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FONRIMDFRENEZR &, AEFEFRIREH DLW O E 0, HEEOREHEOREFIHE %
FLIRTHDIZHE L TWD, Lo T, MEHERE OIS G AN EZHERT 2 720121%, #Hi
e — A NT —Z OMHBANERITZMLERLVTT T, £ 9 LIZERITATRER T VBT B &
To b, ICHE2B (R3) ICSRDT=DARIFET A RiE, T — X X—AEOER., KIZKDH
HREROT YA v WEE S WWEREOBLESUIEINRY 72 (technical security) o fiiE
S S d DGRV AN

1.2 ER#HBHI

[ P9 K OV EIBRRY 70 B 1 SOIE R e OB O R MR OB G . ZEMFHR (B : ICSR) @
S AARMET D LD D D,

o FFIETE DMHHIED DK Y 7 M QR ZE~ DRk

o HHISE R ORE

o BURAZE L BIH] Y RF Ofnk

o RURARZEM Olm%

o MHREBRIKIEE (AR P —) 2 LICIRBRSIERD b fMEEZE B S ~DIRE

o ISR D HIRRAEFES (World Health Organisation, WHO) | [EREERLE=41 /&
>4 — (Collaborating Center for International Drug Monitoring) ~®{x1%

ZEVEEROZHIIE, MEEA L7274 —~> b (Bl : f=e—F—FK, CIOMS | 7% —A,
MedWatch 7 +—24) XUFXEFEAE B Ao FA4 0 -T2 ®A, T—7F, a7 bF 4R

7)) BMERESND, HRBREOESRSHRIZZHOZMN S LMt E2 B 25 &, EE bz

A vt —VREZFH LT =2 XN— AR OBEHEEEL FRRICT EET +—~ v bR H H R

XThHDH, BROBFIBEORINIL, RFEEH A FIZRBR I TWD Lo @O T—%

HHOER EEERRIEFEIZOWNT, —BEWUERH Y, Do RS R R TH D,
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(B 1)

SEBIERES ORI L 72 DI, 2D 104E T ICSR DO AHUTHE DA ED S EFHIHRE I K
LSBT LCETRY ., JEFREMEROEFHUEEIT IR A 2 ER AL 2 SIS R e
7o TW5D, ICHIE 1997 FFIZ ICSRIZFHT A AR SN E FHEMERK 2 AF L, £ DO&KH]
DOEELIE, WETAM YIRS TE 7=, ICHE2B (R2) 1334k, HHLESTFHAICHA ST
BY . BUETIEI O ICH BLHIEEE X CRB L S, BIAS BRI TND,

ARFEHET A RIZFEIR ST D EEERIK 1IN D £2 7 75455 (Standards Development
Organisation, SDO) & O ) ZE U TR S N=72D, ZOBRIE—FED ICH 72 AL H(Z
bled, RIETA NICFLR SN D A vt — UEEHEF LIRTO ICH 119 A v & — DREHERIS
VX, EEGEHEHR DRI BT 5 BT HIEEER 5 (Electronic Standards for the Transmission of
Regulatory Information, ESTRI) @ ICH M2 EWG |2 & » TIEk &7z, BERMICE 213, BlfTo
A v — DEEUERIAS X [FEEE L FEF#  (International Organisation for Standardisation, 1SO) . -~/
X e L~y - 772 (Health Level Seven, HL7) | A/#E#/EZ 5= (European Committee for
Standardisation, CEN) . k7 — & S HifZiE= >/ — 274 (Clinical Data Interchange Standards
Consortium, CDISC) | FHEEE FH 77 7546 (International Health Terminology Standards
Development Organisation, IHTSDO) & U} GS12/0 & 72 5 a1 = > 7 F 7 F#% (Joint Initiative
Council, JIC) & ICH & D1z X - THIFE &7z, T1SO/HL7 27953-2: 2011 Health informatics
-- Individual case safety reports (ICSRs) in pharmacovigilance -- Part 2: Human pharmaceutical
reporting requirements for ICSR] &\ 9 A4 FRD ICSREEMEMK X, ISOD Y =7 A k
(http://lwww.iso.org/iso/store.htm) 226 AFTE 5,

2.0 &R

2.1 —RMLGERKRY ICHDESR

2.1.1 ICHEZDR—FF—

ICH Z, BHYRAREERNEELERAMRELLOBERZRY AN T EMOBHFATZXK S =
UYL DREROSEE LTk SNz, ICH &b 12 ANTWDDIZBEAR, HME#ES
(European Union, EU) & UK [E ] O =38 LB ERICBI3 2 — 5 O FIR M ZER FHEORITH 5,
e 3k ICH MR IX A2 5% (European Commission) . A/ RLEE[T A 55
(European Federation of Pharmaceutical Industries' Associations, EFPIA) | A AD/EA 517
(MHLW) /00 [ S At 1% (PMDA) | HARE T #15= (PMA) | KER G E
Fdn 7 (Food and Drug Administration, FDA) M O K EIF 75 # T 3 (72> (Pharmaceutical
Research and Manufacturers of America, PhRMA) @ 6 H5Tdh 5, [HEEFLFE K #E A E
(International Federation of Pharmaceutical Manufacturers Associations, IFPMA) 73 ICH F% /&1
TpoTW5D, MREMMER (World Health Organisation, WHO) | 0 7 4 1R### (Health Canada)
K O E H 5 #i% (European Free Trade Area) (347 —/3—L LT ICH IZ&IMLTW5,
ICH OEHX, ICHB6 AR A T —_"—DRETH R INIEEEZERICI VTR,

2 GS1 X EBRHY A2 R R AT, AL O 7 ¥ —HTH T T4 F ==V ROT v K
F == ORI L AL RIS 570D, WRNRFEERTY ) 2= a VY ORGRUHE
IR L TN D,
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(B 1)

ICH |Z EFEDIEA> ICH 6 HR, 34 7 F—_"—ROFEHRORER ST ERLHHNIZBET 2
fth o> #td 7 F1+ = =7 77" (Regional Harmonisation Initiative, RHI) . 3 72do® 7277 L FE#E
FlH =% (Asia-Pacific Economic Cooperation, APEC) | #7727 7 #/H# 4 (Association of
Southeast Asian Nations, ASEAN) . /Z/&# 7 7 774515 ) #E%Z> (Gulf Cooperation Council,

GCC) . A7 X U [EH M7 > F 77—~ (Pan American Network on Drug Regulatory
Harmonization, PANDRH) Kk ONFHI 7 =7 U 2 s LA (South African Development Community,
SADC) DO\FMND 725 [EHEF G //Z5A2 (Global Cooperation Group, GCG) % gL T\ 5,

AREIEET A RIZICH =/ (AR, EU RUSKE) RWICH A 7% — "—X |3 GCGC DkE%EE L
T ICH &3EfE L TV D HURIC B 1) B IR 2 S ERFIHICHE A S b,

ICH, ICH ® EWG M OEYERIFS 72 5 NI I CEOFEMIL, ICH V=7 %A M B AT TE S,
AR DT 2 N R ONFEIZEM L LT F Do 2 iEHiE. ICH M2 EWG TAFET
XA1F. ICHY = 7% A MZbH B,

2.1.2 ICH ICSR A F5 4 > DEERMRER

WAIDICHE2B A RTA »Th o HINEAILZEIFRE (ICSR) S kv S720D7 — XK
A (Data Elements for Transmission of Individual Case Safety Reports) | 7% 1997 4= 7 A 17 H /K
PS4, 2000 4 11 AICEGT Sz, B 7efmtE Lo A48T 2001 4F 2 HIZ ICH Step 4
E2B (M) HA KT LTRESNE, ICHXERHEA =V TF7O—BRELT, 20
Step 4 E2B (M) HA N7 A 2% 200545 HIZ E2B (R2) WA RT7 A des Shviz, © DR,
FEHINE~DOEF T/ -> 72, ICH M2 EWG 1T 2001 4E, EHIFE KL Q%D IS hrnb b9,
ICSROHE:T —ZHAZHFEL, EHRTIHIZLICL- TTF—XHA OEWELEX DD [
FIERIZEAE#R 7 (ICSR) & B THIIC (X T B 70D X > & — (4% (Electronic Transmission
of Individual Case Safety Reports Message Specification) | A KT A » & {Epk L7=,

2.1.3 ICHIZHEF3HETFA+ER

T—HBNE L, RPEOIE R ZEOSINN S DA REEEE 25 &, T — 2 N—
AN & DRI A B 2R EE R OLEE N A RE7R 7  —~ v b TLREMIE 2 2R mk T 5 4%
FEENFEICH D, TOH, 212 (FijH) THl~7=X 912 E2B CENEMMICKET SN S &
I/ oTlzy E2B (R3) Avb—Tlid, 10 BT EESL, Eb LT TE72
ICSR TH 5,
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(B 1)

ICSR DETFHMREDRINTIL, BEER BT — 2 HE LE A v E— VOB UERN A AT
RCToHD, Lizndo Tk, BERYREOMOSINEOR CEELINZETHIA vE—V%
BHT2Z ™MLY EETHD, 20064, ICHILE2B D 3EHDKFT Db, SDO BB
T OB RET VORBEED D EWVHPREL T LIz, REETA NI, ZoFHLnTmEX
THFE S E2B (R3) A vt —VaFEET DA v — VIEERKICHONTHRBL TV D,

ICH OiEE O A2 & SN, EEICHM S N - 32 E A iE R E A v — VERERK O
BRZENAIREL 725 X 9. ICH DEFRHMATH 5 ICH EE ZE ST, SDO &) L CRISsIEE%
1T9EWVWHPREE F L7, 1SO, HL7, CEN, CDISC XN IHTSDO & ZNEND EHELE

(TC) M OMRAETEHAEUE L 2 D Z 4 F 1T, LV JRWFLPH O EREEEICH A ATRE T, AR
TR PR AR E R BT A 2 L2 BT A0, W, WL, WET 2T
B LI \—nun‘i@ LTW5b,

ZFZTLEROSDO X, 6EFLADERRE vt 22 ko TEHEELDOR—F, BEELOIE
EFERIERE L W o TR L U, i3 B /a1 =2 7 F 7%k LTz, ZokFEA =T
F L, A NRN—Tdh % SDO DRENLHER SN D ﬁ/7% > 7 F7FEES (JIC) IZL 5T
HEIND, 20770 —F Lo TENEFNORBE T L1121 DORFEOEIERBIMER S 1,
2 SDO 7 HARERMAZ OV THHEOARR & ZXFRFZHY 21F %, ICHIZE - T, B -HIEER
KBRR DGR AZIEH L. BN OFEAEPER 72 UM D EEHERI RS % [R5 72 6D |2 SDO & JH
e b2 Lix, RRHAZER L, M5 BTl TRE W,

2.2 XRA=ZLF7FITTOD ICSR BEHRIEDBEAS

ICSREEYEIIAKIZRET D ICH DAY P F VOB BIEEERARRITISO Y u Y =7 MNEEITHD
SO 27953 & L CHAGR S, TD# 20084E 2 AlCHFA = T7F 77y =7 b & L THER
Nz, Bl Lo =— AR OEBRELENEO=— X% ZET 5 Lo it sn-WiRT —2 O
BFHIZHIZ L » T, BEOLREMA2R LSS 2 LICHRNRBELOREE > T\ azn, =
D ICSR EHEI M 13 SDO DOFfFnGEdE & B2 S,

ISO 27953 (%, 1SO FrHIFEH B2 No45 (EF G L L1 - \ICSR DGR VT — % IHHA) |
HL7 ICSR Release 1 @} &A% #E & (N HL7 ICSR Release 2 T 2 #5 (& /H D 7= b D B iE

(Draft Standard for Trial Use, DSTU) IZHEDS S NAEMRA v —IfEERZ A LT D TH - 710
ICSRIZHEIMIL ISO "m v hFuk R, T7bb A2/ E (Draft International Standard)
AEFBEH 52 (Final Draft International Standard) M OVEESH# (International Standard) % i@ T
BRIE STz, AEEMEHIRSIE 20114 11 A, EESBIME & L CTISOIZ L R I 17z,

2.3 Ayt—CBERRORER

HL7 version3 (V3) X vt —JAEUEIAMR L, HL7 FEYERSBIRIEBI O AN THH S 5 £
EROFHFET L2 5, 1SO 1% HL7 Z A A ICHEAER IR 2 56 30 2 3R EHR B L 3B T\ 5,
e FIOF BT I8 U 7o FEUEHI K& 7Y ISO/HLT 21731:2006 Health informatics -- HL7 version 3 --

Reference Information Model -- Release 1 T - 7-3, HL7 V3 IZfHEEHT 7 7 1 2 — OB
=— R ZHRHET D72 DICBA%E STz, HLT 2445 # =771 (Reference Information Model, RIM)

SHL7 7 =791 b hitp/iwww.hl7.org 25 AFTE 5,
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(B 1)

ITHL7V3DOEATHY, HHDD HLT A v =YD L b RBET L TH D, RIMITHF
EDOINRIZBNTRERT —FNEFEERL, 1 2DA v E—VE#RT 2EEOHEBICE -
TIr R B D TERMNAAET 5 BERAIGERAIRS & O AR RBLZHIET 2, HLT V3 IZT AT A
WO FEMYEZ R T AR DBASE 2 3BT 2, HLT T MICHEIT L SN HIERMBIER Y AT
DFHEEVE L AR D72 D 2 o o AT ES BEEH OB ICHH S h Tn 5,
HL7 V3 A v E— X XML = — RERESUT S <, HL7 V3 IZT DWW T E HIZHND Io W a I,
Andrew Hinchley @ [Understanding Version 3: A primer on the HL7 Version 3 Healthcare
Interoperability Standard — Normative Edition/ #Z M 4172\, 1SO/ HL7 27953-2 FEAEHIKS 13,
HL7 ICSR R3 (Health Level 7 ICSR Release 3) FEVEHF 2D <, HL7 ICSR R3 R HERIAK I,
HL7 V3 Z I L7k e A v B — U TH 5,

/1SO / HL7 27953-1:2011 Health informatics -- Individual case safety reports (ICSRs) in
pharmacovigilance -- Part 1: Framework for adverse event reporting/ & L T¥3 S 4172 ICSR HEHEIR
FOPSEAIL, ERA, EFEESR, B3, b L OREBMBEMLICET 2 X v — TRk
AXETHLOTHD, ICHE2B (R3) # vt— VHEHESIMKIL, ICHE2B (R3) ¥ —XIHHOD
WA Y=V T D ICHY 71y b EESE 2423 2 1SO / HL7 27953-1 7> & il
FIZN D 1SO /T HLT 27953-2 FEVERIAS 2 FLIZ LT\ D, Z OB T NICH 7> b Th
b0, ICHE2B (R3) LA A FITFLIR S 41T 23y M I #iPH 2 48 2 72 Hitlgl e OV #5491
WM 22 LANTE S, ICH DR K ST O HEIZBET % 1SO / HL7 27953-2 1R #E
HkE O BIZOWTIE, A ICH F4E97 4 FTIRY EiF 72wy, ISO/HLT 27953-2 DFEHMIE, 1SO
7 =7 %A & (http://www.iso.org/iso/home/store.ntm) 2>5H5 AFTE 35,

2.4 EFHICSR & (Efah

2.4.1 BRELLEFH ICRZBRELELEDL

ABIEGIZ2AVESRE (ICSR) 133 E L THREDLEZSTY, OV TIIARBEZ M ET 5720
RS NG, S50, WO T A 7 A4 A, BEERRBRB ORI ST, IR E A ST %
R 72 22 M D RER D 7= D IC R AW T ICSR 2t T 2 LENH D, BFHIRHE X
REEERE L., SRR O OO T — 2 2B AFETHIENTE S,
INHORFICE Y KN R, RERGEAGEEGE (MAH) | &5 (healthcare
professional, HCP) K ONHE & IXEHK L O IOV THO 2R ERICHE S L0 vz 79
LN TE B,
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(B 1)

FAFA KL &, HIBSORERY FOBFERIIC L > TA vy =KD (UE) A O FEAERS A
e A—nT AUy EBELTHREFEOQHENEE T, JHFO KT ICSR O ftff L~ 1
TOREMHEREZREICTHIBZENNH D, A0S ITEAERIT, ZIS X > THEE- D A
HEE 72 TEERL) Y — VOB EZEEIRETIIT ThH D, FEFMINZEERRIIT -4
FhRE DA ZRERIL L, IBRE D BEBRMEOEME S 2 /MET 28T IC b0 b 72595, R
YRR OBISEERITIZ 5 LEEAENL, T XTOMKRENFAT OO0 1 >OFMEN-H
EREREFKEZHE L, R THEEIL TV 5,

2.4.2 BIID ICRmiEAE EEFHRHOFIR

ICHE2B A KT A v &XET 570, ICHM2 EWG 13 200145 2 A, [ HIEFIZ EHERE
(ICSR) #ETHI 5T 5 /=80 D X & —f14#% (ICHICSR DTD Version 2.1) Ri&N—2"3
2-2.3] #3F L7=, HL7 < Electronic Data Interchange for Administration, Commerce and
Transport (EDIFACT) IZ X5 E A v —Y OEMEIZEEIT 2 0/ TEE L BB S =08,
ICH [T 4 IRf, [HMAHO FHE EOEEFIK IS o7 Z L 28R, WH~—27 7 v 7 S350
(Standard Generalised Markup Language, SGML)  (1SO 8879:1986) =2 LWV E~—7 7T v
"EREE LTI L2, SGML X ICH il Il Tl & SN H L EmLFEy bR — L
7=,

L7 L SGML (255 < X 242 (Document Type Definition, DTD) 7 7' 12 —F 1% & 1 T8 72
YV a—a TRy, LER>TI ZITRTIRFDO A vt — VIEERK T XML A% —~
IZHS <, ZOMRMAE LT CTHi7 5,

2421 =—H 7y TERE

1988 FRIZHI D THRK 72 SGML 1L, b Z b EHICHIz > THHREFIHAMREIC L T < (R
17) MEDOHHFELMOE A SCERMLEZ FRRICT H 72012, EFHCEOHKE L NE LR
9D X )TV A v ENT ISOEAERKE (1ISO8879) THDH, Tz, SGML OF A7 H
DERIFEALVEFRLRNS, SGML kv o It~ —2 7 75758277 (Extensible
Markup Language, XML) 2 {E& 7=,

SGML D4, HEL SN LENFDNTH D021 150 X E4E 7% (Document Type
Definition, DTD) #ZMR+ 2 MENRH 5, DTD &1x. SGML Xi% XML Z ek M 05tk 45 72
WOY—)LThDH, BHIZE 5 L. DTDIL SGML I XML TEN 5 CEICER SN HHEC
(ITEH. B, =07 07 40 KOFEKFE) 2HET 5, DTD BMER S, ERIZESINTIEE
NEIND L, XEBRZODID EXfbEND, ZNEAVTFT—va v IR D, CERZD
DTD iZ& 2 HANZHE > TWIUE, ZOXXEITA»E D, DTD OHLANZHED 2 SGML,
XML SCET ) & Z b,

4 Co-existence of Traditional EDI with XML-EDI,” Skip Stein, Management Systems Consulting, Inc.,
http://www.msc-inc.net/
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(B 1)

DTD iHffl# D XLEDHERINIHEE 7+ —~ v NEHET D, XMLIZSGML LV {7 1%
INT, ERX] OoF—Z2EnHrart 7 FAHY ., WAL XML OEARHZERL Y T3
Bl OBEREEAWMZTHN, BEOME L DOy PRERSNDHEA DU A MIOWTIX DTD
ZBRBLARV, XMLIZAF—< EMEEIND S SICEATZ M EEZ T, XML AF—< |2k - T
S OICHEME RN EH T 2720 T, BERXOT—XIZ—BO 7 LX) T 4 —%Ff
T-HAHZLNTE A,

— %2 DTD T CESLT £ A MEFAFRICH N TS, XML AF—~< 37 — X EHRIERIC
BBHEWTWLDS, DTDIZHEY D 1 21%, ZROENRIEE AT —< L) “ODRRD
DOEFREFICRTILETHD, XMLIEXL —E] Tha 7O, HHRARICEYNCT 78 X925
720 T30 ZMEEE LRV, &5 XML A ¥ —< 1 3HE. RAE&R OB IT 23 Al RE T,

ZHUFEME TORETH 58,

XML (21X, 3_TO XML 2R —H— (244} 72 < Unicode NIFET D EWVWHFLELH D, KD
bOEEE, 1TE A ED SGML 7S—H—|Z Unicode ®H AR — K 2424 L 727, Unicode 13¢5
Tl TEA] oa—F 7)) 28HET D, Lo THEMRE TXTEREINDS .,
WHER (A X, B, 74 FUIRAZANL) FU =T T30 -0 —FFak v i
o7 7V r—va RSN D, ZO X DI L TERBROZER)N XML O I/ AA F
NTWN58,

2.4.2.2 BFHRHOFR

XML TR —F 7L CRER G S TWARNZ s ICHIZ XML AEXT @I L vEL
TW5E LT, ICSRIZXMLAF—<ZHHATHZLIZL7z, XMLIZTRXTOT Ty N7 4+—
L THEROB TR AT TE D5, XMLZME S &, MO HETIIMEAH L DT
RWERE S T EMEL, oD a L Ea—Z VAT AMTRZITET Z ENAREICAR D, XML
N7 ZAMEE (A yvt—) Aotz Xo—72tT 50 Th %, EFEERKIC
FoTEHFEENTHDHOT, FIHARETS 0 Fit 59,

5 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.

