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DI-DITHDREFH A v E— POBRRUFIRICEET 5 ETHERSE 2 BF L 2T hidR
BRVWSRT LKL, ITEMAR, VAT LIEAERVVAT Aa—YF—2ETHD, FEE
HA Kz, BERERREY—A W] = Ra—PF—DF—F ATRADO 7+ — b RKTA
F—T7x—2) OBRBRIBICVERER, ROPCAIA Ny — bORE T—FEBROER
BUOEBBRRA v—Y0a— Mo d ORMTHERFEZ B IRT 5, LLEAEET A R,
BEDTF—F_R—RTF Y )ud—RY 7 " T FTIy b 74— LREET IO T, HE
FTEDLIFTHLARY, LA, AEELA FiE, ALFIORTRERKICES <FZh7E XML
2— REARTADOEMHEREFEIZOVWTRERRTE2HDTH D,

1R % EU EXE 5% MEKSZE (International Conference on Harmonisation of Technical
Requirements for Registration of Pharmaceuticals for Human Use, ICH) http://www.ich.org/
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(BlEs1)

AXFEOUTOHETH, ICHXEZFUEFHICSR # v E—VORBHERR R LMER
RBERT V7 v a OBAICET DB R REET 5.

1.0 BB

ZDOICHEEN A FOEBLOBMIL, BHEEMEEEIT»»DLT, b O AEHED
ICSR DEFHIEEIZODNTTRTOT — Y BEHOERL BT L L Th D, AEENVAF
ABRIEUEARBBEOTMED ICSR DF—FHBIZOWTER L, BEABRSERVAEEERS
EOWF T D, ZAEESA FOEN EOBIX, HEFRREL ICSR A v — VRt
DIEDWTVATFLAORECHIBEERVZES (MUESLE, B UYBRUEER AR
b—%ET) FEMTHILETHSE, ICSROKERIX, 77y v Tx—0, TFUr—va vk
OV AT LB ERITEFE LW 600 BEEEM R EERR I ERLT X Th 5,

1.1 ER%E

ARRFETA FIZBIT D ICSR, D7+ —<y FRUNERL, HAHEFB2zE0E LY XA
N= M —REZHAEPERCHESND LT, HE DT —FHE CTHEREN TN,
PIAE, T—FEARVZOT +—< v NI, BRTOEELKRE, BEEZS, BREBRL
EHRMOFRENER L. BEERUIBHERZ LRV b 02D, EROBROEMRE T
ERTHOICEL TS, Licdio T, BESBOESHE L AL HRT 2720, #ik
C Ru—ANT—F DRHZANBERIIBERVIT T, 295 LEBERITTEZHE VBT &
T b, ICHE2B (R3) ICSR Db DAREIEH A FiZ, F—F X—2EEOER, Wik 58
ERROTIA v, SEER SHERITOB AR UIIHEANAY 222t (technical security) DRIEE
ERB LI LTV,

1.2 RHM

EREVCEERMZBECERBRVCREOZLMEREDOBEANS, T2MEER (B ICSR) @
T RET 2 HEERD D,

o BETEHEHRIE,ORNMYERROEERE~DRE

o HFZ R DEE

o BURAZ L HHYRE 0L

o HEIRPRMDIEE _

o BRKRBREEE (AR —) 2 LERBRBMEM) bmBEZE R~ DR

o HHEEA O HIRRIEMHST (World Health Organisation, WHO) | ERREELE=F ) 7%
> % — (Collaborating Center for International Drug Monitoring) ~D{=%%

ZEERBROTRICE, MEFERALLZ7A—<y b Bl f=o—F—F, CIOMSIT 7+ —4,
MedWatch 7 #+—2) XIIBFHE ). AV FA - TIER, 77, avg b 54 %

7) BERIhD, tFRAEOERTRIZZROBMME S 2 THEEEL2EX 5 &, B LS

Ao —UREENR LT — R A OEEGEL FRICTIRET+—~vy M3HH X

ETHD. FTROBETFHGEDOHRINIL, AEEVA FRB S TWD &5 @07 —#

HEDES LFEEHEEEFEBIZONWT, —BERSH Y, I o—RREBRATAIRTH B,
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(AlEs 1)

FEBIEE OB L= DIV, 20 10 4E T ICSR DR BITMO B EEN L BETHREICK
EL{BITLTETEY, EFLEMEROBEFHOCERIIERNZEEMZLEERITRIER
{725 TWW5, ICHIZ 1997 FEIZ ICSR T A EE SN ETHIEERELZARL, TOEM
ORI, BMITHEVIESNTE R, ICHE2B (R2) ik, REBEFEMICRAENT
By, BETIE—HO ICHRHFERE THEELEIN, BASERBINTWD,

KEENA FIZFdR Eh TV D EEER R IIINT O £ZEH%%E (Standards Development
Organisation, SDO) & D AZBU CHE SNH, ZOBERE—ED ICH 7/t RAELE
bieh, KEEHA FCRBEND A v —VEERKELATO ICHETFRI A v — VRERK
3. EERBEHEROEEICE TS BFHIHEERF (Electronic Standards for the Transmission of
Regulatory Information, ESTRI) @ ICH M2 EWG 12 & » CERR S iz, BEEMICE 2 X, BATO
A o — DEERR T FEE %% (International Organisation for Standardisation, ISO) , ~/&
R o L~y « 7 (Health Level Seven, HL7) | SX/WEE#E(LZ K= (European Committee for
Standardisation, CEN) . M7 —& ZHFEHE = >/ — > 7.4 (Clinical Data Interchange Standards
Consortium, CDISC) . [FEE FHE1Z #7454 (Inteational Health Terminology Standards
Development Organisation, IHTSDO) & U} GS122> 572 5 a7 =27 7 77F#= (Joint Initiative
Council, JIC) & ICH & DAL X > TR SN, TISO/HL7 27953-2: 2011 Health informatics
-- Individual case safety reports (ICSRs) in pharmacovigilance -- Part 2: Human pharmaceutical
reporting requirements for ICSR) &\ 5 & F50 ICSR EEHERME I, ISOO T =7 HA
(http://www.iso.org/iso/store.htm) 22HAFTE D,

2.0 &R

2.1 —EPSERRUICHDER

21.1 ICHEEDN—+F—

ICHIZ. HHYRARFLVEELEANRENLOERZRIY ANTEBORAHRAMEND = &~
TP RICEBHBROHE LTRSS, ICHBRREBNEANTWSDIRAA, BMES
(European Union, EU) R UKER O EERBHFICET 2 —HOEMTHEREROHATMTH D,
s 3 ko ICH BKIZBWZESSL (Buropean Commission) . ZMWEFELFEES L
(European Federation of Pharmaceutical Industries' Associations, EFPIA) | A X DE4L IHHE
(MHLW) / EE G EFEEREHE PMDA) . AZXHETEE= JPMA) | XKERGE
#4/ (Food and Drug Administration, FDA) & N ¥/FFFAHFE T # = (Pharmaceutical
Research and Manufacturers of America, PARMA) @ 6 B Th 5, EEMEFGEESS
(International Federation of Pharmaceutical Manufacturers Associations, IFPMA) %3 ICH F& /I
o TWD, MRRMEEET (World Health Organisation, WHO) , 7 75 /R#Z# (Health Canada)
B OB B 2 B S #4 (Buropean Free Trade Area) 1347 % —/N—& LT ICH IZBML TW5,
ICH D%, ICH 6 BiAR ATV —N"—DRETHERINIEEZRRT L VITOI D,

2GSl HEEALEEFRET. HREBRCEZ F—BTH7I4Fz— Vv RUBFv U R
Fx— DR E TEEERT A7, HROLZEERDY Y 2— 3 VORFERTE
EIZRALTWS,
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(Bl 1)

ICH I EFEDIED, ICH6 [, 3 27 P —"—RUEBROMAKLR L I EELRHICET 5
D s F7 = > 7 F 7 (Regional Harmonisation Initiative, RHI) |, T 72b b 727 7 A e
#1577 (Asia-Pacific Economic Cooperation, APEC) . FE 7> 7iZ/FH#ES (Association of
Southeast Asian Nations, ASEAN) | Z& 7 7 7 #[FF B %% (Gulf Cooperation Council,

GCC) « AT R I ZERELEHFAR > ; 7—2 (Pan American Network on Drug Regulatory
Harmonization, PANDRH) R OFH 7 7 U v BFELAFH (South African Development Community,
SADC) DKL 725 FHEH 7Z A2 (Global Cooperation Group, GCG) #XiEL TV 3,

AFELEHTA NXICH=ZME (BA, EUKRUKE) ROICH 7Y —"—XI% GCGC DHELEL
TICH L EE L TWAHIRICBIT 2 EEREREZEEREEREFHICER SN S,

ICH, ICH ® EWG K UMREERUR 2 b N KEXEDOFHMIZ, ICHY =7 ¥4 "B AFTE 5,
BANRIRERE O T 2 N ROEEICHE L2 F 0o E i ERIZ. ICHM2EWG TAET
E51FM, ICHY =79 A MMz bbb,

2.1.2 ICH ICSR A FS 4 v DELZEK

BIDICHE2B ¥ A RIAThd [HIEALZLHRE (ICSR) 25T SEDDT—5E
A (Data Elements for Transmission of Individual Case Safety Reports) | 73 199747 A 17 BIZ&
SV, 20009 11 AICHGET S th, BMemE LOEF 2§ T 2001 4F 2 512 ICH Step 4

E2B M) HA R4 LTHEEINE, ICHXEEBA =V T7F7DO—RELT, 20

Step 4 E2B (M) A K74 21320054 5 AIZ E2B (R2) HA FIA victhd Ehiz, +OEE,
EBHNE~DERIT2D o7, ICHM2 EWG 132001 4, E#MER R Y EiZhhb b+,
ICSROFEFT—FHEERHEL., ERTHIZEICL->TF—FHEE DERLZES DI [
FHEGIZ £ & (ICSR) #EFHIIEET BE DD X 2t —ft#% (Electronic Transmission
of Individual Case Safety Reports Message Specification) | HA FZ A V& {ERK LT,

2.1.3 ICHIZBH2UETFAER

T2 ERBE <, HWRABBORBRZBRIIZEOBNBH L RELE XD L, QBT —F ~—
AL LB ITEEEMRNERVLERTRER 7 +—~ v F TEEERE 2 DBRWIEET B4
EMRECH D, TOD, 212E (FE) TR L 5 E2B CENEMMICKRIT IND &
W7o, B2B (R3) AvE—T 0k, WWEUEIChEVERIN, EBELLETTER
ICSR Th 5,
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(BIER 1)

ICSR DEFHEEDORINIT, EEMNLILET —ZHB LBTFHA v — U OMIEREAT
RCHHDH, LR THIE, BHEYRBECMOBME DK CEELINEZETHA vE—VE
BRATAZEBRMEVEETHD, 200645, ICHIZE2B D 3 EHOHFTDHIT, SDOBBM
T AL ERETAVORAREEDD L WHIRERT Lz, AEEHA NI, ZoFLnIetR
TERINZEB (R3) A vbv—V2EETSDA v VEERKBICOWTELRL TV,

ICH OEEO#A % & 612K, ERMICRT S W BEFRERETFHA v £ —VIRERRO
BERNARELA2H LY. ICHOBEBREATHS ICHEEEZESIX, SDO LB L THREEXE
THEVWHREE T L7, ISO, HL7, CEN, CDISC U} HTSDO & #NEND EHTZELE=
(TC) ROMMMEIEHAEEL 2 ) 2 Y EFIT, AW EEHOERREICHE FRE T, HRRY
P EFHRRIEBEERR 2R T 2 L 2 XBT A0, Bh. BREAL. BETFHT
HDEHIFTEHELTNE,

Z-TLEOSDO L. ABEBAOBERRE 0t AT Lo TEEIEEOR—E, EERUIHE
AFERIER L VWomBBICH L, RIS D LA, =T F 7R Mk LT, ZOHRA =T
FF1x, A A—Tdh 5% SDO DREN LR ENZ L1 =27 F77F#E= (JIC) TX->T .
BESRB, 20770 —FI Lo TEFNENOREI LT 1 DORBOEEFREBIER S 1L,
£ SDO 7> HAEEHEICHOWTHEDER L XHEERY 215, ICHIZE - T, EFHIREER
BEROGEAEA L, BEERUCIEAERNR IR T 2 EERE 2 EBT 572912 SDO & #
#TaZ ik, RMEMEER L, #5722 L THBDTREL,

2.2 ARA=OTFFITTO ICRIFERIBOERSRE

ICSR BEHRRIZET A ICHOF U P HLOHHELEERRBIZISOTuy =7 MNEBITHD
IS0 27953 &£ LCAER I, D% 2008FE2 AR A = TF77ud=s & LTERS
niz, Bl Lo =—ARVBFREMD=— X2 FTETI L) I E LI NTEAERT—Z D
EBIRITHRICL - T, BEOREMZA LIRS Z L ITHRNRELAERE > TWeled, Z
@ ICSR {ZE#EH &1L SDO DFAFIEM & R &z,

ISO 27953 1. ISO FiBl{FEEBRE N545 ([EFBELIEEN - ICSR DEER T —FEH) |
HL7 ICSR Release 1 D IEAZ YK 1) HL7 ICSR Release 2 T B HBAEH D 7= o DEELEE
(Draft Standard for Trial Use, DSTU) IZES<ABRRRA v —VHEERE LI LD TH -7,
ICSR ¥R IT SO "ny hFut R, T7bbMHEL/EE (Draft International Standard) . #&
HFEEHE 5 (Final Draft International Standard) & ONFEE## (International Standard) %@ U T
BRI, AEERKIZ2011E 11 A, EBEREE LTISORRKIBEBRINT,

2.3 FAub—CRERBOER

HL7 version3 (V3) # v UEESIKIT, HL7 EERKBEREFHORBN TRF S LD ER
BHROBHETT L EHR . IS0 i3 HL7 2HAAIEERE 2 RE T ORERERBE LFEO TN,
BAIOMEICRE LT EERE A ISO/HL7 21731:2006 Health informatics -- HL7 version 3 --
Reference Information Model -- Release 1 T 723, HL7V3 RREERT 7 / 0 o—0BR
== RS T A DI SN, HLT 2/E5# =7/ (Reference Information Model, RIM)

3HL7 7 =7 %A b http//www.hl7.0org D>H AF TE 5,
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(Bl¥R 1)

ITHLIV3OLEETHY, HDHEWBHLT A vE—YORRLRIEBTF VL TH5, RIMITE
EDIARICBNTURERT—FNEEZERL, 12004 vEe—VrERTIEHOER L -
TALNDIFREICHFET 2ERNERNESOHBRKXBEERET S, HLTVI v AT A
FMOHEEREZRTTEROBRRBEXET S, HL7ETVICER L ShFERBERY AT
LAHEERME L IERTROTD DO Y RCESEEREROBBICRHA ST 3,
HL7 V3 * vy &— U3 XML 22— RAEE I E-S<, HL7 V3 IZ2OW T ESIZH D) WAL,
Andrew Hinchley @ [ Understanding Version 3: A primer on the HL7 Version 3 Healthcare
Interoperability Standard — Normative Edition/ %ZM I 7=\, 1SO/HL7 27953-2 BEHEHME I,
HL7ICSRR3 (Health Level 7 ICSR Release 3) ME#EHFIZZE-S<, HL7 ICSR R3 AT,
HL7 V3 Z2EICLEBHRRA -V TH S,

IS0/ HL7 27953-1:2011 Health informatics - Individual case safety reports (ICSRs) in
pharmacovigilance -- Part 1: Framework for adverse event reporting/ & L THR I iz ICSRAZHER
ORI, EXEL, ERES. BVE, SR EEHIERICET S A v —Vnik
EXETHLOTHD, ICHE2B (R3) A vE—UEHERKIZ. ICHE2B (R3) F—XHEED
BEFHA ve—V%XETH NICHY 7y b REFRKZREET 5 SO/ HL7 27953-1 22 Ll
#1&N 5 I1SO/HL7 279532 BMERK 2 EIT LTVWB, ZOEERKIX ICHY 7y b Th
500, ICHE2B (R3) EHN A MRl ST\ 28 E A %8 2 7o ik CEE 5
WCHEAT DI LITE D, ICH OB R SIS OGBS 5 1SO / HL7 27953-2 i
FEOEHRICHOWTIX, KICH EEN A FTIWY LiF72\, ISO/HL7 27953-2 DFEMIL, 1SO
7 x 7% A b (http://www.iso.org/iso/home/store htm) H2HAFETE 5,

2.4 FEFHICSR &IEfah

241 BREBEEEFHICRTMBILERBRED

ERVEGIZ2MEHRE (ICSR) FEL LTEREDEELEFH, OWVWTRAREEEZM ETS72D
KRB EhD, SbiZ, BROTA4 7 A 7%, BRBRFOL: 5T, REARBEHB%
bR 2R EMEOBERODICEREM TICSR 265X TAUNERH D, ETHLEREIRE
BWEEEREL, EORIAERVETOLDICEZLET —F2BBICAFTIIENTE 3,
INLOFRIZLY . RFSR. BERFTARIREE (MAH) | E&ZF75 (healthcare
professional, HCP) R UNHEFIIEERROFERICOWTHo2ERICESS LY JWHlr2 T1
ZERTES,
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(BIE 1)

