk4r102b | BEEHOID

1 Gk4r11.2b FAOEREEBROID

3.2.1.2 WedDRA (EIRSERES)

EREHZEE (Medical Dictionary for Regulatory Activities, MedDRA®) [X[EH 5K UE Do

l:ﬁﬁcnn (EREBRREUVIF LY OfRLEETIFEFREROSBIERASRIE
EETHD, ZhbDT—F% MedDRA HFEREL v MZa— NMeT 52 LT, ARIZER/

&U%‘%%ﬁ%?ﬁ‘ ERMGORESRFAICEETST 7 & & VSRR OB LT <251,

MedDRA i3, ICH ZSEI% L. ICH DA L U< FEEER 4% (International Federation of
Pharmaceutical Manufacturers and Associations, IFPMA) DAL TW5, EAFE BB

(Maintenance and Support Services Organization, MSSO) % MedDRA D&, H#ERF & OB 21T
5k kbiz, MedDRA &, BEERRUCHMYFATOZORRICHET SBEFEREREFLT
VW3, MedDRA HEFIEIIARBOLERRELHET 2. MSSO ICHERMICTER L TWHEM®
TN—THb0, HOPMAELLRBBENETATOEFEZHFEL., TORBHITHERICE
ERET D,

JCH ICSR CRIfER X4 =G EH oM il 1BREnR £, &< OEFHRBOS~ KMt
I MedDRA 3 {EHBT5, L TFOF—FEE T MedDRA FEBFZ (LLT) T X3 2— F{EE.
Ek?éoVWHmR}O%IOOMmNMA—VH/L#ﬂﬁ?%EM FlrEET A,

10 = 71,51 3%& OID 2R = — FORARTREL 2o b FbIKES L b5,

11 = > MedDRA DfRFIE MSSO 017 = F=— (http://www.meddramsso.com/) %*&DFIHT
55, ;¥L<f:t—"ccoICHL_BQ*ND'717‘J\—V75:NE$%LM\

ICHICSR B H A K :  20134E4 8 12H
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#2:E2B (R3) ¥—#THE k * MedDRA OID

(Bl#E1)

&y %’:&‘é‘ﬁﬁ%& UREHHER (FREB./FHL

B AERRZDOENE (MedDRAD— F)

D.7.1.r1b ® 720 (MedDRAT— K) 2.16.840.1.113863.6.163
D.8.r.6b {EFREH (MedDRATI— K) 2.16.840.1.113883.6.163
D.8.r.7b EfEMA (MedDRAZ— F) 2.16.840.1.113883.6.163
D9.2r1b HESNIFEE (MedDRAD— ) 2.16.840.1.113883.6.163
D.9.4.r.1b WIS L A (MedDRAD— ) 2.16.840.1.113883.6.163
D.A07Ar1b | ﬁgg%igﬁ?ﬁﬁggﬁﬁfﬁ If’;’gﬁ/ F 2.16.840.1.113883.6.163
D.10.8.r.6b fEEEE (MedDRAI—F) 2.16.840.1.113883.6.163
D.10.8.r.7b Bl (MedDRAZ—F) 2.16.840.1.113883.6.163
E.i.2.1b BlfERHESER (MedDRAD— F) 2.16.840.1.113883.6.163
Fr2.2b | BES® (MedDRAD—F) 2.16.840.1.113883.6.163
Gk.7.r.2b {EREH (MedDRAZ—F) 2.16.840.1.113883.6.163
H.3.r.1b EEAIC & SBME AERBRURBBUE | ) 16 010 1.112883.6.163

ICHICSR =& A B
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GlE1)

3.2.2 16H ICSR FEI=HER S h [CH AEERE 20— Py FRUA TS S FERIT (Object
Identifier, OID) '

Z ZCik, ICH o)f:&bi:ii%*rﬁlﬂ:#’lﬁﬁﬁéﬂtﬁi%%ﬁ% F‘ﬁ:ﬁ%&%ﬂ‘%zﬂ F¥w pRTOID D—
BRPETTH, ThbDa—FEy MIICHIZL - T, ICHOEDIZHERENS,