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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(AR 1)

ICHICSR |Z, #Ee3 L OBRAERE CTX 2WVEWER AEFELONEN LR HBEERITDH
L CTHEBRZROBFHIZMSE L OMHT 2 REL T D, BFHREICIIRO L S RFERH 5,

o ICSRT — & Z BRI AZHA K OIS D REN) & i h B .

o [HHAENEL T IME~DOERELERS T D,

o Ao TK DA vE—YOHBINRMRRK I E fIREIZT D,

o FRNTHORZENET — 2 INEERHIZT D,

o T—4 () BEEFITMERERZH/NRITMZ D ENTE D,

3.0 WAMAER

E2B (R3) ([ZHERHENTWD L) R EHEERFHEAYR— DY 7 by = THAERZRRET D
W2, BEREAOFHRE IOV TOERFHZ oL, A v E2— VI IEMREICKB S
LIV ERMLETHD, BIHA =T —XTHHOIEfERER (XML A
F—=) ZELET TR, ENRERZH DT OIZER I 5T — & THH B OBk % HE
FELZ20ud e o2y, 7— 2B, BEY A b, = — F&XOVICH ICSR A F—~ il
DFFE Z Z N ICSR DE AWM EE2IEET 2 Y 7 b = 7RO ok 2 Th 5, ICH
ICSR A v&—Ud, E2B (R3) XEOEXT 5 HM % EfEICHER, RELLZEWER FEES:
DOF—H v MERE ATREICT D, ARFEEH A K I3FETIE, EfZe E2B (R3) T—XIHA & Fl
FATRE CACHAATBEZR ICH ICSR A v B — Y ORI IZUA DR E R 2 5% 5, ICHICSR A v
T VICHER A=< 35 (A) ICREBIN TV S,

3.1 [ICH ICSR B&Eg

E2B (R3) IZHEENZICHICSR X v E—Y O FEAREH & XML T+ & ORE X 11238
T, MOFOZENENDHR v 7 AL E2B (R3) T — X HBEEICEBRII2ELO, BEY X b
(B4 ) IZFTFOLNTWEZEDOTay 7 OT—XHBEZRLTWS, BIZIZRKOR Y 7 A C1,
TEPIZ MR DOFNE E2B (R3) T—XTHB O CALHESMARE E2B (R3) FT—XIHA Y A MZ
EFbnTWwWA Cl7ay 7 OHEHEZHRT,

E2B (R3) fIARIZMA, B, EAKROBVIRLAERIEIERXSy (FR7e vy 7)) 2%
LT —ZHAMAORREERT D, HAMOZ 5 LIEERIIEEREH Y, kDX D1
REND,
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(B 1)

L1 (EA TR
L1 ([EF TER)
o (L kEZ s TwaZE)
o 0..n (LAZHIETHRE)

BAHDOMITIZNEESICHLLLELELDT, EHEL—PF—NICSRDO S I E RS DOFEHE
BUREZHME L, 77U r—3a VHREENE2B (RI) HRICHAT ALY A &n,
FEENT XML A v v — O Z BIRS 2 DI,

_ o

X 1:ICHICSR#E®E 1

( ICH ICSR

C1l PN PN D
SEBIR SR E DA 1...1 1...1 BERE

C.2r PN < E.i
B—RIERR ® 1..n l..n BlfER BEER

c3 F.r
EFREMERED Q BEODIICEET HRE
RIEEICET 21K 1.1 O0..n RUBEDGER

C4rx P ® < Gk

5| Ak 0..n 1..n EXEAER
H
c5 A PY
HBRO@A = 0..n 1.1 EREERU T OMOERO D
R4
1x% (1..n)
¢ < WA
rY 1xt1
Py
O< 1% (0..n)
a5
O 1xt1 (0...1)

\ 7= /

3.2 E2B (R3) Ma—Ftvy b, AERUVER

ICSRNDIEHR OIS U< 1T 2— MU S 2 ARESCE BRI IEEAFET 5, €95 Lz
HEEX X2 — ey hod T, BECRM OB SUIE = — R & —8 i —nu <, $5%£<
OT 7V r—a ARSI TWS, ZALSNE MedDRA  ([EEFEFEMHE) D L D 7eEs
SR LT RECTH D, ICHIER ORI 72— RU X MIficb 5, 22 Tlik, AFE
A RTHEHTHEI Lica— ey b, HEKUGEEICOWTGH LS, 34HTHARICE
R I2 TA H o A v T,

a— Rty bOEIZRERR (B 0 7—2M) & 3ATTRT A, ENHIIARFEETA RO
RIEERTRAO LD TH D, AFRITH LD R O LWESE Lo =—X2GbE T, R
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(AR 1)

WCEDD AR B 5, BAHIZ, a— REy hONRNY F— g A (] FF ] Szl
T7x—~v PARWME) ZEDLOIFIHFEEZEHTOMETHY . 2 — Ft v FORFTOMRE
ZRFDITIT LRI VWA DR D LER D 5,

a— Rty Mg (B : FriESN=8l7 +—~ v P EROVMH) 1ZHGEEZEHT D
O MBI ED B, 25 LRI AEIE T A FOAK L Rl 5 2 LD 5 AN

Rl B-th, T— Ky F OB OHEER S 2 12 B B2 Dt % B
55,

F 7= 2 P+ (Object Identifier, OID) (X, A7 ¥ =2 NERET HT2ODOEIITH D,
ZOBINL, [FHEESWHEH#ES (International Telecommunications Union) ASN.1 42 Y44 % F1) F
L CIERICHE SN BElE s e 3412 A2 R T, BONTA TR b —Fi & DHF,
XX T770F) EMENRD Y A RELTREND, #lZIEX MedDRA &5 HIFELEIL OID
2.16.840.1.113883.6.163 THEE 4L, T &x T 7 FTHRT & [joint-iso-itu-
t.country.us.organization.hl7.external-code-system.MedDRA | & 72 %,

OID 133 T2 8&kT A Z &L TEREHENOATTAZ LN TE, AFLEMEMIIVELRHN
ITA TG L L CHFOMBA ST U2 MZFDOOIDEDITAZ ENTX3B, ICH
1L, ICSR X v —URHUIBWTHAIN D 22— RMERZ#HHIT 25 OID Z#EA L T\ 5,

RIEDF 1~7 121X, ICHICSR ODF —XEH D a— FMuIZEHA EN 5T XTO OID D—E &R
T, ICHREEE L7 OIDD—EIXZICH Y =7 %A IO ATTE D, £ 1~7D 0IDTHZ T,
—EROHEB OFEH BRI Z X 572D, HL7 2888k L7 —# @ OID % ICSR A v & — Tfff

45 (] EBEEMEDOT —ZHEH Frd4 KOVFrs Tk, MEE) & NEiE 2K

Bz, FNENER/D 0D #FEHT2) . 6O HLT BEk OID 1T LA FOFRITIEFEaR LT

W2 WA EBEOMAICAI L TH_To 0ID 28k | (D) OZBHIIRT,

ICHICSR ¥ H A F 2013424 H 12 H
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(B 1)

3.21 ICSR Ay E—CTHATHIARRVER

3.2.1.1 ISO EZES#A (Identification of Medicinal Product, IDMP)

ISO 1% ICH M5 EWG & JL[RI CIEEFMICBET 2 IHF MO 2 it 3 5 72 oo —H O E B HEE % 5
LT, TNHITBERE., AL ORHEBMNOERMARHEL O~ v B 7 AT ik
BT 7 b [EEE 28 2 7= /A OB NS DR &2 2Rk (B BiRksy) & o
~ v BV EAREICT D EEREN T L E T,

REIET A FONFRIZ, EZE L5 (Identification of Medicinal Product, IDMP) @ ICH M5 3
LEHA RBAFAREL 2D TETH D, 1SO IDMP AEHERI & IIA ICH M5 4T 4 ROFEMTH
D, LT &&Tr,

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

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

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

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

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

ICHM5IDMP O HiEA T 55T —XTHA A LEILHIZFELL R"T, LaL, ICHMS5
IDMP AFE TR+ (B : =2— F) XIXZ DO GT N2 WEE L, ICH M5 FE3E 5 A NA3F| A AT
BEIZ72 % F CAREEN A RRZOEHE 2 — NMET 2720 DORBRHERICO VW TORREHEZ
AN R

%, FZEROFEANT (2—F) |Z. M5 IDMP & BFHEEN F24E X 5 F Cli4s Hilsk

O IDMP @ M5 EHHFENFIHAIREIC /25 £ TIETr —ZHB I EV— 1V Z@E T
TEEELTH LV,

ICHICSR ¥ H A F 2013424 H 12 H



(B 1)

#£1:E2B (R3) ¥—XHEHH KW IDMP OID

ERBBIT BERA £ RoID10
D.8.r.2b EELEMBAF (MPID) ISO11615 MPID
D.8.r.3b HEIEBIF (PhPID) ISO11616 PhPID
D.10.8.r.2b EELEMBAF (MPID) ISO11615 MPID
D.10.8.r.3b HEIEBIF (PhPID) ISO11616 PhPID
G.k.2.1.1b EELEDHBAF (MPID) 1ISO11615 MPID
G.k.2.1.2b BE|FAF (PhPID) ISO11616 PhPID
G.k.2.3.r.2b R EERSDID ISO11238 IDMP Substance
S O (g 1ISO11239 IDMP Dosage
G.k.4.r.9.2b EFELFIFZDID Forms & Routes of Admin
n 1ISO11239 IDMP Dosage
G.k.4.r.10.2b BE5EERDID Forms & Routes of Admin
" 1ISO11239 IDMP Dosage
G.k.4.r.11.2b BADBRERBOID Forms & Routes of Admin

3.2.1.2 MedDRA (EFREZRMAESR)

[E 754 (Medical Dictionary for Regulatory Activities, MedDRA®) |3 [ 3£ 5, K& INZ Dl o>
RS (B OT 7 F o l) O EBEET 28 EFFLIEFROSFIMEH N D E
FHEETH D, ZbDT —# % MedDRA HIGEFEHEYE v MZa— Mbd 22 LT, #lHl4)m
e OSB3 R B S O 2 R 7 R NS BE T 2 7 — & & L 0 Z8H ) OFAT Lo < 72 51

MedDRA IZ, ICH 23B% L. ICH OfCER & U C [ Rk 52 (International Federation of
Pharmaceutical Manufacturers and Associations, IFPMA) 23FTA L CW\\%, #MAFELPEHi%

(Maintenance and Support Services Organization, MSSO) 7% MedDRA D& !, HEEF & OEEAT 217
9 & & BT, MedDRA & BUIEIEF K OIS N CTOZ OFIHICET 2 e friEma f8E L T
W%, MedDRA IEFEE IXHREDOE TR A GG 5, MSSO IZIZEREAIZIES) L TV 2 ERTD
TN—TRNH0 WONMAENSREISNEZTRCOLEELZEE L, T OREH CHEIFICH
BT 5,

ICH ICSR CTRMWEA X IIAEFSG, HAOMHEH, BERER . < 0EZME D 2 — NME
\Z MedDRA Z i[9 %, LI DT —%IHH TlX MedDRA /&7 (LLT) 2k b a— Neaz
Hl44 1ODICSRIZODE 1250 MedDRA NRN— g  LFIIHTE R WZ LICEET S,

Wons3%0ID B a— ROFANARICRsTeb TN bICES L b d,

11 = » MedDRA DOfi##iIE MSSO D7 =7 ~— (http://www.meddramsso.com/) 75 D 5| T
BbH, FELUTIZEDICHIZET 2 7 = 7 _X—=U BRI,
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(B 1)

# 2:E2B (R3) ¥ —#IHHKO MedDRA OID
BRI ER4 2 HOID
BEET 5RAEERUMEER (KRR FMHO
D.7.1.r.1b =z  (MedDRAS — £) 2.16.840.1.113883.6.163
D.8.r.6b FRAEE (MedDRATI—K) 2.16.840.1.113883.6.163
D.8.r.7b El¥EA (MedDRAO— K) 2.16.840.1.113883.6.163
D.9.2.r.1b HESINT-EE (MedDRAO— F) 2.16.840.1.113883.6.163
D.9.4.r.1b El#RIZ &k 53%E (MedDRAO— ) 2.16.840.1.113883.6.163
FOEEY 5AEERUVMEER (BE/F
D.10.7.1.r.1b W= 2 0M)  (MedDRAT— I) 2.16.840.1.113883.6.163
D.10.8.r.6b FRAEE (MedDRATI—K) 2.16.840.1.113883.6.163
D.10.8.r.7b El¥EA (MedDRAO— K) 2.16.840.1.113883.6.163
E.i.2.1b B[R BEELR (MedDRAO—FK) 2.16.840.1.113883.6.163
F.r.2.2b %&E4% (MedDRAO—FK) 2.16.840.1.113883.6.163
G.k.7.r.2b FRAEE (MedDRAZ—K) 2.16.840.1.113883.6.163
H.3.r.1b BEEI- S SBME MERBERURBEME | 60001 113883.6.163

BA/AEESEROBESE (MedDRATI—F)

ICHICSR ¥ H A F

-26-

20134F4 H 12 H




(B 1)

3.2.2 ICH ICSR AIZ{EmEh ICH A ¥RT 53— FEy FRUF TP/ FEAIF (Object

Identifier, 0ID)

Z 2 TlE, ICH DT OIZHERNTAER ST ARFEEE T A RICBtRT 52— RE >y RETROID O—
BEREERTDS, ZNHOa— Ky MIICHIZLE > T, ICHDOZZOIZHFEIN A,

#3:E2B (R3) F—ZEHAKWGICHICSR A y¥&—Ya— FOID

ERBAIT ERA4 ICH OID
N.1.1 INYTFHD Ay E—SDIELE 2.16.840.1.113883.3.989.2.1.1.1
C.1.3 wmEDTELE 2.16.840.1.113883.3.989.2.1.1.2
C.1.8.2 REFDE—EEE 2.16.840.1.113883.3.989.2.1.1.3
Cc.1.11.1 MEWEMEIE 2.16.840.1.113883.3.989.2.1.1.5
C.2r4 & 2.16.840.1.113883.3.989.2.1.1.6
c.3.1 EIEBEDELE 2.16.840.1.113883.3.989.2.1.1.7
C.5.4 BEMER. BEEEINEEINHBRDES 2.16.840.1.113883.3.989.2.1.1.8
B'ﬁ'i_ BEODRERES RV LT OERE 2.16.840.1.113883.3.989.2.1.1.4
D.2.3 BEOEHE HREFORBRAIZL D) 2.16.840.1.113883.3.989.2.1.1.9
H : _E| :

E.i.3.1 g;%' FOTERLSNIEIER /BT 2.16.840.1.113883.3.989.2.1.1.10
E.i.7 REBRBORER  AEBRDER 2.16.840.1.113883.3.989.2.1.1.11
F.r.3.1 BREHR (3—F) 2.16.840.1.113883.3.989.2.1.1.12
G.k.1 EEXERBESORERR T 2.16.840.1.113883.3.989.2.1.1.13
G.k.4.r.10.2b BEEBOID (E2B (R2) )

' 2.16.840.1.113883.3.989.2.1.1.14
G.k.4.r11.2b FADERERBROID (E2B (R2) )
G.k.8 EELIIH L TRONA-ALE 2.16.840.1.113883.3.989.2.1.1.15
G.k.9.i4 BRECEMERIIBERLEMN? 2.16.840.1.113883.3.989.2.1.1.16

EERICETEZ0MDER (23— Fib)

G.k.10.r (BB L8 Y R 6.840.1.113883.3.989.2.1.1.17

ICHICSR ¥ H A F
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(B 1)

#£4:E2B (R3) —FHEBAKGICHICSR X vy¥E—Ya— FOID (ICH #IfB{ff UCUM 22—

K)

BRI HER4 ICH OID

D.2.2b BIER  AEERXBFOEE (B4D) 2.16.840.1.113883.3.989.2.1.1.26
L8 75 (M E = = H

D.2.2.1b H”’“F?E'”’Fm/ﬁ=$§%ﬁﬁ®m&'ﬁ 2.16.840.1.113883.3.989.2.1.1.26
fil (BEfL)

D.10.2.2b BOER (B 2.16.840.1.113883.3.989.2.1.1.26

E.i.6b BlER  EEEROFGHR (B 2.16.840.1.113883.3.989.2.1.1.26

G.k.2.3.r.3b g2 (HfD) 2.16.840.1.113883.3.989.2.1.1.25

G.k.4.r.1b B5s (BfI) 2.16.840.1.113883.3.989.2.1.1.25

G.k.4.r.3 BE5REROES 2.16.840.1.113883.3.989.2.1.1.26

G.k.4.r.6b EERIREEME (B 2.16.840.1.113883.3.989.2.1.1.26
= == 3 =3 /‘} JL =

G.k.5b Eggg(€%$%ﬁﬁiTO)?&E'““‘*"E’LE 2.16.840.1.113883.3.989.2.1.1.25

G.k.6b IREERFDITIREARE (BEfI) 2.16.840.1.113883.3.989.2.1.1.26

) EELOBSRIEMSBIER AEERH
G.k.9.i.3.1b 4 COBMMEE () 2.16.840.1.113883.3.989.2.1.1.26
o= = 4 L = ==
G.k.9.i.3.2b EREOBRESH SBIER AEERR 2.16.840.1.113883.3.989.2.1.1.26

WETORERER (BhD)

Fr3.3 MREEE oW TN RH 5, ZOHEB ITEA R EMNEZRREL 575, ICH 1T
Z OB KR L CHIBRET UCUM =2 — RERL L TV vy, AU U Ld UCUM U A ki
UCUM 22— RZEIRIT B2 N TE, £8IZ0IDBEEH I TV,

ICHICSR ¥ H A F

-28-

20134F4 H 12 H



(B 1)

#5:E2B (R3) S—ZIHBKWICHICSR * v k& —T4HRi12[H OID
BRI HER4 ICH OID
N.1.2 Ny FES 2.16.840.1.113883.3.989.2.1.3.22
N.1.3 INy FREEHEAF 2.16.840.1.113883.3.989.2.1.3.13
N.1.4 INY FRZIEEEAF 2.16.840.1.113883.3.989.2.1.3.14
N.2.r.2 A yE—UREEEAF 2.16.840.1.113883.3.989.2.1.3.11
N.2.r.3 AyE—UREEEANF 2.16.840.1.113883.3.989.2.1.3.12
-, E — - N [ |/ ig s
c.1.1 ’flj{;%‘t'“@ﬁw UER) REM|EHE 2.16.840.1.113883.3.989.2.1.3.1
C.1.8.1 R E9IZE A D REFIEE R F 2.16.840.1.113883.3.989.2.1.3.2
STOMD | R F OWERRR CEAIHEIT 2.16.840.1.113883.3.989.2.1.3.3
C.5.1.r.1 REROERES 2.16.840.1.113883.3.989.2.1.3.6
C5.3 HERMKIEE (RARVH—) OHBRES 2.16.840.1.113883.3.989.2.1.3.5
=2 SRR S0 45 = N [ZE R
D.1.1.1 '“‘ﬁa):/ﬁ“affg?&U%@qﬁiﬁ’ﬁ (B 2.16.840.1.113883.3.989.2.1.3.7
PERRES)
=2 g;). = £ = N =3 N
D.1.1.2 '“‘fwi/’ “Effg”_&(}%m'ﬂﬁ’ﬁ (%P 2.16.840.1.113883.3.989.2.1.3.8
EZELHRES)
=3 opsssg S N el P e
D.1.1.3 ';,:%?“” fﬁg’?&(}%maﬁ’ﬁ‘ (e 2.16.840.1.113883.3.989.2.1.3.9
SRR ES)
EEOZEIEBRUVZTOERRES (HE
D.1.1.4 DTSR EEHAES) 6.840.1.113883.3.989.2.1.3.10
G.k3.1 RBDHEES 2.16.840.1.113883.3.989.2.1.3.4
% 6: E2B (R3) 7—XHEB KMERILEA »E—U4R1ZEM OID
EREAIT R4 ICH OID
ACK.M.2 FESANE Ny FRAEE ST F 2.16.840.1.113883.3.989.2.1.3.17
ACK.M.3 FESANZ /Ny F2EE ST F 2.16.840.1.113883.3.989.2.1.3.18
ACK.B.r.3 ICSRA vt —UHERILEZIES 2.16.840.1.113883.3.989.2.1.3.16
ACK.B.r.4 ICSRA vt —UHERILEEIES 2.16.840.1.113883.3.989.2.1.3.15

ICHICSR ¥ H A F
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# 7 : ICSR /R LA LB O AT OID

(B 1)

BEiff=a—F ICH OID
ELE=Foara—F 2.16.840.1.113883.3.989.2.1.1.18
B=REHMNO—F 2.16.840.1.113883.3.989.2.1.1.19

EYIL—Ta—F

2.16.840.1.113883.3.989.2.1.1.20

BYFFoht-ToT4T4DRE—F

2.16.840.1.113883.3.989.2.1.1.21

HwEEFRI—F

2.16.840.1.113883.3.989.2.1.1.22

HWEMEMITa—F

2.16.840.1.113883.3.989.2.1.1.23

TTroiarvsA4ra—~Fk

2.16.840.1.113883.3.989.2.1.1.24

XESRA—HFAH—a—F

2.16.840.1.113883.3.989.2.1.1.27

3.2.3 ERR#EI—FEY b

Z 2T, ICHIZ X 5 TXUE ICH O 7= DIZRFBINCAERR S T2 TIERWNR Z DO H A X AT
R 52—y NEOOIDDOY R NEfERT 5, ZH0a— Rty MEICH LS O#E
KOFRIZE » TEFE I E G CEBEMICHEREF SN TVWD, 207D, FRMELE YT +—
<y MIZFOa— FEHERL TV AHEBEIC L > TERIND L DIZREIND,

