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9. % ICH ICSR A % — DFUFDTBIE ooooeoeooeeeerreoerreremseneereeseresseoreseeresseseo 154

{1 (B) —E2B (R2) RUE2B (Lis) FBMEOWER oo 158

T S (0 Y S A L 1

81 (D) —ICHICSR 2 v E— YR NICSRERIEERA v E—VOBBA VAF VR

BT (B) — BETERIDA SR E S ADEB oo 158

ICHICSR E#EEH A ¥ 20134548 12R
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(BE1)

A1 (F) —ICHE2B T = F U R Purrssirrrssmisrsssssssssmsssssssssssssstessssssess s s 159
FHERT (G) —BRHTHHEIR oo errssmsssrs st e s s sss s saess s ssesss e seseresns . 159
fHRT (H) — SGML BT XML ZE . oocerrieeeensinsressessonssssssassssiossesnsssssenessssssessssssanssionss 159
TEr R D=L g = SO OO 160
FHRIL (A) = BATBEZ oo ettt ssssassssssssssssassrssssesssessasssssnensasivenes YOO
FHFEIL (B) BRI e BSOS RO 161
fH& I (C) ISO 8601 HEHL XML 1 ......cocvvvvvennens ervrssnssnnnins S 161
R [ - BERUBE K i 163
FFERIIT (A) BBEE.....oovvieseeeeneeeeesessesssssssannisssssssssssbesssssssassaseses s ssssssssssses s ssss st st ebssesss 163
FHBIIT (B) FBRE I o oivrreeereeresessiessessss st sessssts s sases s s ssssaesn et sessasasssesasnsssasssnssasasass 165
ICH ICSR 34/ K : ' | 201344 5 12 B
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(A1)

ISO/HL7 £EE4% * [ISO/HLT 27953-2: 2011 Health informatics -- Individual case safety reports

(ICSRs) in pharmacovigilance — Part 2: Human pharmaceutical reporting requirements for ICSR/ %
B & TSR EOEEIT, BIrEOFAEBTHEAL T3S, ISO/HLT 27953-2:'2011 REH
# DEEREIL, ISO LR - w\/k BT L E S 2 FAPHFTET DT 35
B, MUrHRE - R - ERe gt

ICHICSR A I 20134 128
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(BE1)

K

AEIY, ICHE2B (R3) A vl— VBRI IS BHHEAIZ LMY (ICSR) OETFH
EHETE LT, ICHIZEA U EERR 2 2T T 50 0E#ths, ICHE2B (R3) EfixE
fE#32 (EWG) & ICHM2EWGIZ X » T O EHEY -y FRKFER ST, E2B (R3)
EWG PAFEENA FAOEBEERFBELED, M2EWG BHEITBNEEZEDE, Thod2
SO EWGIE, ICHE2B (R3) EWG & LT 20106 11 RicEER I,

ICSR & i3, BLaRICBMTRRBEICEA L ZEIWEAR (adverse reaction) /A EHS
(adverse event) AT HHROMETH S, BIFA/ AEFRIL 1 DU LOERRMDOH DK
S BT ARSI BEGRTAMEERH D, ICSRIT. BIER, AEESEHLRVRIGRR L
Vot OFERRBIZLREINBE B H D,

A ICH N4 Fidb MNACERGRCENZHMANCER/ZHTTVDA, HURIZ LT,
g F ., £ (herbal product) . LHESR, BMEITEFR#ROT2MERFEDHRLE, K

A vE—VEERBROEABEAEIRENEERH D, ICHITEICHMELZER. AfYEME
OS2 RHN BROERR T EMHERFROZRICER I NS,

Fio, AEEHN A ML BFHICSR A yE—V21ER. RE, EERUZETIEDDY 7
PO T Y- NOREEFXETLIILLENE LTS,

CREEN A FREERZSHEREROETRR L, EEMRESEERORE. SEIME
W o BT ARSI E RN A EAMBEORE b BRI LTV, %, BEREmEet
HEOREOBILERAT 2 7DD LD THRY,

AICHEEN A FOERRBENRNLEETHS, LizdioT, AXEOXNBEIL, ICSR{EEE -
Db AHREFHA v E—VOBMRRUHBICET 2 EATAERFREZEME L 2ThiER
BRWY AT ABRE, ITHEMAR, VATLEAZFRCVAT La—F—RY¥THD, FEE
HA FiL, BERERHZEY -V f . = Fa—YP—DTF —F ANBO 74— 2R A
H—T7x—R) ORBTEIZHERER, ROBVRAF AN — bORE, F—FTHROER
RUBHRA v—V0a— FbOidOEFHEREE 2R T 5, LA LARREENA R,
BEDF—FR—RF 7 )und—0Y 7 =T 7Fy b 7+—r%RETIbII T, #il
TEDLIFTHR, T LA, AREENA NI, AXFITTEEREICES AR XML
a— FEERT HEDOEHTMERBEIC QW TERRT2HDTH D,

lE#% EU EERRFIFMEIES8 (International Conference on Harmonisation of Technical
Requirements for Registration of Pharmaceuticals for Human Use, ICH) http://www.ich.org/

ICH ICSR 32544 | 013448 128
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(BUER 1)

AXEOLTOETIE, ICHXFZ2EDETFAIICSR # v -V OEBNERRCRLMEER
RE LTV e v OBERCETARANXERET D,

1.0 BEH#

ZDICHEEN A FOEB LD BMIL, HRERUCERECHPDLT, LY 3EED -
ICSR DEFHURHEIZ PN TTRTOF — Y HBDOERZ BT L2 L Thd, REEHA N
SRR R CEBEGEDOTEFD ICSR OF —FHRBICHO>WTEER L. BEHERARLGRUVEEESE
EOBHICHET D, AEEN A PO EO BT, BETER ICSR A vE— U
DDV AT ADEECH L IREERUVRES (BIELE, AHUARRVHEER AR
P—mEty) FEMTAIZETHS, ICSRDERIZ, 7Z v b74—b, 77V r—v a2k
Uy 27 AR EL ITIRE LW L 0 ERA 2EEHRICELT <2 Th 5,

1.1 #ERER

AEES A FIZBITBICSR, TD75—<y FPRUVAZIE, RAEAHBEEDE{OEVRR
7— w—e:[z‘ia@mmszﬁm:w%énég: AT, BEL OF—FBETHERIL TN,
Bz, T-FHEARUVEO 7 s—v v ML, BIRPOERERERS, BERS, BEBBMXIT
EahRmomiettiz Y, FERSUIBER#LRVW bR D, BROEHOEMA#ME 2
R ADIE LTS, LiadoT, HEREOBSELTAELHERTIDITE. Fi
A=A NT —F ORBANERIIMGERVIT T, F5 LEERIIFERNE DRI X
Téh b, ICHE2B (R3) ICSR DIchDAFEIEN A FiX, F—F_—ZEEDOER., KX 58
HFERAOFYA v, REETHE/ HEEFOBA X ITEMTe %2t (technical security) ORIE
PR EIIL TV,

1.2 E¥HMA

EMRCERORBECERHNR BT ORLRREDESD ., REMME (A : ICSR) ©
RMERET BUERB DD,

o BETEDERES O HEEY B RS E~DEE

o EEIY B OEE ‘ k

o BUSRGYE L EEYE R 0GR

o BUEOREOMES ‘

o BEERBRMEEE (AHLH—) 24 LABRBRBNERDDHRERS~DEE

o HAFIYUFI b HREERL (World Health Organisation, WHO) | EEEERSt=2 Y 7k
> #— {(Collaborating Center for International Drug Monitoring) ~D{&3E

FMEROTEITIT, BEERALE7A—<y b Bl A zo—H— K, CIOMS I 74—A&,

. MedWatch 7 & —A) XIXBEFEE Fl: A5 - FrER, 7, avy bF A

7)Y BERAEND, HEREBOBFRSTHRIZZEOSNA Lo TEMEE2E 25 &, Elkank
AvE—VBEERABLEF— 4 _R—AMOBERGEEREL TRIZTAZE 7 r—<y FRH BN
EThHB, HFROBTFWEEORIITIE, AREHA Nt EhTna L 3 it@os—4
R H DERE L IEBHEEFEICONWT, —BERD D, M o—HBRfERBRIXTHS,

ICHICSR 82841 ¥ 2013448 121

-14-



(B 1)

