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F. REEHA NHE, BFHICSR A v YR ER. RE, FERUSETIEDHOY Y
My =7 —nAOREFFETHIIELEME LTINS,

L EEMEN A FREERELUEREROEH TR, EESESMEROBE, SRR
HrEd EETARSENNERESNREAMEORHELER LTy, i, BUERZ et
|EDF E%ﬁ%%&%?étw@%@ﬁ%&w :

JKEH$%ﬁ4F®EEHEﬁ%ﬁ$%T%6DLtﬁofxﬁiéwﬁﬁﬁﬁkﬂﬁRE%f
DI DI EHREFHRA v E—VOBREUH R ICET 2 EHNEREHEZHEE L2 hiER
LAWY AT ABREE, MEMR, VAT LAEAZEROVAT Aa—W—¥Thd, AHEE
HA R, BEOREESEY—A = F2—F—0F —F ANRD 75— L RUA
F—7z—R) ORBETBCHERFR. ROTRKAF ALV — bORE. T EROE
BOBERA vEt—U0a— R0 OEFNERFEIHARTT 5. L LAREEVA N3,
BEDF—HAR—AF I Jud—RY 7 o =2T 7Ty b7 4+—b2EET2ITTH, R
FBRPITThHLRV, LA, REENA NE, FACEICRTEERRICESCESR XML
a— FAERKT B 7D OFEMHERERIZOVWTHRRTIHDOTHD,

LEX EU EXSREIFfEEE =% (International Conference on Harmenisation of Technical
Requirements for Registration of Pharmaceuticals for Human Use, ICH) http://www.ich.org/
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AXFOLTOETI, ICHXEZFULETFHIICSR # v —VORBHE RR R LMER
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1.0 BH#

IO ICH XA FOEH EOBMIL, BRRERVERECIPDLT, HOOAMED -
ICSR OEFHIEEILOVWTTATOT — Y EROESELEELT A2 L Tha, AEEHA N
AR R VYRR O A D ICSR OF — FHBIZSW TR L, BEASSR G ESESRY
EOMFITHNIET D, REES 4 FOBENT LD BT, E%FEER ICSR A ve— U 2Rt
DIEDITVAT LAOEELH T DREFRVZESL (MELYE, HENBRUIEER AR
P—%Bl) ZEMWTIILTHD, ICSROKXBRIL, 7Ty hT74—b, THUr—avk
VU AT LRBEREFE L2WT L OBEM2EEEKRIC LT REThH A,

11 EREEH

REEHA FIZBITBICSR, TDOT7 4+ —<y M EUNAEIR, REURS2SHE{OETERX
RN— b REENASAERIKRESND L 51T, FE 07— Y EE CHEESHLTWS,
P, 7T—FEARVEDO 74—y MI, HEFOEERES, BEES, 3588
EHHRMOFREMNR ¥ FEESEXIEERZ DRV L0 ED, BEOBEORHAHLE S
BT HDITE LTV D, LT, EERKOBESME LA AELEET5-DITi, i
- RAE—H T —F ORSANERIZSLERVIITC, 9 LBRITEEE2 2 0 B 5 2
T#H5, ICHE2B (R3) ICSR Db DAFEIEN £ Fid, F—F_—REEDOTE, Wik 58
SHAOT YA v, REER/ SEREOBASUTHITE 2 L2t (technical security) DR
EHREE LT,

1.2 =XHEM

P B OB AR O ORBILREOBAN b, BHYE (9 : ICSR) 0
e R B LEMN DD,

o WETE BRI DHHIL RRORECE D

o« BHERMOES

o AR AN S RAOER

. BUEEERIOER |

o WRRBKEE (ARH—) N LRRSMEN b HBEERR~OHEE

o BN RA b HIRREEHRT (World Health Organisation, WHO) . ERERRT=FY L7+
Vﬁ*‘@wwmmmCmmﬁﬂmﬂmmdm@Mmmm@~N®E%

ZLMEROTRITIL, BEERALL74—<y b . fz=o—H— R, CIOMS I 7#—h,
MedWatch 7 +—A) XIEZEFHRE Bl : 7542 - TIER, 77, 20”7 bFrR
7) BMERENS., HRBEOHEHRTRIIEEOBMBHATHEEEZEL S L, BN
Aot —VpEERRA LT — IR AR OBEE GEE TRICTAEE 7 r—<y Mih B~
ETHD, FROETHEXRORIIIL, FREEVA FERBIhTWE LS Rit@EDFT —#
HEDER LFRENERFEC OV T, —BlERH Y, I o—BRERERFARTHD,

ICHICSR EEEH A F W34 4H 128

-14-



(BEs1)

FEGIERE OBMAEM L0, 20 10ETICSR OBRITEOBREENLCETHREICK
Z<BFLTETRY, EfZEEFEROEFHNEERIERNREERSRZSHERICRAIER
2o TW3, ICHIZ 1997 £ ICSRICHTAEEENEFIEBRREAR L, L0
- OB, SITARVIESNTSE -, ICHE2B (R2) 13¥ER, RahdrBRIFfRAINT
BY. BETE O CHEMEBERE TREL SN, mr<& LEhTW3,

AREEA A RIS SN TV BEREFR IS0 ZE 245 (Standards Development
Organisation, SDO) ¢ DHAZBU THRB SN, ZORRBEI—ED ICH 2B RERIZ
hled, REELTA PR SN2 A v — VERERE LRI ICH EFH A v — VEUERE
3. EEEBEHIEROEXICET B BFIHEEER (Electronic Standards for the Transmission of
Regulatory Information, ESTRT) @ ICHM2 EWG Iz & » TR &hiz, BEMICE 2iX, HiTo
A v —EHERR X R E L (International Organisation for Standardisation, ISO) . ~/&,
R« L~ - 72 (Health Level Seven, HL7) . Bi/WfZ#/LZES= (Buropean Committee for
Standardisation, CEN) | BAF— & XHEHE =~/ — 27 A (Clinical Data Interchange Standards
Consortium, CDISC) | [BEE EHEEEEF#E (International Health Terminology Standards
Development Organisation, ITHTSDO) KU} GS124: 672 B #F+1 = 2 7 77 7F#= (Joint Initiative
Council, JIC) & ICH & WA k- CHEREINE. [ISO/HL7 27953-2; 2011 Health informatics
-- Individual case safety reports (ICSRs) in pharmacovigilance - Part 2: Human pharmaceutical
reporting requirements for ICSR] &\ 5 AFFD ICSRAFZERIEIL, ISODT = 7"9‘4’ k
(hitp://www.iso.org/iso/store.htm) Hs E) AFTEE,

2.0 &

2.1 —BRBERRV ICHOES

2.1.1 ICHEZDR—FF—

ICHIZ., BHYURBRELRVCEESERAMEILOBERZRY ANTZRBOAFHMNERD =
PRI BRHORE LTHEE S, ICHRRONEZANTWSDIXRE, HSMES

(European Union, EU) R USKER O EELBFIZET 5 —HMOEMHEREEOH N TH 5,
ZhS 3 MR ICH FkILEWZES 2L (Buropean Commission) . B/ HFEH Hi# L2

(European Federation of Pharmaceutical Industries' Associations, EFPIA) . A AXDEL FH#

(MHLW) / EFELEFHEFESHE PMDA) | AFARETEH= (JPMA) | AR AE
#5 /& (Food and Drug Administration, FDA) R USKEHFEIFE T ¥ #= (Pharmaceutical
Research and Manufacturers of America, PhRRMA) D 6 EF5 Th 5, FEHEGFEES S

(International Federation of Pharmaceutical Manufacturers Associations, IFPMA)} %3 ICH H&EFEIZ
o TWND, HRMREAEHEE (World Health Organisation, WHO) . 77 #£R#2% (Health Canada)
B OB B iy 7 B #i% (European Free Trade Area) {347 H#——L LT ICHRZBMHL TS,
ICH OF#IL, ICH 6 AR AT F— A —DREXTHR SN DEEZRRITLVITON S,

2681 REBARESFEET. BEREER LS ¥ ~HTHFI4F=2— v RUF w2 ¥
%m~/®%$kt7ﬁk%%ﬁ?étb ERHBEERVY ) 2= 2 ¥ ORARUR
FEICRALTHS
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ICH (X EREDIED, ICH 6 Hiff, 3 37— R"—RUHEROAELR L NICEESBICET 5
D B FI A = 227 F 7 (Regional Harmonisation Initiative, RHY) | F72b b 757 A FEE
iz 553 (Asia-Pacific Economic Cooperation, APEC) . F.F & 75kl 2 (Association of
Southeast Asian Nations, ASEAN) | B 7 5 75 E R B FL (Gulf Cooperation Council,