Ayt — PR THMA S NS EREET— Ny FROID IR T4 5.

e 1SO3166 Partl (alpha-2) — EKIZED PRy DOFRa— K —Part 1: [H=a— R, EH4,
JRE K OB b O EEMEZ ORI O A EXT D, GEF2XFTa—F)

o ISO 5218 — 1HHMILB Iy — £ F DHERZER D7D D = — ],

o 1S0639-2— S##AHLRDIEDODT—F,

e UCUM — JHE# 7D —=—  (UCUM:The Unified Code for Units of Measure) . K

Fe NCFIERA & 512

o ZINHLDANA— Nty FEMENT D ICSR T — X HH ZRFITZET 5,

12 http://unitsofmeasure.org/{Z UCUM {2 DWW C DFEMZARE RN H 5,
xml 3% html F220C http://iwww.regenstrief.org/medinformatics/ucum/downloads 7> 5 UCUM & #E

EHAUa—RT5H5ZENTED,

ICHICSR ¥ H A F
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*8: ERMF¥E=a— &y FOID

(B 1)

BRWAT | TR e A | smoin
® e ISO 3166 Part 1
c.2r.3 EEDOEI— K (alpha-2) 1.0.3166.1.2.2
e = - e ISO 3166 Part 1
C.345 EEHEDER (Ba—F) (alpha-2) 1.0.3166.1.2.2
. ISO 3166 Part 1
E 2% A2
C5.1.r.2 HEBROZEE (alpha-2) 1.0.3166.1.2.2
D.5 4 31 ISO 5218 1.0.5218
D.10.6 HOMHR ISO 5218 1.0.5218
) E—RERRICEVRESN-BIER ISO 639-2/RA
E.i.1.1b EEEEOEE (alpha-3) 1.0.639.2
E.i.9 SR AEERARE L B0y | 008100 Patl 1y 44166102
(alpha-2)
F.r.3.3 BREHR (B UCUM 2.16.840.1.113883.6.8
2 O 5 o ISO 3166 Part 1
G.k.2.4 EEmZEATF L=EDHA (alpha-2) 1.0.3166.1.2.2
= ISO 3166 Part 1
G.k.3.2 AR B (alpha-2) 1.0.3166.1.2.2
H.5.r.1b EOIBER UREEOERORHEE '5(2,3]3: '32)’ RA 1106392

ERIZEENLRWBINN 1 55D,
RO TR

& 4 O FEBFRA T

[REHZEICEAD (ER) ZaMEMREHRT)
(C.18.1) THEAINTWAHBIFIX,
FMALTCa— eI TIERW=D ., ERICITEENL TRV, L,

ISO 3166 Part 1 %
s A

FIEE OO —EBIZ ISO H = — FERZMHA L Tnd, FEMIE CLLICET 2R OF5] &

EZMOZ L,

3.2.3.1

IS0 3166 Eo— FOFA

ERERZE2tEHRE (ICSR) WOESKM, AEFES, BEE UIREETICEFRT 28 EZO T —
XIEHCEZ¥ET H, E2B (R3) TIEEz=— FE2MET 257 —XHAIZBW T, 1SO 3166-1
alpha-2 #Z M4 5%,

ICHICSR ¥ H A F
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(B 1)

3.23.2 Ayt—YxIra—TFT4TDEA

ICHM2IZICHETFHTA RTA NZHEASWTHER ENTZT R TO A vE—TI28 W T, XML
Avb—Vxra—F 4 N UTF-8 DERAZHER L T\ 5,

3.3 ICSR{nz.I=B¥ % ICH E2B (R3) {f#k

E2B (R3) Oftdkid, REIC OV TOEEFHELUMADF5 & LIIZ, ICHICSR D% T — 4
HHOFMR I REED TN D,

3.3.1 RERIELTHFR
AR 2 VRS TR RRSE R R E L TOREBUTE2EZATHRITTZR B0,

o — ANDBITE HEEFE B TE 2BEFOREIITERZOT —X¥THAOWT N1 OTE
BEEZILND (] A =L, FElEh. MR

o — ANOMHITE HHEE BB TE 2MEFORFEICIIEHOT —XHBEOWT L 1D
THEOLEEZOND B A =L, fEFT, BF)

o 1OOAWEM AFESR CUTEEM)
o 1 ODOHEEHEIUIFAARTEE

EROOND TRARROER] 2OV T, MUl L~V TEMOBEEL—ABFET D2 L
BH5,

R TE DA B A =2 v b, Film, MR SUTERBITE 2MEE (B
XL ERT. B ORFEIITEROT —FEHEOWT AN 1 OTHES &%z%
b, ZTOMEY ZIZHOWTILICHE2D A4 K74 > 514

(http://www.ich.org/products/guidelines/efficacy/article/efficacy-guidelines.html) Z5E L
6 WA ANDD, e, BELBREEPR—-ANOZLEHY 5203, £DY

B b HIEBORELE I L WD LEZ D, FABRREECIELD, BHEOA
=T AREOMOBEHRIFEZMEIEET LN TERVEGSH D, Lo
L. Z1TH DAHEDOT —FHBIZANFRREERHLDOT, ZOT7F—FHBEIC
ODWTHHHDOFF & 2R+ 2,

3.3.2 Ayt—YHOT—2BEEDER

ICSR DARIEIZBT 2 A v A%, filx ORWER,  AHEFRREZTHMET 272D AT
TORRET — X 2Rk T HICH->TCOREEEL, ZONA X AEIKIZLTEA -V
YERIF I, ICSRZHDIBET HZENTE D, LL, TR TOEBEICENTTRTOT —
B OEHRNAFAREEITRSZ2WNWTHA I,

FERE T EA LD ICSR TN EOT — X HANRHTHY . MEOF TIREI AR,

ICSRIZEBFMNBEEIND -0, RETHEEDT — X HBICEAEI D ¥ THLEITRY, L
L. T—HHEANZETHLHANEY LW SR00n, REENS RO, HAEHRE#EE
LT E#E] SNTWVEINLRONEMDZ ENEELZGEAELH D, 2O L) RGEITIX

AR TERET —AHEBICHTAHAA v E—JICED T, 2NN EERREOREE %
NEDS
ICHICSR ¥ H A F 2013424 H 12 H
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(AR 1)

E DI, ICSRICELR S5 FARIRLE R (331HBM) DI, Wil & u Pl Ast4

L OERERLRIET XETH D,

o XEHFILICEAD (EF) ZaethidE#s T (C.11)

o WEDHM (C.13)

o AHEOEMIGHAFH (C.15)

o ASEGIL Y FLE OB EME OMUEL =T 2 (C.LT)

o I EA ORERIESI T (C.1.8)

o WEHDE—F (C2r3)

o EEHOMM (C3.2)

o WEOFEEN BRSO OWE] 0BG, UEWEM AEERPBIE S R B ORE
(C.5.4)

3.3.3 —fig/RAl

HLETHERIZIZFZETHAZENEFELL, ICSRNBARNTH A7-DICITRIEBMLERERYE »
FNBMTERIND, 20O L IXRMOIEFIHRL, BINEH & OMEIE ST S5 XX JEG]
ZEteh bW AFED ICSRICHTITE 5,

AF LT RCOEHIT, 5T 2 E2B (R3) 7 — ¥ I8 B J Ol T rl e (B IR A f . 58
B ENTZ 7 r—~ v P THETRETH D, ZNHDOHAFEICIE, 1SO (Ha— K, #4
Bla— K, SiE=2—FR) . MedDRA (il : JRIEE, B/, BHWER AEFESL) . UCUM
GHEDOHL) . MOV ICHMS (IDMP, £ L<I1X3211HEBMR) BdH 5, FHEMCHONTITAIE
W E SRS,

ofElL SN TWanT —4 (fl : ARICER, SERLPHGLEk. XFREGRR L) OHITA
KL A FOFRITH DM, 3.5 HTIRMEBHRED 720 OHATHIRIRIE 2R H 5.

3.3.4 FEBIDERE

ICSRIE., EHMZEMEMIZBIT 2 FHIBOMERE M PEBHEICE ST, BsXEGE
RO EHEMCREEESEINAZ NS D, ZOmERIR T, AT ) LEE I Y LA
BT AFIEREAFLRWVEY . SEIEFICHOWT [ZE LT EXHR AP EEPICER
SUFZEE L TR 57220,

BISRNL O0H Y | LTOTF —ZHAIZOW TN ATRETH 5,
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(AR 1)

o XEFILICEAD (EF) ZaethidE#Es T (C.l1)

o EKDOAL (C12)

o [HHIENLEMICHENAFINIZH (C.14)

o ARHMEDEMEMATFTH (C.L5)

o FIMFIREZRZ DOERNTIH 52 (C.1.6.1)

o AJEFNT Y IE DR SWME OBMELE T2 (C.LT)

o JEBIRZEMEREDOREEICHT LR (C3)

o AEFLILOHEMBIEDOEYE (Ei3.2)

o ZOMONEH (Fr.7)

o [EFMLENWEM /AEFZORRMMGE (LEIGUHYIET) (Gk9.izr)
o EEFICLIDWA (MBS UHYIET) (H3r)

o XEHFDER (H4)

e ICSR DFLIMT —H# I H DIEER
INHOTFT—XEBIIMA, FBhLD MedDRA % F|H L 7= MedDRA 22— KDOF — X IHEH O
FLARETH D,

MR E A ORERFRRIF)  (C.1.8.1) 2[F L THD ICSR WEBAF/ET DA, [F—E
BIOEHN B EB DM Z BT HEFORBITEHRATH] (CL15) BRELTHD
ICSR ZEBAFIET HLENHDH, TDOX O 2GE1F MERO B (C.12) THLERHE
DIFIREFFET 5,

3.3.5 F—ARFEHDIZ+—< v FZDOWWTOIEER

E2B (R3) 7 —XIHRAIIMERY2Y V) iz /ad, £ L CEBERUEIIERE G0 AR
OYEBNZ BT 215 Z E LXKy B D DI Kilsh b, FXZITEDT —F OAREIZ XL - TR
DI SN D,

o XJTA
o C.A1—ERIZ MRS D5
o C2— 5 —kIEHRIR
o CI3—JEfIZEMME DOEEE I HIEH
o C.4—5|H3CHk
o C5—#BRDILH
e X/7B
o D—HEE
—RIER/ FEER
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(AR 1)

o F—EE OBWNIIBIE 5 Mt o OSLE DfE R
o G—IEHRinfEH
o  H—IEBBEE N O DO H O FLik

FITERL &SRS (BD) EESES (Gk) OV L 274305 Tip LU Tk i2mzx, T
TEOT—ZHAXFZOT By 7 PEVIRLAEETH D Z L am Lz,

RFEWEET A ROT—HIABDOFESFERIZE2B (R2) THEASNTWA LD LR
o TW5D,

3.3.6 T—H2AHD—BKIL—IL
e HEf7x—<vw b

HL7 I3 —? 7 +—~ v ., CCYYMMDDHHMMSS.UUUU[+|-ZZzz] CH K2 £H+5Z D
74—~y Ml L AREOEREDHEN E CRAeICRETE S, ZOHMT+—~v v M
IR e ECT — 225252 L TE D,

ICHICSR # vt — T IRKEDHN ] AT H I LIXTERY, BENRD D I s
EEITHHE. HERN [RROHA] EMRENDIOE[TZD, BREEHEZEHIIENE
NDOYVAT LERETHVLENDS (B HEMREC 2ZZzz 478y b&2fTT D)
FEANZ DWW TCIIARERENT A RO N 23BoZ &,

E2B (R3) (ZoWTCliE, BA4THTHANT —XIHH Z L ITKERO BIHEE L ~LEED D,

KREHTA RCTIEHHE—D7 +—~ > & (CCYYMMDDHHMMSS.UUUU[+|-ZZzz])
THRZRBT D, D74+ —~ >y bTIE, FHNLH AL E ToO A REE# 4 2
O 7R BRI TR B 2 L ST B,

B4 TRMNT —ZHE I LITRIRROKEE L~V 2R 353, AFARERIRY £ <
DR EZ RS~ TH D,

o [EREM 72 mtIli 2 CREidH B OFERIX T X THRFETITH BlsME TRERE TR s,
BRI X 0 s S RRIER  FEES%)  (Billa) KO TRHEEECRiEiS
JERMEE N OREZEDER] (H56nD ) . LL, Avk—Yarbta—iAL77 hJy/8—
IEEHIRD A v — U OSiEa— N2 BT 5, SHUIKOEET A RE2EBoZ &,
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(AR 1)

o A—FMUEIZEDHNLIZT 2 EHT 5,

e EU, KEXKUHARDIZA, ICHATHF—"—ThL5ENLSNOE L (F 0 T % KO
AAA) TIFHE L TICSRIZ MedDRA #FIH 9%, MedDRA =2 — R{LIZHMEERFTXTD
T—HIHEIZOWT, FHRERFEIC K > THRE SHUEER/ AHFFERICKR S L <xba
% MedDRA LLT 2 ESE X715, MedDRA LLT (Z IEREIC—Er L2V, 55— RIEHIFIC
Lo THESNTAFER BWERICER BRI 2 LLT HEEICT 2, JEBEROFTRICE T
HHIEIT WL, &HRR® ICH 3C#E TMedDRA Term Selection: Points to Consider] % £:ff
S, REERREOKRFT OIS 1Z [Diagnosis and sign/symptom| 2 % [Definitive and
Provisional Diagnoses with or without Signs and Symptoms | DIHIZHER LTV 5,

o BAITK - T, JEFFRIERE /R EORRRER OEREICETAHRENR TN TS Z
Etbdhb, BT —XHEBIE, 2RI IEERGELS > THEE LN 7+ —~ > b TR
THZLEOTERVBINMERZIRMIET 27-2012H 5,

e 1 ODICSRANTIL, 12D MedDRANR— g v DR EFEMR L TEYT L TRTHOTFT—XIHE
Hxa— NMk35, L7en>T MedDRA AZEEZ AT H7=NZE C/3— 3 D MedDRA
DEFE SN2 T2 6720, 72720, BED ICSR % 1 >O/Ny FTRHT HE. 0
Ry FHNOFNFND ICSRITE R B NR—T 3 D MedDRAZZSB L TH Ly,

MedDRA = — RULEZ M+ 527 — X HEIZ DWW T, 15® ICSR N TILF—o
MedDRA N— 3 VAR L2 iEe 5720, 72720, EEDICSR%E 15D

e Ny FTRETIEHE, TORNYTFHRNOZNEND ICSRITE R HNX—T g 0D
MedDRA #Z M L TH L\,

UAFIZoOWTHEETDHZ L,

o {TFT—HHBADOT—ZBFLITO X IITREND,

o A=Alpha (3E7F) : ZOTF—XAFFE L LT, ICSRIZBWT, #lxiE IHiEHEDOE=z—
K] (C.2r3) —2A % 1SO3166 fEHEHIG ICHbED7md oo K ) B HELY M E
ET b EOT—XHATHAIND, BFT — X ZERT 5 0FHNT — X BT,
FIZIEX [IP) DX T NVT 7 Xy NORILFE/NLFLMEZ 720, e &
S T RFER SUTHIE 2 720,

o AN=AlphaNumeric (ETFE5F) T 7 7y b, BT, BRI TE2EL LN TE
HXFHNT—HTEE, il TAB-19.990115*] , XML O3~ TOIHEHIZ OV T,
http://www.w3.0rg/ TAZE AL TV 5D WICHEHEIZHE S, Bz IX, Flik 7 —Z HE IZ XML
R SUTF-CTh D>, <MD TL 256, ZNULEFIZENZINL&Y, &lt 2 V'&amp
ICEEHR D,

o N=numeric (7)) : FBEERLZE A, BEOUIRI/NUSERIZAWLN 5"0~9.E+-"
DXFEDORIR A G LFEYT — B, ] : "1.23E-1", "34192", "32.12"., =~ |IFHT
ER/AAN

ICHICSR ¥ H A F 2013424 H 12 H



(AR 1)

o HAF: ekl (A) SR

o Tl T—UHEIZLL FIC Lo TREN D,
= [false] noJ (ZHHY T2
= Ttrue] lyes| *IZHHYM T 5

»  Tnull flavor] R E > TEWRBRRELZEENH S, HL7 1T 5% Tnull flavor)
EIES, (PR |

PRFIEH A FOBHE, 20— WIEZBISNN 125D, [TEREO G
(Gk.25) T, ZZTiE Ttrue] WER FOIRBRIEICHT=B,

o TRTONWAT—HXEHZICSRAYE—DO—EE L TOHTEOINLERD I, LEHE
H OREITMNETIE RV, RATOEEFERILZ XML EIZBEA W ER3H D, RATION
HHEBIZ. AvE—URETH L7012 XML FIZBEZT T B2,

o FRRIREEH CTARAZ L TEN 2T E R o2 b b bd . F&07¢ ICSR D—ik L
LTEELRTIUERLWEBRH D, HLT A v E2— U TIIRATIOIEE O3 A]
BETC, TOHBZa— ML TCT—¥0NRWHEZHAT I ENTED, FOD,
RETHINENRWMEER 250 A2 A v =V OERPAIRETH D, ZORAT
DOEHOHAZ Y3 null 50 Tflavor (Brf) | & FRES,

o null flavor : ICH ICSR L, 4k % 17 IV —31F 9 D72 0OIZR O HLT FEHEFRE NS O 22—

Rz 5, BEANZ DUV TITE R 1ISO /HL7 279532 # & 2 L, F—& Al > Tix
ZY T null flavor 55 (B - FEFUMET — X THEIZH1F D PINF O NINF OFEfH)

a—F | &R EH

NI No Z OFIMED BTV e AIER B HER T E 22, THUTE D R
Information BFIIMETH D, BIFMEDOHIHIE TS H 5,

ZOHEBIZOWTOATFARERERILID 203, Laftr, BABF®RER
T ENLS OB TEEENZDOHFRERME L TO2RY, Z0ffF
WIZT 7B AT HROMEMANGFET D560 H D, 1 Zonull
flavorZ A3 2 Z L1 X O BAEHRIEEK & e D52 T — 4 %
PRSI BRI FRECThH D, TIT, FEMERIET 2 2 Lz
BEICEROGFEZ LT LLERD 5 HAITH T 5,

MSK Masked

UNK Unknown bTIE WY RMERTRHTH D,
NA Not ZOHB TIES TUTE 2 BN (] BHEOREORKA R
Applicable H)
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(AR 1)

a—F | 4l ER

asky | AskedBut | EEAFERBLAMONADSL [ BEICBOIASBE TS
Unknown Rinotn)

NASK | Not Asked ZOFROAFITRA TR (F : BFIZHRR1-T2)
Negative %

NINF | | ity A O BERIHL,
Positive o

PINF | | ity EDFER ALK,

ICHICSR D =2— R & LT null flavor 3 ED L H IZFIHTE 202 ROHITRT, ZHHDHNZ
BWT, F—XIHEH DA HiIL<--comment tag-->N O o1 — RL SN BBIEDHICHN D -

) 1. null flavor ® MSK © Masked ({RESHNTW3B) | 2FE T,

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

5] 2. null flavor ® UNK T TUnknown (RBH) | %%,

<roleclassCode="PRS">
<code code="PRN"codeSystem="2.16.840.1.113883.5.111"/>

<associatedPersondeterminerCode="INSTANCE"classCode="PSN">
<namenullFlavor="UNK"/>
<!-- 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>
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(AR 1)

3.3.7 ICH E2B (R3) T—%IEH M

FTRCOE2B (RI) T—HHEAKOA v —UfEk%E 34THOEKIZHE TS, E2B (R3) T —4
HHORIILLT 2&Te,

o FT—XIHA%KY

o ARIFHEHA FOBW L., HERINERA v E—U0OF —XHEBIZIX ACK O SCEMNFAICA L,
Bl z 1%

o F—HXIHH N12X34HTHRT S [Ny TEE] 2HT,
o ACKMILIFHER NS o r v a icBidsd THERIGENy FEE| 2151,
o T—XIHA4

o % E2B (R3) 7—XHHADIELWANTIEZOWTERZEMT 2 TRHOFLIE ] IE
#ETT,

o DEAEM) ITI1E, Y%7 — 7 HB OBUEN LHEMEE P 2™, —EO7 —ZHBA L THdiy
H7e ) BER (B M5EA v =V R IE LT T 5720) 2LV mHE s TBY, 2
NPEMIND LT —NELD, BERSNDHEHO LA (G) THAMAIEH (<
e %,

o [F—=2M| ROTF—FHEAR -7 —ZHA I LT —FHA DR Z R TET L LI
CT—#RAZRTRELTFRHD (A 7, NP, AN 5572 85TF) ., a— ey b &
ZRT L7 —ZHAIZHOWTIE (B ik 7 — 2 HA LS | HEEHGER LB BT D8RI
WG DR TRIIOMRE/R L VLERH D,

o A7 V=2 MilJF (Object Identifier, [OID] ) —4fED=— FU X b UIARTZEM 2T —
HIEBICEYST DA T 5, REHET A RIZ/RT OIDIX ICHICSR @ XML A v+ —
CIERT 5,

o [FFAME] BZXDOT—ZHAIZAD 5 HHERT,
o [V — ) T DT — X HE OGN —/VICET 2B IR A 1R D,

RELEHA RORA v =R, ICH A ARA—=IZ LV FE, aFEShiV—LThbH, Zh
Hix T3Z15) ENDHICHICSRXML A v —JICEH SN sirstcdh s WaiE, 1%E
Fl Lo THEAIND) , LieoT, T%F) &35 ICHICSR XML A » & — UERkIIC
WL, RFEELDA FERBAL T —Z A OIEREE KL OE A2 BiEd 2,