EFREDEREM LD, 20 10FETICSR OZRIIROBEENLEFHREICK
ELBITLTETRY, EfEZEEFROEFHIESIIHANZERREZSMEER I
{7poTW3, ICHIZ 1997 FiZ ICSRICET 2 AB SN EFRIEERBEZAR L, ZORH
OERRLE., WETARYIEENTE R, ICHE2B (R2) it#uEkR, BHETFEMNICAASRT
BY. BAETRER—HO ICHREMNEBERIETEE LS. BEJAIIh TN,

ARRIEN A FICFRE EN TV DIRESER IS 0 FEHFZHA (Standards Development
Organisation, SDO) & DEAEBLTHESNI=2D, ZORARBI—EDOICH 7/t RERIC
Bl d, KEEVA FCRESID A v — VBERELURO ICH EFH A v — VRERE
3. EEEENEROEZIZE T 5 EFRFEERE (Electronic Standards for the Transmission of
Regulatory Information, ESTRI) @ ICHM2 EWG iZ X » THER &hi, BEMIZE LI, 7o
A o= BRI /L #% (International Organisation for Standardisation, ISO) , /&
R+ b~k o E72 (Health Level Seven, HL7) | BU/WEREEZ A% (European Committee for
Standardisation, CEN) , fAc7— & R IT = 2/ — 2 7.4 (Clinical Data Interchange Standards
Consortium, CDISC) | EEREFHFFEHZH4E (International Health Terminology Standards
Development Organisation, IHTSDO) & Ut G124 & 72 B #/alr = 2 7 F 7 5F#% % (Joint Initiative
Council, JIC) & ICH & DA Lo CHFE SN, [ISO/HL7 27953-2: 2011 Health informatics
-- Individual case safety reports (ICSRs) in pharmacovigilance - Part 2: Human pharmaceutical
reporting requirements for ICSR| &\ 5 %50 ICSRRHEREIL, ISOD TV = 7"'9'4 b
(http://www.iso.org/iso/store.stm) ~ %> f‘o)\%'@"‘é’ %,

2.0 §%

2.1 —BRTERRV ICHOER

2.1.1 ICH & ®DS—FF—

ICH iZ. HHIMBRBRVEERELERRZNOOBRZE AN TE2ROBAHIRALZRES =~
TP RARCLAHROBL LTHBEN, ICHERLAZANTWIDIXBAR, EMES

(European Union, EU) R USKEROCERELBFIZEAT > —HOERNERFTEORDTH S,
Zh b 3 Hugo ICH I HAZESZ (Ewopean Commission) , SN ELEMRf#ES S

(European Federation of Pharmacentical Industries’ Associations, EFPIA) , A.EXDEL g

(MHLW) ./ EZ&ERFEERGHE (PMDA), . AAEELEGS (PMA) . KERSGE
F545/7 (Pood and Drug Administration, FDA) R O\ KEH AL RFE T # S (Phamaceutical
Research and Manufacturers of America, PARMA) @ 6 & T 3., FEREFGELS S

(International Federation of Pharmaceutical Manufacturers Associations, IFPMA) 23 ICH B /31
RoTW5B, HREMRE#E (World Health Organisation, WHO) | %/ ####2% (Health Canada)
OB 5 i &840 (Buropean Free Trade Area) 1347 — 3—L LT ICHIZBML T3,
ICH DEEIL, ICH 6 FFER A7 F—"—DRETHERINIEEZESCLVITbh D,

2GS1 BEERRIEEFHET, ERBEERCEZ F—RTH 7 I/ F=— Vv RUBTF< K
Fx— QR L MBI EERT LD, ﬂﬁﬁ‘]tﬁt@@&U/ Va—va rORFEUE
CERERALTNA,

ICH ICSR 224 4 ‘ 201345 4H 128
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(BER1)

ICH iZ LR DIED, ICH 6 Hff, 3 47 F—N—RUERERORERLR L RICERSRHIHET D
fth > Lt FF1 = 27 F 7 (Regional Harmonisation Initiative, RHI) |, T72b % 77X FHFE
# s 7= (Asia-Pacific Economic Cooperation, APEC) . JF 7 2 F#FH#EA (Association of
Southeast Asian Nations, ASEAN) | BF7 7 75 EE/7#ES (Gulf Cooperation Council,

GCC) . AT A Y X EEZBEWFAF > F Z—2 (Pan American Network on Drug Regulatory
Harmonization, PANDRH) K UREFES7 7 U 4 Fi# (A (South African Development Community,
SADC) DRENS 2D FEEEIZERZ (Global Cooperation Group, GCG) #FEL TW3

AFIEH A FIZICH=/E (B4, EURUKE) J&U‘ICHﬂ‘f'B*;“/‘"“RFi GCG DHREEZBL
TICH Y EE LT afikic BT 2EERELMREERERE CERA IS,

ICH, ICH @ EWG & UMEMEHE 2 b N RIEX BRI, ICH 7 =7 %1 FhbAETE 3,
FATHE R O T A R UEEIZRHL L?‘_%@ﬂﬁﬂ)ﬁﬁ‘iﬁ‘)fﬂﬂﬂi}i ICH M2 EWG CAFET
51, ICHY =7 %4 b B 5,

2.1.2 ICH ICSRH A F5 4 Vo OERHER

BWOICHEZB ¥4 FFA v Thd [ BEEALEHERE (ICSR) FlaET OO —5E
A (Data Elements for Transmission of Individual Case Safety Reports) [ 7% 19974 7 A 17 BT
FBEIL, 20004E 11 RIZEET S ek, BMARBE LOEEZ#E T 2001 45 2 A 12 ICH Step 4
E2B (M) HA KT e LTHEEINL, ICHXEEB,A =V TF7O—RELT, I0D

Step 4 E2B (M) #A FZA 4% 20054E 5 BiC E2B (R2) HA KT A victhh Xhin, OB,
EHHAT~DOERIT o7z, ICHM2 EWG i1 2001 £, FBREOED Lizhdb b,
ICSR OFET — A EHEZHEL., ERTHIZLICL - TF—#HB DIEELERK LD TH
FIEFIZEMH#HE (ICSR) EEFINEETSEDD R vt — 2 # (Electronic Transmission
of Individual Case Safety Reports Message Specification) | H A NF 4 & {Efk LTz,

21.3 ICHIZHTAHETIOER

F—FEREL, BRAREOIFRRBIZIZROSNAHHFEEEZELD L, AEF—F~—
R LB HEBNRNERCAERTEER 7 +—v v b TE2ERE2HBMCEETIH
EMNEICHD, TOMH, 2128 (BIR) T~ X 512 E2B XEPEMHICHITIND X
5oz, B2B (R3) AvE—T Lk, WELLICOEVERIN, B LEITTER
ICSR TH B, '

ICH ICSR 3#3&H A ¥ . 20134 4H 12R
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(BlER1)

ICSR DEFHIGHEORNITIE, BUENRLRTFT —FEE EEFHA vE— Y OBXERS R
RTHD, Lo THR, BEMBRMLOBNEDOR TELRLENLZETFHA v E—V%
BATZZ LRIV EETHD, 20064, ICHIZE2B @ 3 R OWFTD DI, SDO BB
TAHEREFAVDOEBLZEDD EWVWIPREET Lz, REENA K2, Z0H LW 2ER
THEINEZEB (R3) AviE—V3EETDIA v VEERBICOWTREBLTNS,

ICH mTEB O E & HICRY . EEMICHRT SN REMRRETH A v - VIREREO
BARENTREEL 25 L 5. ICHOEFHERBETHS ICHEEEZESIE. SDO A L CHRIEES:
75 EWVWHPREET Lz, ISO, HL7. CEN, CDISC R IHTSDO ¢ ThFhDREWELE
(TC) RURERBEELZEDZHEYER. L VEVEROERREICESTET, R
REFOREFPEERREZER T2 2L EXETI0. BhH. BRL. BRTEFHT
HDELLITBEL TN,

FrTLEOSDOE., EEFAOBERRE R k- TER{LEZOR—F, EERUEE
AEEMIEE L WoRIEICHA L, BRI A A= TFTF o B LI, ZTOXFAEA =T
FT1E. A AA—TH 5 SDO DRENCEBRENDLF S = FF78FES (JIC) ko T .
WEEND, cOT7 70 —FILLoTENEFNORES &2 1 2OFFOEERBIMER S,
- B0 SDO 2 HEHEHRIZOWTHEDRREXFHEZRY 21T 5, ICHIZE - T, EFAERER
HBRBOBRREEA L. BERRUEEERN2 AR T 23 HRE 2 R 5 7201 SDO L #
B Lk, BIEBEERL., #RFT 5 ETEODTREN,

2.2 ¥EA=OFFITTO ICSRMERROMRE

ICSR EZH#EFIRICET 3 ICHOA U PHAOFBFELEHERERIISOTnY =7 MNEBITHD
IS0 27953 L LTERIN, TOH2008FE2AICHRAA = T7TF 7 edey b ELTERE
hic, Bl ko =— AR UBRELEEEO— A2 XET2 L5 st s Ml — 0
BFHTHRIZE > T, BEOREMZMLEESEHZ LICHANRBELEBE > TWERED, =
@ ICSR B HEHIRIL SDO DFFMEH & R iz, .