%3:E2B (R3) F—#EARCICHICSR # v&— 22— K OID

N1

Ry FRD A v E—COHES 2.16.840.1.113883.3.989.2.1.1.1
C.1.3 REOEE 2.16.840.1.113883.3.989.2.1.1.2
C.1.8.2 FEFIOE—RIEE 2.16.840.1.113883.3.989.2.1.1.3
C.1.11.1 BEWE /BT 2.16.840.1.113883.3.989.2.1.1.5
C2r4 & 2.16.840.1.113883.3.989.2.1.1.6
C.3.1 BIEEDESR R 2.16.840.1.113883.3.989.2.1.1.7
C54 BlEA - AEERLS MR I N -HBROESR | 2.16.840.1.113883.3.989.2.1.1.8
D111~ BEOBRERESRUTOBERE 2.16.840.1.113883.3.989.2.1.1.4
D.2.3 BEOERE WEEOREICLD) | 2.76.840.1.113883.3.989.2.1.1.9
E.i3.1 ' ﬁg%ﬂ:* STERL ém:“‘mm/ AE . 2.16.840.1.113883.3.989.2.1.1.10
E.i7 BRESBORER. -/ EES20ER 2.16.840.1.113883.3.989.2.1.1.11
F.r.3.1 BRERER (32— 2.16.840.1.113883.3.989.2.1.1.12
Gk.1 EESBSOEBFIT 2.16.840.1.113883.3.989.2.1.1.13
GkAr102b | BE5EHOID (E28 (R2) ) ' ‘
' 2.16.840.1, ,3.989.2.1.1.14
Gk4.r11.2b HAOBSEBEOID (E2B (R2).) 16.840.1.113653.3.939
G.k8 EERITH L THOAI-LE - 2.16.840.1.113883.3.989.2.1.1.15
Gk9.i4 BRETEERIERLEM? 2.16.840.1.113883.3.989.2.1.1.16
=N — e
G.k10.x ERRI-HT 5T OROER (3—Fib) 2.16.840.1.113883.3.989.2.1.1.17

(BEITIECRYIET)

ICHICSR H#EH 1 F
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(B 1)

#4:E28B (R3) F—F¥HEBRWRICHICSR # yt&—a— F OID (ICH #/IBA UCUM =—

F)

D.2.2b BlIfEA AERRREROER (BfD) 2.16.840.1.113883.3.989.2,1.1.26
D.2.2.1b Hﬁﬁfaﬂgu{lﬁm/ ﬁ%ggﬁﬁﬁoﬂﬁﬁ 2.16.840.1.113883.3.989.2.1.1.26
LG - ' :

D.10.2.2b BaE (81{) 2.16.840.1.113883.3.989.2.1.1.26
E.i6b BIER. - BEFROESHIN (HaD) 2.16.840.1.113883.3.989.2.1.1.26
Gk.2.3r.3b S8 (HE) 2.16.840.1.113883.3.989.2.1.1.25
Gk4.r.1b BER (B 2,16.840.1.113883.3.989.2.1.1.25
Gk4.r3 BEEUROEE 2.16.840.1.113883.3.989.2.1.1.26
G.k.4.r.6b EESITSHM (B 2.16.840.1.113883.3.989.2.1.1.26
G.k.5b E'gg?;)/ HEFRRAF TORMBRSR 2.15.840.1.113383.3.9&9.2.1.1.25
G.k.6b BRENOEIRNMN (B4 2.16.840.1.113883.3.989.2.1.1.26

. EXEAORSEES LBER SEERS -
G.k9.i.3.1b B COBMMRE (E4) 2.16.840.1.11388?.3.989.2.1.1.26
G.k.9..3.2b EXRORERSH LB HEERSE 2.16.840.1.113883.3.989.2.1.1.26

HE f’@ﬂ#?ﬂﬁl’aﬁ]ﬁ (B

Fr33 REGBR] oW iR s, ZOEBIE, REMEP AL T4, ICHIT
ZOE B LCHIERMAT UCUM =2 — FERItL TWhizwy, AV PF A0 UCUM U R Pk
UCUM z1— REBIRT A LB TE, RS OIDMBREHENTWHS, ‘

A

ICHICSR =301 F
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(B 1)

#5:E2B (R3) F—#HHRVICHICSR * ¥ & —Y4R%M OD
N.1.2 Ry FESF | 2.16.840.1.113883.3.989.2.1.3.22
N.1.3 Ry FREERNT 2.16.840.1.113883.3.989.2.1.3.13
N.1.4 Ry FRIEERHF | 2.16.840.1.113883.3.989.2.1.3.14
N.2.r.2 Ay b— DRIEERNT 2.16.840.1.113883.3.989.2.1.3.11
N.2.r.3 Ay —CREBERUNF | 216.840.1.113883.3.989.2.1.3.12
1. ¥ ol ol bl 2z i
C.1.1 ﬁg%‘"":'-‘ﬁm CER) ZEMREW | 5 16.840.1.113863.3.989.2.1.3.1
C.1.8.1 eI EH DOEFIRRIF 2.16.840.1.113883.3.989.2.1.3.2
813}5 SEPI BT ORI B UE B8R T 2.16.840.1.113883.3.989.2.1.3.3
C.5.1.r.1 HEBROERES 2.16.840.1.113883.3.989.2.1.3.6
| cs3 | REikiEE (REY—) ORBES 2.16.840.1.113883.3.989.2.1.3.5
: BEOCRIBESRULTOERE GBI
D.1.11 ELRERES) 2.16.840.1.11388?.3.989.2.1.3.7
: BEODHRBESRUTOMER (FH ;
D.1.1.2 B EREES) 2.16.840.1.113883.3.989.2.1.3.8
‘ BEOVATRESRULTOERR (KR 0y '
D.1.1.3 pmmEEs) | 2.16.840.1.113883.3.989.2.1.3.9
BEORETHERVTORRRS (R ' .
D.1.1.4 DR TOBEEEIIES) 2.16,840.1.113883.3.989.2.1.3.10
Gk3.1 R/ BHES 2.16.840.1.113883.3.989.2.1.3.4
# 6 : E2B (R3) 7 —#EBRMEBISE A v &— VAR OID
IERBAT . BRE ICHOID 7 ki -
ACK.M.2 REBIEE/ Sy FRIEERANTF 2.16.840.1.113883.3.989.2.1.3.17
ACK.M.3 HRIGE/ Y FREERIT | 2.16.840.1.113883.3.989.2.1.3.18.
ACK.B.r.3 ICSRA vt — SHERIGERESR 1 2.16.840.1.113883.3.989.2.1.3.16
ACK.B.r.4 ICSR# v —UREBIGERIEE 2.16.840.1.113883.3.989.2.1.3.15