—ERDaT— R Y R MIHOWT, AXLEBEZEHEINTWD TFFEM] OFWRITE - 720 Roes
W7o TV DT8R H 5, ZOFERIIARZEST A RO CTHEFFSN D, BHTOa—
K= >\ TiEflExl (F) o=2—FRU R FESROZ L,

34D ICHE2B (R3) &—ZIEHDOMHEEIZ ICHICBWTAEE SNT-T — X Wik
O A= T b, EED ICHICSR XML # vt — DHERIFICIZ. —hb0F— FIEE
BREIZLTCT—Z NSO EME R NEESME 2T 5,
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(AR 1)

R Oa— ROV TEMFED (F) OICH=Z— R R ML EBTDa—
F—EExZHBOZ L,
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(B 1)

3.4 ICH E2B (R3) ¥—#%I1EH

N.1 ICH ICSR =R F (/NvF 5 ws\— : Batch Wrapper)

ICSR D C~FIHDIFEHR LITERY ., [Ty _—] OFRIINV—T 4 7 DHEZHELTEY
(BIZIEX, Tfrom) — Tto) ) | EEIIRE IRGFEINR, Ay EB—UFS, KEEW
F. ZEHEHEN L OA = BHORERILE 77— 2 #H (Electiric Data Interchange: EDI)
DHLEFROBEICLIVEDLNTVDLIHDET D,

N - ICH ICSR{z=&# Al F (V' wFFv/{—:BATCH WRAPPER)

1...1

N.1 - ICH ICSRIzzE &3 F (/ Vv FFv/3—:BATCH WRAPPER)

N.1.1- Ny FRD Ay E—CDIELE
N.1.2 - \yFHEES

N.1.3 - N FEEFHATF

N.1.4 - I\ FZEFHAF

N.1.5 - 7\ F{mED B {F

1..n | N2r-ICHICSRAvE—UAYS Gyt—CFv/3—) (BEITHLRYIRY)

N.2.r.1 - Ayt—I @A F
N.2.r.2 - Ayt—REF AT

N.2.r.3 - Ay t—UREH B F
N.2.r.4 - 2y t—ERO B

N.1.1 NYFRDA vE—DIESHE

FIAOFEG = ZOTF—FHEBIIEE SN D HEROFEEICET 2 H®RNE END, 12DICH
ICSR/Xw F1Z, 1L EDICSR (ICSR) #&TeZ LN TE B,

HEE WA

74 2N

oID 2.16.840.1.113883.3.989.2.1.1.1

RAYER 1=ichicsr

ZEEL—
ZOT—HHEBAOHFRMEIL, KXFTENLFERINTHZEICEET S, €D
D/ISTFTEBAD SN TND Z &,
£, FHTRARZa—FRERASNSGZ LB D,

1ODONYFIZLOLLEDICSR A v —V %52 LR TXS, LL, 195D
ICSR A v — & D5 ICSR T 1 FESEICT 5,

ICHICSR ¥ H A F 2013424 H 12 H
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N.1.2 NyFEE

(B 1)

HADOT5& ZOT=ZHAX Ny F T v8—] LB, EEHICL - TEEICH ICSR
Ny FT7 7 A NVEIZEID Y TONDEAOBHESTTH D, Ny FHFIXICH
ICSRNN Y F7 7 A NVEIZEE 0T Th D,

AE WIB

5 7 100AN

o]} 2.16.840.1.113883.3.989.2.1.3.22

A H H Rk

oEN—

NL2IZIFL T OREENFEH S ND
<id extension="batch number" root="2.16.840.1.113883.3.989.2.1.3.22"/>

rootlIN.1.20 4 RiTZEM 23 L. id extensioniZ EEED N v FF 52 AT 5,

N.1.3 /Ny FEEEHBEF

FIAOFEF = ZOTF—HHEBA, B ZIEEEASEEIYEE & W o ICSREE OfR%ETT (ICH
ICSRNy F7 7 A VOVERFE) &EFRT D, ZEFICEAOBIIT TH D,

A WA

5 T 60AN

oID 2.16.840.1.113883.3.989.2.1.3.13

P H A

ZEEL—

N.LIIZIFLL T ORENFEHESND -
<id extension="sender identifier" root="2.16.840.1.113883.3.989.2.1.3.13"/>

root!IN.1.3D 4 Rl 22 22 L. id extensiontZ ERED N » FE(EH T2 A1
50

EEHBI M EHF L AR L TR LEND D,

ICHICSR ¥ H A F
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(B 1)

N.1.4 /Ny FREFBAF

FRAOFE = ZOTFT—HHEBIXICSRN Yy F 7 7 A VDRESEERT H, EEHICET OB
TThb,

R WA

Yamr ! 60AN

OID 2.16.840.1.113883.3.989.2.1.3.14

TR E H Bl

EEL—IV

N.LAZITLL TORRENFEHSND :
<id extension="receiver identifier" root="2.16.840.1.113883.3.989.2.1.3.14"/>

rootiIN.1.4D 4 BTz 2% L. id extensionlZ EEED N v FZZE 3BT 2 NS¢
Do

ZIEHBH T HERTF L AE L TB BERH 5,

N.1.5 /Ny FEED BT

FIAOFEF = ZOFT—HFHERIZICHICSRNy F7 7 A LMk SN H TH D,

pliRE N W

T — Al A ff,/ g

oID L

FFAAE FHELVERICOWTIZAHRNEZ B RO Z &,

ZEEL—
H IR B £ CRAICIERICTER SN2 TIER L2 (T2bb
[CCYYMMDDhhmmss[+/-ZZzz]] ) .
KAEDAMEZREET D2 LIFTERY, KEEICL YV RKOAMN ERDGE, 44
LY —VEWFET 5,
ICSRA v & — IV riERF O BLHIFFIZ T 5,

N2.r ICHICSRAYE—DAYT (AvtE—PFy/i—) WEICIHELERYIRY)

N.2r.1 A ye—S8H5F

FIRDFS = ZOTFT—HEBEA yE—VT (RyE—U T oA=L bEND) 25
te, EHEHICL > UBESNDICHICSRA vt —VHICEI YT HN 5 EA OB
BREAI1-Cod D, 1DDICHICSRA w2 —ITIZICSRNPLI DDA Z EN D,

M MR

5 100AN

oID 2.16.840.1.113883.3.989.2.1.3.1

FFAE B hEl#

FEL—V
ZOMEIZCLIER U TH D, LB TEDORLIILLTDOEEBY TH D -
<id extension="message identifier" root="2.16.840.1.113883.3.989.2.1.3.1"/>

ICHICSR ¥ H A F
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(B 1)

N.2r2 *Awt—SXEEERMNF

FIHDOFF & ZOT —HHEHIZICSRHE DEEH (ICHICSRA v — Y DOERE) % ER
%,

HE WZH

Yamr ! 60AN

oID 2.16.840.1.113883.3.989.2.1.3.11

AN AE H Aok

FEL—V

N2r2iZi3 FORIABEHSND -

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

rootlIN.2.r20 4 Aiz2f 455 L. id extensionlZ EFED A v & — D EEHHA T2 A
H+ 5,

EEEHNTIMoEHF L AR L T LERDH D,

N.2r3 *vt—UEEHBF

FHOF5 & ZOF—HHEAIRICSRA v —VIREDZEE L EET D,
HE WA

=5 60AN

oID 2.16.840.1.113883.3.989.2.1.3.12

FEANE B R tHk

LR —

N.2r3ICITLL T ORENMEH S D ¢
<id extension="message receiver identifier"
root="2.16.840.1.113883.3.989.2.1.3.12"/>

rootiIN.2.r.3M 4 R 22 22 L. id extensionlZ EREED A v & — D FH 3BT 2 A
h¥ %,

TEHBH T HERETF L AE L TB BERH 5,

N.2.r.4 *vt—TEFEOB T

MO T5 & ;)0)—7“~5’IEE EREH DT — 2 ~_—ATICHICSRA v & — U MERM S/ H T
% o

T W

T EER P

oID L

FFAE FELOFRICOWTIEfTRIZZ RO Z &

TLEL—

ZOfEIXCL2LFILTH B,
HEFAR AL & CRAICEMICEESE I 20T R by (T2bb
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(B 1)

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

C.1 JEMREIERE DR

C.LIIEBIZ ANEHRE O root (25T D, 12D ICHICSR X » & —27 7 A W& 5 5]
SERZEMEREIL L DDA THHMN, 12D ICHICSR N> F7 7 A W2 1oL Ed ICH

ICSR W& ENn5, £Di=H, ICSR A v &—T7 7 A /4® [controlActProcess] PNIZIE I'subject]
HEN 1D UNMEEL TER B AR,

Cl-EFIREMHREDHA

C.1- EHIREMHRE DHA

Cll -REEBILICEBO®GER) REMEREHAF
Cl12 -{EpD Bt

Cl13 -HmEDIESE

Cl4 -FEREMSRIFHENAFSNI-A

Cl5 -ABEORHFIEHRAFAH

C.1.6.1 - FIATEELZ DD ERITHEH ?

Cl17 -AEHIFLZEORIBEDRLELE-TH?
C.1.8.1 - HRMICEADEHIHENF

C.1.8.2 - KIEFIDE—EEE

C.19.1 - BEDEETRHEIN-ZOMDIERERFIEHDM?
C.1.11.1 - {REWE B

C.1.11.2 - REWE EEEAR

0. n | CLELr-B#EEARAELTLSEH BECHLBYET)

C.16.1r1- ZEENRELTNSEH
C.16.1r2-8FEnh2EH

0..n C.1.9.1r - fEGIEEAI F DIFRIR (B EITIECHERYIRY)

C.1.9.1.r.1 - EBIERIF O IEHRIR
C.1.9.1.r.2 - FEHIEERF

0 ..n C.1.10.r - RFRELEAEST SR EDHANF (BLEICHLEYIRY)
C.1.10.r - RIRELEET DMEDHEAF
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(B 1)

Cll ZEEEELICEAFED GEf) REtEHEHNTF

FIAOFEF =

ZOF—HHAIXEA OICSRER T2 &1, TOMEIL. ¥y a  nAT7 U TK
Uoni3o0t s A b, b [EHa— K — fEL UIHHIE R4 — @5
HERE] OMAEDLETHD, H=2— FLiTwsEoE (C2r3) IZxhht 5%k
F23FDISO 3166 part L= — F (1SO 3166-1 alpha-2) T 5, 5H—EHRIEDEH
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N —v
CroTN— N %2BROZ L,
C.2r23 HEFOMER (Fih)
FIRDOF5&E COTF—ZHAZITREEOFHEATIT D,
A (5=
5 5 100AN
OID L
FFAE H HFt#
nullFlavor : MSK, ASKU, NASK
LR —

C2roE#HNL— NV EBBOZ L,

C.2r.2.4 WEJFOMER (hETHE)

FIHOFG & ZOT—ZHBIITWEE OTHIHEEZ AT 5,
A 8
F— K T 35AN
OID L
Gl SRESIEE 19
nullFlavor : MSK, ASKU. NASK
TLEHNL—

CroOH#NL— N EZBRDOZ &,

C.2r25 #HMEEDOER (HEFRZE)

FIHOFG & ZOT —ZHBAIITHEE OWENREEL AT 5,
A (E=
ez 40AN
OID el
FFEE B I RC#E
nullFlavor : MSK, ASKU, NASK
L —

CroE#il—n2ERoZ L,

ICHICSR ¥ H A F

20134F4 H 12 H
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(B 1)

C.2.r.2.6 HMEFDERT (BEES)

FIHOTF5| = ZOF—FHBIZITREFEOBEE S EATIT S,
1A &
5 — & T 15AN
OID 2L
FFAE H i
nullFlavor : MSK, ASKU, NASK
SmEL—v
CI DTN —NEBRDOZ &,
C2r27 HEEDEEES
FIHOFS| & ZOTF—XEBIZIE, Ba— FERUOHEE S E&teRmbE OBEETE AT
50
[ERRERE DS AIAE /R RFLIE (B : +cc) THFZ AL, ENEGFHOMNARELZE
D, B, ERNTEBEICEaZFH L T EIZOW TR, ENE50xx-
yyy-zzzz X EBE T 5 +cc-xx-yyy-zzzz & A1 5,
Fio, BIEE T, AEOEBES A YLES BlAE, BRINZ00, KEIX011,
HARIZ0107: £ OEBRERRANE ) #3502\, [EFESEIEEES
(International Telecommunications Union) 77 A5 (+) R HIED, Kl T
UHEFREEOBITNIS UZEa— K2 ANT 5,
AT T BT OIS, DT AA. HERT 01X
- (Fyv=) ) Xl (R 1 ICBRS,
1A &
=z 33AN
OID 2L
HSYEN H i
nullFlavor : MSK, ASKU, NASK
ZTEL—L
C2roE#H L — NV EBBOZ L,

C2r3 WHEFOEI—F

FIHDOF5| = ZOTFT—HAHEBIZIE, FEF2LTFDIS0 3166 Part 12— K (1SO 3166-1 alpha-2) %
AT L THEBEDEL 2T, BEEDE - RIERIEOE Z 5 5 22 W Fils 7235
Al TRWER AEFLPARELEE] (Ei9) ZANTLHZ L,

wAE £&, 7277 LC2r50MEMNL1OSA TN

T Al 2A

oID 1.0.3166.1.2.2

A ISO 3166-1 (alpha2) . EU
nullFlavor : MSK, ASKU, NASK. UNK

EEL—IV
TRCOLARI2XLFOEa— RE2#EHT 5,
C.2r5iz 11 E AN ENTWAHEE, Zo7—xEHBIZnull flavord A L Cid7s
5720, 72721, Ei9iZnull flavor B AT SR TWRWEAIZZ DORY T,

ICHICSR ¥ H A F

20134F4 H 12 H
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(B 1)

EUDE = — NIZFIAIStE =2 — R E L TISO3166E = — KU 2 MIfFELTH
V., BKINESOLETIZRTVLEDOHHTXTORFEEYR— M5, ZOHA,
[EU] 2AE=a—RFE LTHERBEND,

c2r4 &

FIAOF5 & ZOTF—FHBIITREETOEMEANT D,

A E&, 7272 LC2r5DMEMALIOBAITMA

7 —xm IN

OID 2.16.840.1.113883.3.989.2.1.1.6

Ei ) 1=[E
2=FEAI
3=F DM DEFRFME
4=Fi+
S=VHEH XTE OMOIEEREMF
nullFlavor : UNK

T AL—
Wt H DBERARHDEA . null flavorOUNKZFIIFH LT Z OEE 222 & 45,
THEHRDORIBARTE L WIFHE 2 FLR ¥ 2 720 Onull flavor O HIZBE T 53 LW
FHIXIZONWTII336HEERDOZ &,

cC.2r5 HREABMLEDE—RIEHRR

FIHOFER & ZOT =X HE IR B EE DR~ RIERIR AT 20288 L, SO
WIRNTEES D5 EE [ HIRAGIZ B DIEGI#S 7 R ET D, T OfEHRIED
SEGI DR LT BorefeES %,

ZOTF=FHBEIY YURHEGD TERN) ER L LTHRE SN DEFTAT T4
) ORERIE L THE SN DBFTRE D,

HEME BVIRLNRSDGEICBNTH— BRI D07 —XEHE BNAE
T — A IN

OID L

R 1= — AR

LEL—

[ B B9 DFE—KNFHIE (RG22 1O F—RIEHRIFE (C2) ITA
L7 uE 7z 5720, LR 5 THICHICSRA v E—YRD1I>DC27 1 v 71T
BWCTZoFr—4HEBIIZ1ETZT 1) EAD LARTHER S5 7e0,

IR ONEFAL, BRI IR D722 Z DI B 2 LTIV T2,

ICHICSR ¥ H A F 2013424 H 12 H
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C.3 EFIREMHEWMEDEEFICET H1HR

(B 1)

C3- EHZTEMEHRENEEEICEHT H1FER

C.3 - EFIREMME DXIEHICRET S1FHR

C31
C3.2
C.33.1-
C.33.2-
C.3.33-
C.3.34-
C.3.35-
C.34.1-
C.34.2-
C.343-
C.3.4.4-
C.3.45-
C.3.4.6-
C.3.4.7 -
C.3.4.8-

- ZEEDRER
- ZEE OB

EEHOHE
EIEEDHA
EIEHEDAH
EEFEOHRMEA
EEEDK

EEEH OERT (Ftth)
EEE OERT (ETHE)
RIEEDEFT BEFEE)
EIEEDERT (BEES)
EIEEDERT (Ea—F)
REEDEEES
EIEEDFAXES
EEEODEFA—ITELR

N

/

C.3.1 EEFOESE

FADOF = ZOTF—ZHEBICITEGEE MEBSUIEAN) ofFEEE AT 2,
ZOHEA TIICSROTEHEA KD SN TNWBE AL T 7/ u o —{p3E, REIRFEK
RESEE L OEOMORMEEE S REIEEE) 5 Eh D,

A WAZH

T4 IN

oID 2.16.840.1.113883.3.989.2.1.1.7

TR 1=HU3E A3

2=H1H Y =
I=ERHMAFE
A=HUg KA v 2 —
S=WHOEEERKME=F Y T & —
6=F0fth (B : EHEE UTZ OMOFIE)
1=K EEE

TLEL—

ICHICSR ¥ H A F

-63-
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(B 1)

C.3.2 ZEEFOHEHE

FIHDOFG = ZOTFT—HHEBIITREE OMME B, B¥EAXIHGINEL) 2 AT
2o

B NEEE DM (C3.1) DENRT (BE/HWEE) TRVGEICHAH

5 A I 100AN

oID 7L

Gzl SRR

ELE—V

C.3.3 HEXEOETE

EEEOHE %@20 REEOLE | BEEOTML | REEOR
F—XEH Cc.3.31 C.3.3.2 C.3.33 C.3.34 C.3.35
ARDTE = U R\ 350 C S (R AR 5 BB & AT 5. T, BT
I LR B AT AW & [ Lo B & B B,
|CSRIE(E D EHEH 2 1T & 2 R BIRIE . [ EIEE 72 b 2 RO
(o ko> THEIE STV B A A B, B SR I B 5 53 Bl o C = i
T
ZEAL—N

NG R OREIZ BT 2 BIH OB EDREFIRIC Lo TR, sk A vy B — VP TlERE
DEAEHEOHBNAEM SN2 —HOEE 280 L 2T ER O RWEERH 5,

C.331 ZEZEHOEHE

FIADOFG = ZOTF =X HBIITEEE OMEL EANTIT D,
W EE EN=3
5 60AN
oID L
B EREEEGE
LR —
C33DFIMN—NLEBRDOZ &,

C.3.3.2 ZEEEDOEA

FHOFL & ZOT—ZHBIITEEE OB ANTTT %,
HEME (=¥
T — &l 50AN
OID 2L
FFAE SRR )
FLEL—L
CI3DREHN—NESROZ &,

ICHICSR ¥ H A F
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-64-




(B 1)

C.3.3.3 ZEEFDAR

FIAOF = ZOT—ZHEAIIEEEE LT E AT D,
et &
5 7 Fll 60AN
oID 7L
Ei ) B H Rt
ELE—V
CI3DFHN— L EBRDZ &,

C.3.3.4 ZE{EFDHMA

FIRDOFG = ZOTF =X HBIITHEE O P EATIT D,
A (G

=5 60AN

oID 2L

FEAE SNEEERR

T AL—

ISO/HL7 27953-2i% T[4 OBI&EZ AR — KL TWiRWed, Ay E—INT
ZOT—ZEAFRRET DINE AR ¥ 7 &2 IBETHNERD D, 12HO T4
Al Z 7R EE DL AT L, 2280 4RI # 7I3EEHE O T4 %
ANT %, Z 7 DIREPLHIDIEE 2R,
<name>

<prefix>C.3.3.2</prefix>

<I--C.3.3.2: Sender's Title #1 -->

<given>C.3.3.3</given>

<I--C.3.3.3: Sender's Given Name #1 -->

<given>C.3.3.4</given>

<I--C.3.3.4: Sender's Middle Name #1 -->

<family>C.3.3.5</family>

<I--C.3.3.5: Sender's Family Name #1 -->
</name>

C33mit#HL—LEBRDOZ &,

C.3.35 ZEEFOK

FIHOFF = ZOT—ZHBIITEEEOHEE AT 5,
AN (6=

7 60AN

OID L

FFEE SRR )

L —V

C33mit#H/L—LEBRDOZ &,

ICHICSR ¥ H A F
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C.3.4 EEBOMER. FAXES., BEEFSRUEFA—ILT LR

(B 1)

wiEgo | wpgo | S0 HEEC  wmae | | e | RS
BF | BF h| A W sl sl RS
(BHy) | ETRES) (ER | (EEH | k) BFHES | FAXES | 2—17T
R%) ) rFL &
J—XZIHE C.3.4.1 C.3.4.2 C.3.43 C.3.4.4 C.3.45 C.3.46 C.3.4.7 C348
FIAD B T E B 22 G IR IS hE > TREF DMK R A 121 5,
F5[x
| —
Cl3DFIHHN— N EZBRDZ &,

C.3.4.1 AEZBEDZERT (Hih)

FIRO T & ZOT—HEBAIITEEEOFMEATTT D,
et B
7 — &7l 100AN
OID L
TR SRERGE )
FEL—L
Cl3DFHHN—NEBHRDOZ L,

C.3.4.2 ZEEFEDE

AT (TETF )

OF— S EAICAREEFEONITHEE AN T 5.

