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Th s, ICHE2B (R3) ICSR D7=bDARFEIHEEN A Rix, T —F_X—AEEOER., MKMW
HREROT YA v WEEHWWERIEOBLESUIEINA 72 % &M (technical security) [
BB LT LTV,

1.2 E#HHI

[E P9 K OV EIBRAY 70 B 2 SOIE R e OB O L et i OBl & ZeEffd (B : ICSR) @
S AARHET D LB D D,

o FRETE DI b HIHIHE R M CERER A~ D Rk

o MY R E DR

o RUERANZE LY R OfRx

o HRUIRANZER OfRE

o FRRRBRIHEE (XK —) 2t L72IeBRBINER D b P& B 2~ DRi%

o JHEIY /S IR IRMEFER] (World Health Organisation, WHO) | EEEHKLE=4 1 /&
v # — (Collaborating Center for International Drug Monitoring) ~M{&1%

LRMEGFROLZHIIT, MELH L7+ —~y b (Bl f=o—H—F, CIOMS I 74 —A,
MedWatch 7 #+— &) XUTEFBER (Fl: A T4 - TI7RA, T—F, a7 hF 4 A

7) pMER NG, MFHBOBRZHICEZEOSMN b L IRt 2E 25 & R bshi

Ay —VREEZFH LIeT — 2 X— AR OEHREZ AJRRICT 2IFEET +—~ v FBH H

ETHD, HROBFIUEDOINTIT, RFELTA FIZRRBENTWD &5 pdl@o 7 —4

HHOESR EFRERRETEIZONT, —BEMERH Y| 2O— RIS R R TH D,
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(A 1)

JEBIHRAE DFAEIN L 7= DI, Z D 10 4T ICSR DA ITHEDO M E) BB IR IT K
ZLBITLTE TR, JERLZEMEEROE FHMEE T IR e EIE N2 2RI R ) e
{725 TW5, ICHIE 1997 FIZ ICSRIZEAT 5 A E SN EFHIEERE AR L, £ D)
DOEEALIE, WETAM YIRS T& 7, ICHE2B (R2) 1334k, HHLEST AR ST
B, BUETIE—H0 ICH Bl EE XKk CRB L S, IBIAS BRI TWD,

AT A NIZFEIR S 30T DAEYERIAS XA O £E 7R 75 # B (Standards Development
Organisation, SDO) & O )z U TR S N-72D, ZOBFIZ—FED ICH 7' AL H(Z
blcd, RFEEITA FICFER SN D A v —VEERKLUATO ICH B A v & — JEEERR
V. EZERBFIGER O XIZ T 5 E-FAEEER % (Electronic Standards for the Transmission of
Regulatory Information, ESTRI) @ ICH M2 EWG (Z & o TERk S 417z, BRMICE 21X, BATO
A UFEREIRNS T FEFE (%% (International Organisation for Standardisation, ISO) , ~/L
R« L~yL « 7 (Health Level Seven, HL7) | M/#E#(EZ % (European Committee for
Standardisation, CEN) | Wik 7 — & K HifEifE= >/ — 27 A (Clinical Data Interchange Standards
Consortium, CDISC) | [HERE 7/ iR 7 #% (International Health Terminology Standards
Development Organisation, IHTSDO) K& N GS12/> 672 % a1 = > 7 F 77 #=> (Joint Initiative
Council, JIC) & ICH & Dz K- TR &,  TISO/HL7 27953-2: 2011 Health informatics
-- Individual case safety reports (ICSRs) in pharmacovigilance -- Part 2: Human pharmaceutical
reporting requirements for ICSR] &> 9 Z @ ICSRAEHERFE X, ISODO Y =7 %A b
(http://www.iso.org/iso/store.htm) 7>H AFTX 5,

2.0 &

Al

2.1 —RMETHERRV ICHDESR

2.1.1 ICHEZD/SR—FF—

ICH (%, BHlYBAREFRVEHGLERMENLDOERZIY AN T EMBOBHIFAMEZX S =
U RZL DO E LTSz, ICH 2 b &2 AILTWD DL AR, MM ES

(European Union, EU) & UCKEB O EIELBFKIZE T 2 —#O M ERFEOTEM TH D,
s 3 ko> ICH MR IT MM ZE 5% (European Commission) | MM B R#E A 2

(European Federation of Pharmaceutical Industries' Associations, EFPIA) . A A D/E4L 50817

(MHLW) /[ J i [E e asae o HerE (PMDA) | HARIET ¥lp2> (JPMA) | KE R IE
#£i/i7 (Food and Drug Administration, FDA) & OK[E IR T 36 = (Pharmaceutical
Research and Manufacturers of America, PhARMA) @D 6 &5 Toh 5, [ERSFRIFEM K ELSE

(International Federation of Pharmaceutical Manufacturers Associations, IFPMA) 73 ICH H#5 /&1
o TWB, HRREREE (World Health Organisation, WHO) | 7 7/ %1Rf#% (Health Canada)
K OB H # & 5 #48; (European Free Trade Area) (347 ¥ —/S—L LT ICHIZZML T\ 5,
ICH DEPT, ICH 6 AR UA 7Y —"—DRETHRINLEELZERICT I VITON S,

2GSl IZEBERZRFIEERFET, HRARBEE R 7 X2 —MTH 774 F 2= KT~ R
F = —rOHFE( LU Z BT A0, R REER DY Y 2 —2 a3 VORFEAERE
IR LTV B,
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(A 1)

ICH |3 ERLOIE2, ICH 6 HIfK, 3 47— =R OFHHROREZR S OITERE L BT 5
fth > it Fi1 = > 7 F 7 (Regional Harmonisation Initiative, RHI) | 3 78d> 5 727 7 K AR
/1~ (Asia-Pacific Economic Cooperation, APEC) | #5727 7 [#H# A (Association of
Southeast Asian Nations, ASEAN) | 257 7 7 [H# /1 PEF% (Gulf Cooperation Council,

GCQC) . AT A Y 7 [EF g Ff1% >~ F 7—2 (Pan American Network on Drug Regulatory
Harmonization, PANDRH) & O\GF#5 7 =7 U 7 7 2 [AlK (South African Development Community,
SADC) DORRFEMND 722 [HES /12 G2 (Global Cooperation Group, GCG) % 3% L T\ 5,

AREED A NIFICH =M (HAR, EULKUKE) KWICH 47— 3—X3 GCG D#%EZE L
T ICH &8 L TV S HuIC 1) 2 IR Z 2SR F I S b,

ICH, ICH ® EWG K OMEHERFS 72 & N KB CEOFEMIZ, ICH 7 =7 %A WL AFTTE B,
AR AERIRE O T A b F OV IR L L 7= = O oA 728, ICH M2 EWG CTAFT
X510, ICHV =7 %A MMzbd D,

2.1.2 ICH ICSR#iA K54 >~ DEEMER

RAIDOICHE2B A RT A Th o AFIEPIZEIE#RE (ICSR) 215X S/ D7 — XK
A (Data Elements for Transmission of Individual Case Safety Reports) | 73 1997 47 A 17 HIZ&K
FEAU, 2000 4 11 AICSGT Sk, B7eimE EOZ T 2 #2C 2001 4= 2 H 12 ICH Step 4
E2B (M) #A KT AL LTHEIN, ICHLEEHA =T FT7O—RELT, 20D
Step 4 E2B (M) H'A FZA 1% 20054 5 AIZ E2B (R2) A FT7 A ks Shiz, £ DEE,
EHBHINE~OER T2 0r> 7, ICHM2 EWG 13 2001 4, 5@ & 06 0 Jelshnb 5,
ICSR OPET — B ZRFEL, EFRTDHIEICLo TT—XHADEREEZR D 720D [
FIEGIZ2PE#R 7 (ICSR) & BRI LT 5 728D X >t —f1 4% (Electronic Transmission
of Individual Case Safety Reports Message Specification) | #A K7 A > ZAEpk L7z,

2.1.3 ICHIZHEIFHHETTAER

T2 BENRE L MRBBOFREHIC S OB NR D 5 LA E 2D & WIT — 2 _—
AT K 21 F A BRI R OB FTRE7R 7 o —~ v b TLREMRE 2 R RET D4
BEREICH D, ZO720, 2128 (FiFH) Tli~7- X 512 E2B CENEHMICLET SN D X
Il o7z, E2B (R3) A vt—v&id, 10FU Iy s, Lk Tk
ICSR Th %,
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(A 1)

ICSR DFEFWIHRLED RN, fEHER 2 EmT — X HE LB A v — VOB UERDA A
KRTHD, LiznoCTHUE, Bl EEOMOSINE O TEELISNZE A v E—V%
AT ENMEVEETHD, 20064, ICHIZ E2B D 3 EHDWKETDO=HIZ, SDO 2AEN
OB RETNORBEEEDD EVORELZ F LI, AFETA FiZ, ZoH LT rkE=R
TSN E2B (R3) A vt—UEFEETDH A v— VEEKICOWTRIR LT 5,

ICH OiEBNO#iPH A2 & HIZIAT., EBRMICTRM S N FERRERE A v 2 — VRS O
BN AIREL 725 K 5. ICH OEFLRHMATH 5 ICH EE ZEE 21T, SDO &1/ L CRISIEXE %
179 EWVWHIEE F L7z, ISO, HL7, CEN, CDISC X TNIHTSDO & ZNZEND HHES R
(TC) M OMRAETEHRAEYE L 2 D Z S F 1T, LV JRWFLPH O BRI A ATRE T, AR
TR B IR BAERE RS 2B T D 2 L 2 KT 57201, W, WL, HRT 24486 T
»BH LI uuun&LTb\é

ZZTEROSDO IF. AEFADOERBE vt 22 ko TEAELOR T, BEELEOIE
AEPERIWEZE L W o RIS HRH L U, RIS B ] = 7 F 7%k L=, ZodFEA =27
%7i\%/A~T%éﬂD@ﬁ%ﬂ%%ﬁéﬂé#ﬁ%”k??%ﬁ% (JIC) 12k o
EEIND, 20770 —FILLoTENETNORBET L2 1 DOEBEOEMERMNER I,
§m$mﬁ>ﬁﬁﬂﬁ_owfﬁﬁ@%;kiﬁ%ﬁ@ofé ICHIZE - T, BFRIERER
FEBHIE DGR ATE ] U, B K OFEAEFER 722 XU T D AR YERI RS 2 [B)8E4 5 7212 SDO & 58
bz Lk, RMHZER L, MR D BTl TRE D,

2.2 #EA=FFITTO ICSRBEREDORAFR

ICSR FEHERIRSIZRE 92 ICH O A4 U P VO FBIEEEBIREZITISO Ve =7 MEEITHD
ISO 27953 & L CHRBIN, D% 20082 BIZHFA =7 F 7 av=7 h& L TER

Nice Bl EDO=— AR OEELRENEDO=— X% LT 2 L 0 IS L SNT-PER T — 2 D
EFRIRZHIC L > T, BEOLEMA2H EEE5 Z LICIRRBELAEE > Tz, &
@ ICSR AZHEM &1L SDO OFAFIA & Bz S,

ISO 27953 1%, ISO /ST B 22 N545 ([EIEL L2 EEA - ICSR DR N7 — X IHH) |
HL7 ICSR Release 1 O HAFEHE & O HL7 ICSR Release 2 Tdb 5 7B D 7= &> D B i fE
(Draft Standard for Trial Use, DSTU) IZE S NER PR v —VHERERE LI b D ThH o7,
ICSRAEZHERIMIT ISO N vy hFrkv R, bbb A% (Draft International Standard) . #
FEIEEH #425 (Final Draft International Standard) & ONEESHI#%  (International Standard) Z 3@ U T
BA%E Shutz, AREMEHIRSIL 2011 45 11 A, EREBIRE & L CTISOIC L BERINT,

2.3 FAyt—TEERKORE

HL7 version3 (V3) A v —IAEHERIL, HL7 EEERMEBHRIEE O SPHN TR S 5 B
TEMOFHHITT V& 5. 1SO 13 HLT Z A0 AIARERIRS 2 58 K9 238 B L 3B T %,
A OFHAZRER U TR MERIME 23 ISO/HL7 21731:2006 Health informatics -- HL7 version 3 --

Reference Information Model - Release 1 Cd# - 7-3, HL7 V3 IX{EEEEWRT 7/ 1 V— OHIME
— KN ZHET BT DICBF S iz, HLT 2815 # T 7 /1 (Reference Information Model, RIM)

3HL7 7 =7 %A b http//www.hl7.org "S5 AFTE 5,
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(A 1)

IXHL7 V3O LEHETHY, HH5 HLT A v —Y ORI L /e b kT T L Th 5, RIM ITHF
EDINRICBNWTHERT —ZANEEZERL, 1 DDA v E—VEERT HEHOHEAIZL -
TIaz B2 TERMNCAAET 5 BERAIGERAIRE & OB AR RBLZHET 2, HLT V31X AT A
W OFH B EVE 2R T HARD R &2 3BT 5, HLT BT /VICHI L Sc HIEmB ER S AT
L AEMAME EERZBROT- OO0 a3 ot oY AT HES AR OB ICHH STV D,

HL7 V3 * v & — 1L XML 22— FMEMESUZ IS <, HL7 V3 IZOWT S BICHM Y 7ZWGEIE,
Andrew Hinchley @ [ Understanding Version 3: A primer on the HL7 Version 3 Healthcare
Interoperability Standard — Normative Edition | ZZM I {72y, 1SO/HL7 27953-2 #EYEHIM 13,
HL7 ICSRR3 (Health Level 7 ICSR Release 3) ARHEMIFS(Z LS <, HL7 ICSR R3 AR HEMIFS (3
HL7 V3 Z 32 LIZRBRIR A v =TV TH D,

[I1SO / HL7 27953-1:2011 Health informatics -- Individual case safety reports (ICSRs) in
pharmacovigilance -- Part 1: Framework for adverse event reporting ] & L CHE S 117z ICSR AZEHEH]
FEOMEAE, BB, EREER. B, (BRSO EMB BT 2 A v — I Rk
EXETHHLOTHDH, ICHE2B (R3) A vt —JHEHERMKIL, ICHE2B (R3) ¥ —4HH®D
BFHA vy =V 23ET D NICHY 71 v b FERK 252063 % 1SO / HL7 27953-1 7~ & il
#)E 415 1SO / HL7 279532 FEHERIMS 2 JLIC L TV D, Z OFEHERIS X TICHY) 7> ) Th
5HDD, ICHE2B (R3) EIEH A FIZFEIR S 40T P Vil R 2 8 2 7 sl Ko OVEF 1
(CHHT % Z L TE %, ICH O K SHIS O F1IZBE3 % 1SO / HL7 27953-2 11
BUSEOIHBIZOW T, AICH ZEIET A FTHRY EiF72vy, ISO/HL7 27953-2 DAL, 1SO

7 =7 %A (http://www.iso.org/iso/home/store.htm) 7>H AFTE 5,

2.4 FFHIICSR & (Ffah

2.4.1 REELEBFH ICRZBRELELEDL

ERGERIZ2 2P (ICSR) 1XF & LTHEOLLEZTD | OWTIIARE LM T 5720
RS NG, S50, WD T A 7 A4 7 BERRBRT ORI 5T, GEEKREST-%
b R 72 2 BVE DB O - O IR E R T ICSR 5T 2 BN H 5, BRI IXE
WIEEEREL., ORI E O DO RN T — 2 2R HIIANTFTIHZENTE S,
IHHOREIZI D RN )E, BRERGEARESE (MAH) | [EARET5 (healthcare
professional, HCP) M OWHEF I IEIRLOFEHIZ OV THo 2 FRICHES< L0 LWz~
ZENTED,
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(A 1)

TFNZ R < &L HIESOBEN Y R OBEEXIIC L > TA v =Y K () NEOEEHS A
Bp0, 27— F XY v bRAE T THREEOAENET, @0 KIL ICSR DR L1
TOREMHEREZREICTHIBZENNH D, A S ITEERERRIT, T X > THAEEH N A
REL e TEERL) Y — L OB ZEEHIRTITT THDH, EdM SN EBERKITT —2 0
R E O HEHME A R L L. IR E O BN DOBMES 2/ MET 5T IC b R 2725 9, (R
WREORISKERIZ 5 LEZHEENS, T X TOHKENFHT 7200 1 SO En-f
ERIEREFKAZHIE L, KRR THREEIL T 5,

2.4.2 HTD ICSRGEAHEEBFHRHOFIR

ICHE2B A R A v %3IET 572, ICHM2 EWG (L2001 452 H, [ EFESIZ 21 #H
(ICSR) #EAFHNAGET S 720D A >t — (1A% (ICHICSR DTD Version 2.1) Z#&/N—2"=
> 2.3) &3F LTz, HLT =X Electronic Data Interchange for Administration, Commerce and
Transport (EDIFACT) (Z X2 EFHIA v — OEHEICET 2 EITEEL BB SN2,
ICH 1Z 41, 1HHASHDOFE EOFEHERETZ 572 Z L2 BmIC, WH~—2 7 v 7 SiEHN
(Standard Generalised Markup Language, SGML)  (ISO 8879:1986) =2 LWV~ —7 T v
TEE LTE#EIRL7Z, SGML (3 ICH Ul B T L ShHEFHRX Ty bbb AR—FL
7=

L2 L SGML 2 < XEFEFE (Document Type Definition, DTD) 7 7' 0 —F (3 H 1305 72
YU a—a s TERY, LER> T ZITRTRHO A vt — VEERK L XML 2 % —~
WZEEDL, ZORIWZELLT T 5%,

2.4.2.1 =—H 7y JEHE

1988 MO THE 72 SGML 1L, b Z L EMIChI- > THHERZFAATREICL TR (fR
17) LWEOHDHEEEMOEHISCERLZBRZARRICT 57201, BICEOHEE ENE LR
BB LTI A o ENT- ISOEUERK (IS0 8879) THDH, ZhEIHiZ, SGML DA 72T
DERIFEAVEHRLENS, SGML LV o I fliif~—2 7 v 7575H1#9 (Extensible
Markup Language, XML) MEG LT,

SGML DA, MiE (b SN XENANTH H7-DIZIE 1 DO LEAEZ (Document Type
Definition, DTD) Z#Z& M4 2 M3 H %5, DID &%, SGML T XML Z /B K itk 4 % 7-
WO —)LThDH, BHHEIZE 9 L. DIDIL SGML X XML TEN 5 CEICER SN DR
(HH, BYE, =07 47 0 MOSRGEE) 28UET 5, DTD BMERK S 4L, EAUTEES W TIE
DEIND L, XERZODID ExtbENs, ZEFEANVTF—ra v LIRS, XTERZED
DTD IZ&H 5 HHANZHE > TW VX, £oXFEITAE b, DTD OFANZHED 22y SGML,”
XML CEITEZ & S D,

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

DTD |3l % O XLEDOER SN AMEE 7+ —~ v NEHET S, XMLIZSGML LY 7 L%
IINT, B OoF—Z2EnHrartv 7 rAHY .. WAL XML OREARHZER N 13
HB ) OBERFBHEEZWZTN, BEOEXOE Yy FRLPERENDZHEBED Y A MZOWTIL DID
LML, XMLIZAF—~< EMEEN D S HICEATEH S 2 ET, XML A% —<(2k > T
S HICHEMERHRNEA CTE 70 TR, BEXOTFT—XIc—BOoT7 LX) T 4 —%FF
BT EMTE D,

—f%IZ DTD (3 3CERLT F A MENTUEFRICAIWV TV D, XML A ¥ —< (37 —F ENTEFHRIC
BHMEWTWDS, DITDIZHEIRIBED 1 DX, TNONRHEEAF—~<E V) OO D
DERFFIZRTZETHDH, XMLIEXIEL T—E) THhHH, FRANFICEDIZT 78X T5
72D 3035 #0EEE LAV, & 512 XML A F—< | 38E, RELR ORI 287k T,

ZHUTIERE TORETH B,

XML (Z1E, 3°_XTD XML 73— —|Zfi#4 72 < Unicode MFET D EWHFIAE H D, Fitd
HOEEE, AT L A YD SGML »X—H%—{% Unicode ®H R — k 22t L7227, Unicode 133CF
ZTEiC TEA] oa—F 7)) 2RET D, Lol THRNRIE TLERESND —H,
BEHER (A X, B, 742 RXIIAZAN) 1 ZT 2T T 50 —RU — R 7ty
EoT 7V r—ra s b, TO LI L TEEMOZELN XML O IS AGA £
NTWNAS,

2.4.2.2 BFHREOFR

XML IR —4 7L CREEREFEEN T RN b, ICHIZ XML AEXT @I L v#EL
TW5HELT, ICSRIZXMLAF—~28MT5Z L, XMLIZTXTOT T v M 74—
L THEROB AR AICHATE D, XMLZE S &, D HIETIIMBERA D Z DT
RUWMERE I T EMEL, ZoDar Y a—F VAT ARBITZITETZ ENAREIC R D, XML
N7av AfEE (XA vye—) Hodtlo o Roe -T2 250 TH 5, [EEEAERKIC
FoTHFENTWEH0T, FIHARRETH 0 Felt 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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(A 1)

ICHICSR %, #{Ee E DRERARETERWVENERH BEHEROIRN L REE BT DH T
L CHERGOBEFHRRE RO 2 EE L TV 5, BFHEREICIIRD X 5 BRFEN G 5,

o ICSRT — 4 Z WA M CWLIR T HRE ) & @D Do

o [FMAENIEL T HMBE~DOIERIZREERSICT S,

o Ao T B AvE—VOABHMRRER IR EZ AIREIZT 5,

o FENTHDREMET — X WEE BRI T 5,

o T4 () BEEBIVLERER L R/NRICIMA DI ENTE D,

3.0 WHABBER

E2B (R3) 2B RHNTWVWD K I REBERFHEAYAR— T2V 7 b= THERZBEET D
Wi, BREAOFHRE IOV TOERFHZ 0 FE L, EFA v E—UIZIEfHICK RS
HEDICHVMIeZ ENMBETHD, BEFIHA -7 —XHEB OIEMRESR (XML A
X—=) ZETT TR, RN RIERCHD = OIZ R XD T — X THH M O BE6R & #E
FFLZ20hude o2y, 7— 2 BEX, JBEY A b, #fif = — F&XOVICH ICSR A F—~<#ill#)
DBAE Z 2 ICSR DEBEFHURELZLHET DY 7 VY =2 THREOE 7 a2 TH 5, ICH
ICSR A vE—0%, E2B (R3) NEOEXT > HIE EMICHER, RELLLBWER BEF4
DT —HY v MEREZATREICT D, REEN A K 3ETIE, EMER E2B (R3) T —XIHH LA
FATRE CACHAATHEZR ICH ICSR A v & — Y ORI MHDOHERR R % 5% 79 %5, ICHICSR A ¥
TV ER AR —< T (A) IZREHIN TV D,

3.1 [ICH ICSR B&:EX

E2B (R3) ICHLEESNZICHICSR A v —OFEEARER & XML h 1 & OFRA2K 1157
T, MothoznZnoRy 7 AXE2B (R3) 7 — X HAMEEICEBRT H2EELY, B A b
(B4 ) XN TWLZEDTay 7 OF—XHHEZRLTWS, FIZIEKOR Y 7 A C1,
TEPIZ B2MERE O#MFNE E2B (R3) T—XHH O C1IHA2KRE E2B (R3) T—XIHHA Y A MM
ZFHNTWA Cl 7 ey 7 DHEEE2HRT,

E2B (R3) fEERIZHA, &, BEALUY KL ARSI Xy (FR7vny ) 2%

BLTT—YHAMAOBREZEXRT D, HAROZ 5 LEEBRIIEEREH Y, KO X DI
REND,
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(A 1)

o 1.1 (A TLH)
e 0..1 (HHTER)
o 1.n (1 %Z%HETUA)
e 0..n (1 XZXHETERE)

3ATEOKIZZNE I HITHELLELEZDLDO T, EHEL—F =2 ICSR O X F X F iy OFF A
BRZHME L, 77U r—3 a VEREEN E2B (R3) HHEICHAT AT A &h. B
FEENTZ XML A v v — L OREEL 2 BifiE3 5 OIS,

X 1:ICHICSR % 1

[ ICH ICSR j
cA o ° D
SERIR 2 MERE DHAI 1...1 1...1 BERM
c.ar o E.i
R 1..n T Y < B HEER
C.3 F.r
EHIREMBED ® o-{ BEODIICEET 2RE
RIEEET B 1.1 0..n RURE DS
C.4r N o ® < G.k
5| Ak 0..n 1..n EEAER
c5 ° B
. O
HBOBA ~ 0..n 1...1 Dt ST B F RS
FL
1%% (1..n)
.< WA
1341
¢ VA
1%% (0...n)
3< B
—O—] .
\ B )

3.2 E2B (R3) a—F+tv b, FHARUVEE

ICSR ADIEH OGS L < T2 — MUIZHH S HECE Bl EETEET 5, €9 Lt
HAFEXZa— Rty hofTh, BECHMOBN IE =z — R & —#iE—&RI T, %<
DOT TV r—va SN TS, ZALSE MedDRA  ([HESEFHELE) O K9 72IEY:
IR LT HRETH D, ICHERR DR R a— R U X MIfhicb H b, 22 Tld, A%
HEHARTHEATLHEI Liza— ey b, FHRBERUGEERIZSOWTH LD, 34THTHERICE
KEYIR HA B A wd,

a— Rty O ZRER B 0 7 =) & 3ATHITRT, TNHIIARFEETA RO
KR THRAO D TH D, HARITH LWEIR KU LWER EO=— X265 T, #ERFHY
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(A 1)