AR L. HIKCHEH Y ROBERIKICL - TA v E—VRY (L) NEDEEREHR
BN, RE—AF 2 Y v hHE L THEEOABRET, FMOXKMIT ICSR DR L~
TORARALREICTAIBENN DD, FOSNEERKIL. ThICX o THEERRT
Gelirn TEES) V— A OBRBPEHIETIITCh S, ERAMSNEERKIT—FD
F L OEBMEEEBERLL, BRE OEREOEMS 2 B/MET2ETICHR2D7ES ), R
YR UREER TS 5 L-HEND, TRTCOBRESFATIZo0 1 o0OFEMmIns
BEEDEERKTBEL, — Lo TEHLTWVD,

2.4.2 B{TO ICSR {mEFHHE L BFHIREDFIR

ICHE2B A KT A v & XET A7, ICHM2EWG 1X20014E2 A, [ EFEAILEMHERE

(ICSR) #BFHIZ R T S DA & — 4 (ICHICSR DID Version 2.1) R ¥N—5
23] &3F L=, HL7 X Electronic Data Interchange for Administration, Commerce and
Transport (EDIFACT) \Z X2 BFHIA v & —VOEEICET 2 BATIEE L BB S NIA,
ICH i1 R, RSO EE LOEERK L -2 L 2BhIC, WA~—2 7 v 7EFEHRN

(Standard Generalised Markup Language, SGML)  (ISO 8879:1986) #HFE LWWMRE~—77 »
7EEL LTER L7, SGML X ICH ISR THEL ShEEE/IXFEY hbIFR—-FL
==

L7 L SGML I &3 X Z#E# (Document Type Definition, DTD) 7 7" 0 —F 1L b 130fB 2
VY a—a TRV, LERo T ZIORTRFO A v —VRERKII XML A ¥ —<
wwESL, FORMELUT THAT S,

2421 =97y ITEH

1988 FEICH D THRR ENTZ SGML iF, ZHZ bREICbh - THEHREFIATMIRICL T Bk
7 BEOHIELEEMOEFHIXELRE TR T 27D, EFHXFEOEE LNEER
B XD TFHFA v Sl 1SO EHERME (1SO 8879) THD, iz, SGML OF A7RHR
SEIZLACEBLEND, SGML XV VoIV ~—2 7 > 75 #E#42#7 (Extensible
Markup Language, XML) »MEDL LT,

SGML D4 . Wik Eh - XENEHTH H7-0ITIE 1 2O XEZEZE (Document Type
Definition, DTD) %* 2R3 3 M ENH D, DID &id. SGML Xit XML % {ER Kk FFEk$ 572
HOYV—AThHS, BEICS 5 L. DID T SGML X% XML TEMN 5 LERREREShAHBL

(CER. B, =277« RUKRTE) 2RETD. DID BER S, THIZESVTE
REMND L. XEBRZODID EfENb, IR TF—va v tEEnG, XERZD
DID =% 5 BANICfE - TWhiE, Z20XEIEDE &b, DID OFANCHEL 22V SGML,//
XML XCEIZESh L S D,

4 Co-existence of Traditional EDI with XML-EDI,” Skip Stein, Management Systems Consulting, Inc.,
hitp://www.msc-inc.net/
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(BlE1)

DID i3l 2 DXEDERENIEEL 74—~y bEHET S, XMLIZSGML XV b7 L%
YINANT, EEX] OF—FLnS5arel b0, AER XML OEAMAGERY 13X
Bt OBERERZECTE, BEOBEL Oy PPERSKBZEED Y X MZOW T DTD
ZBRLARV, XMLIZAX—< TN 3 EbIEATFESEE, XML XAF—=itLoT
ELITHMRHNPEATE ST TR, BEROF—ZIe—BO7LE LY T4 — %
TeRBIENRTED,

—RIZDID X XERCT ¥ X PEMHAFRICEN TV S, XML X ¥ —< 15— ZEHEIESIC
EROHEWTWSS, DIDIZEEIRIED 1 ik, ZFRORTHEELRAF—< NI Z2o0RAB Y
DEFACRT Z L ThHHd, XMLEXI [—E) TH2H, HRABCHEIZT 7215
D [0tk ZLEL LR, &5612 XML X ¥ —< [k, REROES T BATET,

ZHIEERE TOR A TH 5B,

XMLIZHE, 37X TO XML 73— — {2 H#4 72 < Unicode BNEET B LW HFELH B, BED
LOERERE, 13 ALY D SGML »3—Y—{I Unicode D¥ R — b 224t L7227, Unicode 1313XF
Tl TEFI oa—F ) 2HET S, Lo THRHRE CXERREINE—F,
BEHRBE (FA X, B, 74 P XUIAZAN) BU =TT 5P —RU—Frakv¥i
EMDT AV r—a ZEERD, ZTOX5IC L TESEROTHEN XML OFRICHLAE
NTW3BS,

2.4.2.2 EFHRHEOMR

XML IR —F 7V CEERGEGI N TRV 55, ICH I XML BERT2HRICEVEL
TWHE LT, ICSRIZXML AFx—<%28AT3Z L2z, XMLIZTRTOS S5y b 74—
LATHEROBETHREFCEFCHATES, XMLZES &, hoFETIHEZ BRI LDTE
BRWEREDTENMEL, Zo0arta—F LR F ARTSTET D AR S, XML
N7 ZXERE (2 vb—) OB Xo—732 Rt 50Th 2, EEEEDEIC
Lo TEEENTWADT, FIATETHDEIT A9,

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

6 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/chahuneauXML html

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.

? 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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(B 1)

ICHICSR i%. #REL OEMRETETE RVENER,/ AEFROPDENLRELELITTHZ
L OHEESOEFHRRERUOMETFRELTVS, EFMHBRECIRO LD BAEARD 5,

o ICSRT—# ZHRMZME LETIRNZED D,

o BREMELTIHHE~DEREELESICT S,

o ADTK BAvE—VORBNREERVLEEZ THEIZT D,

o fETRAOEEMT —FINELZELITT D,

o F—X (B) BREEFLELEREYB/NRICMADZEBTE D,

3.0 WAMAMER

E2B (R3) IZR~_HhTWA LI AREBERFEL IR -2V 7 by THHREZFAE TS
i, BERVFHEZICOVWTOERSFEL +SHEMEL, ETHA v E—VICERICRBR SN
BX5BVAL I ERNETHS, BFHA vy E—VRT—FYEBOERRER (XML X
F—) FELTITTIREL . DERORFERTHBODICERSND T — ¥ THEB B OBER 2
BLAadniEssy, F—FBER, BV R b, #HE=2— KR ICHICSR A F—<Hl#)
DO FNICSR DEFHCELRETD Y 7 by = THBEOBRE v A TH5D, ICH
ICSR # vtE—i%, E2B (R3) XEOBERT 5 Bz EMICHRE, KA LLEWER FEESR
DF—F¥ v MERETERIZT S, AEEN A F3ETIX, EMER E2B (R3) T—FEA LF]
FATTRE CASHATRE72 ICHICSR # v E— VUV ORRICHEADERER L FZE TS, ICHICSR # v
T —VICMER AT —< IR (A) KRB EINTH 5,

3.1 ICH ICSR E3:&EHE

E2B (R3) ZHEINEICHICSR A v — U OFERIER & XML Rl 7 & OFFEZE 11277~
+, MOF0FRLENOR Y 7 1T E2B (R3) F— ¥ HB#HECHERTL2BRT. BEY A b
34 TH) KEFLRLTWVWARZOT Ry 7 DF—FEBERL TS, FIXIERORy 7 R Cl,
SEOIE S MREDZINTE2B (R3) F—#EB D C1HEAL E2B (R3) T—FHB U A M
#2FbnTWaCl7rny /7 DERE2ERT,

E2B (R3) fHERIIME, 8. BERCRVELTRERSESE 2RSS (F@T 2y ) &5
BLTF—#HBMEOBREERT 5, BEMOZ S LEBRIIEEEEH Y, KO XS
TEND,
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(Bl¥s 1)

e 1.1 (BHETHKA
e 0.1 (BFTHEE)
o 1.n (1XMZXETLEA)
o 0.n (1XZXETHER)

3AEDOEIIZNE ELICFLLELEZLDT, EEa2—F—NICSROESFELSELRTBHOHE
BREzEMEL, 77V r—a VEREENEB R3) ABICEAETAL5CTFFA &, B
RENTZ XML A v — OB BET A DICEZYT D,

X 1 : ICHICSR #1 1

( .~ ICHICSR - - )
c1 . i T
EALLEGEONE ~— T L BEwE
car S = yﬁ' S
E-RIERE 1..n 1..n 2%
POR 5 P 44}—<'Fw'
. =12
REHICET H1ER 1.1 0..n
C4r - - Gk
IR 0..n" 1..n B+ £1
cs N o[ S N
EROBA 0..n 1.1 | EBERRUEOROGMOEE

AT

iH"E (1.0
©A

1341
BR

1% (0..n)
EE

AR (0..1)

\ £R /

s 44D

;

3.2 E2B R3) ma—F&y b+, AERUVER

ICSRADIEROFER S L ik=— MLl S h 2 ARSERERFIIEREET S, £OLE
AEXX2— ey o TH, BEECHMOBMN IIE T — K72 8 —ERix—Ri <, %%
DTSV r—a MZFAERTWS, BT MedDRA ([FEEEFZLE) OXHRESE
TEIRME LT AETH D, ICHIEROFREMZa—FY R MIfuz b5, 22Tk, R=E
EHA RCHERATIEI LEa—FEy b, AERUERIZOVWTH LD, 34HETHRBRICE
K2 A Z v 2 Emd,

a— Ry hOEHTHIRMR (5 T—FR8) 234BITRTR, FRLIIEEENL FOL
KA TRFOLOTH D, HRITH LVWERRUH LWEB Eo=— X2 &b® T, RRH
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(BlE 1)

WCEDDAREERSH D, BHEOIZ, a— FEy bOAY F—a AR (B FFRT S o sl
Zx—<y bRME) 2EDLORAFELERTIHETHY, =— My hORFOME
FRDICITEZEBEIC WS DE I LERDH D,

a— Ky hMEEE @ FRANEER T +—v v PRUVHE) IHEEZEETD
o BERED B, 75 LIfHRAREET A FOAR LR 54— 2 TEb 5 At

BhHaED, a—Fey FOEFOHEELED I YZHEEIC WG 5 SERN
55,

F7x 2 FgFIF (Object Identifier, OID) X, A7 ¥z NEBET IO DEINTH S,
T O¥FNL., FEESESES (International Telecommunications Union) ASN.1 FEYEHIE %A
LTERICHESh-BEHEL 2 TAMERE R T, FFIIACRE LN —FE DT,
XX 17705 EEh3 YA e LTERENS, FlZIT MedDRA &\ ) FIFESRIZ OID
2.16.840.1.113883.6.163 THE I, “hi 75 FTETL loint-iso-itu-
t.country.us.organization.hl7. external-code-system.MedDRA | & 72 5,

OID I3fBI T 2 BT 5 2 &L TREMBNP O AFTHZ LB TE, AFLIEABIISLES DN
T4 BRI R GFHER L L CE DN OA T V27 MZFDOID 20152 EBNTE S, ICH
X, ICSR A v E—VFBIZBWTHERAEND 2 — FEREZHIT 2 ODZEAL T3,

AEDFE 1~71213. ICHICSR ODF —FHEB D 2 — FILIZERA N5 3TD OID D—E %R
4, ICH B L OID D—EIX ICH Y = 7% 4 FHOAFTE S, & 1~7 D OIDITME T,
—HOEHOERBHEZXBT 57T, HL7 28284 L7=—&® OID % ICSR £ v E&— Y Tff

BA+s (Bl REZEREEBEOTF—FEB Fr4a KO Frs Tit., MEHE) & [BE] 2X5HlT

B, FNENRLRD OID2EATS) . T b ® HL7 B8 OID IXLL FORITITFEHR L T

WS, EEOERICEIL TTTo oID 141 (D) OSRHNIRT,

ICHICSR £ 71 F 201344 A 121
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(BlEs1)

3.21 ICSRAYt+—OTCHATIAERVER

3.21.1 ISOEFELHEAM (Identification of Medicinal Product, IDMP)

ISO iX ICH M5 EWG & # R CEERLIZET RO HEBILT I - DI —EDEHAEYH
L7, TNOIREGER, AIRRUCHERNOEBNRAGFL O~ v v 72 TRICT 5%
MFOHR LT, EEZEZ BB OB ICFohE2 TS (F Dy 2o
T VS ERBICTAEERITLE D,

AREEAA FOLRKRIC, EFL#F (dentification of Medicinal Product, [IDMP) ¢ ICH M5 3
BHA FRAFERREL 2D TFETH S, [SOIDMPZERLIIA ICHMS EEH A FOERTH
. UFEET,

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

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

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

ICHMS IDMP OHGEZEA 57 — 7 HE B AXEF 34 TUTH LAY, LiL, ICHMS
IDMP FEESUEEAEITF (B 1 27— F) XZEOWEBRVEEIT. ICHMS REN A REFAT
ABIZ2DE TAREN A FREOHERE 72— MET 2D ORBHFRIZOVWTORTEEE
#TY B,

5, BBERUERTF (=2—F) i3, M5 IDMP EHAEREE SN 3 TREHS

O | IDMP & Ms BRABEARA TR RS % TR —FRACEEN-NEEAT
TRELTH I,

ICHICSR =¥ A ¥ 2013548 12 H




#1:E2B (R3) ¥—#%HHEEKUCIDMP OID

(Bl 1)

EFRMBIF - | ERE - - L + | 2HoOmI -
D.8.r2b - EESHRHINF (MPID) 1SO11615 MPID
D.8.r.3b REERF (PhPID) ISO11616 PhPID
D.10.8.r.2b EERHRKENF (MPID) 1SO11615 MPID
D.10.8.r.3b HFHANF (PhPID) ISO11616 PhPID
G.k2.1.1b EXGEHEAF (MPID) ‘ 1SO11615 MPID
G.k2.1.2b HEERF (PhPID) ISO11616 PhPID _
G.k.2.3.r2b B BERSDID 1S011238 IDMP Substance
- " 1SO11239 IDMP Dosage
B.K4R.2h S Forms & Routes of Admin
; 1SO11239 IDMP Dosage
G.k.4.r.10.2b BEEZBROID Forms & Routes of Admin
1SO11239 IDMP Dosage
G.k4.r11.2b B~OE5EROID Forms & Routes of Admin

3.2.1.2 MedDRA (EIFRESZERIEEL)

[ERE 2 HEE (Medical Dictionary for Regulatory Activities, MedDRA®) [XEZRES K TE DfiD
ERn (BERERERT I F L2 OFERLEET IAEERFROSERICHERASNIE
BEHIBECHD, NHDTF—F % MedDRA AIFEiE# » Moa— FMET 52 & T, AHEE
ROSENERERLORERFAFCEETS T —F & L) RBE ORI LT < 251,

MedDRA (. ICH 28(8% L. ICH OfvF & U C FEEREF##S % (International Federation of
Pharmaceutical Manufacturers and Associations, IFPMA) 23578 L C\\\5, #MAFEPER L

(Maintenance and Support Services Organization, MSSO) 7% MedDRA D& H, #ekf & OBLAR 21T
5 & LIz, MedDRA &, BIRER R UHAIYBATOZORAICET 2&FHFREZREL T
W5, MedDRA BEZE IXFEOLEERELHHFET 5. MSSO IKIXTEEHIZER L TV S ERMI®
TR—TRBH0 | EOEBRMAZENLREBINETRTOERELEE L., TORBHE IZHEKICE
BEEET 5,

ICHICSR TEMWERA X IEEES, B OHEBERRB, BERER Y, 2 0EZHEED 22— Nk
Iz MedDRA 2+ 5, UTFOF—XEHTIXMedDRA FE: (LLT) Ic LB 2— F{bzib
L4535, 1ODICSRIZDOE 190 MedDRAN—V 3 VLRI TERWZ LITHEET 5,

10~ 63 BEFOID BRI — FOFIARARIZR IO ENOIBEEHRI BN D,

11 = » MedDRA DfEHRIL MSSO DV =7 _— (http://www.meddramsso.coﬁm/) NHDE AT
BB, FLRFOICHIZET A Y =27 RX—=UBRENTI,

ICHICSR E#EH A F 2013448 12R0
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(A% 1)

#2:E2B (R3) ¥—#%IEH & MedDRA OID
RET 2ARERUMEER (KB FH0
D.7.1.r.1b ¥ o) WEdDRES = 7} 2.16.840.1.113883.6.163
D.8.r.6b #EREl (MedDRAT— F) 2.16.840.1.113883.6._163
D.8.r.7b R (MedDRAD— K) 2.16.840.1.113883.6.163
D.9.2rtb | #&EENIFEE (MedDRAI—F) 2.16.840.1.113883.6.163
D.9.4.r.1b ERIZk BFEE (MedDRAD— F) 2.16.840.1.113883.6.163
i ROBET 2 ARERUVMEER BE-F | .
D.10.7.1.r.1b FEE 2D (MedDRAS— F) 2.16.840.1.113883.6.163
D.10.8.1.6b EFAEH (MedDRAI—FK) 2.16.840.1.113883.6.163
D.10.8.1.7b EIfEMA (MedDRAZ— K) 2.16.840.1.113883.6.163
E.i.2.1b BIi B HHESR (MedDRAD— ) 2.16.840.1.113883.6.163
F.r.2.2b - BEZ (MedDRAT— K) 2.16.840.1.113883.6.163
Gk.7.r2b #EREl (MedDRAD— ) 2.16.840.1.113883.6.163
e = :
H.3.r.1b EREC L SDME SERERU/REEUE |, 000 1 113883.6.163