FIHOFS =

A E E5=3
=5 35AN
oID 2L
FEANE SR
LR —

C33DELH N —NLESBROZ L,

C343 ZEEZFOLR (HERRF)

ZOTF—ZHBAIITEEE OB IREZ AT 5,

FIHOFG &

HEME =3

= — 40AN
OID L
Gl ) SREEGE )
L —V

CI3DFEHFHNL— L EBRDOZ L,

ICHICSR ¥ H A F
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(B 1)

C.3.4.4 EEFOER (BESES)

FIAOF = ZOTF =BT EEOBMEESE AT D,
et &
5 7 Fll 15AN
oID 2L
Ei ) B HRC#E
ELE—V
CR3DFHHN—NE2BRDZ &,

C.3.45 ZEEFOER (Ba—F)

FIHDOFG = ZOF—FERBITIL, FT23CT OIS0 3166 Part 12— K (1SO 3166-1 alpha-2) %
AL TEEHEOEALA Z7RT,

A E E5=3

T 2A

oID 1.0.3166.1.2.2

A ISO 3166-1 alpha-2

T AL—

C33DEHN— N ESHRDOZ L,

C.3.46 REEZFEDNE

BES

FIHDOF5| = OF—FEHIZE, Ha— FAROHRES 2 SOREFEOENESE AT
50
[EIFSFERE N AIAE /R RF0IE (B« +cc) THFZ AL, ENEGFHOMNARELZE
D7, FIIE, BN TERBEICEr 2R L TWAEICOWTIE, ENE0xx-
yyy-zzzz X EBE 5 +ce-xx-yyy-zzzz & A1 5,
Fio, BIEETICIE, BEOEBELY A YLES (BlAE, BRINIZ00, KEIZ011,
HARIZ01072 £ OEHBEERGRAIE =) &5 H770, EEEREEEHS
(International Telecommunications Union) 7°J A5 (+) RN HIED, HildF T
YHERESOBITNIS CZEa— K2 AT 5,
AT T HDOFBEHINER N, FBET 254, EHT201E - (X
va) ] X T (R) 1 ICRD,

T A &

5 — & Tl 33AN

OoID L

A ENEEERE

TLEL—

CI3DFTH/NL—ILEBRDZ &,

ICHICSR ¥ H A F

20134F4 H 12 H
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(B 1)

C.3.47 ZEEEEDFAXES

FIHDOFS| = COF—XERIZE, Ha— FROHIRE S & OBEREOFAXE S 2 AT
Do
EREERES AIAE /R R FLIE (B« +c0) THFE AL, EN@EGFEHOTNAREEZE
DRV, FlxE, ENTEBEICE e 288 LW EIZOW T, ENEE0xx-
VYy-222z |3 [E B B +ee-xx-yyy-zzzz 2 A 195,
F7o, BB FICIX, AEDEBEY A Y AES B2 X, BRINZ00, KEIX011,
HARI30107: & O EFRERERIIETF) 25 0R, [FHEGEEES

(International Telecommunications Union) 7°7 AFEHE (+) Rl bhaH. Hilh T

WHEMNESOLINISUEEa— Fe AT 5,
BT LT HOOSHIINE R, ST %A, AT T- (X
o) ] XFx T (R 1 ICRD,

AT LE=X

> — & Tl 33AN

oID 2L

FARE B H i

FLEL—v

C333DEHN— N ESHRDOZ L,

C.348 ZEEFENDEFA—NLTFLR

FIRDOFG = ZOTF—HAHEBIITEBFEEDETA LT RLAEZANT 5,
A (G
5 100AN
oID 2L
FEAE SR
LR —
CR3DTHN—NLEBRDZ &,

ICHICSR ¥ H A F

20134F4 H 12 H
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C.4.r

(B 1)

SIAXH (WEICIHLCHRYIET)

-

~

C.4 - 5| X #k

0..
C.4r - 5| AXHR (BEICHLEYIRY)
C.4.r.1 - 51Xk
CAr2-&8FhsEH

C.4r.1 BIRAXHE

FIMOFG = ZAET — Z AT IR &5 STRRFEF Tl Ze < . ERIER % foal L 7= SCRkee
DI=HOF—FHEA TH D, 9 HSCRIL EF a4 2 A7 (International
Committee of Medical Journal Editors) 2 & - TIRES NNV 7 — =K ([
I =N—FERY L LTHLNTND) > TANT 5, RERGAELED
KA AR O SCHER I B
International Committee of Medical Journal Editors. Uniform requirements for
manuscripts submitted to biomedical journals. N Engl J Med 1997; 336:309-15.

EAEE e

F— 500AN

OID L

TFAE H HFt#
nullFlavor : ASKU, NASK

FEL—L
TR O KBRARDE L WE S 2 5Eib 95 72 Onull flavor O FICE T 538 LW
T XDV TIH3IBEHEEZSROZ &,

C4r2 BFEIhZEH

FHOFE & EEENCAIUIR LEXREEFOE LE2ED Z LIC LA, 205 —4IHH
WZZEDREBEOITFLED 7 7 A NV E AT 5,

AT A=Y

T =5 FL7e L (NIA)

OID L

FAE ko FEEE ] : Application/PDF, image/jpeg. application/DICOM. text/plain
o a— A ] B64
JE#E 41 : DF

TLEL—
ICSRICE R 2 TRATT D3 LW HIEICOW T, 35HEZBRE N0,
AT ORI AONWTZEZ DL AT LMHFEORENRS DN D120

TEFAE) (3HUR Z EITHlE S LD,

ICHICSR ¥ H A F
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(B 1)

N=ERXDOZREITRENTWVWD,

O B EA b A, B CEICH A Sh AR 7 +—< v PR EROAL 7 —

C.5

HER DA

C.5- SAER DA

C.5 - BHER DA

C52-
C53-
C54-

HEBRKEE (RRUY—) DRBRES
BIfER  AEEZIBESN-HROESE

N

0..n C51r- RBOBRERBEITHLRYET)

C51rl-HBROBHEES

C.5.1.r.2 - AERDEIRE /

C51r HEROEBZFHFER WEICELEYET)

C51rl1 HEROERES

FIHOFG| = COTF—FBEHIZITHRERIRICB N TE D Y ToNTRBOBRGEESEANT D
(B = BLAH#EZF 5% (European Economic Area, EEA) IZEBIT A& IZOW T

EudraCT& %) . sFlC oW CIIE MR OEE T 4 RESROZ &,

A E £&

5 — & Tl 50AN

oID 2.16.840.1.113883.3.989.2.1.3.6

RAYER H i
nullFlavor : ASKU, NASK

EEL—

TEHRD KABRAEE L2 WIEHRE 2 Eib 4 5 720 Onull flavor D HICEE4 536 LW
FFZIZHOWTIE336HASHDOZ &,

CHLrUTIILL FToOREMEF NS ¢

<id extension="study registration number"
root="2.16.840.1.113883.3.989.2.1.3.6"/>

root!LC.5.1.r. 1D L RiIZER 22 L. id extensioniZ ERE DR D BEEF 552 A1
Do

ICHICSR ¥ H A F
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(B 1)

C5.1r.2 HEOERFE

FIADOF| & ZOTFT—HXHEBAIEFCSLLITREINTERBOBEESZE Y U TEEEANTD
F—BHEATH D, HF2LFDISO 3166 part 17— K (1SO 3166-1 alpha-2) %
> CEAERT,

AE &

7 — A 2A

o]} 1.0.3166.1.2.2

TR ISO 3166-1 alpha-2, EU
nullFlavor : ASKU, NASK

oEN—
TRTCOHFHI2LFOE=a— 2T 5, EUDE=— RIZFIN0EGE=—F
L L TISO3166[FH=— KU A MIFELTEY ., BKINESOLATIEZRTHLEDDH

DT RCORELEZYR— 95, Z0O%E, [EU] BEa—RFE L TERAIN
Do
TEER D RIBR L L2 WME A 2508 3 5 72 0 Dnull flavor O I B 53 L
FB|XIZHOWTIIII6HEEB D &,
C52 HER4A

FIHOFF] = ZOTF—FHEEITYFZICSRAHE S A BN RBIcB W TR S =R R4 2 A
¥ %,

1 A5 &

= 2000AN

oID L

FAE EREE
nullFlavor : ASKU, NASK

ZEEL—
TEER D RIBR B E L2 WMEF A 2 5083 5 72 9 Dnull flavor O I B 52 L
FHIXICHOWTIIZI6HEBRDO Z &,

C53 BRBREKEE (RRVH—) ORBRES

FIHOFG| = ZOTF—FHEBIIREEPRBOEIEE (AR —) THLHH, AR H—
CEoTHRBREZDHDL INTWLEAICOAANTT D,
HE £&
7 — M 50AN
OID 2.16.840.1.113883.3.989.2.1.3.5
e H HRo#H
nullFlavor : ASKU, NASK
TLEL—

MO KIBOERE LARVWME R 2 50 -2 72 D Onull flavor 6 FIZBEIF 23 L
FEIZICONTIEII6HASHRDOZ L,

CHIITIIUTORENMEHSND -

<id extension="sponsor study number"
root="2.16.840.1.113883.3.989.2.1.3.5"/>

root!lXC.5.3D & fiiZ2f 4 % L. id extensioniZ EFSORERKEE (AR H—) D

ICHICSR ¥ H A F
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(B 1)

KBRS 2 AT D, |

|

C54 BEHER / FEEFIBRIN-HBROES

FIAOFEF = COF—FHEBAIX, THEORE] (C13) 2 B S 0L 1235458
A AT D,

HAEME LB, 7272 LCL3DMEA2 GRERD D D) DG II0A

T — & IN

oID 2.16.840.1.113883.3.989.2.1.1.8

P 1=lE IR B

2=(ANMIERE R (A - 4572 /& /4 (compassionate use) , 75Z /4% (hamed
patient) ToLEH)
I=F DM DRER (B : FEAREF AR 7 EPE=5Y22)

FLEL—v

ICHICSR ¥ H A F 2013424 H 12 H



(AR 1)

D BERFM

ZOTF—=ZHAZIOXITEROBEM A EFL LRI LI EE LT 2 EF RISV TA
N5, AIRERIRY Z OBEREEAT LD, LinL, [— AORBBIrIREREE ] 0L
5729729012, DEHOAR LH1IODTF—ZHBICEKOH HEDS LIF~v A7 Shifiz A
AL FIER 570 (BILHEM) |

[— NDOHHITEDBE] OEMEZT-T-0IZ, DEHODRI L1 2DT—4
HRAICEROHHMES LT~ R 7 SNTMEZ AS LRITHITR 57220,

e SOIFLENE 2N L Lo XIIEHE O ERLIZBR S, 201> TEEORIER /A%
FRWBRBE L5613, Bl—7 /R oOmMEICETERE AT D, Zb OEFIREITE
—F /BB EE EMREN D, ZOMOHE 2 H T A A IIIRIOR T RIERNCE S .

o F/RBITHET LRIEN  AEFRZRRLVEEITIE, #l—F RILH %ip%é*ﬁﬁ‘
Bz, DEHOT—ZHBIZEWER AEFR LA LB (BESUIE) OB ITHE M &
nd,

Bl BERIC FRRTEN B L, FICEIERNRE LARWEES, FHTEORIER, A%
FLERBFLT-FHRICONWTO ICSR & 1 72BN T %, FIo oW TIREIER, AEE
BRHE S NIRRT, FOFITHOWNTORET S ICSR TR LA vy,

o WiEEXIIRRIRIET H 2 WX EH BRI DIEM OGAIZIE., BEOBREDOHRET D, FlzIL,
UToODHEOT—XHEAFRICER SIS, L, KEPEEEEZER L WG s
X, TOF% Gk10ric AT 5,

o BT/ MBIROWENENWER  BEELEWST-HE1X. 2 50BRRWE, Hl 2138
(REBLXIEIRB) O®EEKLOT /R IEOHRE %%mb\%h%ﬂ®ﬁ¢@Cimr%ﬁ
WCBIESIT 5,

Bl RERAFRREZ BB L, HAERICFIMEKE CHRKERH - 23546, 2 >0

ﬁ%ﬂ%R%ﬁﬁ?é R ORE TIIRIER AEHES L LTHRELZ., TOHET
BUWER AEEL L L URBARE LN EEWMET 5, FRIVETRRZTICSH T

@iéoﬁﬁ@ﬁ%(wzﬁ\ﬁﬁk%®ﬁ%>@Clmxmﬂﬁﬁéo

o /RIRIEINRENWER FAEHES (FHARKE MR LU 2HILL TW A5
ZOT—ZERIIEF SRR OLDERE AT L, WERIE~DBEEDIR L 2o -8 (B8
IR IR 28 E DAOTEICA ST 5,

Bl BEERA S TUIBCHELZEZDOBIRS A ML 2A0HE, BB A ML ZAOFEITEH
SHEERELREZRIL LT FIZOWTOICSR % 1 72 ER T 5, 1 EYIB 2 8B o BIVER
SAERG L RS, RO E DIEICA D L, BEd 275%E L LT EYIE
ZHET 5 (D.10.7) |

ICHICSR ¥ H A F 2013424 H 12 H
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(AR 1)

o MEAHERI ORI O L DN DAL, DAOEICREB O ®A AT L, JEFIOFLkTE
H (H1EH) (B OEREZCREGNIET 2T X TOBREATTT 5,
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(B 1)

- BERE N\
1...1
D - BE%E
D.1 - BFEBEIRIFA=vIL)
D.111- BEDZRLHESRUVZOFERR FAEELRIHEES)

D.1.1.2- BEDBELHBESRUZORHRR (EMEDS
D.1.1.3 - BE NP ELHBBERUVZOERR (RIS ELHEES)
D.1.14- BEDZELREZRUVZOERE EROFTOBREHINES)

D.3  -{KE(kg)
D.4 -&E&(cm)
D.5 - PRI

D.6 -&¥AKA

D.7.2 -BEETHABERVKEEER GIER  AEEREBR) DR ER
D.7.3 - ftAKE

D91 -%%TH

D.9.3 - ElRIEEESNI=M?

D.2 - FH#hiE#HR

0.1 D21 -4%%#£AH

D.2.2a -EBEA  HEBREREBFOER (30

D.2.2b -EMEA  EEERFEEBOER (BAL)

D.2.2.1a- BRIRTORMER  EEZ KK EFHOITIRAAM (50
D.2.2.1b - BRIRTORMER  BEEE R RER O ITIRIAR (Bfi)
D.23 - BEOEHH (BEFOREICLD)

D.7.1r - EY 2ARERVHAERDBELSNFER (BEISHELERYERT)

0..n D.7.1.r.1a - BET 58 B ERUVHEEERDOMedDRA/N—T3>

D.7.1.r.1b - B&ET HABER VAR (ER/ FHLEZ D) (MedDRAI—F)
D.7.1.r2 -BAthA

D.7.1.r.3 - ##t

D.7.1r4 -#TH

D.7.1.r5 -f&E

D.7.1.r.6 - RIKE

D8r-BESHBENERMEREWEICIELERYIRY)

0..n D.8rl1 - EERL (HESINLKE)
D.8.r.2a- MPID/N\—Sav Bt/ &S
D.8.r.2b - EEMAH R F (MPID)
D.8.r.3a- PhPID/\—C3v Bt /&S
D.8.r.3b - &#Iz&AIF (PhPID)

D.8.r4 -BAthA

D.8.r5 -#&TH

D.8.r.6a - fEAEHDMedDRA/A—2 3
D.8.r.6b - f FA¥EH (MedDRAD—F)
D.8.r.7a - BlfE HDMedDRA/N—T3>
D.8.r.7b - Bl¥£ A (MedDRAT—F)

D.9.2.r - HESNIIEE (BEITISCHEYERT)

0..n D.9.2.r.1a - &SN LR DMedDRA/N—I3>
D.9.2.r.1b - {RESNF=FEE (MedDRAT—F)
D.9.2r2 -#HESN-ER(BBEH)

g C RA—T A ) .

ICHICSR ¥ H A F 2013424 H 12 H
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(B 1)

D- B&EHE \
N ( RIR—UHoDHHEE )

D.9.4r - BIRICKHFEE (BEITIHLEYIRY)

0..n D.9.4.r.1a - Bl#RIZLBEEDMedDRA/A—T 3>
D.9.4.r.1b - F#&RIZ&SHEE (MedDRAI—K)
D.9.4r2 -ERICkDER (BHEE)

D.10 - H—F MRMEITHT5. HITET H1FH

0 1 D.10.1 - HoOHEA
D.10.2.1 -HOEEAA
D.10.2.2 - HOEH
D.10.2.2a - DO E#H (%)
D.10.2.2b - JRDF#h (i)
D.10.3 -HORKARA
D.10.4 - HDKE (kg)
D.10.5 -HOHE(cm)
D.10.6 - HEDMHR

D.10.7 - HDOEET 5B E R UMFER

0..1
D.10.7.2 - FOBET B 4B E R UFEHE R O 5Ll &R
D.10.7.1.r - HOEE LS -1ER (DLEICELEYIRY)
0..n D.10.7.1.r.1a - HOEET BAEER UHEHELER DMedDRA/N—T3>
D.10.7.1.r.1b - FLOEET ZAKRER VMR ERHE/ FHLE ZDth)
(MedDRAZ—F)
D.10.7.1.r.2 - BAtAE
D.10.7.1.r.3 - ##k
D.10.7.1r4 - $&T7H
D.10.7.1.r5 - &%
D.10.8.r - OB ET HBEDEERFERE(LEITIGCHEYIRY)
0 n D.10.8r1 - EEREA (FRESNI-KRE)

D.10.8.r.2a - MPID/N\— 3V Bt /&S
D.10.8.r.2b - EZE M HE K58 F (MPID)
D.10.8.r.3a - PhPID/A—av Bt/ BS
D.10.8.r.3b - & &I F (PhPID)
D.10.8.r.4 - BitAR

D.10.8.r5 - & T H

D.10.8.r.6a - {#AEHADMedDRA/A\—2 3
D.10.8.r.6b - FA¥EH (MedDRAI—F)
D.10.8.r.7a - BlIfFFAMMedDRA/A\— 3>
D.10.8.r.7b - Bl A (MedDRAT—F)
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(B 1)

D.1 B#F (BAAMIXIEMA=I+vL)

FIHDOFS| = COTF—FBEEH~ODANIEETH D, BELRHETE 2HEROERIT, BHIC
X oI H 2OMENERIREOFER IR L > THEIES N TV EAER D
5, EATERAGE AL L e WIGAIR. 2o RERZIET 5,

e WA

et il 60AN

OoID L

A H H Rk
nullFlavor : MSK

LER L — L
EEEDBEDOAL =X VEHMS> TWTH, HANEHREED DTN ERET
E220A . null flavorOMSKZFIH L CZ D5 — X TEH % 22 *ﬁﬁii 3%,
EHROKEBE LW RS 2R3 5 72 Onull flavor OfE FIZEEF 23E LW
FHZIZHOWVWTIH336HEESROZ &,

D.11 BEHEOBELEBZEESRUZORBR (MBAHFASATLIES)

FLER T I ER B E ORLEE 5. BT

BIT5H uﬂﬁféﬁl iﬁuu%nﬁ%ﬁ@mf@'%%/%&%

%uﬂa%'ﬂé“’“’“#aihé A f)\“)%%iﬁfa/\ I, BEHOFEREZR L CREEZIY H LT <

ERAYS)

2. bEY T —HEA AT 5,

W RO h ToO BB RIT TBEODBILEE T X O OFRIE GURO T TORH R

BIEE) 1 (D.1.14)
7 B 1Rk St it 5% 1

DEBEIZANT %,

D. BEIDEMEELL (Fxvr) BEOX D RBEHEOEE ZHME L.

WCANT 5, BEEAOBIIERIZT D012, BFRIFOT —F _X—2R

-
—

D.111 BEORHELEKESRUZTORBR FRAXESRILEES)

MHADF5 = DLIHZZMD Z &,
A (5=
T — A 20AN
OID 2.16.840.1.113883.3.989.2.1.1.4 & 112.16.840.1.113883.3.989.2.1.3.7
FFAE B hEt#
nullFlavor : MSK
LEL—

TEHR D KABRAEE L7 WIEHRE &2 Rk 32 72 onull flavor D FHIZEE 236 L
FR| X ZHONWTII336HEEBRDOZ L,

D.LILZIFLL FOREMEH SN D -

<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"/>

rooti3D.1.1. 1D 4 RiZEfE 253 L, id extensionlZ BRSO 2T 52 AT 5,
2—F IGPJ] # AL TD.1.1.2, D.1.1.3%UD.1.1. 43: D%IJ@‘%S

ICHICSR ¥ H A F
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(B 1)

D.1.12 HBEORERIEFEERUVZTOERRE (EMEBZRIEREES)

FIHDOFG = DLUHAZRDZ &,
et =3
F— A 20AN
oID 2.16.840.1.113883.3.989.2.1.1.4 % (}2.16.840.1.113883.3.989.2.1.3.8
Ei ) SREEEGED
nullFlavor : MSK
FEL—V

MO KBRS L2V MEB S & 72k 5 % 72 Onull flavor O I BT 27 L
FH| X IZHOWTIL336HABRDOZ &,

D.LLI2ITIFLL FORENEH SN D -

<id extension="medical record
number'root="2.16.840.1.113883.3.989.2.1.3.8"/>

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

root!ZD.1.1.2D 4 R Z2R] 22 L. id extensioniZ ERR DR E =2 AT 5,
=— K TspecialistMrn) % A7) L<TD.1.1.1, D.1.1.3&UD.1.1.4}: XA3 2,