GCC) AT A V0 ERLH#IFFIF > F 7 —2 (Pan American Network on Drug Regulatory
Harmonization, PANDRH) R RAT#7 > UV 2 B #E A (South African Development Community,
SADC) DREN L5 FFE7ZESS (Global Cooperation Group, GCG) #XEL T3,

AEETA FIXICH=M (BA, EURUKE) RO ICH 37—t GCCO®RBEFRT
TICH L EE L TWAHIRIZ BT 2 EESKTSMHREERFEEEAINS,

ICH, ICH ® EWG R UMEERR L2 b N B ICEOHMIL, ICH =7 %A P AFTED,
BATRMRERE O 7 A N RUSEEICEE L2 0o il 5803, ICH M2 EWG TART
ZAHIED, ICHZ =7 A Mehdha,

2.1.2 ICH ICSRH A F54 »OERMEEH

%mmmHMBﬁ4b74/rbéF@%T%%@ﬁﬁicmﬁ)éﬁ%féf@@rhﬁﬁ
E (Data Elements for Transmission of Individual Case Safety Reports) | 2% 19974F 7 H 17 Bk
WBEHL, 20004F 11 BICHET S Nicth, BHURRSE FOZEE 2B T 2001 ££ 2 AT ICH Step 4
EZB M) HARFA L ELTRRSN, ICHIEBEHA =UTF7O—BELT, =0
Step 4 E2B (M) FA FT A X 20054 5 BIZ B2B (R2) HA RS A icdkd Shin, FOR.
EBEHRNE~DOERIT2d 7, ICHM2EWG 13 2001 4, FRIFERUSE Y Bizhdb b3,
ICSROFEZTF—FBAEHEL, ERTII LI X-TF - FHBOEELERB 720 TH
FHEGIZ£HRE (ICSR) BTN AT B EDD X vt — 4% (Blectronic Transmission
of Individual Case Safety Reports Message Specification) | HA KZ 4 v #{EfR L7,

2.1.3 ICHIZBI+A%ETIn+R

F—FERPEL, HRHEEOEHRICEROSME H LS E LD L, MEF— 7 N—
AL L DT EBANRNER CAERTEER T +—< v N TELHEE 2RI EET 2 04
EEREILSHD, TOLD, 21218 FPEE) T~ L5 I 2B XESEHMMCST IS L
ik o7, E2B (R3) Av—P L3, WEN b EEIh, BT TE-
ICSR T#H 3,
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FTRAFERTTFAVOEREEEDDEVIREET L, AREVA FIZ, ZOF LT rER
THRE SN EB (R3) A vEe—V2RETIA v - VHEERRIZOVWTREL TV S,

ICH OE# O E & bIZK, EEMCRT SN RETRELRETHA v &2 —URERIED
BRNTREE2AL5, ICHOEERRETHS ICHEEEZRSIT, SDO LB LTHRBIEE:
T EWVWIBRESRT L, ISO, HL7. CEN, CDISC ZUFTHTSDO ¢ #NENDHEHESE

(TC) RUMREESEE(LA2ED SEMFIL, IV EAVERACERRRICHSTRET, AR
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HD LB LTS ' '

2 TLEOSDO ., ABFEAOBRBET 2 ¥ AT Lo CEELEEOAR T, EHERUYE
AEHEZ L Vo T-ECRN L., BT A = T F 7B L, TOHRRAA =T
FF1I: A A—TH5 SDODKRENOCBRENZLF S = FF77FE= (IIC) ITX-T .
EEEANS, IOF77u—FRLIoTENRTNORELIZ | DOREBOEEREIIEREN,
&M SDO H HIEERRICOWTIHEOEAR L XFERV 25, ICHIZE ST, Eg%ﬂ%‘ﬁi‘%ﬂ
BREROEREEEN L, EEEOHEAENRUIANK T 2 EHERE 2 BT 57291 SDO &&E
Erp o bk, RIMEMEER L., T2 ETHRDTRE,

2.2 HEA=ZFFITTTOICSK FERBORRE

ICSR E#EHMK IR 5 ICH @A ) P OFBEXEBERZI ISO Ve V=7 MEBITH D

IS0 27953 » UCARREN., Z0#% 20084 2 HItfRAA = 7F 7 ndcs P LTERES
i, Bl ko o—ARUVBEZEHO=—XEZETH L1 L%m{tém‘u%ﬁf:%—&@
BEIHERIZE T, BEOEEEEFMLEER3 2 LI ERNRBLET T - TWEED, Z
o ICSR HEHEE KT SDO OFFER & R shi-,

ISO 27953 1. ISO FRMEEEBIRE N545 (EERLLMEST - ICSR DHFEER D“’ﬁ”"—}’»@?) N
HL7 ICSR Release 1 D HEZEHE K 18 HL7 ICSR Release 2 Tih D BB EH D/ & DB EHEE

(Draft Standard for Trial Use, DSTU) ICE-I< ABRUA vE—PHEBEREG LD THo T,
ICSR BHEHIITISO "m vy b Fut R, TiabbHL/EE (Draft International Standard) . #&#
FERA 4 (Final Draft International Standard) K OVEE## (International Standard) %@ LT
AR S, AEEREIL 2011411 A, EEHERK L LTISOK LI RBEEN,

2.3 *v t—VRERBOER

HL7 version3 (V3) # vl--UEEKIT, HU7 EESREREHOHEEN TR ShaER
EHOBWETAZE S, 1S0 1T HL7 2AEEICEEER A RERT IR ERBEE LTV S,
EOIOEICRE LI iENE 082S ISO/HLT 21731:2006 Health informatics - HL7 version 3 - =
Reference Information Model - Release 1 T&H - 723, HL7 V3 idRiE s 7 /7 v o— 0k
==X T 5 OWR Ehic, HL7 2/FF# 7/ (Reference Information Model, RIM)

SHL? 7= 74 A | http/fwww hi7.org B2BAFTE D,
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RHLIVIO3ETHD, HOWBHLT AvE—Y0RRERIESEFTATh 5, RIMIiTE
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TEALONAERMICFEET 2 ERNERENESORALRRELEET S, HLI VIV AT A
MOMEERMEEZREITROBAREXET S, HL7 EFMIEN L S RN ERY AT
LAFEEERME L FERBROEDO 2 U RCESCEERBROBRRIEFASA TS,

HL7 V3 A o2 — U1 XML o— FEEICE-S, HL7 V3 IZoWTEHiz4n Y m\%Aci
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Interoperability Standard — Normative Edition) &R S i\, 1SO/HLT 279532 SRR,
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HL7 V3 2B LR A vE—DCh D,

/1SO / HL7 27953-1:2011 Health informatics -- Individual case safety reports (ICSRs) in
pharmacovigilance -- Part 1: Framework for adverse event reporting/ & LT FFR X v/~ ICSR ZE#EHR
WOBRAaT, ERES, ERES, BUE CESIECREHHRSICETS A vE— V%
FEETHLOTH S, ICHE2B (R3) A vb—JE#BAKE. ICHER (R3) F—ZEE®D
BFMA v E—VEXETS NICHY 7y b EERE L2045 1SO/HLT7 27953-1 5 & i
#Eh 3 ISO/HLT 279532 FBHERR A Hlz LTW 5, ~ OREMEBEIY NICHY Ty b Th
5H0D, ICHE2B (R3) FTIHEHA FIZRE TV 550 vl FRFEE % 48 2 7= s % OS2k 6
KHEAT DI LM TE D, ICH OBERRSEEN OERFIZAET 5 IS0/ HL7 27953-2 1E#E
BEROEBIZ2WTIL, A ICHEEN 4 FCHRY Lg%y, ISO/HLT 27953-2 DML, 1SO
¥ 7 %A b (http://www.iso.org/iso/home/store.htm) 2B AFTE 3,

2.4 EFHICSR & s

2.4.1 WAL L EFRY ICSR TH|IT L EDEMN

ERREA R 2E®E (ICSR) HEL L TRENREETY, OWTRAREERH LT 27D
CREEND, LI, BEDTA TIA IAF, BERBBRTOLR LT, RERREBLE
bR RSO EOLOICEREN T ICSR 2EETANENH S, EFHLREILE
BIEEEEL, SORIVERVIEROLDIZERMET - ¥ 2 EBTAETA ENBTE S,
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ZEBTED,
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ICHE2B HA FFA v &2TET B0, ICHM2EWG 122001 E2 A, [ HAEAILEHBE
(Em}é$¥%/f&féf@@x/t—yﬁﬁmemmDﬂwwmmu)5ﬁm—/a
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Transport (EDIFACT) IZ X 2BFMA v E—VOZHENICEET 2 ETHEELZRSILH,
ICH i1k, HETHEOER LOBBRELE s LxEhIC, WA~—7 7 v 7EBEHENY
(Standard Generalised Markup Language, SGML)  (1SO 8879:1986) 28 ¥ LWA~—27 v
%%abr%ﬁbtoKMmeHmﬁéﬁTbEaéhééiﬁi%tyb%%ﬁ~bu
yialt '