R E8EER20FNE (MedDRAI— F)

ICHICSREET A F
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3.2.2 ICH ICSR AIcfER & h ICH AA#iFE T 50— FEy FRUF TS FERF (Object

Identifier, OID)

T ZTiE. ICH D7Dl S e R EE T A RiCfRT 52— Ny hERT OID O—

(B 1)

BEEFETTA, IbDa— Nty MIICHIZL T, ICHDEDIZHERINS,

%£3:E2B (R3) F—#HERGICHICSR #* v &—Y 22— F OID
ERBAF | BERE o0 o ICHOID e :
N.1.1 RNYFARD A vt—SDiEEE 2.16.840.1.113883.3.989.2.1.1.1
C.1.3 BEDHEE 2.16.840.1.113883.3.989.2.1.1.2
C.1.82 RERDE—LEE 2.16.840.1.113883.3.989.2.1.1.3
C.1.11.1 MEHE /BT 2.16.840.1.113883.3.989.2.1.1.5
C2r4 =gt 2.16.840.1.113883.3.989.2.1.1.6
C.3.1 BRIEEOEE 2.16.840.1.113883.3.989.2.1.1.7
C54 BIER AEERMSBRESN-HBOEE | 2.16.840.1.113883.3.989.2.1.1.8
e BEOBRERESRUTOEEE 2.16.840.1.113883.3.989.2.1.1.4
D.2.3 BEDERE HBEEORRICLD) | 2.16.840.1.113883.3.989.2.1.1.9
M - - B
Ei3.1 zg%"-‘k"‘rgit ShIBURRHE | ) 16 840.1.113883.3.989.2.1.1.10
E.i7 BRERBOIER.EEZER0ER 2.16.840.1.113883.3.989.2.1.1.11
F.r.3.1 BERR (3-8 2.16.840.1.113883.3.989.2.1.1.12
G.k.1 EESBESOMERFT 2.16.840.1.113883.3.989.2.1.1.13
GkAri02b | #5EEOID (E28 (R2) ) :

' 2.16.840.1. ,3.989.2.1.1.
Gk.4r11.2b BAOBREEBROID (E2B (R2) ) #0.1.113629,3.969.2.7.1.14
Gk.8 EESICHLTHRLA-AE - 2.16.840.1.113883.3.989.2.1.1.15
G.k.9.i4 HESCRMEREERLEN? 2.16.840.1.113883.3.989.2.1.1.16
G.KA0 EERCETHEDMOIER (23— Fik)

K. .r

(BEIZIELEYET)

2.16.840.1.113883.3.989.2.1.1.17

ICHICSR E#EH 1 F
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(Bl 1)

3 4:E2B (R3) 7—ZHBRUOICHICSR A »&—Y 22— F OID (ICH #IFRfF UCUM =—

K)
‘gia&gﬁg o EmRE e S ' ICHOID i A
D.22b - BMER AEERRRSOFEH (i) 2.16.840.1.113883.3.989.2.1.1.26
D.2.2.1b %ﬁfafg'“ﬁﬁ/ AEERERB O 2.16.840.1.113883.3.989.2.1.1.26
i (Bifig)

D.10.2.2b HOFE (B 2.16.840.1.113883.3.989.2.1.1.26
Eigb EMER - EEEZOEHEEHIM (86D 2.16.840.1.113883.3.989.2.1.1.26
G.k.2.3x.3b B (¥h 2.16.840.1.113883.3.989.2.1.1.25
G.k4.r.1b BEE (B 2.16.840.1.113883.3.989.2.1.1.25
Gk4r3 BEMROTES 2.16.840.1.113883.3.989.2.1.1.26
G.k.4.r.6b EXEARSHIR (6D 2.16.840.1.113883.3.989.2.1.1.26
G.k.5b Eggg)/ HERRRNETORMBRER | , 16 240.1.113883.9.989.2.1.1.25
G.k.6b BE S OFUERT (Bif) 2.16.840.1.113883.3.989.2.1.1.26

. EELOBSESE, SEER AESRE :
Gk9.i3.1b A 2.16.840.1.113883.3.989.2.1.1.26
G.k.9.i.3.2b ERROBRIZSH SEIER HERRE 2.16.840.1.113883.3.989.2.1.1.26

RETORMME (1)

Fr33 (REFSR) oW TREANRHZ, ZOEBIIEL BN 2FEL T 5%, ICH I
Z OmEBIZK U THIFRST UCUM 22— REBELL TRV, U DD UCUM Y A vk
UCUM 22— RZBIRTH L HTE, R OIDBEBENLTWS,

ICHICSR EE LA ¥
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(B 1)

#5:E2B (R3) —#HHEBRWGICHICSR * v ¥&—Y4RI1Z5/H OID

EXWBIT 0 | ERA - |IcHOD -~ -

N.1.2 Ny FES 2.16.840.1.113883.3.989.2.1.3.22

N.1.3 Ny FEEEBNTF 2.16.840.1.113883.3.989.2.1.3.13

N.1.4 Ny F2EBETF | 2.16.840.1.113883.3.989.2.1.3.14

N.2.r2 Ayt —SREEENF 2.16.840.1.113883.3.989.2.1.3.11

N.2.r.3 Ayt —UREEENT 2.16.840.1.113883.3.989.2.1.3.12
2 (= — = HE »

C1.1 ﬁ‘;%“ EIRERO GEP) REEBRSH |, 16 040.1.113883.3.989.2.1.3.1

C.1.8.1 1 584012 B A D EH B F 2.16.840.1.113883.3.989.2.1.3.2

g: '8'1 :; SE IR F O ERE R CERIZH T 2.16.840.1.113883.3.989.2.1.3.3

C.51.r.1 RBROSHRES 2.16.840.1.113883.3.989.2.1.3.6

C5.3 HBREKEE (ARVY—) ORBES 2.16.840.1.113883.3.989.2.1.3.5
BEODRIEBRESRUZTOREER Bz

D.1.1.1 EDEREESD) 2.16.840.1.11383;.3.989.2.1.3.7
BEOURIEBRESRUTORRE (FM ,

D1.1.2 ELMREES) 2.16.840.1.113883.3.989.2.1.3.8
BEOEETRESRUTOMEE (Fk )

D.1.1.3 SEIEEES) 2.16.840.1.113883.3.989.2.1.3.9
BEOCRIEGERVUTOERES (FR \

D.1.1.4 DRTOHREHAES) 2.16.840.1.113883.3.989.2.1.3.10

G.k.3.1 KR BHEES 2.16.840.1.113883.3.989.2.1.3.4

# 6 : E2B (R3)

F— 2 A RBERSEA v —UAEIZER OID

EERBAF | BER4 ICH OID 5

ACK.M.2 BEBICE /Ny FREERANF 2.16.840.1.113883.3.989.2.1.3.17
ACK.M.3 RRGE Y FRIEEBUT | 2.16.840.1.113883.3.989.2.1.3.18
ACK.B.r.3 ICSRA vt —URBLERES | 2.16.840.1.113883.3.989.2.1.3.16
ACK.B.r.4 ICSRA v & — SREBIERIES 2.16.840.1.113883.3.989.2.1.3.15

ICHICSR E#&EH A ¥
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BER1)

#17:ICSR/ ﬁ%ﬁﬁ%#i;ﬁ@&’ﬁ% oI1D

P R T -
EfLEFo 3 0a—F 2.16.840.1.113883.3.989.2.1.1.18
RERA— F 2.16.840.1.113883.3.989.2.1.1.19
BT N—Fea—F 2.16.840.1.113883.3.989.2.1.1.20
BYRHBNETILT (T4 OREI—F 2.16.840.1.113883.3.989.2.1.1.21
BEWHERI— F '_ | 2.16.840.1.113883.3.989.2.1.1.22
BEMRAFI— K 2.16.840.1.113883.3.989.2.1.1.23
FFLvav A ua—F 2.16.840.1.113883.3.989.2.1.1.24

X8 aBBA—HF A HF—a—F 2.16.840.1.113883.3.989.2.1.1.27

3.2.3 ERMEEI—FEyk

Z 2T, ICHIZ X2 TXiL ICH D7z DIZHRNTFR S e DI TRARVB ZOH A F 2 R
BfEToa—FEy hRTOID DY A FEEFRT 5, ZnbOa— &y hMNIICH B O
BRUOHEIZ L > TEE S RGEHTERNICHRF STV S, ZT0d, FEERTT 4 —
vy MEEO2— FEHERFL TOLBBECL > TERSND bDITRESND,

Aov—VHTHEASNIEHEBEEa— Ry PEROIDIZEUTRD 3,

e I1SO3166 Part1 (alpha-2) —ERUVEFD FMRESDFR2—F —Part I: @=—F, B4,
BERUCHE FOEEEZ2EF OB OATHTE EET S, (FEE2LFa—R)

o SO 5218 — 1EMILHAENNT — £ F DIMEFIRAT DEDD T — I,

o IS06392— SELEFZF DEDHDI—F,

e UCUM— HFEHELFDFHF — =2 — F (UCUM:The Unified Code for Units of Measure) . 3L
FPXFIIRBIENA12

o ZhbDSBa— Ny NE@EAT 2 ICSRT —FEH 2 KRKRITET 5,

12 hitp://unitsofmeasure.org/lZ UCUM IZ DWW T DFEMIZIER B H D,
xml % html JEZ T http://www regenstrief.org/medinformatics/ucum/downloads 7> & UCUM #E #&
By a—FTHIERTED,

ICHICSREET A K 2013424 A 12 B
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# 8 : EfffF#Ea— k> b OID

(A1)

ERBBIT | ERA .0 et lemom i
st 1SO 3166 Part 1 | . g
c.2r3 BEEONEI—F (alpha-2) 1.0.3166.1.2.2
: AN E »aE ISO 3166 Part 1
C.3.4.5 EEZEOER (Ba—K) (alpha-2) 1.o.§1ss.1.2.2
g ISO 3166 Part 1
C.5.1.r2 HEBOZEE (alpha-2) 1.0.3166.1.2.2
D.5 E33 1S0 5218 1.0.5218
D.10.6 HotR SO 5218 1.0.5218
. E—RIEREICEYBESA=EER | 1SO639-2/RA
E.i.1.1b S EERROED (alpha-3) 1.0.639.2
E.i.9 B HRERNER L EOBT ﬁOM%PM1 1.0.3166.1.2.2
_ alpha-2) ‘
F.r3.3 BEER (8 UCUM | 2.16.840.1.113883.6.8
W B ISO 3166 Part 1
Gk24 EESEAFL-EORI (alpha.2) 1.0.3166.1.2.2
e ISO 3166 Part 1 | |
G.k.3.2 R HEE (alpha-2) 1.0.3166.1.2.2
H.5.r.1b ERBERCREEOREORKER 'ﬁgfﬁi@’““ 1.0.639.2

EEETLCERED (ER) REtEREEHHF)

(C.1.1)

ERizEENTZWVEANR 1 2H B,
RO THRCER OEFBIF] (C1.8.1) THERAINTWH#EAFIL, IS0 3166 Part 1 &
FIALTa— FMEEN2DT TV, ERCIEETATWERY, LL, 2o OH|
FREFOBRO—MIZISOE =z — FEREZEAL TS, #FMiTCLICETIMHAOFS &
EBROZ L,

3.2.3.1 1S0 3166 Ea— FDOHA

BREAZSMSRE (ICSR) NOERL, AEFEH, BMEFXEIREFCERT BT —
XYEHCEREET S, B2B (R3) TREa— FZHEIETIT—FEBIZBWT, IS0 3166-1
alpha-2 #2815,

ICHICSR N A K 20134 4 A 12 R
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(BlEE1)

3.23.2 Aytk—LxIoa—F4o50ER

ICHM2 X ICHEF T A BT A VIZESWTHER SN TRTORA v E— DBV T, XML
AyvE—Vrzra—F 4 AT UTF8 DERFHR LT W5,

3.3 [CSRD=:XICBY 9 % ICH E2B (R3) H#&

E2B (R3) DOH#RIE, BEREOVWTOEBRFERCRAOFE| X L4z, ICHICSR DET—&
HE ML EEED TS,

3.3.1 BRERIZLHFE
B2 Z2HEREIRERBERERE LTORLEBUTEEATHARTNIER L2,

o —ADBBITEZBEE B TEBBEOREIIIERDF—FEEOVTRMN 1 DTH
NHEEZOLND Bl A= %, Flh W)

o —ADOHWHITE ZWEE MBI TE ZREEOREITITEROT—FHEOVTRA 10
THEHLELLND Bl : A=V v b, EFH. BR)

o 1OORER/ AEESE (UIER)

o 1 DOFEEETAE A

E:RDOoND [RAEROFER] [ZOWT, HIBE LSV CTEMORIEL—VAFET S L b

5.

Rl TELEE B A= v, Fl. M) NIERAITEHEE B 4=
b, ERT, BiR) ORECREROT-FEBOWTRAN 1O TR LELL
N3, ZOMEYZIOVTIRICHE2D HA RS54 511& |
(http://www.ich.org-_/products/guide]ines’/efﬁcacy/article/efﬁcacy-guidelines.himl) WCREL
o WHAE U ARS B, iz, BELBEERR-ABOZLHHD 5 BB, DG
| BLREMOBEEREIF/ LTS LEZL S, BAFREEECLY, BEDA
=X NREOMOBEFINF 2 MEEET I LB TERVELH S, L
L. TNTH DIEDT —FHBIZAHFMRERBENHLOT, ZOF—FHERBIK
DWTHAIHDFS & 2R3 2,

3.3.2 Ayt—CHDTF—AEBOESR

ICSR DABEIZBET B HA ¥ 21, i« OBWER, BEESBELTMT 57-DIcFAL T
TOEET —F 2 BET I > TORERET, TOHA XV REREIZLIEA vE—VIE
EHEIL, ICSREFRFIEBETIZENRTES, LrLl, T TOREZBNTHRTOT—
FEEDERBAFIRLEEBRL2NTHS I,

ERE, IZEALZDICSR TIHEYHOT - YHERAHTH Y, MEOHTEHEESHRV,
ICSRIZEFHIZEEINL LD, RAMTHEEOT —FEHBIZERE Y Y TAMLEIXRV, L
L., T—XEERZETHIBBANEZY LRV DL RO, RAENL 2O, EAESEEE
WkoT MriE] SNTVWERLROPEANBZLNEELHEEGLH D, DL BBEESITIE
EEEZTRTERET—YERBICETAA v E—VICED T, TRV I L RUZF0HEB Y
R,

ICHICSR &4 A K 201344 A 128




(Bl 1)

X5z, ICSRICER SN FZEBRLERER (33.1HSBR) DEHC, RETEYICQET

L OERFRLEBETAETH D,

o REEHILKEARD (EF) Zet@mEEslF (C11)

o WEDTER (C1.3)

o AHEDOEFIEFERAFH (C.1.5)

o AEFIIUZEORSREDHRELHLTH? (C17)

o HREIZEADEFRATF (C.1.8)

o WEFOE=—F (C2r3)

o XEHOMIE (C3.2)

o WEOTEN [RBHLOME] 0BG, YHAWER AEFRBBLENFRROER
(C.5.4)

3.3.3 —ERAl

HETHERIIZRTHD 2 EHNEE LL, ICSRBEFHTH D7D FARRBBERERE >
FNAMTERESND, 2O EIIRMNOEFSE. BMEREMEEXIMESN D ED
PEDH O ATED ICSRIZHTITES,

AFELETRTOFRIT. H5T5E2B (R3) F—FHEBRUEATRMEERZELZHED, 3
PIEELEINTET A+ —~y FTHRETRETHD, ZhbOAREICE, ISO (HE=—F, t#
Bla— K, 23— F) . MedDRA (fl: 50, EABEMN. BIER/FEE4) . UCUM

GHEOBA) . RVICHMS (IDMP, S L<IX32.1.1ESR) Bbd, #FHI OV TIEEE
EHRBESRB AN,

o EL SN TWRWT—4 (B : AR, TRLDHELE, XRERRY) ORBITA
BIEH A FOMBATH B, 3.5HCIRMNFERHERED 72 0 DEATHIMRRE 2 REET 5,
3.3.4 fEHDOEE

ICSR I, EELLZLMERICKBITARMBOBREBERVELEBEICESNT, BREDHEEE
BROZEEB CREEGEEENE 2 LB8H D, JOEBBRETII, GEE2TH BEERNURER
AT OEFEREFAZLEVIRY . YEMICHOWT ZE L) EFXNERTELEPICERE
NIIEELTRRLRWY,

AP OH D, UTOF—FHBIZOWTHREHRPFETH D,
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(BEs 1)

o EFEEFITLICEFO (EF) REMmERNTF (C11)

e {EERDBAfT (C.1.2)

o FHENLEMIB|ENRAFEINLA (C.14)

o FEMEDCEFHEHRAFH (C.1.3)

o FHWEERZOMOERHIH D2 (C.1.6.1)

o FEMNIHFEORIBEOREL T2 (C.1.D)

o FEGIREMRMEDEEFICHETIIER (C3)

o HEERTLOEEMOENE (Ei32)

o EFDMOIFEHR (Fr.7)

o EXRmIBWER /AFFRORRBMR (MBS UHEVIET) (GkI.i2y)
o REEFICXI2HE (MWESUHEYIERYT) (H3r)

o XEFDER (H4)

e ICSR DFLMT —FIHH DHFR
IhbO7F—F2HEBICMA, BHFRD MedDRA #F|f L7~ MedDRA =— ROF—FHHEDOE
FHEARETH D,

M RAICEF OEFIHEIFI (C1.8.1) BRALTHD ICSR BZEHFETHHED, FA—E
BIOFBRICBREHRAMR bR iedic TEFIORFHEHRAFR] (C15) RARACTHS
ICSR BBHEGFES DHENDH L. TOL I REEIT MEROBM (C12) CHRUERBE
DEHMERET 5.