D.113 BEORRLEKESRUEDHER (REBEREEES)

MADF5 = DLIHZZMD Z &,
AT (5=
Yamb ! 20AN
OID 2.16.840.1.113883.3.989.2.1.1.4 5, 1*2.16.840.1.113883.3.989.2.1.3.9
R SREEGE )
nullFlavor : MSK
FEL—L

TEHRD KABRAEE L7 WIEHRE 2 Eib 4 5 72 o Onull flavor D B4 53 LW
FF|ZIZHOWTIEI36HEASHDOZ &,

D.LIICIFU FTOEZEM™MFEHIND -

<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"/>

root!XD.1.1.3D 4 R %2 22 L. id extensioniZ ERE DB E K= A2 AT 5,
S= ¥ FhospitaIMrm ZAJ7LTD.1.11, D.1.1.2KUD.1.1.4 ¢ XBd4 5,

ICHICSR ¥ H A F

20134F4 H 12 H
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(B 1)

D.1.1.4 BEOZETLHFBESRUZTOERE EROTTOHEEFENES)

FIROFG| = DAVEAZZMRDZ &,

1 A =&

e 20AN

OID 2.16.840.1.113883.3.989.2.1.1.4 }2 112.16.840.1.113883.3.989.2.1.3.10

FrRE EREERRE
nullFlavor : MSK

Fo#L—v
TEMOKFCEE L2 WE S 2587 2 72D Onull flavor O FIZBIF 23 L
FHZITHOVWTIEIIBHEHEZSHD Z &,
D.LLAZIIU T OERREB™FEHIND -
<id extension=" medical record number "
root="2.16.840.1.113883.3.989.2.1.3.10"/>
<code code="investigation"codeSystem="2.16.840.1.113883.3.989.2.1.1.4"/>
rooti3D.1.1.4D 4 RiiZEE 2 3% L, id extensionlZ EFE D2k E 52 A1 5,
=— K Tinvestigation] # AJJLTD.1.1.1, D.1.1.2&%UD.1.1.3& K59 5,

D.2 fimtER

FRTEROBEZD I L 1OLEFANT D, LD

. AFARER R b B RISV T

=B AR PN RIS ﬁﬂihiﬁb\%@%@?ﬁff&

D.2.1 4£#%AH

FHDOFS| = ZOF—FZHEBAIIITEEOAEEA R E LTRAETE®RABEAMN (B B, A, BE
) ZANT D, EMERAEA BRAHREAIL, D22IHTEBB L ZOHEMMmE A
NTHZENTED, b LLIE TBEOEREE EE0EHICELD) | (D23
H) CTEOEREOEMZRLTH XV,

A &

T — & A £,/ IR¢ R

oID L

A FELWERICOW TSN E S RO Z &,
nullFlavor : MSK

SLERL— IV
BIKRVEERE X, B (3725 [CCYYMMDD] ) £ TTH 5,
REOAMERRET D Z LIXTTERY,
EEEVDAEFEARZM>TWHTH, [HABERREDCTDICENEZEETEI RN

&, null flavoroOMSKZFIF L CZ o7 — X IHH % 2 *%&TE)

TEHRD KABRARE L2 WIEHREE 2 2ib 4 5 72 Onull flavor D B4 53 LW
FR| X ZHONWTII336HEEBRDOZ L,

ICHICSR ¥ H A F
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(B 1)

D.22 ElER  EFEREEHOER

WMEPICEEORIWER AERELND D51, RYIORWER /A EFRBEIEEOEM 2 Fu
%, BRBOBIWER, / BEELOBEAIL. THRETCORWER, A ESELREIEFOTIELM )
(D.2.2.1) ZfHEHT 5,

FE 2 ERTRTIEAIE, B 7HBOERN 60D ANEETZ LICEET D,

D.2.2a EBMFA / EEEREBEBROFE (B

FIHOFG & D22EHZZHDZ L,

T A fEE, 7272 LD.22bIc AJ1T 255G 1T M0A,
7 — ) 5N

OID L

FEAAE e

L —v

D.22b EMER  HAERRAERNOFE (BD)

FHOF5 & D.2.21H % £

EAEE £, =72 LD.22ac AT 554130 H,
=5 50AN

oID 2.16.840.1.113883.3.989.2.1.1.26

E R[N H£.OA, @8, BEORRBOUCUM=— F : {decade}
LR —

O G k.6 TE| MEERS LRI & AT 5.

D.2.2.1a HMRTORMER /EZERAEFOIITRGNME (%)

FROFS = ZOF =2 AL, MBIZAIEL - EFRIBE S L & OIERBIF OME
) 2 AT %,

e L8, 7272LD.221bIc AT B A 34,

T 3N

oID 7L

FFAE By

TLEL—

ICH ICSR %E4& 4 1 201344 H 12 H




(B 1)

D.2.2.1b MBRTOEMEA  EEFEBZRBFOITIRIM (B

FIAOFEF = ZOF—ZHEBAIE, RIRICEWER BEFEEPEE SN & & OMIRBIH O
(HAL) 2 A7 2,

A &, 7272 LD.221ac AT B AT MA,

T — A 50AN

OID 2.16.840.1.113883.3.989.2.1.1.26

FFAHE A. #EOHDOUCUM=— K : {trimester}

ELE—V

D.2.3 HBEDOFRMH

BEEOREICL D)

FIROFED| = ZOTF—HFEE O HFFMEOAFEIIALETERE T, WEESMMEA LEMAE (7
b, B—HFRFICZVRESNLERIHDOEE) 2T H7200LDTH
5, ZOWHBIFFRIZE LT M ERS R s TR ngES (Bl D21
X IID2 2N EMDOLGE) [TDAANTIEND,
1 A5 =3
7 s IN
oID 2.16.840.1.113883.3.989.2.1.1.9
TR 0=fRI2
1=8rEN (REER KR ONESRES A7)
2=5h 2
3=/
4=TF DA
5= A
6=l
ZEEL—
D.3 #&E (kg)
FEOFF & ZOTF—XHEBIZIIEIEN AEELRIFOBEOREL IR/ T LB TA
h¥ %,
1A =3
4 6N
o]} el
TFAE BT
TLEL—
NS () BES ZENTED, ZoHFT—HHEATEI U~ () ZHEHALT
EAYSRASAN

ICHICSR ¥ H A F
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(B 1)

D.4 HE (cm)
FHOFG = ZOF—ZHAIIZRER AEFEEBFOBEFE DI R4 F A — MVHL
TANT %,
e EEy=N
7 — & 3N
OID L
TR Her
LER L — L
WEEHA LT A2 AT 5, ZoTT—XHEB T/ OT < () &
FAL TV T 7220,
D.5 4§35
FIHDOFF & ZOTF—FHEBIITEREOMERE AT B,
i Erte £
T Al IN
oID 1.0.5218
HEslC 1=tk
=2tk
nullFlavor : MSK, UNK, ASKU, NASK
FLEL—v
EEEPHRZH > TN TH, HANERAEDTZDIZENZRIETERVGA,
null flavoroOMSKZFIF L CZ 7 — X HHE 222 &+ 5,
FEBD KABRARE L722WERE &2 5Lk § 2 72 D onull flavor DI BIF 27 L
FHEZIZHOWVWTIH336EHEEZSROZ &,
D.6 E¥AEA
FIMO T3 & ZOF—#HAICEBET 5 BE ORI AR EANT S, BBLLOR
EADNTHZENTED B ABEFELROHA, XIEBEZT) . PHRXIHA
BIZBMR T 2IERZD.7.LNC AT 5,
T/ RIROHETH HHAIT. BBIOKRKAREZD.L0.3ICATIT B,
A &
T — H <,/ IRe ]
OoID L
HRAYE FELWERICOW TS EINESRO Z L,
nullFlavor : MSK
TLEL—

RIKRMLEZREEIX, £ (F7ebb ICCYY) ) FTTH D,
REOAMERET D Z LIXTTERY,

TEHRD KABRARE LR WIEHRE 2 2ib 4 5 72 onull flavor D B4 53 LW
FH|ZIZTHOWTIXI36EEZSHRDOZ L,

ICHICSR ¥ H A F

20134F4 H 12 H

-82-




(B 1)

D.7 BEY HARERUMMAER BHER ATEERZR)

D.7.1r BEYHARERVEAEROBELSh-IEHR WMEICIELERYIET)

AEEIZ AT D010, ERHWAMNE L 70D, R, R EOIRRE, THTLE,
4% (psychological trauma) . fGERRIA 7D K 9 2R 5ER] & BRAE T 5 72 DIZ B2 E WO H3 K
Doihd, BEOEA. HE%El (D.7.1r5) ([ZHHALTWLHAEKEZ AT, EfRH
FMBRHATH Y | CEIZ K DREIR D Z OREF| O IEFIE K OBEAE R O BRI LA, T
IR R B 3 B 25 D IRIR IR K ONELEE IR & OB 2 7R T DI OB E . Z OB RE ML
(D.7.1r5) IZEDHDH I ENTEX D, FROMET SEFLHIEHR (B BEEEE) 25
D7, BE YT DI K OBEHEERICOWT 5% (D.7.1r.6) 12 Ttrue (1%
W) | AT S,

BEE T~ 2 VIR IR L OBEFEHEIR O A28 D702 WA, DI2 ~DANBUEATH S, HED
RE U C R T 2 IR L OREREER OB B 2 W GAIZIE, D72 DEE TR 1295,
& L] SREILZY, #iE T TUNK] @ null flavor ZfEH L, %% Tix [None) &7t
LBk T 5,

AK7uvavro ) REISHEENRKEANETHLIZEE, RU 1) TRENDITRXTOHT
Tu vy OERBE—O [r] (BT DXI0ERICH D Z E2EWT 5, BEET 5 1EEFE KO
PEIERORGEZ Lo () 7va v 7 Z2H0W5, B2 2 DOIER P #®E SNeHGEe. &0
JER A D.7.1.1.1 705 D.7.116 ETCOHEBIZEEDR L, b9 1 HODIERE D.7.1.21 705 D.7.1.2.6
FCOHBICFERT 5,

D.7.1.r.la AEERUBHEERD MedDRA/IN—D 3>

FIHDOFG = ZOTF—HTEHIZIED.7.1.r.lbdOMedDRAN—V 5 > & AT 5,

HEME FH., 7 LDILrbIC AT 25410,

T 4AN

oID 2L

FEAE Frko o (R) )

ZEEL—
1> DICSRIZ1IDDMedDRAN— = D AH AT 5,
MedDRA/N— = 1612 H L72 e, FFAMEIT 115.1) & 722,

D.7.1r.1b PBIET ZAEERUVHEEER (KK FHOE  ZFDih) (MedDRA O—FK)

FHDOFG = D7LMEEZBIROZ &,
T B, 7272 LD.7.Lr1all AT 23581304,
T 8N
oID 2.16.840.1.113883.6.163
FEAE BT
TLEL—
ICHICSR #2477 A K 201344 A 12 H



D.7.1.r.2 FBA%kH

(B 1)

MHOFE & ZOFT—HIEAICIED.7.Lr1bd TEFHIRER) OBtGH 2 AN %, BlthH KD
KBTHOELHIZOWTS, BBELEOHAMEZANTLZZENTEDLIN, bR
VREEEDREE L,

A =3

T — Al A A<, R

OID L

FFAE FELWEBRIZO W TN E S RO Z &,
nullFlavor : MSK, ASKU, NASK

EEL—
RIKIRLE DR, £ (F72bb [CCYY] ) £TTH D,
FRRDBAMZIRET D LT TE RN,
RO KERRE LR W RE 2 7Lk 35 72 O Onull flavor DE FHIZEE 23£ LW
T ZIOWVWTIEH3IBEEZSROZ &,

D.7.1.r.3 ##

HADOFGI& —ZIEAIE, ZOWEORATD7.Lrlbd TEFAHRIE] 23k L T\ D
MNaRY,

EAEE =3

T — & 7=

OID L

S false
true
nullFlavor : MSK, ASKU. NASK

FEL—L
THEHOKIARE LR WFE RS 2 507 2 72D Onull flavor 6 FIZBIF 23 L
FHIEIZHONTIEIIHEZ O Z &,

D.7.1r4 #¥TH

MHADOFGIE ZOFT—=ZHAIZIED.7.Lr1bd TEFHRE] O THZANT S, PR KK
HKTHOELBIZONWTY, BEBLIZOHMEANTHZLENTELN, &bE
VREEEDNEE L,

A (5=

T— A A/ R

OID L

FEAUE FELWERICOW TN EZ RO Z &,
nullFlavor : MSK, ASKU, NASK

TLEL—

RIKRMLEZFERE L, & (37205 [CCYY) ) £TTHS,
KKOBMERET D2 LT TER,

TEHR D KIBRIEE L2 WEIRE 2508 92 7= onull flavor D B4 53 L
FB|ZIZHOWTITII6HEE RO Z &,

ICHICSR ¥ H A F
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(B 1)

D.7.1.r5 {§#E

FIAOFI % MREEE S 2 VAR B OB OMSE (L S =158 (D.7.1r) ICANTEA
ot [ERRREE] 12 oW CEINIZ BEEREY AT 5, 6212 REDS
B, ZCICHARERREET D, BB LZO AL ARVEA IS K OREEE
ROBFRIZBNL O K 50k (B . UNE#IAG ) ) 22 ZIcAT52
NTE B,

AT 1T

S g 5 2000AN

OID L

FAL(ER H H itk

oEN—

D.7.1.r.6 R

FIROF5 & [EE# 4 2 1RIRE R O EEER O & b SN2 (D.7.4r) (SR ERHE
WMBRBIOFEO —BICHIFET D EMEINTWEEE B BaMRR) | 2
OF—ZHEAIZ Ttrue] AT 5, LMLANE,  THORES 2 IR0 K O
PEEMR ) (D.10.7) IZE UEZMRMEZBE R L TWAERE, 207 —XEB X
ERLZR, ZoTF—XEBIZ Ttrue] 2 A LIEGAE. FEla2HLIER T
5.

i A =3

T =R 7 — L

o]} el

TR true

ZEEL—

D.10.7\Z # DR IE K OBEFEAEIR Z BEIC AN L TW B IGA, MUk ic b3
HEZMRAMER a2 — MEENTWThS, ZOF—ZIEEIZ Ttrue (1XV) | 2 AN
L7anZ &,

D.7.2 BEY HARERUVREMAER BIER AEERER) OREBER

FHDOFS| = ZOTFT—FHBIZIE, DI.LrCHEELTE R o 722 OMOTEEE &K ORELEER
BT a1 HRE AT 5,
Tz, BT DR K ORELEER O E D 72 & X X2 212 TNonel & AJT$
Do
WE O R CTRET AIREE L OREEROERINR 2N &, ZoF—FHB
XA (7205, null flavorUNK) 2 AL, Z#z TNone) ERFEIL7aWy,

AT &, 1277 LDI7ANZEOSA TV,

5 — & T 10000AN

OoID L

PR H HRo#H
nullFlavor : MSK, ASKU, NASK., UNK

EEL—IV

BB DB T DRI K OBEREEIR 2 20 5 7y (Bl 20X, #iER 72 V) B
null flavorOUNKZFIF L CZ OF — X THH 222l & 3 5,

ICHICSR ¥ H A F
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(AR 1)

TEH O RIBRARE L 72 WERE 2 FLR 7 5 7= onull flavor O FHIZBIF 53 LW

FHZITHOVWTIE33BHEZSBHDOZ &,

ICHICSR ¥ H A F
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(AR 1)

D.7.3 HfAKE

FIRADOFG = ZOF AT, BEHEE, AR, REMB RS UIGHICA N TE R
WE DM OB 72 & OPFRFREIC OV CRITER BB O A BE A 1425, 20
T—ZHAIC Ttrue) Z A LBHAE, REMAZHIHEICEEE S 2,

A =3

T — 47l 7 — A
OID L
A E true
EEL—

RO IT T OEREKG OB SN HRE GHEHICAT TS, GHECHEl
0 TEZRWEDMOIBEEDE AT, D73HEICtrue ® AN L., 3% H1E IR
T 5,

D8r BETIBENERRFERAE (BLEICKECHERYIET)

COHEBITEBECKRES SN, BEFRBEHIPIEINTHETSERLCETH D0 TH S,
GERERCS B ORIER,BEEFRICHEE L TWAAREMEOH D ER ML TS5 L L, KRIEH

WCANT B, EFERPHEAMLEL /5, BRIk I 238A0L, YEKLOE KL

WHACR R B (Bl 21E, BEfF OB SUIEERE O & 5 B#H) 1[TBIT 2 BEE 03K 2 E

RIS\, #ikE R SN2 5808305, PR GERICBT 268X, GHEIC

AT 5, REBIZAN ENHERICITELEOBEOHERRBR LS END,

AIEREIERELT D202, ICHMSFEEE S A LT 5, FH—RIFRFEIC X v s ShzE
WMAITIDE | LR T Ch D E i 757 (MPID) XX 2 7# 5 +
(PhPID) DOWTua A3 5, #i SN EIFEOMPIDCPhPIDIA 2 WGAIX, b %
Zeilc L TR <,

ICHICSR ¥ H A F 2013424 H 12 H
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[t FHERFR |

(AR 1)

(D.8.r.6b) O TEIWEM] (D.8.r.7b) 121X MedDRALLT = — R& A4 %, i

BICEELRT 7 F BT SNENEIERN 2 WEEIE, BIEROEBIC TRIWERZR L] ©
MedDRA = — K& A /15, BAIMBAL U THDO ELLIZHSOWTH, BBLXZDOHAMNE AT
HILWTEL,

A7wy 7O It BHEFHEANKENETOHLZ L, AL ] TRENDLTITOYT
78y 7 OFHRBE—O Tr) BT D2REBERICSH D 2 & 27T 5, BlEd 5 EHEm AR
LWZHD (N TryrERAWD, BlziE 2 o0ERERPWE SNIGE. B0 EEE

D.8.117°5 D817 £ THHHAICFHAE L, &5 1 O>DEHM%Z D.82.1755 D.827 L THHHIZ

RIS,
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DO o TEREB S FINLE, O] O LLT MEFEEEE] CUIL VR
72 LLT) Z AN L., ZOEEMLE T2 A b HAIKRET Z LT, ZoFE#R
%z D.7.1 3 [RHHE3 2 VA5 IE K OREEER O G SN2 EH) THET L &0
T& 5,

ICHICSR ¥ H A F 2013424 H 12 H

-88-




(B 1)

D8r.1 EEXRA @BEIIh-RE)

FHOFG = ZOF—ZHBIITREEDEM LICEERA Z AT D, 1ODEELPE—O
RIEREICLVREEN TV TH, HICL s TRRSTEHEAZ L OHBEDH D
T LICERT D, s, A I A ERT 52 LN TE S,

A WA

> — & Hl 250AN

OID L

FFAH H B RE#
nullFlavor : NA*

LER L — L

*nullFlavor=NAIZIEFK G X T 7 F UMREBER 2 WIS ICHW S,

D.8.r.2a MPID/S— a3y At /&E

FIHDOFG = ZOF—HHBIZIED8I2bD N~ 3 VO AR E AT B,
o &, 7277 LD8.r2bic AT BEAITMA,

T 5 M5ZEEES A R &S,

oID L

FFAE MSZEEED A R & B IH,

L L—

D.8r2b EEHALEHF (MPID)
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OoID L
FEAE false
true
nullFlavor : ASKU, NASK, UNK
T AL—

L2 7= onull flavor D FH I

THRO KB L LW ERE %
Moz L,

FHZIZONTIE3I6HAE S

CRITHEELW

D.9.4.r

BRI L HER BEICHLCRYIET)
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G.k4.r.10.2a - HESREOIDNAN—Cav AR BS
G.k.4.r.10.2b - #HE5EEDID

G.k4rlll -FAAOEREREK(BHIH)
G.k4rll2a- B~NOBERBOIDNN—Cav A EE
G.k.4.r.11.2b - BADOEEREDID

( RAR—I K
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(B 1)

G- EEmIFHR

~

C

RR—T IS DEEE )

Gk.7.r- EXRERER(BEICISLEYEY)

Gk7rl -E—XRERRICEVRESN-FERER
G.k.7.r.2a - {EFAEHODMedDRA/A—D3>
G.k.7.r.2b - ¥ H (MedDRAD—F)

GkO.i- EEREEMER BEEROTN IR BEITHLRYIRT)

Gk9il -FMERROBIER BEER
G.k9i3la- EERDEFEMENSEER  AEEZFERETORHMAER ()
G.k9.i3.1b - EERDR GBI SRR AEERHXRETORMMR (Hi)
G.k9.i32a- EERORZRBRIFEENSEMER  AEEZRERETORMMER ()
G.k.9.i.3.2b - EERDHREZSNSBIER  AEERRBEETORMEMMR (BAL)
Gk9.i4 -BERSTEMERIFBRLEZN?
Gkoi2r- EERLAMER BESROREER (BECHELERYIRT)

G.k.9..2.r.1 - FHEDIEHRR

G.k.9..2.r.2 - Ml A%
0..n G.k.9.i.2.r.3 - AL R

G.k.10.r - EERICEY 2 Z DO ER (3—F1E) (BEISISCEYIRY)

L

Gk10r- EEGICEY S ZDMDEH(a—FE)

/

Gkl EXGESOHESRMIT

FIHOFER &

ZOF—HAHEBIITHE - RRER L > ORSNEZERGORIER A HEFZR~
DGR DA EMT ZEE L. BERPRWVIGRTFERTICLD2bDE AN
T D, TRTOHFREICBNT, PR L bIoDHERELEZDDHZ & (331
EBROZL)

HEH DO L O ENER Z %> TV AEE1E. MAER b DT T
DHEFNZDOWT [FHELEF) %8IRT 5, B UTIEEIES & O AER D
WAL, BERICOWT THHAEA) #%RINT 5, FHMOBN L, HEER
BT D ESR T TR s Rd, HEMERAORE (Flxi, EReMa
ER. BWHAEER., 7rva—VHAEERSE) A ERORWICRERT 2 65E
Fg bl L bic, EiHEEBWEH AHEFS) 1Ci#Y)72MedDRALLT=2— R TA)
T2,

[FERE] \ZHOWTIE, LT O20oDRIBICIRY S5 Z LR A[RETH 5,
FRRRBR  FESASCEICES LB NRBRIEOBRER (FIZIZAs ) —=
THIMFROU 4y a7 U MY 12, AEFEVBRHR LGS, 20Xk
HERZITEY, RRPIEICE> THREESND, Z0%E, GHEHTIEGKL, Gk2
KOGCKkBDHEANT %, AEFLORRE L LN DIHEHRIZ OV T, HADF
IR ATIT 5, o, EZOERETH2Z, HHEEOEREZHAIAL
TH I,

BIGHAE  BEDNERICLT SNETEARLHOREZZ TR T2BE, M0
LU AREZRGIRIC AL FRIZ DWW T DIER (G SNieho o FEEET) AT
HELbHlo, BEINTIRICET AR MHERIK) L LTANT 5, RIERR
X, TEiHEBIEH,AHEES) (@Y 2 MedDRA LLT2— RTANT 5,

P

| B
o>

WA

7 —&m

IN
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(AR 1)

oID 2.16.840.1.113883.3.989.2.1.1.13
HAY 1= EedE
2=0f 3K
3=tHAEAEH
4=3E# 5.
LER L — L
KICSRIZIE,  THeEesk) . THAEEH) . BERE) ondhniconT, 72
L 1o%EFDRTITR LAY,

BRI L . B S, E G L7 B & DR i S EE o T [
O HR b 5. DEIEEIEZ OBIER 25580 B 117w e T B 5 S 41T 2 B
IR DAL, 7 Dt B 7 B H I D8 IE T AT 5.