DD AR B By ST, T— Ry hONYF—a AR (B 2F] ST s
Ty NROME) &ED 5O AEELEHTAMETHY . a— Rty FORFO-EE
BRSSO A b B LB S 5,

a— Rty MEE B R ESNHNT 7 4 —~ > P ROME) I3HEEE A BT S
0 BRI E D B, 7 5 UI-AREI A S 1 ROAR & Brs 5~ 2 T % TTREM:

Rl BT=t, T— Kt b OB OS5 1134 I R A D 5 LB
b5,

7= 2 Rkl F (Object Identifier, OID) X, A7 ¥ =2 NERET HI2ODOEIITH D,
ZOBINL., EHESESEE#ES (International Telecommunications Union) ASN.1 £ HERUES % %1 H
L CIERICHUE SN PEEEE 2 e T4 a2 M 2 £ 9, BONTR TXE bz —fi & O,
XiZ (77 0F) LMEENDY A FELTERSND, #il2iE MedDRA &9 HIFEEIT OID
2.16.840.1.113883.6.163 THFE S, Thiax 7 7 FTET & [joint-iso-itu-
t.country.us.organization.hl7.external-code-system.MedDRA | & 725,

OID | IflBl 2 %8k 35 Z L THREMENOATTHZ ENTE, AFLEHEBEILER SN
1A BT RGEBI & L CHEOMEENES ATV 27 NMCTFDOID DA N TXx %, ICH
1Z. ICSR A v E—URHIIBWTHEHIND 22— FMERZFHBIT 5 OID &AL T\ 5,

RIEDF 1~7121%. ICHICSR DF—FHEHHE D a— MUIZEH EN 5T _TO OID D—E &R
T, ICHRNE L7 OID D—&IXICHY = 7% A DB AFTTE D, £ 1~70 OIDIZHZ T,
—ERDOIHEB OMFH BRI ZXBT 5 72DIc, HL7 238k L7 —# @ OID % ICSR # v & — T

A+2 B AR EEREOT —ZEA Fr4 KOFrs Tk, MEE) & TEfE 2 X504

D2, FNENE/D OID #FEHT5) . £ 6@ HL7 A6k OID XL FOFRITIZFLak LT

WL EBEROMHICEI L T _To OID #+8% 1 (D) OEWHINRT,

ICHICSR #4074 R 201344 A 12 H
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(A 1)

3.2.1 ICSR Ay&—CTHATHIAERVER

3.2.1.1 IS0 EZES#A (Identification of Medicinal Product, IDMP)

ISO (% ICH M5 EWG & R CEIMICBE T 2 1E MO B A LT 5 72 DIC—#E O & P EE % 5
LT, THOIFERGRE, AR OGTERMOERYZRHGEE O~ v B 7 2 RRICT Hilk
BF-DIr7e b, EEE A28 A - A OB NS F DT &2 TRy (B BIIRLY) &
<~ v B T ERRRICT D E R b,

RIZIET A RONEW®IZ, EFEEHF (Identification of Medicinal Product, IDMP) ¢ ICH M5 3£
HA RNATAREL 72D TETH D, 1SO IDMP IEHEFIEA ICH M5 3T A4 ROEMETH
v, UUFEET,

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

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

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

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

ICHMS5 IDMP OGEEZMHAT 57 — XA 2 AR LEIA4EIZFELL R"T, LoarL, ICHMS
IDMP HFEXIEFAN 1 (B . =2— ) XUXZ DM TR0 GE TR, ICH MS 323575 4 R3FI|H ]
HEIZ/R D E CARFEREN A RRZDERE 2 — NMET A OREBIERIZONWTOFRRFIEE
TorRT 5,

%o FFEROEATF (=—R) X, M5 IDMP & HHZEN FEIE I N5 £ Tlris g

O IDMP & M5 EHHZENFIHAIREIC 2 2 £ CldTF —# HBICE @V —/V &2 359
THMAELTH Ly,

ICHICSR 2841 K 201344 A 12 H
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#1:E2B (R3) ¥—#IEHB KO IDMP OID

(A 1)

ERBAIT BERA ZROoID!Y
D.8.r.2b EERESHBAF (MPID) ISO11615 MPID
D.8.r.3b A AIF (PhPID) ISO11616 PhPID
D.10.8.r.2b EERHSHAF (MPID) ISO11615 MPID
D.10.8.r.3b A AIF (PhPID) ISO11616 PhPID
G.k.2.1.1b EERHSHBAF (MPID) ISO11615 MPID
G.k.2.1.2b HEEAF (PhPID) ISO11616 PhPID
G.k.2.3.r.2b B/ BFEMRSDID 1SO11238 IDMP Substance
S O (7 1SO11239 IDMP Dosage
G.k4.r9.2p BERm AR OID Forms & Routes of Admin
N 1S011239 IDMP Dosage
G.k.4.r.10.2b B EZEBROID Forms & Routes of Admin
N 15011239 IDMP Dosage
G.k4.r11.2b BAORSREOID Forms & Routes of Admin

3.2.1.2 MedDRA (EFREZMAESR)

[EB5 [ FEH 74 (Medical Dictionary for Regulatory Activities, MedDRA®) [XEIE S K NE DD
R (EREERE T 7 F o7 ) O EBET 2 HEFELREROGEIMHEH I NDIE
FHREETH D, TNHDOT —% % MedDRA HIFEIE Y v Mz =— R 25 2 & T BlHN)E
B OBSEAR B N EPRIL SL OZ R RIS BE T 5 7 — 2 & L 0 S OpT Lo3 < 22 51,

MedDRA %, ICH 23BE% L, ICH O{RER L U C EHEERIKA (K# 4% (International Federation of
Pharmaceutical Manufacturers and Associations, IFPMA) WFTA L T\ 5, #MEAFE PR

(Maintenance and Support Services Organization, MSSO) 7% MedDRA D& # | Hiks & OELAG 21T
9 &L HliZ, MedDRA & RS FR OBLHIY RN COZ ORI 2 Bl A 55 L <
W%, MedDRA IEFiE ITHFEOELREZ HEET D, MSSO IIZEFRAICIEE) L TV 5 EATD
TN—TBHY, WOEPMABENORBEINTZT R COEFELFEL, TOREHFITHEFEICH
BRIET 5,

ICHICSR TRIMER X IIAEESL, EKFHoMHEE, BEER Y., < ORI SO = — FML
IZ MedDRA Z i 42, A FDF —ZEHH TIL MedDRA /&7 (LLT) 2L 52— KMz 4
FHL45, 1 OOICSRIZODE 190D MedDRA NN— g LI TER2WZ LICEET S,

10 Z B 1388k OID B = — ROFMAMNAIREIC 2 o T2 b ZNHICE S BRI DD,

1= ® MedDRA Df#E#iix MSSO D = 7 ~— (http://www.meddramsso.com/) 75D 5| H T
H%, FELUIZDICHIZHT 2V = 7 _X—=v &SRz,

ICHICSR 2841 K 201344 A 12 H
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#2:E2B (R3)

5 — A I8 B & O MedDRA OID

(A 1)

ERWAT ERA 2 fROID
BET ABRBERUMEER (KE/FiL
D.7.1r.1b = Z0M) (MedDRAT— I 2.16.840.1.113883.6.163
D.8.r.6b FRAEE (MedDRATI— R) 2.16.840.1.113883.6.163
D.8.r.7b El¥EE (MedDRAD—K) 2.16.840.1.113883.6.163
D.9.2.r.1b MESNFEE (MedDRAT— ) 2.16.840.1.113883.6.163
D.9.4.r.1b Bz & B%EE (MedDRAO— K) 2.16.840.1.113883.6.163
FOEET 5ARERUVMEER (BE/F
D.10.7.1.r.1b feitm 2 by (MedDRAD — K) 2.16.840.1.113883.6.163
D.10.8.r.6b FRAEE (MedDRATI— R) 2.16.840.1.113883.6.163
D.10.8.r.7b El¥EE (MedDRAD—K) 2.16.840.1.113883.6.163
E.i2.1b BlER HEEKR (MedDRAO—FK) 2.16.840.1.113883.6.163
F.r.2.2b #B&E4 (MedDRAD—K) 2.16.840.1.113883.6.163
Gk.7.r.2b {HRAEH (MedDRATZ— K) 2.16.840.1.113883.6.163
H.3.r.1b EEEIC S SBMA MERBKU R IIEIE 2.16.840.1.113883.6.163

A BEEEROBN$E (MedDRAO—F)

ICHICSR £ 74 K
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3.2.2
Identifier, 0ID)

Z 2 TIX, ICH D 7= OIZHBNCHER SN T AREE T A FIZBfRT 52— Rty NETNOID O—

(A 1)

ICH ICSR FHICHER SN ICH AT 50— FEy FRUFT TP/ FEBIF (Object

BREETT S, 2NHDa— Rty MIICHIZL > T, ICHD-DICHE SN,

#F3:E2B (R3) —ZHEBKLOCICHICSR X vy¥&—Y 22— K OID

BRI ERA4 ICH OID
N.1.1 NYTFHD Ay E—SDIELE 2.16.840.1.113883.3.989.2.1.1.1
C.1.3 wmEDIESE 2.16.840.1.113883.3.989.2.1.1.2
C.1.8.2 KEGIDE—EEE 2.16.840.1.113883.3.989.2.1.1.3
C.1.11.1 WMEWEMSIE 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
C5.4 BMER EEBRIERINI-HEBRDOIES 2.16.840.1.113883.3.989.2.1.1.8
B'] 1 '1 - BEORHRIRESRULOERE 2.16.840.1.113883.3.989.2.1.1.4
D.2.3 BEOEHE BEEOXBEIZLD) 2.16.840.1.113883.3.989.2.1.1.9
H - - T =

E.i.3.1 i;ﬁ" FOTERLSNIEIER BT 2.16.840.1.113883.3.989.2.1.1.10
E.i.7 REBRBORER  AEERDEIR 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 EELESOMET T 2.16.840.1.113883.3.989.2.1.1.13
G.k.4.r.10.2b BEZBOID (E2B (R2) )

' 2.16.840.1.113883.3.989.2.1.1.14
G.k.4.r11.2b BADIBEERBROID (E2B (R2) )
G.k.8 EELICH L TERLOAENE 2.16.840.1.113883.3.989.2.1.1.15
G.kJ9.i4 BRECEMEAIRBHRLEN? 2.16.840.1.113883.3.989.2.1.1.16

EERICET 2 F0MDIER (23— Kik)

G.k.10.r (BB =T C 48 Y R 2.16.840.1.113883.3.989.2.1.1.17
ICHICSR #4714 F 201344 A 12 H

27-




(A 1)

#F4:E2B (R3) —%HEBKLOGICHICSR X vy¥&—Y 22— K OID (ICH #IfRfF UCUM 22—

K)

ERWAT R4 ICH OID

D.2.2b BIER BEERXEBFOEE (BAD) 2.16.840.1.113883.3.989.2.1.1.26
L | 3 = == = 4|

D.2.2.1b %EF?ﬂWm/ﬁ=$%%ﬁﬁwﬁﬁj 2.16.840.1.113883.3.989.2.1.1.26
il (BEfL)

D.10.2.2b HOEH (BALD) 2.16.840.1.113883.3.989.2.1.1.26

E.i.6b FMER.  BEEEROEGIAM (B 2.16.840.1.113883.3.989.2.1.1.26

G.k.2.3.r.3b SE (Bf1) 2.16.840.1.113883.3.989.2.1.1.25

G.k.4.r.1b BE5E (BfHL) 2.16.840.1.113883.3.989.2.1.1.25

Gk4r3 BEMROER 2.16.840.1.113883.3.989.2.1.1.26

G.k.4.r.6b EELESHAM (BAL) 2.16.840.1.113883.3.989.2.1.1.26

G.k.5b %gg(ﬁﬁ%g%ﬁif@i&hk%g 2.16.840.1.113883.3.989.2.1.1.25

G.k.6b BRERFOITIRAM (B 2.16.840.1.113883.3.989.2.1.1.26

. EEROBRSREBEMISEIER BEEEX
G.k.9.i.3.1b 4 T OB () 2.16.840.1.113883.3.989.2.1.1.26
G.k.9.i.3.2b BERRORRESH LBIEA FEERR 2.16.840.1.113883.3.989.2.1.1.26

WETORMERER (B

Fr3.3 TRERKE] oW TiEfisnd 5, ZOHEBIIEA REMNEZ AR E TS0, ICH IZ
Z OIEHBE IR L CHIBRAT UCUM 22— FEELL Ty, AU o UCUM U X R
UCUM 22— R&ERTHZLENTE, XBIZOID i InTWV5d,

ICHICSR £ 74 K
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#5:E2B (R3)

(A 1)

F—ZHEB KR ICHICSR 2 v —4RiZ2f OID

ERWRT R4 ICH OID
N.1.2 NYFES 2.16.840.1.113883.3.989.2.1.3.22
N.1.3 INY FIREBEHBANF 2.16.840.1.113883.3.989.2.1.3.13
N.1.4 INY FREBHBANF 2.16.840.1.113883.3.989.2.1.3.14
N.2.r.2 Ayt —UREBEHBNF 2.16.840.1.113883.3.989.2.1.3.11
N.2.r.3 Ayt —UREBHBNF 2.16.840.1.113883.3.989.2.1.3.12
-, E p—— - K [ :'—_E I
C.1.1 ﬁ?% CERRER GER) REMREHE 2.16.840.1.113883.3.989.2.1.3.1
C.1.8.1 584 (2 B A 0 fE 1538 A1 F 2.16.840.1.113883.3.989.2.1.3.2
81 'g'] ;; o I3 F DR $RIR B CME IR F 2.16.840.1.113883.3.989.2.1.3.3
C.5.1.r.1 HEBOEHES 2.16.840.1.113883.3.989.2.1.3.6
C53 HERMKIEEE (RRVH—) OHBRES 2.16.840.1.113883.3.989.2.1.3.5
FEOZEIBRBSRUVZTOERRE BIE
D.1.1.1 EmaEES) 2.16.840.1.113883.3.989.2.1.3.7
EEOZEEHRBESRUZOERE (EM
D.1.1.2 EmanEES) 2.16.840.1.113883.3.989.2.1.3.8
g;). = 23 = N I=E 5“ =
D.1.1.3 ’?2%?“’ ,\Laﬁgﬁ&u%w R (Al 2.16.840.1.113883.3.989.2.1.3.9
SRR ES)
EFEOZEIEBRUVUZTOERRS (HE&
D.1.1.4 DETHEEEIES) 2.16.840.1.113883.3.989.2.1.3.10
G.k.3.1 RBDHEES 2.16.840.1.113883.3.989.2.1.3.4
# 6 : E2B (R3) 7 — % HB RFEFRILE A v —U4ARI12EM OID
ERWAT ERA ICH OID
ACK.M.2 FEASE /Ny FEEELRF 2.16.840.1.113883.3.989.2.1.3.17
ACK.M.3 RS E /Ny FRELZBRF 2.16.840.1.113883.3.989.2.1.3.18
ACK.B.r.3 ICSRA vt —UHERILERIES 2.16.840.1.113883.3.989.2.1.3.16
ACK.B.r4 ICSRA vt — VRIS EEIES 2.16.840.1.113883.3.989.2.1.3.15

ICHICSR £ 74 K
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(A 1)

# 7 : ICSR,/FERIRE I8 D HATHY OID

Hffra—F ICH OID

ELIzF7YPara—F 2.16.840.1.113883.3.989.2.1.1.18
BREANI—F 2.16.840.1.113883.3.989.2.1.1.19
BYL—Fia—F 2.16.840.1.113883.3.989.2.1.1.20
BYMFontzIoT4 T4 DEE—FK 2.16.840.1.113883.3.989.2.1.1.21
WERMKRI—F 2.16.840.1.113883.3.989.2.1.1.22
WEMEFITI—F 2.16.840.1.113883.3.989.2.1.1.23
7FriarvsA4ra—~K 2.16.840.1.113883.3.989.2.1.1.24
XEBBA—HF (Y —a—FK 2.16.840.1.113883.3.989.2.1.1.27

3.23 ERMREI—FEY b

Z ZTClE, ICHIZ X » CTXILICH D72 DIZREBNCHER SN TR Z DO H A X2 AT
BT 52—ty NEDOID DY A MR T5H, b0 a— Rty NI ICH LA OR
EOFRICE » TEE I E G CEBEMICHEREF SN TS, 207D, FRMELE N7 +—
~y MIZOa— AR L TV OHEBIIC L > TERSND B DIZRES D,

Avb—URTHAISNDEREE— Kty N ROOIDIZIZL TR H 5,

e 1SO3166Part1 (alpha-2) — [EXROZED FALXyDFR=T— K — Part 1: [Ha— K, [EH4,
B OHIPR | o0 B A ORI I O 4 xS 5, (EFE2 XFEa— 1K)

o ISO 5218 — IHHAERENT — & P OMERIZRD =D 22— R,

o 1SO0639-2— SEHFZTRDEDHDIT—,

e UCUM — HIEHN DO#—=— F (UCUM:The Unified Code for Units of Measure) . K3
o NFIREBEN S 12

o INLOAHa—FEy MEMHHAT S ICSRT —XIHB ZRFITZET 5,

12 http://unitsofmeasure.org/|Z UCUM (22D CDOFERIZ2 EHN B 5,
xml 3% html JEZU T http://www.regenstrief.org/medinformatics/ucum/downloads 7> 5 UCUM #E#E
AT —RTLHZENTED,

ICHICSR 2841 K 201344 A 12 H
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%= 8 : EfEE#Ea— R >  OID

(A 1)

THEWAIT | B Ta T smom
. ISO 3166 Part 1
car3 HEEDOEI—F (alpha-2) 1.0.3166.1.2.2
. . e ISO 3166 Part 1
C345 EEHEOER (Ba—F) (alpha-2) 1.0.3166.1.2.2
- ISO 3166 Part 1
C5.1.r2 HEBROEEE (alpha-2) 10.3166.1.2.2
D.5 ;1] ISO 5218 1.0.5218
D.10.6 BRI ISO 5218 1.0.5218
, BE—REHRICE YHRESNIEIER | 1ISO 639-2/RA
E.i.1.1b o EEmSnO=E (alpha-3) 1.0.639.2
E.i.9 IR HEERARELEEOR | oo o0 Pt 403166.1.2.2
(alpha-2)
F.r3.3 REGR (Bf) UCUM 2.16.840.1.113883.6.8
o o B2 ISO 3166 Part 1
Gkz24 ERRZEATF L=EOH (alpha-2) 1.0.3166.1.2.2
- ISO 3166 Part 1
G.k.3.2 DR (alpha-2) 1.0.3166.1.2.2
H.5.r1b EABERUREEOBRORMER | gy | 106302

FRIZEENWFEISAN 1 25,
KO MR

I A DA R F |

EEHEZEICEAD (ER) LM
(C.1.8.1) THEHINTWDHBFIX.,
FIHLTCa—MbEnsbiFTidinizy, EFITEEN TV,

ISO 3166 Part 1 %

LorL, ZHh 6 Ol

FIIF OO —EFNZ ISOE =2 — FERREZFEHL TV, FliX C11 BT 2FHDOF5|

RO L,

3.2.3.1

SO 3166 Eo— FOFIA

fERERZE S (ICSR) WOEIKN, AEFG, BEE UIREEITEFRT 28507 —
X TEHHCEEZFET 5, E2B (R3) TIZE=— FEME T2 7 —XHHBIZEBW T, ISO 3166-1
alpha-2 #Z M4 5%,

ICHICSR £ 74 K
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(A 1)

3.23.2 AytE—PIra—T414UIDER

ICHM2 X ICHEHA FT7 A4 VNESWTERSINTZTRTOA vE—IJIZBW T, XML
Ayw—Vxra—F 4 72 UTE-8 DEHZHERE L TV 5,

3.3 ICSRDnzkI<B¥ % ICH E2B (R3) 4k

E2B (R3) OfLARIE, REICHOWTOEFTFHELOFMOFS| & LT, ICHICSR DT —H
HHE OFFMR B Z ED TN D,

3.3.1 HIERMKELER
AR MRS TR ERRSE R R E L TORSE LU TE2ZATHRITNITR 5220,

o — ANDFHHITE ZHRE —FBHTE HREOHEIIIEEDT —XHBDOWTIN1DOTHE
mEEZLND B A =, Filn, MR

o —ANDOHBHITE ZHREEF B TE 2MEEOREIITELEDOT —XTHADWT N 1D
TR EEZLND B £ =2 %L, (EFT. EHK)

o VOO, BERS CUTER)
o U ODYERE A AR

TR TRIKROEHR ) 2oV T, Hillk L~ TENOBGEELV— VB ET DT LD
b5,

Wl TE DA Bl A =T vov, e, MR TR TE SWEE (B
b, ERT. B OREICIIBEEOT —ZHEOW TN 1 DO TRS &%z%
hd, ZORMEY ZIZOWTIZICHE2D A4 R7 4 > 513

(http://www.ich.org/products/guidelines/efficacy/article/efficacy-guidelines.html) (Z5E L
o WA B AND D, e, BELREEVR—-ANBOZLbHY 5508, D

B b REROREELEIWHZ L TWDLEZXD, FAFRREECLY, BEOA
=X VREDMOEEFIF A MEIEET S LN TERVEGH S, L
L, ZNTH DIEHOT—FHAICANTRRBERH LD T, ZOT7—FHAIZ
DWTHRHDOFG & 2R 2,

3..2 Ayt—YHOT—AEEDER

ICSR DAREIZET D H A X Ak, lx ORIWER, /A EFSME 20T 2 7-DICFH7ed
TOMET —F 2 BETRICHT-> TORELZET, ZOHA X AT Lt% v —
HEHIFRIE, ICSR ZRIMBIET HZENTE S, LL, TRXRTOEECBNTTRTOT —
HIHH OIERNBATARE L TR LN THA 9,

EEE, IZEAEDICSR TIIMHEHEOT —XEEHBPAHATHY . REOHTEEI R,
ICSRIZEBEFHINREEND T2, RETEED T —ZHBIMEZE Y Y4 THLETRY, Li
L., T—HHEANETHHHENZEY LRWNS R0, RIAENL 200, B AGHRR#EE
WZE-oT ME#] SNTWENLRONEND I ENEELBALH D, ZD LI RBEEITIX
ZEE R ERE T —ZEAICETAA v =G50 T, T—INRNWZ L ERREOEE %
N eI

ICHICSR #4074 R 201344 A 12 H
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(A 1)

S DI, ICSRICESR SN D RRIRL B 3.1 HSBM) DI, WG & w4

5D OERERLRIET XETH D,

o EEHEILICEAD (ER) ZatwE#RNT (C.1.1)

o WO (C.1.3)

o KWL OEHIERAFAH (C.1.5)

o AJEGNIULIE O BB OBMEL =T 2 (C.1.7)

o MBI EA ORERFENIT (C.1.8)

o WEFOE=—F (C2r13)

o EEFOMEE (C3.2)

o ORI B OOWE] ORE. YHAIENAEELNBE SN -RBRORE
(C.5.4)

3.3.3 —fRRAl

HETIHRIIZETHHLZENLEE LL., ICSRPERTH 5 7= DI ITRIERLERERYE »
FRUBTERIIND, ZOI EITRMOEFRLE. BINER N OMEIE X TEEE SN 5 & EH
EEtedh HWAEED ICSRIZHTILE S,

AFLEETRTCOFERIL, 595 E2B (R3) 7 — X HHB L OHEH e B EHRE 2V, 58
EIHEELEINTZ 74—~y P THRETRETH D, ZnbOHGEICIE, 1SO (H=— K,
Bla— K, SiE=a— ) . MedDRA (] : {RIEEE, L/ BRY. BWEH FAEFESR) . UCUM

GFHEOHAT) . KOVICHMS (IDMP, # L<IX3211HBR) 2365, sEMIC OV TIIAIE
W EZR I,

iofEfL SN TWRWnT =4 (Bl ARICER, BRRDHIGLE. XREEZR L) ORHITA
RIEHTA FOMBHTH LN, 3.5 HTEMNERPHRED 728 O HATRIAFIRIE 24295,
3.3.4 JEGIDIRE

ICSR 1%, EI ML EMEERICIIT 2 KEHIROMERE K OEBHEICESNT, BARHREH
RO EHMCOREESEEND 2 N5, ZOHEXBRRTIL, EXEE21T 5 HEH I Y RG]
BT A EIERE AT LRWVEY . MEIEFNC ST T52(E LTz EFHIERA S ICE
SUTIEER LTI B2,