180 27953 1, ISO$IRIEFHTE BRI N545 (EFELZTLMEH - ICSR OFER VT —FEH) |

HL7 ICSR Release 1 M H&IZEHE K 1F HL7 ICSR Release 2 T 2 HBHEH D= o D E EfEZHE
(Draft Standard for Trial Use, DSTU) WWE IS RNBERUVA v e—VEEsHE L bOThoT.

ICSRIZHEEHIKITISO e v pFu kR, Tihibh FLEE (Draft International Standard) . &

AFPEHEF4S (Final Draft International Standard) B UNEEE## (International Standard) @ U T
A% S iz, AEEREIL2011F 11 A, EEREL LTISOK L hRE NI,

2.3 Avb—URERBOER

HL7 version3 (V3) # yE--UEBAKIT, HL7 EERKEREDHOHMBA TRN ShAER
HHROBETTAER Y, IS0 1k HL7 2HAEICEERKEZRET 2B EREHRE LB TV 3,
BAIOBEW R LRI ISO/HL7 21731:2006 Health informatics -~ HL7 version 3 --
Reference Information Model - Release T o723, HLT V3 IXREE®T 7 / 0 o— DR
==X T DI SN, HLT 2EEFHE71 (Refere_nce Information Model, R.IM)I

3HL7 U =79 A | htp/fwwwhl7.org R BAFTE 5,

ICH ICSR = H A ¥ . 2013 4H 12AH
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(Bl 1)

U BHLIVIOLEETHY ., HOLWAHLI AvE—CORIEL RAEREFATHS, RIMITE

EOTRICBWTHERT—FHNALZEEL, 1202 ve—-U2BRT2EH0EBICE-
TELONAFERBIICEFEET 2 ERNEENESOHALRRBERET 5, HL7 V3 ILV AT A
FOHMEEREZ R EHEORREEZZET S, HL7T BFAMCER L IR FERBIERYV AT
AHEERME & FHARBOEDOa e R ICES S EERE ORI IR A ‘é:hﬁtb\é

HL7 V3 A v =i XML 2 — RIEEICE-S<, HL7 V3 2\ TS bizs Y tv\i/%"*;i
Andrew Hinchley ® [Understanding Version 3: A primer on the HL7 Version 3 Healthcare
Interoperability Standard — Normative Edition/ & BB Sh iy, 1SO/HL7 27953-2 FRYEHFE I,
HL7ICSRR3 (Health Level 7 ICSR Release 3) HEHEMMRIZE-3< . HL7ICSR R3 HEHERIRIX,

HL7 V3 2B LEBHERA vE—-VUTHD,

180 / HL7 27953-1:2011 Health informatics -- Individual case safety reports (ICSRs) in
pharmacovigilance -- Part 1: Framework for adverse event reporting/ & L THHHE Zh iz ICSRIZHER
HoRART, EXG, ERER. DPE, CHEARRUREGHESCET I A vE—VE%
PXETHLOTHD, ICHE2B (R3) A v&— VENERMEIL, ICHE2B (R3) F—#HED
ETHA v e—VEXETS (ICHY 7y b BERKEEZEINT 5 IS0/ HL7 27953-1 2 &l
HEND ISO/HLT 279532 FEEEBEEZ RIT LT3, ZOEEREE NICHY 7y b Th
5H0O0, ICHE2B (R3) TN A MR ST 25\ R £ 8 A7 U % O SZE 4
WCHEAT S LN TE D, ICH DREDN REEEN OEAFNCREEY 5 1SO/HL7 27953-2 fR4E
REOERIZOWTIL, FICHEEN A FTRY By, ISO/MHL7 27953-2 DFEflIE, IS0
7= 7% A  (http://www.iso.org/iso/home/store.htm) NEAFTE D,

2.4 EFHYICSR & (FfH

2.4.1 RELLETH ICR ZTRITLEELED

ERERZLMERE (ICSR) 13EE LTREOREETY., OWTIXARFELELZH ET272D
IARBmEND, EhiT, MEROSA 7V A 7P, BERBRPOLL LT BRAREELE
bk et OBEE O DI EREH T ICSR 25X T A NERDH B, EFNRREIN
BEERREL, EORINBREVETOEDIIESMET —F2BEBICAFTEIILRTE S,
ThoOFAICEY, REIYE, MERRAEREE MAH) |, EFEFIF (healthcare
professmnal HCP) RUNHEEIIERERKOFHER L’Db\‘f‘f'ﬁ}fi'l‘*ﬂ ZESS LY KVl ETT
ZEMWTED,

ICHICSR EiEH A K ' 2013445 12 B
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(BlIEs1)

WMERL &, HEPHNYROFRERICL > TA v E— YRV (UF) NECEERER
Bz, Ay—nFA Yy MRECTHREFOR/ENET, WMOKRIMLICSR DR L~/
CTORAERFRECTARTAA DB, FRSNEEREIR, Thic ko CHEERST
farzy [BEMY) Y— A OBREEE CRTETThHE, LS NOEERRIIT—F 0
R L DESRMEEBRAMLL, B OEBEOEHS 2 R/MET 2BITICLRBES S, RiE
WERORIEE R ) LeMEEh b, TRCOMRERFIRT2H0 | Sofifishid
BESH2EEAKLRBL. L R-TEBLTVS,

2.4.2 BT ICR K% & BFHIRHOFIN

ICHE2B ¥ A RI 4 »2XBT 57, ICHM2EWG L2001 €2 A, [HEIEHNZEMFE

(ICSR) #EBFHUAZHET B DDA vt — P (ICHICSR DTD Version 2.1) B#/— 7
22.3] %3%% Uiz, HLT = Electronic Data Interchange for Administration, Commerce and
Transport (EDIFACT) 2L 3BT A v — VORI T 2 ETEER LB E S i,
ICH [ ZH™, M ROBER EORBEREIE - 2 L 2BBIZ, WA~—7 7 v 7EBERN

(Standard Generalised Markup Language, SGML)  (ISO 8879:1986) %2% LWRE<—2 7 v
TEREL LTHEIR LK. SGML i ICH miﬁa@szfz&}: SNBEEBELFEEY PbYHR—FL
el

L L SGML i &3 X FEEES (Document Type Definition, DTD) 77 —F i3 d Fi’?‘"‘%iﬁfi_
PVa—va TRy, LEBsTIZIRTRFO A v —VEHEREIE XML X F—
W3, FORE LT CHAT 5,

2.4.2.1 w47y 7B

1988 SFICFDTHEERE NI SGML T, L ELERAICO - THRERATREICLTEL &
) SEOHAFEEMOBFHIERRYPTEICTI DI, ETHXEOHELNEERL
WtB LS FHA L EanTL ISOESERRK (IS0 8879) THD, ZhkElc, SGML DFHALE
BEIFLAEE LML, SGML LV /./7”»7‘;#5%7—?7/7‘;5%6??0 (Extensible.
Markup Language, XML) #EB T,

SGML D4, HiE (ks TEREYDTHA70ITE 1 SO XHFREZH (Document Type

Definition, DTD) %@Pﬁ-ﬂ‘éz\gﬁ%é, DTD &%, SGML X3 XML ZEREUSHd 572

HOY—NLThbH, HEIZE ) L., DID X SGML X it XML THE MM A XFBICERINHHL
(BB, Btk =¥ 7 4 7‘{&0%‘3&) ERETDH. DID BER S, EhIZESHTIE

NEMINDE, XERZTODID LA ENE, ZRIEAVF—ariEThs, XEBZOD

DTD iz ZHANCHE-» TWiE, TOXEEIAR & Sh b, DTD OHACHE 22 SGML,/
XML XETES L Snd,

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

ICHICSR &1 ¥ 201344 128
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(Bl 1)

mbﬁﬁ¢®igﬁﬁﬁéﬂéﬁm&7%—7/F%ﬁﬁ?é XML X SGML L9 b7 v
VINT, BEX] OF—FLnwWiare7 a5, AR XML OEFRMBAZREO X
k) OEREFRERERITH, Eﬁ@@ﬂ@t/b%E*éhéﬁﬁ@}xkhomeUm
FZEELEV, XML EAF—< 2 EENZ S L REATEEES 2SI, XML AZ—<{tXoT
S HITEMERFOBER TE BT TRL, %%ﬁ@r~ﬁh~§®7v#vt)74 B
7‘&@"6 ENTED,