Gk2 BEFESOBER

IS4 TR 2%, B IRIERIE D S S SN RBLT GK22ICANT 5, ERMLOHH
FREME(L T 572012, ICHMS EEEH A REFEHTREThDH, MEAFIHAIRRIC 2T, E3E
EnE AT DB H 20 | b EMICHESL SN IZERAE O, BEETHHEREGY KT S
I, il ziE, Gk21.1 T MPID #AJ13 41U, Gk2.1.2 T PhPID # AJ19 5B X720,
[AAERIZ, PhPID 28 AJ) LTV, B DIF# A AT D ML E T 720,

o BEREDOLGAIL, B a— LS LARWEETEH, Gk22 XN Gk23.r1245h> T
WO IEHRZ ATREZRIR Y < AT 5,

o HHEHMICEHAL TLOL EORSANFEFE SN TWAEAIT, VBTG LT Gk2.3 &
DIRLTAREBIZANT S,

WEE N L EELA & HIANT 5 RETh B,
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(B 1)

Gk21l EELZOBEEEMNF EFOBEHFHENF

G.k.2.1.1a MPID/S\—3>vA/ES

FHOFE & ZOF—FHERBICIZGCK21L1bD A=Y g DB EANT S,
T A f£5, 7277 LGK2.1L1bIC AN T DA IINA,

T — 47l M5FEEET A N &S,

oID 2L

FEAAE MSFEIET A R & B,

FEL—V

Gk.21l1lb EFESKHRBEAF (MPID)

FIHOFE & G.k2.2%NCH M5 IDMPH A K5 A 233X . MPID_XPhPIDD (741742
W, XYM G 2T —XHBICANT S, #5 SN ERLOMPIDS
PhPIDZ2WEAIE. b 0F —ZHEIZZEMIC L TR,

A a3

7 — 4 Al M5FEEE T A R & B,

oID M5FEEE T A R &R,

FrRAE M53EEE T 1 R &SR,

FLEL—L

MPID (G.k2.1.1) # AN L7=%HE, %0 DIEE Gk21 XU Gk23r
(G.k2.3r1m 5 Gk2.3.r3) 1L ET 5,

G.k.2.1.2a PhPID/8—L 3> HfI/BS

FIHDOFH & ZOF—FHERBAICIZGCK2120D 13—V g D B E AT B,
AT B, 7272 LGk21.2biIc AT B854 130,

F— 4%l M5ZEEEN A R %S,

oID 7L

A M5REE T A R &S,

LR —
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(B 1)

G.k.2.1.2b SEI#EAF (PhPID)

FIADOF| & G.k.2.28 ONICH MB3E3E 4 A NIZFE-3 &, MPID X/ZPhPIDD 1) 741002\ T
LV AR T % T — 2B 5, Wi STz EIa OMPIDRPhPIDZ 7z
WEAIE, I oF—ZHEEITZEMIC L TEL,

ke es £, GK2LUIATIRH DH5E5IT AT L,

T —HFl M5 A K& 5,

OID M5FEIET A N& B -

PAE M5ZREENT A RESH,

LER L — L

W7 B EETIZEB W THMPID, PhPIDD EBH & AL, W2 AT 5
Z ElE A,

o

MPID (G.k2.1.1) [Z72\23 PhPID (Gk.2.1.2) Z AN L7=H4A. Gk23r
(G.k2.3r176 Gk.2.3.r.3) X2 LT 5,

Gk22 E-—REHRCIYBESh-EEXREL

FIHDOF5| = ZOTF—FEBIZIIREENMEA LZEERLLE AT D, 1ODOEELPHE—
ORGEEFIZIVREIN TN TH, BIZX o TERSTZFEIZEAE L OHE0H
HZ EITHEET D,

T A WA

5 — & Tl 250AN

OID L

PR H i

ZEEL—

Gk23r BE/HERSOBHNFLEE WEICEHLRYIET)
MPID i PhPID DWW b 2V E, plisr T EICAEA 20 IR L, Hlx I A9 %, ICH

M5 DRI ATREIC 22 uiE. FNENDRSY Z 82, D FFEHE DD & ANJ1T 5, oy
ERLT D ID B WIGETE, ERMLEERLF (INN) | fod. ERLFEN =2 — Fondih
MEANITTHI L,
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(B 1)

G.k.23rl1 MEHn/ BERS%

FMOFG] & 34 OID) (Gk23r2b) BRWGEIL, Oy ORERF#E AT 5,
ZZICERERAEANNTHIENTE D,

A Gk21.1, Gk212XixGk23r2b K554 DID] OWFNRIR WA ITMSHE

T—5 M 250 AN

OID L

R EREEERE

TEL—

G.k.23r2a BOa/BERSD ID/AN—ParvAF/ES

FHOFE & ZOF—=HEBIZIIRSLDIDDONA—T 3 O A E AT D,
et £E, 7272 LGKk23.r.2biC AT D513 MA,

=4 %l M5ZEEES A R &S,

oID 2L

FEAE MSZEEE D A R & B IE,

T AL—

Gk.2.3.r.2b RO /HERSD ID

FIAOF5 & MPID (Gk.2.1.1) K UPHhPID (G.k2.1.2) DM NRWGEAIL, 2 DO/s4 DID
T 5. ICHMSRIET A FAFIARREIC /82 £ T, ZOHBIFZEME T 5,

i (5=

T M5JEEE D A R &S,

OID M5EEAETT A R &2,

FEAE MEFEET A RS,

LEL—

Gk.23r3a BE (%

FIHOFS| & PhPID (G.k.2.1.2) BFIHARFOEE, o0 E&ERT LV IEWEHEEZ Z 07—
ZIEAICATIT D, HOVITHPARZR2TNE, GEEZ T TEE (0o T
&) BAIT 5D,

A ey

T 10N

OoID L

TrAE 7

FERL— IV
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G.k.2.3r.3b EE (Bfi)

(B 1)

FIHDOFG = ZOF—FHERAICIZGCK2.3r.3aDHAE AT D,
et 5, 7272 LGk23.r3aC AN T DHAITMA,
T — 7 50AN

oID 2.16.840.1.113883.3.989.2.1.1.25

FFAE HIRATUCUM = — |

TEL—

Gk24 BEEHZZEAFLE-EOHE

FIROFG = ZOF—FHBIIEIERLE AT LEEE AT 5,
A E 13

F—4 %l 2A

oID 1.0.3166.1.2.2

A ISO 3166-1 alpha-2, EU

T AL—

TRTCOEHI2XFOEa— RE2FH+ 5,

EUDE =2 — NIZFIAIStE =2 — R E L TISO3166[E = — KU 2 MIFELTH
V., BINEASDOLETIZRIVEOH LT XTORFEEYR— T35, ZOHA,

[EU] AE=a— & LTHEREIND,

EREINTWVD, T—FDHEERIET D72, KFEEIT A FTIE, BHEEHORD

O HFEIITIE. GK24HH OF — B STit. HL? Tl a— Fo7 < S35 b

DICISOE=a—REFEHTLZLET D,

ICHICSR ¥ H A F
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(B 1)

G.k.25 BEBREOEHRKR

FIHOFF] & ZOF —ZIE B ITEERRER DS DICSRO LA HETH D, ICHE2AT A RS
A UL, ER T COREFILZEMEREITRE L2 e LTS, Lol BRIR
BRI ER FTOEMZEMEREEZMY XTI ERAEETHIHEIT. =
OTF—XHEAZUTOEBVHHTLZ L SN ETOMIT 0)7~&
HHIZ Ttrue] ZANT5Z2ET IERT) L0 RNEFRRT S, ZOHEEN
ltrue)] THHLEAETL. TGK2EFEMLOFEA] TIZEENIHA I, RBRIED
[HHREANTTDHZ L, 10ML®/A%£7)> EONDHELER. TNTh oK%
BlaeDCkT vy JIZANTHZ &, BREEIN-%IT, @SS, Gk23rTH
L LT [F58R) 28513,

EE &

7= 7 — LA

OoID L

FrRE true

FLEL—L

ICSRIERFFIZARBETH 25, E1C DT —
ZOT—HXIEH 7241:31%1

i R ARER 2B 9 A ICSRIZ I W T
X THHDfE%E Ttrue] IZERET D, £DOMOELGEIX
X725 720,

Gk3 EEROERBONBERUVER HEES

WEINTWBEEMLIZHOUVT ICH M5 MPID ﬁifocu\ BE. EFE 2 mET AL, F0
WEETHEICRBIT AR, HEEEL EOICARROREEL E ANT 5, BESETELO
WEEIRIZOWTRIERE AT HZ &

G.k31 REB/HESS

FIRAOFF| & MPID (Gk21.1) WaWGEEIE, EFREZ (AT DRI, ZO®RET DEIC
BUIDEEMOER, WiEEsE 0T —FHBICANT D, BEAET, Dk

< &b HIDOWEIRIZOWTAEREANTHZ L,

T =3

5z T 35 AN

oID 2.16.840.1.113883.3.989.2.1.3.4

FFAE B HFe#

EEL—
Gk3LZIILL FTOREAERAEINS :

<id extension="authorisation / application number"
root="2.16.840.1.113883.3.989.2.1.3.4"/>

rootiXG.k.3. 1D 4 i ZEM A% L. id extension|Z EEE D AR, BiEE 5 E2 AT

50
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(B 1)

Gk.32 ZRE HE

FIADOF| & MPID (G.k.2.1.1) 2372V GE1E, RS ZEET BRI, EHEMEDER I
FEZZOTF—XEBICANTSD (> TWDHEE) .

A f£5, 7277 LGKILIANT DHEAITNAE,

74 2A

oID 1.0.3166.1.2.2

A E ISO 3166-1 alpha-2, EU

oEN—
TRTCOLEI2FOEa— FE#EHT 5, EUDE=— RIZFINHSESE=2— R
L L TISO3166FE = — KU A MIFEELTEY ., BRMNESDOARTZRTHEDH
DT RTCOHFEETR— N5, ZOHE, [EU] BAEa—RFRELTHFRIN
50

G.k.3.3 RBOMBE HEEDOLI

FIHDOFG = ZOT—FHEBIIE Ry VIR R I TN D BUEIR AR ESE 04 e A
HT %,

EAEE e

Vb gt 60AN

OoID 2L

TFAE B ok

FLEL—L

Gka4r BREBRUBERE (LWEICHLRYET)

Gkarl»o Gk4r3 EFTOTFT—XHBIX, HEEBEHREANTIDIEHNTHIZ L, Bz

X, 5mg (1[EFEEGEE LT Z#EHTEEST L2561, Gkarlns Gk4r3 ETOT —FIH
iz 5, mg, 2. HEAHTS, FERIC, 50mg 2@ H&KE59 58541, 50, mg, 1.

H&ET 5,

AT E O MR CHEEEIER 5T 2501%, ZOMRICED &2 ANT S, flxiX, 5mg% 1H 4
Bl (QID) TEEHTHHAIL. Gkarlnd Gkar3EFTOTF—HIEHA %2, TNLN 5, mg,
025, H&T %,

EE A REORAFIOEA. mgORb 0 IEEDOHN {DF} & L CEEERN (Gkdrlb) %
AT 5,

B—T7 /REREDGEIL., ZOREEDCHBICIIMB INTZR~DOEREEXZ AN NT 5, #lz
X, HIRICB T 2EERBEOFIA L stbh 2 #HH = RENEH LEE, 2oR5 EiEH
(Gkarlmnd Gk4arll2) X, EHICBT 5 OEA OB EARNEZ ANT1T 5, BEE PR
DOBEFIRTH H5A1E. FERICE T 52 OEFOBEOUIHR 5k & 5 BIFHRICATIT 5,
REDPWEIRDOBRIR TH 28551, [EELICHEHTLIIZFomoER] (Gk10) IZANT 5,
JEFIOFLIRER (H.1) (2iE, SCHOERE F DREF 2RI OV TR T 5,
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(B 1)

1LODNTFIZEEOHRENE END D, ME LSRG EEREATITHZ ENTE 20
BAIT. GKkAr8IZEHRIERTANTDHZ &

& ZOMOBREBOREAFIZME | (G) TR,

Gk.4rla #EE #)

FIMOFG = ZOTF—FHEAIIEISEERE B 2 AT D,
T A 5

7 — 5 &N

oID L

LR BeF

EEL—

Gk.4rilb #ER (BHL)

FIHOFG & ZOTF—FHEHEIKIE, GkarlaDEEREOHENE AT 5,
EAEE £&, =72 LGkArlalc AT 5581344,

Vamr ! 50AN

OID 2.16.840.1.113883.3.989.2.1.1.25

TR filfRffUCUM=— F : {DF}

FEL—L

UCUMTIE, UCUMIZE ENRWVFEEFICHMUAORREFAHL TCH IV, 2D

Btr. XMLA »&—2Tid {DF} AL TH Luvy,

Gk.4r2 HEMROERMLE

FADFEF| = ZOF—ZEBIIIEEKE (Gkbrlak’Gk4rlb) ORFRIEOME () A
14 %, Gkar2XUIGkAr3D N AN ARHDEE . HEMEDOERN [ /EFH
#9 (yclical) | . [#E/F (asnecesary) | . [AFf (otal) | OWTHNDOEHEE
BT, WIEEZZEME T 5,

HEE G-

5 —Z 4N

oID L

FAE 7

SLERL— IV

Gk.4r3 HEMREDOESE

FIHOFER &

ZOF—FHEBIITRERE (Gk4r2) OHALAE RS ETICEET HUCUM
a— RNEANT S, BARMREERREIIRIATH D, EISHE R SUTE M
WZEH SN2 ERHERINTWAEAIR, ZoFr—XHEBIZ [EHKN
(cyclical) | 3Xi% T (asnecesary) | ZEEH L TH L\, BRI RG &K
ORI R TH D, BIFGEENIH-> TODEA (F  BER G OH
&) 1E. BLHA (Gk4rlalGkdrlb) &Ebio, ZoF—FHEBIIC (45
(fotal) | ZAST5 (Gkar2ixzEe+5) .
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(B 1)

AT E&, 7277 LGKAr2QIZ AN T DA ITNA,

F—5m 50AN

OID 2.16.840.1.113883.3.989.2.1.1.26

A E HIBRfFUCUM=— K {cyclical} . {asnecessary} . {total}
ELE—V

FLHICHM A OEREZFERH L THL LY, 20

UCUMTIiZ, UCUMIZE 72w
{asnecessary} . {total} ZHALTH

BE . XMLA v E—2 Tk {cyclical} .
L,

Gk4ars EEZOBRERIKA

FIAOFS = ZoF—2HEAE, BEREREAT D,
1AM ESsy

T —4 %l EES IS !

oID L

A E nullFlavor : MSK, ASKU, NASK

L L—

BARIRMEALRSE L, A (F72bDB [CCYY] ) £TTHD,
REKDOBMZRET D Z LT TE R, HROKIBOEE LRVWERSE 2 b3
2% 7= dnull flavor D FlIZ B+ 23 L WFEF| ZI2HOWTIE33.6H A SO Z L,

Gk4rs5 EXGmOHKERTH

ZOF—=ZHBIZIE, &“Em’&TEI%)\jJTZJO BUWER AEFRPFEE LK S

FIHOFS| &
BHEZME L T 5 COF—FZHEHIZZEME L, TEELNISHLTERON
7oALE ) (G.k.8) %Eﬁﬁﬂ%o BHIIFIEENTWDER, ZO ARSI RN
AL, GkArs5ZB W T#EY ZanullFlavor & 3R 4%,

A G-

F— 7l ERS P

oID L

PR nullFlavor : MSK, ASKU., NASK

SLERL— IV

FARBMBEL R 1L, £ (T72bb [CCYY) ) £ TThH D, KKROANMEIEE
TBHZLITTERY,

TEHRD KABRAEE L WIEHE %58k 3 5 72 o onull flavor D FIZEE 4 A3 LW

S &e

FH|ZIZONWTIE3I6EHESZ D

Gk.4r.6a EELZSHM ()

FAREEND, Ll 5 XUIRRHO

FHOFF & WE . WSS ORBA ST RN
Xz, LVEERARREHEAEHE R GELH D, £, ZOT—XIHA
. RO S TG OEM BTS2 5 220, £ 5 HIRNCRE+ 2 5H0
HBNTWAEAIZLEHT S,
ZOEHRERTIX, 1oO AT —FEB BAHXIIKTH) & ZOHEBICA
95, ZITHELEDFRIZEHGHMTHY . MREGHHLEEND,
ZOF—FHEBIITEGHE OB ) 2ANT 5,

AT £, 7277 LGkAr6bICANT DA 130,
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(B 1)

T 5N
OID 2L
AR ey
L —V

Gk.4reb EEXERKESHRM (BAD)

FIHOFG & CoF—ZHAE TEELEGHM] (Gk4r6a) DOHEMAZATTS,
A LE, 7272 LGkar6alc AT D55 130,

Yamb ! 50AN

oID 2.16.840.1.113883.3.989.2.1.1.26

FFAE HIBRAFUCUM = — R

FEL—L

Gk4r7 NyF /Oy FES

MO FF & COF—FHEAIZIIERLOANyFTn v VEEEANT S, KIERITIUV 7 F
v AEMERIRANC B W TRICEE TH D, ATRERIR Y BRI R A AT
5. AR K O OO BEEHRICOW T, [EIRGICET 5 Z Dot
W (Gkll) &M+ 5,

1 A5 &

= 35AN

oID oL

A EREE

ZEEL—

Gk.4r8 HEEFRTIRER

FEOFF & BE L SN EREEBERE R T I ENTEXRVNEAS, ks RE5E&ICH
LCEDICEEMAZBINT 4. AT —XHBICHHREHEOHERE AT 5, #H
Eban=-®&EEDT —FHA TAD LB 2 BET 2 LB,

A E &

7 — 4 Al 2000AN

o]} L

RSAYEN ENEEERE

TLEL—
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(B 1)

Gk.4r9 EEIZFFE

Gk.4r91 EERFF (BHFEH)

FIADOF| & [EHLFFDID] (G.k4r9.2b) MNRpWGE., 20T —XHB ZEKLATIZ
B4 % Aok s AT 3,

A &

Yamb ! 60 AN

OoID L

A H HRo#H
nullFlavor : ASKU, NASK, UNK

LER L — L

TEH O KIBRARE L2 WERE 2 F0R 7 5 7= onull flavor O fE FHIZBI 4 53E LW
FR| X |THONWTIX3I6HEELBRDO T &,

G.k.4r9.2a EXRFIWMO ID/N—P 3 VHRF

FHOFE & ZOTFT—XHEBIZIZERLAEOIDO AN~ a A2 AT D,

pliRE N TR, 72720 TEEMFFOID) (Gk4ar9.2b) I[ZANT HLEEITMA,
T 5 M53EEEN A R % B,

oID L

A E M5FEEENT A RES M,

L L—

G.k.4r92b EEZAFED ID

FIHDOFF| & PhPID (G.k.2.1.2) D72WEAIE, EFRHFIFEIZ OV TILICH M5 & 2.4 F7EE B
MEEOIDZANT 50 EHESATFOIDRRNGEIE, GkA4.r9.10 [ HFLHZ i
M35,

A &

T — & M5ZREET A KESH,

oID M53ZEE T A R & B,

FFRE M5FEET A KE5 M,

SLERL— IV
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Gk.4ri10 BEEK

(B 1)

Gk.4r.10.1 #5EK (BHEH)