ICHICSR EHEHA K
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(BUE 1)

ﬁ7uam/ﬁ%ﬁ%%@®ﬁﬁ%om

[ S 5 e
EELLFTI2Y 3 a—F 2.16.840.1.113883.3.989.2.1.1.18
BRI —F , 2.16.840.1.113883.3.989.2.1.1.19
BmIN—Fiea—F 2.16.840.1.113883.3.989.2.1.1.20
BlYfFitohikI T T O&EED—F 2.16.840.1.113883,3.989.2.1.1.21
HEMFBRI—F 2.16.840.1.113883.3.989.2.1.1.22

CHRERBEMFITI—F 2.16.840.1.113883.3.989.2.1.1.23
Froiavsqara—K : 2.16.840.1.113883.3.989.2.1,1.24
XEBaBBF—HrAY¥—a—F | 2.16.840.1.1 13383.3.939.2.1.1.27_

3.2.3 EREEa—FiyF

2 ZTCiE, ICHIZ X » TXI ICH O DICRRICER S e bt TRAVWR ZOH A ¥ R i
BFTHa— Rty hRUOIDDY R h2#RT 2, Zhboa— ey ML ICH B OHER
EUOHEIC L > TEE S ELRBRACERMICHERF ST D, 20, FEERVT +—
<y MIZDa— FZH#EF LTV IRBEIC L - TERS LD ORBRES KD,

Ay—VRTHERASNIEREE— Fiy MR OID KT8 5,

e ISO3166 Part1 (alpha-2) —ERUVEDTRRSDER=—F - Part I: @=— K, B4,
BEEVHE FOEERZ B ORIHIROL T EET S, (EFE2XFEI—F)

o ISO 5218 — WHBAFENT — £ f DMERIFRRDEDD 2— F,

o IS0639-2— FFEEFEFDEDDIT—F,

o UCUM — HE#ErDfE—=— F (UCUM:The Unified Code for Units of Measure) . A3C
FAAXFEFENELB

o ZhoDAEa—FEy hEHEMAYT S ICSR T —FHA ZRERICET 5,

12 http://unitsofmeasure.org/{Z UCUMIZ DWW T DR EHRAH 5,
xml X i html 30T http.//www.regenstrief.org/medinformatics/ucum/downloads 7> & UCUM #Z i
BV - RTHILRTED,

ICHICSR EEH A K ) 2013448 128
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#8: EEE®Ea— Tk y b OID

Gl 1)

c2r3 HEEDEI— I 'SE(;:IJ:_E)P?” 11 1.0.3166.1.2.2
6.3.4.5 iﬂg%mﬁﬁf (Ea—F) 'igﬁ;ﬁgfaﬂ 1 1.0.3}196.1 2.2
C51r2 HBROBEE 'Sgglsgaﬁgfa“ 1] 1.0.3166.1.22
D5 o IS0 5218 1.0.5218
D.10.6 AOHEF 1SO 5218 1.0.5218

C 11 % RIS HESHIEER | 150 E::gm s
Ei9 BER HEF DRI EOBH s 1| 10316622
Fr3.3 RERER (B4 . UCUM 2.16.840.1.113883.6.8
Gk24 EXREAF L EEOR IS((;;E:_&Z)Pan 11 1.0.3166.1.2.2
Gk32 R 'E'Eg’[:;is;a” 1| 1.03186.1.2.2
H.5.r.1b EABERUAESORRORREA g A | 108302

E#icaEh2WEISR 1 Db5,
RO THERAHCER O EFRERF)
FIALTa— MMEEsbiT T nizd, EFRiT

AEE S L ICEAD GEF) RAMHERIT )
(C.1.8.1) 'Gﬁﬁ% STV BEET T, ISO 3166 Part 1 %
EBENTVVER,

{C.1.1)

LaL, Zh b O]

TFIXEDWHRO—FHIC ISOE = — FEREZER L—cu\éa BEMNZ C11 kﬁéfi‘%%ﬂﬂ?@%él%

%ﬁﬁw_

3.2.3.1

1S0 3166 Ea— FORA

HIEFMZ2MRE (ICSR) AOERS, FFEFSR, EEENEIREFIHRTIEHOT—

5@5'@@%%&?5 E2B (R3) TlHE=— F&iﬁ?ﬁ?‘év FEEILE

alpha-2 #ZRT 5,

ICHICSR HEH 1 K
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(BIER1)