—ﬁmnnnti%%%#zb%%ﬂ%ﬁwﬁwfwéoXMLz#~vm%~ﬁ$%@ﬁﬁm
BLEWTWSS, DID I IO 1 01k, ThbLPIELAF—< LN ZO0RED G
DEFKIZET L THB, IMLEXIE (—E] Thaksd, EHANEICHETIICT 72273
HO T3 2HEL LAY, &bIT XML 2% —<iiE, SERURSTTHATEET,

IREERAETORATH DS,

XML 2L, F_TO XML »3—3—{ZF14 72 < Unicode RHFEET R L5 RALH B, KD
LOERKRE, 1T A ED SGML /3—3—}X Unicode D ¥R — b 24 L7227, Unicode 12305
T¢ic TEAE] ©oa—F (#&F) 2HEETD, Lizho THRNRE TIXFERESINDE K,
HWEHRR (FA X, B, 743 XRARZAN) BT 7 70F -0 —FFuk vy
o7 7Y r—a TfEEND, ZOX SRR LTERHEIOERS XML OFERICHZAE
nT A8,

2.4.2.2 EFRRBORR

XML R4 7o TEERFINTORWI 55, ICHIE XML AERTAR®ICEINEL
TWnBELT, ICSRICXML AF—<2HATIZ LI Lz, XMLIZTA_TOFZF v h74—
LATHEROBFRIREELEFICAMATES, XMLEES &, flOFETRELAZILOTE
RNEREP LT IEAEL, —o0ar P a—F AT AR TETET D LASAETRRIZ 25, XML
ArarAEEE (A vyE—Y) BoBz o [o—72R8T50TH5, EEEERKI
Lo THBEENTWHADT, FIRTRE T o b KT D5

5 Tittel, Ed, Pitts, Natanya, and Boumphrey, Frank, XML for Dummies. New York: Wiley Pﬁblishing,
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

& Unicode. Wikipedia<hitp://en. wikipedia.org/wiki/Unicode>, 18SEP2008.

% The XML FAQ, Version 4.56 (8 August 2007), Edited by Peter Flynn, Frequently-Asked Questions
about the Extensible Markup Language, http://xml.silmaril.ie/
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(AU 1)

ICHICSR 1. K E OBREEETE RVEWER  AESRONENEBREEERIT S
L CHREESEOETHLBERVENZEELTWS, SFHRECIRKROL > RRERDS,

o ICSRF—# BT E UULET AN E2ED 5,

. HEELEL T ARE~OEREEEERICT 5,

o ADTL BA vE—VOEBIREER MBS TRICT 5,

. WBHAORAMT—FIERES T, '

o F—y (B) BRESCUERERERMUCNAS T LATE B,

3.0 DAMRESR

E2B (R3} BRENTWB LI REBERFEEZ YR - T5V7 MUy =THRERRETS
L, BERUFREIWCOVWTOERTEL MHBEL, EFHA v E—-VRERICRREL
DXV EBAKRETHD, EFHA v E—VRF—FEBOERRER (XML A
F—=) LT TIRAEL, PRARFRSBROLDIERINE T - EEROBEREH
BFLriaghudtbhy, T—FEER, BED A b, $iE2— FEUICHICSR A F—<#iliy
DR FNICSROEFHEREZRET IV 7 Py 7THROBRBE I oA THD, ICH
ICSR A vE—i%, E2B (R3) XEOENT? B2 ERICHERE. ZILLAHER /FEE2R
OF—Fy MERRETREICT D, AEEN /A FI3IETI, EMR E2B (R3) F—FHE &7
AR TAREAE 2 ICHICSR A v — P ORBICHADOEREREFIZET S, ICHICSR A v
DR BER AR~ IR (A) KEfiEhTWw3,

3.1 ICH ICSR BS:ER

E2B (R3) ICHEENICHICSR A v E—VoEEAREH & XML L7 & OB E 1 IZR
T, HOPOENFROR Y 7 AT E2B (R3) F—FHEBHECBRTIERY, BEY R H
(B4 ) BTN TWRFOTuy 70T —FYEBERLTWS, FIXERORYZ X Cl,
FEOIEEMREDHEINIER R3) F—FEAO C1EAEEL B2B (R3) F—FEHEJ R hZ
BFLNTWACITuy 2 DERZHET,

E2B (R3) fHENE, 8. BERURVELTERZSESE 2RSS @7 ey ) 25
BLTF S HEMEORFEEERT S, REMOI ) LABRRBEEEASY . ROLSK
}J—'{énéo ' o
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(AR 1)

o 1.1 (BETLE)
e 0..1 (EFTER)
o 1..n {1 #EXRETHE)
¢ 0.n {1 XHEXETEE)

JAEDORIE I NEELRELLFLELDT, EFa2—F—NICSROIFIEREHSOHEAE
PIRAEMEL, 77U r— a2 VRABRENEZR (RI) HHRCEETEL T FA -3, B
RENT XML A v tE— Y OEREEET 0T 2,

X1 : ICHICSR #i 1

c.A
ERRZEREOWE

c.ar
- RIKEA

c3 .
 ENREERED
HEEMT BN

CAa.r
BLAR

C5
RO

Ay
i k]

1®E (1.0
(2]

[E ]

13% (0..n)
£

—e
—— 131
—0<

O 131 {0..1)

\ K /

3.2 EZB (R3) ma—Fy -, AERUVER

ICSR ADFEROFTR S L ikz— FMUEREN I ABCERARIIERGEET S, 5Lk
AFEXEa— ey bOFTH, BECHMOBMUIEa— R E—MIZ—RH T, ££<
OF 7V r—va ACHHENTWS, AL MedDRA (EEREEFZE OX5RESE
SBFEE LA TH D, ICHIERORRN 2a— N A Mt bH S, T2 Tid, &E
EHA FCERTEEI Liza—FEy b, BBERUFECSVWTRLS, 3S4ETHEEMNICE
K2 A & ARFRT, '

a— By hOSRRRGERE B 77 RB) 234HIFTHE, ThORIERREN A FOR
RRRTRFOLOTH D, AREHFLVERERUH LWRELO=—AT bR T, B
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(BIE 1)

BB TEEME R B BIEIC, Z— Ky DAY Fm g A (Bl 5T S Bl
Th—wy NROME) 2EHBORABELSETARETHY, o FEy FORGFOHE
BB I NI A b B LER D B,

C | E— ey MER (B BTSRRI 2 — v MO RABEREET 5
o HEIRED S, ©5 LEtAREY 4 FOAR L RAB~— A TEb S i
T | o570, 2- Fey FORFOLBLES ST A b 5 SEN
BB, . o . |

i

A7 FEERIF (Object Identifier, OID) 1&, A7 V=7 FERKETHLOOEIITHSD,
OB, FEESEEES (International Telecomminications Union) ASN. I EEHRE 2 FIA
LTERICHE SN REHEL R TAMEMERT, FFIRATRIDONL—HE OHF,
RiZ 7705 EMTRD YA ML LTRSS, #)21T MedDRA &\ 5 AIFESEIL OID
2.16.840.1.113883.6.163 THEIN, Zh& 77 FTET & [joint-iso-itu-
t.country.us.organization.hl7.external-code-system.MedDRA ! & 725,

OID |3fRI F 2 BT 27 L TREBENOAFTIZENTE, AFLEEABRLERLR
TSI LTFOEBENRESA T V27 MZFOOD 221122 M TE 5, ICH
I, ICSR A v —UFHIEBWTHERENS =2 — FERZ2EBIT2 0D #EA LT3,

AEDFE 1~Tioit, ICHICSR DF —FEH Dz — F{EIEREN3TTD OID D—E %R
4, ICHARFELZ ODD—EIXICH V=744 FRBARTES, £ 1~70 OIDITMET,
—OEE OERBZRERT A, HL7 B%4E L7=—5o OID % ICSR A v E— I CfF
B+2 (il EHREREOF—#HE Fr4 RO FLS Tk, MEE) & TRiE 254
Hie, TNENRRRSL 0D 2EHATS) . £ o0 HL7 B OID LA TORITFEE LT
WAL, EEOEAIELTTRTO OID 2181 (D) O2REIZTRT,

ICHICSR X 1 F ' 2013484 8 12 B
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(BlEE1)