FRAOFE = B EREDID]  (Gk4r10.2b) BNWEA, 207 —XEBICHEREICET
LR EANT D, FHRERFESERZ R L TORWEE XUXE®REZ NS 72
WIEIE. )72 null flavor 2 L TH L,

A (R=%

et il 60 AN

OID 2L

A H H Rk
nullFlavor : ASKU, NASK. UNK

EEL—
TEHR D KABCEE L7 WIEHRE & Rk 32 72 onull flavor D FIZBE 3 236 L
FHEIZHOWVWTIE336HEESRDOZ &,

G.k.4r.10.2a ¥ERED IDIIN—

avAf /&S

FIROFG = ZOF—ZHEBIITHEGREDOIDO A=Y g v B2 AT 5,

A £&, 7272 LGkA4Ar10.20i1C AT H5E T4,

=5 M5 A RN & B,

oID L

R M5FEET A RE B,

L L—
MSDIDFIAATREIC 7225 £ ¢, ICHE2B (R3) =— KU R 4D A=Y 3 %K
FEERT L,

G.k.4.r.102b ETBEEE®D ID

FIHOFS| & B 5L, ICH Mo R SAEEDEHAZFEDIDE AT 5, MEXIFIHATEEIZ 2 D
T, R (F) ICRRENTEEEOa— FRE2FEHAT 5, _ﬂu%@uﬂu% \al
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SRR v — VDA, TOAF—<TACKME ACKAEZ EHT 5,

BRIV EZF7 7 ay

MCCI_INO00002UV01

FMMDOF5|E

[ENGE 6 ZIGE DRI BT ZH TS5, SDX =l FAL Ny 72— N7
ZFE 20y (SOMML7 27953-2)
MEERIEE A v =V DBE . ZOAFXF—vIZIACKBEE EHRT 5,

MCCI_MT000200UV01

DTG & [ 152575 5 ZGE DRI B F 2T 5, S DX =l AL ~Ng 72— g
ZE0)  (1SOMMLT 27953-2)
WERISEA v E—VDHE. ZOAF—<ZACKBEE EFHT D,

{181 (B) —-E2B (R2) RU'E2B (R3) Hiten#iE

E2B (R2) KONE2B (R3) AMAMEICEET 2 3CER, AFEET A R idhlicgftsnh s,

& 1 (C)

- RAF—TT741

ISO/HL7 27953-2 £ W\ S AR CAR SN TV HIFERKICE ENDL AT —~ T 71 /b v M,
ARFEETA P L3plcifish T s,

1§ 1 (D)

—ICHICSR Ay E2—URUICSRERBEZEAvE—CDBRAVRF VR

ICHICSR # vt —Y RN ICSR RIS A v b=V DFENEFNDOBRA AKX A D XML
T 7 ANME, RFEEL A FE NIRRTV S,

181 (BE)

—REEFDAS VRAE D ADER

A AR REFD XML 7 7 A WE, REET A FEFRNCRE STV D,
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(B 1)
81 (F) —ICHE2Ba—FU X k
XML 7 #+—~> @ ICHE2B =— FO—& T, REEV A NNt S Tuns,

181 (G) - HWHIER

BARHIHEBIZ BT 5 30T, AREIET 1 F LiFhliciRftsh T s,

181 (H) —SGML BU XML it

BHAF A N — NMIBBERE L TCOBETHY . REEH A FEFPNCRES TV D,
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18 11 - B+ /B%l

(B 1)

ICH X, BT/ B OBMERREZFETD-DIC, HLT HEREHRK 5 — 2 M A5 2 i L

Too FERORFLIEIL, ZIETRTOEXIZHBWTHEE EOEARETEN,

HAT O RFLIEITRE I E

FLTWBEZATHD, HLTIERERE T — 2L, ala=r—rar - 7a bharery
AN T F—<v MZBWTARTRARLTWHITH M LR 2 £ T 2L LTI

MRS TS,

ZORLIEITIL, 1RO B M ORZARTLIE L K LI GE, EF 7 7 AVERIIA Y=Y
DR THEAT DN ODDOEELRREA D D, HEMED &SmO HALY B i BIRW AL E
THEHINTWDLD, Z7LX )T 04— WOREZICEL T, £V ETROLERICH

MTHD,

8 1 (A) - B /BZ
H A,/ B2 o0 B BRI HE £ 50912 CCYYMMDDhhmmss .

i) CCYYIZEHEDZ LI FEDMAL K OE

i) MMIZ01 (1H) 72612 (12H) £TDAH

iii) DDIZ0L/53LETORATH D,

iv)  hh (3R 0 RELARR SRS L 7= 52270 RE %k (00-24)

V) mmEE QR OB AR LIRS L 72522725y 0% (00-59)
vi) ssiEE D OB DEE IR O%r (00-59) L35,

Bz X, 199542 A 4 A% 19950204 & Kt x4t d,
BLLRERN A OB THIIE, CCYYMM 2L TH Ly,
il ;199502
WG L R DIERPEOLTHIUE, CCYY ZHEMLTH L
5 : 1995
FRT O By 1 FORTOHZ] (hhmmss) 13 235959 & E£ii&sh 5,
BELIIBEROGOmM G 24T 52 LT, BIRIZRTL LTS L,
Bl . 2359, F7oITHIZ 23
10EERy b () ORICIERMORMEZINZ L Z L HARETH D,

5] 235959.9942 |X4FRHiT 0MED 5.8 X UMHITH 5,
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(B 1)
FBHIZTFRIOREE EHIC HEFE V] . KD 728, 00:00 KT 24:00 &) 2308 0D DFFEIE
NEZOND, T, T72bb, UT 280 0OEZENEL A UKL EZRTZLEEZERT D,

199502042400=199502050000. &% 4FRif 0 REDRFL & LTEE LW did 10000 T, [2400]
T2y,

HAT LB 2 [F CATICER R T 256, BT RZIORNS A2 &KL 5,

5]+ 19951231235959 |, 19954 12 H 31 A D4R 0FF 1 BRI TH 5,

8% 11 (B) Erffls

ESCH AN TCCYYMMDDHHMMSS.UUUU[+|-2Z2zz]) C. X D BEBRICFERFLT D72 DI H IS
HizBM L TH Loy,

H:ZIX, v R )=y Vkmimd s TREETFR 2827, EiRrs (UTC) 1%,
972 FE LV FITIRZ Y = v VFEHERE (GMT, 7V =UFHRE) L LTCHbND) LM
IEN7=2, GMTIEb S A LN &,
i & 7= BL M R & 23 B E T 5 (Universal Time, Coordinated : UTC) UTC @ ZZ B8 zz 4y
HICTHDZ EERTIZDIC, XFIN+Z2Z22 £7213+2Z #REZNEM L TH v, EEFHR K
DDA IIRFMEII UTC L END =0, . bV I2-Z2Z2z F1-13-zz 0EZREHHT 5,

R 2B A TR 256813, RO AT LREPEZ SRV E 12T 5 70iz,
DIFEREEHEHNT 5,

] :  200509211242-08 1%, 20054 9 H 21 H D44 12:42 (UTC @ 8 BT EREH) T
%,

€k 11 (C) 1SO 8601 HEHL XML 4]

200044 H 7 H
<effectiveTime value="20000407"/>

20054 9 A 21 B4 12:42 (UTC X v 8 KFEI RO RER]H)
<effectiveTime value="200509211242-08"/>

2000 AFDVND7

<effectiveTime value="2000"/>

1994 4 11 A 5 B, KA EHEEHENF TR 8:15:30 :
19941105081530-0500 (f#iiE [offset] ZEMRER)

19941105131530Z (UTC Xix 7Y =g )

AT RO 226 USRI 72DI21% 0 20004E 6 H 1 B, A FFFEHRT#% 3:31:15:05:5
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e I UMET: 20090601231105.5Z X % 200906011531105.5-0800
o BET: 20090601231105Z

e /7¥ET: 200906012331Z

o [Rffil T : 20090601232

e HET: 20090601

e HET: 200906

o FEFET: 2009
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ftEx 111 - RERUAE—R
R I (A) B&3E

W& FE EH

A Alpha, 7 /L7 7

ADR Adverse Drug Reaction, [ 3£ 5 &I{E

AE Adverse Event, &5

AN Alphanumeric, 3537

APEC Asia-Pacific Economic Cooperation, 7 7 A SERERR G W 1 23k

CDISC Clinical Data Interchange Standards Consortium, FaR T — # 23S = o ) — 2 7 A

CE Coded with Equivalents, [7%4) T 21— R{k

CEN Comité Européen de Normalisation, BRINIEYE(LZ B2 (ISOA » _—[KTH 5287 EDOF:
HEAL SR> & Bl 5 )

CIOMS Council for International Organizations of Medical Science, [EISEE Rl R B 2>

CMET Common Message Element Type, 33 A v & — B

Cs Coded Simple Value, =— Kb &} 7= Hiffifig

DSTU Draft Standard for Trial Use, #BR {5 ] D 72 50 OB fE v

DTD Document Type Definition, ¢ & 3%

ECG Electrocardiogram, /[

ED Encapsulated Data, 77 7" & /LAt T — % *

EDI Electronic Data Interchange, & 17— % A3 #4

EDIFACT Electronic Data Interchange for Administration, Commerce and Transport, 175, B3, #ko 7
DO ST — 5 5t

EEA European Economic Area, K/ %7 Hi

EMA European Medicines Agency, BRI =3 5 7

EFPIA European Federation of Pharmaceutical Industries and Associations, [ s [ {48 4 2

EFTA European Free Trade Association, FXJ [ 182 5 4

ESTRI Electronic Standards for the Transmission of Regulatory Information, [ 32 5 5 8 D156 12 B
9 5 AR ERIAS

EU European Union, BN A

FDA United States Food and Drug Administration, K [E £ 5 B 38 5 =

GCC Gulf Cooperation Countries, 557 7 7 3k [E /1B E

GCG Global Cooperation Group, [ElRst# 1 Z& B 2

HL7 Health Level 7

HMD Hierarchical Message Description, /&7 £ » +— sk
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WEE EH

ICH International Conference of Harmonisation, H >KEU [ %8 5 5 il 37 [ B> i

ICSR Individual Case Safety Report, 15 314 i 22 2 e 45

IDMP Identifier for Medicinal Products, = 3& kB 72 HAEA & (BLIUEAZZROZ L)

IFPMA International Federation of Pharmaceutical Manufacturers Associations, [ il s [ (A8 75 2

ISO International Organisation for Standardisation, [E] 5 s b

ISO 27953 ISOf i Z: 5= TC 215%3HL7 X TNCEN & & A TIREEE B2 E L TR L 72X E DS

Jic Joint Initiative Council, 2:[F A1 =7 3 72

JPMA Japan Pharmaceutical Manufacturers Association, H <8 T % {4

LLT Lower Level Term, FJ&E75

MAH Market Authorisation Holders, %1% i 52 A& R B /5%

MedDRA Medical Dictionary for Regulatory Activities, [E [ 3£ F 35

MHLW Japan Ministry of Health, Labour and Welfare, J&/E 57 {8145

MPID Medicinal Product Identifier, [ % it L 5 ik 1| -

MSSO Maintenance and Support Services Organization, #E74 B

N Numeric, 2+

OID Object Identifier, 7 < = 7 kIl 7-

PANDRH Pan American Network on Drug Regulatory Harmonization, #iL7 # U 7 ESE SR EFRFIR » b
J—7

PhPID Pharmaceutical Product Identifier, 3% 53!+

PhRMA Pharmaceutical Research and Manufacturers of America, K [EIJF 72 Sk T3 72>

PMDA Japan Pharmaceuticals and Medical Devices Agency, [ 3 i [ b S 2 i

RHI Regional Harmonisation initiatives, FEICHHIIERIZ 35\ C =3 S IR FOTE Eh 2 5208 L T\ B Ml
ok

RIM Reference Information Model, & &€ /L

RMIM Refined Message Information Model, Z£#fi{k A ~ & — €T /L

RQ Ratio Quantity, Lt &

SADC South African Development Community, FE# 7 =7 U 71 BA% I [F (A

SbO Standards Development Organisation, 2 ¥4 k& Bl 76 A {4

SGML Standard Generalised Markup Language, 2L~ —27 7 v 7' E538, 77 v h 7+ — AICB%R
72N JVE TS L ST G A FRIR 9 2 ISOREHER A%

ST Character String, 325%1*

TS Point in Time, & 5*

UCuM UCUM (Unified Code for Units of Measure) , &l & Hifir == —

utc Coordinated Universal Time, i it 5L

W3C World Wide Web Consortium

WHO World Health Organisation, 5 {5 fef S

XML

eXtensible Markup Language, k8~ —72 7 v 7/ 557&

*Z NS DT R OVERERT HL7 ([CBE#E S 5,
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(AR 1)

{18 1 (B) HEE—%

AETIE, BRICERFAOMFE, EERABTOHGELZWM &L, | A vE—VATERIND
—HEOHFEERET D,

S HIT, BRa 22 EP K O E B TR AT RER RIS 1 2 A S 2 1B~ 25 DIV b
5% < OHFENFAEL TV D, ALEOH L, TOMGELWERIT, & NHEELOAEE
FHRPEICRBT DAL AEEZ S D7 DIZEH S 5,

& &R
FEEL HOEELZRE SNZBEEEIIBRRROEREICELZH5DS

HELLRWEERELOTE LT, 47 L YEERLORE & ORE
BIRSH L2 b OO B ERTHOTIEARY, DEVFEERES LT, E
Wi (BRI ARG ENEBICEZS, HOWBAEFELLI RV, b5
WITER LZenEdE BRRBAEMEORTE 2 E1e) | JER, EEHK

DZETHY, HHEEL (BRI L oRREBEFROFEIMbDRN

(R 2T — 2 EHOICHT A KT A > IRBRPIcE SN 5 L4k
FHOE Y NN TESM) ,  [ICHESRL)]

WERIGERA v — TERIGE A =13, WORENERA v —V L BEMT 7 A VICE

(ICSRACK) FNIREMNHE DOZE EHERBISET 5720 DZE T & OERIGED
FERICET ATERA S ENZEDIA v —PThH S, [EMA]

EIRMmEIEMA (ADR) FORES T F IR E K OFAEAEIC L D ARETOBRREER TIL, £

BT B HESL SV TWVRWZD . G- 8ITEE L7z d 2 BRI
TLRENPOHEENDH S WL MUSEFRMENEM & Rad, EFEMIC
KT DHRIEE VI FEMIT, EBIRMLEAEEL L ORREENI DL D
FHNIZEZ OGNS, BIAE RREFEABTETES RN Lo Eks
Do
TIRBEEGICBE LT AENSBENTHY . EIEBO T, 2
Wr. VR E I AR REOUGEZ AR AMRICBEMEN S o5&
THET D EEMIKST D06 [BRE T — X EBOICHT A K7
AV BEWEOEFR L FEUE (Guideline for Clinical Safety Data
Management: Definitions and Standards for Expedited Reporting) % %

] . [ICHE6(R1)]

JE B HAEEZ T BB TH Y [Hx OBRE 2 I3BREHSEEND
MEI PPN E WS -RIENEESND, [HLTREZ S L—
7]
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(AR 1)

)iilE3 B

1Y 7 3R 5y AR O F 72T HFHCE LT D D AR IEIC A% ST EE G, (41
X7 T2 R#E, U= v 7O S TITOND Z ENb 0| (ArEEE
TIE, E LW E ENTER F I RE RN e N E
A RSN E ENTORRWEEL . HRRS BSR4 7 EE,
AEENADNEDEES, WTFhrngEns, [wWHo] 13

HRHA| (EFEL2EMOZ &)

EELONT V7 v a &) BT, &SN ERE LT D
72D OFEM;,  [ICH M2]

EDIA v E—

EDIA wvE—L, AELEZAWTHESELEN., 20 ¥ a2 —Z TiHk
M%Tﬁm%rwv/ N CERE S AL, BB DO BITRICAPE S AL D RE
ZEo, —HOBI AL VTR ENS, [EMA]

H SKEURE 385 R I R RN E B
# (ICH)

FKEUREE SR E RS 2% (ICH) 13, EELVEEORZR L)
FATHOMIEICSOWTHERRT 2 BT, BIN, B, KEOHEHEE & |
SRROBSK¥EROEMFLAED LT 2 NTHDH, TTHF——
IZ. WHO, EFTA, B 7% (bW FZREENRE) Tbod,

RS AU

DT T T RERARENIT T T REFROEMNTH 2 BUEOIRIEE
PV — EXOEHER E 7 IHENREEZZE SN TS H, [ENV
1613:1995] [I1SO 21574-7]

Bl - Ehs A FFOERD, EAED, B, Y-y U —h—,
fill, BERERLE. EREH

TR

ICSR

WERGLRVEIFERETLFIREEA VTV MTOWTHBT 572
DIZ, & DR THREE N LRUE S NFHET D122 5+ 721ER. &,

TiE, U4 OWERE F 713 BRE RS B D EGNC BT 2 W& F
%, [27953 Human Pharmaceutical Reporting]

2 3 ity T R RR IS

b L E DRI L > TRO BN, b DERGLOFRRRGEARE
BA T DR, WA R A RS

VS SEES

—EMOH WG LT — X RT A RET D BRI T, AEYRaoilR G4
ESYRBRIHER T 5, AEFZHMEO D OEERIEEHES
(MedDRA) .

13 i FARGERE B 1 3K S o R B2 (IMPACT)
http://www.who.int/impact/FinalBrochureWHA2008a.pdf
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ER

b FOFIEEIRIRE TP TAME AR L LTRSS £
VAR DILAE D,

SPHEARY . SR, RETER 2361845 2 LI L 0 iR EE % [n]

., BIE, FAET 5, TEREZRNRZEE T, oOWThhro  HINT,
b MR EITRS SN AREN O H 2B - I3mE oA E D

., [1SO 11615]

E2RBEE T, £ AL EE, BE, RET2HMT, K
A IRIREII PRI FEITEICRE SN D ATREMED &
DR E - IIWEOMAEHE [ENV 13607] [$54. 65/65/EEC, &

E]

HEEHE (=) ) 4
(— )

BERHME TIRIE STV R WIESLA T, BHIEZ DL FEREZ ] LT
BY., ANRAFRTHEEINSGELH D, WHOREI Y X T EHE—&
4 (INN) TEEHFEBNEZITA 2D 20T 5, FINNTHEFREIC
WHAT2EEOLHT, AHUETHD, FHRLAIT, V=R v 4
ELTHHEIBND, KETIX, K[EAdopted Name Council (USAN) 73
Ve v 7L EFIVYTD,

ERBEAIER (77—~
24 VT R)

BEFREIIMOEIRKILICEE L-REOI R, FMi, #fE. FIhiC
B L 7R AyE®Eh, [ (2) WHO ; 2002 ; ]

B

T ETAITE YA L > THEESH, == XELIFTEBITSZA D7D
(ZHRIE SN DMK 2 VIR OWIR,  [HLTEHR L]

ik = R i 2 Ve R AR
& —

b LHENIZH 2 BIFATEMR (L7EHE T AT H) T BREORS:
HEPEEDOZEMEICEE LT X COMEMEIE, BE. fr
L. TE8ICBET 2052170,

B 24 R 7= 13 R B

MR RORARR DS . REE IR TR S 2 i OB 214 5 4 R %
BI& R LT2BRIC, €O YRk, EAMICHHIY R & TN 5,

ZEHFHRET L (RIM)

Bl Z IZRMIMS 72 E DO T R TOFERET VR RA v =T DTG
LHLTEHRET IV,

AL A v — UERET L
(RMIM)

—HED A v — VORI RS,

W

IR, B2 XICSRICFER S NI FEEZRYNTHRET 2H, W
HEEDREEEOHELH LN, AvE—VOREHE LIIKITDLZ L,
[ICH E2B(R2)]

BEMEA Yy E—

BTEMEA v —ViF, —EDOAYvE—U RS a U TEEE 4
EREH A EOR TR SN —REW T s A MTEENT B
HDICSRICIRIL SN2 EMEZETEDIA v —VTH D, [EMA]
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(AR 1)

HE EZE
EEE fEREAD A v — U EERK LLM@X IR, é&i%‘é:%ﬁ%‘ ECIEN
MIORREMENR B 2D, EEHOZE & MEEOREZRFA LW &,
[ICH E2B(R2)]
EELBEAEZEEERE | ERHARESNE BESEBCHIHDORV) BICELEHS 5 iFE
FEARIEA LLAVWEREOTEZED IS, UTOLDEE D
-FIZED
- EE T
-TRIEOIZD D ABEE =1 i)\ﬁ%ﬂ;ﬁfﬁmﬁa‘%ﬁw\%f%é
- TKAGER E T X B AR BERE AR TR D
ix
- EREFEERT
(R 2T — 2 EHOICHT A KT A > IRBRPIcE 5N 5 L4k
HEMOW Y WNZONTEE]) . [ICHE6(RL)]
TRBRIKIEE FERRBR OB, EE LD/ 3B ERHEICEEEAIMA, B2,
Migk, OV, [ICH E6(R1) & E2F]
B RS IFEHELL E O BESEA & 8 U 7= ak B rTRE 72 B I3 BL L . SRRSO
BF—ZNEAF— A THBNZ SO TIERV, EELEWERIZOWT
WETDMEE, R R., OO VT ISR DEE DEFE,
[ICH E2C(R1)]
FEHEILRS EBTEABE L, AR rTRe 2 IR ICE Y AL bi, 1SOD X 9 72
JEL BB SN TV DR HERRE I | %Eﬁéﬁ I//\/VC AT 2 HATH AR,
=R — A VAT BHNRIND DERITIGE T DHED, DV AT ADOZEFET
#FB, [Objectory AB]
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