L L SGML it 33 X B FEH (Document Type Definition, DTD) 7 7 00 —F 1L b i35 72
VY a—a TRV, Lo T IRTENO A v — VEERER XML A% —<
WESL, TORNE LT THAT D,

2421 v—4 7y JERE

1988 FEIC B THEEINTE SGML X, #bEbR#iIChizo THEREMAMEICL TR R
) NEOHSZEXEMNOEFHXETRE TR TI0IC, BFHIEOHELNEERE
BB LS FHA &N ISOEHERM (1S08879) Thd, ThEEIL, SGML OF AR
SEIFEALEELREBL, SGML &Y //7"}»&?55‘7—'77/7;:%}%% (Extensible.
Markup Language, XML) 2{EGhiz,

SGML MIE4 . MEL AN TERED THHEDHIIL 1 >D XEHESH (Document Type

Definition, DTD) %ﬁﬁgﬁ"é%gﬁlﬁjé DTD &3, SGML XiX XML Z{ElE RT3+ 57

BOV—AThD, HEIZE5 L, DTD % SGML Xid XML TErN 3 XEIZERINHHEX
(THB. Bk, I/TU‘{&U%FE%E) PHETDH, DID BERR &, THCEINTE

CBREANB L, XERZODID EENRD, ZHERY F—a v ERENS, XERED

DTD 2 AHAICE - TWIIE, FOXHFIRIED L S5, DID OFRNCiED 2V SGML,/
XML CERES L S hb,

4 Co-existence of Traditional EDI with XML-EDI,” Skip Stein, Management Systems Consulting, Inc,,
http://www.msc-inc.net/
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XML {2, T O XML 73— — 21 %2 < Unicode BEFEETD LW OSREA L H B, BiFD
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2.4.2.2 EBFHRHOAR

XML AR—F TN TRERGINTWRNI EhE, ICHIE XMLAEBERTABRIZIvEL
T3 E LT, ICSRIZXML RAF—v#HAT 5 810 L, XML 3T _TOT T v b7 =
ATHFROBFHORGECRFIFIFTES, XMLEES &, hOFETRELZA I LOTE
BRWMERELTEMEL, 2003 P a—F VAT AR TRITETZ EATREIC A2 S, XML
B AMEE (A vyE—) AOEBT o o —72R @50 ThHh3, EEEERKIC
LoTHRENRLTWBOT, FIATETDH VT AS,

5 Tittel, Ed, Pitts, Nafanya, 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/chahuneauXMTI..html

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

3

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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31R st 0..n 1..
C.5 ; O ‘
o) 0..n 1.1 ERREIC R DR ND

1HE (1.n}
AR

B

1% (0..n)
2

Y
—— 1341
o<

o 1381 (0...1)

\ i35 /

3.2 E2B (R3) @a—Fev, BERUVERE

ICSRNDERORER D L ika— Mt R Ens B EREREREET S, 29 Lk
BAREXEa—FEey FOFThH, EECEMOBNUIE = — Fie P—I3I3—i200C, %<
DT 7V r—aATRRER TS, Thii MedDRA (FEEEEMLZLE L5 HES
FECHFHE LR TH S, ICHIERROBREMN R —FY A MMIfllc bbb, — 2T, FE
BHA FTHEATHEI Lica—FEy b, ABERCERIZOWVWTHLS, 34TBETHEERICE
LN by B G R e

a— Ry FOEFRREE (B 7T—FE) 2 34BISTTS, TROEAZEN A Fos
HFLATEFOLOTH D, HHRIIF LVERERVHFLWEE LO=—XI&dbW T, RIEH

 ICHICSR R#EH A K " 2013 4H 12RH
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(Bl 1)

WEDLATRREMENDD, BRIC, a—FEy oA F— 3 8 B BFe Shi-&ifly
Z7i—<y FEUE 2EDI30RAEETE T EMEATHY., o—FEy roRFOLH
EEAICIINZEEICR VWS DT IMNENRD S,

o Ry MEEE B T SRBIT +—v v FRUE) BABELEET
O BBIAED B, T 5 LIAHBIATEEY A FOA% L RE D<A TEb S i
. | 535510, a— ey FORFOHEERS TS HREICEOADE 5 RER
5, | .. -

7 Px 2 FEFIF (Object Identifier, OID) &, 7 V= F2RETLIHRDOENTH S,
ZOEINI, FHEESEGHES (International Telecomminications Union) ASN.1 EREERIE 2 A
LTEXRBAE S ERBEE L T AMEMERT. BFARATROOh e —fE DT,
X 7507 LENE TR MELTEREND, FIAIX MedDRA &\ 5 AIFESIL OID
2.16.840.1.113883.6.163 THFE SN, IN% 77 FTEF & [joint-iso-itu-
t.country.us.organization.hl7 external-code-system MedDRA| & 725,

| OID IR F BT AL TREBEANDATT A LR TE, AFLLBRRLER N
T4 BT HRME ¢ L THF DM F TV =7 Mo FO O 223 LN TE S, ICH
. ICSR A v E— VBRI BWTHERHENRS 2— FERZHT5 OIDZEA LTS,
REDFHK 1~T7iTik, ICHICSR DF —FHB O 2 — FMEZ#ER &N 57T 0D 0—RKER
T, ICHABGEL ODDO—BIXICH 7 =7 %A bWBAFTED, £ 1~TD OIDIZML T,
—MOEHOER BN KR A7HIc, HL? PEE U580 OID 2 ICSR A v E—TF
AYs il RESREEEOT—HEBE Frd4 LUFLs T, TEME & (HE 2K
Hicdh, TRERERZ 0D EHEATS) . Thb o HL7 B& OID FLIToRIZIEIRERL T
WRWA, EEOFERICEILTTToO OID 24481 (D) OS&BHICTRT, :

ICHICSR =3 A K 2013448 128
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(BEs1)

3.21 IGSRAvE—CTHATIRABRUER

3.2.1.1 ISOEFHSER (Identification of Medicinal Product, IDMP)

ISO i ICH M5 EWG &t CERRICHET 3 8o m e b3 2 - bic—E0ERNESH
FBLi, ZNHIERERE, ARV ERVOEEMNREL DY v BRI T 5
BlFOHIE 6T, EREEPEL A OIS0 EL 2Ry (B A8 Lo
< v B EARICT A EBENTF b ED,

AREET A FOAERBIC, EFZHF (Identification of Medicinal Product, IDMP) @ ICH M5 £
RHA FRAFHREL 2D FETH D, 150 IDMP IEHEERMEIIA ICH M5 A 1 FOERTH
D, UFE2EL,

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

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

* IS0 11240 Health informatics - Identification of medicinal products - Data elements and
structures for the unique identification and exchange of units of measurement '

» IS0 11615 Health Informatics -Identification of medicinal products -  Data elements and
structures for the unique identification and exchange of regulated medicinal product information
s ISO 11616 Health informatics - Identification of medicinal products - Data elements and

structures for the unique identification and exchange of regulated pharmaceutical product
information

" ICHMS5SIDMP OB EERTAT — Y EHBZAXLEIAEICELL AT, L»L. ICHMS
IDMP FFEITFERIF (F : =2—F) XNEFOEFRRVESIT. ICHMS EBIEH A4 FAFIF
BRI RAETEREETA FEZOFRE 2 — FMET 300 RBHERIZI SV TOIRTEEY
B’BRT B,

5, AERUEIT (52— ) 3, M5 IDMP FEAEREE SN 3 £ ClR4 i

o | IDMP @ MS EBRFEFFIHRBRIC R 2 E CRTF— Y EBREEL— A2 EET
TEREELTH LU,

ICHICSR EIEH 1 F 2013 4R 128
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(Bl 1)

#1:E2B (R3) ¥—#EHEEUIDMP OID

D.8.r.2b - EXGBEEITF (MPID) | 1IS011615 MPID

D.8.r.3b BHHHF (PhPID) 15011616 PhPID
D.10.8.r.2b EERANDBAT (MPID) 1SO11615 MPID
D.10.8.r.3b BHEHHF (PhPID) 1S011616 PhPID
Gk211b = | EESRIHIT (MPD) 1S011615 MPID

G.k2.1.2b SAIBIF (PhPID) , ISO11616 PhPID
G.k23r2b s HERSOID ' 15011238 IDMP Substance

1S011239 IDMP Dosage
Forms & Routes of Admin

1S011239 IDMP Dosage
Forms & Routes of Admin

15011239 IDMP Dosage
Forms & Routes of Admin

Gk4.r9.2b EXESHBOID

Gk4r102b | HEEHEOD

G.k4r11.2b B~OREZRBROID

3.2.1.2 MedDRA (EIRMERMEE)

[FRLIEIR B (Medical Dictionary for Regulatory Activities, MedDRA®) (IEEL R TE OfLd
ERMS (ERERRORTIFL2Y) OFRLEETIFEERFROMRCEREhIE
RHEEETHD, ZhbDF —F % MedDRA FIFEE#EY v Moa— FET5Z & T, HHER
BOBMEAEREFRINEOEELFRICEET 37— 5 2 L0 SREUET LT 251l