3.3.5 F—HAEBADIA—T Y FIOWTOFEEE

E2B (R3) T—#HEBERBBHMZY ) —BEE2RT, 2 LTEERUBIIBREZETESYAR
WEFNCET 2R 2 EDRESBO -2 Kl&ENn 3, ERMIZFDF—2OFRBIZL» Tk
DXHTMEEIhD,

o X437 A
C.1 —EFIZEMEHRE DA
C2—B—RIFHRK
CI3I—EFZLMBREDEERICHETIIFR
C.4— 3| ATk
C.5—HBR OB
e X% B

o D—BE®KH

o E—RBIfER aAE%E4

o O O O O
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(AR 1)

o F—BEOBWICEETIRERVLEBEDER
o G—EHELFER.
o H—EFMER OF 0ol

BIER /BEES (Bi) XIEES (Gk) oFvELEZFTXFE M) KX Tk mzx, [r)
TEFOF—FEEXTFOT ey 7B #VIRLIETHDIZ EEFR LT,

KEENA FOF— 2 HHOEBRRILEB R2) THASATHE DL B
2o TWND,

3.3.6 T—HAAKDO—EHL—IL
e HEFZ7x—<v b

HL7 i E—D 7 +—<» b, CCYYMMDDHHMMSS.UUUU[+-ZZzz] CH B2 RET D 2D
Tx—<wy NeHES L AEOERLPEME CREIRETE S, ZORNTF—v Y R
SITEUREECT — 525252 TES,

ICHICSR # v E—YC IRRDBH) 2EET DI LIITERY, KESSHHMBRTH
EEITOIHEE. BN TREOAM) LMRINDZOEHB D, EMEE LZEFITNE
NOVATFLARRETHLENRHS (] - BERRKC 222247y V4T 5) &
HHNCOWTIRAREN A FOMFEINEZZROZ L,

E2B (R3) 12 2WTid, 34 THMNT—2HEAB Z L KEEROBMEELSAVEZED S,

$%%ﬁ4kfu$—®7w—vy+(awnmmmmmM$UmmHzmw
THEEZRBETS, C0O7+—vy T, FEAPOHEMETORRERZA
6 72 BHEECRMT B LA TE B,

3ATETANTF—FZEE J L CREROBEL ~VERTS, AFTERAMRY £ -
DEBRERETRETH S, ) g

o [EREEEICHE L TEREE ORRIZTRTHEETITY @4hL TBREFCRER S,
EREREIC L D BESN-BREER,/AEE4£] (EBilla) RV TBEFTRE# SN
EHBEROBEZEDOER] HSD ), LhL, AykE—Yarita—AF7s b7 yR—
HEHIRO A v E— VP RBBOETFEI— FEXETH, SHIROEET A FEBREOZ L,

ICHICSR ¥4 A F 2013448 121
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(B 1)

o A— MBI ABEMNETEERT S,

e EU, XEEUVBARDIED, ICHA T —_—Th HFNLUSNOEHK (F : 2 FFREV
AA A) Ti33E@E L TICSR IZ MedDRA ZF|f4 %5, MedDRA = — F{LIZHERTRTO
T—ZEBIZOWT, B—REFRIC Lo TRESNEBHER /FEERIZHEL L <t
% MedDRA LLT 23 #32 X 5, MedDRA LLT IZIEFEIZ—F L2 BRIE, B —&IFHEIC
Lo THRESNAEFL BHWERICRLELT S LLT AT 5, EEHORRICET
HEIF I OWTIE, B&HTAR® ICH (& MedDRA Term Selection: Points to Consider] % 288
Ihizv, KEERRFORF OBE X Diagnosis and sign/symptom| &} Definitive and
Provisional Diagnoses with or without Signs and Symptoms| DR IN TV B,

o BAII-oTIL, EARRERES T2 L OERER OEZCETIEENRITOA TN S
bbb, BT —FHEA. SR AEERAE Lo THBEL SN 74—~y TR
THIEDOTERVWVEBIMEREZEBHRT 701D 5,

e 1 ODICSRHNTIE, 150 MedDRANN—V a5 DL EFR L THYTHTRTOT—FE
Bxa— {75, Licdi> T MedDRA FIgEH# AN T B NCRE L3~ 3 > MedDRA
PREESNZ2TNTRLRY, 2EL, BEOICSR%Z 1 2Oy FTRETIHE, T0
NoFHADENEND ICSRIZELB/3—V 3 D MedDRA 2ZB L TH LW,

MedDRA = — F{LEZEHT 5£7 X HBIZOWT, 150 ICSR N TIIFE—O
MedDRA /N—¥ g v EFERA L2ThiE2R b, L, #EDICSR%Z 150

o Ny FTRETHE, Oy FROENRENDICSRIZRRZNN—V 3D
MedDRA 2B L TH L\, ' o

UFROWTHEET B ZE,

o BEF—FEEOT—FEFLUTOL ) ITRENS,

o A=Alpha (¥#F) : ZOF—FEIIEL LT, ICSRIZBNT, HixiF MBEZFOHa—
K1 (C2r3) —2A # ISO3166 BRI LB b EAZD L Vo L5 REHAEL LE
LT EHOBOTFT—FHEHETHEREND, EFTF—FE2ERT I XFINF —FHBITIL,
B2 TIP) OEDET N7 7 Xy PORILFE/NILFULMEZ 2V, FFe e
o TR CF I 2 7R,

o AN=AlphaNumeric (FEFLEF) : TAT7 7y b, HF, BHEILFLEELILNTE
BXFFT—FEB, Fl: [AB-19.990115~) , XML DT _TOFEIZDWT,
http://www.w3.org/ CAR SN TVD WICERIZHE S, HlxiE, BT —FHBIZ XML
BHEXFTHD> <RUEBHTL 2546, TNOE2EICENTNE&gt. &It &k U&amp
ICEEHZ D,

o N=mumeric (¥F) :BERALSH. BEIFE/NEIEZTICHAV BN H"0~9.E+"
DXFDHEFLXFH7T—FHE, #: "1.23B-1", "34192", "32.12", 2 <i3ERAT
R,
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(A1)

o HBft:féx1 (A) 2R

o Tl T—NMERHUTIRE>TREND,
s [false) Mno| IZHHYT 5
»  (true) lyes) *IZHHHT D

" fgull flavor] WRIRIZE-oTEHRIRL2LZEEXH S, HL7 i1Zh 5% Tnull flavor]
LIRS, (TEm&R) .

AAFEENA FOEHE, ZOA—VIZIEFAR 12955, TEREOERIKG
(Gk25) T, ZZTix ltrue) NERTOEBREIIHTZD,

o FRTOUAF—FEAZICSR A v —ID—8E LTHTEDIUNERD D, LEE
B OBRBIIMNATIEARY, RAADESER X XML ECBERRNWI LBH D, RASHOY
AIEHIE. AvE—URESTH DI XML BB TR bRV,

o BERAEBETAEAM LTEMIRTNIERERWVIZL b 63, 372 ICSRD—F &
LTHEELRTNERGRWERRSH S, HLT A v = TIIRATOEEB OEENF
BT, FOEBZa— MELTF— 28RV EAZHATLIZ LN TED, TDLD,
BETAINERBWVMEAERZEUEDRA v E—VOERBFRETH D, ZOKRAT
OEHOER Y Y2 null {ED [flavor (BF&) | EFES,

o null flavor : ICHICSR I%. Blsh & 5 IV —531F 5 729HI0KRO HL7 BERE LD 3 —

FEfES, SOV TITERERE ISO/HL7 279532 2 BRD 2 &, T—FRic k- Tid
2% T2\ null flavor b5 (f : FEEMET — Z TR B (21T 5 PINF XU NINF D) .

a—F |&M ot

No T DSBS B I AE BIEH IR TE AV, TR b —ARAR

a Information | FIAMETH 5. FYMEDTHUET S b 5,

ZOBEHIZHOWTOAFTRERERITH 24, BLmkE. BAFRK
U F NN OBEB TREENEFOFREZRLEL TR, ZDIF
| BIZT7 7 ¥R T AR OHBBBTFET HHREELH D, E : TOnull

e flavor BT 5 = &1 k0 EAGRREER L2 2R T — 4 %
BT TICHFRBHA TR TH S, TIo, FHERET I ER{E
EHCEROFEEL MO EIBERLLBEEICERTS,

UNK Unknown HTIXEAEEORERTETH S,

Not ZOWEE T TITE 2 ENRER 2 (Fl: BHEOBREORRAR
NA Apali
pplicable H) .
ICHICSR E#EH A F 2013445 12 H
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(BlEs 1)

a—F & EE

| Asked But BHRAZEZRATREONR o (] BERBREREERHL

ASKU 1 Unknown Rhol) .

NASK | Not Asked ZOBEBROAFRIRAE TR (f : BFCZNRRpo7) ,

Negative . - .
NINF Infinity B OEBEXE,
Positive | ([
PINF Infinity EDERARE,

ICHICSRDa— K& LT null flavor X ED X S KKFIATE B3nE2ROFTRT, THHDHEI
BWT, 7—FEHH DARIIL<!--comment tag->N D = — FIL SN FEHEDOZ IR D -

#i 1. null flavor @ MSK C Masked ((RESNTW3) | #F1,

<componenttypeCode="COMP">
<adverseEventAssessmentclassCode="INVSTG"moodCode="EVN">
<subjectltypeCode="SBJ™>
<primaryRoleclassCode="INVSBJ">
<playerlclassCode="PSN"determinerCode="INSTANCE">
<namenullFlavor="MSK'/>
<l--D.l: Patient (name or initials) -->
<administrativeGenderCode code="D.5"codeSystem="1.0.5218"/>
<l-- D.5 Sex [1] Male [2]Female-->
<birthTime value="19200101"/>
<!-- D.2.1: Date of Birth -->
<deceasedTime value="20090101"/>

{8 2. null flavor ® UNK T [Unknown (FREH) | #F&7,

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

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

</associatedPerson>

ICHICSR E#:H A K 20134 4H 12H
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(BI% 1)

3.3.7 ICHE2B (R3) F—4 A D&M

+RTHEB (R3) FS—FEBRUAvE—UHEL 34HOERICET S, E2B R3) T—%
HBORIILU T 2&ETe,

e FT—XHERAES
o AEEHA FOEM L, HRIGEA v E—VOT —FHBITIZ ACK DIXFHRITA <,
Bz i

e F—XHEHNI2II34BETHERTS Ny FEF 2T,
o ACKMI1BRER LS HF I aiiBild HERISENyFES) 2HT,
o FT—HXIHHA

o £ E2B (R3) F—HEHODELWAAFEIZOWTHEREZRMETS TRIHOFS X ITF
%%ﬂ_‘_\“j—o

o [E&M) I, YT — X ABOBESLANMERNIETT, —HOT-FEB TEIN
W7z A (B YA v E—VEELIBEIBIN T 5720) TSRS TRY, 2
NREHBSNB LT —PEL D, BERSKZEBO—ELMHHI (G) TEMFRFER] I
BT Do

o [F—p#l BT —FBEHE—FT—FHEEZLIZT—FHEB OEETRTETF L ENITHED
TF—ABEPRTELFRHD (A EF, N: HF, AN: RFLEY) , =—FEy %
SRTAF—FEBICOWTIE (f : BRF—FIEELS) . YHEELETET BB
WS bR CRFOAREEINENDH D,

o A7 V= M#HIF (Object Identifier, TOID) ) —HFEN=— KU R IR REMMAT —
FZIEH YT HEBITHNT S, AEEN A FIZRT OID I ICHICSR @ XML £ > &—
VILERT 5.

o THAEME] XFOTF—FHEBIZAY S HEEZTT,
o TEENL—IL) IT—HDOFT—FHEE ORIENV—/VIZEET 2 BMFEZ 17T 5,

AEEHA FORAvE—UHEIR, ICHA LV AA—IZEVREE, 8EINEA—ATHD, Th
Hit [2(2) SNnA ICHICSRXML A v —JICER S hWARIERETHD BT, T=E
HI Lo THEAEND) ., LEXR-T, #E) &5 ICHICSR XML A v &— VR
i, AERENA FEFIBLTF—ZANDOERERUEGHERIET 5,

—HDa— FY R FMEOWT, AXZBIZERS N TS TFFFE] OBRIIE»-7Z0 AR
2o TWED TAEERD D, ZOERIIAEET A FOHEN THFIND, BFDO=—
F—BIZoWTIXfHE L (F) oa—FY 2R 28Boz b,

348D ICHE2B (R3) F—#HEE OHHEIT ICHICBWTEE Shi- 7 — Z Rk
o N—V T D, EEDICHICSR XML # v E&—UEREIZIZ, ZhbnFT—%EE
EBEILLTT—F ANOERER EAMERIET 5.
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(BUEsT)

FFAME] O=a— RIZOWTIIHERT (F) OICHa— ) X Mzbh 5 &RHFTOa—
F—EzZROZ L, '

ICHICSR E#EH A K 201344 H 12 R
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3.4 ICH E2B

N.1 ICH ICSR {Z:¥&%F (/v F S5 wss— : Batch Wrapper)

ICSR @ C~FIEDIER LITELRY .

(@)?—QEE

(BUHs 1)

[5y%—] OFBIILV—TFT 4 70REEMELTEY

X, Tfom) — lto] ) . BEIREEXIREINRD, A vE—UES, EEEH
F. ZEEBVNFROA vy E—VANOERIIEF7—#Z# (Electiric Data Interchange: EDI)

DEYEMOEE

EVEDLRTWVWAELDET 3,

.. . N-ICHICSR{Z%®M 3 F (/\yFFv/{—:BATCH WRAPPER) . . -

1...1

U oo RRm (e e

N.1.1 - "YFRDAvE—L DIESR
N1.2-SyFEE

N.1.3 - 7w FEEERANF

N.1.4 - R FREEFRIF

N.1.5 - 3w FEEO B

VeI ) BEIBLMYET)

N

N.2.r1 - Ao—TUERF
N.2.r2 - Aot—UEE AT
N.2.r.3 - Aut—C2ERBANF
N.2.r4 - Avt—24Ep O B (T

=

N1 Ry FRADF vtE—VOER

FIADES| ZOF—FEB I EESh D FROMEICET BRI EEND, 1DDICH
ICSRA v iz, 12 EDICSR (ICSR) 2 &EIrZ LIS TE B,

A WA

F— A 2N

OID 2.16.840.1.113883.3.989.2.1.1.1

HEE 1=iqhicsr

| Ee#L—

DILFTEBATSATND L,

 E7z, SHRTRALZo—FRAERIRIZ L LD 5,

T DF—FEEOFEEIT. AXFELIXFEEXFNTEIECEBET D, TD

o 15Dy FIZ 12U EDICSR 2 v E— VR EL T LBETES, LvL, 150
ICSR X vy =Tz & 5 ICSRIT 1 EIZT 5,

ICHICSR SB#EH A K
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N.1.2 /ISy FHEE

(Bl 1)

FADFEF & ZOF—ZEBIE [Ny FZ =) LHEFEh, #EHIC X > TEEICHICSR

. Ny F77ANVBCEY EToNEBEOBHES THS., Sy FESIICH
ICSRRyF 7 7 A NBILERRERSTH S,

HEtE IR

T 100AN

OID 2.16.840.1.113883.3.989.2.1.3.22

FrAE EE:ERE

mia—n e

NI2IBLUTOREVEASND - ’
<id extension="batch number" root="2.16.840.1.113883.3.989.2.1.3.22"/>

100thdN.1.204 FiZeRI R R L. id extension}t%l%_@/{ T EGEANT D,

N1.3 RyFXEERNF

ZOF—FBEEE. FFRELSHRNLRE L Vo ZICSREEDERT (ICH

FADOFE =
ICSRY Y F7 7 A VOIERRE) #BHT 2. ZEFCEREOBINFTH S,
HEH WA
F— 2 60AN
oD 2.16.840.1.113883.3.989.2.1.3.13
B! B H R
A et

NACRUTORBSEAENS -

<id extension="sender identifier" root="2.16.840.1.1 13883.3._989.2.1.3.13"/>

rootHIN. 1,304 BTZEI %58 L. id extension|Z ERED /S FE(EE BB T EANIT
5 Q )

EEERITHEEEEL AR L TE BERD S,

ICHICSR 528714 K

20134F4 5 12R
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(BR1)