3.21 ISR AvE—CCHBTIAERUVER

3.2.1.1 IS0BEEZESET (ldentification of Medicinal Product, IDMP)

ISO 1% ICH M5 EWG & R TEEGIET 3 FR0HzRbT o bk~ B0 EEREEH
FELF, ThORBRERE, FIREEVHEBVOERNZAZB O v 2RI T 558
BlFOHL T, BEREL-HUEOBIE R EOFEL LTS (F ASES) &0
vy B SRR T AEHEBN T LED,

AELEN A FOARRIC, EFEZHFY (Identification of Medicinal Product, IDMP) ¢ ICH M5 %
HHA FRAFEEEL2EZFETHD, [SOIDMP IEEBRIKIIA ICHMS ZEX A FOEBTH
D, LATEET,

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

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

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

e IS0 11615 Health Informatics -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 unigue identification and exchange of regulated pharmaceutical product
information

" ICHMS IDMP R 2 ER+55 —FIHHE &$I§3.4IEICE¥L<%#Q L L, ICHMS
IDMP BEEUIIRRF Bl . =—F) XITLOEEFRRWESIE, ICHMS EIET A MR B
BRI AT TCAEEN A FRZOEHRE 22— MET30DRENEkRICOVWTORREES
RT3,

ERUBMNTF (=—F) 1. MSIDMP**‘@FE ENFEIE I B F Ciiss sk

o ’ IDMPUDMS FHRRAEINFATREIERBZETRT— &ﬁﬁkﬁfﬁszv%@m'ﬁ‘
‘C%{#L‘C%J:b\

ICHICSR EH#EH A F 2013444 12 0

-24-



(A% 1)

#1:E2B (R3) ¥—#IAB KU IDMP OID

D.8.r.2b ERRBKBHNT (MPID) ISO11615 MPID
D.8.r.3b HHWAF (PhPID) 1SO11616 PhPID
D.10.8r2b ERSBFHAF (MPID) 1SO11615 MPID
D.10.8r3b | BAIEHF (PhPID) 1SO11616 PhPID

| Gx2.1.1b EXZEABIF (MPD) ISO11615 MPID
Gk2.12b HEWAT (PhPID) ISO11616 PhPID \
Gk23r2b | K/ HERSOD : 1S011238 IDMP Substance

1S011239 IDMP Dosage

G.k4.r9.2b ERZABOID Forms & Routes of Admin

1S011239 IDMP Dosage

G.k.4.r.10.2b | BEREOID Forms & Routes of Admin

1SO11239 IDMP Dosage

Gk4.r.11.2b BADRERBOD Forms & Routes of Admin

3.2.1.2 WedDRA (EIBREEZAEN)

[EIBEEF /7% (Medical Dictionary for Regulatory Activities, MedDRA®) (ZEZRM KT DMD

EFMNS (BRESRCTVIF-2E) OFRLBETIAEESFROSEICERENSE

ZRABETHD, THbDT—F % MedDRA fIfFEHEL y Mica— FMET 52 L T, AR
BRUBESCENERMEOZ LTI FIICEET LT — 7 % L D TBEEUHRIT LT <2511,

MedDRA i1, ICH 2308% L. ICH DR ¥ LT EEMEM## 52 (International Federation of
Pharmaceutical Manufacturers and Associations, IFPMA) BFFE L CW5, MRS

{Maintenance and Support Services Organization, MSSO) 7% MedDRA DEH, #EF R UERMEZIT
5 & & biZ, MedDRA &, BIBSEREUHRAIYBATOZOARAET2RFERERELT
VW5, MedDRA [BECEIAEOEERRELBHET 5, MSSOICIERANEE LTV HER®
TN—THbY, HERMAENLREINETRTOEREZEE L, TOREBFIHERFICHE
BERET5,

ICHICSR TEMHERXIHFESES, ERoERERD, BEELRY. 2L 0EEMNEED=2— N
2 MedDRA 2{ERT 5, LTOF —#EHA Tik MedDRA F/EFEF (LLT) 12X 53— Kbk i
ErLT3, 1 OOICSRIZDE 1@ MedDRA A —¥ s » LA TCE t.ep\: EIZHEET 5,

10 = 41,5 13 24k OID B = FOFIENTHRIZ 2ok bENL KBS B IS,

11 = ¢ MedDRA DFEHIT MSSO D' = 7~— (http://www.meddramsso.com/) B DF|AT
Ho, FLAXEDICHIEET D V=7 _R—=U2BRENW,

ICH ICSR BEH A : 2013548 128
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#2:E2B (R3)

& IH B % ' MedDRA OID

(BlE1)

D.7.1.r.1b

BlET 2 AMERUEHEER (BB, FH0

oy (ModDRA s 2.16.640.1.113883.6.163
D.8.1.6b MFEH (MedDRAT— 1) 2.16.840.1.113883.6.163
D.8.r.7b Z/ER (MedDRAD— ) 2.16.840.1.113883.6.163
D.9.2.r1b HEEh =3B (MedDRAT— F) 2.16.840.1.113883.6.163
D.9.4.r1b Bi2Ic & BTEE (MedDRAT— 1) 2.16.840.1.113883.6.163
D.10.7.1..1b %ggéigfgfﬁﬁégﬁifﬁ :’)ﬁ’ﬁ/ F | 2.16.840.1.113883.6.163
D.10.8.r.6b ME®EE (MedDRAT—F) 2.16.840.1.113883.6.163
D.10.8.r.7b BlfEM (MedDRATZ—K) 2.16.840.1,113883.6.163
Ei.2.1b TR EEES (MedDRADI— F) 2.16.840.1.113883.6.163
Fr22b BRES (MedDRAD— ) 2.16.840.1.113883.6.163
Gk7.r2b BE®EE (MedDRAZ— K) 2,16.840.1.113883.6.163
H.3.r.1b BRI & SBME AERBBU/REEME | 5 10 000 1 113883.6,163

R AERROBSE (MedDRAD—F)

ICHICSR &AW1 F
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(B 1)

3.2.2 ICH 10k FICHEREH ICH AMERT 33— Ky FRUA TS o FHMT (Object
Identifier, 0ID)

T T CiE. ICH DRI S e AT A FICBRT 32— Fe y MR U 0D o—

BXEPETTS, chbOa—FEty MIICHIEX - T, ICHOEDIZHEEND,

#3:H2B (R3) F—#EERRICHICSR A v&—J 22— OID

B H
ERE NYFAD A vE—UOEE 2.16.840.1.113883.3.989.2.1.1.1
C.1.3 RGO 2.16.840.1.113883.3.989.2.1.1.2
C.1.82 FEFIDE—RESH 2.16.840.1.113883.3.989.2.1.1.3
C.1.11.1 MEWH/EE 2,16.840.1.113883.3.989.2.1.1.5
C2r4 B 2.16.840.1.113883.3.989.2.1.1.6
C.3.1 EZHOWE 2.16.840.1.113883.3.989.2.1.1.7
C54 BER  HERSHSRRSN-BROEER | 2.16.640.1.113883.3.989.2.1.1.8
3'1 1 1 - BEEORFERESRUTOMER 2.16.840.1.113883.3.989.2.1.1.4
D.2.3 BEOERE (HWEEOERRICLS) | 2.16.840.1.113883.3.989.2.1.1.9
y--3 - o
E.i.3.1 ﬁ;ﬁkpfcg%&*mjﬂﬁm/ HE 2.16.840.1.113683.3.989.2.1.1.10
E.i7 BRERBORER. EERRDER 2.16.840.1.113883.3.989.2.1.1.11
F.r3.1 REHR 3—F) 2.16.840.1.113883.3.989.2.1.1.12
G.k.1 EELABRSOREM T 2.16.840.1.113883.3.989.2.1.1.13
GKkAr102b | IESEHOID (E268 (R2) ) '

: : .16.840.1.113883.3.989.2.1.1.
GKkdrilzh DB EEOD (E28 (R2) ) 2.16.840.1.113883.3.989.2.1.1.14
Gk8 EERICH LTRSS -0E - 2.16.840.1.113883.3.989.2.1.1.15
Gk9.i4 BSCRERIIEELM? 2.16.840.1.113883.3.989.2.1.1.16

0 - —
G.k.10.r BRI 5T OMOEE (23— FiE) 2.16.840.1.113883.3.989.2,1.1.17

(BEICKHLHRYIES)
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(A1)