BISBNL OB Y LFOT = ZHBIZOWTIEIEFRATRETH 5,

ICHICSR #4074 R 201344 A 12 H
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(A 1)

o EEHEILICEAD (ER) ZaMwE#RNT (C.1.1)

o {ERD AN (C.1.2)

o [HHIFEDDEMICHENAFINIZA (C.14)

o RWREDEMERATH (C.1.5)

o FIHFREZRZDMMOERHIH D722 (C.1.6.1)

o ARSEFNTMFZE OB MG OBEA -T2 (C.1.7)

o JEBIZAMREOREHEICET H1ER (C3)

o HEFHITLOHEEMDOILEE (Ei3.2)

o ZOMOIE®R (Fr.7)

o EHNLANWER /AEFLORREML WEIISUHEYIET) (Gk9.i2r)
o EEHFICLDIPZMA (LEIZEL#HYIRT)  (H3r)

o EEHEOER (H4)

o ICSR DT —Z THH DHFR
INHOTF—X2HBIIMA, BHTRO MedDRA % FJH L7- MedDRA =2 — ROF — X IHEH O
FHARETH 5,

MR A OS] (C.1.8.1) 2A[F L TH D ICSR DEEAFET A<, [F—IE
BIOEHRICBIREB M Z S22 HEFORBITEHRATH] (C.1.5 BELCTHD
ICSR WEBGFET HLERH D, TO XD 2GE1T MERO BT (C.1.2) THRLERFIHE
DEH IR E 5 ET D,

3.3.5 F—AEHEDI+—7 Y MIDOVWTHOIEEE

E2B (R3) T—XHHB RNy V) —EiEx 73, £ L TEIROSRIERE X0 A K
WEBNZEET 2 EH A2 ST X0 B O DIZKBlsivd, ERDIEFEZEDOT—X OREIZL > TR
DX END,

o C.1—JEBIZ RS O]

o C2—H—WRIEMmIR

o CI3—JEBIZAEMEREDFEEICET 21E#®
o C4—75H3CHEk

o C.5—HBROFH
X

o D—BE R
—BIWEH, BEFER
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(A 1)

o F—E& OZWNIIBIE 5 M b ORLE DR

o G—EHRinfEH

o H—EGIMEE KL O Z O OFHROFEIE
RITERLAEFS% (ED) UTEES (Gk) OV ik L zrRd30r T KO Tkl (2, Tr)
TEOT—HHAXIZDOT vy 7 BBV IKLARETHD Z L 2R LT,

RFEWETA ROT—HIAHDOEFEZFERIZE2B (R2) THEASNTWA LD LR
o TW5D,

3.3.6 T—H2AND—EHIIL—IL
o HEfZ7#4—~v b

HL7 [ — D7 +—~ > b, CCYYMMDDHHMMSS.UUUU[+-ZZzz] CH K& FH+ 25 = D
T A=~y M S L BREOEREDEMN E CRBICRETE S, ZOAMT7r—~y + 72
HIXHEU R REE T — 4525252 L T& 5,

ICHICSR A v &—T [REDHN] ZEETDHZ EITTERY, BEEND 2 MM T
BEITOHA. BEEN TREOHAT) SMRENDDOETD, BER EZEFITIENE
NDOY AT AEBETHLENG S (B WEMREC 222247 > &6 5)
RO W TIAREIE T A ROfMHR T 25D Z b,

E2B (R3) IZ2oWTIL, 34THETHMNT —4THE Z L ICHKIEBO BHEEL ~LEED D,

KREZLTTA FTIIHE—D7 +—~ >  (CCYYMMDDHHMMSS.UUUU[+|-ZZzz])
THRZRBT 5, ZO7+—~v v FTiE, FRAD SR E TO H RS R A 2
6 12 B RRHECAEHT B = L BT B,

34T CHA T —4THHE Z L ICHKIERDOBE L)L E2RT N, AFARERRY £<
DIERERMET RETH D,

o [EFEAREITE 2 CREIRIA H OFER T T X CRFETITH  (FISMT THREEGE CRidk S iz,
B AR L0 HE SN HEIER AEFS)  (Billa) kO BEEFECRESNT
JEBMEEE R O EZE OE R (H51) ) . L, Avk—Yarbag—AT7 27 hT vs8—
ITEHIRD A v =V RBAOEEa— R2XET 5, FHOERET A R22RoZ &,
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(A 1)

o A— MUWERIZKDHMIET ZHEMT 5,

e EU, KEXRTCHADIE), ICHATF—1"—Th 5L OE Ml (F] 0 B F 2 k%
AA A) Tl LT ICSRIZ MedDRA ZFI1 9%, MedDRA =1 — FEICHLEE /R ~TD
T—HIHEIZOWT, FH—RERIFIC K > THE SHZEWER /B HFLRICR b L <3t
% MedDRA LLT 235 315, MedDRA LLT (2 IEREIZ — LR W R, 25— RIFHIFIC
F o THRESNIZAFEFELRBIEN R G EIT 2 LLT HFEIZT 2, JEGEEORRIZE Y
HEEIZHOWTIE, HHRO ICH 3L [MedDRA Term Selection: Points to Consider | % 2
SN, REEMFFOiH OB E 1L [Diagnosis and sign/symptom| M OY Definitive and
Provisional Diagnoses with or without Signs and Symptoms| DHIZIERI N TV 5,

o BHITE - L, FEFIGEREME 2 EDRRRBRIE B OIEEICEHT A HENR TN TS Z
bbb, BT —XHBIL, 2RI AIEERGELMS > TG LS 7 +—~ v b TR
THIEOTERVEBEINMEREZIRUTZ7-2012H 5,

e 1 DODICSRHNTIL., 12D MedDRANRN— 3 0 DAEHHL THEYT LT NTOTFT—FIE
H%za— NMbd 5, Lz ->TMedDRA HiEEZ AT 57 ONZR U/3— 3 D MedDRA
DEFE SN2 T2 6720, 72720, IO ICSR # 1 DO/ Ny FTRHT 8546, 0
Ny FHNOFNZFND ICSR TR B NR—T 3 D MedDRA #& B L TH Luy,

MedDRA = — NUEZMFHT 22T —XHBIZOWT, 120 ICSR N TiFE—"
MedDRA N— 3 U &2 H Laid Uz 5720, 72720, HEDICSR 2 150

O Ny FTRRNT 256, TONyTFHNOENEND ICSR TR DB NN—Ta O
MedDRA & L TH L\,

UTIZOWTEET S &,

o BT —FHHOT—ZMIFLTOLIITREND,

o A=Alpha (7)) : ZOF—FAIFL LT, ICSRIZBWT, HlziE TEEDE=—
K1 (C213) —2A % ISO3166 fEHEHME A bR AT Vot L 5 R ERMEEZ VLE
LT HbLEOT —XHEBETHENIND, EFT — X 2HRT 50T T — X HE DI,
FIZIEX TIP) DX TNV T 7 Xy NORILTFLE/NLTFLNEZ 2V, e s
S TR SCTFHIE Z 7200,

o AN=AlphaNumeric (EFELHT) : TAT7 7y b, T, BHELFE2EH 2 LN TE
XTI T —2EA, Bl [TAB-19.990115"] . XML O3 X TOMEHIZDUVNT,
http://www.w3.org/ TAR STV D WICEEHEIZHE S, HlxIE, flik 7 —#HHEIZ XML
BT CTh o> <KRO&PHTL 256, TULEFICENEN&gt. &lt & '&amp
IR D,

o N=numeric (37) : 8 FHE G, BECUIZE/NUSERIZHO 5305 "0~9.E+-"
DXFDORIHZEGTe XFHT—FHEE, #: "1.23E-1", "34192", "32.12", a2 <|IfEH T
EXANAN
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(A 1)

o Bff:fHEk1 (A) M

o TV : T EIZML FIZ Lo TRENL D,
»  false| moJ ITFHYT 5
»  [true) lyes| *IZHHMT 5

»  Tnull flavor] RWICE S TERNELRDLE50”H D, HL7 T2 5% Tnull flavor)
EIES,  (FRziR) |

*REEH A ROBWE, ZOA—MZ3EINNR 12955, HEBREOSHBRIRI
(Gk2.5) T, ZZTiE Ttrue] NEHR FOBRIEICHZD

o TRTOMAT—FHEBEZICSRAYE—DO—EE L THTEOINERD I, EEHE
H OAREIT M TIE 220, ﬂej\jmﬁ_IEH 1L XML FIZENRNWZ ERH D, RATTDON
HIEBAIZ, AvEB—URALTH D720 XML FIZEAR TR 720,

o RERIZREHR TARANZ L TEMN 2T X R 20T bbb b9, A4)72 ICSR D—H5 L
LTBELRTNIER SR WEARH S, HLT A v B2— U TIIRATIOEB O(RIENA]
BETC, TOHBZa— ML TCT =N WHEEEZHATLIZENTED, O,
RETDNENR2VMEEH 2G50/ A v =V OIERNATRETH D, ZDORAN
OEBAOHMBZ Y mull D Mflavor (FFfa) | RS,

o null flavor : ICHICSR (%, 4% 7 IV —43F 9572012 O HLT R HERBE S O 21—

RZ&M 5, FEMizSW Tl ﬁ“ﬁﬁﬁ%lsommzmsm%ﬂ@@*k F—HZAZ k> Tik
YT/ null flavor HH D (B - FEFIET — X THHEIZI51F D PINF & O NINF OFEf)

a—F | 4Rl T

No Z OBISME BTV R DERBHER T E 220, TR b — a2

NI Information | FISMECd 5. FIUMEDTIIET S & 5.

ZOHEBIZOWTOAFTAREZ2IERITH 508, LAaflh, BN SRR
I T NS OB TREEE N O MA TR L TRy, Zoff
WIZT 7B AT BBOMMANGFET 256055, 1 ZOnull
flavorz 32 Z L2 X O B AIERERGEE & 7o DFEM 72T — 2 %
PRI MR e CH D, FIT, FEMERMT 2 2 & 2<%
FBEICEROGEZMOEDVEN G 2 HEIHERT 5,

MSK Masked

UNK Unknown HTUTE WU RENRHTH D,
Not ZOIEE TS TULE D@2 ER 2 (B - BHEOSE OR& AR
NA .
Applicable H) .
ICHICSR &7 A R 201344 H 12 H
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G

a—F | &Rl E#

Asked But BRAFEZRLTBHEONRNoT (B - BEICHRAEEITNS

ASKU Unknown hotr) o

NASK | Not Asked ZDFERDOAFITAL TR (] - BEICFZRRN-T2)

Negative A %
NINF Infinity A DO MR KHL,
PINF | fostve E DR AEL,
nfinity

ICHICSR ® 22— K & LT null flavor X ED XS IZFIHTEX 20 ROHFITRT, ZHHDHNIZ
BT, 7 —XHH OAHIIE<!--comment tag-->N D = — FMEI 7= K HEOHZ BN D -

5] 1. null flavor ® MSK T [Masked ({REHNTW3B) | Z#FE T,

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

5] 2. null flavor ® UNK T [Unknown (RBH) | ZZ9,

<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"/>
<!--D.10.6: Sex of Parent [1]Male [2]Female-->
<birthTime value="19730101"/>
<!-- D.10.2.1: Date of Birth of Parent -->

</associatedPerson>
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(A 1)

3.3.7 ICH E2B (R3) T—%IEH M

HHDORIFLL T &2 &L,

o T—HIHHAES

o ARFEHEHA FOHME, FERNERA vE—UDF —XIABIZIZ ACK O STFENEAICFT L,
Bl z 1%

o F—HXIHH NI2F34THTHR TS [Ny TFEE] 27,
o ACKMI TR N T YT a iiBibd THERIGE NNy FES] BT,
o T—HIEHA%

e #E2B (R3) 7—H#HHODELWANFEIZOWTHEREZEREET S (FIHOFGIE] 12E
BETT,

o AN (ZIX. YT —FHHA OBUESBAEIMEE N Z R T, —HoT7T—ZHBT THAfF
H7p) B (B 5% A v =V R IE LT T 5720) ICLVmHE S TEBY, 2
NBPEMESND LT —0EL S, ERSNLDHEADO-Fafakl (G) [HARMEH) 12
Y 5,

o [F—HW| ROF—XHEE—-T—XHA Z LT —XHE OEZ R THT & Eickn
TF— A MAERTELFNH D (A T, N:HFE, AN EFEEHT) . a—Fky b g
ST LHT—HHBIZOWTE (F : R T — X HE LAY | Y HEE LI DB
WA DOE TRIOHEERES LML ER D 5.

o 7T/ i (Object Identifier, [OID| ) —4FED 2 — KU A b XA RITZER N T —
ZIHHICY T DG 5, REET A NiZoR$ OID (X ICHICSR @ XML A v &—
CIHERT 5,

(PR X207 —#HBEIZAD 5 HfEZRT,
o TRHUL—V 1T HOT — X HEE OMGEEL—/VIZBET 2B A SR 5,

ARELEHA RORA v E—VHARIT, ICHA LV AN—IZEVFEE, a8EShiV—LThb, Zh
51T 1%Z15) SN ICHICSR XML A v — Tl SN AWttt cdh s Wz ix, 1%E
FliZkoTEHEND) . LEn->T, [#EF] 3415 ICHICSR XML A & — IERRFIC
I, RFEET A RE2FH L TT—Z AJOIERMEE L OSE A MEZ2 REET 5,

—H D a—RKY A MIHOWNWT, KAXEICREHEEINTWD TFFERME] OFRIZTE -T2 REse
W7o TV T 2580355, ZOERIIARSEET A4 FOFBEN CHRF SN, D a—
K= O\ TIEfHRT (F) o=2—RU R &SRO L,

34IH® ICHE2B (R3) 7 —#ITHH OARIF ICH IZBW THEE SIeT — X Mk
e I—TH D, EEDICHICSR XML £ vt — UERRERICIZ,. Zh DT —ZIEH
EBEIZLTT—Z AT OIEERE R OES L REET 5,
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(B 1)

[FFRME] Oa— RiZOWTIHfHERT (F) DICH=2— RY X MZHHRFTO 2 —
K—EE2ZSHOZ L,
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(A 1)

3.4 ICH E2B (R3) ¥—#%IEH

N.1 ICH ICSR =& RIF (/v F 5 ws\— : Batch Wrapper)

ICSR O C~FIHOfF# L TR 1T v =] OFRIEFINV—T 17 OHZAE LTEY
(Bl x1X, Tfrom] — Tto) ) | WFILRE UIRFEI N, A v EB—UFKE, EEHH]
+. ZEHEHEN AL OA =Y B OERITE 7 —#H (Electiric Data Interchange: EDI)

ODHLEFMOEEIZEIVED LN TNDHD LT 5,

N - ICH ICSR{=mE# B F (/N yF5+v/8—:BATCH WRAPPER)

1...1

N.1 - ICH ICSRiz% 85I F (/ \wF 5w/ i—:BATCH WRAPPER)

N.1.1 - NYFRHD Ay E—D DFEFE
N.1.2 - N\FBS

N.1.3 - Ny FEEEHAF

N.1.4 - N FZEEHAF

N.1.5 - /\yF{=ED B+

1 n | N2r-ICHICSRAyE—UAvH (Avt—U5vsi—) (BEIHLBYET)

N.2.r.1 - Ayt—J 83 F
N.2.r2- Ayt—UR EEHANF

N.2.r.3 - Ay t—CZEFHF
N.2.r4 - Ayt—SEBO B 1§

N11 RNYFRDAvE—CDESAE

FIHADOF = ZOTF—FHEBIIHEE SN D EROBHICBET A EEAE TN 5, 1DDICH
ICSR/Nw F(Z, 12LL EDICSR (ICSR) 2#&TeZ ENTE B,

AT WZH

75 AN

OID 2.16.840.1.113883.3.989.2.1.1.1

FAY(ER 1=ichicsr

EEL—IL
COTF—XEHOHRMEIX, KXFE/NLFEXBT L LICEET D, £D-
DT TERIATENTND Z &,
Tz, FHECREARZa—FRFEHSNDZ EEH D,

1 OOy FIWZTOLLEDICSR A vl —T %4t ENTXB, LrL. 1OD
ICSR A vt —IZ& 2 ICSR X 1 fFHIZT 5,

ICHICSR 2841 K 201344 A 12 H
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N1.2 NyFES

(A 1)

FIHDOFG & COTF—ZHEAK IRy F T v_—] LB, FEEICE > TEFEICHICSR
Ny F 77 ANEFID Y TOENDLEEOBRES THD, Ny FEHEIIICH
ICSRN Y F7 7 A MBILEAREF S TH D,

WA WA

T KA 100AN

OID 2.16.840.1.113883.3.989.2.1.3.22

FIAE H HFT#E

L —v
NA2IFU T OREMERH SN D -
<id extension="batch number" root="2.16.840.1.113883.3.989.2.1.3.22"/>
rootlIN.1. 2D 4 R ZEM 23 L. id extensionlZ EFE DN v FH 52 AT 5,

N.1.3 /8y FEEEHRANF

FHOFE & ZOTF—ZHEAE, Bl AIXEFELCHEIY R &V o TR ICSREE D45t (ICH
ICSRNN Y F7 7 A VOERE) 2 EXT D, ZEEICEEOEFTH D,

AT WZH

e i 60AN

OID 2.16.840.1.113883.3.989.2.1.3.13

A B HFE#

EEL—IL

NI T OREPEHEIND ¢
<id extension="sender identifier" root="2.16.840.1.113883.3.989.2.1.3.13"/>

rootiIN.1.3D 4 FiZEM %3 L. id extensionlZEFED /N v FIREH B+ %2 A9
Do

EEEHHFIEEMTLARL TR LEDRH D,

ICHICSR £ 74 K
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N.1.4 Ny FREBBINF

(A 1)

MMHOF5 & ZOT—HHAFICSRN Y F7 7 A VOIRESZERT D, EMEHICHEA O
TTH D,

E WA

T4 60AN

OID 2.16.840.1.113883.3.989.2.1.3.14

FHAE A HIRL

FEEL—

NI T oORENFEHSND :

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

root!IN. 14D L FZEM 23 L. id extensionlZ FEEED N v FZAZE TR+ %2 A 14

60

ZEHEBAFIMEEHF AR L TR LEND D,

N.1.5 NNy FEEEDBM

FIHOFG & ZOTFT—FHAIFICHICSRY Yy F7 7 A VPREINTZHTH S,
AT WH

T — s ERN S

0OID 7L

FFAE FELWERIZOWTIIfMRIEZ S B0 Z &,

EEL—

AR EALE TRAICIEMISEGH S LRI NER 62 (T2bb

[CCYYMMDDhhmmss[+/-ZZzz]] ) .

RO AMZIET DI LIITER, KEICLVREKORAfM LD HE, 74

N R RS
ICSR A vt — kRO B IZ 5,

N.2.r ICH ICR A vE—UAvH (A yt—TFv/—)

N.2rt1 A yt— A+

(BEICKHC#RYET)

FIHOFE = ZOTFT—FHEBAEA v E—VEIT (A yE—UT v R—=L b EEIND) &5
to, BEHICL > UBESNDICHICSR A v — VHIZEI YT HN5 [EAH DB
BRI+ Cd D, 1 DDICHICSRA v & —PITIFICSRP LI DD HE £ D,

et W2

F—Z 100AN

OID 2.16.840.1.113883.3.989.2.1.3.1

FFAE SREEGE D)

AL —
ZOMEIFCILIEFUTH D, LIeBoTEDRMIILTOLEY THS :
<id extension="message identifier" root="2.16.840.1.113883.3.989.2.1.3.1"/>

ICHICSR ¥ H A R
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(A 1)

N.2r2 A vt—SXERHMNF

MMOF5] & ZOT—ZHAFICSRIE DO IEEE (ICHICSRA v & — Y OIEHE) 2 &
%

M WA

F—5m 60AN

OID 2.16.840.1.113883.3.989.2.1.3.11

FFAE B hEd

FELEL—V
N2 2IZFUTFORENEH S D -
<id extension="message sender
identifier"root="2.16.840.1.113883.3.989.2.1.3.11"/>
rootlIN.2.r2 DA R ZEMR] 2 2% L. id extension|ZEERD A v & — U EFEE T2 A
N %,
EEEBONFIIEBEHFLARE L TBLERDH D,

N.2r3 X yt—CREHEHEF

FIHOFG & ZOF—HHEBIXICSRA v B —VIREDZEEEERTD

M WA

7 — & 60AN

OID 2.16.840.1.113883.3.989.2.1.3.12

FFAE SREEGE D)

LB —V

N2 3IFUTFORENERN S D -

<id extension="message receiver identifier"
root="2.16.840.1.113883.3.989.2.1.3.12"/>
rootlIN.2.r3D4 A ZEM 2 % L. id extension|Z FEFED A v & — U ZH AT % A
119 %,

IHMEEHFLEEL TR RLERDH D,

AT E AT

N.2r4 *Avt—SHEFOBE(

FIHOFG & ZOTFT—HHEBIEEFEEDT — X X—ATICHICSRA v & —VMER ENTZH T
Ho,

M WA

T— A £,/ IR

OID el

FFAE FELWERIZOWTCIIMHRIE S B0 Z &,

EEL—
ZOMEIFCA12ERI T TH B,
A RSP HALE TRAICERICRES L RTWER Oy (T2DD

ICHICSR ¥ H A R
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[CCYYMMDDhhmmss[+/-ZZzz]] ) .
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(A 1)

C.1 EMRESIERE DR

C.1ITIEFI L BVERE D root (IZkT 5, 1 DD ICHICSR X >t —27 7 A JVIZE £ 5 A5
JEBIZEMERE X 1 DDOHTH DM, 1 OO ICHICSR ¥ F7 7 A W2l 1 DLl LoD ICH
ICSR R&EEND, D=, ICSR A v tE—T7 74 /1D [controlActProcess] PIIZI [subject]
HEMN 1 ODLNFEL TR B0,

C.1-fEPIREMHRE DHET

C.1 - EHIREMRE DHER

C11  -FEBTLICEFD GER) RLMEHREHAF
C12 -EpoB{

C13 -#HEDEHE

Cl14 - ERENSRDIEBENAFENA

C15 -ABEORFERAFAH

C.16.1 - FIATELEZOMDER EHIH ?