3.23.2 Awk—UIa—F4UP0EH

ICHM2 X ICHEFH A FIA ViZEIOTER SN TATORA vy E—VIZEWT, XML
Ay —Vmra—F 4 AT UTE-8 OERZHIZLTWA,

3.3 ICSR M{xXI<BET S ICH E2B (R3) fikk

- E2B (R3) Dfl#FiI, Bl oW TOEESERUFIROFS[ & L&z, ICHICSR OET —#
HEOFEMRSEEED TS,

3.3.1 BREBRXIETHER
A RBEMREIEERVERFRE LTHRLEBUTEFATHRITLEAR LR,

« —ADHITE ZBE-—BRITE ZAFOBEIITEROT—FEB OV 1 2TH
HEEZOND W £ =%, E, EID _
e —ADMBITE ZEEH —HITE ZREZORE RO T - F A OVTAS 10

THEDEELLND B A =%, (BT G
o 1O0ORMER/ HEFE (IR
o 1 ODEEEIIMEIERAEK
E kDb D [REROEH oW T, HIl L~ A TEBMOBIEA—AREETSHZ L
Hod, ‘

BHIITEBERE (B A=y, Fin, ) IR TELWEE (Al (=
: Ty, EEL BR) ORECRBEROF-FEBOWThN 1O TESEELDL
J Nd, TOPEYZITDOWTIXICHE2ZD A FZ A 515EH . )
(http://www.ich.org/products/guidelines/efficacy/article/efficacy-gnidelines.html) Z3¢ L
6 WHA T AW SHB, £, BEEBREERR—ABOZLLHY 558, 205
| &L REROBEEEIM - LTVWDLELS, BAFRRERCIY., BFoA
= LREDMOBEFNFEMBIGEETDH B TERVWELDS, L
L. £ TH DIEOT —FHBIANTMELREERHDOT, ZOT7F—FHERBI
DWTHFRDOFES & BT 5,

3.3.2 Avtbt—SHOF—AEEORE

ICSR D= T 20 A & 213, e ORWER, BEFSERELTFMTI0IcFRLTR
TOEETF —F 2 EETH bl TORERED, TOHAF U RAEFREIZLEA v E—VE
HRBIL, ICSRERHDIEETDHIENTES, LL, TRTOEEEBNTTATOTF—
FIEHBOFRBPAFAREIIRLBNVTHAS I, ‘ .

FERE, 1T LA EDICSR CIRIBYUEOT—XEERFRHTHY ., BEORTHEESHLAEV,
ICSR HEFHICEE SR AT, RATEEOT—EBICEEE Y Y THHETRN, L
L., T—HIEERETHIBABZEY LV MLELON, FRAEMS RO, EAEHRFHEE
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PETrHHWAHTEED ICSRICH TIEE D,

AFELETTOHBRIT, T35 E2B (R3) F—FHEARCEMATELZEERGFEEY., B
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A1)

o FA— MBI L DBEMETEERT S,

e EU, ¥ERGAARDIED, ICH AT T 2 ZHLSOE, il (B : #FF RO
AA A) Tik#t@ LT ICSR (T MedDRA ZFI/i ¥ %, MedDRA =— F{LIZHERT<TD
F—FBEHIZOWT, F—RIFRFRICL > THRESWEEWER /AEFRICE b X <ed
% MedDRA LLT 2332 X5, MedDRA LLT K IERIC—F L2V T, H—RIEHRIC
Ko THESNFEER BIERICR HELT 5 LLT AfEic 75, EFEHORIZEY
HEHFIC OV TIX, BT O ICH X% MedDRA Term Selection: Points to Consider) % Z88
B, ABERFORBOMESIT IDiagnosis and sign/symptom) T8 [Definitive and
Provisional Diagnoses with or without Signs and Symptoms| DEITIER STV,

o HRICLo T, EFREBEREIREDOTBREE OERIZBETIRENRITIONTHNE D
Ebbn, MRT—FERBIX. ZRTEEAFEE> THEELENZ 74—~y M TR
THEIEDTERVEMFREZRETEDITH S,

o« 12ODICSRATIL, 190 MedDRA/S—V 3 DL EFEA L THYTATRTHOT—FIH
B#a—FbTa, Licdi>T MedDRA FHZEEZANT B TNZFA L /3—2 3 > D MedDRA
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Fl (C2r13) —2A # ISO3166 BRI 1A bE B \Volc L 5 B HAEY LE
ETE2hA3BOT-FHETHERAEZNS, %??—5’%%*#53‘C$§U7—5’1§ELCM\

I TP OXBRTAT 7Ry MORIFENTTUMEZ 20, HEee M En

- o TR A AR,
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BT PICBRRMATETH S, Fi. FERERTI LT
EHICHEBOFEEZ AL LERHIBEIERT S, ‘
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a—F | AT ER