N.1.4 Ny FREHBIF

FADOFE & IO —HEEIIICSRA Y F 7 7 A M DIGERE ERT D, BEFICEA DD
FTThHD, ‘

EAME B

F—a 60AN

oI 2.16.840.1.113883.3.989.2.1.3.14

FrAE B B

TR — il ]

| NiazruToRERER SRS

<id extension="receiver identifier" root="2.16.840.1.113883.3.989.2.1.3.14"/>

rootiIN.1.4NZ FTZER % L. id extensionliZ EED AN v FZEFBRBFE2 AT
5 -]

ZEEEINTIIEREFLAE LT LERH S,

N.1.5 /Ny FEEDAK

FIRDFF| = I DF—FZHEBIIICHICSRR vy F7 7 A VBREEENTZHTH D,

WA AR

F— 8 A £+, E

OID sl

FrAE FELWERIZOWTIIMEIZSRBOZ &,
AEAFEME CRSICERCREG SN2 TERL 2V (Fabh
[CCYYMMDDhhmmss[+/-ZZzz]] ) . '
REOBMERET S LIITERY, BECLIRKROAMNLRLBE, F4
L= FHRET D,
ICSR# v & — UEE OB HERIZ T 5,

N.2.r ICHICSRAvE—UAvH (Avt—UF5wR—) WEICHLRYIET)

N.2.r1 Ay tE—TEAF

FRADOFEF & COF—FERIEA vE—VEBIF R vV Ty =L bHINhD) B8
te, BEFIZL - TEEENBICHICSRA vy E—VEICEID B THh 2 EADE
BRgAIF ThH D, 1DDICHICSRA v —DITIRICSRB12DAE END,

F—H A 100AN

oID 2.16.840.1.113883.3.989.2.1.3.1

HFRE =l=:r

‘ COMEIECINIERILTH S, LERo TEDREIIUTOERBY THS :

<id extension="message identifier" root="2.16.840.1.113883.3.989.2.1.3.1"/>

ICHICSR EZ#H A K
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(Bl 1)

N.2r2 Ave— DX EERRF

FIADEF & ZOF—XEEIIICSREBE DOEEH (ICHICSRA v E—UVDIERE) ZEET
. D,
BWEHE MR
F—5 Al 60AN
OID 2.16.840.1.113883.3.989.2.1.3.11
FrAME B Mo
E#|L—n SRR

"TootiIN.2.r2D L B ZER % L. id extensiontiZ ZED 2 v ¥ —UREHBIIF A

N2r2TIX T OREBERAENS
<id extension="message sender
identifier"root="2.16.840.1.113883.3.989.2.1.3.11"/>

¥ %,

EEEBITIIESETL AE L THLERD S,

N.2r3 AvtE—UREBERIF

FRADES = IDF—FEEEZICSRA v & — PEROZEEEEET 5,
F—s R 60AN

oD 2.16.840.1.113883.3.989.2.1.3.12

FAE B R

B - SrREl

N2rLWTIRL TOREBXFERENS

<id extension="message receiver identifier"
root="2.16.840.1.113883.3.989.2.1.3.12"/>

rootiEN.2r3DABTZEE # & L., id extensioniZEEBED A v+ — I EHBBITF 2 A
jj —a- 6 a ‘

ZEERIFRIEERFLABR L TR LERD S,

N.2r4 Avt—CHEoBR A

e e ; DF— FEE HEEZ DT~ F ~— A TICHICSRA v —URER SN T
3,
EAME P2 -
5y 5 At/ B
OID ] 72l
FFAH FELVERIC OV CRABIESBO - &,
E®AL—1 SR T Ve ot AR
ZOEIXCI2LBEILTH S,
AR EAME CERICERICESEINZTNER LY (Th2bh

ICHICSREE A F

2013454 A 12 H
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Gl

[CCYYMMDDhhmmss[+/-ZZzz)] ) o -
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(B 1)

C.1 fEMRELUEHREDH

C.UESIZ 2R E D root IKHIET Do 1 2D ICHICSR X > & —27 7 A MIZE N D BRI
EFRSEREIL 1 SDHTHEHB, 1 DD ICHICSR AV F7 74 it 128 ko ICH
ICSR BEEND, £DF®H, ICSR A v ¥&—T 74 /LD [controlActProcess| PIIZI% Tsubject]
HER 1 SLrHFEL TR L2,

C.11  -BEEBEZLICEED EM) EEERESMF
Ci12 -{fFEOB{H.

C13 -Hf&EoEE _

C.14 - BERISEBMDIBENAFENEA

Ci5 -FBEOBFHHEEAFEE

C.16.1 - FACBELZZDMOERIHLH,?

C17 -FENFIUBEROREBEORELH -TH?
C.1.8.1 -HRMICEAFEOEREF

C182 - XEPDE—XEE

C1.91 - BEDOGEETREIN T OHLOEMRS FIEHEm?
C111.1 - BEWE/BIE
C1.11.2 - REWFK S EER

Oon |CIBIr EEENRALCOSHRDBIECHYET)

CABAr1 - REENBELCOERS
C.16.1r2-2Ehs&H

38y

CA9411 - EFRAFOWER
C191r2- EPBEIF

0..n |C1I0r-FHELBETSREOWIT BB HLHRYET) |
C.110.r - AHE LIRS HHEDBIT

5 _
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(Bl 1)

CA1 EEBZLICEAD GEM) REMEREBMNF

FIADOEG &

T OF—FZEBIIEBDICSREINNFEEL, TOMEIT, Fyia/ N7 TRE
Bbni=3ont s AL b, Thbb [Ha—F — £E4XITRHLRE — 8E
ERE| OEAGDETHD, Fax— FeixBEEOE (C213) ICXHIETHE
FOSLFMISO 3166 part 17— (IS0 3166-1 alpha-2) TH D, F—FEHFROEN
READFSERRRIZB T, ZTORBWER / AEFEFREZALLE (Ei9) O
a— FRERTS, BESITEHSEE L IREEOHRNICEE RBLFRP
a—REDZ ETHD, DRI AVIT - (Fova/ "t7r) OER
BB D 2L, HEFETLIEEEORRNMENESTHD,

FlziE, HACERHIRHYURTT I AN LEARELEETIHS. Cl.1
1L TFR-4S34-12345) £729 . 1234513 F D EEDOEEOEFREEETH S,

A CEEENRR—OEAZBEET 384 XX, BnERoE%) | CLIZ

BEEDPLRWEETHS, LLTORERMINERD,
HERMEREINBE (F  CEROSHXIIALAHER) . FLVERS DOE
BFE2CILUI AN UTEMNESS 2851 5,

- TEBIBR EOE—REHRE (C213) Xt BHER/BEERPEER
Li=E] (Ei9) DE=—RFREEINLBEE. CLIZEELTH L,

R L, ZNETOERT—F OEETRVW MERAICER ORERIREF |
(C.1.81) REELAWVWZE (C18DFABOFEE M) |

FOMOEBEEILZ OB FE2E LEFOBMFICEEZHRAS,

BEHE

WIR

F—

100AN

OID

2.16.840.1.113883.3.989.2.1.3.1

P

%Eﬁ}l/‘—ﬂ/ A Y

BEEER (Eox—F - EFEEAXIRHLE /L — #EEES)

et fb

BAOHEHANFOEBRERCINTHEF2FOEa— FEERT5, EUDHE
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BEE MR
Valab £ 60AN
OID L
HAE BB

nullFlavor : MSK

EEERBEDL = v B THC b, EAMEREED I LN B EET
X 720ES . null flavorOMSKZFIBA L CZ DF—F B Z RO T EITT5H,

BHOKBREE L RWEBREZIERT D7D Ol flavorOERICETSE LW
FREIZHOWTIIIIGELBROZ &,

D11 BEOZEEHRESRUZTORER (BENHFTShTNSES) }
REEFICIIEREMAROLKRES. M BIT 5 REE S IRARRO P TOBE /H5R
FEHABEBENEEND, TEPOLERBEIC. BESOHFERET L CGLEZTY H L3S
FTHDIT, RHEORT—XHBEERT S,

FERRER O TOBRZHIERIT [BREORREHEERUZOFHRE GBoP TOBEWH
BIEE) | (D.1.14) CAATE, BEEAOEIIERIZTD2DIC, FREOT —FX—2X
D HIGBREMMERID., BEIDRCEELL (Fxv ) BEOX > EHOEBZHHL, =
DOHEBIZANT B,

D111 BEORHRERKBERUVTOERR FAXERBRERES)

FIRDOF5| & D.LIEZ#ZROZ &,

e &

7B . 20AN

OlD 2.16.840.1.113883.3.989.2.1.1.4 % 172.16.840.1.113883.3.989.2.1.3.7

AME EREE '
nullFlavor : MSK
MO RBLEELEWERE LM 5 2 Onull flavor DR IZEIT 55 LW
FF| X IZOWVWTII33ERBROZ &,
DILLUIELTORITHERIND :
<id extension="medical record number"
root="2.16.840.1.113883.3.989.2.1.3.7"/>
<code code="GP"codeSystem="2.16.840.1.113883.3.989.2.1.1.4"/>
roottID.1.1.1 DA BTZER %3 L, id extensioniZ EEDLEEHFE S 2 AT 5,
o= [GP] #AHLTD.1.12, D.L13RUD.1.14 & KEIT 3,
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(Bl 1)

D.11.2 BHORELHKEBSRUVTOHERR (EMEZREKES)
FIHDFES & DILIEEZSBEO L,
HEH =8
F— R 20AN
OID 2.16.840.1.113883.3.989.2.1.1.4 % 1r2.16.840.1.113883.3.989.2.1.3.8
FrEE B AR
nullFlavor : MSK
B B

RO KB L7 MESE £ kT 5 7 Onull flavor OE R IC B 58 L1
3| & LoV I3 GREBED - &,

D.LI2ICIRUTFORRESMER SRS

<id extension="medical record .
number"root="2.16.840,1.113883.3.989.2.1.3.8"/>

<code PR A
code="specialistMrn"codeSystem="2.16.840.1.113883.3.989.2.1.1.4"/>

rooti3D.1.1.2 (Dﬁ ATZEMZ & L. id extensionlZ RO EEEESEANT S,
=—F [specialistMm] # AZLCD.1.1.1, D.1.13&UD.1.1.4 & KR4 3,

D113 BHENERRGESRUIOMESR (FRERILEES)

FIADF5| & DLIRZZROZ L,
HetE =8
FT—aH 20AN
(0}1] 2.16.840.1.113883.3.989.2.1.1.4% 1*2.16.840.1.113883.3.989.2.1.3.9
FEE B HE#H , Ul
nullFlavor : MSK
ERAL—A - B ‘

WBOREDEE L S & ot 1 5 7o ool flavorDEAICET A8 LN
FH| &I OWTI336HEESHROZ L, .

D.L13IUTORRERERENS ¢

" <id extension=" medical record number "

root="2.16.840.1.113883.3.989.2.1.3.9"/>
<code code="hospitalMrn"codeSystem="2.16.840.1.113883.3.989.2.1.1.4"/>

rootiXD.1.1.3DZRTZEM %R L, id extensioniZ ER DB RITEES X AN T2,

z— ¥ FhospitalMm) % AALTD.LL1, D.L1L2ERUD.1:14& RT3,
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(BUF1)

D.1.1.4 BEOZERRBEBEERUVZOWHEE (RBROBPTORERNES)

FAOFEF| = DVIEESROTZ &,

e £E '

5 Bl 20AN

OID. 2.16.840.1.113883.3.989.2.1.1.4 5, 1'2.16.840.1.113883.3.989.2.1.3.10

A B BT

| mullFlavor : MSK

T — Skl e e R T e
B OREPERE LW ERSE LR T 5 720 Onull flavor DERIZET 23 LW
FFEZOWVWTH336EEZEZRO L,
DLIACEUTORRIER NS ¢
<id extension=" medical record number "
rool="2.l6.840.1.1 13883.3.989.2.1.3.10"/>
<code code="investigation"codeSystem="2.16.840.1.113883.3.989.2.1.1.4"/>
rootiID.1.1 404 FiZER 23 L. id extensioniZ EEOZIKEHEE 2 AT 5,
z1— K Tinvestigation] # A7 LTD.1.1.1, D.L.12KTD.1.13 & KBTS,

D.2 HiRiFik

EHREROERD O B 1 DEFANT 5, £OHE. AFARRE L ERRIFRIZESNT,
LEEOEAERRE NN DZRIRT D,

D.21 &%£AHH

FIHDFS & COF—FERICIRAEOAEAR E LTELSTER~ZBRM (B : B, A, BE
F) EANT D, ERAZLEFEABPRAREEIL, D2VRTBB LT OFEHEZA
HTBZEBRTED, bLiX TBREOFEHE BEEFORRTLD) ) (D23

: H) TEOREFEOFEHEZTLTE LU,

WA £

5 — A Bt/ e

OID 2L

rEfE HLVERIZOWNWTRMHRIZSROZ &,
nullFlavor : MSK

ﬁaﬁﬂ/‘—ﬂ/ o (LR Es S b i e oo Lo T s

%1&5&%%&%)@1\ H (+%b% [CCYYMMDD) ) £ TCTH3,
KEDOBMMEIRETAZLITTER,

REEREE A RS TOTH, BARRRBOL DI TNEERTERVE

2. null flavoroOMSKEF A LTz DF— 2 HBE 2 Z=ME T2,

FHORBREE L RVWERE LR T S 20 Onull flavorDERICEET 28 L
FRZIIZHOWTII336EHESEROZ &,
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D.2.2 FlERA / EEESRTEROER
WEPICEEOBER, AEESN b LHEAIL. BOOBIER / AEELRKBOERE AV

%, HBROBEIER /BEEROHEEIL,

(D22.1) 2ERT 3,

FirERTRTHESE. FTFHOFEAR 0RROANERT Z LITEET 5,

D.22a RIFR  HEBKREROEH (B

BIE1)

R TORIER,/ A EERERR ORIRIRH]

FIBDEF D22EEBBO &,

HAE £8, 7072 LD2.2biIc AST BEETLUA.
F—pE 5N

OID 7L

HEE e

ERA—L [

D.2.2b BEMFR  AEBRRELROFE (B

EELETE D22 % BH ‘
| EEHE R, 2 UD22ANT BBEITHNA,
F—HE 50AN’
oID 2.16.840.1.113883.3.989.2.1.1.26
FAE £..8, #H. BRUBBOUCUM=— F : {decade}
B/ —1 o= TS T = 7 S e

O G 6 HIC BB OIIEMM Z AN T 5.

D.2.21a KBRTOREER /" AEERERFOEIENM ()

FIROFE & ZOF—FEBIIE, BRICEIER HEERPFEIAFL EOEREOE
_ #) 2ANT 5. ‘ ,

A H&, 77 LD221bic ANT HEA LA,

F—Z Al 3N

OID _ 7L

HAE e

wE#HL—
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(Bl 1)

D.2.2.1b KR TORIER / BEBRERBOTIRENAM (BfD)
FIADFE| = IOF—FERICE, BMECBWER /AEEESBRESh L EOERAMORE
(A1) #AHT 5,
e f£E, 77 LD221alk AHTABEEIENA,
F—FE 50AN
OID 2.16.840.1.113883.3.989.2.1.1.26
A E A, BEUYAMPUCUM=— K : {trimester}
oL — e, A i :

D.2.3 BEOERH BEHORBICLD)

FIADOES& IDF—FERBDHFFEORBRIAXE CERTT. REEFSERAL-AE (7
hh, F-EFRRECIVREINZRRADEE) 2AMTI200LDTH
%, ZOHEEREHCEAL T VMR BERARESATHRWES () : D21
EHXID22ERERMOBE) [T DRATIEND,

AN £8

T8 IN

OID 2.16.840.1.113883.3.989.2.1.1.9

BrAE 0=f&'R
1=HrER (RERREROESERER)
2=512
3=/hR
=FDE
S=REA
6=EEnE

‘ SRR —I
D.3 {&E (kg)

FIADES = ZOF—FEBEICIRBEER/ AEFRERNROBEOKEL X0/ T ABATA
¥ 5, ‘

HAEM =y

F—5 8 6N

oID 2L

TAE ¥

| SEEA— - : i A IRSTY

AR () REYZENTED, ZO¥FEF—FEBTRIV< () BERLT

iR,
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(Bl 1)

D4 BE (cm)
FIHDES| & LOTF—FBERICREMER FEERREEROBEOTEL L F A — MVEN
TAAT S,
HEME TE
F—5 R N1
oD 2L
FFEE HF
' WEREALEEFEEANTE, ORFEF-FEE TR v~ () %l
LTIV 20, .
D.5 &5
FIRDES| % ZDF—FEEICIZBEOHREANT S,
HEHE £E
F—FR IN
"OID 1.0.5218
AR 1=B%
=1t
nullFlavor : MSK, UNK. ASKU. NASK
REEFEBERER>THTH, BEABFRERBOLZDICEFNEEETERVES,
null flavorOMSKZFIfA L CZ D7 —FHRE EEMLT 5, :
BROXKBREE L RWERS 2R T 5 2D Onull flavor DERITET 28 LW
FHEICOVTIHIIHEBROZ L,
D6 BAKA
FIFRDES| % COTF—FEBCHBEETIBEGCEEOEKRARBEANT S, BBLEnA
MeAATHILHBTED Bl BEFRCA, XIBEEFET) . BEUIEA
BIBMRT 3 ERED.ILICAAT S,
F/BEROBETHIEEIT. BROBEKRAREDIOICAATS,
WA £ '
7 — 5 A = ]
OID 7l
HEE HELWMERICOVTRAGIZ RO &,
] nuliFlavor : MSK
THEA— ' ‘