C17 -AEHFIFLZEORIMEOREEH-TH?
C.1.8.1 - HRMIZERDEMHEF

C182 - KEFDE—EEE

C.1.9.1 - BEDGETREHINZTDMDIERHRF(EHHM?
C111.1 - EWE A MSIE
C111.2 - REWE EEER

0. n | C161r-REESEELTLIER BECHLRYES)

C.1.6.1.r.1- ZEENMREELTLSEH
C16.1r2-8FENdEH

0..n C.1.9.1.r - FEHIER F O FHIR WEITISCRERYIRT)

C.1.9.1.r.1 - FEBIERI F D IEERIR
C.1.9.1.r.2 - FERHIEEERIF

0..n | CAI0r- ABELEET SHREDOHETF DECHLRYET)
CA10.r - KEFEEBLET HHEDHIIF
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(A 1)

C11 HEEHIELICEAD (EHF) REM|EHIF

FIAOFEF &

ZO7—ZHAXER OICSREAF 2 &, ZOMHEIX, ¥yia,/ (7 TK
Boniz3o0 7 Ay b, T4bE THa— R — #¥EL UIHEHY /B4 — #E
EHES] OMAGDLETHL, Hz— Feid#HEEOE (C2r3) IkHET 55
F2ILF OISO 3166 part 1 =— K (ISO 3166-1 alpha-2) TH D, FH—IHFHRIEOEN
RADFSMYSIRBUZ I N TIE, ZORIWER / BEFELRHEELEZE (E19) @
a— REET 2, BFES RIZHHI2 4 & TR EE O M RETE A 2254 TR
I—RLEDZETHD, ZOBITALEIT =] (Fyvva/ A7) O
BT B 2 b, WEEES L TR EFEOEENRENE S TH D,

BIZIE, HOHEENHHBHILRICT T v A BREFIRSE 2 akT 5854, C1.1
1L TFRAREA-12345] L7320 | 1234513 F DAEEDEA DIEHIRE R 5 TH 5,

JA] CERHE DS A — DIER 2 Fa ik 256 (Bl BIfF#ROEE) o CLIX

WHEDLRVWEETH D, U TFOHEIIHIN LD,

- HREDSR S 2B E (B - RER OB O UIAEE) | BT LKA Ok
A% CLUI AT LTRSS 23003 5,

M B LoB—IE®IE)  (C2r3) XIZFo TEWEH,/BEFLNREE
L72[#] (Ei9) OEza— FRETINZHA, CLIZEFELTH LW,

7272 L. FNETOREGT —Z DIaETHWZ THRAIZE A OREFERD
(C18.1) FEFLARWVWZ L (C18DFIHDFFI X HM) |

Z OMOFREHF 1T Z OS] F % B SIEA OBH|FICES A D,
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B, FlziE, BENTEFHICEe 2L TWAEIZOWTE, BN F0xx-
yyy-zzzzI X E R F+ce-xx-yyy-zzzz& A1 %,
Fio, BEEFTIIE. AEOEBESY A Y ES BIZE. BINX00. KEIXO1L,
HARI301072 EOEBEERRIEE) 28 0R\, FEFESEEES
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L —v
CR2rDOFTHNL— N EBROZ L,
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AD L THEFEOEL 2T, EEFENHE - RERIFOEZ 55 72 s 71
i, TRWER BEFESNPRILIE] (Ei9) 2ANTHZ L,
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EUDE =z — R3S a— R & LTISO3166FE 2 — R U X MZEELTE
V., BINESDOLFIZRTVLEOH LT X TORFEEYR— M5, ZOHA.
[EU] RNEa—RFE L THEFREIND,

C.2r4 &
FIAOFG = ZOTFT—ZHBIITMEEOEKEANTTT S,
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WIRDFAET DAV T HIRAGIC [EG DIEI#HSIT) ZFRET D, Z OF RN
SEBIORA LT BT R ET B,
COF—=FEBIZXY ., SEIEFID TEN] ER L L THREINDIEFITED 14
E] OERE L THESINDEINRIRE D,
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EEBEDOEA(BEES)
EEBEDER (Ea—FK)
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TR E 1= 3
=K1 7
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EERL—V

C.33 HEEEDEREE
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ICSRIXE DEE 3B T AIEROB/RIT. EXUXEERA 2 5 5O N\ Hmik#
WL TEIEEINTHWDIHEARD D, EAEFREEICES T 2HE5ICR> TZOFE#R
iRt 3,

| —N
B NAE AR BT D B OB ESR B IC L - T, Bk A v — VR THREXE
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1A E9=3

> Y 60AN

OID L

HRAYE! H H ok
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5 i 7l 60AN
OID L
PR EREEERE
EEL—
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C.3.34 EEZFOHMRE4A

FIHOFF & ZOTF—ZHAIIEEEE A E AT D,
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T — 2 60AN

OID L

FFAE SRR

k%) 2

ISO/HL7 27953-2i% [H 4] OM&EF AR — LT ARWeD, AvyE—YHT
ZOT—FHBAEBET DT T4 #7280 BT HERDHD, 12HD 4
A Z 7R EFEOLEIZEATI L, 228D (41 Z 73R EZFOFR4 %
ANT 5, Z 7 DIEEPLRIOIEE 2R,
<name>

<prefix>C.3.3.2</prefix>

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

<given>C.3.3.3</given>

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

<given>C.3.3.4</given>

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

<family>C.3.3.5</family>

<!--C.3.3.5: Sender's Family Name #1 -->

</name>
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FFAE EREERE )
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FAOFS ZOT—HZHAIITEEEOBEER S E AT D,
A 653
5 i 7l 15AN
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PR SNEERRE
EEL—
CR3DFTHNL—NEZBRDZ &,
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FIAOFEF & ZOF—HFHEBITIE, FT2ITF OIS0 3166 Part 17— K (ISO 3166-1 alpha-2) %
AL TEEHEDOES % RT,

M 5=

F— a2 H 2A

OID 1.0.3166.1.2.2

PR ISO 3166-1 alpha-2

EEL—
CR3DFTHNL—NEBRDZ &,

C.346 EEBFDE

BmEE

FIHDOTFS| = OF—XHEBIZE, Ba— FRUOHRE S 2 5 OSEEOERESE AT
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EBEERE ATRE R RFLIE (I : +cc) THFZE AL, EN@EEHOTNREE &
D, B, ERNTEBEICEa Z#H L TWAEIZOW T, ENE 5 0xx-
yyy-zzzzI X E R F+ce-xx-yyy-zzzz& AJ)T %,
Filo, BREFIE, HEOEEESY A YA &S (BIAE, BNIL00, KEILO1L,
HARI301072 EOEBEERRIEE) 2580700, EREXEFEES
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AT T DD OFEEHINTER N, HBET 254, T 01 - (X
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C.3.47 XEEEZFEDFAXESF

FHDOFS| = ZoF—FHEBAIKIE, BHa— NEOHIEE S5 510k EH OFAXE 55 A7
D,
EBEERED AIRE R RFLIE (I : +cc) THFZE AL, EN@EFEHOTNRE LS
D, B, EANTEBEICEa Z#H L TWAEIZOW T, ENE 5 0xx-
yyy-zzzz| 3 E BT 5+ce-xx-yyy-zzzz & ANT19 5,
T, BEEESIIE. HEOEBS A vES (FIZE, BONX0, KEX01L,
HARIZ0107: EOEREFERIE L) 2808\, [EEFESEEES
(International Telecommunications Union) 77 Ait (+) RO IED ., FilF T
WEEMNETOLGINISUEa— Re A7 5,
AT T HTZDD5; F!iﬁ IVERN, SBET 55, EHTLIOER - (Xy
) | X T GR) 1 IR S,

A (RR=%

> — & 7l 33AN

OID 2L

PAE H R Ri#

AL —
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C.3.48 ZEEHFDEFA—ILTFTFKL
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C.4.r

(A 1)

SIAXH (WEICIHL#RYET)

-

~

C.4 - 5| AXC#k

0..
C.4r- BIAXHR(BEITHLEZYRT)
C.4.r.1 - BIRAHK
Car2-8FhdEH

C.4r1 BIAXK

FIHOFG & ZHIUET — Z NSRS SCikEREE Cid e < L IEBIRER A Flak U 7= SCikee g
DI=oDOT—FHE Th D, SIHHRIE P FmREL EFEZ A (International
Committee of Medical Journal Editors) (2 - CTIRE I NI/ 7 — S—H# ([
Y7 == L LTHLATND) IZiE>TANT 2, BEaLaba o
BURIE 03 R O STk 12 8 5
International Committee of Medical Journal Editors. Uniform requirements for
manuscripts submitted to biomedical journals. N Engl J Med 1997; 336:309-15.

HEME (G

5 — & 500AN
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RO KERE LR W% A 5Lk 9 5 72 8 Onull flavor D HIZEAF 23 L W
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IZZDEBEOLMELHED T 7 A VEIRTT 5,

A (=N
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(A 1)

N=ERDOZHEITTTSNL TN D,

0 BB B A b A, BRSO S AR R 7 +—< v hS EZRD 0 7 —

C.5 HAERDMEA

C.5 - ERD A

C.5 - HER DA

C52-H@&
C.5.3 - REBIKESE (RIR Y —) DHBRES
C54-BEA  AESZINBERINHBROIES

0. n C5.1.r - RO BRIEH (BEIGLRYET)

C.5.1.r1 - REBROEBZES

K C5.1r2 - REROZBHE j

C5.1r HAROEFHHER WEICHLRYET)

C51.r1 REBROZHZES

FHAOT = ZOTF—FHEBIDIFHREHIBRICB N TEHY Y ToONERBROBEEZE AT D
(5] = BARIN#E 5 M5 (Buropean Economic Area, EEA) (23T 2 EIZ DWW TIE

EudraCT% 75) o sFAIC OV TIISHIMORIET A RE2Z RO Z &,

AT =&

5 — A Fl 50AN
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TR H H Rk
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CS1r NI FORENMEHA SN D -

<id extension="study registration number"
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C.51.r2 REROEKE

FIHOFF = ZOF—=FHEBIICS 1L TRENZRBROBEE S ZE 0 Y TEEEANTS
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A T

F— s 2A
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FIAE ISO 3166-1 alpha-2, EU
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EERL—V
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5T _RCORGFEEYR— T35, 204, [EU) REa—KFE LTHERSN
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THHR D RIBLIEE L 72V MEREE % FCk 3 5 720 Onull flavorDFE HICEEI 25 LW
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15,
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5 7 2000AN
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A =¥
=5 50AN
OID 2.16.840.1.113883.3.989.2.1.3.5
FAE EREERE
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<id extension="sponsor study number"
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A &, 772 LCI13DMEN2 G D OW|E) DOHEITLA

T — &R IN
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D BERM

ZOTFT—XEBIXI O XITEEOBRWER A EFREZ R L BEIFNCBET 2 EHRICOVTA
N9 5, ARERIRY < OBERMEEZADNT S, UL, [— ANOMBIFEERBE ) OEMEL
72T 720Il, DEHOV R EH1OOT —XHAILEKROH LS LI~ A7 SN EE A
DLz 6220y 33.1ImEBM)

[— NDOHHITE DBE] OEEZTT-0IZ, DHODRI L 12DT—4
HAICERODH LMD LT~ R 7 SNTMEZAS LRIT TR 5720,

HEVSOFFLIR A 2 L Lo U O RIS ITIREE S, 22010 UTEBRORIWEN AE
FHEPRILIZHGAE, -/ MEOWFEICET I MEANT D, T OIEF#HA 138
—F/IRIREHE LN D, ZOMOWE 2R ET 55 TR T RIERNCHE S

o F/IRBICHETZENWEM /AFEFRBR2WVGEITE. B— 1/ RRSETEN S e,
Bz, DEHOT =X HBIZEWER AEFR 2RI LB (RESUISCE) ORI &
b,

B : BERICFIRENS BB L, FICRIERNRE L2WEES, FReEDRIWER, A%
FHHEERB LRI OWTOICSR & 1 D7 TERT %, FIZOWTIZENER AEE
BN E I NPT, FOFITHOWNTORET S ICSR ITEFEH L7,

o REESUINRIEFET & 5 VTR B RMEDIEGIOBEITIT, REBOBREDHR L5, Bl
UTODHOT—ZHEFRBUCEM SN 5, L, CEPHEEEEZ A L TWizg e
I, ZOFE% GkI0riCAT 5,

o BROT/IRROWEHEBEWER A EFRLE WS THEIL, 2 00O RRDWME, B2 I1TH
(R IAE) OREER T/ IROBEELIR L. ZWZROWMED C.1.10x %
WCRHE ST 5,

Bl RESFRIATPEZ L. AR MERE THXER H > T hHf. 2 DORE
3% ICSR 248 H¥ %, REBOWE TIFREIEN AEFFERE L THRINEZ, FOWET
FRIER AEFRE LTREARELNREZRET 5, FRATETREEZTICH T
FED, WHOWE BIAE, BB EFO®E) O CLIOrICANT S,

o /IRIRTZIDEIER /AEFSR (FWARIKE TN 2RI L T D55,
ZOTF—HEAIIEF BRI OBDOERE AT L, WEEEA~DBRBEOIR L o728 (B X
IIARB) BT AEHEE DI0EIZANIT B,

Bl EABEOETHELRZE ZDOBRESA ML 20HE, BRY A L ZORIWEH
SHERERERB LT FICOWTOICSR & 1 S IERT 5, % EYIBRZ2 B ORIER
SHEEFERLERRI R, BEHOREEZ DIEIZASI L, BhET 21E8E L L Cir EYIE
545 (D.10.7) .
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RIR—Sh BOfEE )

D.9.4.r- BIHRICK DR (B EICIELEYIRY)

D.9.4r1a- B#RICLDEEDMedDRA/N—T 3
D.9.4.r.1b - &Rk 5 E (MedDRAT—K)
D9.4r2 -ERIZKDEHE(EHBTE)

D.10 - H—F  RBRERHBEICHT5. RICET HER

D.10.1 - EDHA
D.10.21 -HOLEEARR
D.10.2.2 - BOEE
D.10.2.2a - FOE&R ($)
D.10.2.2b - SD ik (Bifss)
D.10.3 -HORKALKE
D.104 - BOKE(kg)
D.10.5 -HOHE(cm)
D.10.6 - HOMHR|

D.10.7 - HOBEE T 5B ER UM HERK

D.10.7.2 - ROBEET HAEER UM FEK O LR IFHR

D.10.7.1.r - HOEE LS -1ER (M EITHLRYIRT)

0..n D.10.7.1.r.1a - BOBEET 5EEER VREFEAE KR DMedDRA/A—T3>

D.10.7.1.1.1b - RO BET 58 ER KPEAAE K (FH .~ FHLE. T D)
(MedDRAI—F)

D.10.7.1.r2 - BAtAE

D.10.7.1.r.3 - #&#5%

D.10.7.1r4 - ®T7H

D.10.7.1.r5 - &%

D.108r- HOEEY 2 BENERRKFERE BEICTHLERYIIRY)

0..n

0..1
0..1
0..n

D.10.8.r.1 - EE&A ER&ESh-KRE)
D.10.8.r.2a- MPID/A\—C3v Bt &S
D.10.8.r.2b - EE S KA F (MPID)
D.10.8.r.3a - PhPID/A—>av Bt /&S
D.10.8.r.3b - #HE 5 F (PhPID)
D.10.8.r4 - BAthA

D.10.8.r5 - #£T7H

D.10.8.r.6a - {# FAEHENOMedDRA/A—23>
D.10.8.r.6b - & X2 (MedDRAO—F)
D.10.8.r.7a - Bl{EDMedDRA/N—3>
D.10.8.r.7b - El{EF (MedDRATI—K)
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(A 1)

D1 HBEF (BWIXE1I=>vIL)
FIHOFF = OTF—FHEE~DANIEETH D, BELRHETE HHEROERILT, BHIC
Ko TEH ZREDOE ANERAHEDIER SUTRANC L > TEIEENTWBIEERH
5, EATERAEICHAR L2 W EAIR, ofFma Rt 3,
A DAY=
>z Y 60AN
0oID el
FrAE EREERRE
nullFlavor : MSK
AL —
EEEDBEDA = XY L EH> TWHWThH, [HAEREEDTZDICENZARET
WA null flavorOMSKZFIH L CZ OF — X IHH %22 %@ii 25,
FEHR D KABRAEE L 72 WEHRE 2 Eib % 72 Onull flavor D HICEET 236 LW
FHXITHOWTII336EEZSBROZ L,
D.1.1 HEOREEHESRUZTOERIR (‘E%ib‘u‘F_Iéh'CL\éiEA)

FLERE B ICIXEREMFZ OREE 5. Hhi
B TENEEND, ATENOMLELRGEI
W2, xbwieTr—XEBEHEHT 5,

T 570

WA O T o BAEHAIERIT TREOD

BES) J (D.1.1.4) 1§
M 5 IRER SEHE fE R 1D,
ODIEH ;]\jj‘j_éo

B % sk 5 TR RER O hToBE R
. B OEREZ R L CRiEZ Y H L7 <

‘,Eﬂﬁﬁé%&tﬁ%@%i&ﬁ FBRO T TOBE R
AT %, BEEAOHMBMERICT S720IC, HEREOT —Z ~N—2
BAEDLOEERLE (F=v ) %ﬁ@iofi%ﬁéi@IEH%?ﬁﬂmb\ Z

D.1.1.1 BEOZREHKRESRUTORBER HXEZLERLHKEES)
FIHDOFG & D1IEHZZHRDOZ &,
AT (=N
ez Fl 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 ENESEE )
nullFlavor : MSK
EEL—

FLIR 92 72 Onull flavor D HICE S 23 LW
z L,

RO KEBE LW EREL
FHXITHOWNWTIE33.6EEAZERD

D1INIIELL FTORENFEHEIND -

<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"/>

root!ID.1.1.1D4 R ZEM 2 3% L. id extensionlZ B OB EL B S L2 AT 5,
a— K [GPJ #AJ1LTD.1.1.2, D.1.1.3&U\D.1.1.42: D“JIJ*ré

ICHICSR ¥ H A R
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(A 1)

D.1.1.2 BEOZERUEHRBSRUZTOEHRR (EMEZREHES)

FIRDOFG = DILUHZZMROZ &,
A =
F— 20AN
0OID 2.16.840.1.113883.3.989.2.1.1.4 % 12.16.840.1.113883.3.989.2.1.3.8
Fiaa i) SREEGED
nullFlavor : MSK
L —v

RO RKBARE L2 WEHREZFTIR T 2 729 Onull flavor D HIZBEF 25 LW
FHXIZHOWTII336EESHDOZ &,

D.1LI2ITIELL FTORENFEHIND -

<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"/>

rootlID.1.1. 204 RiZEM 23 L., id extension|Z EFR ORI E 5 &2 AT 5,
z— K [specialistMrn] % AJJ L CD.1.1.1, D.1.1.3E‘<U\D.1.1.4& XAl3 2,

D.1.1.3 BEOZERUEHRBSRUZTOEHRR (FkZELHEES)

FIHDOFG & D1IEHZZHRDOZ &,
A 653
7= 20AN
OID 2.16.840.1.113883.3.989.2.1.1.4 % 12.16.840.1.113883.3.989.2.1.3.9
FFAE SNEERRE
nullFlavor : MSK
EEL—

TEH O KIBRARE L 72 WE#REE 2 LR 5 5 729 Onull flavor O FIZBIF 23 LW
FHEIZHOWTITI33HESZRDOZ &,

D.113ICIELL TORENFEHIND -

<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"/>

rootiID.1.1.3D4FIZER] 23 L. id extension|Z ERE DR IFELERE 54 AT1T D,
22— K ThospitalMm| % AJJLTCD.I.1.1, D.1.12%UD.1.1.4 &£ XB]$ 2%,
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(A 1)

D.11.4 BEOZERLIHREBESRUZOREHRE FEROGDTOHREHINES)

FHOFE & D.IL.IEZZRDZ &,

T A £&

> — & 7l 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

HRAYE! H HRo#H
nullFlavor : MSK

EEL—IL
TR D KARCARTE L7g WE S 2 T2k 9 5 72 o Onull flavor D HICBIS 25 L
FHXITHOWTITII6HEEZBRDOZ &,
D.IL.ILAZIIBL T ORLEAFEH NS ¢
<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"/>
root!ID.1.1.4D 4 RiiZEM 2 3% L. id extensionlZ B OB EL B S L2 AT 5,
=2— R linvestigation] % AJJ L TD.1.1.1, D.1.1.2/320\D.1.1.3 L XBIF 5,

D.2 FHIER

Eﬁ“fﬁ?ﬁﬂ)gﬁ‘éﬂ) IH1DLETANT D, TOHE. ATARERER b EMRERICESNT,
% E OB AT MG I 20 b D AEEIRT 5,

D.21 4£%£AH

FROFF| & COF—ZHEAIIBREOAEAR L LTRATERZAMN (B A, A, WHE
) ZANT D, EERAFEH BRAHGAIL, D22IHTEBLZOFHmzE A
Tz encEsd, LT BEOERE GREFEOERBIZLD) | (D23
H) CTEOREOFEMERLTH X,

A T

5 —x H f+,/ 1Re R

OID L

FrAE ZELWERICOW T ERIEZ S RO = &,
nullFlavor : MSK

AL —
RIRRME X, B (7 b [CCYYMMDD) ) £ TTHh 5,
KKOHMERET D LT TE 20,
EEHEDAEFHBZMS>TNTH, BAAFREEDOT-DIZENEBETE RN

4. null flavorOMSKZFIH L CZDF —XIEHB 222l & 45,

TEH O KIBRARE L 72 WE#REE 2 LR 5 5 729 Onull flavor OfE FIZBIF 23E LW
FHXITHOWNTII33.6EEZSROZ L,
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(A 1)

D.2.2 B EEBREEHROER

WMEPICEEOBIWER AERFELND 5551, ROOBWER /A EFLEBEFOFERZ2 H
%, BRIBOBIWER, / BEFELOEAEIL. TRECTORWER A EFELREIRIFOEIELM )
(D.2.2.1) %I 5,
FEEERTRTEAIE, 6B 7EFHOFERD 60 D ANEETZ LICEET D,

D.2.2a EBl{FA  ESHZEBRBOEFER (B

FIHOFG = D22BHEZHROZ &,

HEtE £, 7272 LD22bIC AT T D HAIIMA,
Vet ki 5N

OID 7L

FFAE B

ZEEL—L

D.22b Rl  AEBERKRELROFH (Bfi)

FIADOF = D.2.21H % 2 [

M &, 7272 LD22alc AT 28581304,

T —H 50AN

OID 2.16.840.1.113883.3.989.2.1.1.26

FFAE A, B, BEROEEOUCUM=— K : {decade}
EEL—

O G k.6 T\ BEEERS DITIEII & A5 5.

D.2.21a MBRRTOEMER  EEFBREEHFHOIIRM (¥

FIADOF = ZOF AL, MBI FEFLPBIEEI N L & OB O
) # AT 5,

et f£E, 7272 LD22.1bIC AT DA ITMA,

F— a2 H 3N

OID el

FFAE e

EEL—
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(A 1)

D.2.21b KRR TOEER / AEERFEEHOITIRIARM (BAD)

FIAOFEF & ZOF—ZHEBAE, RIRICEWER BEERPBE SN & & OMIRBIH O
(WAL ZANT 5,

AT &, 7272 LD22.1ac AT DA ITMH,

F—5m 50AN

OID 2.16.840.1.113883.3.989.2.1.1.26

TP A, BEOHODPUCUM=— K : {trimester}

EEL—IL

D.2.3 HHEDFRH (HREBFORBIZEKD)

FIMOFED = COF—HEHOFFEORGEIACECTESEY T, MEENER LARE (1
bbb, F—HRFEIZLVBESNLRIOEE) 2T 22000 TH
5, ZOHBITFERICE L TLVEMERPRZIE S LTRSS (B - D21
HEXIID22ENZEMOLGE) I[COHAANTISND,

1A &

F— 4 IN

OID 2.16.840.1.113883.3.989.2.1.1.9

PARE 0=FfR2
1= (RpE R OE#E BT A )
=41
3=/
4= DA
5=R A
6=ralin &

EERL—V

D.3 #AE (kg)

FROFF| & ZOF—ZHBIZITREIEN A EFLHRBFOBFEOEREL I/ T LB TA
195,

1A &

7 — 5 6N

OID L

HRAYE! B+

EERL—V
IR () ZEY LN TE S, ZOKFET—FHEATEI <~ () ZFEHALT
=AYy AN AN
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(A 1)

D4 HBE (cm)
FIHOFF = COTF—XBEBIZIIEIWER BEEGRIAGOBEOEEEL T A — MVHEAL
TANT B,
A &
7 — 4 Al 3N
OID L
TP B+
AL —
WWEEHA LI a2 A2, o7 —XHEB TII/NEEOT Y~ () &
FLTiZniFzen,
D.5 3]
FIHOFE| = ZOT—HZEBIZITEEFEOMRE ATTT D,
1A &
o — Al IN
OID 1.0.5218
HRAYE! =5
2=2c Mk
nullFlavor : MSK., UNK. ASKU. NASK
FLERL— L
EEHEDHENE > TOTEH, AAEREHEOI-DICENEZBETERWVES,
null flavorOMSKZFIH L CZ D5 — X IHHE 228 & 5,
FEHR D RABRARE L 72 WMEH S 2 28R % 72 % Onull flavor D I EAT 53 L
FHXIZHOWVWTII336EESHDOZ &,
D.6 m¥HALA
FROFF| & ZOTF—FHEBICIIEET AGAICBEEORKARBE AT S, BBXETOH
EADNTHZENTED B EEFELROCH, WIEBFEZT) . PHRXIMA
RAICBIR T AIEREZD. 7.1 A5,
T/ IBROMETH DGET. FEHORKARKRED.I103ICA T 5,
1A &
I — H <,/ IR¢ R
OID el
FrAE ZELWERICOW T EIEZSRO = &,
nullFlavor : MSK
EERL—V
RIKPRME R E X, £ (F740bb [CCYY) ) £TTH D,
KKOHMERET D LT TE R0,
FEHR D KABRAE L L 72 WEHRE 2 Eib 5 72 Onull flavor D BT 236 LW
FHXIZHOWTII336EESHDOZ &,
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(A 1)

D.7 BiEY HARERUMHMHER BIERA AEEREZKR])

D.71.r

(D.7.1.1.5)
HT2DIZ
W) 1 AT S,

B 2 1R I ) OSREREE R O A 1728 D.7.1 12
R i C R T 2 IR e OSREEIE R OB 220 GA 12X, D72 OfE%
nE T7pL] ERFBILZV, BiFE TiE TUNK) @ null flavor 24 H L.

w® L THaET %,

K7vav 7o Ir)

a7y ®fﬁ§|§75§ﬂ—@ r]

PEREIR D HEEZ &

BEEYT SARERVEFEROBELL Sh-HR (WEISELHKRYIET)

AREBIZANT B2
#4E (psychological trauma) .
HHih, REOLH.