Asked But FEHAFERAERF LR o () BECSREABEIND

ASKU Unknown hatz) ,

NASK |NotAsked | = DEBMOARRHEATVARN (B : BECRRARI-T) |

Negative . - .
NINF Infinity B OEBRE,

Positive D
PINF Tnfinity EDERKE,

A

ICHICSR @ =— K& LT null flavor B ¥ D & S IZHATE 20EROFATRET, Zhdofilic
BT, F—HIAB D4&HTI<!--comment tag->A D 3 — N ENT-EREORICHRNS -

1 1. pull flavor © MSK T Masked ({kﬂr ENTW3A) | 2FT,

<componenttypeCode="COMP">
<adverseEventAssessmentclassCode="INVSTG"moodCode="EVN">
<subjectltypeCode="SBI">
<primaryReleclassCode="INVSBJ">
<playerlclassCode="PSN"determinerCode="INSTANCE">
<namemull Flavor="MSK"/>
<l--D.,1; Patient (name or iuitialrs) —>>
<administrativeGenderCode code="D.5"codeSystem="1.0.5218"/>
<!-- D.5 Sex [1] Male [2]Female-->
<birthTime value="19200101"/>
<I-- D.2.1: Date of Birth --> :
<deceasedTime value="20090101"/> . :

5 2. null flavor @ UNK T [Unknown (A<FH) | 2%,

<roleclassCode="PRS">
<code code="PRN"codeSystem="2. 16.840.1.113883.5.111"/>

<associatedPersondeterminerCode="INSTANCE"classCode="PSN">
<namenull Flavor="UNK"/>
<1-- D.10.1: Parent ldentification-->
<administrativeGenderCode code="D.10.6"codeSystem="1.0.5218"/>
<l-- D.10.6: Sex of Parent [ 1]Male [2]Female-->
<birthTime value="19730101"/> '
<l-- D.10.2.1: Date of Birth of Parent -—>

</associatedPerson>
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3.4 ICH E2B (R3) F—4%IEHE

N.1 ICH ICSR {z:¥&&5IF (/3vF 5 wsi— : Batch Wrapper)

ICSR D C~FHEDFHRLIZRRY, [Ty =) OFREINV—T 47 DHERNL LTEY
(Bl xiE, Thom) — lto) )} | EEFHREIRFESRRY, A v BTG BEEFRN.
T, ZEFBINFEEA vE— VAR OBRILEFS —# Z# (Electiric Data Interchange: EDD)

?HJ:”I%‘F’EJO)A WLV EDBRTVA LD LTS,

N1 - nﬁma»! Jt—/aﬁ!#ﬁ
N2 - iuF&S

N.1.3 - ISy FRERMRBIF

N.1.4 - RuFSEEHRBF

N.1.5 - v FREO B

N2.1.1 - Aor—SHRIF
N.2.r2 - Ao —SE EERAT

N.2.r.3 -~ Avt—U R ERRAIF
N.2.r4 - Avt—S{ER o BT

NAA SYFROA 92— S OHEE

FIBOES| & rOF— AR IMEE SN A EROREICET A EERESENE, 19DICH

_ ICSR/Ay iz, 1-28L EMICSR (ICSR) #EEeZ LB TE D,
TR 2N
OID 2.16.840.1,113883.3.989.2.1.1.1

Ead ) 1=ichicsr

= OF— B EH OUAER. ki%&¢i%%ﬁ%?é LICEET %, P
WA CERAT SR TS - L,

| Ef, FHIRTRRDa—FEERShSZE b i B,

o 150/ y FIZ 158 ED ICSR 2 /t—v%ab\_amﬁré L L.
| ICSR A v 2—Po &5 ICSR 1T 1 FEEICT 5.

ICH ICSR 3E#47 1 K . » 201344 A 128

-41-



(Bl 1)

N12 /Sy FES
FIRODFES & IOF—FEBIR Ny F T wsi—] ELITH, EEEIC Lo TEFICHICSR
RyF 77 ANECEVEToNIBFOEHESTHD, Sy FEHESHICH
ICSRyF 77 A NEBILERRESTHD, :
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oD 2.16.840.1.113883.3.989.2.1.3.22
B B HE
R
N.1 2&4qu®§?7}={§£§ Eh5
<id extension="batch number” root""2 16.840.1.113883.3.989.2.1.3. 22"/>
rootiIN.1.20DZRZER 2K L. id extensionlC ERED A v FHi %lj]‘ﬂ_éu

N3 Ry FEEHEREIT

FBOEI & IOF—FEAR, ISR LRIILE L Vo RICSREEORET (ICH
ICSRAA v F 7 7 A WDIERE) #EHET S, ZESCETOMIFTLS,

b Rany 3 B2 )

F— s A 60AN

OID 2.16.840.1.113883.3.989.2.1.3.13

P B BiEE

NI TORESEAEND @ o
<id extension="sender identifier" root="2.16.840.1.113883.3.989.2.1.3.13"/>
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N14 A FREBBT