#4:E2B (R3) F—F#EBRERWICHICSR A vy¥&—2— K OID (ICH #HIFE+ UCUM 22—

k)
el T
D.2.2b BlEA /- HEERARFOER (B 2.16.840.1.113883.3.9589.2.1.1.26
D.2.2.1b %EE?EM'F%/ BEERRS OIEIRM 2,16.840.1.113883.3,989.2.1.1.26
il (BifE) ! _
D.10.2.2b RS (B 2.16.840.1.113883.3.989.2.1.1.26
E.i.6b FER - HEER ORGSR (B 2.16.840.1.113883.3.9589.2.1.1.26
G.k.2.3r.3b &8 (Hf5) 2.16.840.1.113883.3.989.2.1.1.25
G.k4.r.1b ek (B4 2.16.840.1.113883.3.989.2.1.1.25
G.k4r3 BEMREOESE 2.16.840.1.113883.3.989.2.1.1.26
G.k.4.r.6b EE MR SHAR (B4 2,16.840.1.113883.3.989.2.1.1.26
G.k.5b Eggg)/ BEERRBETORMGRSR | 5 10 0101.113883.3.989.2.1.1.25
G.k.6b RO ITIREAAS (B 2.16.840.1.113883.3.989.2.1.1.26
. EXQOBRSME LBER EREZR :
G.k.9.i.3.1b B COBMEE () 2.16.840.1.113683.3.989.2.1.1.26
G.k.9.i.3.2b ERXROBERIHSBIER HERRR 2.16.840.1.113883.3.989.2.1.1.26

BETORMREME (B4)

Fr33 TREER] oW TIEAABHE, ZOEBIIEEL REMEFEL 757D, ICH I
T OEB I L THIRM UCUM 22— FERELTWARY, FVPFADUCUM Y R b
UCUM =2 REEIRT A2 LA TE, £SITOIDAEBHENTWS,

ICH ICSR ¥4 A ¥
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%5528 (R3)

(Al#Es 1)

F—H2EE R ICHICSR A vE&—Y4AHi12ER OID
N.1.2 NYFES - 2.16.840.1.113883.3.989.2,1.3.22
N.1.3 Ny FEEERYNTF 2.16.840.1.113883.3.989.2.1.3.13
N.1.4 Ny FREEBNT | 2.16.840.1.113883.3.989.2.1.3.14
N.2.r.2 Ay —UREEENTF 2.16.840.1.113883.3.989.2.1.3.11
N.2.r3 Aut—UREERNTF 2.16.840.1.113883.3.989.2.1.3.12
it me e —* | = X
CA1 ’;u’;%" LIERO GER) REWHBER | ) 0 000.1.113883.3.989.2.1.3.1
C.1.8.1 HRMIZEH OEFERNF 2.16.840.1.113883.3.989.2.1.3.2
CAotel | WA ONEIRR CERISRT 2.16.840.1.113883.3.989.2.1.3.3
C.5.1.1.1 HBEoBRES A 2.16.840.1.113883.3.989.2.1.3.6
| C53 BipEEE (A Y—) ORBES 2.16.840.1.113883.3.989.2.1.3.5
: BEOERIEBESRUTOMBRE BI%
D.1.1.1 EDEEGES) z.1s.s4o.1.11333;.3.939.2.1.3.7
BEOERREFESEUZFOMER (%F .
D.1.1.2 EBRRRES) 2.16.840.1.113883.3.989.2.1.3.8
' BHROLEERESRUTONER (Hik . '
D.1.1.3 BREEES) 2.16.840.1.113883.3.989.2.1.3.9
BEOEHREGERVTOERRS (BB '
D.1.1.4 OhTORELHES) 2.16.840.1.113883.3.989.2.1.3.10
G.k.3.1 RB S HEES 2.16.840.1.113883.3.989.2.1.3.4
#6: E2B (R3) 7— %A RERILE A v —VARIZH OID

o o e
=

WREE (v T RABERAT

2.16.840.1.113883.3.989.2.1.3.17

RISy FRIEERAUT

2.16.840.1,113883.3.989.2.1.3.18

ICSRA v —URBIEERES

| 2.16.840.1.113883.3.989.2.1.3.16

ACK.B.r4

ICSRA & — RIS K IEE

2.16.840.1.113883.3.989.2.1.3.15

ICH ICSR A A K
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(Bls1)

#£7: Icsn/ﬁﬁﬁﬁs%‘féi:i_ﬁwﬁﬁff% oI

RELE7Yvava—F 2.16.840.1.113883.3.989.2.1.1.18
FEMAa—F 2.16.840.1.113883.3.989.2,1.1.19
E5N—FEa—~F 2.16.840.1.113883.3.989.2.1.1.20
BYHiohizIvTs T4 ORBa—F 2.16.840.1.113883.3.989.2.1.1.21
|EMFKI—F 2.16.840.1.113883.3.989.2,1.1.22
BEEBEAFI—F 2.16.840.1.113883.3.989.2.1.1.23
7FviavSA4wa—F : 2.16.840.1.113883.3.989.2.1.1.24
XEBLERF—HFAHF—a—F 2.16.840.1.113883.3.989.2.1.1.27

3.2.3 EBYREI—FEY b

2T ICHIZ Lo TR ICH O EdIcElicEf s hizbir Tl w1 5 Al
BETA2a— ey hEVGODD Y A F2ERTS, “hboa— ey MIICH AOHEE
EOHEIZ L » TEESE BT CEBNICHER I L TWD, 207, FEERUVT +—
Ty MIFOI—FE2ER LTV ABEIC L > TEHESRS LORBEENS,

Ay=VhTEASNEREEa— FEy RO OD ITIZHUTRH 5,

e ISO3166Part1 (alpha-2) —ERUZOTHESZORTI—F -Part I: B=—F, B4,
BEEVHE L OEEE 2 F ORINMROLHEERT 5. (HF2XF2—F)

o ISO 5218 — FRMABEH — & fOMEBEFRDOLEDHDT— ], ‘

o IS06392— FELEHXAFDEDDI—F,

s UCUM — JHEH{ir D — =— F (UCUM:The Unified Code for Units of Measure) . X3C
F X FIEMNENSD2

o IHhEDAEa—FEy NEERT S ICSR 7 —FHBZRRICEY 2,

12 hitp:/funitsofmeasure.org/t UCUM {22V T DEEMR TR H D,
xml X% html =T hitp://www.regenstrief.org/medinformatics/ucum/downloads > & UCUM iZ #
EHY - RyHILBRTED,

ICH ICSR 364 1 ' ' 2013448 128
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#8: ElRE#E=—FEy |k OID

(AFs1)

- . ISO 3166 Part 1
c.2r3 BEEOEI—F (alpha-2) 1.0.3166.1.2.2
: e f e ISO 3166 Part 1
C.3.45 EEEOER (Ba—F) (alpha-2) 1.0.3166.1.2.2
. : ISO 3166 Part 1
C.5.1.r2 HBRosRE (alpha-2) 1.0.3166.1.2.2
D5 R ISO 5218 1.0.5218
D.10.6 HMR 180 5218 1.0.5218
. E—REBRICEVREShEEER | 1S0639-2/RA
Bi1.1b SEERROEE (alpha-3) 1.0-6%9.2
E.i9 SR HERRLRE L EORI |sEg| 3166 Part1 | 4 4 2166.1.2.2
pha-2)
Fr3.3 BEHER (HfD) UCUM | 2.16.840.1.113883.6.8
5 2 1 g ISO 3166 Part 1
Gk24 EEREAFL-EDRII (alpha-2) 1.0.3166.1.2.2
. . IS0 3166 Part1 |
G.k3.2 RDHEkE (alpha-2) 1.0.3166.1.2.2
H.5.r.1b EOBERUHEEOREORNETH ﬁggﬁgm* 1.0.639.2

ERIZFEN2VELR 1 255,
RO T RAG I B OESIHR T

BEEHEITLICEEO GEF) TethdEisaT)
(C.1.8.1) THERENTWAHEIFiX, [SO3166 Part 1 %

FALTa—FMEEhabil T, ERITEEER TR, Ll Zh b DR
FREOEBHRO—MIZISOEa— FEREHEA LTV, ##iZ CL1ICET2RAOES &
EBROZ L, : . '

3.2.3.1 180 3166 @a—FoOFA

BEAEMZSERE (ICSR) NOERS, FEFS, REFXIREE CEBRTIEROT—
FEETEASETS, E2B (R3) THHE=— FE2HiET7—FEHBIZBWT, IS0 3166-1
alpha-2 #2425, -

ICHICSR X A 201344 8 126
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(BlE1)