MedDRA %, ICH 23BA% L. ICH DB & LT RET# 4= (International Federation of
Pharmaceutical Manufacturers and Associations, IFPMA) MBETA L T35, MEAFEEHEM

(Maintenance and Support Services Organization, MSSO) 3 MedDRA DFH, #FF Kk UE A £1T
5 &L bHiz, MedDRA &, BEERAR OHEIMBATOZORMICET2RFHEREZREELT
VW5, MedDRA BFHFITABOEERELHHET D, MSSO ITXEBRMICER L THHEM®
TN—TRBbHY, EOPMAEPLEBRSNATATOEREZHFEL., TOREEFCHRICE
BEEET S,

JCH ICSR TRWWER T A ERS, EXHoFEMMEn., HERERZ Y, 2 0BEMEED = — ML
IZ MedDRA #8715, BATFOFT —#THE Tik MedDRA /&5 (LLT) X% =2— Re& b
ELT+3, 1 2OICSRIZDOE 190 MedDRA A— Y g5 W LMFIATE fnc_b\: LIZEET 5,

10 2 5138 OIDBR = — FOFARARRIC R b ENOICEERAOND,

11 = ¢ MedDRA DREBIL MSSO @7 = 7 ~— (http://www.meddramsso.com/) 7> DE|HT
HD, FLLBEDICHRBET BV =7 _—VaERIhi,

ICHICSR 84 A 1 2013424 8 12A
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#2:E2B (R3)

F— 2 Y5 B BT} MedDRA OID

(BIE 1)

T A

BERUHLER (R, T4

D.7.1.r.1b B o (ModDRAn 2.16,840.1.113883.6.163
D.8.r.6b fEMEEH (MedDRAD— K) 2.16.840.1.113883.6.163
D.8..7b /4% (MedDRATI— ) 2.16.840.1.113883.6.163
D.9.2.r.1b |ESHAEE (MedDRAT— K) 2.16.840.1.113883.6.163
D.9.4.r.1b BRIZEBEE (MedDRAT— F) 2.16.840.1.113883.6.163
D.10.7.1..1b %gz%zgﬁ?%ﬁgﬁi’fﬁ If’fﬁ/ F 2.16.840.1.113883.6.163
D.10.8.r.6b fMA®h (MedDRAS—F) 2.16.840.1.113883.6.163
D.10.8..7b 2l#eR (MedDRAZ— ) 2.16.840.1.113883.6.163
Ei2.1b BERHEER (MedDRAD—F) 2.16.840.1.113883.6.163
F.r.2.2b B%% (MedDRAZ— F) 2.16.840.1.113883.6.163
Gk7.r2b BMAER (MedDRATI— 1) 2.16.840.1.113883.6.163
H.3.0.1b BESC & SBIE ERRRU/ B | ) 0 0001.113882.6.163

B AREH£0ESE (MedDRAO—F)

ICHICSR EEH A ¥
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(BEs 1)

3.2.2 1CH ICSR BI=HER & IO A+ 30— Ky FRUA TS 4 FHATF (Object
Identifier, 0ID)

T DT, ICH DB fER Shie A 4 FICEHET 52— FEy R OID —

BEPERTE, ThbDa—FEy MIICHIZL 2T, ICHO DIz XN,

%3:E2B (R3) ¥—#EBRGICHICSR A v —=2—F OID

(BEIZHCRYIET)

N1 NRYFAOAvE—SOTEE 2.16.840.1.113883.3.989.2.1.1.1
C.1.3 WEDER 2.16.840.1.113883.3.989.2.1.1.2
C.18.2 FEFOE—ZIES 2.16.840.1.113883.3.989.2.1.1.3
C.1.11.1 HEWHEBE 2.16.840.1.113883.3.989.2.1.1.5
C2r4 HiE 2.16.840.1.113883.3.989.2.1.1.6
C.3.1 EEEDES 2.16.840.1.113883.3.989.2.1.1.7
C54 ElifeA  AEERMERSH-BBOBE | 2.16.840.1.113883.3.989.2.1.1.8
B'} 1 '1 - BEOBHEIBESRUTOHRRE 2.16.840.1,113883.3.989.2.1.1.4
D.2.3 BEOEHT WEFORRICLD) | 2.16.840.1.113883.3.989.2.1.1.9

. r. - - . R
E.i3.1 2 ;ﬁ"‘k STERESNEBMERAE .| 5 16.040.1.113883.3.989.2.1.1.10
Ei7 BRESEORER. EEE2DER 2.16.840.1.113883.3.989.2.1.1.11
F.r.3.1 BEHR — 2.16.840.1.113883.3.989.2.1.1.12
G.k.1 EXSBEOMEMST 2.16.840.1.113883.3.989.2.1.1.13
GKAr102b | BSBBOD (E2B (R2) ) -

' 2.16.840.1.113883.3.989.2.1.1.14
Gkdr.i1.2b FAOEBEL£BOID (E2B (R2) ) : _
G.k8 ' EERICH L TRLOIMLE - 2.16.840.1.113883.3.989.2.1.1.15
Gk9.i4 EESTRIEREBRLENT 2.16.840.1.113883.3.989.2.1.1.16

o= 2 —
G.k.10.r ERRIHET 5 ZOHOMHR (3— Fik) 2.16.840.1.113883.3.989.2.1.1.17

ICHICSR F#H A ¥

-
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(BlEs 1)

7 4:E2B (R3) —‘f’—&ﬁﬁ&tﬁ’icmcsru vE—Ya— KO (ICH HIBR{ UCUM z1—

R
CEEAIT L BRE e L T MO e
D.2.2b BER  EEZREEHOER (B 2.16.840.1.113883.3.989.2.1.1.26
D.2.2.1b R TORMER AEFRRANORBY | ) 0 040.1.112862.9.980.2.1.1.26

R (i) :

D.10.2.2b HOSE (84) 2,16.840.1.113883.3.989.2.1.1.26
E.i.6b BER  BEZZOEHENM (B 2.16.840.1.113883.3.989.2.1.1.26
G.k.2.3.r.3b E8 (B 2.16.840.1,.113883.3.989.2.1.1.25
G.k4.r.1b e R (BN 2.16.840.1.113883.3.989.2,1.1.25
G.k4r3 BEEROES 2.16.840.1.113883.3.989.2.1.1.26
G.k.4.r6b ERAFSHAM (BAr) 2,16,840.1.113883.3.989.2.1.1.26
Gk5b Elggfg)/ RERRRRTCTORRRESR |, 10200 1113882.2.989.2.1.1.25
G.k.6b MEEOERNMN (B 2.16.840.1.113883.3.989.2.1.1.26

‘ . EEXEROESHEBMIERFERRR '

G.k.9.i3.1b W TOBMME (%) 2.16.840.1.113883.2.989.2.1.1.26
GX.9..3.2b E%%*@‘ﬁ%‘ﬁ“’ﬁﬁﬂ/ AERRR 2.16.840.1.113883.3.989.2.1.1.26

BRETOERMBR ()

Er3.3 VBERER] KOWTHEANEHD, ZOEBIIEe RE 2 i L4570, ICHIE
ZOEA R LTHIRESM UCUM 2— FRRHE L TWiy, FDVFA0 UCUM J X vl
UCUM 22— RERIRTAEILEATE, FIZOIDBRE IR TVWES,

ICHICSR Zi:H 4 ¥
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#5 :_EiB (R3)

(AlE 1)

F—ZERAEICHICSR A v ¥E—Y4FIZEM OID
N.1.2 Ny FES - 216.840.1.113883.3.989.2.1.3.22
N.1.3 Ry FEREERMNF 2.16.840.1.113883.3.989.2.1.3.13
N.1.4 Ny FREERUF | 2.16.840.1.113883.3.989.2.1.3.14
N.2.r.2 Ayt SIS RERT 2.16.840.1.113883.3.989.2.1.3.11
N.2r.3 Fu—DREERIT 2.16.840.1.113883.3.989.2.1.3.12
) Mg e — )L (= [E ==} 23 . ’
C.1.1 ﬁ?%“ cIRERO (R REERSH 2.16.840.1.113883.3.989.2.1.3.1
C.1.8.1 R4 1= B4 O BRI F 2.16.840.1.113883.3.989.2.1.3.2
ST | EARATORERR UM 2.16.840.1.113883.3.989.2.1.3.3
C.5.1.r.1 BEROEEES _ _ 2.16.840.1.113883.3.989.2.1.3.6
" | c53 HEMKEE (RAEHY—) ORBES 2.16.840.1.113883.3.989.2.1.3.5
SEOLHRERESRUTOMEER B
DA11 ERHEES) 2.16.840.1.11388?.3.989.2.1.3.?
BEDEEREHESRUTDIERE (FM . ;
D1.1.2 B EnRED) 2.16.840.1.113883.3.989.2.1.3.8
‘ EEQLHEREERUVZTOERE (FIR ' '
D.1.1.3 B ERRES) 2.16.840.1.113883.3.989.2.1.3.9
BEODETSELUVUFOFRBRERES (Hix X
D.1.1.4 D COEEEHES) 2.16.840.1.113883.3.989.2.1.3.10
G.k.3.1 EEHEES 2.16.840,1.113883.3.989.2.1.3.4