FRAOFF & T DF-FEERICSRA v F 7 7 A LORREE EHET D, BEFICEEOR
FTha,

EatE MR

F— s H 60AN

0ID 2.16.840.1.113883.3.989.2.1.3.14

A B Bk

| N.L 4IJBUA-F0)§“E75={?£FH Eh:
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N2rd #ve—SHuF
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T, EEHFILE - TEZEEINDICHICSRA v E—-PEIZEV LU CHLAEFDE
BiiAlF Th B, 1-2DICHICSR A vl —UICIRICSREIDDOHREEND,

A Pl

= Rl 100AN

OID 2.16.840.1.113883.3.989.2.1.3.1

Eﬁﬁéﬂﬁ
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BEHE W
Ty 60AN
OID 2.16.840.1.113883.3.989.2.1.3.11
FrEE BHIE
N2r2iIZ LT ORESAER SRS ¢
<id extension="message sender
1dent1ﬁer"root—"2 16.840.1. 113883 3.989.2.1.3. 11“/>
'roothIN.2.1 2004 HIJ%FEﬁ%i L. id extensmnk%l%“-UD AyvE— /J%{E%‘%EU%%K
TS5,
%iﬁ%‘?&ﬁﬂ%hﬂf{%ﬁ FLABLTBLMERD S,
N2.r3 Aobe—UREEHNF
| #ADFES & ZOF—FEBIICSRA v —VEEDREHLEHRT S,
HetE MR
F— s A 60AN
(1)) 2.16.840.1.113883.3.989.2.1.3.12
FFAE H B0 .
N2 TOREAER SIS ¢ _
<id extension="message receiver identifier"
) root="2.16.840.1.113883.3.989.2.1.3.12"/>

rootiN2. 1304 BIZEM% 5 L. id extensioniz EED A v & — UAHEHEMNF 2 A
H1Ta.

TEEWBITHREAT L AR LT BERL D,

N.2rd4 A ot—
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C.1 EFIRSEHREDRS

(A1)

C.1 EEFIZ M E O root LS+ 5, 120 ICHICSR X » & —27 7 A MITEEh B EH]
EFZ2EREIL 1 2OBRTH B, 120 ICHICSR AN F7 74 MCid 1 2L LD ICH
ICSR BEEND, FDid, ICSR A v —U7 74 4D [controlActProcess) PHZIE rsubjectj

EHEAX I DLAEELTHEERLR,

Cad  -EEETLEED (#‘E‘Wl)‘i‘éfiﬂ%ﬁﬂﬂ?
Ciz2 -frRBN

Ci3 -HEOES

C14 - iEEE,SERDHMENAFEREA
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CIOMS Council for International Organizations of Medical Science, @Wﬁﬂ%ﬁﬁﬁfﬁ%‘b‘

CMET Common Message Element Type, 353 A o & — UERE

cs Coded Simple Value, = — F{k & i B Hi{E

DSTU Draft Standard for Trial Use, 2R 0 1 ¥ OB AB

DID - Document Type Definition, SCEEIER

ECG Electrocardiogram, (85X

ED Encapsulated Data, 7 7 /LALT— 57 %

EDI Electronic Data Interchange, &7 — ¥ 22

EDIFACT Electronic Data Interchange for Administration, Commerce and Transport, 1T T, P, BEOL
BOBETFT— 5 %Hh

EEA " | European Economic Area, B & 7 sk

EMA European Medicines Agency, B EZR AT

EFPIA European Federation of Pharmaceutical Industries and Associations, EXJ! |‘|§=%Eﬂﬁ§£

EFTA European Free Trade Association, B B i B 5 &

ESTRI Electronic. Standards for the Transmission of Regulatory Information, FEEE MR HIIEROEEICHE
+ 5 ETREHERE

EU " | European Union, BRHE S

FDA, _ | United States Food and Drug Administration, J&E & d: BB

GCC Gulf Cooperation Countries, 587 7 7 #EH HBEX

GCG Global Cooperation Group, EBR R I ZEE=

HL7 ' Health Level 7

HMD "+ | Hierarchical Message Description, P&@EY X o7 — UEEM
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(3% 1)