TIE, EFRSHEIS M L 72 D, SRR, ﬂ%&&@h
fElRIR D K 5 I ER] &2 BfR 5 7=
M%&) (D.7.1r.5) |

QiO%Q\X

ﬁ%@%%)

(D.7.1.r.6) 2 Ttrue (1%

A8 )

R IR EHAPKERETHD L L, FL t) TRENDTATOFT
IR TDXEBERICH D 2 L 2 BN D, BT L IR K O
o () 7wy 7 2D
JERZ D111 7225 D.7.1.1.6 F TOEBICFEIE L, &5 1 ODERE D.7.1.2.1 725 D.7.1.2.6

o BT 2 DOFER DL S T-5E

FCOHEAICERLRT D,

D.7.1.r1a AERERUVREMHERD MedDRA/NN—C 3>

FIHDOFG & ZOTFT—HHEBIZIED.7.1.r.1bOMedDRANN—V 5 > & A ST 5,
WA £E, 7272 LD bl A1 T B 85E 130 A,

T =4l 4AN

OID el

FEAE BEkO T (R) |

EEL—

1 DDICSRIZ I DDOMedDRANN— 3 » DIF T 5,
MedDRAN— 5 1515 U7-RE, ZFRMEIE M15.1) 2725,

D.7.1.r1b BEEY HEMEBERUREMHER (KK FHLE Z D)

(MedDRA 11— F)

FIADOF = D71HESZROZ &,

WA £, 7272 LD 1rlalc AST 5541304,
F— a2 H &N

OID 2.16.840.1.113883.6.163

FEAE e

EEL—
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. FINALE, K
Mgﬁhﬁ®ﬁﬁﬁ
ZHHALTW L HAEKRELZAT S, EfRHA
MRARHTHY | LEIZ iéﬁLﬂ%@fW@ﬁﬁfﬁUWﬁfﬁ®@%
R 7 Al R AL IR D3 25 O TR IEE Je OSREFEAEAR & O BRI 2 7R 9~ DI SO 55
(@D ENTE D, FROET SEFHNHR (B
. BE O DIEHIE K OREFHER Z OV T TSR

O % %
2 VIR

RS, DI2~DANPMEATH D, WD
#%F ClL None] &3FC

RAND




D.7.1.r2 FiaH

(A 1)

FIAOFEF & ZOFT—HHEAIZIED.7.1r.1bD [EFHPREE] O A 2 A7 5, BaA KO
KTHOELLIZODWTH, BBLXEDOHMEANTHZI LR TEED, KbE
VEENZEE LU,

AT Gy

T B A f+/ I

OID 2L

TP FELWHFRICOW T ERITZ S RO Z &,
nullFlavor : MSK, ASKU, NASK

AL —
ARBRML B2 KEE X, 4 (T72bH [CCYY) ) £TTH D,
RKDOAMERET D LIFTER,
O KIBOEE LARWME R 2 5008 2 72 9 Onull flavor O FIZBIF 23 L
T XIZOWTIT336HESHD Z &,

D.7.1.r.3 ##:

FIAOFEF & ZOF—FHERBIL, ZOWEORETD.7.1r.1bd [EEAPREE] 23k LT\ 5
MERT,

AT Gy

T—s TR

OID 2L

FrAE false
true
nullFlavor : MSK, ASKU, NASK

EEL—IL

FF| X IZHOWTIH3.3.65HE 5]

THE D KIBARE L 72 WE S 2 5t 3 5 72 Onull flavor DFE I B3B3 L
Bz &,

D.71.r4 #¥TH

FIMOF5 = ZOF—FZHBEIZIED.T.1r1bd TEZRRE] OKTHEANT S, BIGHE LD
KTHOELBIZDNTS, BBLZOAMEANTLIZENTEDLN, kbm
VBN EE LU,

A (=N

T — &R A e,/ RETH]

OID el

FFAE FELWERIZOWTIIfMHRIEZ S BO Z L,
nullFlavor : MSK, ASKU, NASK

EEL—

RIKIRME RS X, 4 (T7205 [CCYY) ) £TTH 5D,

RO BMERET D Z EIXTE 220,

THHR D RIBLCIEE L 72V MEREE % FCR 3 5 72O Onull flavorDFE A ICEI 25 LW
FHEITHOVWTIH336HEZSHBD Z &,
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(A 1)

D.7.1.r.5 &

FIAOFS| = [BEE 3 B 1R K N EE IR O & b S 721 (D7.1r) ICASI T 7
Motz TEFAPIRRE] 12O W GBI BEER 2 AT 5, Bl IXREDY
B, TICHAREEZRET D, BBIFDOHMD WIS IZIEEE K OREREIE
ROBM LSO LEEIC L DE0R (] NEENS ] ) 2ZZICAATHZ &
MTED,

T A FiE

5 2 2000AN

OID 7L

A H R

EERL—V

D.7.1.r.6 Tk

FIHDOTFS| = (B4~ 2 IR IR R OB FHER O E L SN2 EHR) (D7.1r) (SR B2
WMOAPNOFERO—BIZHFEET D EME SN TWAEES B @\mtEER) | 2
DOF—FZERIT Ttrue] AT 5, LLARNG, THOBNES S IR K O6E
PEER) (D10.7) IR CEFENRMGEZBEOR L TWAE, o7 —XHAX
ALY, ZOF—XHEBIZ Ttrue) 2 AN L7HEIE, fElZH. LIRS
50

1A &

T—s A 7 — LA

OID el

A true

EERL—V

D.10.7\.Z B ORI IE X OREFAEIR 2 BEIC AT L TV D56 YBE IS B EU
HELHAMY 2 — MeEh T Th, ZOF—FHAIZ Twe (3V) J AN
L7anz &,

D.7.2 BiEY HARERUVHMHER BIEAAETERZEK) OmdBER

FIHDOFS| = ZOTF—ZHEBIZIE, DI1rCHEE(LTE R0 o 72 Z OO &K OREREER
RS A mAE AT B,
F 7o, BHEIT 2 IR K OREFEER OME S22 & &2 2 212 None) & AT
éO
WE O CRE T D IREE L OFEHEROBERIN W &, ZoOF—XHEIZ
AR (F720 5, null flavordUNK) # AJ L. T4 [Nonel ELIREIEIL7ZRV,

WA £, 7272 UDIINREDOHEITNA,

T K A 10000AN

OID 2L

FAE EREERE
nullFlavor : MSK, ASKU, NASK, UNK

AL —
EEE VBT 2 IRIE L OREEER 2 b ey (B2, ®ED ) Hh .
null flavorOUNKZFIH L CZ DT —XTHE 2= & 5,
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G

TEH O KIBRARE L 72 WEREE 2 LR 5 5 729 Onull flavor OfE FIZBIF 23E LW
FHZITHOWTI336HEZSBRDOZ &,
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(A 1)

D.7.3 #tHAEE

MADOFSE ZOTFT—=Z AT, BERRRE, O, REMB R SUIGHIZA TE R
WE DR OB 72 & OGBSV CRITERIRBIRO A EZ A+ 25, 20
T—ZIEBAIZ Ttrue] Z AJLI25E1E, FEIEZH ISR T 5,

A (G
Vo g 7 — Al
OID L
TP true
AL —

BFHE OB AITZF DEEG O EL SN IE®REZ GHEICA TS, GHETHEE(L
O TERWEDMOIBEREDEATE. D73 HEHIZ true & A L. 3% H1HE IR
T 5,

D8r BIEYLBENERRKERAE (WEICHLEYVIET)

ZoHBIFEERICKRE Sh, AEFREIAMITIE SN E T SEIEMICET L LD TH D,
PEEELARIORIEN,/ AEELRICEE L TO D AIREDH 2 EFM TS5 L Ly, KEA

(CADTHI0ITiF, EFAPHARNE L 05, BEICH IR SR ANT, HRLER G O KA

O R0 B (BT, BEAF OB SUINHERERR S O & 5 B38) ISR DB O3 7Rk

MNZESWT, P E RSO BN H 5, HFESCMOPEIRICET 1 #IE, GHIC

AT % REBIZAD SN D HHRITITFRFEOBEOMARBR O EZEN D,

AIEMAENEHREALT D722, ICHMSFEET A REEHT 5, H-kIESRRICE 0 @5 Sz
HWAIZEE S X ORI T CTh D [EZE LB 7% 57 (MPID) XX R #5+
(PhPID) OWTuza AN+ 5, #HiE SN2 EH G OMPIDSCPhPIDZA 2 WGATL, b %
ZEHIC LT <,
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(A 1)

MEMEE] (D8r6b) KON TEIEM] (D.8r.7b) 121X MedDRALLT = — K& AT 5, 1@
FIZEILCU 7 F ARE I NZNEERN 2 WEAIE, BWERAOEBIC TRWERZR L] @
MedDRA = — R&Z AT 5, BABELEA K THOELLIZOWTYH, BBLEOASME AT
HIENTED,

A7vy 7O ) LEIHEHENKEATETHL L L, AL 1) TRENDZTNTOHT
7y 7 OFRNE—O 1) BT DRICERICH D 2 L 2BEWT 5, BEd 5 R HE D
EWZBID (1) Tay 7 EHCD, Bl 2 oOEEGLPRE SNTHE. RUOERELE
D8.1.1 775 D817 ETOHAICHLAL, b5 1 SDEHEMZ D82.1755 D827 £THEHHAIC
FLIR Y D,

ERAZPRSFHNS KIS L, T2 L DRV D 25813 DER M 2 R L Ried, Z o
B L TR N & HEARRE IR/ H T, HX OB E#RT T2 6 2RIk~ 5
TEMTE D,

—RIFERI & LT, $EEROBR GRS ARG NTET L ik Ehied ~TOESR
iz [BE 2@EDOEERMEHE] (D8) DEHEIZED D, BIFEMFEHRICE

O DEFICHREGENTEY, BIEH/ AEFRLORRERPEDONLVERLZ G
HICHFHEL LTED D,

FFEDEIRTIRT 57 L X—FEIX D8 HE BT 2iEEOERLMEHE] Tl
HETHTENEE LY, ZOWMEITITY RIS 72 O QNS AE B L OFEITER
5 — X I HIZ MedDRA HFEZfEH, ITLAVEDT—F X=X TINHDT—HIH
HEWMRTEL-0, ZOWEFENMIEIND,

0 HREN 2T LA —nlEsnHEEe Bl A7 77 7T LAX—PHES
NI, ANVKRCT I RRBUAEANCKT 2 00 L7 7 HIEBRIREICRT 5
DA . DEREFIRLE 2O OFEIZ LLT [3EPhEEE] CUIL R
M7 LLT) 2 AN L, ZOEEMLE T2 A ) HAKRET Z LT, ZofF#
Z D.7.13H TR 2 150 K OE R O &b Szl THET2 Z &M
T& 5,
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(A 1)

D.8.r1 EEXEZHA BEIh-RE)

FIRDOFG = ZOTF—ZHAIITREENEN LEEERL Z AT L, 1ODERLBE—D
RERFICLVREENL TV TH, BIC Lo TERRSTEHEAZ L OHBEOH D
ZEIEET D, BUtA. R NTEDBHA N T2 LN TE D,

M WZH

F—Z 250AN

OID L

FFAE SRR
nullFlavor : NA*

AL —

*nullFlavor=NAIXEIK G LU 7 F U RERN 2 WIGAICHWD,

D.8.r2a MPID/\—Y 3 VAt /&S

FIHDOFG & ZOT—FHHEIZIED.S.r2bD =V g VO HEATT D,
HEtE fEE, 7272 LD.8r2bic AN T 2, A 1T MA,

T —& R MSZEIET A R &SR,

OID L

TR M5ZEIEH A K& 5,

EEL—

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

FIAOFS = D.8.r. 1 X NCH M5ZEEE T 1 NICHS X, 207 —XHBIZIT R b RRRA 2ik5] 1
T& HMPID X/ZPhPIDD VT 4105% A1 5, i S 7= E 35 OMPID<PPhPID
DIRWEEIE, Tho0F—ZHEBITZEMIC L TERL,

A &

T — KAl MSEET A a5,

OID MSSEET A NESR,

HRAYE! M5FEIEHN A &5,

AL —

W R B EIRIZEB W T HEMPID, PAPIDO EL 6502 AL, EHE6 8 ANT S
Z i,

D.8.r.3a PhPID/A\—Y 3 AR /"EF

FIHOFG & ZOFT—FHEHEIZIED.S.r3bD =V g VO A EATT B,
et fEE, 7272 LD8r3bic AN T 2L A T MA,

T — &R MSZEIET A R &SR,

OID L

FFAE M5ZEIEH 1 K& S,

EEL—
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(A 1)

D.8.r.3b HEIEAIF (PhPID)

FHADOFF| & D81 NCHM5FEIE T A RIcHKS%, ZoF—XHEBIIIR b R HT
T& HMPID X/IPhPIDD VT #103% A1 5, #HilE S 72 = 3K 50 O MPIDXPPhPID
DIRWGEEIE, TR o0F—ZHEBITZEMIC L TERL,

A {£&, DSI2ICANNRHELEIEATI L,

T — Al MSSEET A FEHR,

OID MSEET A RE B,

AL MSFEIEH A N &M,

AL —

W2 B EFBICEB VT HMPID, PhPIDDO EL L0 E AL, EHHBANTS
N = AN

D.8.r.4 FAtEH

FIHOFF & ZOTF—FHEAIIERGOEBEEREAZ AT S, BBEROK THOEL L
IZOWTH, BBEXZOHMEANTLHZ LB TEX S,

A =

5 H £t/ I

OID 2L

AT AHE FLWERICOWTIEMRIZSZRO Z L,
nullFlavor : MSK, ASKU, NASK

AL —
ARBRME R (X, 4F (T722b5 [CCYY) ) £TTH D,
KEDOBMERET S Z EIXTE R,
[HH DRI LW HEAE 2 ZEik 3 2 72 9 Dnull flavor D FHIZ B 23 LW
FHIEIZON T3 6HES MO Z &,

D.8.r.5 #TH

FHAOFF & ZOTF—FHEAIIIERGLOEBEER TREANTS, BBAROK THOEL S
IZOWTH, BBEXZOHMEANTLHZ LB TEX S,

A =

7=z H fF,/ B

OID 2L

PAE FELWERICHOW T BRIEZSRO = &,
nullFlavor : MSK, ASKU, NASK

AL —

FARIRME R REE L, F (T7hbb [CCYY) ) £TTH D,
FKRDOBMERET DI LIFTER,

[FER D R E L 72 WEHREE 2 5t 3 5 72 % Dnull flavor D4 A IZBI4 B 3E LW
FHEITOWTIH336HESHOZ &,

ICHICSR ¥ H A R
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(A 1)

D.8.r.6a fHMA¥EHD MedDRA/X— 3>

FIHDOFG & ZOTF—HFTHHIZIED.8.r.6bOMedDRAN— 2 U & A ST 5,

et fEE, 7272 LD8r.6bic AN T 2, A T MA,

T — &R 4AN

OID L

PR B ko () )

EEL—
1 >DICSRIZ1D>DMedDRAN— 5 » DAERT 5,
MedDRANN— 3 IS AEEH Lk, FFAMIL 11511 &725,

D.8.r.6b f{FH¥EHA (MedDRAI—F)

M OF5 & ZOF7 = ZEHEITIEES S OB OMedDRA LLT =2 — & A9 %,

A TE, 7277 LD.8.r.6all AJT HA I34HE,

75 8N

OID 2.16.840.1.113883.6.163

FFAE BT

AL —

D.8.r.7a EI{EF® MedDRA/A—T 3

FIHOFGI = ZOF—HFHABIZIID.8.r.7T60OMedDRANN— 3 V& AN T 5,
M £, 77 LDS.LTbIC AN T HiBEITNA,

T 4AN

OID L

FFAE Bk () |

ZEEL—L

1 DDICSRIZ 1 DDMedDRA/RN— g o DIEH 5,

MedDRA/X— 3 15128 L2, ZFAEIX T15.1) &85,

D.8.r.7b El{EA (MedDRA 21— F)

FIHOTFS| = ZOTF—FHEEWANTH7221F, EFHEALEL D, ZOT—XIHEH
IZ1%, D8r Tl 7ERMLOMEHEICET2EREATIT S, D8raso
L, MedDRA LLT=— K&+ 2,

A &, 7272 LD.8.r.7alc A14 A 13 0A,

7 — KAl &N

OID 2.16.840.1.113883.6.163

AL T

EERL—V

ICHICSR ¥ H A R
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(A 1)

D9 ETCOHE
D.9.1 % TH
FHOFE & OTF—FEBIZIFRESINTZEEOKRTHEANT S, BRBEZOHMEAT
THIENTEXD,
WA (E=s
7 — a8 H fF/ IRsfH]
OID L
FFAE FELWERICOWTIEMEIEZ S BO Z &,
nullFlavor : MSK, ASKU, NASK
AL —

EfE7REE (T72bb TCCYY) ) IRERLETH D, RROAMNEZIEET S Z

LITTERYY,

THH O KRERARZE L2 WIFHREE 25089 5 729 Onull flavor O FHIZEE T 53 LW

FH|XIZHOWNWTIT336HESZROZ &,

D.9.2.r HESII=TRE (MLEIZIHLEYIRT)
KTav 7o lr) ZR3EEABRNENRERTHDLZ L, FL lr] TrENDZTXTOYT

70y 7 OERBE—O Tr) ([ZET DSBS D 2 L amkd 5, LR

FEZLChoT

2y () 295, Hl2X, 2 20X RNRE I NZGE. &AOKERILDI2.1.1 05

D.92.12IZ AL, 9 1 2DFRKIED.I22.1705 DI222IZ AT D,

D.9.2.r1a HESINI-FEED MedDRA/X—P 3 >

FIHOFG & ZOTF—FHEHEIZIED.9.2.1.1bDOMedDRAN—V 5 » & AT 5,
HEtE {8, 7272LD.9.2.r.1bic AJ1T DA I1TMA,

T — 4 4AN

OID L

FFAE B ko () )

EEL—

12>DICSRIZ 1 2DMedDRA/N— 5 » DIFEHT 5,

MedDRA/N— 3 1512 U72RE, 3FAMEIE T15.1) &70 D,

D.9.2.r1b #HEESI-%E (MedDRAI—R)

FIHDOFG & ZOTFT—ZHEBICITWE SR OMedDRA LLT=— K& A1 %,
EAETE fEE, 7272LD.92r1all AT 254130, .

7 — 5 R 8N

OID 2.16.840.1.113883.6.163

A E BT

EEL—

ICHICSR ¥ H A R
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D.9.2.r2 #HMEIN-FEE (BHEH)

(A 1)

FIMOF5 = ZOTF—FHEBEIE, HREZLRRTEOICHNONZE - RREEOSEL T
XITEGER A AT 5, EFERRBETIEIGR L TANT 5,

et fEE, 7272 LDI92r.NiC AT D55 130,

5 7l 250AN

OID L

FFAE ENEEERR )

EEL—

D.9.3 HBEIEES A=

FIHDOFG & ZOTF—ZHAIIFEREMT O E T T,
A T8, 7272 LDINC AN T %A IT0H,
T — 2 7 — LRl
OID 2L
FFAE false
true
nullFlavor : ASKU, NASK, UNK
LB —V
TFEHRDOKEARE L WIEHRE A FLIR T 5 72 Onull flavorDfEHIZEE T 25 LW
FHXITOVWTIIIIHESROZ &,

D.9.4r EHRICKDERE WEICHULEYIRT)

D.9.4.r1a FlRIZ &k HFEED MedDRA/N—D 3>

FIHDOFG & ZOT—HFHEHEIZIED.9.41r.1bDOMedDRAN—Y 5 » & AT 5,

et {8, 7272 LD.9.4r1blic AJ1T DA 1THMA,

F— 4AN

OID L

FFAE B ko (R )

EEL—
1 >DICSRIZ1D>DMedDRAN— 5 » DAERT 5,
MedDRA/N— = IS 1A L7k, SFAMIE 11510 &7 5,

D.9.4.r1b FlIfRIZKSHFEE (MedDRA O1—F)

FIHDOFG & ZOT—ZHEBICIEHIRIC X 2 EK DOMedDRA LLT=1— K& A1 %,

AT 5, 7277 LD94r1alcl AT B5A I34E,

T — 4 8N

OID 2.16.840.1.113883.6.163

FFAE BT

AL —

ICHICSR ¥ H A R
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(A 1)

D.9.4.r2 EKICKkSIEE (HHEEH)

FHDOFG = ZOF—HHEBAIE, FIRICE DR E TR T D OICHW BBk EH O
SERO/ FEVGENEANT 5, EHEARRE TR L TALT S,

M £, 77 LDIAL NI AT T HHAITMA,

T 250AN

OID 2L

PR EREEERE

AL —

ICHICSR ¥ H A R

201344 A 12 H
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D.10 H—F /RREBFICHITH, HIc

AHEE L, BUCEIWER BEEGNRIL L 20> 7256
TRWEESIX, KAEBZFERHLRY,

(A 1)

MY E

DB —F/TRRHEIHENT 25, £
DIHOMMDOFE & 2B MI 5 &,

D.10.1 H DA
FIHOFG & DIDOHMDOF 2B T L5 &,
HEM &
Fahm it 60AN
OID L
FFAE ENEEERE
nullFlavor : MSK, ASKU, NASK., UNK
oL —L

EEFEDBOAFTRA = v V2BV GEEIE,
—AHAZZEME T D,

null flavor®UNKZFH LT

REEZNLHRA =V Y L EH > TNT S, EAFREH#ED -
ERANAL RN

IZENEARFET
null flavorOMSKZFIH L CZ OF — X IHH %22/l & 95,

[HEHR DO KB R L7 WEHEE 2 ftah 3 5 72 Onull flavor DFE A IZBI 556 L
FHZITHOWTIH336HEEBRDOZ &)

D.10.2 FHOEHIER

+ /BRI

BIWEH,/ BEFLNBE L-FOBOFERZ AT 5, D.102.1 XX D.1022 D

7= 5’1,5\50)9%1071 FEBEIRT 5, ZOHEE. AFRERER S EMERERIZE SV T, 4
% OENAFRRE L2 S D 2 RIRT 5,

ERRAEFER BN RIT L, REe

RAMEFHLTL LV, HDEWIE. BBXLZOF

#n% DI022THICA NI TH I ENTEX D,

D.10.21 #HOEEAHR

FIHOFF & ZOTF—HHBIZIEBOEFEHAEANT D, AESRAMEHEAL TS Xy,
et &

T — s EES i

0OID 7L

A E nullFlavor : MSK, ASKU, NASK

EEL—

BIKR MBS IL, £ (T72bH [CCYY) ) £TTH 5D,
KEDOBMERET S Z EIXTE AR,

EEENEFABZMS>TWVTYH, HAAFREEDT-DICENEEETE RN
4. null flavorZMSKIZERE L CZ DT —XHB 222 L 42,

TEH D RKAER(EE L 72 WIS 250892 72 O Onull flavor D FHIZEE 453 LW
FH|XIZHOWVWTITI336EESBHOZ L

D.10.2.2 HDO &

ICHICSR ¥ H A R
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(A 1)

D.10.2.2a HOEE ()

FIADOF & o7 —ZHBIZIEHOER B 2ANT D,
M £, 77 LD.1022bIC AT A 1TH4AE,
74 3N

OID L

FFAE BT

AL —

D.10.2.2b FHOFH (HBifI)

FIHOFG = ZOTF—ZHAIITBOFR (BA) 2 AT D,
A L&, 7272LD.10.2.2al2 A1 D58 1302,

T K 50AN

OID 2.16.840.1.113883.3.989.2.1.1.26

PP FEDOUCUM=— K : {decade}

L —v

D.10.3 HoOEKRALH

FIAOFG = COF—FHEBICIIHOKKAKRBEANT D,

AT =y

T — & A s}/ R[]

OID el

FIAE FELWFRICOW T EIZ SO Z &,
nullFlavor : MSK, ASKU, NASK

AL —
FARR MBS L, 4 (F7bb [CCYY) ) £TThHD,
KEOBMEEET D Z LIXTER,
RO KIBC/EE L2V RS %2 50ib 92 72 9 Onull flavor D FICBI 323 L
TR XIZOWTIE336HAEBOZ &,

D.10.4 HDHEHE (kg)

FIHAOFF = ZOTF—ZHBIIIBORELZF 0 ST DA TATT 2,

G &

F— a2 H 6N

OID L

FFANAE er

FLER L — L
INREME D Z &N TE D, ZOHFT—XHATIEI~ () ZHEALTUIW
TR0,

ICHICSR ¥ H A R

201344 A 12 H
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(A 1)

D.10.5 HNDEE (cm)

FHDOFG = ZOTFT—HHBEBILIBROEER T A— NVHEATANT D,
AT &
T — &R 3N
0OID L
Fiaa i) B
EEL—
WEEHEALTZETFEATT D, ZORFET — XA TIINIKR O v~ () %fE
FLTIEW T 7220,
D.10.6 FHDEH
FIHOFF & ZOT—ZHBIZITHOMRN A AT D,
A D.10DOWF DA 2 A3 258 13%H,
F— a2 H IN
0OID 1.0.5218
FFAE 1=
2=1c i
nullFlavor : UNK, MSK, ASKU., NASK
EEL—

EEEDBOMNEZM>TNTSH, BEABERREDT-DIZENEBETE RN
4. null flavorOMSKZFIHA L CZ DT —XTHHZZEME T 5

THH O KBRS L2 W 2509 5 729 Onull flavor O FHIZEE T 53 LW
FH|EIZHONTII336HESROZ L,

D.10.7 FHOEET ZAEER UHMARER

D.10.71.r BOBEEIIhI-1EHR DLEICELEYIERY)
D.10.7.1.r.1a BOMEET ZAERER VHMAFEIRD MedDRA /A—P 3 >

FHOFG = ZOF—FHABIZIED.10.7.1.r.1bOMedDRAN— 5 v & AHT 5,

WA f£E, 7272LD.10.7.1.r1bic AF T 2 B A 1T,

F— a2 H 4AN

OID L

FFAE Bk () )

AL —
1 >DICSRIZ1D>DMedDRAN— 5 » DAERT 5,
MedDRA/N— 3 IS A% Lk, FFAMIL 11511 &2 5,

D.10.7.1.r1b HOBEET HABRERUMEEIR (ER/FHLE Z0Of) (MedDRA

a—FK)

FIHOFF & ZOF — X HE BB OBE S B 15 K OREEE IR OMedDRA LLT= — K& A
5145, DIITEESROZ &,

A &, 7277 LD.10.7.1.r.1alc A1 T 288 130,

ICHICSR £ 74 K

201344 A 12 H
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(A 1)

T — 8N

OID 2.16.840.1.113883.6.163
Fiaa i) B

LB —V

D.10.7.1.r.2 BA%sH

FIHOFG = ZOF—ZHAIZIED.10.7.1.0D [EZAPRIE] OFER 2 AT 5,
M &
T A /K]
OID 2L
A E FELWERIC LTI ERIEZ 2 EO Z &,
nullFlavor : MSK, ASKU, NASK
AL —

FARBRME R X, 4F (F722bH [CCYY) ) £TTH D,
KEDOBMERET S Z EIXTE AR,

[FER D R E L 72 WMEHREE 2 5t 3 5 72 % Dnull flavor D B4 H3E LW
FHEITHOWTIH33GHEESHOZ &,