% 6: E2B (R3) 7 —#HE RHERLE A v E—PAHIZER OID

LERMEEEREL o 0 HIGHOID e e
ACK.M.2 BREENN v FRIEERNT 2.16.840.1,113883.3.989.2.1.3.17
ACK.M.3 RERE Ny FREEEANF 1 2.16.840.1.113883.3.989.2.1.3.18
ACKB.r.3 ICSRA vt —UHRBEERES 2.16.840.1.113883.3.989.2.1.3.16
ACKB.r4 ICSR# vt — UREGEEEE 2.16.840.1.113883.3.989.2.1.3.15

ICHICSR EHEH 4 I
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(Bl 1)

%7 : ICSR/ FE%"EJE%#EE@E%F?H{J om

EELI-FHarva—F 2.16.840.1.113883.3.989.2.1.1.18
Pegia— K 2.16.840,1.113883.3.989.2.1.1.19
B7L—Fa—FK 2.16.840.1.113883.3.989.2,1.1.20
BYtshiI T4 F o O/Ba-—F 2.16.840.1.113883.3.989.2.1.1.21
HREMRI—F 2.16.340.1.113883.3.989.2.1,1.22
HEHBAHF—F 2.16.840.1.113883.3.989.2.1.1.23
Froiarys4Avya—F : 2.16.840.1.113883.3.989.2.1.1.24
XE&ERA—HFAF—a—F 2.16.840.1.1 13883.3.939.2.1.1.27_

3.2.3 EIRMREI—FEy b

— ZTH, ICHIC & o TXIT ICH D72 i FFIICER SR e b TRARVWB ZOF A # v R
B9 52—ty NRECOIDD Y X F&FT 5, ZhbDa— iy MNIICHBSO#E
RUHAER - TEEEEREHRTERNCHERSENTVS, TOD, FEERTT +—
vy MIEDOa-F2#ERLTWHEEIC L > TERSLDbORBES LS,

AvE—UPCHERENAEREES— FEy FNRGOD KIEUTAS 3,

e 1SO3166Part1 (alpha-2) — BRUE D FRESOETRI— F — Part 1: Fla— K. B4,
BRERUHE FOEERZFHOBIMBROATEEET D, EEF230FEa—F)

o ISO 5218 — EMMBEANT — & f DRHEROEDD =2 — [, |

L] ‘ISO 6392 — SEEELETODEHDT— N

s UCUM— FEEGD#H = — F (UCUM:The Unified Code for Units of Measure) . k3¢
F AL FEREMEh B2

o ZHDLDIATa— Ny MEERTSICSRT —XERB 2 KRFIEET 5,

12 http://unitsofmeasure.org//= UCUM iZ0W\ T DRI BN H 5,
xml X} html JE3C http://www.regenstrief.org/medinformatics/ucum/downloads %> & UCUM bk
B a— TR EMTED,

ICHICSR £ A F ' 201345 128
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#8: B —FEy | OID

(BUE 1)

. ISO 3166 Part 1
C.2.1.3 wEEDEI—F (alpha-2) 1.0.3166.1.2.2
‘ g = - e IS0 3166 Part 1
C.34.5 | EEEQER (Ba—F) (alpha-2) 1.0.?166.1.2.2
. ISO 3166 Part 1
C.5.4r2 SBROZEE (alpha-2) 1.0.3166.1.2.2
D.5 1£31 ISO 5218 1.0.5218
D.10.6 HoOMR ISO 5218 1.0.5218
. E—RIERRICE VBESAEEER | 1SO639-2/RA
Ej.t.1b S EEESOSE (alpha.3) 1.0.6?;9.2
Eio A EEESARRLLEORY | S0Pt |, 03166122
(alpha-2) , ‘
F.r.3.3 BEER (B Ucum | 2.16.840.1.113883.6.8
" ' = ISO 3166 Part 1 '
G.k2.4 EEXREAFLEORR (alpha-2) 1.0.3166.1.2.2
' o sk ISO 3166 Part 1 | |
G.k.3.2 B PE (alpha-2) 1.0.3166.1.2.2
H.5.r.1b @lﬁ%&tﬁﬁ&%wﬁﬁwnﬁisﬁ 'S(SIF?,?;%’RA 1.0.639.2

EFRicEERL2WESS 1 2h 5,
O TR EE OERRRIT
FALTa—NMEeEansbiFCiddenizth, EFITTEERTHRL,

REHFTLICEAD (GEF) E2mERMNF]
(C.1.8.1) THERIITWSEHFiZ ISO3166 Part 1 %

L, Zh b D)

(C.1.1)

TRZOERO—ICISOEa— FEREHER L TWS, j:CllLE@’é‘EﬁﬁJﬁG)i%!%
ZBROL,
3.2.3.1 180 3166 @a— FOHA

BERERIZ2MERE (ICSR) NOEES, FEES, BEAXRIREECERTIREDOT—
FEATCEHZEET S, 2B (R3) TRHE=—F2E#ETS7—FEBIZBWT, IS0 3166-1
alpha-2 28R T 5, -

ICHICSR =& 14 ¥ 201344 H 12 R
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(Bl 1)

3.2.8.2 Awbk—UTva—F T OER

ICHM2 2 ICHEFHA FIA L IESNTERSNETRTOR v - BT, XML
Awt—Vrra—F 07 UTF-8 DER MR LTV A,

3.3 ICSR DEEICEET % ICH E2B (R3) itk

CE2B (R3) OfthEi:. BEESVCOREEERUFIAOEE 2 L, [CHICSR D% 5 — ¥
IHB OFEMBESEEED TS,

3.3.1 BEBRMHELIER
FR R RLEEEIRIERLELHFRE LTOAL ELUTEEATHRITHER BAW,

o —ADBHTEZHE B TE DBEOREIEROF—FHEOWFhh 1 TR
HEEIBNRD (B A= x i, Eh HRD

e — ADBRITE HPEE &mr%5%¢%@%mrm@ﬁw7—¢%a@w¢nm1o
ThEoEEZLND ({FJ A= x N, (¥, B

o 1OORIER/ BEES CUER
C e 1 OOFEREXIIHE R

E:RObEhd IBREROER! 22T, ﬂif.i?ﬁl/f\ﬂ/'C‘LJJH@iﬁ‘iE}b-—/vﬁ)T?—E'é‘é tb
HD,

MEITEDBE (] A = v, FE ) UIMBIcErHEE W (=
Yy, ERT. W) ORECEEROT - SEEOVThAR 12 TR EELL
nd, TOMEYZIZOWTXICHEZD A K74 518
(http://www.ich.org/products/guidelines/efficacy/article/efficacy-guidelines.html) WHEEL

O WHAT VAR H D, £, BELHEERRA—ADOZLbHD I BB, 20H

| B bRIEMOMERETB - LTI EE 2D, BABRE#EERCLY, BF01
=X NREDMOBEFNFEMEGETI LR TERVELDS, L
L. ZNTH DIEOTF—FHBRANTERBERHDZ0T, ZOF—FEHIT
DWTHFIHDFR & ZRfT 5,

3.3.2 Ayb—VADT—2EAOES

ICSR DBRETBET 2 H A ¥ 2k, B4 ORIER / AEESBELTMT 50 FRALTA
TOEETF —Z 2 EET DD TORERET, ZOHAF AR LA v E—JF
HEHFIEIL, ICSR 2 DI EETH I ENTE S, LL, #«ror BEICBNWTTRTHT—
FEB OWHREBAFAREIIES2VWTHS S,

EER B LALOICSR THAREHOT - Y HABTHTHY . EOTTHEEIIAR,
ICSRIZEBTFHITEREENS L), RO TCHEEOT —FEBICEREIV B CALE X2y, Lk
L, 7—7IREBRETHIBARZY Lo Rod, REENL 2O, BAGRR#EE
IZE->T MR 2hTnahblhdhimas &m%ﬁ&%ﬁ%béohmioﬁ%Akm
EEEF RITHERETF —YBHICETI A v E—PREDH T, TRV EEUFOERS
Y, :

ICH ICSR%%?&H’ F 2013448 12H

230




(BhR1)