ICH

International Conference of Harmonisation, H JEU E MBI f I E L

ICSR Individual Case Saféty Report, BREGIZEMERE
IDMP Identifier for Medicinal Products, EER#3 -2 BATZ R & G2LIEZBEOZ &)
[FPMA International Federation of Pharmaceutical Manufacturers Associations, [ IS SISE I AH &
150 International Organisation for Standardisation, FREEE( LI
IS0 27953 ISOEIRZERSTC 2153 HL7R U'CEN & SR TREFEMFICHA L TER L& 0Z
BES
JiC Joint Initiative Council, #£[@] 4 =<7 L 75E#ES
JPMA Japan Pharmaceutical Manufacturers Association, P ASISE T ¥ig<a
LLT Lower Level Term, T /B3
MAH Market Authorisation Holders, BLERR FE/R SR TEH
MedDRA Medical Dictionary for Regulatory Activities, EFREFER3E
MHLW Japan Ministry of Health, Labour and Welfare, B4 35814
MPID Medicinal Product Identifier, 1% 38 & S S35/ 7
MSS0 Maintenance and Support Services Organization, FEEFE FLME A5
N Numeric, #5
OID Object Identifier, 7= 7 l\%ﬁ”?
PANDRH Pan American Network on Drug Regulatory Harmomzatmn N7 AU b EREBFEHTRS o -
T —
PhPID Pharmaceutical Product Identifier, S478551
PhRMA Pharmaceutical Research and Manufacturers of America, SEERFFESLE TGS
PMDA Japan Pharmaceuticals and Medical Devices Agency, & 30 [ERHESHA SR
RHI Regional Harmonisation initiatives, JEICHHRIC B W T ERSRHBEIER 2 5EE L Ty 58
. % '
RIM Reference Information Model, ZEF#HET /1
RMIM Refined Message Information Model, 5£41{E 2 v 7 — UERE TV
RQ Ratio Quantity, bt &
SADC South African Development Community, FI&E 7 =7 U 4 BiF L R{E
sDO Standards Development Organisation, #E K R FHE
SGML Standard Generalised Markup Language, B#fA~—2 7 v 75, 77 v b7 3 —ACBE
rUVFETHEE LS BRERET ISOFERR
ST Character String, 3CF3]*
TS Point in Time, B &*
UCUM UCUM (Unified Code for Units of Measure) , EFEIEEM = — K
utC Coordinated Universal Time, {2 Er
Ww3C World Wide Web Consortium
WHO World Health Organisation, 1t (iR
XML

eXtensible Markup Language, IL3k~—4 7 + 7 ER

*r N OEXTFEUEZT HL7 CEET 3,
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& W (B) BAFE—

RIECH, PR B H0 A,
—EORBEHETS.

(BUF1)

EFBERPTOAZERAE., . A v E—VRNTEEENS

BT, #x 2ERRUCEESHE R AR ERERICE I 5 EANES 2R 25 DAV bR
.5§<@% ERFEELTVS, AXECBML, UTORERUVESRIR. b NHEBEROFE
HEGECBT 3 ESM L HEERY 2 EDAEHICEBENRS,

'%5%%m%&%$hﬁ%%iti%%ﬁﬁ@ﬁﬁ%hibth%@é

BELLBVWEREOTEI LT, LT LLYUBREREROKSE L DER
BRAAL A LOORERTHOTIRAR Y, 2EVAEAEFRLE, B
KR (BRE) PEREINBICEZS, HL92FELRY, $3
VEERL2VEE (BEREEORERET) | ER, EEHEA

D ETHY, UREHER (FRE) LoFRBROFEIMORY

(R E ST —Z FHOICHY 1 F5 4 v RBRPIH LR IELM
FROWMYFNIZOWTERR) . [ICHE6(RI)]

FEERIREA v —T
(ICSRACK)

FERENEA v E— T, WMORSEAvE—VLbREeMT 7 A MCE
ENAERENREDOZEPREINET O OREFRE ORBEED
ERICATAEEEESENFEDIA v E—YTh5b, [EMA]

ERSRIEA (ADR)

BEMICEZLND, P BRBESTETELWV I LEEIRT

HHEEELE R EELOHFRITBEC X 5ERRMOBREER G, &
CHAERAERESL IR TN, BERICE#E L2 HAEHRITH
TEHEEPBEEADS LY ORGZERTBER L Rid, BESC
M DEGEWH IR, BELLAFEFES L OREBERPEED

Ds
TREERSICEL T FELBENTHY . EEROTH, 2
W, R EAIAEENEEONEY ENAFCERERASh REE
TRETIEERICST G [MREZEET —FEHDICHY A FZ |
Ay BRBEOEHR LA (Guideline for Clinical Safety Data
Management: Definitions and Standards for Expedltcd Reporting) #2&

f] ., [ICHE&RI1)] -

HEA

FELZETLHHENETHY, BB IEBREREREERD
PEADSPL RV E VA TEEREEENS, [HL7TBEERE2 —
7] -
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(BUER 1)

BIEERE

TR & fo LT B L C R A R IE(C A & T B, 51
BT K, YexY v s EOTHTIPND - EBbY | (BARER
ECiE, ELWES P EENCERS LT ED 2RSS ThkE

%%\ﬁ%ﬁ%ﬁﬁinfm&wEﬁﬁ‘ﬁ%ﬁﬁﬁ$+ﬁt@%&,

FF)

AERBEORNEOERES, WFNhRegEns, [wHo] 1B
(EERBEPEROI &) '

EFT—F M (EDD

EBLONF v Hr a v BT5 BT,
o oEfT, [ICHM2]

RELENFREZHRT S

EDIA v E—¥

EDIA v E—Vik, BEELFAVTHEELLSh, 2o —2THEL
AL TR 7 —~ v P CEREN, B8RS DBREICME S h A HEN
B0, —EOES AL NCHBEERS, [EMA]

R AEUEHSARRIERES
® (ICH)

i

HREUEERBREFAMERSE (CH) &, EXSEGORENRT
ERORIE I W THRT 5 BT, BN, B, XEOSHEEL,
SHROMBEERODEMZZEDE Py hThHB, T PF——
i, WHO. EFTA. #7# (B F¥REEHRR) THA,