D.10.7.1.r.3 #%#%

FIHDOFG = ZOF—HHEBAE, ZOWEORITD.10.7.100 [EFEAIREE] 23 FE 750k L <
W inkERT,

A [E=n

T—s 7R

OID 2L

ZEAE false
true
nullFlavor : MSK, ASKU, NASK

L —L

FHEITHONWTIH33.6HE S

FLIR 95 72D Onull flavorDfE HIZEI T D 3L LW

THHRO KB L LW ERE 2
oz L,

D.10.7.1.r4 #TH

FIHDOFG & ZOFT—ZHEBAIZIED.10.7.1.00 [EFHPREE) O THE AT 5,
et &
T— H s,/ FRE[H]
OID L
FFAE FELWERICOWTIEMEIZ SO Z &,
nullFlavor : MSK, ASKU, NASK
EEL—

FARBRME R X, 4F (F722b5 [CCYY) ) £TTH D,
REDOHMEZRETDZ EIFTE 20,

WO KBRMmE LR WERS 250895 72 0 Onull flavor D FHICEEF 5 3E LW
FBEITOWTIH33GHEESHOZ &,

ICHICSR ¥ H A R
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D.10.7.1.r.5 {&#&

(A 1)

FHDOFG = WiEbsnzT —%HEE (D.10.7.10) AN TERD -7 TEZIREE] 12o0
TIBIME 722 BE G A AT %,

M &

=5 2000AN

OID L

PR EREEERE

ZEEL—IL

D.10.7.2 FHOBETY 5AKRER UKELEIR ORI IER

FHADOFG = ZOF—HHAIZIE, D.10.7.10rTa— RMETE o 7Bl o2 OO IEFREE &K O
BEFEREIRICRES B ERE AN T 5,

A &

=5 10000AN

OID el

AN AE EREEERE

ZEEL—L

D.10.8.r FHOMEET HBENEXERFEHRAE WEICHELHYIERT)

D.10.8.r1 EEXRA EHRESHhI-RHRA)

FIHOFH & ZOFT— A HEAIITHREE SR LZERNAE AT D, 1DDERLAE—O
MEERICLVREI N TN T, Btk TR STREEAZ L OHEDOH D
ZELICHEET S, D8ITEAEBROZ L,

AT (RN

ez Fl 250AN

OID L

FrAE ENEERE e

EEL—IL

D.10.8.r.2a MPID/A—Y 3 VAT /&S

FHOFG = DRHHAZHDZ &,

M £, 7277 LD.10.8.r2blc A1 BiBEITMA,
=5 MSEET A RESH,

OID L

A E MSFEET A N2,

AL —

ICHICSR ¥ H A R

201344 A 12 H
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(A 1)

D.10.8.r.2b EERKEMAEFF (MPID)

FIHDOFG & DRrHAZZMRDZ &,

et &

T — &R MSZEIET A R &SR,

0OID MSEET A RESH,

PR M5ZEIEH 1 K& 5,

EEL—
W D EHBIZE W THMPID, PWPIDOELLNE AN L, EHLLHANTD
Z EiFheu,

D.10.8.r.3a PhPID /A\— 3 v B/ &S

FIHOFG = DRHIHAZHDZ &,

M £, 77 LDS.r3blc AT HEEITNA,

=5 MSEET A RESH,

OID 7L

A E MSFEET A R,

AL —

D.10.8.r.3b HEI#BIF (PhPID)

M OF5 & DRIHEZZMRDOZ L,

HEtE fEE,. D.10.8.r2bIC A3 DIHEIFATI LAV,

=5 MSEET A RESH,

OID MSZEIET A R &SR,

FFAE M5ZEIEH 1 K& S,

EEL—
W R B EHTIZB W T HMPID, PhPIDO EL 50 E AL, EHE5HANT5

Z &iFv,

D.10.8.r.4 FBAtaH

FIADOF = ZOTF—HHBIZITHOBET 2R EO EELERBEOR5ME R 2 AT 5,
A 1%
Vet ki SR T
OID L
TFAE FELWERIC LTI ERIEZ S EO Z &,
nullFlavor : MSK, ASKU., NASK
EEL—

FARIRME R REE L, F (T7bb [CCYY) ) £TTH D,
FKRDOBMERET DI LIFTER,

THH O RBRARE L2 WIFHREE 2509 5 729 Onull flavor O FHIZEE T 53 LW

FH|XIZHOWNWTII336EHESHRDOZ &,

ICHICSR ¥ H A R

201344 A 12 H
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D.10.8.r.5 #TH

(A 1)

FIHDOFG & ZOTF—FHEBIZIFBOBMET 2B EOERLEAEORGKTREATIT S,
et (=¥
Vot g SR
OID L
FEAE FLWERICOWTIIERIZ S RO Z &,
nullFlavor : MSK, ASKU, NASK
LB —V

BIKR MBS IL, £ (T72bD [CCYY) ) £TTH 5D,
REDOHAMEZRETDZ EIFTE 20,

WO KB mE LR WERS 25889 5 72 0 Onull flavor D FHICEEF 53 LW
FHEITHOWTIH3I6HESHOZ &,

D.10.8.r.6a fEFA¥EMHAOD MedDRA /S\— 3>

FIHOFG = ZOF—FHAIZIED.10.8.r.6bOMedDRA/N— 3 & A ST 5,

M fEE, 72720 D.10.8.1.6bIC A4 DA I3,

T s 4AN

OID L

FFAE Bk () |

ZEEL—L
1 >DICSRIZ1D>DMedDRAN— 5 ' DAERT 5,
MedDRANN— 3 IS EEH Lk, FFAMIL 11511 &725,

D.10.8.r.6b {EFRIE

B (MedDRA O—F)

FIHOFGI = ZOTFT—ZHBICIZERGOFAEB OMedDRA LLT2— K& A1 %,
et {5, 7272LD.10.8.r.6alc AT DA 1T MA,

T — &R 8N

0OID 2.16.840.1.113883.6.163

FFAE B

ZEEL—L

D.10.8.r.7a &I{EH

M MedDRA /S—T 3 Y

FIHOFG & ZOTF—HFTHHEIZIED.10.8.1.7bOMedDRA/N— 3 » & AT 5,
et fEE, 7272 LD.10.8.r.7biC AT D553,

T — 4 4AN

OID L

FFAE B ko () )

EEL—

12DICSRIZ I DDMedDRANN— 5 » DIFEHT 5,

MedDRANN— 5 15128 L2, FFAEIX T15.1) &85,

ICHICSR ¥ H A R

201344 A 12 H
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D.10.8.r.7b EI{EMH

(MedDRA 01— F)

(A 1)

FIAOFEF & ZOT—ZHEBICANT H-0IE, EFRHALE LD, 207 —XHH
121, D108y Tl Bl EH L O AREICB T AWM E AT 5,

AT f£&, 7272 LD.108.r.7alc A S DA 1302,

7 — a8 8N

OID 2.16.840.1.113883.6.163

FIAE e

EEL—IL

ICHICSR ¥ H A R
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Ei BIER/BEER WEICIHCHRYIEY)

H#h72 ICSR T L IZHKAK 1 SORIWER, /B EFR 2R L o2y, ZoEO i) i
X, BFEENBROVEEL 228K, FU ) TRENDZTRTOYTEZ Vg v OER
WEFR—o M) BT 5306BE%RICH 5,

(A 1)

BMTEx2X51C, TNENORIER/BEEFERIZNEID 2EH V4 T5H,

0 BB HRIC LY, Gkl EERE HEES~ N 7 A CEWER / AEFL%5

BITEH  AEELOMGEI LI ) 7ay 7 &5, FlziE. 2 2ORHEMR

O Db I . BOEWERIE ELL 76 E1OTIZLAL. b5 1 SORIERE

E2.1 7225 E29HIZ AT %,

E-BlERBEER

~

Ei-BER AEERWEITELEYIRY)

E.i.1.1a-
E.i.1.1b -
E.i.1.2
E.i.21a-
E.i.2.1b -
E.i.3.1
E.i.3.2
E.i.3.2a-
E.i.3.2b -
E.i.3.2¢c -
E.i.3.2d -
E.i.3.2e -
E.i.3.2f -
E.i.4
E.i.5
E.i.6a
E.i.6b
E.i.7
E.i.8

BEZETEHIN -, F-RIEFWRICLVBESh-BERAEER
E—RERBICLYRESI-EMER AEERDEHE

- BifREh =, F-RIEMRICKYBESh-BHER FEER

Bl BEEKNDMedDRA/A—D3Y
Bl AEE KR (MedDRATI—F)

-BREBICEHOTEELESNI-AE
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L

Gk10r- EERICETSZOMOER(T—FE)

/

G.k.1

ERGESOME R T

FADF| =

ZOF—FZHEBICIIE - RREEIC L > URENTFEESORIER, A EgESg~
DREEIZRIT AALEMIT E T L. RIEFRARWVIGEITEEFICL2b0E AN
T 5, TRTOHBREFIZBNT, Dl LH120REE2EHL 2 (33.11HE
EBRBOZ L)

WEZEPMMOIEH & OMEMEAZR > TWAEAIE. HEEARRDILLTRT
DIFFNZDOWT FHEFEH) ZRT 5, B UTIEEIENS & oM EER D
NEEAET, HRIEICOWT [HEEH #3IRT 5, o B B, FHEER
WBET 5 I T O & R, MAEMERORE (Bl X, e E
ER. BWHAEER., 7ra—VHAEERSE) IIHMAERORWCERT 2 65%
FhLlbic, TEIiEBWER AEFFE4) 2@/ MedDRA LLT=2— K CTAT)
T2,

[FERL | 2O TIE, AR D2 0oDRIICIRY AT 52 L RNHRETH D,
BARRAR  FESRASGEICEL LR NRREOR S (FxiERs ) —=
TIPSR T £ v a7y M) 2, AEEEBRBILESES, 20k ok
BEREZIEY ., RBRPIEICE-> THRESNS, ZO5E, GETIIGK], Gk2
EOGk8DHE AT 5, HEFZORA L RO LHERIZONVTIE, HIDFK
RTERMICANT D, £z, MEBFOBREAZH2Z, BEHFOERLEHAIATL
TH LW,

BIGERE  BENEBICAT SN TR B0 EZ TR 1254, #0ix
LU AREZRGIEIC AL SRIZ O W T DIEH (5 SNeho = FREETe) 2 AT
HEEHiT, HEINEICETE®RS K L LTANT D, HIKRA
W%, TEiHEFEWER AEFS) ICiHY)72MedDRA LLT2— R TANT 5,

A

op

MR

—

N

IN
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(A 1)

OID 2.16.840.1.113883.3.989.2.1.1.13
HRAYE! =1t 5E 3R
2= FH 3
3=FRA1EH
4= 5
AL —
ZICSRIZIE,  T#E%e3K) . THEAEEH] . BERE) owngTniniconT, b7
XL 1o%EFDRTITR LAY,

R L 3. RIS A, B IR L B & OB b s 1 T
O HR 5. BERIIRIEZ DRI ST bALT B TR 5 S 1TV 5 E R,
IR DAL, 7 Dt B 5 P 8 P D8 JE I A 5.

G.k.2 EFEZOEH

= A ST 4 1E, BB —IRIEHIE D D SR BLIT Gk22ICANT 5, EH ORI
LT B2, ICHMS T A RE2EHT & Th 5, MS OAFIHREIZAR AU, E3E
AR T ABRICHT- Y D IEMICEB LI NTZERA SO N, BEETAEREEY KT %
372w, iz X, Gk2.1.1 T MPID Z# AJJ 74X, Gk2.1.2 T PhPID # A 13 D LZE T 720,
[AERIZ, PhPID 28 AJ) AL TWAUE, B DG A A3 D MLE X720,

o BRIEDLEESIT. B2 — RSN LRWVWEAETH, Gk22 KN Gk23r1 25 ->T
WA A RTREZR IR Y 2 < AT 5,

o HHEIHIMIZBEL T 12U LEDORDLDFFE SN TWAEAIL, HEITL L TGk23 i
DIRLTAREHIZATIT D,

WEENEH LIZERSA 2 FHICANT L& TH D,
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(A 1)

G.k.21 EEROBEFHBBNFBF O EHENF

G.k.21.1a MPID/\—Y 3 YAt/ &EF

FIHOFG & ZOTF—HFHEBIZIEGk2.1.1bDO A=Y 2 VO A E AT D,
HEtE £E, 7272 LGk2.1LILICANT 55130,

T— &R MSELET A FE2SH,

OID 7L

FFAE MSEEEH A K& S,

EEL—

Gk21.1b EEXEKHFRZFANF (MPID)

FIAOFS| = Gk22K ONCHMS IDMPH A KT A k3%, MPID XPhPIDD i 971752
WTC, LVHRER T =T —ZHBICATNT 5, WSS ERKTGLOMPIDSR
PhPIDR2WEAIL. 2 bDF —FHEBAIXZEMIZ L THL,

A =&

7 — KAl MSEET A RESH,

OID MSSEET A NESH,

HRAYE! MS5SFEIEH A &5,

AL —

o

MPID (Gk.2.1.1) ZASL7EEA, Y OHEHE Gk2.1 X Gk23r
(Gk23r1 75 Gk2.3.r.3) 132 &+ %,

G.k.2.1.2a PhPID/A\—> 3 VAR /"EF

FIHOFG & ZOTF—HFHEBIZIEGk2.12bD 3=V 2 VO A E AT D,
et £E, 7272 LGk2.1.2bICANT D55 130,

T — &R MSELET A FE2SH,

OID 7L

FFAE MSEEEH A K& S,

EEL—

ICHICSR ¥ H A R
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(A 1)

G.k.2.1.2b #HEIFEFF (PhPID)

FHDOFS| = Gk22M OICHM5EEH A RizFE-S& ., MPID X/FPhPIDD 1 410022
KV F T — 2 EBIZATIT %, WG I 72 EIESOMPIDSCPhPIDA 72
WAL, ZhboF—ZEEIZZEMIC L TEL,

EAETE £E. Gk2.LUIANR D HHEIIATI L0,
T — &R MSELET A FE2SH,

0oID MSHEET A FESH -

TFAE MSFEET A FEBM,

ZEEL—L

W R B EIRIZB W T HMPID, PRPIDD EL 5032 AL, WihE AT+ 5
Z ElE A,

e MPID (G.k2.1.1) 13720 73 PhPID (Gk2.12) AN LEEE. Gk23r
(Gk23.r.1°6 Gk23.r3) X2 LT 5,

G.k22 FE—REREICIVBESIh-EERSL

FIHOFF & ZOTF—FHEEIIREEDNEH LEEERLALEATT D, 1ODERLSH—
PORERFICIVRIBEINTHTH, EICk o TRESEEEAZ LOBEDOH
HZEWHEET D,

HEtE WZH
F—Z 250AN
OID 7L
FFAE H A
LB —V

G.k23r A/ RBEESOBINFEEE (WMEIZIHELRYIRT)

MPID X (% PhPID DWW H 72V EA . iy TS ICARIEH 240K L, BlxIlc A1+ %, ICH
MS DFHAIREIZ 22U, ZENENORG Z 82, D FEK DD ID 2 N3 %, 1oy FE
TERST D ID RN, EEMLER AT (INN) | 04, EELHER] 22— RFondn
WEANNTH L,
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(A 1)

G.k.23.r1 HH/ HERS%A

FIHDOFG & (34 DID)  (Gk2.3r2b) BRWVEAIEL, O DR ERE AT 2,
ZICEEESR A AN)T D ENTE D,

M Gk2.1.1, Gk2.12XEGk23x2b [FK34 DID) OWT D2 E T

=5 250 AN

OID el

PR EREEERE

ZEEL—IL

G.k.2.3.r2a HH/BERSDID/AA—23 AN/ BEE

FIHDOFG & ZOF—=HHEB IS L DIDDO A= g O A EATIT S,
HEtE fEE, 7277 LGk23.r2b0lC AT DA ITNA,

T — &R MSZEIET A FE2SH,

OID L

FFAE M5ZEIEH A K& S,

EEL—

G.k.2.3.r.2b R% ./ HERMS® ID

FIHOFF & MPID (Gk.2.1.1) KUPhPID (Gk2.1.2) ORI HBRWEAIT. T DS 4 DID
M2, ICHMSELET A FRFIMFTREIZ/AR D E T, ZOHBITAEME T2,

A 1%

T — &R MS5SZFELET A REes i,

OID MSZEIET A FE2SH,

FFAE MSFEES A REBH,

EEL—

G.k.2.3.r.3a 8B (#)

FIHOTFS| = PhPID (Gk2.1.2) BFIHARARIOGA, a0 E & Z~T L VIRWEEEZ Z 07—
HYEBICATNT S, HD5WVIHEANRTNE. G822 RTHEME (OhoTWnb;
B BANT D,

A &

F— AR 10N

OID 2L

HRAYE! T

AL —
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G.k.2.3.r.3b BE (Hfu)

(A 1)

FIHDOFG & ZOTF—FHEEIZIEGKk23.r.3aD L E AT D,
et fEE, 7277 LGk23r3ac AN T DA T MA,
5 i 7l 50AN

OID 2.16.840.1.113883.3.989.2.1.1.25

FFAE HIFRAFUCUM =z — K

AL —

Gk24 EEREATFLI-EOHA

FHDOFF| & ZOTF—HZHBICIRERSEAF LICEE AT 5,
A EE=3

F— 2A

OID 1.0.3166.1.2.2

FIAE ISO 3166-1 alpha-2, EU

EEL—

TRTCOBEEHI2FOEa— R&EFEHT 5,

EUDE = — R3S aIEEa— R & LTISO3166E =2 — R VU X MZEELTE
. BRMNESGOLARIZRTVLEOH LT XTORGEEYR— T2, ZOHA,

[EU] BREza—FE LTHERIND,

ERINTWD, T—XDEERAET D2, RFEWED A FTIE, HHEHOND
DIZISOE=Z—REHFEHTLZ L LT 5,

6 HFEITIE. Gk24 T H OF — 2Bz S\ Cit. HL7 Tl a— FG7 < T35 b

ICHICSR ¥ H A R
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(A 1)

G.k.25 ARBREOEFHRKR

FIAOFS| = ZOF—ZHEBITERRR) D OICSROAICEAFRETH 5, ICHE2AN A R
A UNF, B FCOEMZEERETRE L2 LTS, L, K
BRI ICER FOEFIZEMERE LR ZhbT Z ENEETHIEAIE. 2
OF—HHEHEUTOLRBOFEHATLIZ L SN2 ETORIL, 25T —%
HHIZ Taue)] ZANTHZET TERTI LWHIRNERRT D, ZOHEN
ltrue] THHHAE, [Gk2EIRELOEI) FICEHEENHHEA I, 1BEBRED
HREANTDHZ &, IOL,LLOD/A%;M) FONDLAEE. TN oK%
BleDGk7T vy ZIWZANTHI L, SR, @YeEae. Gk23rTH
BIRL LT [Fo98R] 2RET 5,

A &

T =5 7L

OID L

FFAE true

AL —

ICSRYEESEFICARBASE T H 23561 DT —
T —HIEH za’:{xiié LT

R ARER I B9 A ICSRIZEH W T,
HIEH DfiZ Ttrue] IZERET D, TOMDLGEITX
T2 57220,

Gk3 EERORBOMBHERUVARRE HEES

HE SN TV ASESKNIZOWT ICH M5 MPID zﬁf;u\ LEE, EAREEEET BRI, 0
HEETHEICET AR,/ HEET L L OICERBORGEEL AT D, MESETALD
BEERIRIZOWTAREHRAE AT D 2 &,
G.k31 RE/HFESES
FADOFF| & MPID (Gk.2.1.1) DBRWGEEX, EFRE 2 EET 8, ToRET HEIC
B AEKLOAR, WEESE2IOT —X2HEBIZANTH, RS, D7
< &b HIEDWRRIZHOWTAIEREASTTDZ L,
WA 15
> — & 7l 35 AN
OID 2.16.840.1.113883.3.989.2.1.3.4
TFAE B Rtk
AL —
GK3NTIILL FOERLNEHEIND -

_n

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

rootiZG.k3. 1D FIZER] 23 L, id extensioniZ EER DGR, HiEEZ &2 AT

B
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(A 1)

G.k.3.2 R HHE

FHADOFF| & MPID (G.k.2.1.1) D72WEEIK, ERHRE ZEET LRI, EELPAE SN
TEE ZOTF—ZHEEICATTS (o TWBHEE)

A &, 7277 LGK3 U AT HEAITMA,

7 — 4 Al 2A

OID 1.0.3166.1.2.2

A ISO 3166-1 alpha-2, EU

EERL—V
TRCOPFAI2LFTOE 2 — RE2EHT 5, EUDE=2— RIfINEta—F
L LTISO3166E = — KU A MIIFEELTEY ., BRNESDOLARTEZRTHEDH
DT RCORFEEYR— N5, ZOHAE,. TEU) BE=a—KFE LTHFRIN
5,

G.k.3.3 REOWMBE HEEDLAM

FIHDOFG & COTFT—HHBAIIIN Y = UICRR ST D BUEGERRIEE 04 FrE A
T %,

M e

T 60AN

OID 2L

FFAE B hEd

AL —

Gkd4r BEERUEERR (LEICELRYET)

Gk4rl b Gk4r3 FTOTFT—XHAX, HHEEEREANTLHDIEH]TH &, Hilx
X, Smg (1 [EHEEGEE LT) ZREATRET 25613, Gk4rl b Gk4r3 £TOTF—XIH
HIZENENS5, mg, 2. HEANT D, FERIC, 50 mg & H & 53 5541, 50, mg, 1.