BRERVELREDL. £ (Thbb [CCYY) ) FTTHE,

RREODAMEBETDZLITTERY,

BB RBOES LA WERS 2 ik T 5 72 Onull flavor DM A BT BB LU
FHEITOVWTII3IEEBRO &,

ICHICSR E#H A K

201344 H 12 H

-82-




(BIF1)

D.7 METZARERUHHEER BER FEERER)

D.7.4.r BIEY 3ARERUHHEROMBELIAIHER (BRICKHLERYETY)

AEBICAATAEDITIE. EFHHBASEL 2D, KB, EiRR S ORE, FHTLE. &
#HME (psychological trauma) . fERRETF O & 5 RIEF 2 BET 5 - DITBERIERO LR
Hohd, RECEES. M%)l (7115 CHHALTWAHAKEERANTSH, EfERHE
FRFRBETHD . B X B RBRIZ OIEF OIERER CMAER OB RISBE. Xid
ER A R R A AR = DOIGERE R OBEHER & OE#E 2 R T OWESISHE. ZOFEREHEE
(D.7.115) WEDD LN TE D, FROEFET SEFOER (B BEMRE) 28517
Bz, BEDZY T IEEERCHEAERIZOWT IFERE] (D.7.10.6) 12 Ttue (1
W) | EANT S,

BhET A IR R OREAEER DA AR DILIZRVES. DI2~DAABKATHD, BED
B S CRET ARERRUCHEEROEE R WEEITE. DI20EE RHA) 75, 2
e [72L) LERBILZV, BIETIX TUNK) @ null flavor ZE A L., %&F TiX Nonel i
wLTEET D,

A7y s Ir] REFSEEARKETETHSZ L, AL 1] TREINEZTRTOVT
Tay s OERPE—0 r] CEBTOHEERCHD 2 EEBWT 5, BET I HEEER O
BEROBABELICAO ) Ty Z2An5s, #lziE2 o0ERBHRESINEES, BIIO
JERA D.7.1.1.1 236 D71.1.6 ETHOHEAIKTERL, b9 120%ER%E D.7.12.1 2»H D.7.1.2.6
FCOHEBRIRT S,

D.7.4.r1a GAMERUBHEERD MedDRA /-3 >

FIRAOFEF| & ZOF—FEBITIID.7.1.r1bDMedDRA A~V a Y EAST 5,
BEE | B, 2 ULDILL IR AT T B HEAITNAE,

7 — 5 B 4AN

oD - - - L

HEE BERO I (A )

‘R : &

12DICSRIZ1DDMedDRAS— U g » OAERT 5,
MedDRAS—2 3 V15124 L7128, 3FAMEIE T15.1) &5,

D.7.1.r1b FEET ZAMERUMEER (EH/FHOAE.Z0f) (MedDRAI—F)

FIHEDEF = DIIIREZSROZ &,

e FE, -7 LDI1rlalc ANT BEEITMA,

F— g8 8N |

OID 2.16.840.1.113883.6.163

R HFx

wEA—A e 4 S B e o
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(BUE 1)

D.7.1.r.2 BE3%kBH

FIRDOFE] % IOF—XERIC 1Dﬂrw®f ZEROREE) OBMBBEEANT B, BBEARY .
RTHOELHIZOWTY, BBEFOEMEANTAZLRTEZN, &5

| VHERZE L,

A £E

F— R B3,/ K

oID b i

FAE FELWMERICO VW TIRMNERIESRBOZ &,

‘ nullFlavor : MSK. ASKU\ NASK

FA— :
%ﬁﬁﬁﬁ%&*’%i £ (*J‘tc:b% TCCYYJ ) ifﬂbé
FEDOAMEFIEETDZ LIFTERL,
BFROXEFRLEE LW ERE 2 FLR Y 5 72 Onull flavor D kBﬁTé S u )
FEXIZOVTIA336EEZBROZ L,

D.7.1r.3 &

FIAOET % LOF—FERE. ZOWEOEETDI1LIb) [EZMRE] SRkEL TS
DERT,

HEHE =*=E

7 — &7 7 — B

oID 2L

HAE false
true
nullFlavor : MSK, ASKU, NASK

L il T

BB KBRS L2 RS2 b3 5 7 Onull favor O E M BT 55 Lus

| FEIFEZOWTIIIZ6EEBROZ L,

D.71.r4 #¥TH

FIADFES & TOF—FHEBIT :1:D71r1b0) [EMRIE) ORT BEANT B, BIEE R
BRTHOELLIZONWTSH, BRLIZOBREAATAZLNTEEY, £LE
WHEDEE LU, ;

A £E

T 5l B/ W5

OID 7L

FAE FLWMERICOVWTRARIEZBROZ &,

) nullFlavor : MSK, ASKU, NASK
EMA—1 '

BIEBMEREEIL, £ (Thbb [CCYY] ) $TTHA,
EKOBMERET DT LIXTEARN,

BROXKEOBE LWERE LT 2 2D Onull flavor D AIC Eﬁ‘?‘é LW
FEICHOVWTITIIEEZSROZ &,
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(Bl 1)

D.7.1.r.5 {#%&
MADFEHIE (RO % WRIE R URERBER OB SN ctf®) (D710 KASTER
Dote TESHRE] 2 oW TENNREEEREANT S, FIIEREDE
A, TIHAKERRHT D, BBIFOHEMLRVBEAIIGRER CEHE
ROBEAICANT OXEIC LA @ UNEHNG ) BIIICAATAIE
ﬁg't“% 60'
| EEE £E
-2 2000AN
'0OID 2L
TR Sl
wiL—n .
D.7.1.r.6 RIKE
FIBRDFF| & (BT 2 15EER OHEEROEELENER] D71n KFTEZENE
WA OFRO—BIZHLEETILRESNATVWEIES (F : BEERES) . Z
DF—FEEIT Ttrue) ZASTE, LHLENL, THOBEET 3EEERON
ffER)  (D10.7) KRIUESMABEZEICRLTWAES, 207 —¥ERBIX
BRLAV, ZOF—FEBIZ ltme) AN LEHEAE, #HlZHUCRES
60
HAEM ==
F—sR 7—nE
OID 2L
HEE true
LN

D107 HOERER CRFERETICAD LT BA. SHBEC bR
BEFMRMBa— PSR TOTH, ZOF—FHEBI Mue (30) | ZAS
Liznz &,

D.7.2 BAEY 3AMERUMHER GIHEA EFRRER<) ORLER

FIRADFS| & IOF—FERITIE, DI CHEE(LTE 2o 2 F OO TRERE R UL -
BT 3EREAST D,
Fie. BBETAEEERCREEROBENR R E EIXZ 2 Nonel & AT
60
WO R CHEYT S IRRERVBHEROB P 2VWEE, ZOF—FHAK
278 (¥72bbH, nullflaver®UNK) #AA L, Zh% [Nonel &BRILZARVY,

A H£5E, =12 LDIABRZEOBREINA,

5 g 10000AN

OID 2L

HAME B BFC#

_ .| nullFlavor-: MSK, ASKU, NASK, UNK

EEEPIET 5 BRER R A b 20 (T, BERZY) BA.
“null flavorOUNKZFIA L TZDF—FREZZEMET 5,
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BHORKIEPEE LRV RE AR T A 2Ol flavor DERICET 58 L

FEECOVTIIIZCHEBROZ L,
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(BIEs1)

D.7.3 fHftRA%EE

FMHDOFS| & IOF—FEBIT. HIRRE. BB, RRMMERUIGEIZANTER
WEDMORR R EOFAREIC OV CEIERREROFEEZ ANTS, 20
F—FEAIC Ttrue] AN LHEE, FHHAH URIZRE T 5,

EEr & ‘

F—HH 7—nE

(8115) L

FrEE true

LA — '

15

— PFREOBEITTPEEROMELSHERE GRIZANT 5. GATHEL
o TERVFOMOIGEEDOESIT, D73 HEIT true AN L, 5% H1HICR®R

D8r HETHBENEXSEMAE (BHEICHLBYET)

COHEEIBECHRE ST, AEEFEREAMIPILENTHET SERBICETILOTH D,
FERESLSEORIER,/ AEEFRICES LTV AREEDH 5 ERMIIHNHR L LRV, AHE
WADT B0kt EREVHEABEL 22, BRICPl s AL, HREEROFRY:
BRI B BE (BT, BEEOE UIIFREREDH 5 8F) 128 BEmDRE) FHE
RACESNT, BREERR2INI2BENRH 5. HHRAKCMOFERICETHRIL. GHEIC

ANt B, FEBIEAHN SN ERICTFLREOBEDHEARR LS TN D,

EIERLIEETH-HIZ, ICHMSEEN A FLERT 5, F—kERRICIVHREENLE
R HSE BLYRARNREBITF T D EELELEZNF MPID) T EA#EF
(PhPID) DWW TR EANT S, BEENZEEHOMPIDSCPhPIDA 2W iG-S, Zhb%

ZERRIC L THL,
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(BlFR1)

[EAEE] (D8r6b) KO (BIEA] (D8r7b) IZiXiMedDRALLT =2— K& AHT S, 8
FRILEERRLV 7 F IR R SN REIERB R WESIT. BIFEROEEBIC TRIERZ L] @
MedDRA = — &2 AT 5, BBERUKTEDOELLIZOWTH, BRIXEFOBEFMNEZANT
HLLWTxB,

A7vuw 0 ) REREAHARRKETETHZ L, FAL ] TRENBZTTHOIT
70y 7 OFERPFE—O [r) TBRTI3MGERCHE L 2ERT D, BETIEERAZD
B () TuevrE2RAWS, HlZIT2 2OEERERNPREINEEES. BRIOERS, %
D8.1.1225 D817 ETHOHEABIZFL L, £ 1 -DEHELZ D82.1725 D827 F TOHEHI
LT B,

ERIZERTHIZHISE L, MHLLEVEHIBEIILOEEMEHEREL AT, Z O
B L THE N EELRMBEXIER DT, HESORBEHRT TZh 6 2 MR~ S
TEMTES,

—RFRI & LT, REOBREPIMAMCBRENET Lic/ Pl ENETRTOEER
mz [BEETIBEOCERMEME)  (D8) OEARED D, BMERARTMFICE

O DRECHREENTEY, BIEA/ AEEEL L OREERIEPNRVEERE G
HIZPHHEL LTED D,

| HEDERZICHT BT LAX—BIZIDSE BT 2 BE0ERLERE °H
BT EREFE LY, ZORGITIESHEEERA LR O AR R UEIER

F—HHEHIC MedDRA RAFEZE D, 1FLAY DT —F_R—ZXTCINbDF—FIE
HERBETEXLD, ZOREHFERHERINS,

o FRENRTVAE-BRESHERS B AT 7E) TLAX—BRES
NIB, AVEYT I FRAERICHT D b0 T 7 HEBNRECHT S
DA . TERBFINLAE,/ oM OEIC LLT BBsE] GUxkviE
B2 LLT) Z AL, EOEERAE (a2 b HERKRETI LT, Z0EH
% D71 [BHET 2 IBEERUHAEROBELENFR) TRET LN
TE 5, ' :
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(BIE1)

D.8.r1 EERE BEShI-FR)

LOF— S BB HREESER L ERRL EANT D, | DOERLNSE—D

FIHOFES| &
Bl P RIEISRTOTH, BItLs TER->EEELEZ L OBEDH 5D
LT EET S, REA. —MANRESHAEFERTLIZENTED,
5z 250AN
oID 7L
FrAE BB
‘| nullFlavor : NA*
*nullFlavor=NAIXEE R X1V 7 F VIRERB S RVESICAV 5,

D.8.r.2a MPID /3—

v

>

avAft &S

FIBOF5 & -7 — ¥ AR IT1ID 826D A—V 3 v DB EANT B,
BHat £8., =77 LD8r2blic ANT AHAITSA,

7—sA MSEET A FEBIE,

OID T

HEE MSSEHEA A FEBR.

&L — : SE = et

D.8.r.2b EXRZHRKEAF (MPID)

FIRDFS & D8.r1RICHMSEES A FicES3&, 207 — FHBICIIR L FRNLEEIT
Td BMPID X /IPhPIDD i Fh% AN 5. BE Iz EESOMPIDSPIPID
zif;_u\i%éti\ INbOF—FXERZERMICLTEL,

HEE Eoy=3

7 —F#l M5SEIET A FEBHE,

ol MSEET A FE2BR,

FFRE M3EEHN A FEBR,

| Wi 5 EESIIZBVT HMPID, PhPID@E'EE\?bVE’)\)']‘L,‘ EHEBbASITS

NP = /4T

D.8.r.3a PhPID /A—Y 3Bt/ &S

FIADFS X ZOF—FEBIZIID8 36D A~V a O R EATITS,
HEHE f£35, 7277 LDSL3bIC AT A BAILNA,

F—FE MSEET A FEBH,

OID Fles

FAE MSEAEN A F 2B,

v%ﬂﬁﬂ,__‘ﬂ/ B A = ; -
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(1

(Bl 1)

D.8.r.3b #FEAF (PhPID)

MADFF & D8r1RICHMSEEAN A FIzE3&, ZOF—FIHBITITR b HRALHAF
TdH HMPID X/ZPhPIDD v 7103k AT 5, B4E S~ EHEM OMPIDSPHPID
_ BIRWEEIX, Zhb0F—FEBIZZEMICLTEL, ;
EWEME £, DAr2CANBHBBEITAT LAV,
F— & MSHEEN 14 FEBR,
0oID M5SEET A &R,
FAEE M5EEL A &2,
-ﬁﬁ&néﬁm' (3 3-'- T R O RN G R
W B EERICBVTHMPID, PRPIDOELLMEAAL. EbbbANTS
Tl
D.8.r.4 B4R
FRADFE & LOF—FEBICRERROREHEMAEEANT S, BHERGKRTEOY S
IZ2oWnWTh, BEBIFOARGEANTAZLENTES,
e G-
> — B,/ B
OID ol
HAME ELWERIZ>VWTIINGIESERO- &,
nullFlavor : MSK. ASKU. NASK
?ﬂﬁw»—)p S LS SO R LY feihd ey
RIEBMBERFEER, F (T2bb [CCYY) ) ¥TTH3,
REO B EIRET D LITTERV, ,
FROKEBLEE LAWEREZF0E 3 5 720 Onull flavor DEERIZEE T 23 LW
FEEIZOWTII33ERBROZ &,
D.8.r5 ¥T7H
FIAOE = IOF— A EBICRERROBRERTEEANT S, BMARUOKTHEO
WZOWThH, BBIEFOEMEANTEZLBTE A,
e iy
F—FR Bt/ WM
OID 2L
FRME FLWMERICOVWTRINGIEZSEOZ &,
, nullFlavor : MSK. ASKU. NASK
WA —N ' ~

BERVERREL & (34bb [CCYY] ) ECThE,
EEOAMER/ETAILIZTERL,
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PWPIDAS2VEEIL, ThbDTF—FHEIRZEMICLTBL,

BEE fTE

s R M3SEREN A N2 B8,

OID MSEIEH 1 RE BB,

PrAfE MSEEV AL N2 SR,

ﬁﬁW%W‘f w%w'wwf “ﬁsm: ) Rl

\ig

MPID (G._k.2..1.1‘) EAS LIEBAE, BY OBEE Gk2.1 KU Gk23r
(Gk23r1 25 Gk23r3) RZEWLT 3,

G.k.21.2a PhPID/A—Y 3 VA &S

FIRDFF = IDF—FERICIEGK2.1.2bO—V 3 O AMEANT S,
HeEE &, 727 LGk212bICANT B2 HBEITMA,

F—sH MSEET A F2BR,

OID 7L

FrAE MSEZET A FEER,

s — - :

ICHICSR E#41 F
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(AlAs 1)

G.k.2.1.2b HAEMF (PhPID)

FIHDOET] & Gk22FEOICHMSELEHN A FizE-S%, MPID_X/ZPhPID® i 174154225\ T,
TVRAELR ST — A BRICANT S, #E I EREROMPIDSPhPIDA 72
WBAIX, T b7 —FEBEIZERMIZLTEBL,

HEME FE, Gk2LICANBHBHEERIATI L,

F—HE MSEEN 1 FEER,

OID M5EEH A FEBR -

HAE MSEIEHN A FE B,

- ‘ N e B e e TR S

“ ww:?[%%ém:m\fm/mn PhPIDD X5 basE AA L, BHEAST S
iy,

o

MPID (Gk2.1.1) 13X\ PhPID (Gk2.12) AN LEHE, Gk23r
(Gk23r1735 Gk23.r3) IXEWME T 5,

G.k22 H—REBRRILVBEShEXRA

%’Jﬁﬁﬁiél% IOF—FEBICRBEEANFER LEEERAEALTE, 1DOEEMFHE—

i DEEEEICIVHEINRTHWTH, B> TEAR-EBELAE L OHREDDH
B LICEETS,

HEEHE W

F—x 8 250AN

oID L

FrAE BB

TR — A -

G.k23r HH/ BEHSOBINFEARE WEISHECHYERY)

MPID X% PhPID DWW TR HRWVEE, RO T ICAEBEZEVIEL, HlxIZANT S, ICH
M5 BRI A RREIC 2T, FNEFNORS T &, B FERZDID E AT B, s/ ¥
ERS O IDBRVEAE, EXRGER—RELHF INN) | fo4, EESHEH=— FonTn