S

BAFTIREFHREX I T IREMBOLERITHTHHEORRE
ﬁ&—tz@EEMituﬁﬁm%ﬁ%éﬁénrwéﬁo[mw
1613:1995] [ISO 21574-7]

B %%%ﬁoﬁﬁ\ﬁﬂﬁ\%ﬁm V= AT —,
B, ERRE. ERES

Kot

ICSR

REHRLRVELFESELIREEA 7 MIOWTEHT B
DT, bAFATEEENOREINFMT 2RI 02 EH #
‘F':ﬂ:f-i\ 18 OWEERE F e R E N b A EAICET A FRAE
3,  [27953 Human Pharmaceutical Reporting]

EERTRRRRE

HAENEEEE L - TEDbRE, HIEEROFHRRTRES
RET B, BE LD LRSS,

ERELAE

—EEOHIWEL T — ST ERET 5 B ﬂ@'e Rectfe )iyl
XY BARMICER TS, E%giéﬁmmt&)@@ﬁ%ﬁﬁéﬁ%
(MedDRA) .

Ui R B AE E IR R R MRS (IMPACT)
http://www.who.int/impact/FinalBrochure WHA2008a.pdf
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(AE 1)

b R OB RS T AR S L L O RSN E
A ORAEDE, , :
EEEN, GETH. RENEBRERETSZ &L BkEEsE
., BE. #HT5, TRREFPNBKEE T, oVWTRHOERT,
b MUEREIREG SN FEEOD D WEET-RHEOHLED
#, [IS0 11615] - .

EXHREE T, 2roildddedtmE, BiE. BETA3HEMNT. K
ﬁ%?ﬁaﬁimi%%ﬂ'ét&b&;t b E I EESICRE AN FREREOH
LA EIIREORSEDYE [ENV13607] [FBF. 65/65/EEC, {&

FERE (UxRVv2) &
(— )

BFEETHRESRTWARVERRE T, BEIZOEEEEHRALT
BY., ARRABHTRENZHELH D, WHORE D Y TEHE—
4 (INN) CEEAREREREIADRSEHRIT 5. SINNTHAIC
BRT2EROAHGT, AEMETHD, FERLR, V=XV v r4E
LLTHEbND, KETIX, HEAdopted Name Council (USAN) 23

V) vy 7 BEZEVETD,

E#LELEER (7r—v
ay P R)

HEFEHFFIIMbOERRICEE L-MECRR, M. #E. FEHIC
RO LB 2iEEh, [ (2) WHO; 2002; ]

il
So

FEEERYEAC Lo TEESRL, - AR BERIZGAORD
RSN WEL D I EE 0D, HL7TBE R e] '

U ER A R R v
& [

B ENE B DB ABIEE (X idfEa s X7 5) T, MRRUME
BRI RERR ORI BB L TOBB RIS, BA, M
U, HRICET 5 BER,

BSSRE VA RE

MBS, REERTHEA SN IS ORFZHELTIYR#
BERRS LcIRIc, TOURE, EAMCRRISRLHEIND,

SEFRTTAL RIM)

5l % FERMIMS 72 E O DT LT OB REFAR VR o E—VDTIch
AHLHEHRET A,

stHE A v —UERTTA ‘

(RMIM)

—BO A v E—VOESERTIEREE,

BEH

E—RIEDE. FIXITICSRIZEH ENAFELENCRETIE, #
EHRBBEHEOHELHIN, A v—VOBEEFELIIEMNTL L,
[ICH E2B(R2)]

FRMA v E—

MR v —TR, —EORAvE—Y TP v s TREE L
LEEE—& LTS A A EEENE
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BERDA v —V2ER LI AN T3EE, REF LREFIIR-—A
MO H D, BEFORFBEEDRIZERA L2V L,

[ICH E2B(R2)]

EERBERELRERRE
HenRIER :

ERRSBE SN (BERTHPDLARV) BIELEHLOBTE
LSAVEREDTEZ LD L, UTFOLOEE S,

-FEILED

- EfE BT

RO D AR LI ARSIHOERBLETSH S

- AR T I B R E T AR D '

X

-EREEEFRT

(REEZ LT — 5 FEOICHT A K54 > BRTPICBONIREH
BEHOBMD BT OVWTESE) . [ICHE6®RI)]

BB EARE

FRERAER DML, EER G/ ThitE&MECITIEAIEA. 4%,
R, BEEEO VTR, _[ICH E6(R1) & E2F]

BRHRE

ERM D EES ZRE LR R AE ICRE L, REPRaa

T IREAF— ATHLRE DO TRV, BELBERICSNT

WETHEE. AMLE, OB VT SR OMR.
[ICH E2C(R1)]

e

FEBENFPREL., FRTRLTRMESCEY ARvbi, IS0k 574

RSB ENTO DTN IC, B L~ THlEET 5 B,

S R R

AT AN L DERIZIEET IO, TOVAT AOFEECETS
FREA. [Objectory AB]
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