3.23.2 Avtb—PrIra—-F4oP0ER

ICHM2 X ICHEFH A FI A VRESHWTERENLTRTO A yE—-VIZBNT, XML
AvE—Vmra—F 4 I UTFS OERZHERL T 5,

3.3 ICSR imikIcBE¥ S ICH E2B (R3) fi#k

E2B (R3) OftikiZ, BRICOWTOEBEFEERUFAOFES| & L4Ei2, ICHICSR DET—F
HE ONMRSEEED TNV,

3.3.1 EERSELTER
R REMRERRERLEL2ERSE LTHREBUTEEATWRThER L2,

o —ADBWBITEZBRE B TEBREFORBEIIEROT —FHE OV 1 OTH
SrEZONSE i A =y, Efp, M3 _
e —ADOBBITE ZEEE WA TE ZREFOREICITEROT— S HEOVTAN 10

THESEELDNSE B A =¥, EF. B
o 1ODRIER/FEESE (UIER
o 1 ODOHEREEXIIHE/ERE

R BE TREROEE 1TV T, HlL < CEMOBRIE L —AREETS I L b
%én ' -

MBATEZBRE F: A=y, Fh, B3 IR TEI2REE Bl A=
Ty, ER. BB OREICIIEROT—FEEOWTAN IO THEGEELD
N3, TOMEyZIZOWTIRICHE2D ¥4 KSA4 515
(http://www.ich.org/products/guideiines/efﬁcacy/article/efﬁcacy—guidelines.html) WEEL

O WHA Z AR DB, Ele, BELBEERR—ABOIEbHY H 55, D%

| BLEEROBERBIIH/ LTINS LEZLS, BEAFTREEEICIY., BEOA
=Y VR OMOBEBRIFEMECEETHI LB TERVED S, Ly
L. #hTHDIEDT—FREICAATERBERHLIOT, ZOF—FEAR
DWTHFIRDOFER & ZRET 2,

3.2 Ayt—PROT—LHEOER

ICSR D=EIZH T DA & RiX, i+ ORUWER AEERBEETHMT 2 7DicF Ml
TOMET —¥ 2GETIEHIE s TORERE, TOHAF AR LIEZA vE-UF
HEREIT, ICSREXRDWEETIIENRTES, LaL, TRTOERBNTTRATOTF—
FIEBOHERBEAFETRERBLL2WTHAS S,

EEE, IZEAEDICSR THAYHOT—FHEARTATHY, @G0T TaEIhir,
ICSRITEFHICERENZ D, RO TEEDOF—FEBICEE2E Y 5 THRETRY, L
L. T—F7HEBEMNRECHIBEAPZEY LWL SLR0ON, AHEENS2ON, BAGFRESEE
kot IME#) ShTWnahbhRohE@d I LPEELRESLHD, ZOL I REBEAITE
EFFTERP T - YEERETAA v E—=JIZE8n T, TR LEUZ0ER P
T3, :
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- (AR L)

S b, ICSREERINOREMLERFR G3.1HSH) DEmic, REZFMICLET

STHDEEERLRETETH D,

e EEFEILICEAO GEF) RetmEEnT (CLD

o BEDCHEE (C13)

o FAREORFHFBRAFHE (C1.5)

o FEFAIIYUZEORSBMEOHRELH LT (CLD

o AECER OEFBRIF (C.1.8)

o BEFOEa—F (C2r3)

o BEEFOMME (C32) , |

-[%%@?ﬁﬁfaﬁmewﬁﬁjw%é\%%@Wﬁ/ﬁ%?&ﬁﬁﬁéhtﬁﬁ@ﬁﬁ
C.5.4 :

3.3.3 —mmAl

HLETERIIRLTHA T LHEELL, ICSRBEYNTHAEDIZIEEBLELRIESRE
FRAMKTEREIND, ZOZ LREFOEMSRE. BNFRETEEIBEI LD & EH
PEDHLBAEEDICSRICHTIIES,

AF L TATOFERIL, #5T5E2B (R3) F—#EHBEROEATRBREERTZZHEN., 7
it shic 7 r—=y FTEETRETH D, ZThHORAFECIE, ISO (H=2—F, #*
Bia— K, EF=2— ) . MedDRA (B : 1B5RAE, (EH B, BUER /FEHES) . UCUM ,
(GtEmHBT) . RINICHMS (IDMP, B L<IZ32.1.1HZR) b3, MO ONTREE
EEEPZBINEY, .

OB LS TVRNF—F (] : AR, SeRDREE. XBERSY) ORhilk
2IETA RORBHNTH B, 3.5 B CRTEEHERD 1o b ORATOBRE ¥ REET 5,
3.3.4 ERORER

ICSRIL, EEREZLHERIIBT AEHEOBRERERUVERREICESNT, BRIRES
BUZEEMTHREELEEND I EBH D, TOEERR T, BRET O EEFINYZEN -
BT AHEREAZLAWERD . YBEFIZOVWT IZELE BEXESOERrEEREr
NAEELTERBRN,

CBSRARNLDBY, UTOF—FHRIZOWTREFHBTERTH S,
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(A1)

o BEFTLIEAD GEF) Zet@EHiTF (CLD

e {EROHBEM (C12)

o BHELLEMCBERAFINER (C14)

o RBEORHERAER (C.L5) |

. FATEERZOBOEENIHSH? (C.16.1)

o FEFIRUEECRIREOHRIEEMH T (C1D

o EMREMHWMEDEEFEFRICHETIHG (C3)

s FEEHILOEEMOERE (Ei32)

o ZOMOFER (Fr.7)

o EXESZELBER/EFFHOEREMG (BEZESLAVIET) (GkIi2n

o REHFICLDIDEA (BEIZBECHRVIET) (H3n)

o EEFOBR (HA)

o ICSR @7 —FIEHH DRR '
:n&m?—ﬁﬁﬁmmk\%ﬁﬁ@M@mﬂ&ﬂmthmmm:~F®?M¢QE®E
FbLRETH S,

T RE B OEFERIT)  (C1.8.1) BFLTHD ICSR BHEEFETIHBEP. F—iE
FlOFERICEREHFVML S i-Hic TEFORFERAFA) (C1S) PRLTHSD
ICSR BHEBFET2H81H 5, %@io&%Amrwmoﬂﬁj(cu)Tﬁ rmam
@%ﬁﬁ%ﬁﬁ?é

3.3.6 F—AHHOIZ+—7yv FMIOVWTHIESEHE

E2B (R3) F—FEBIIBEHRY ) —fE242d, FLTEFBEUVEIERZESDESAR
WEFICET A EBE2 SRS B D2 kiiEnsd, SFESREOT—FOEREICL > TR
DX 5T END, :

« BHA
C.1 —EFIZ2tEHE DR -
C2—H—RIEHIR |
CI—EMZLEREOREFICHET LR
C.4— 3| B3k ‘

o CS5—EBO#m
v RH4B

o D— Bk

c E—BIER HEES

o O ©0o O
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(BUER1) -

o F—BEOBIICEET 5 RERCAEBORE
o G—EERFH,
o H—EFSEEE UEOMOFROER

BMER /AEEZ (Bi) XIREELS (Gk) ofELEZRTXE M) BV Tk iz, Il
TEDT—FHAXZZO7 oy 7 BB VIELAETHIZ L ETR LT,

AEETAFO 7*&@5@$%¢¥mﬂm(m)Tﬁméhrwéﬁwki
TroTng, '

3.3.6 F— 8 A O— @I — L
. E!E#773“"-7~y k

HL7 i3¥E—®7 #—v v b, CCYYMMDDHHMMSS.UUUU[+-ZZ2z]C A% FR T30
TA—wy bEEY L AFOEREDEMNE TER/IHETES, ZOAMT7r—~y M2
b ARE TS~ S SR B I L TR B,

ICHICSR A v E—UT TREDHAM] 2EET B2 LT TEAL, BEERH 5 HIRE &
EERTOBRE, AN TREOAM] LERINZDER D, HMEF LEFHFRLNE
no /ZT-L\%QETZMZ\ﬁﬁi%ZD (- WEERF I ZZzA 7y 2T 3)
%Wkowfﬁﬁ%ﬁﬁ%b@ﬁﬁﬂ%@ﬁmkk

MBCM)kOMTﬁ 3AETHMNT—FHE Z kL%&ﬁ@EHFﬁvﬁw%Ewé

$¥£ﬁ4b1m¥—®7x—vzb(dwmmmmﬁMM$Ummwzmm

| CHRERRT 5, L0 +—y bTE Eé&m%@ﬁ#&voaﬁﬁﬁ%%
o RBRECRET BT EHTE B, |

34@?HH7H5¥E”&k%ﬁﬁ@FEVAW%T?# AETERBY S -
DRBERIT <& ThB, .