WEANTDHZ &,

ICHICSR EET A F 2013548 12 H
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(BlER1)

G.k.2.3.r1 Bi%/ BHERS A '

FRADFF (534 OID)  (Gk2.3.x.2b) BRVWESIE, TORLOTREREANT S,
_ IICERBHREANTEIIENRTES,

BEE Gk21.1. Gk2.12Xi3Gk23.r2b TRAADID) OWT R RVEEILNE

F— xR 250 AN

OID 2L

FFAE B HFCHE

FiL—A

Gk.23.r2a RS/ BHERSPOID/SA—T3avAR/ES

FIRDFESI& IOF—FEBICIIRSLDDDA—Y s O RFEATT S,
EEME £R&. 7P LGk23.r2bIEANT BB EIINA,
aat £: | MSEET A F2B R,
0ID 2L
FEHE MSEEHA F2 B8R,
EwA—n s
G.k.23.r2b H%/BERSO ID
FIFADEF| % MPID (Gk.2.1.1) BEUPHPID (Gk2.1.2) DOWEFRRVIEEIT. ZORS%DID
AT 5, ICHMSEEV A FRFATREICRDZET, ZOEBIIIZEHET5,
WA £ '
— A MSEEH A KB R,
oID - MSEREN A FEBR,
FAME MSEZEH A P25 8,
RRA—I :

G.k.23.r3a =& (3

FIRADOES X PHPID (Gk212) AFIATRAOES, RODEEETT LV IENKES Z0F—
’ FHEHBIZATIT B, HDIWEEER2THE, SBEFTHE OhroTW5E
&) BASITE,
HEAEE £5
7 — x5 10N
oID AL
PFAME e

EaL—n -

ICHICSR E¥EH A
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(A1)

Gk.23.r.3b &8 (Hify)

FAOFS| ZOF—FHEAITIXGk23.r3aD B E AT B,
BEH &, 77 LGk23L3 AT BEEITNHE,
TR 50AN

OID 2.16.840.1.113883.3.989.2.1.1.25

FrAE HIRAUCUMa — K

Eik/L—

G.k24 ERXGZAFLI-EOHRH

FIADOFE = IOTF—FEACEEEREAFLELEZANT S,
A w5 '

5 — 4 #l 2A

OID 1.03166.1.2.2

FFAEE ISO 3166-1 alpha-2, EU

REBA— ‘ o

FTRTOBBIXFOE=— F2ERT 3,

EUDE=— RIIFIAEEa— FE LTISO3166E I — KU X MZFEELTE
D, BRNESOLFERTUHEDHDTXTOREE YR — 5, ZOHA.
[EU|] BE=2—FE LTERIND,

o

BRI, Gk24TBE OF —Z Bz oWk, HLT Tika— KT < Ed &
EBEINTWS, T—FDELXRIETH20, AEEV A FTX, BHIEEORD
I DIZISOE=a—FEERTHIE LT D,

ICHICSR E#H A F

20135448 12R
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(Bl 1)

G.k25 ABREOERRKRR

FMADFE & ZOF— B IR H DICSROLIZEATEETH S, ICHE2AN A K3
AViE, B FTOEMRZEERERIBE LRI EELTVWS, LarL, BE
ABRHMT CER T OEFAIREMEREZMI RDLT Z LVEETHIEER. =
OF—FEEZUTOLEBYERTAZ L BRSWI I TOMIE, —0F—#
HBW ftrue) #AANT2ZLT IERTI EWIRRERFTS, ZOEEMS
ltrue) THHEEIE., Gk2EEFK O TICSENDIERICIE. IERED
BFEEANTEHZ L, 10U EDOBERERGEDNIBEIT. FLFNOHEEES
e DGkTry 27 ANTEZE, BEINEHEIT, BURES, Gk23rTH
BELILT (75ER] 28575,

BEE 5 - S

F— 2R 7 — L

OID L

2 K{E true

FEIRA— )V o

FERARERIZEI T B ICSRIZIE W T, ICSRIERBHCREETH BB EITIL. :@%—
ZEHEOEE Ttue) WRET D, TOMDBHIT. ZOF—FBEREZEELT
e bR,

Gk3 EEROEXZONMBERUVRE HEES

HEINTWAEERLITOVWT ICHMS MPID 32 WRE1L., EMREPEETAIEIC, #0
BEEZTIEICBTZ2ER/HHEEESL L DIEAROEBELEZANTS, UELEIIAHD
WERKIZHOWTAEREANTEZ L,

G.k.3.1 KB/ HFEES

FMADFE| & MPID (Gk2.1.1) BR2WEEIE. EFABEREETAEC, TORETIEIC
BIIAEEHOER,/ BEEE2 DT —FBRAICANT S, BIESE T b
< ELBHOHEEIZONWTERIBEEREEZANTH L,

EaK & '

F—Z R 35 AN

0ID 2.16.840.1.113883.3.989.2.1.3.4

HrRE El:Ev3

i —n oIt

GR3NTIIUTOREHEREND ¢
<id extension="authorisation / application number"
root="2.16.840.1,113883.3.989.2.1.3.4"/>

roott¥G.k3. 104 BZER %3 L, id extensionlZ EREDER,/ MEBESF AT
5, [

ICHICSR E¥H 1 F

201344 A 120
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(AR 1)

G.k.3.2 RB/HEHE

MPID (Gk2.1.1) B2WVESE., EfHREEEET IR, BEERPEARIN

FIADOFE &
B2 ZOF—2HBRAATSE (FhoTHW35E) .

BEEE 8, =7 LGk3 N ANT HBEEITMA,

F— g8 2A

0OID 1.0.3166.1.2.2 .

FAEE ISO 3166-1 alpha-2, EU

i — . i, R e G R
FRTOBREIITFOE 2 — FEERT 5, EUOE=— FiZfisaEtEa— K
L LTISO3166E 2 — FU A MZEELTEY ., BRNESOLMERTULEDD
BT _RTOHREEIR—MT5, Z0OBHE, [EU) BE=—FLLTEFRIR
B,

Gk3.3 EZOMEE BEEOEH

FRADFES & T A I b — DR S U\ B B IR A REE DA TS A
173,

WAt fa

F—sE 60AN

oD 2L

il B iR

BEA—L . | =

G.kd4r BRERRUVEERE (LEICHELERYET)

Gka4rlhb Gkar3 TTHOF—FEBIE, BEBEREANTELOICERATEZ L, flx
i, Smg (IEHRERY LT) 2RATRETHHAIL, Gkarl »b Gk4r3 FTOT—FE
HiZENFN S, mg 2, BEANTS, R, S0mg2EARET H5BEIE, 50, mg, 1,

BET5,

FEOHKR THEKERET5HEAT, TOMBICEDIEEANTS, FZIE Smgx 1A 4
E (QID) THETHHEIL, Gkirl b Gkir3 ETOTF—FEB%Z, ThLN 5. mg,
0.25. BLT 5,

BEREORAHFOHE. mg DR VIERDENL (DF} & LTHREREM (Gk4rldb) #
AI¥ %,

B-F/BRFLEOBE/IT. TOBREEOEBIZIIFER INER~ORERZ AT, HIX
iE. LIRICB I 3BIERRBRORE L b 3 8A 2 RESMER LS, TOREERIER
(GkarlHd Gkarll2) 13, BERICBIT A ZOER OBRERIAE AT D, BERIGERE
DIREZEECHIESIT. BRICBIT 2 Z20RFOBRIIE R EZEERBERICANT D,
REPEREDOBRBR THHIEAIR. EXRCETI2Z0MmOFEHR) (Gkl0) KAHT D,
EFoERER HD 23, KEOFREEDEAREIZOVTRRET 2,

ICHICSR EFEH A F 201344 A 128
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(Bl 1)

I ODRFTCBEDOAFRESEND D, BB LIN=REBEREANTHZ LB TERZD
a3, Gk4r8 IR TANTHZ &,

& £ 0thOREEDEBFIZMHEI (G) ITRT,

G.kdrla BEE (H)

FEA—

FIRADFES X IOTF—FEBICIEREE ) 2AHNT S,
A G-
F—s8. 8N
OID 2L
rEE B
Rl —L (
G.k4rib #ER (Bf)
FIRDES| & ZOF—FERICIX, GkarlaDEREBOEMZ AHT B,
BEME 8. 727 LGkArlalc AN ABEILMA,
F— 5B 50AN
OID 2.16.840.1.113883.3.989.2.1.1.25
FAE #IRFUCUM=— F : (DF}

UCUM'E‘Li UCUMIZ & ENR VRS I BHUAORREEALTH I, 20
BE. XMLA »E—Y T {DF} 2EALTE LW, ‘

G.k4r2 ZHEMMEOEAYN

T 0T FEEACRARS (GKAr1ak0GkArIb) ORMEEROE (B) &M

FIRADE &
133, GkAr2XiIGk4Ar30 N TAIBRTFRAOES . BEFROEE. [F4
#9 (eyclical) | . THE/ (asnecesary) | . T&E; (otal) | DWTNOBEEE
BT, MIEA 22 E T 5, :

BEE 7T=E

e ! 4N

OID 72l

FAEE B

EgL—

G.k4.r3 BRERMBOTEH

FIRDES %

IOF—HXEBICIIRERRE (Gk4r2) OBNZE G ETICESETSUCUM
a—FE2ANTE, BENRRERRBZAATHIN, EELHFEHMIER
WHEBINEZ EBERINTWAEAE, Z0oF—FEHE I TAHN
(eyclical) | XiX THRA (asnecesary) | ZERLTH L\, REMLRESER
UBREERRTHATHINE, BREEVRLSPoTWAEE ((  BEEEDE

&) i, BLEM (Gk4arlakGk4rld) &bz, ZOF—FEHBIZ (48
(total) | #ANT5 (Gkar2dZ=MET3) .

ICHICSR E¥H 1 F
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(Bl 1)

HEHE £8, 2 LGkAr2CANT HHEQITMA,

F— & H 50AN

OID 2.16.840.1.113883.3.989.2.1.1.26

FFARE HIRFMHUCUM=— K : {cyclical} . {asnecessary} . ({total}
THA— : i

UCUMTH., UCUMIZE FNARWEECEEUANEEREER LTI, Z0
BE. XMLA v —V Tk {cyclical) . {asnecessary} ', {total} ZFEMALTH
IR /

Gkard EXROHES5RAKA

FAOFS| = ZoF—FERICE, BEMEAEANT S,
BEE £&5

F— & 5l H £t/ B

OID 2L

FEZSE nullFlavor : MSK, ASKU, NASK

ERL e

RIERULBELREEL, £ (T742bb [CCYY] ) £TTHD,
KIEOHMEHETHZ LIXTE 20, ERORBPEE LR WERE LR T
A0l flavorDFERICEAT A LWES| E 2 oW TI33.6HEBRBOZ &,

Gkdrs EEXELKOERS5KRTH

FIFDOFER % TOF—FEBIIL, BERTEZANTS, BIER /EEESBEELLED
BEEZBELTVWAES, ZOF—F2EBIFZEMEL, [ERXMIKHLTERLN
7 (Gk8) #ERAT3., BERXFLEENTWAR, TOAMELLERD
EEIE. GkArSIZBWTHEY 22 nullFlavord®IRT 5,

HEH TE

F— 5 #l =R i

OID L

FAE nullFlavor : MSK, ASKU, NASK

"R|RA—

REBLELRED. &£ (372bb [CCYY! ) ECChb, Ak BHEEE
THZLETERY,

B O RIBREE L ARWERE SR T 3 =D Ol flavorOERICET 53 LV
FEEIZOVWTIH336EEBROZ &,

Gkd4ré6a EXRBSHRE (B

FAOFS =

EE, BEHEIIREOBEE  RTHELLHESNS, LL, XIIREMD
Loz, AVEMRBRSHRAERLRABELHD, £, ZOT7—FHA
. BEORATREOERZ BMMEah b, BREHMEIZET 5 ER1E
BhTHWAFEEICLERT S,

TOX O REFTIX, 120 EFMT—FEB REHBBEXIIRTR) LZOHEBIZA
B, TITHRELRSERI2RSHETHY, ARESHMbEEND,
LOF—FEBICRBREHEOE &) 2 ANT5,

L8, 727 LGkAr6DICT AT BIERITMAE,

ICHICSR E#EH 1 K
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(Bl#R 1)

T 5 El 5N
OoID 7L
FEE e
BRI s,

Gk4.rb6b ERXRBSHRE (B

FIADFER ToF-FEB I (ERRREEHM)  (Gk4re) DEMLEANT S,

HeH &, 7277 LGkAr6al AT 5BAITMNA,

F— s 50AN

OID 2.16.840.1.113883.3.989.2.1.1.26

FAE HIRMUCUM= — K

wRA—L TRl S

G.kd4r7 nRyF-/OvrES

FIRDOFI = IOF—FEBICREERONyF iy FRERANT S, RERIIT T
v EEMRHBAICB O TRCEETH S, AMREZRY AARREREANT
%. ADHBRROEOMOEERRICOVTIE, [ER&KICET 3 EOMDH
#® (Gk11) &3RT3, - ‘

WA e

F— 5 35AN

OID - 2L

HAE B B

RN

Gk4r8 BEEZXRTEHDER

FADFF = HEEkEhcRERERETT L BTERVBED, HiEbahrBERICH
LTS DILEREZEMT RS, A7 —YHBEICEBAEHOFREAHTS, #
EeEh7=2RE5EDF—FEE CAH L FRL2EET I LETR,

HEE £E

| F—xH 2000AN

OID L

BAE =l:iEs

oA — e

ICHICSR =301 K

20134E4H 12 8B
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(B¥ER1)

G.k4.r9 EXERAN

Gk4r91 EXEGHE (BHIEH)

FIRADFEE| = [EMEFFEOID) (Gk4r92b) BRWVWEES, ZOF—FHEBKERRAIFIZ
B+ 5 EEREomkr ANT S,

e =3

a1 60 AN

oD L

BAE SRR
nullFlavor : ASKU, NASK, UNK

oL —

FHRORBREELWVWERSE ’E‘%Eﬁ‘?‘ 5 7= 8 Onull flavorOE B4 5L W
FR[XIZHOWTII3I36EEZBROZ &,

G.kd4.r9.2a EESFLOID/A—avBH

MADFEI& IOF—FEBICIEERFFBODDOA—Y 3 B EANT D,
A | ER, L [EELAFOD] (Gk4r92b) AT HHEITLA,
F—FE M5EETA F2BR,

OID 7L

HFAE M5EEEH A a5,

RE#E— = i

G.k4.r9.2b EEIFEO ID

FIADFEF| X PhPID (Gk212) BRWEER, EESFFIT W TIIICH M5 ERELFTFE R

| BEOIDEAHT S, BEERFFODDARVEEE, Gkirol0H BTHEE
Fﬁ‘a_én :

e 7£E=

F— &8 | MSSEIEH 1 FEER,

OID MSEET A REBR,

HAEE M5EEN 1 FE2E5R,

wEEA—L T AR 3

ICHICSR EEH A F

2013447 12 H
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G.k4r10 BEHH

(Bl¥1)

G.k.4.r10.1 B5EH (BHILH)

FROFF & MEEREOID] (Gk4rl02b) BR2WEE, ZOF—FIERIZHRERBICET
| BEBREANT D, E—REFESNERZRELTOARVWESXIIEREH LR
WIESITL. @9 null flavorzEHA LTH LV,
HAH. £E
F— Al 60 AN
o 2L
PrAE B HiTHE
) nullFlavor : ASKU, NASK, UNK
BRAL—L BT X

Tﬁﬁﬁ@_ﬁﬁﬁ%’{ﬁ% bfib“%ﬂ% 75:’%;5@”9"5 T:y)bnull ﬂavor@fﬁﬁﬁ BT 3L
FHEIZOVTII336REBROL,

G.k4r10.2a B5SERDIDAA—2 3 AR/ES

FIROES % COF—FEE IR SEBOIDO A 3 VB EANTS,

HEEE B 2 LGk4r102bi AT BH/AITNA,

TF—5a M5SREH 1 F2BHE,

oID 2L

A MSEEH A FEBR,
B T e e Koy s ) B

Mswmzﬁ%lm%ﬂﬁ‘éa:'f;tz;iﬁ ICHE2B (R3) =2— KU R MaDA—T 3 VB
BEERTE L,

G.k.4.r10.2b BEEEKDID

FRAOFES = 5 EK L, ICH M5 BEZFEOEBRGZEOD® AHT 5, MSHRIRTREICAR S
=T, AME F) CRENTBEEDa— FEEZERTS, ZUSNOHNTFE T
OF—FHEBIZERA LW &,
A-F/BASBETE, Zo7—FRABICF/BE (BF) ~OREBELAS
T3, @Y. BAEHO L > 2REBERERLEY, FITRESNEELIZ
ODWTHBE DR SERE2SL I b DD, BOoREBKIIGKALIIZASTS
¢,

EAHE &

F—FE M5SEEHT 1 FEEHR,

_ MSHBHEATEEIZAR B X T, NTH B,

oID MS5SEEN 1 RE2 280,
MSOFIFATREIZ 22 B = T, 2.16.840.1.113883.3.989.2.1.1.14% F A+ 3,

HFEE MS5SEEEH 1 K2R,
M5SBRIHFREIZ 2 D5 £ T, A8 (F) O=a— FREERT 2,

ICHICSR W A K

201344 A 12 H
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(B 1)

G.k4r11 B~AOB5E® FH-—F HBRESFDES)

Gk4r111 B~OH5E£EE (BHER)

FlADFEE & ~OZEESEBEOID] (Gk4rll2b) pVBE, Z07—FREICRGER
BT Rk EANT S, E—RIERESFEREEEL TORWVWEEXIIFERE
55 2VESE, B2l flavorEER L TH IV, -

Hent HEE

F— s 60 AN

OID R

A CEELT
nullFlavor : ASKU, NASK, UNK

R e '

HEBR D AR DR LARMESE T 5 7= Onull flavor DEAIC BT 38 L
FB|XICOWTII336HEEEBBOZ &, |

Gka4ri1.2a BE~OBR5ERO ID/N—2a VAR ES

\a;raﬁgv;;i/ e

FIRAOFF| & COF—FERIZIRBERBOIDDAA—Y 3 CEMEANT S,
e £8, 7 LGkArI2IEANT B HEITHR,

F—s A MSSEEEHT A FEBR,

OID 7L

FFEE MSEEV A FE25R,

G.k4.r.11.2b BADOBRE5ERO ID

FADOFS| & ZOF—FHEBITE, Gk4rl~Gk4r3 TR LIcEBHER LIZREANZ 2N TD
- BERKE AFT S, BERKIT, ICHMSBZEEHDERRBEOIDE AT A,

MSHFIRAERIC 22 5 % T, A& (F) CRENBEFO=a— FREERT S, =
oS osmeF452 - 0F —FEHBICER LRV &, i

HEE =

5 —z MSEET A RE S,
MSHFIBRTEEIZ 2B T, INTH 5D,

OID | MSZEEET A FESR,
MSAFIRFIHBIZ /2 5 E T, 2.16.840.1.113883.3.989.2.1.1.14%EH T 5,

HEE MSEET A F2&R
MSAFIATFEEIC 25 £ T, &I (F) oa— FREERT 5.