HET 25,

FTE DR CHEEEIR ST 25613, ZORBICED 282 AT 5, #lziE, Smga 1H 4
B (QID) THLHTHLE1E. Gkérl NS Gkdr3 ETTOT—XHEHBE, TNLI S, mg,
025, H&T %,

EEHBEOEAAIDOEA, mg DbV IEEOHLL {DF} & L CEEERN (Gk4rlb) %
AT %,

B—A /RRBEDBEAIL., ZORSGEOHEHB IR SNEZE~ORGEEZ AT 5, Bz
X, FLIRICRB T 2RIERRBLORIK L b 2 3K 2 BN ER Lz Ga ., 2ok 5 2FH
(Gk4rl1 5 Gk4arll.2) (X, REBUCE T 2 DOIEAOEHARIE AT 5, REBIOIPEESE
DIFTIRTHDHHEIT., USRI 52 OHEAI OB I 5/ 2 # 5 BERICATT 5,
RN ORI CH HHEA IR, TERLICET 2 Z0MmoE®R]  (Gk10) AN 5,
JEFIOFERTER (H.1) (2id, KREOWEHE2 G OIEF2EIC >V TRtk 35,
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(A 1)

1 DOMFIZEBORENEEND T2, WSS EEEREZANTDHZ LN TE 2N
FElE. GkAr8 IR TANTHZ &,

& ZooREEORBF 18T (G)

W29,

Gka4rla BE5EE #

FAOFS] & ZOF—-FHEBICEAES R ) 2ANT 5,
A ey

T 8N

OID Bl

Y BT

FEEL—

G.k4rib #EE (HfI)

FIHOFG = ZOTF—FIHEBEIZIE, GkarlaDEEROENEZ AT 5,
WA f£&, 7272 LGkarlalc AT 555 1304H,

7 — & 50AN

OID 2.16.840.1.113883.3.989.2.1.1.25

FIAE HIBRfFUCUM=— I : {DF}

EEL—

UCUMTlE., UCUMIZE ENWVGEESICBM Ut oEREHEH LT Ly, 2o
BA. XMLA v t&—Tid (DF) 2L TH vy,

G.k4r2 HBEMEOERME

MHADTF5IE ZOF=ZHEILEAERE (Gk4rlak OGk4rlb) ORFHEHEEOM (&) ZA
N5, Gkar2XIGk4r3ID W FTAPNPRRADEE, BG5MBOERN [H
H9 (cyclical) | . THEM (asnecesary) | . &Rl (total) | OWTNNDOHE%
BT, WEE ZZEME T2,

EAETE (E=s

T — &R 4N

OID L

A E BT

AL —

G.k4r3 EBEHEOES

FHOF5 =

ZOTF—FEBIZITERERE (Gk4r2) O EELEYIZERT HUCUM
a— REANT S, BAMRERGEREIRETH S, EHRAE A 3E A
IR SN Z ERMHERENTHAEAIE. ZoF—#IEHBIC [FE
(cyclical) | X% TWEHA (asnecesary) | é”ﬁ"ﬁfﬁ LTH LW, Btk
O EREIIRATH D2, BIERGEENS 1> THBEE ] RGO 8
&) 1%, BLHAL (Gk4rlalGk4rlb) & &b, ZoF—FHEBEKC A
(total) | #ANF1TD (GkAr2IZEMMET5) |

ICHICSR £ 74 K
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(A 1)

i FE, 7272 LGkAr2IZANT 551304,

T 50AN

OID 2.16.840.1.113883.3.989.2.1.1.26

TP HIBRAIUCUM=t— R : {cyclical} . {asnecessary} . {total}
FLEL—L

UCUMTIE, UCUMIZE ENRWVFLFICHMLAORHEZFEH L TH L, 20
WA, XMLA vt&—Tlid {cyclical} ., {asnecessary} . {total} ZEHLTH
L,

Gk4rd EEXEZOHSBEKA

FIHOFR & ZoOF—ZHAIE, BERMBE AT D,
et &

T s A+l

0OID 7L

A E nullFlavor : MSK, ASKU, NASK
EEL—

FARIRME R REE L, F (T7bb [CCYY] ) £TTHS.
RRORAMNEZIET D Z LILTE RV, FROKIBLRE LARWERE 2 k5
% 1= Onull flavor D ICBT 22 LWER| X IO W TIE33.6HEZ RO - L,

Gkdr5 EXROBEKTH

FIAOFS| = COTF—FEBIZIE, BEETHEANDT S, BHWER /AEFEPRHLED
BEZMGEL TWDIEAE, ZoF—XHEAFZEME L, TEELICH L TR
72aLiE ] (Gk8) TS, BEIFITEINTHDENR, ZOHMNRZE RN
LA, Gk4rSiIZBW il 22 nullFlavor & 8R 35,

A LRS=%

7 — KAl HAF

OID L

R nullFlavor : MSK. ASKU. NASK

AL —

BARRBVE R I, £ (725 [CCYY) ) £TTh D, KKROBNMNEIEE
TBHZ LT TERY,

[HHR DRI U7 W HEAE & FEik 3 2 72 Dnull flavor D FHIC B 23 LW
FH|XIZHOWNWTII33.6HESZROZ &,

G.k4r.6a EEREBREHRE (#)

FHOF5 =

W, BEHEITEREORBE KT ENLRE SRS, UL, XTEHO
Eole, LM BRENEAERERDBE VDD, £, ZOF—HIEH
1, OB TR G OIEM BTN B0 A, FS BRI 5 RS
LNTWAEAIZHLEAT 2,

DX RIEFTIE, 12OAMTF—XHE (BMHA IR TH) & ZOHEBIZA
N2, TTTHELRIFRITIEREHHTHY . FXESHMLEEND,
ZOF—FHBITIIEGEHEOE G 2ANT D,

&, 7277 LGk4r.6bl AN B8A 1344,
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(A 1)

T — SN
OID L
FFAE B
AL —

G.k.4.r.6b EFERIZXSHM (Hf)

FIHOFF & ZoF—2HEBAIE TEFRLEZEEH’] (Gkdrea) DHEMEANT D,
M B, 7272 LGk4r6all A4 28581304,

=5 50AN

OID 2.16.840.1.113883.3.989.2.1.1.26

FIAE HIRAFUCUM 2 — K

EEL—

Gk4r7 NyF /0O FEE

FIHAOFF = COF—FHEBIIIEEKSONR Yy FRiTu v NESEANT D, KIERIZY 7 F
Ve RIBNC B W TEICRE TH D, FTRERIR Y BARM 2 A A4
Do BHIRE KR OF DM OBIEFEHRIZ OV T, TEIEMLICET 2 ZF ool
w1 (Gkl1l) 2T 5,

A =y

5 2 35AN

OID 7L

FFRAE ERzERE

EERL—V

G.k4r8 EBEEZFHRITLHRIFER

FIHOTFS| = BEE L SN EREBEERE R T I ENTERVEGAS, it ah-RE&ICH
L CEDICEMZBNT 28546, AT —XHBICHAHRHEOWEHRE AT S, #
Ehan-®EEDT —XHA CTAN LB REZEBEET LB R0,

1A &

7 — KAl 2000AN

OID L

HRAYE! H itk

EERL—V
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G.k4r9 EEGZHT

G.k.4r91 EEZFY (BHIH)

(A 1)

FHOFG = [EIRFFIFEOID] (Gk4r9.2b) NAEWEE, ZoF—FIHEBIIZEERLATZIC
B4 2% HHE#E Ok AT 5,

A &

7 — & 60 AN

OID L

HRAYE! H H ik
nullFlavor : ASKU, NASK. UNK

AL —

TEH O KIBRARE L 72 WE#REE 2 LR 5 5 729 Onull flavor O FIZBIF 23E LW
FHEIZHOWTIT33HESZRDOZ L,

G.k.4r9.2a EEZFIEOD ID/N\—P 3 B

FHOFE & ZOTF—XBEBIZEFERERLAFEOIDOAA— 3 AN E AT S,
et T, 2L EELFEOID] (Gk4r9.2b) ICATDHEAITNA,
T — &R MSELET A FE2SH,

OID 7L

A E MSFEET A FEB,

EEL—

G.k.4r.9.2b EELEIF®D ID

FIHOTFS| = PhPID (Gk.2.1.2) 72WGETE, EIRLAITEIZ OV TIXICH MS [E 444 AT E PR

FBOIDE AT 5, ERLFFOIDAR2WESIEL, Gk4r9.10H HIH A H
A+ 2,

A &

7 — KAl MSEET A RESH,

OID MSSEET A NESH,

TP M53EET A K25,

AL —

ICHICSR ¥ H A R

-129-

201344 A 12 H



G.k.4.r10 BEHK

(A 1)

G.k.4.r10.1 HEHE (BHEHE)

FIAOFEF & MEHREEOID]  (Gk4r.102b) BRWVIEE, 207 —XHEBICHEGREICET
LRt E ANT D, FH—IRERFESERZ TR L TORWESEE XUXEHRZ 0 S 72
WAL, #Y)728null flavor 2 L TH Ly,

A EEy=¥

5 — A Fll 60 AN

OID 2L

FAE EREERE
nullFlavor : ASKU, NASK, UNK

AL —
THH D KIBARE L 72 WS 2 5t 3 5 72 Onull flavor DFE I B3B3 L
FHXITHOWTII336EESHDOZ &,

G.k4.r10.2a BEEEOID/\—avAF/ BE

FHADOFG = ZOF—HAHEBICIERSRKEDIDONN—T g v A E AT S,

M £, 77 LGk4r102bI2 AT B 5A1TH4E,

=5 MSELET A RESH,

OID L

FFAE M5ZEIEH A K& S,

EEL—
MSOIDAFIHATREIC 722 5 £ T, ICHE2B (R3) 22— KU R F4DNN—V 3 V%
FERMEMTLZ L,

G.k.4.r.10.2b #BEHKD ID

FIHOTFS| = B 5 IZ, ICH MS}B’szfﬁr‘X%@”:fiﬁ%u@ID%J\ﬁj'é MSHFIHFTRRIZ 22 B
FC. L (F) ICRRENEBEFOa— RR2EHT 5, _ﬂuﬂv)u%ia%'%%‘::
®?~&Iﬁﬁc:1ﬁﬂ% Lignz &,
B—F/BRIRRETIE, ZoF—FHERBICF/IBIE (BE) ~0BRERKE AN
T 5, ZAUTEE ., BEEHO X D RREAREIES, TICERE S EEMIC
ONWTHBAFOHRGREEZ G b H D, BOBGREKIIGkAIrINIATITS
Z &,

1A E9=3

7 — KAl MSEET A a5,
MSHFIARTEEIC 2 5 £ T, 3NTH 5,

OID MSSEET A NEHR,
MSRIFHATREIZ 72 5 T, 2.16.840.1.113883.3.989.2.1.1.14 % 4 %,

A M53IET A FE2 58,
MSOFIRFRTREIZ 72 5 EC, 8kl (F) oa— NREZHEHT 5,

AL —
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G.k.4.r.11

(A 1)

BAOBS5RE (B-—F/ HRRASOES)

Gkari11 B~AOEBREEE (BHEH)

FADOFF| & THA~DOBEREDOID]  (Gk4r112b) BNWGAE. 20T — X IEBIZHGREE
BT 23R 2 AT D, B —RERIENERZ T L CORWIEA TS %
HHARWEA IR, B Zenull flavorZ M L TH vy,

A &

>z Y 60 AN

OID L

AL H FHRL#
nullFlavor : ASKU, NASK. UNK

AL —

FLIR 9 B 72D Onull flavorDfE HIZEI T D 3£ LW
2&,

BEHO KB mE LW ERS &
F5| X ZHOWTIE33.65HE B D

G.k4ri1.2a E~OEREEROID/NN—a VAN BE

FAOFG ZOF—FZEBIIIREREOIDONN—T g v &2 AT D,

AT £, 77 LGk4r11.2biIC AT 2 HBATMA,

=5 MSHEETA FESH,

OID el

TR MSEEEH A K& S,

EEL—

G.k4r11.2b BADEEEROD ID

FIHOFG & ZOTFT—FHEAIZIE, Gkdrl~Gkdr3 Tl L= AEH LAl >\ To
BHREEANTT D, BEGREEIL. ICHMSJ%@%%@%E)EH;D@ID%J%#%
MSAFIFTTHEIC 72 5 £ T A1 (F) ICRESh B FD a— FREBHT 5, =
LS OFRI T % Z DT — X IHE L:ﬁﬁﬁ LT &,

A 1%

T — &R MSZEIET A FE2SH,
MSHFIFHFIRRIC /2 5 £ T, 3NTH 5,

OID MSZEIET A R &SR,
MSHFIHRTREIZ 72 5 £ T, 2.16.840.1.113883.3.989.2.1.1.14 % ¥ %,

FFAE MSFEES A Ka 5
MSAFIMFTREIC 722 £ T, &I (F) ©=a— FREMHEMT 2,

EEL—
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(A 1)

G.k5a B/ AEERRBFITORBKEKEE B

FIHOFS & ZOT— X HBIIIRAOWME, FER, BER/ AEFLOVWTIAIOREE T
IS SN BER S REOME (B) 2 ANT5,

A &, 7272 LGKSDICANT HEAITMA,

74 10N

OID el

P E HF

EEL—IL

Gk5b EMER/ AEERREBRFITCORBRIEE (Bf1)

FIAOTF = ZOTFT—ZHEBIZIZGkSaDEDHN &2 AT 5,

HEtE £E, 7272 LGkSalc AT 258130,

5 7l 50AN

OID 2.16.840.1.113883.3.989.2.1.1.25

FFAE HIRATUCUM=— | :  {DF}

AL —
UCUMTIE, UCUMIZE ENRVEFICHMLSORRZFEHLTH L, 2D
Bh. XMLA v 2—U Tk (DF} 2EHLTH LV,

G.k.6a BREROITEHR (#)

HADTF5I& ZOT =BT S FORER OMEIRIIE O E AT 5,
i B, 7272 LGk6bICATI T DT,
7 — A 3N
OID 2L
FHAE LSH
FEEL—
SRR A, B, B, FFA AR2Z— (Gkeb) THIT 2,

G.k.6b MEEBOITIRIARM (B

FIHDOFS| = ZOTF—XHEBIZIIGk.6aDEDHEALE AT 5,
i EE B8, 7272 LGk6alC AT 258130,
T 50AN

OID 2.16.840.1.113883.3.989.2.1.1.26

TFAE A, #EOHODOUCUM=— K : {trimester}
AL —

BRI TRV SN TV A BAUCUMIZED STV R WAL, B2 1E
{trimester} @ X 5 IZHFEINZ AW TrIETE 5,

ICHICSR ¥ H A R

201344 A 12 H

-132-




(A 1)

Gk7r EERERAEHD WEICHLEYIERT)
Gk7.r1 F—XREREICEVBESh-FRER
FIHDOFS| = ZOTFT—XHBIZIZEBERMREO =, ERLOM AR Z5ER 3 2 O HW
DNTEFE —RMEEDOSELO, ITEVEMEZTR L TCATIT D, [HERIETE
WAL TOARWEAIE TREFE] « FREINLRWVEAIE TRH) 2, Zh
FIERTHZ N TX B,
1A £&
> — & 7l 250AN
OID L
HRAYE! H HRo#H
nullFlavor : ASKU, NASK. UNK
EERL—V

TEIRO RKIBL(B1E LR WMEHREE 25008 5 72D Onull flavorDfE FIIZEET 53 LW

FHXITHOWTII336EEZSROZ L,

XMLA A H 2 AZBWCIDFERHER D B % FFonull flavor 2 fEH T2 Z &
(ftE1 (D) D&EHELR) |

G.k.7.r2a {fAEHD MedDRA/A—P 3>

FIHDOFG & ZOTFT—HFHEBIZIEGkTr.2bDOMedDRAN—V 5 > & A ST 5,
A f£8, 7277 LGkTr2blIC AT 28581304,

F— 4 4AN

OID el

FFAE Brko I (R) )

EEL—

1 ODICSRIZ 1O DMedDRAN— g  DAFERT 5,
MedDRAN— = 1515 U= R, ZFAMEIE T15.1) &7 %,

G.k.7.r.2b {EFAEMH (MedDRA J—F)

FIHDOFG & ZOTF—ZHEBIIXERGSOFEHABH OMedDRA LLT=— F& A )35,

M B, 7272 LGk Tr2alc A4 28581304,

F— 4 8N

OID 2.16.840.1.113883.6.163

FFAE e

AL —
G.k.7.r.1 Cnull flavorZ il L TV 2 %5E . MedDRAMIGE T it A~ B D A i
M1 (LLT=10057097) #{EH3 %,
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(A 1)

G.k.8 EERICHLTELNA-NE

FIHOFF = COF—XEHIZIIRER BEFERORME L U CERMLICH L TERLZALE
EANT D, fE (1) (E5FIE) 13, REEEFRORIER AEFROE
J#1 (Bi7) T, BEFILZORE (dechallenge) (2B 2 1E#H 2 1Mk
b, THFL) XBEPKC LT, BUWER BEESNREIT HANCHEGEN/KT
LCWe, T TEERSBESoMEMNT] (Gkl) 28 3L THDH, 2D
K CHERT 5, 1IN & AT 2546, HEIZHEME AT S,

1A &

o — Al IN

OID 2.16.840.1.113883.3.989.2.1.1.15

HRAYE! L 2 — R

1=# G-Ik

2={ &

3=

4=$ 5 B T

0=FM

9=FF% Y

AL —

G.ko.i EERLEERAEEROTIFMIIR WEIZIELHBYIET)

AHHTE, BHEICBT2FEWEN AEFES () L20E3E (k) & ORREEGRORE %
RETDHFEEANTD, MOELER () 1k, B 2 ERFESUIHME T EIC & 2RO
2 R TBICHE T 5, @S0 B3R, BRBRETED LWREBREZ RL TV D
LWV D, RRERICETAHERIT. FRICABEREICBWTEZ DEAEBNTHY . AFTT
ERVWEANH D Z LRI TWS,

KRIAH O HELHEBERE 2 DL F R 62 WD CREICRA 9%,

o HBENIMOFEFRSL (FEHEFLR 1. AEFL 2. AFFR3) 2RULLGGEEET D,

o HEFIIAERG | MOHFEFS 2B L CRERBBROMZ®E Lz, AEHFL3IC
DWTIEHE Lie o7z, MEFIC X 2 EEBEBROFMII 2R ZRAIRICLLHDOTHY |
EEFIT T2RM 78251l (global introspection) | DRl =— KZEINL, 22— FMET
2

o EEFIL 2V OREBHROFME, 1 X7 AT XL (7T XL L) a—
R) . &9 1203~ Xt ( MBardi) W5 =2—R) ZANT 5,

o EFREV., EFEOT—FN 2%y b QAEEES ML) | BEEOT—ZN6
Y b QEFFELQ2QFNSE) 20, AE8Ey hOT 26D,

MRSEEAMR ) ICBT A EMIcE L-HE X, Gk9.i2rx (xIXV7F—HTHH 1~312/Y) T

HbH, V7TF—FHEE 1~31%, HVIKLARETH D Z LIZER Sz, Gk9.il Tk, EilH

BORWER FEERIIHTHHIFNESZHEHAT22 L, 775 —XTHH Gk9.i2r.l,
Gk9.i2r2, Gk9.i2r3 TiX, EBE{LINZFECHEIIRD ATV AN,
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(A 1)

G.k.9.i.1 G.k.9.i.2.r.1 G.k.9.i.2.r.2 G.k.9.i.2.r.3
EiEBBOFEFLIC W ) 2R LR TAT Bl & O (related)
HT 2 H TS N D Bt 570 b LIRS
e S .
(possibly related)
e Bardi 0.76
E.i B HDOHEEZR2AC W& A T 25T B 72 L (not related)
HT 2 H TS N D Bt 570 b LIRS
e S .
(possibly related)
{B¥ Bardi 0.48
EiEHOFEFL3IC o TNFY XL BELBEZR L
X9 2 B E S (unlikely related)
13 Bardi 0.22

HOLBEOEELEZMEH LCBFEOREEFEFRICONT, Yk E~ERWICHES
. FOREBBIZOVTIFERINTOARWES ., FDOIEHA| & DR FEBEMRA D
NTWNWDELDEREBEIND, LLRNRG, FICYZEOHHIC L > TRICER S
RV RY . Gk9.i.1~Gk9.i2.r3 1 X2 L 45,

O M3 X AREBEROFAMNIT. Gk911~Gk9i21r3ICANT B, £/, EEEZD
Eﬁ’iﬂ n¥ﬁﬂ%n£b<uﬂ%ﬁ—éaé}jf H4IE@/J$/D%@ ﬁ%ﬁfiﬁﬁbf%ib‘

LKEIC BT D BAWE  OWERRE T 2RI E IS L > T, X022 &
&’)é%%?ﬁ\%é#& IMBIRE D,

G.kI9.i.1 FHERZRDEER EEER

FIHOFF = COF—HHEHIZIEA v —VNO ERHIZIREH % N1 5, _zhi Eilck
WC EDEIER " EFLETMOMRE LTI ERET 570 AT
b, ZHUI2—Y—NANTHIEA TIERV,

HEtE =1
T — A N/A
OID 2L
FREAE N/A
k%) 2

T — =3 AT T A TIERLY,
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(A 1)

G.k9.i.2r EXERKLEIEA EEBROERER WEICHLHEYIERT)
G.k9.i.2r1 FHEDIEHRIR

FIHDFE| = ZOF—=FZHEBIZIZGK9.12.r3IC AN LTz EHME DO #IE 4 A 14 5,
AN &

> — & Tl 60AN

OID L

FFAE EREERE )

EERL—V

G.k.9.i.2.r.2 EHEA*®

I EETES ZOF—XEBAIIEGK 91231 AN L3 -l H A AT 5. B2 1E, Ak

PRI, T R A A KR,

AN T

> — & 7l 60AN

OID L

FFAE ERERE

EERL—V

G.k.9.i.2.r.3 SfE#ER

I EIETES ZOF— & A EBR O TG 2 AT D, Ml IXEREICER L F

EIZL o TkE B,

AN &

> — & 7l 60AN

OID L

FFAE EREERE )

EERL—V
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(A 1)

G.k.9.i.3.1a EXEHOFSEABHINSEIER EEBREHF CORMER (#)

ZOTF = HAIIRERGOR G FE» HRITEMRE £ CORMBROME (&)

FIMOFED =
ZANT D, MOBAMPRESENRTHEE LTS, FIZIETF 74 FF%—7R Y
M 2RD THEV oM BE. XEBB L Z0 BAF Loy 2 sk
FBIZBE L TIZ L VBRSNS o TWD E WS BENH Y . ZOREIZITAR
F—HZIEADGEENENTH D, HEENEAE & GICRRIEREZ AN LI
Elx, HEYHEZORRMBEROIEEE LTHABZ &,

1A &, 7277 LGk9.13.1bIC A ST DAL MA,

o — Al SN

OID 2L

HRAYE! et

EERL—V

G.k9.i.3.1b EXELOBREREHISEER EEEZRRAEE TORREER (BALD)

FIHOFF & ZOF—FHBICIZIGCKI.i3.1aDEDHENMN E ASIT D,
EAETE L8, 7272 LGk9.13.1al AT DA ITMA,
g 50AN

OID 2.16.840.1.113883.3.989.2.1.1.26

TR HIfRAFUCUM 22— K

EEL—

Gk9.i.3.2a EXRORBEREHNSEMER EEERABRETTCORBERR ()

ZOF—ZHBIFERL O G4 T bEWEMIEE £ ToRMEROM (&)

FROFF| &
EANT L, O BAPMREESH TS ELTH, BIZIETF 740 5% —R Y
M 2RD THEV oM BE. XEBB L Z0 BA Lvbns 52 sk
FBIZBE L TIZ L VBR300 TWD E WIS BENH Y . ZORRIZITA
F—HEADLEENERTH D, FHEEDNBME & B ICHRIBEZ A L2V
Bk, BEFRKAZZORMEROIEE E LTHADZ &,

A 5, 7272 LGk9.1.32bIC A 1T 2 AT VA,

7= s 5N

OID L

HRAYE! T

AL —
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(A 1)

G.k9.i.3.2b EXELZOERRBREISBEIER EEEZHEERFCORMBERE (BAD)

FIHDOFG & ZOTF—FHHEIZIEGKk9.i.3.2aD MDA 2 AT 5,
et 5, 7277 LGk9.13.2aZ AT DA ITNA,

5 i 7l 50AN

OID 2.16.840.1.113883.3.989.2.1.1.26

FFAE HIFRAFUCUM =z — K

AL —

G.k.9.i.4 HEE5TEMERAIEHRLE-HN?

FIFHOFR| = ZOF—FHEBE L, BEICHELEEToNE I ERIROM T2 AT 5,
HEGZIToT=nEI DR RESH TR VDESIE. ZOHEBIZASI LRV,

i A Ey=s

7 — A IN

OID 2.16.840.1.113883.3.989.2.1.1.16

PARE =30 — 13V (FHREE2T0, BWERASER LE)
2=lFV Wz (RS 21To720, BWERITER LR »1)
3=1FWV - R (G E21T o708, IRIEARH)
4= 2 —EE L (FREI TbR»o 7, RTINS ET)

AL —
HEENTONINE D DEREENMS RV, ZOT —XEA 2k L
A AN

G.k10.r EEXERICEATIZOMOER (2—Fik) WEICHLRYERY)

FHROFG & ZOF—ZEHEICF ERROEBICEE ERRVIERNCBIE S 2 BN E AT+
B, Bz, REPYEEREZHEA L2580, AERO 13 (RE AL
[FEFLE) EBIRT 5, BIMEREZGK10r T TE R2WEAIE, GkI1A2HERT
Do

A T

74 2N

OID 2.16.840.1.113883.3.989.2.1.1.17

HRAYE! =1 R 3
2= S
3=RBIAMER L7z R IR 5
A=A HAIR & 8 2 TEH S 7z E 3R
S=RRBROFE R, WEIEHELRICH D Z NP LNy F RO v b
6=RBROFE R, WEIEHELIRICARWZ ENH LNy F RO v b
7= IR
8=l
9=HLH
10=TEkZE R %
1 1= 4

FEEL—
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Gk11 EXRICET S E0MOER (HHBRLH)

(A 1)

FIHAOFF & ZOF—=FHEBIIEGkI0NIFEH SN T ARVEBIEFRZ BBTZ#H 7 4+ —~ v b
TANT 5, HlziE, Gkar7ili#ianizn v NEESDGHIRE = D5 —HIAH
HIZAT 5,

A i

= 2000AN

OID 2L

HRAYE! H H ok

AL —
ZZTANTAIERE AT AEAIT. Gkl10rd=— R X F CER S L
OB - M. S DMEND D,
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H EFHERVEDMHOFEHRDE R

H3 EOYHS5 X, BIERH BEERIZHONT
T2 BHM ORAR L EBAENTEL LT SHAMTHRVIRLARETH 5,

(A 1)

L, BREZBRDIZDD 445702 A_R— A &

H- EFIER VU Z DD FERD L

H - SEGIEE R U Z DAL EERD FC ik

H.1 - BRERIEE . SAHRLE. ERRUZ DO BEEFRE S OER DR HR
H2-HEEDER
H4-%EEDOER

H3.r- A EEICLDZHE (WEICISLEYERT)

0 |H3rla-REEICLIDEL ERERYRIEWER AEHERO

BH%¥EN0OMedDRA /A—3Y

B 548 (MedDRAT—F)

H3.r1b - REFICKDBME ERBERV / XFEERHEEERD

H5.r- BEGB TSN ESNBERVHEEDBRR (BEISHLEYIRY)

N

H.5.r1a - FEBIIER VREE DB RICET STt FR
H5.r1b - EEBIIER VREENERDEEHEHE

J

H1 BREKEA. ARLE. BRRVETOMOBEERREZSCES ORERFER

FIHAOFF & ZOT —FHEBEZIIAEGN BT 2 AUk CHEIICH L7 AR e fdil (& 238
A LESETEViENEET) 2 AT 5,

M W

5 100000AN

OID el

FFAE B gtk

AL —
ZICSRICITFERE WA E E 2T L B 720,
ZOTFT—HHAERER IIEEHEOBALLIRF LN &
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H2 #HEBFOER

(A 1)

FHAO T = ZOTF—ZHEBICIETR2WE, RRBROFTMSUIBENRH D & B2 b D EDOfMO
MEIZ DWW TOREEDEREANIT D,

M &

=5 20000AN

OID 2L

PR EREEERE

ZEEL—IL

H3r XEHICKIZHE WEICHELERYIRY)

H.3.r1a ZEEZEICKSD

A/ EEERVXEIEER/ EEERZOENED MedDRA /31—

av
FIHDOFG & ZOTF—FHEEIZIFH3.r.1bOMedDRANN—V 3 VB AT 5,
AT &, 7272 LH3 LIS AT D 5413028,
7 — s 4AN
OID 7L
A Brko I (R) )
L —v
1 DDICSRIZ1>DMedDRANN— 5 VDR TS,
MedDRAN— 3 IS A& L7z Re, #FAMEI T15.1) 7225,