Z Bz, ICSRICERENSFEBLEREHR (3.3.1HSHR) DIEhi, BEFEUICRAET
A HhOFBRERLIBHTRETH S,

EEEBCLEAD GER) ZLMWESRIT (CLD
e DOfEE (C.1.3)

FHREORFERATFE (CL15)
AEFNILZEORSBEOREEW T2 (CLT)
R EF ORI (C.1.8)
M|EFOEa— F (C2r3)

BEHEORE (C3.2)

- (C.5.4)

3.3.3 —E&RA _
HETHRIIRSTHAI L MNEE UL, ICSREFHTH B DITIRIERLERERE v
FRLTERIND. ZOZ LIEXREPOERE. BNERECEEIEES D & EH
EELHLWAIBEO ICSRIZHTIEES,

EOEER TRERMLOME) OBE. YHEER,/ AEE2RRE SRR OER

AFLETATORFRIL. e T5 E2B (R3) T—7EBRCEATREZEEREZ2HEY, =
EITEELENZ 7 —~ v FTRETRETH S, IHHDHEITE, IS0 (H=—F, #
Blz—Fk, EEzT—F) . MedDRA () : I5RE,. AWM. BHER /EEFR) . UCUM

(FtEOBEA) . ECICHMS (IDMP, L IE32.11BEB) Bhd, it

ERBEBRIND,

WzoNTIAE

OSSR TN RNF—& (B : AR, SALDRER. XL Y) Ok
T A FORENTHHN. 3.5 HCRINEEHEE D b DEATHARIE 2 AT 5.

3.3.4 fEMOIERE

ICSR 11, EELZLRBERICRT 3A4MEOBEEERUCEBHEICESNT, BRAZRES
RUEEEMCREELESNA T L BHD, - OEBELER T, BEEIT ) REENUBER
BT A EEMAE AT LARVIEY . SHEAIzoNT FELE] ESAES eGSR g
MITEE L TITR B,

BB oY, LTOF—FEAIZOWTRERNTRETH D,
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(Al 1)

o REFTLEAD (EH) ZEMHERITF (C1D

o EROBAA (C12)

o BHREFLEMIREBAFTENEA (C14)

o FBEOFHIEBAER (C.1.5) '

o FIATEERZOMOEENIH 55 ? (C.16.1)

o AEFIILHMEORIBEOREEMITI? (CLT)

o EFIREMEREOREHICETIHER (C3)

o HFEEHTLOEBEOERE (Bi32)

o ZOMOFER (Fr.7) '

o ERGEBWER /FEFHROEREMSE (MBS LHRYIET) (Gko.i2r)

o REEHFWLDRHA (MESUHEYIET) H3D)

» EEEOCER (H4)

¢ ICSR ®FLMT— & HH DHERR _
.CﬂB®?—5¥EKMi\%ﬁﬁ@MﬂMA%ﬂﬁthﬂ%A:~F@?“?ﬁﬁ@ﬁ
FBMEETH D,

Mt REOICER OREFRBITF] (C.18.1) BFE LT THD ICSR BPEHFET HHEEC, R—fE
BIOHMICHEREHR AWML b ic iz HEFIORFEBRAFR] (CL5) BRALTHS
ICSR PEEAFET 2EEVH D, TRL I RBEE EROBM) (C12) CUMEGIRSE
DEFHEET B,

3.3.5 F—HRBEBEOI7+—7 v MIDOWNWTOTEES

E2B (R3)}) 7 —FHBIIMEERARY U —BEE T, 2L TSHERUERIIES 2SR AR
UF%R%T%F%%&&E%BQ_Ohk%éné BRGRFOT—FOXREIZ L > Tk
DL IS END,

.« K4yA
C.1—EMIZ M & DD
C2—E—RERIR
CI— R EEMMEDRER I ETIHER
CA—5|RI3CEk
C5—HB DR
e X5 B
o D—HAESE
o E—BER /AEES

o 0O O 0O O©°
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(BlF1)

o F—HEOBNICET 5 HRER VLE DR R
o G—EERER.
© o H—EAMER VT OMOFROTE

EMER / BZEES% (Bi) XXEER (Gk) OBRVELEZFRIIXFE M) RO (k) Wz, [
TEOF—FEEAXRBEFO7 o o 2 BBV ELARETHLI 2T L.

REEGA FOF—FEAOESERE B R2) CHEASATVALOLE
o Tna, '

3.3.6 F—HAHD—BEINL—
» HRZx—vy b

HL7 iI—@ 7 +—< v b, CCYYMMDDHHMMSS.UUUU[+-ZZzz] CHBZFHETZ -0
7i—vvb%ﬁﬁ&Eﬁ@%ﬂ%@ﬁﬁi?%éﬁﬁ%ﬁ%éo:@Hﬁ7ﬁ—vy%&
& HEREE T S R 5B T ETE S,

ICHICSR # y&— T RO B 2EETSH 2 LTI, HEsh 5 HEE TR
EEITHIHE. BREN [REOBM) LBRINDZOEH D, EEELEERTRILHE
h®VZTA%§Ef6%§#%6(W WEHRER 2722 4 7€y N EHT D) .
IOV THAREN A FORBRUEBROC &, '

MBCM)kOwTH 34IRTRMT—FIHA D kk%ﬁﬁ@ﬂﬁ?ﬁvﬁwéibé

ﬁ%ﬁﬁ%%fd$—®7i—7/b(dﬁﬂmmmmMMﬁUNMMth ‘
Tﬁﬂ#%iﬁﬂ"én ZDT7F—=v hTH, ﬁﬁﬂ?ﬁ%@ﬁﬂif@ﬁﬁﬁﬁ%ﬁ
O _teéfﬂ%f?“elﬁﬁ“é LHTEB,

34%TEH7~5EE”kL%ﬁﬁ@FEVAW%TT# AFTERIBD S -
DRBERET~ETHE, .

o [EHEY G TRRES araﬁ;ﬁ*««c%aﬁ“cﬁ 5 (FAE F#@ B CRIEL I T,
E-REBFCIYRESIEHEER 8554 (Eilla) RO BEECESSIE
EFEERCBEFEFOER] HSD )., Lial, RAotE—Yaryba—A7 o7 b o/3—
HEHSO A v —VRBAOSEa— F2XBT5, SHSOERETA FEsROZ L,
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(BER1)

o A— MBI EBEMETAERTS,

o EU, XERUVAADED, ICHA TV ——Thi LIS DE il i : T F RO
AA R) TCi33E L TICSRIZ MedDRA ZFIf 95, MedDRA = — F{KIZ ST T RTH
F—HHBIZOWT, BRIFRFIC Lo TRESNEBER  FEFRITED LT
% MedDRA LLT B #3255, MedDRA LLT iCIEREIC —F L722V i, S—kISHMIEI
Lo THEShILAEESR /BERICRLTLT 3 LLT HEICT 5, EERODRICET
LTI OVWTI, EHRRD ICH & MedDRA Term Selection: Points to Consider] % £:F&
Shicw, REERMEORF OBIE X [Diagnosis and sign/symptom| K U [Definitive and
Provisional Diagnoses with or without Signs and Symptoms] OEIZER STV 5,

o BEHEICX->TH, EFMERIFERETRSORTPEEOEECETIAESRT O TS -
Ebbhb, BT -FHEHER, 2RTEENELHE-TESLENE 74— v P TR
THZEOTERVEBIMFRZRIET A DI h B,

¢ 1DDICSRATIL, 190 MedDRA /3~ a DA EERA L THYET 2T TOF— X 1E
B %=~ Nt 5, Licdi->T MedDRA AR ANT B TR L/S—20 5 >0 MedDRA
BREESNRITMIZLRY, 2L, EHOICSR & 1 2Oy FCRUTIHEE, 20
Ny FHNOZNENO ICSR R B, 3 20 MedDRA 22 L TH Ly,

MedDRA = — FILEZERT 527 —FHBEIK SN T, 120 ICSRATIER—O
MedDRA N—Ta CEERALARThiITRLEW, 7270, EEOICSRE 1o

o Ny FTRETIHE, TOAYyFNOTHITRAD ICSRIFER I A—Tavm
MedDRA BB L TH X\,

PLFizonwTaETd L,

¢« BF—SEBOTF-SBEBLUTOLICRENS,

o A=Alpha (F) : ZOF—FENFIEL LT, ICSRIZBVT, Fixid THEEQEa—
F1 (C2r3) -2A % ISO3166 BEHEBR LA b3 b okl 5 A EHAE NE
LT OHLEOT—FEETHERASND., BFEF—F2ERTIXEHNT— FIEH I,
FIZIE TIP) DX SETAT 73y bORITFENTELBEZ RV, BEESE P LN