AL —N =X ‘ S

ICHICSR E#414 F

201344 R 12 R
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(Bl 1)

G.ksSa BlIER/ HAEEZREAETCORBEREE (B
FIFDEF| % LOTF—FHBICRRADEE, ER, BER/ FEEROVThMOERET
CREENBBESEDOHE (B) 2 AHT5,
A f£&. 772 LGKSHICAHT BBAILNA,
F—H 8l 10N
OID s
A $her
BEBA—A [ : %

Gk.S5b EMER  REERRBFITORBBRSE (Hif)

FIADFS| & ZDF— 5 HE TGk SaDBEDO MM H A ST B,
EAHE &, 77 LGkSaANT HBAILLA,
F—pa S0AN
OID 2.16.840.1.113883.3.989.2.1.1.25
FFAE HIRRFUCUM=—F : {DF}
' UCUMTIZ, UCUMREENAZVESICEMMAORRLERALTLL. 0
A, XMLA v &—VTiE {DF} 2EALTHE, |
G.k.6a HREFROITRME ()
FIFHDFE| & IOT7—FZEBITIES BVREROERAROREAST 5.,
BEEE EE, 7 LGk6bIZANT B BEILHA,
Ay £ 3N )
OID 2L
R HE

wRAL—1 -

SRSMIZE. B, A. Fo1ARS— (Gk6b) TEREFB, |

G.k.6b BREFEOIRME (B

FIADFE & ZOFT—FIERIIGkDEDEN F A ST 5,
HaE B, 27 LGk6alZ AFTAHEITMNA,
T—58 50AN

OID 2.16.840.1.113883.3.989.2.1.1.26

FrEE A, AKUADUCUM=— K ; ({trimester}
wmagL—n : 2

BRRZE TRV SR TV AR UCUMICED BILTWARWEALE., Fflzid
{trimester} D X 2 ICHIFIRZ AW TEETE 5,

ICHICSR E¥EX A F
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G.k.7.r

(BlHE1)

EEQEREHE (BEICHELCEYIES)

Gk7.r1 FE—XRFRRILYBEShI-EREH

FRADFE & COF—2EBICIIEBNRMEEOTD, BERLOFEREAZERT S DIZH
B E—RBEEDEERC/ XEVWEDEER L TANT S, FRRME
AR L TVRVBAE RIEE] . TREALRWESIFT [FH 2. TH
FFERTAEBTES,

HAE FE

5 B 250AN -

OID mL

FrAE B B
nullFlavor : ASKU, NASK, UNK -

L — Rl ta =R

RO RIBROGE L2 WERS R R4 5 720 Onull flavor DERICEE T2 LW

FEEICOVWTI3ZEESROZ L,

XMLA. ¥ AR ¥ AR TROFTRFRO BIEL F-onull flavorZ A5 Z &
(ft81 (D) OBERZZR) ,

G.k.7.r.2a EHAEMHAO MedDRA /A—2 3>

- FIRADFF| X ZOF—ZEHICIEGK Tr.2bDOMedDRANSN—Y 3 B AT B,
et FE, 777 LGkTL2bIC AT BHEIIHSAE,

F— 5 A 4AN

0ID 7L

FFEE BRI (R) |

1> DICSRIZ 15 DMedDRA/S— 5 V DAERT 5,
MedDRAS—P 3 1512 A U, FFAMER N151) L5,

G.k.7.r.2b {HFAEHE (MedDRA O—F)

FIRDFES & ZDF—FEBITITERS OFEAEHOMedDRA LLT2— FE# AT 5,

Hat B, 7P LGkTr2al AAT HHEIILA,

75 8N

OID 2.16.840.1.113883.6.163

FFAME BF

LAk — L A ST P R e Sty Ol

' Gk.7.r.1Cnull flavor& /A L TV 3354, MedDRAMEE NERVER B OIEHIE
1 (LLT=10057097) %R 2.

ICHICSR E¥EH A ¥
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(Bl 1)

Gk8 EEXRIcHLTmOAI-NE
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EFTA European Free Trade Association, BX/H B i E 5 &S
ESTRI Electronic Standards for the Transmission of Regulatory Information, EZ A FIEROEEICH
T 2B TR IERE
EU European Union, BRME &
FDA United States Food and Drug Administration, K E £ f = 3ab /5
GCC Gulf Cooperation Countries, IEET 7 7 HEB N BEES
GCG | Global Cooperation Group, EE#H HEES
HL7 Health Level 7
HMD Hierarchical Message Description, PSS! 2 » & — VRN
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ternational Conference of Harmonisation, B XEUEZE L BEHFATNEESS

ICSR Individual Case Safety Report, [HRIEFIZ 28 E

IDMP Identifier for Medicinal Products, EX R #5| F-2FBREX ST G21LIEZSBOI L)

IFPMA International Federation of Pharmaceutical Manufacturers Associations, [E 8BS AE L2

ISO International Organisation for Standardisation, [EFEE #e(L #iE ‘

1SO 27953 ISOELMIZRARTC 215 HLTR 'CEN & BRI TREBFHRAZICEAL TR L EEXEDS
BES

JIC Joint Initiative Council, 3t[EA =37 3 7 HE#S

JPMA Japan Pharmaceutical Manufacturers Association, P SIS T i<

LLT Lower Level Term, T/&58

MAH Market Authorisation Holders, SlyER 78 AR RAE

MedDRA Medical Dictionary for Regulatory Activities, EIEER AL

MHLW Japan Ministry of Health, Labour and Welfare, B4 %514

MPID Medicinal Product Identifier, [5 3&5h 8 5. 5,5 7

MSSO Maintenance and Support Services Qrganization, ¥ BE FRAE %

N Numeric, 35

OID Object Identifier, 77 2 = 7 F&kAF

PANDRH Pan American Network on Drug Regulatory Harmonization, L7 # V) 7 EE RS R v ~
7—27 -

PhPID Pharmaceutical Product Identifier, B3 F

PhRMA 'Pharmaceutical Research and Manufacturers of America, K[EFERIKR T 2L

PMDA Japan Pharmaceuticals and Medical Devices Agency, & 38 5 [E bl S0 S HtE

RHI Regional Harmonisation initiatives, ZFICHHIK IZ B\ TR R LR HIFIFIESI 2 = L TV S Hl
s

RIM Reference Information Model, & {EH -+ 7 /1

RMIM Refined Message Information Model, B4{E A » ¥ —UEREF L

RQ Ratio Quantity, bt &

SADC South African Development Community, BIZh 7 7 U H BAS £ FE{E

SDO Standards Development Organisation, 12 #£3H 4% B 25 M1k

SGML Standard Generalised Markup Language, 2R~~~ 7 v 7858, 77 v 7+ — A&
ROFETEEL SR FR et 5 ISOEBERE

ST | Character String, X F5*

TS Point in Time, B *

UCUM UCUM (Unified Code for Units of Measure) , SHllE B 2 — |

uUTC Coordinated Universal Time, 1 &R

Ww3C World Wide Web Consortium

WHO World Health Organisation, 1 f %045 R8

XML

eXtensible Markup Language, ¥kiE~—2 7 v /S

*ZNHOBEXFEENESRIIHL ICEET S,
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AETIE, B ERBEA0OMHE, SFERTORBEAFE. . AvE—YHNTEREND

—EOMBERET D,

E BT, #x REARCERMES CHATRRERICE T 2EARNRSZR~L DAL
5% ORBHEEL TS, AXFEOBH L, UTORBERVCERIT. bt NAERROFE
FERERT IEAEL HEERELRD L DITER SN D,

R

TEER

HAEEL Y HRESNEBRE T LIEFAROHEREEL-HLOPD
HELLRWEREDTEZ LG, ST LbUREERORSE LOER
BEAE L LOOLETTHEDOTIARY, DEVEEERLIL. B
B (BRE) FIREENEFBIEZS, HHdaFELIRY., 55
WEERL2WVWEE EGERREEOREERST) | ER. FREIRK

DZEThH, YUZEESD (RERE) LoRFBROFEIM[HZW

(BBRELMF — 2 EHOICHT A KT A v BBRHICE NI R2M
BHROBmY T2 TEBE) . [ICHE6RI1)]

TERRREA v E—T
(ICSRACK)

FESEREA v —Dik, 1EORERA v -V L BELET 7 A MIZE
FNFBEEREDSELHERLET IO DZEFRE OEBIEED
HRICETABENEENTEDIA v E—PTh D, [EMA]

EXM&EER (ADR)

FHERR T ZIIERSOFREREIC L SARAMOBRER TIT, B
WIHERAERSHE SN TOWARWVWED, REBRICEELZH HERMITH
THEREPSBEADOD LW KGEERLBIER L BT, ERMIC
TBRIGE VI B, BERRLEEFREORRMEEPRLD
AEEMICELXOND, HIX. BRBEFEETE RV I L2EKT
B,
FREERRICEL T FENBEATHY ., IEFOTH, £
We. BRI IR AEOREOWELY BN AKICEFER SO REE
TRBETDERGICHT LIRS (BREEMET — 5 FEOICHIA K7
A2 BEBEOFEE L EH (Guideline for Clinical Safety Data
Management: Definitions and Standards for Expedited Reporting) %2

FB] ., [ICHE6(R1)]

RELETIBENRTHY, Bx OEBRELLIIEREHSITEND
DEI OB LRWE VS BEREGEENS, [HLIBEEE/ NV —
71 :
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AEEES,

EFERG/ ST L CEEN DT EIC A SN ERR, 5
275 R, VxR v/ EOBMETITONE - L2H Y, BEERK
BITiE, ELVWEAREENEER 3 REN2RABEENLE
K, BRIV EENTORVERR, BHRS BT+ EES,
AEREONEOEES, WIhhREEhsa, [WHO] 1B

KA

(ERLEZBHOZL)

EF7—F 5 (EDD)

T D OEAT,

EHBLEO LTV v a L BT ) BT, LS N S8 e T 5
[ICH M2]

EDIR v &—¥

EDIA vy —i, BEEBL AN THELLSN., 2 a—2THL
IALFERIR 7 4 —~ v b TIER &, BRI DRAEICAE SN 5B
O, —EOES AL NTEREINS, [EMA]

A KEUERELAHRMEES
# (ICH)

AKREUEERSHAWFANEESE (ICH) 3. EELBEGOREHER K

| BRI OWTHER TS HM T, BN, BA, KEORHEE L.

SEOMERROGEFLEDETUT=s N Ch B, FTF—rim
I, WHO, EFTA, #7% (17 ¥REEHFRR) Thb.

EREMR

BT TITREMNBERLRF I T IREHBOERICHT AREDEREE
B — U ROEENE IIMENRREEEENRTVWEE, [ENV
1613:1995] [ISO 21574-7]

B . BT EOERM, XX, TEM., V— vy A U—h—, KB
B, EFENE, EEES

ICSR

BRENRL 2VBIERILIREAA VT Y MW THRAT B
DIT, HEBFRTHEE»LREINEFEMTIIZREZRER, @
BT, 14 OFRE S - AERE RIS BD 2 EFICET 2RSS
#1%, [27953 Human Pharmaceutical Reporting]

HLEORBEEICL - TREDLNE, DIEELOFHRIREEARS
BRET D, BRI RAIREE,

ERERARE

—BEDD 5 BE L7 — SR R RET 5 BRIC, ARERAENEDS
EOURBHERMICEAT 5, HESRBED LD OEREETEE
(MedDRA) .

13 i YR BI (A B EE R S R IF RS (IMPACT)
http://www.who.int/impact/FinalBrochure WHA2008a.pdf
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EER b R OBRATBRE I TS BIE AR L LTIRR SR E R

IXRRS DM AE DR, :
WHSH, AEEN, REMMERERET A LIl HEEEELE
. BE, FET 5, THREENZHETT. OWThH»DBEWT,
b MIERE RIS ShDARIEOH SMEE L IIWROBSED
#,  [ISO 11615]

ESMZNE e T, Rl fgELEE. BE. HE T80T K
FEEEEERTHTAHICe MEREBMICRSSNAFAEEDCD
AHEE T IIWEDMAREHE [ENV 13607] [484. 65/65/EEC, &
E]

FEEE (P=xVv7) A
(—fixda)

BEFHETHRESNTVRVERERA T, BEIXZOMEBELHALT
BY., LRRABHTRENDFELH D, WHORE Y S TLEE K
4 (INN) CEERBFHEZIIADRS ZHIT 5. SINNTHRNIC
BRATIEEDAHT, AHMETH S, FERLE, V=XV v74
LLThEbNS, KkETHE, KkEAdopted Name Council (USAN) 23
TRy I REEEHVE TS,

EEILELMER (77—~
a4 V7 R)

EFEESFIMMOERLNCEE L -MEOR R, M. BE, FHhic
B L7 RhiEE), [ (2) WHO ; 2002 ; ]

Bl FEELITRY A Lo TEESN, =—XELREEZER5ED
CIRESNBMED D VIEHOME, [HLTEE R L]

HURER R R SRR HBENCH SBIFARMR (XTTHAT AT L) T BRRURE

5— HHFAERROELSHCEE LT TORRZIE. BAE. BT
L. ERICBT 58217 ).

A 24 7 AR 9B B AMAS, RBER CER SN ARG ORMEZEYST 5L H,

AR LB, TOURIT, EENICHRRIEE LHEIND,

sEFRET L (RIM)

] Z IFRMIMS 2 & DD TN TDERETFTNVERA v E—V DI
AHLMESET L,

2L A v — DIEHREF L
(RMIM)

—ED Ay E—VOBRKFETRTIEREE,

WA

E—RERE, FIITICSRICEEH SN -EELBRAICRET 2%, #
EENEEEORELHDB, AvE—VOREFLIERNTI L,
[ICH E2B(R2)] -

BEMA Y=Y

MR v —V, —EOAvE—V S a LV TRIEE—4A
LEEF 4 LORTRR AN EEET A NVCEENE—G/E
FOICSRICIEBEEN - HER/ESTUEDIA v E—UTHD, [EMA]
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E%%@f/k~v%¢mbtA%Xﬁ%% ﬁi%&%m%MH A
VORISR S DB, EEFEOREILB/EEFOFEZRE LN L,
[ICH E2B(R2)]

ERZBEMERELHIERRE
EhBIER

- EREEERT

EELPEEINLE @EBCIPDLRY) BIRALEHLWEEFE
LLRVWEREDTEZLD AL, UTObLOEE S,

-FEIZES

-EmEBNT
-TBRDDDARE I ARSRNOEESSETHS

- KRV E X BRE R EE RIS

Xk

(BBREZEET — ¥ EHOICHIA FF4 > IBBRFICB LN REM
EROBRY BEVICOVWTEER) , [ICHE6RI)]

BRIKIRE

FEARBRBROME, BERV/ X IBLRMECHELASBEA, CE.
HEER. BBoWThe, [ICH E6(R1) & E2F]

BRERE

FERU EDEELZHRE LB BE TR L, RBORHY

BT —FREAF—LTHRLNEZLOTIZAR, EXSBHWERICOWVT

BETHEE, AHLR, MOEEOWTINICHT EEOEK,
[ICH E2C(R1)]

TRIESIRE

RBEBEGERE L. FRrIRLHRESICRY Ahbh, ISODL 5 &
ELRASN TV SEEREIC, EBL L TEET 5 HEATHIHEE,

DAL=z

VAT KB DERIIEET RO, ZOY AT AOSEEICET S
A, [Objectory AB]
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