H.3.r.1b EEHICK A EREERV  XIIEHER BEERZ0OESEE (MedDRA O—

K)

FIHOFF = :@%‘*—ﬁﬁﬁ ILIEEH D L IER &2 B T, iR & L CHE T
DT EEARRICLTWD, HEEERROMBIEZHAHIZA ST D, MedDRA LLT
2~F%ﬁm#6

1A 5, 7277 LH3rlalc AT 2854813404648,

7 — 5 A 8N

0oID 2.16.840.1.113883.6.163

AL s

AL —
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H4 ZEEBFDODER

(A 1)

FIMOFED = ZOF—FEBEIZITEEFIC L AEFOFTMICBET 2 EREA L, HEHICK
LW A Bl oMl 2 Rk BT 220y 2 L b TE D, Fio,
C.110r&fH L CHEHEDICSRZ BEFH T 2581k, £0HHE2 2 b50EROF
IZ AT %,

1A Ey=s

>z Y 20000AN

OID L

A H H e

EERL—V

H5r BEZCRHIA-EABERVREEOCER (LEICHLRYET)

ARIETIL, EFIORRRRE, 1REFE, BIRICBET 2 ®,. KOZOMOBEEEROIE), JE

BRI 2 EHOF Rz, H1, H2, H4HTHEH SN 55E

TR RDEFETTY,

—ER O EPHIE TIE ML IR U T, WD SHETEREE EZEEOEREZGBET IO,
H.5.r.la X O H.5..1b 2 — I+ %,

H5.r1a JEFIBIER UVHEEORERICEEY 50t HHR

FIADOF & H.5.IHZ 2R
G E5=3

T—5 M 100000AN
OID 7L

FFAE SRR
ZEEL—IL

H5.r.1b EFMERUVREEOERDEEHERE

FRADOFF & [FBSE = — N . 5754 22— F—Part 2: alpha-32— R& AT, HS5rlaTHEAL
CEREANNT D,

WA H.5.r.1lalZ AJJ ¥ 258 130,

T — 4 3A

OID 2.16.840.1.113883.6.100

FIAE ISO 639-2/RA. alpha-3

EEL—
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(A 1)

3.5 HRHFEH

MR AT 2 7-0121%. ICSROEEFITERZICSRIZEAT LR T HIZR SR WA N H
5o TATERHIICSR A v B —V HIRIZH DAL Z E N TE D0, BB OURLO A RT Z & 1TER
D HAR, AL EEHT, ICSRA v —HNO N P AT —F DL LTS5,

351 FIRADF3E

SCERDAAMZ 5 — IR G IR D DI S - R R IC B 5 &k (]« FIMiRY . ECGReeRit, Mo
XHEHE, BH%) 2R EENPAFLTODLEA, C1.6.1% [true] &L, C.l1.6.1r.1l2Z D&
WCOWTRIRT DIV ERD D, SHICEOEROEFMAECILOII2ICRMNT 228 TE D,

BIUASCHERZIATERIE LTEET RS, CALUIAY 7 — =R TES AL, &
B (] RS0 OB FRAZICSROCAL2 (C.1.6.1.0r2THEARW) ICHRMNT 5, (K5 —XI1E
B DO LVMEREIZ DWW TIE3.4TEH A 2 BR)

B4 5%k E LT, REEPRAELTOVLEE (Cle.lrl) | S (Carl) | KU
EROE UL, 1 ODICSRAIZHED IR LELH - M T2 2 L3 TE 5,

IMTERLE U CTHIRMICHR SN D 7 7 A MVERITEEEESE (. PDF, jpeg. tiff, DICOM)
BDHD, WENRARERR T 7 A NVEXKL T 7 A A RTHI Z S ICIR kD b s,

WEDOH S CIMT2BRNATTERNZ L L5572, IRMEROREIIICSROE A
LTCTh I, &R EHNOEETDIHE. E2B (R3) T—XHBIZAN SN EFHEHR
WCEENZTE, ICSRIZ (MEE] (CL1L1DOFF & E2HM) & L zikd 5, E2B (R3)
OFT —HEEANER S NIZGAX, IHEREZBINEE & LUk 5,

3.5.2 Bfitpotdk

ICHICSRIZ R4 2] BEHILT A v —DICHDIAAL TIRET HLENH Y | EE~D
A=Y I DOIRELIT D Z EITRD BN,

AT ENIE I3 SO R AL, FREICHOWCEY 72 E%C.1.6.1.r2 X XCA 20T NI
[k T R

i) AT ATHEAT (Media Type) : W7 E/LT —XTER L, ZOT — X Z R ITE G
{672 HiEE#T 5, AJEMEiX. RFC 2046 (http:/www.ietf.org/rfc/rfc2046.txt) THEHEL,
SNT=T — M%7 (f5l, application/PDF, image/jpeg. application/DICOM) , AT 4 7
X A4 7 OYME I Itext/plain TH 5,

ii)y F7= (Representation) : % 7 IALT —F DX A ThRT, THFAMTF—H|ZI1T [TXT]
Z, Base 64 Ta— FSN7o A F Y -7 —xI2i% [Bed) &M+ 5,

iii) EME (Compression) T A PEMSNTNDENE I, KOREDEMT LT Y XA
BN ENE2ERT B, DF) 137 7L— b7 A3 XANEH SN &2 E%RT
%) .

ICHICSR #4074 R 201344 A 12 H

-143-


http://www.ietf.org/rfc/rfc2046.txt

(A 1)

3,53 XMLA 2YRAADHE

P& LTICHICSR A v & — V2O E R (PDEY 7 A L & JEfi LTZIPEGY 7 A V) D3 isAT
ENHHE. ZNLOBMERZXMLA v A X v A a— R 5,
<reference typeCode="REFR">
<document classCode="DOC" moodCode="EVN">
< code code="documentsHeldBySender” codeSystem="2.16.840.1.113883.3.989.2.1.1.27” />
<title>C.1.6.1.r. 1</title>
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mde9j44zmMir6edjzMMIjdMDSsWdIJdksIIR3373jeu834zmMir6edjzMMIjdMDSsWdlJdksIJR
3373jeu83==

</text>
</document>
</reference>
<reference typeCode="REFR">
<document classCode="DOC" moodCode="EVN">
< code code="documentsHeldBySender” codeSystem="2.16.840.1.113883.3.989.2.1.1.27” />
<title>C.1.6.1.r. 1</title>

<text mediaType="image/jpeg' representation="B64' compression="DF">
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3373jeu83==

</text>
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(A 1)

4.0 ICSREERIEE I VYHI a3y

ERINE N7 %7 v a id, K ICHICSR 2% T A BIBEMENERT D (BEMHFER

AR SN TWRWOLRHADOEAE, AT LIZ1EHR iﬁ%ﬁ;}araﬁémm\) ERBIGE A v —UIT

IZ. ICHICSR ~v &, A v¥—VDOWRINE, 7TD A v — Ik D0F (F  #E TR
DI SR /B 7 —) (BT D i s & £ 5,

ICH ICSR BESBISEMNM Ny F A v =T D VAR AL LTHESELSNTEY . Ny T,
Ny FNOERIA vv— () OmGOERE S AL TNDZ EICREE LRITUIR B0,

41 HL7THEBEEAvE—>

HL7 A v E—UNTIE, Ny FEE T oo —% T Z OBEREMEIZRHLL TV 5,
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18 11 - B /BZl

(A 1)

ICH X, BAt R OBIERB A BUET 272912, HLT R MERME 77— 2 AT 52 LU

77, B ORTIET. FETTRTOELICBWTHEE LOEARES A3,

H AT O RFLIRITIR I

FLTWBEZATHD, HLTIEEYRERIE T — XL, ala=r—rar - 7a bharery
AN T F—<v MZBWTARTARLT W THM LR 2 E£FLT 2L LTI

HREIHh TS

CZORLIEITIL, 1RO B R ORZRERLIEL K LG E, EF 7 7 A VEREA Y=Y
DR THEAT DRSNS OO EERFRENH D, HEVED RS m WAL S i AR BEAL E
THEHINTWDLD, ZLF VT 40— WORZICEAL T, U0 ETROLKICH

MTHD,

181 (A) - B8/l
H A/ B4 oo E B AE R 5075 (1X CCYYMMDDhhmmss T

i) CCYY L@ D7 LY FED AL J O

i)y MMiXol (1 H) »512 (12H) £THH

iiiy DDIL01225 31 ETHOHTH D,

iv) hh [ZFAT 0 RELARRIZ R L 72 5272 e 0 %% (00-24)

v)  mm [3Z ORI OBHAA LIREIZ#E L 7257842725 D3 (00-59)
vi) ss 1EE D5 OBIELIKDSER R O%L (00-59) &5,

B 21X, 199542 H 4 HiX 19950204 L £t I b,

BILKIERN A DA THIUE, CCYYMM ZfH L TH Luy,
B : 199502

R L IRDIERPEOHLTHIUL, CCYY ZEEHLTH L
Bl ;1995

ERT O 1 BV S| (hhmmss) 1% 235959 & Eil & 5.,

B EITH RO OW T 285 2 LT, BIRIZEKL L TH L,

B . 2359, FoIXHEIZ 23

108EE Ry b () ORICIRBOBNLZINAD Z &b ARETH B,

B . 235959.9942 |L4FRT 0BED 5.8 2 URRITH 5,
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(BT 1)
FBHIZFRTOREE EHIC HEFE V] . DD 7295, 00:00 KT8 24:00 &9 258 D DFKEEIE
NEZLIND, ZHu, 377206, LT 280 ORENELFLRNAEZRT I EEEWRT S,

199502042400=199502050000. & FRT 0 BFDFRFTL L LTEHE LW ik 100005 T, [2400]
TIXRv,

HAT & BRI 2 [ CATICERR T 256 BT RAORICH N Z2RLT D,

B . 19951231235959 1. 19954F 12 A 31 ADOFRI 0K 1 MEITH 5,

f18& Il (B) BME®

ESCEAINE TCCYYMMDDHHMMSS.UUUU[+-Z2Zzz]) C. £ Y BEBRICEKFLT D720 H NG
Hiz AL TH X,

HZX v FroZ)=yvrmiad s [EHECFR 287, BEReE (UTC) 1.
72 L VAT Y = DHEHERE (GMT, 7'V =UBIE) L LChabng) &I
I3, GMT I S Lanz &y

fifi F & 7= B R 5 23 & SR (Universal Time, Coordinated : UTC) UTC @ ZZ B[] zz 43

A CHDH I EERTIOIE, UTFHLZzz F7-13+ZL ZWRENTEM L TH L, R X

DIEOGEIFRRIFIZ UTC K VBB, . ROV IC-ZZ2z 721322z DRPEMHHT 5,

B 2 A TRE T 2 %6813, RRO AMHCETLREAPEZ S 2N E DIT570ic, =
DiEz T 5,

] : 200509211242-08 1%, 200549 H 21 H D4 12:42 (UTC © 8 BRI O EH) Th
éo

fT#% 11 (C) 1SO 8601 ZEHL XML i

20005-4 H 7H
<effectiveTime value="20000407"/>

20054 9 A 21 HA-# 12:42 (UTC X v 8 HFREI RO HY)
<effectiveTime value="200509211242-08"/>

2000 FEDUVNDH

<effectiveTime value="2000"/>

19944 11 H 5 B, K[EFHEEERFTRT 8:15:30 :
19941105081530-0500 (i [offset] HLIFRT)

19941105131530Z (UTC XX 70 = E#)rE) )

HAT R OS2 LRI 701203 : 20094E 6 A 1 B, K FIFEEHERFT 3:31:15:05:5
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(A 1)

o I UMET: 20090601231105.5Z X% 200906011531105.5-0800
o BMET: 20090601231105Z

e SET:  200906012331Z

o HERIET : 2009060123Z

e HET: 20090601

e AHET: 200906

o FFET: 2009
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(A 1)

ek 111 - BERUVAE—K
T8 III (A) B&ER

& B

A Alpha, 7V 7 7

ADR Adverse Drug Reaction, % 3% i Bl F

AE Adverse Event, A =55

AN Alphanumeric, 5345

APEC Asia-Pacific Economic Cooperation, 7 3 7 A -LERR G W 1 ik

CDISC Clinical Data Interchange Standards Consortium, FiK 7 — Z ZZHUERED L ) — T

CE Coded with Equivalents, [F%4) C =2 — R{k

CEN Comité Européen de Normalisation, FXINIEHELZ B2 (ISORX A —FHUA T & 2280 [E DR
HEALEIARD & Rk 2 )

CIOMS Council for International Organizations of Medical Science, [E|FS =R #H4 B g =

CMET Common Message Element Type, 35if8 £ » & — U EFHEM

Cs Coded Simple Value, == — F{b S 7z BAlE

DSTU Draft Standard for Trial Use, s5fdi F oD 72 b 0B @ 1 U

DTD Document Type Definition, 304 E %

ECG Electrocardiogram, /[>#

ED Encapsulated Data, 7 72 /WALT — & *

EDI Electronic Data Interchange, ¥ 17 — & A #f

EDIFACT Electronic Data Interchange for Administration, Commerce and Transport, 1T, PH3E, HkD 7=
DDOBEFT —F 5T

EEA European Economic Area, RN & 7 Hilgk

EMA European Medicines Agency, BRJH [ 3 5 T

EFPIA European Federation of Pharmaceutical Industries and Associations, BRN SRR (A58 525

EFTA European Free Trade Association, BN B & 5 # &

ESTRI Electronic Standards for the Transmission of Regulatory Information, [ 38 5 AL ) D552 B
9% - HUEE HERL

EU European Union, BN HA

FDA United States Food and Drug Administration, >A¢[E £ /i [ 38 5 J&)

GCC Gulf Cooperation Countries, 5 7 7 7 5 [E /1B F 2

GCG Global Cooperation Group, [EE i 1 EE =

HL7 Health Level 7

HMD Hierarchical Message Description, g% £ » & — JFak
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(A 1)

7 B

ICH International Conference of Harmonisation, H KEU & 3 5 3 il FAF0 [E B &7

ICSR Individual Case Safety Report, {If51E 5122 2 15

IDMP Identifier for Medicinal Products, 38l F—2EHHEAE ST G21LUHESROZ &)

IFPMA International Federation of Pharmaceutical Manufacturers Associations, [E|BS 53K (A &2

ISO International Organisation for Standardisation, [E| S VE{LFEA%

1SO 27953 ISOf i % B2 TC 2155HL7 e 'CEN & & [R] TRRAEFEMA 22 B L TR L 2R CE O S

JIC Joint Initiative Council, [/l A4 =7 ¥ 7RSS

JPMA Japan Pharmaceutical Manufacturers Association, H ASHUZE T35

LLT Lower Level Term, FJE#E

MAH Market Authorisation Holders, 838 i 78 7&K R B iS5

MedDRA Medical Dictionary for Regulatory Activities, [E = 3 H 75

MHLW Japan Ministry of Health, Labour and Welfare, J& 4= 57 %4

MPID Medicinal Product Identifier, [ 3 /5t B4 5 ik 1) 1

MSSO Maintenance and Support Services Organization, HER7 2 LA

N Numeric, (¢

OID Object Identifier, 7' = 7 FakpI+

PANDRH Pan American Network on Drug Regulatory Harmonization, L7 A U 4 [EZE S HIFRFIR >k
J—7

PhPID Pharmaceutical Product Identifier, S705851 1

PhRMA Pharmaceutical Research and Manufacturers of America, K [EWFFEHEE T 34

PMDA Japan Pharmaceuticals and Medical Devices Agency, [ 3K 5 = R ae e O A

RHI Regional Harmonisation initiatives, JFICHHUIM 33\ C = 3K S 3 I ARG B0 2 5205 L T2 Hi
I

RIM Reference Information Model, & [fF4RkE5 /v

RMIM Refined Message Information Model, #EffiI{L A » & — VIFEWRET )V

RQ Ratio Quantity, tt &

SADC South African Development Community, FE# 7 7 U 1 BRFE LRI IR

SDO Standards Development Organisation, 15 L% BH FE [ 1A

SGML Standard Generalised Markup Language, IR ¥ENH~—2 7 » 7'E58, 77 v b7 4+ — AITBMR
PR JTUE TS L ST IE A Flab 3~ 5 ISORE HER S

ST Character String, SC=F41)*

TS Point in Time, FFAL*

UCUM UCUM (Unified Code for Units of Measure) , af | EHfz 22—

UTC Coordinated Universal Time, & it 5 IRF

W3C World Wide Web Consortium

WHO World Health Organisation, TH 7 { a4 B

XML

eXtensible Markup Language, L5~ —7 7 v /' 53k

*Z 5 OFAF N VEFIT HL7 (2BE 35,
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(A 1)

ftg& m (B) AE—KE

AETIE, BRICERFEAOMGE, EEHEETOMFEEZM &G, . A vE—YATEREND
—HEDOFEERET D,

S BIT, kR 2R E N R ONEBSHEE TR PR EERRIC I T 2 BARBLE 2B~ 25 DIZHW b
2% < OHFEBFEL TWD, AXLEDOH I, uT®% EMOVERIT. v MHEELOAE
FLRE IR DEA ML EENEZ SO L T2OICE S D,

B EE
FEER HLHEERMLERE SNZBE S EITERRBROEREICELZHE59D

HELLARWVWEREOTE LT, KT LLYFEERLORS L ORLE
BERH LR b DODOHRERTHDOTIERY, 2EVEEELRLIT, E
WL (BB NEEESNEBICRZ S, A FFE LR, D
FER L2V BBAREEORE 2 &) | Bk, ELI6EK
DT EThY, BHUERES (B L oRRBEFROAEIMbDAN

(R et T — 2 EHOICHY A KT A > {GBRFIcE b b2tk
RO PNZONTER) ,  [ICHE6(R1)]

WEBINEA v — TERIGE A v =%, MEOREERA v —V L BREMT 7 A LT
(ICSRACK) FENTLEMME DOZIE EWTRISE T D720 DOSAE Fiit X OMERINE D
FERICET ATERA G ENZEDIA v —YTh D, [EMA]
shEIEA (ADR) PR S F 7T E IS OFRE R X D AR OBRRBR TIX, FF

IR ARSI SN TR, RERICHEE L2 d 5 EHMIT5
TLAEENSRENO S 5 5 Sz EHEMEIER & Bied, [EHEHIZ
M DPOG &V D REANE, R L A EFRRE ORRBEMEA DR LD
BEHMICEZOND, FIAE, REABRAGETE NI &2 BW®RT
5,
MIREERMICBE LT AENOENTHY . ELBIRO T, 2
Wr. VIR E IR RE O UE A RIS AMEICBE R S o k58
THIBT DEISITHT DG (R LT — 2 FHOICH A K7
A v BRWEOEHE L Y% (Guideline for Clinical Safety Data
Management: Definitions and Standards for Expedited Reporting) % %

#] . [ICHE6(R1)]

JiE 5l HEZETI2EEMNRTHY, Bx OBBREEIIIWRERIE END
MEIDENEIRNE WS TEENEAE SN, [HLTRELZET L —
7]
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(A 1)

ik B

%38 = 3K ERK O F 2 THPNCE L TEBE N O R IEICARE Sz ER G, A
77 R, VU v 7 OB ST TITOND Z R, (AEER
i, E LW E N ERRE F IRy el g -z
i, AR NEEN T RRWIERS, AR B A+ 72 E 3,
AERBONEDOERL, WThrngEnsd, [WHO] 13

FEHA) (BEELEBROZ L)

BT — M (EDD)

EEEO NI YT arw21T) BRUT, B L SN BREZHT S
72O, [ICH M2]

EDIRX vt —

EDIX v E—V%, AEEEZH N CHEELEh, 20 B a—% Tiik
AL ARETR 7 —~ v P TR &, BN IARRICALE S h B hE
o, —HOB I AL MTHRENS, [EMA]

H KEUEE 3 b BT R AN [ R =

# (ICH)

FKEUBE SR HIFEfERE S (ICH) 13, ERMEGEORZ L)
FATORIEICOWTERT 2 BT, BKIN, B, KE OB & |
SO EROEMELEDL TV 2 N THDH, AT F—r—
1Z. WHO., EFTA, 7% (T ZIEENRE) TH 5,

R ANET

DT T T RERMBENLT T T REXNGOERN KT 2 HEOREEE
Y — E A OEEN F IR ENREE BTSN TWAE, [ENV
1613:1995] [ISO 21574-7]

Bl . BRE A FEOBEAN, ZERIMN, BRI, YV — v T — I — RS
R, EREME, ERES

ICSR

WERNRLRVGLERELIRERA T MTOWTHHT 272
DIZ, H LR THEE D DRI SN I T 2122 5+ EH, #
FITIE, 14 OB £ 72 3B RN B D IEBIC BT S EWR A G F
A5, [27953 Human Pharmaceutical Reporting ]

= Hdn T ORGR IS

b5 EOREEMIC L > TRO N, HDEESEOF LRI AEZ
TRA T DRk, WY R R R E S

] B = A

—EMWOHDHME LT — F AT ERET D BT, AW Er sl il
ECYRBMRAMICHER T2, AEFEREOT-OOEBEEEME
(MedDRA)

13 SR GBI 12 1 B SR o SR E 268 2 (IMPACT)
http://www.who.int/impact/FinalBrochure WHA2008a.pdf
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(A 1)

EH

bt hOEIRERREII T2 E AR > & LTRSS £
1Ly DR AE o,

SREZEA . G, REHAOTER 2 8845 2 LI & 0 S {RBEEE % [m]

., BE, RAET 5, FLEEFEEREEZ T, OWThrO BT,

b MIEHERIIBRESNDREEO S 2WE £ 7213 E OMAE D

#, [ISO11615]

EZ2ME T4, £ REEELRE, BIE. AHITL2H0T, &
WEIREEZII T T 27201 MEZITEICKRE SN D ATREED H
DM E T IIWE OM A EHE [ENV 13607]  [F84. 65/65/EEC, &

1Ef%]

HERE (= v7) 4
()

BEMETRES N TV RVWERLL T, BT FMELHA L T
BY, AL THEINSHE L H D, WHOREI Y X T EHE—&
4 (INN) TEEMEBNE ZITA 20 2500 %, FINNT RIS
BHTEAOLHT, XIEWETH D, EHRAIL, YoRx v 4
ELTHEIBND, KETIX, KEAdopted Name Council (USAN) 73
TaxV v AL BRI HTD,

EIMZENER (77—~
a4 T R)

HEFRGELIIMOERNICEE L-RMBEOR R, FMh, BE, T
B L =B E), [ (2) WHO ; 2002 ; ]

B

FEFEIIWMOAMHIAT L > TEES N, =—XERIFTELITISZ D720
(ZHRIE SN DR H WV ITEEOWIR,  [HLTEH L eMt]

ik R i 2 PR R AR
,57 —

b5 ENICH 2 BUNAGEIERR (E72135ta T AT L) T BRKORF
BRARNELRDOZEMEICEE LT R COMMEINE, BE. T
L. HHRICBT 28E 2179,

B 2 J5) o 7 iR B

BRI AS . PRAEEE IR CRUM S 2 B OB 240 4 375 Y )5
Bl R LBRC, £oXJmid, BARITHEIYE R & FHIn s,

ZEBWETT L (RIM)

Bl Z IFRMIMS 72 EOMOFT R TOFRET VR OA vE—TDIEIT 7
HHLITE®RET L,

FHUL A v B —IEHRET L
(RMIM)

—HD A v — VOB AR T RIS,

Wi

B UAE IR, B2 IXICSRICFEE SN HEEEZ RIICIMET 25K, W
EEPEEEOHRELH DI, A vE—VORBFEHELEIXKNT L &,
[ICH E2B(R2)]

BEMEA v E—Y

BEMERA vE—UE, —~EORAvE—C NI s v a Ly TEET 4
LZEHE S oM TR ENT— e T A MCEENT— 1
HDICSRIZIRE I N B MR EZ G TDEDIA v —YTH D, [EMA]
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(A 1)

FHRE EH
SR BEHAORA v =T 2B LT N SUTFER, HEH Lk EE TR —A

WORIREIENR D D, EEE ORB L WEF OBRFIZRER LN &,
[ICH E2B(R2)]

EEEBEG SN (BERICHDPD LRV BTELED b b hFE
LLARWERLOTEZLED9L, UTOLDOEE S,

SRIZED

SRR~ Y/

-1BREDIZ DD ABEE T2 I I A OIER A LFETH D

- KBEH) FE T LB R R RE R R D

%

- JEREE AR

(R ZEMET — 2 EHOICHA A K74 GBI G b b 22 ak
RO FNZHONTESM) .  [ICHE6(RI1)]

[

BRI Bt B R0 ¥ T (% e S EE RS A, .
Mgk, #fkOVFA,  [ICH E6(R1) & E2F]

H S

VESEL EDER G A &G Ui Tae e B Ic BB L, SRR R
RT—HNEAF— L THLNZ O TIERY, EELBIERICONT
W oA, BEYR., OO WT ISR DEE O,
[ICH E2C(R1)]

FRYERRS

FHE e HUE L, e aTREZR i IZ D AR b A, 1SOD X 5 72
JR S FBHN STV D AR TERAR (T, FERRAY L ~L Tl &9 5 F TR ARR,

=R —A

VAT DA D OESRITIGE T DO, OV AT AOFEETET D
i, [Objectory AB]
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