- o T R STEE 2 TR0,

o AN=AlphaNumeric (EFLEFE) : TAT 7y b, 8, BEITFEL2STrr LRNTE
LXFHF—HEA, #: [AB-19.9901157) , XML O3 CTOMF@Iz-VT,
http://www.w3.org/ TAFR S TS WICIHEREITE S, Fxid, BRF—FEE T XML
BHRIXFTTHDL> <RULBPHTL 3846, ThbrEILthEh&et, &It R U&amp
WEBEHZ B,

o N=mumeric ($5F) :HBHEBRIEER, BEXIEBE/NMUERTICAWV LA S0~ E+-"
@j{$®7j~%ﬁ{[‘j{$§ﬂ‘?“5’rﬁﬁa #] : "1.23E-1", "34192", "32.12". =i
X RV, _
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(Al 1)

o Hft: &I (A) BR _
o T—ME T AEIRB TR X o TURENS,
= Tfalse; rnojl lCHH4 5
" itrue] lyes] *ITHY T2

" rqull flavor | ﬁiﬂi:ia‘(‘%‘%?ﬁﬁﬁé%ﬁﬁi%éu HL7 iZ2h 5% (null flaver)
LR, (TR . '

SREEF A FORMLE. = OA—MUEHNE 1255, [TEBREOBRIRG
(Gk25) T, ZZTik Tuel XERTOEBREICHES,

o TRCOUDET—FHEAEZICSR A v E—VO—RL LTETEDDIMERH LA, £EH
B OEEIINEBETIIEY, RAFTOEBEERX XML LB LHBHD, RADDH
FHIBHIZ, A vE—UBEYTHA0I XML LizBEh2idhide by,

o BRAEATHEAATLTEI2TRITREAWVIC bbb bd, A5 ICSRD—HE
LTRZELRTNIERLRWERYR H D, HLT A v~V TIRANOEE OEEPF
BT, FOEHBEZa— FMMELTF— 432 0EBEPHBAT A LB TES, TOD,
BETHIABERRVKEEBZSDADRA v E—VOERBTRETH D, ZOFRAN
DEROBEHRLTYZ ullED [flavor FE) | LFEER,

o null flavor : ICHICSR tx, BISEHT T Y —2 T T 5 DICRO HLTEERBE P LD = —
FEE5, $FEMIT W TIHERESIE ISO/HLT 279532 2 BB b, T—FBICL > Tid
Zu-civimll flavor 3 5 (] ; FEREFT —FEEHIZEBIT 5 PINF KUY NINF OfFH)

o= AR | E#

" No = OBSMED BIEVAR HERLIERTE R, SRR L EHE
Information FISMETH D, BIMEOHEHET D H 5,

| ZDERROWTODAFRTRAFERITIH D, BTEmKk, BARRR
EXIXENUANOEE TREES T OBRLRE LTS, 2O
MSK | Masked PRI T 7 ERTAHOMERAREET RS bHH, & ZDmll
flavorEERT5 - L IC X VEAEREBER - REEART—F %
BT FICERRME R TR TH D, BT, HRPEHT I LR
EHFILESOEEFTLELMERDIREICHRT S,

UNK. | Unknown HTTELZENREXTHATH S,
NA Not COEE TS TIIE ZBEWRER R B BEOREORRAR
Applicable =~ | H) .
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(BlEE 1)

a-—-F | 4H EH

ASKU Unknown Bhaf) .

Asked But BHRAFERSTNEER o7 ()  BECRBRERBETIND

NASK | Not Asked ZOBEBDAFRELZ TR (F: BElSnhioa)

Negative _ - "
NINF | B ADERKHL,

Positive A
PINF Infinity EOERKE,

5

ICHICSR D2 — K& LT null flavor B ED & 5 T TE 02 ROBITRY. “hbofic
BWT. 7F—F EHHA OLARNE<!--comment tag-->FI D = — R{IL X £ HEORICENRS :

1 1. null flavor @ MSK C Masked ({REHHRTWA) | &3,

<componenttypeCode="COMP">
<adverseEventAssessmentclassCode="INVSTG"moodCode="EVN">
<subjectitypeCode="SBJ">
<primaryRoleclassCode="INVSBJ">
<playerlclassCode="PSN"determinerCode="INSTANCE">
<namenullFlavor="MSK"/>
<l-~ D.1: 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"/>

#1 2. null flavor © UNK € [Unknown (F83) | ®#+,

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

<associatedPersondeterminerCode="INSTANCE"classCode="PSN">
<pamenuliFlavor="UNK"/>
<l--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"/>
<l-- D.10.2.1: Date of Birth of Parent -->

</associatedPerson>
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Gl 1)

3.3.7 ICHE2B (R3) F—4XIHE MM

FTATOE2B (R3) #—5%&5&0‘} wE—CHER J4AEOEICEITS, E2B (R3) F—4&
HHORIZUT 2 &L

o THEHAEE

o ARFEHEHNA FOAML, BERUEEA v E—VOF—F BRI ACK OXXFRBH <,
{5l 2 3%

+ F=FHENI12 Fi3.4&5'éé¥5@‘§‘6 Ry FES 18T,
» ACKMIIBRER I oHF I ailBid HERIGENAyTHE] 2T,
o F—HHERL

o £EIB (R3) F—HEEOELWAAFECQWTERZEMT 2 (FHEOEIE] 2F
BERT, :

o [EAHET W, U 7~&@E®ﬁﬁﬂ%ﬁ#&%m%T? %@7—5ﬁﬁmfﬁm
Bo7z) BB (. Y%A v E—PERFELEENTIED) WXV HEEERTED,
hﬁé%én5k17—ﬂébénE*éhé%ﬁ@—%%ﬁﬁlm)fﬁﬁ%%ﬁjm
HRT 5,

. r%—ﬁ@J&U?—&ﬁﬁ&—?~ﬁﬁﬁram?—ﬁﬁﬁmﬁ%ﬁfﬁik%hmﬁw
TF—FBERTEXTEHD (A BT, N EF. AN BFLHEF) . =—Fey &
BT 5F—FEBICOWTIE (i : By — &ﬁﬁuﬂ) WA %%“ﬂ#é&%
MOWE DR TRFOEBEERINERS S,

o F7Yxs MNEEBF (Object Identifier, [OID} ) —HED 2 — FU A b XIXLARTEM BT —
&rﬁa YT BEAICERET 5, Zlia‘%z?éﬁ/f FIZ5R9 OID i ICHICSR @ XML # wi&—
CIZERT 5,

o Al XEOF-FEBIAY S BEEFT,
o (E#HA—A] X—EOT—FEE ORI —VICET 2B T BET 5,

AFEELTA Fo A vz—VHEET, mH%/ﬂ— LVER. 8BS EA—AThB, 2N
OB TS ENDICHICSRXML A vE—VICERA SN ARIERGTH D (Axid, T3(E
FlltkoTHEAENS) . LERoT, EF) &h s ICHICSR XML A vt —PERRFC
ﬁ,$£§ﬁ4F%ﬂmLT?~&Aﬁ@E%E&W@%&E&ﬁ#éD

- =D —RY A RMIOWT, AXEBZEHEINLTWS 1FFEE] OFRITIEI2EYRERE
o TWED T8RS D, ZTORRIIEEET A FORBEAN CHEFFESL 5, BEFOa-—
F—Blzo>WTifHEL (F) O=2—RFY R a8Bon L,

34150 ICHE2B (R3) #—&Jﬁﬁ@tﬁ%&ixcﬁuawr %féf:h,f_% — ¥ FREE
o A=) TipB, RO ICHICSRXML 7 &~ VBRIICHE, T 607 — 5 HA
%ﬁ%LLTT*?Kﬁ@EﬁFRUﬁAﬁ%ﬁﬂfé i
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(BlAR 1)

[EFRE] Oa— Nz oW TRATEI (F) @ ICH=—RY 2 H:&:Za%%ﬁ@:u—
F-EEBBEOIZ L, ‘ _
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A1)

3.4 ICH E2B (R3) F—4%IEE-

N.1 ICH ICSRIZEEMF (/X F T wsi— : Batch Wrapper)

ICSR @ C~FHEDEHR L IZRRZD, [Ty~ OFRIINV—T 4 7 OHRERNELTED
(BhxiE, Tfom) — Tto] ) . WERBREIRF SR, AvE—URE, HEHHEI
F. ZEEBINTROA ve— VAN OBRILEF 7 —# 54 (Electiric Data Interchange: EDI)

DPYEBOREIZLIVEDOLNRTNEI D LTS,

CHICSRImEEAITF (/397597 V= BATCH WRAPPER)

EeRis fed AR i
N1 - Ry FROAE—D0EE

N.1.2 - 2T ES

N.1.3 - S FRER SR F

N4 - 2 F2EE R F

N.1.5 - Ry FEERO B

N2.r1 - Ave—SBRIF
N.2.1.2 - Ayt—U3 EEETF

N.213 - Avb—TS{EE AT
N.2.r4 - Aye—4Erd Bt

N1 NRyFROFAvE-—-COHEE

FRADOES & L OF— A EB M EEEN A EROBECET A BERS TN, 10DICH
ICSR/S»Fiz, 108, EDICSR (ICSR) #&Tez LR TED,

HEH s ‘

F—F 2N

oD 2.16.840.1.113883.3.989.2.1.1.1

HAE I=ichicsr

E

S OF— A ORAEE, KXFLAXTERAT 5T LICRET 5, TOK

HAXFETEBAHRIRTHDZE,
i, SRR TRARI=—-FRFHINDI L H D,

o L 2DA Y FIE 1 DL EDICSR A v E— PR BB LRTES, LnL, 190
- | ICSR A o E—lC&H 5 ICSR 1T 1 flfglcd 5, :

ICHICSR SE#EH A F
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N2 vy 3‘%%'

(B 1)

FIADES & IOF—FEBE Sy FTF v —1 L hIRTh, BEHIC X - TEEICH ICSR
NyF77ANEBIEYETohEFOBHESTHD, Ay FEEIIICH
ICSRAF 7 7 A VMERBEFREFZTH B, :

HEHE WA

Fm g T 100AN

oD 2.16.840.1.113883.3.989.2,1.3.22

HEHE E EE%B%E
N 1 2 f:lu'F@i*arj:{%Hi Eha
<id extension="batch nurnber“ root="2.16.840.1.113883.3. 989.2.1.3. 22"/'>
rootl:.’(Nl.Z@ﬂ- BIZER &R L, id extensioniz ERED S v ?‘%ﬁ%)\j}ﬁ"éo

N.1.3 Ny FRIEFHRNF

R DED| = IOF—HEE R, FELES PSR L Vo ICSREBES D% (ICH
ICSRAwF 7 7 A VDIERRE) ZEET D, ZEFICEFTOHINFTHS,

WA P

F—Fu 60AN

OID 2.16.840.1.113883.3.989.2.1.3.13

S B #5E

NACRUTFORE/MEASNS : |
<id extension="sender identifier" root="2.16.840.1.113883.3.989.2.1.3.13"/>

roottN. 13D RIZEM %3 L. id extensiontz ERED S FRASEHUNTF & AN
ZDI: - ' 7

BEEMATIEEIF L 4B L TR BERD B,

ICHICSR ¥ A F
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(BIER1)

NA4 RyFBEEBITF

ZOTF—FHBRICSRA Yy F 7 7 A LOEBRERZEET D, RIEECEE OB

EERELE
FThE,

A Iz

T 60AN |

oID ) 2.16.840.1.113883.3.989.2.1.3.14

HEIE

B R

ER—

| N.L 4L}iU~‘F®i‘E;‘6>{?’£J¥J =¥ (-3

,60

<id extension="receiver identifier" root—"2 16. 840 1.113883. 3 989 2.1.3.14"

roottEN.1.4004 BiZEf &i L. id extensioniz ZEED S 9"““4:- EEBT ’E’]\j]'ﬂ'

"“"h%‘%%ﬂ%#i*fﬁ%*ﬁ? &8 %? LT M\Eﬁhﬁ) D,

N15 NyFEEORS

FIADES & ZOFT—FIEARXICHICSRN vy F 7 7 A ABGEERINEBTHS,
HEM WA '
F—HE P!
OID L
#Luﬂ*ﬂnowc;iﬁ‘ﬁlléﬁﬁﬂmc L

_@éf"iTﬁé%ufﬁéiuﬂﬁeéhf:h‘hiittBf:b\ (ﬂ“tt:b?‘o '
[CCYYMMDDhhmmss[+/-ZZzz}1 ) .
REOBHERETD ERTER,
LS BARET S,

ICSRA v & — ViR E#@ﬁﬂﬂﬁ%ﬁuré

H#%PCJ; D RHkD EH*J‘J_‘ RHES

N.2.r

ICH ICSR # wk—UAvH (A yt—U5wii—)

(BEIZHCEYEY)

N2r1 A vb—URRF

IOF—FEBIXA v E—URBIT (R oE—UT v~k LIEERD) 2E

FAOFEE X
tr, BEFIZL - TERESNBICHICSRA v 2 VEBICH I U THNIEFDE
AT C#H 5, 1-DDICHICSRA v - VIIICSRBEL1DDHFTEND.
B %48 |
F— 58 100AN
oI 2.16.840.1.113883.3.989.2.1.3.1
TR R
ZOMERCLIERALTH S, LTJ%O'C%@%”E‘. HUTOEBITHS :
<id extension="message identifier" root—“2 16.840.1.113883.3.989.2.1 3.1
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(BlE 1)

N2r2 *ve—UREERINT

FIRADFER  OF — FEEIFICSREBEDREE (ICHICSRA vt —UDERE) #EET
. 5o :

EaE B

F— A 60AN

01D 2.16.840.1.113883.3.980.2.1.3.11

HaeiE B e ERdk

s Bt

' FOOlAN 2.5 2004 T ZERI R 2 L

' N.z.r.ﬂ:fiﬂ?cr')liﬁﬁi{éméhé: .

<id extension="message sender : .
identifier"root="2.16.840.1.113883.3.989.2.1.3.11"/>

id extensioniZ SEEED A v —UREFWBFEA
ak - .

RREWATIERITE L BB L TR BERDS,

N2.r3 Avb—CBEERUT

FIROE] = ZOF—FEBIIICSRA v E—UREOSEEEERT S,

et WEH ,
75 B 60AN

OID 2.16.840.1.113883,3,989.2.1.3.12

Y B e Rk _

T ——

N2 FOREAASNG :
<id extension="message receiver identifier"
root="2.16.840.1.113883.3.989.2.1.3.12"/>

rootiIN.2r30ARZEM AR L. id extensioniC HERO A » F— VB {EEEWUF 2 A
e ke T

B EEMNTIHERAE L OB L TR BERD B,

N2rd4 A vte—JfBoBRM

IDF—FHETEEEOT —FN—ATICHICSRA v E—UBEENLAT

FIROES &
: h5,
EAHE R
FemH Y Bt/ R
OID 2L )
A HLNEBIC OO TIRABIEZSED T &,
R R PR

C OEFCI2E R L Ch B,
BRI B E TR ERICER S M TSR b2 (Fbh
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C.1 fEMREHREDHT

BUHEEL)

CHTHEMAREMERED root ILHET 5, 12D ICHICSR A »&—27 7 A MZEENHED
EFIZEHREIL 1 SDHTHHM, 12D ICHICSR »¥» F7 7 A MTiE 12 D ICH
ICSR AEEND, £Dd, ICSR A vy —PT7 74 D [controlActProcess] PIIZIHE Tsubject)

HEX I >LAFEEL TR LN,

Ci2 -feRoBf{t

Ci3 -gB&ors

Cld4 - EHRESCEDIWEMNAFEEHLD
|Cis - FEHEORFHBASTA

C.1.6.1 - MATRGCTOMHBOREITEEMN?

CA7 - REAGEEEORSHEORELRI-TH?
C.1.8.1 - {HAMICEROEMNERF

C.182 -FEFDEAEE

C1.9.1 - BEGEETREMINEOHEOERENTFIEHEM?
CA11 - BERREEE
CA112 - BEWR S EES

C.1.6.1r.2 - 8FhdEH

C.18.4r1 - EEEFRELTLDEH

C.1.9.1.0.1 - TERHERI T OIEE
C.1.9.1.0.2 - FEBIEHF

0..n CLA O (A T B ) @2

= = ‘E ﬁ\‘ 7R :
SHEERY RSy
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(B 1)

CA1 EEFILICEHEO (EM REUBEIMNT

FIRDFF &

ZOT7F—FHEBRIEEOICSREIFE2ET, ZOEL, Fyia N7 TR
ohiiooe /Ay, bbb [Ea—F — &2 XEHRHEREA — #E
BEERF) OfLELETHD, HFo— FETHEEOR (C213) ST o3

EONCF OIS0 3166 part 12— (IS0 3166-1 alpha-2) THh 5, S—FHHEOERN

FHOFEASBRFRICBOTH, ZOBHER/ FESRRERLLE (Ei9) @

a— REERT 5D, LS IIEHNLGE L IREEOERMICEE 2EEFH

SA—REDZETHBE, TOEFAVRT [—) Fyva  ~7r) OFEH

BT D &, FEFFFLIIERECRRMTENEST THD,

BI2IE, HBAERNHLEHLREICT T R0 LEAREEEETBEE, C11
13 TFR--%4-12345) &40, 12345RFOLROBFOERAREESTH S,

A CEEFEBR-OEFEFEET2HEG FAE BIFROEX) © LR
BREDORCEETHD., BTOR/EIANERD,
AU S WZES (B SEROSFHFXITEFHERE) | 3L\ ERAs O
AF#CLUIAD L TEMHE 2R T 2,
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