o EREMLERICH L TRBE B ORBIRT N THEETITY BSE TBERS TR ST,
FE—WIEHRIC L Y BE S REER,/ FESSR) (Bills) RO IBEECEESHE
EFBERUCHREEORER) Hs5r) ) o LIL, Aye—varvba—A7s b7 yi—
BEHIERO A v - VRBAOERE 22— FEXETH, SHBOEETA FESRBROZ L,
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(Bl#E 1)

o A—MMEICLDENMEZTEERT D,

» EU, RERWGEAEDIED, ICHAT7F——Th 22 nLNDE il (Fl: 7T FRET
AAR) THIE LT ICSR T MedDRA M4 %, MedDRA 71— FUIZHERTRTO
F-FEEIILOWT, FREBRICL - TRESWEHER /FEFRICE L L<HET
% MedDRA LLT 8 X 5, MedDRA LLT ICEREIE—E L2V BEX, F~—RFHRIFIZ
Ko THRESNEFEER /BER TR VELT S LLT AR5, EfREOTERCET
DEIEICOWTIL, B ICH 0% {MedDRA Term Selection: Points to Consider| % £
Ehin, FEEREORFTOBEIX [Diagnosis and sign/symptom| % TR [Definitive and
Provisional Diagnoses with or without Signs and Symptoms_l DEICERINTND,

o AT X o T, rmﬂﬁﬁﬁéit&@Eﬂﬁﬁ@hﬁk%?éﬁmm s Tnaz
EbdD, BT —FEHBIX, SRTIERAFEEETHELEN 7+ —< v M TR
THILEOTERVEMEFREZRETI DI B,

e 1-2® ICSR N Ti. 1oa>MedDRA/\—-~/‘a/oa%{iﬁbf“&“%ﬁ-éfrm‘cwr Z18
BEa—FbT5, LicB-T MedDRA AEEZ AT AET I_JL/\—/a/G)MedDRA
BRFEIN2ITNERERY, 2L, BHOICSR % 1 SOy F TRETLES

Ny FADENENDICSRIZRRH1—V 3 D MedDRAZZR L Th X\,

MedDRA =— FILEZ AT 5 L7 —FHRBIZOWT, 150 ICSRATIEFE—
MedDRA N— a V2R LRTHWIER DR, IZL, BEOICSRZ 125D
O RNy FTRBTIHE. €0/ /%P’m%n%:n@ ICSR Li%foe BA—Ta D
| MedDRA PEBLTH LV,

BFeonTERTSZ L,

o EF-FHEEOT-FEIIUTOLIFENS,

o A=Alpha (EF) : ZOF—FEEEL LT, ICSRIEWT, #xif TEZFOEa—
Kl (C2r13) —2A % ISO3166 BB ILEbEBH L\ ol L 5 R EHAE %:14
LT HhAEOT—FHBTHEMEINDG, BRFTF—F2BRTIXFHITFT—FEHRAR
BT TIP) DEDWETAT 7y PORIXFE/NLF LIMEZ RV, %3@’\5“./\’&1«\

. D EREBRITFIIE R A2,

o AN=AlphaNumeric (JEFLEF)  TA7 7y b, HFE, BEXFE2ELI LN TE
BXFEHFT—FIEH, B : [AB-19.9901154) , XML O3 < TOREIZ-2OWT,
hitp/Awww.w3.org/ TAR SN TWS WICTEHEICRE S, Flad, By —FHEIZ XML
BEXFThHE> <RUE&HBHTL 3854, FTNbEFIEThTh&g. &It R &amp
WEEHRZD,

o N=numeric (¥7F) : BEZRHRLZEH, BEIBH/NMNMEARTICHAV B B"0~0E+"
DXEOHESLICFEINT—FEHB, #: "1.23E-1", "34192", "32.12", 3 <R T
EXAJTAN
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(A% 1)

o HAF:{HERII (A) B ‘

o FT—MVHE  T—AEIRUTIRE2TRaENS,
»  [false) rnoJA WARETD
v [true) ryesjl *IFRET B

. rl}ull flavor] WAL TERBERZBENH S, HL7 22 5% Ml flavor)
ErEs, (FRzR) ' :

REEHA FOEM L, ZOM—VTRFISR 1255, [TEREOERIAI
(Gk2.5) T, ZIZ Tk lme) PERTORREIZHE S,

o TRTUOMETFT—FHEBZICSRAVvE—V0—8HL LTUTEDLUNERDHLN, £EE
B OEZZSA TRV, RADOEFEERIZ XML EicBEniznZ ¢ 8H 5, 5|e)\j:mw\
HEEIX, A v E—URESTHEHIC XML EicBhRihiEie 552,

o BAAZERTAEAAC L TEIRTRER LAV bbb bd, FEF2 ICSRD—H &
LTHEZELRTNERS2WEHBNH D, HL7 A v —Y THRANOERB OEIEHS ]
BT, FOEBZa— FELTF— 43 WEBHRPHATIZ LB TES, F0O7H,
EETDINERRVUEEBE 2EDESRA v E—C0ERB TR TCHD, ZOFRAN
DOEEOHAZ Y mIlED [flavor (F5E) | LMFRE,

o null flaver : ICHICSR iX, A2 L5 TV —GiFTHDITERD HLﬂ?ﬁ%ﬁ?&ﬁ:e@:—
REED, SOV TITERERE ISO/HL7279532 28Bop o b, F—F#A8lnL->Tik
LV mull flavor b3 (B FEBEFT — FHBICBT S PINF R NINF OfFER)

a—k |48 %

\ No T DESMER BV BB B IERITE 2V, TR~
Information FSMECH D, FNMEDTHETHLH S,

ZOHEBIZOVWTOARTRERFRITH 58, RBER. BAFRE
I ENUADB B CREESTOERERELTWY, ZOF
MSK | Masked | RI7 72 R T 2ROLEELBFETIHE LS5, & Zonll
flavorZ2ER$ 3 - LIt XV AABHREER L R 58 LT — 5 %
B PICRRIBMY T TH D, T, R BUTIZ LR
EHIHROFEEZ R LB ERHHBESITHAT 5,

UNK Unknown HTITHENRERFTATHS,

Na | Not COER T TIE BENRESRY (i BEOBESORKARE
Applicable ~ | H) .
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(BIE 1)

a—F | 4T EE

ASKU Unknown edpof)

AskedBut | EEAEFRAEBBERAI oL B : AECBRLABFITAL

NASK | Not Asked ZOEBOAFITRAE TR (] &Ficdhiadok) .

" | Negative ) - _

NINF | Infinity ADERKE.
Positive ) @ .

PINF | nfinity EDEBRE,

b

ICHICSR @ =— K& LC null flavor 23 £ D & 5 KRIMTE B0 2ROMTHRT, ThboOflic
BWT, F—FEHHED4AEIZ<!--comment tag-->H D 2 — F{E XN FHEORICEND :

%1 1. null flavor ™ MSK C Masked ((R¥EBILTVE) | 2ET,

<componenttypeCode="COMP">
<adverseEventAssessmentclassCode="INVSTG"moodCode="EVN">
<subjectltypeCode="SBJ">
<primaryRoleclassCode="INVSBJ">
<p1ayer1classCode=“PSN“déterminerCode="INSTANCE">
<pamenullFlavor="MSK"/>
<I-- D.}: 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 (REA) | %23,

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

<associatedPersondeterminerCode="INSTANCE"classCode="PSN">
<npamenullFlavor="UNK"/>
<t-- D.10.1: Parent Identification-->
<administrativeGenderCode code="D.10.6"codeSystem="1.0.5218"/>
<!— D.10.6: Sex of Parent [ |]Male [2]Female-—->
<birthTime value="19730101"/>
<!-- D.10.2.1: Date of Birth of Parent -->

</associatedPerson>
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(B 1)

3.3.7 ICHE2B (R3) T—4RBE DM

TRTOHEB (R3) F—FEBRUA vE—VHEEL 34 HORITHET S, 2B R3) 7F—4&
EHBOFEIIUT 2ETe.

o« F4TAEE

oﬁ%ﬁﬁ4ﬁoﬁmt MRS EA v E—POF—FIEHIZIL ACK OIXFENHEILT <,
Bz

o F-HFIEH NI 34ETHERTSE (RoTFER 2B,
© ACKMIRHER 7 ¥ vavichiyd (RERBISE Sy FHS 2T
o« F—HIEBA

e FEB (R3) F—FHADELWAAFERL SN THEREZRMETS RIROFES &) E -
BERT.

o GEOM . YHF— Y EE ORERLENMEESERT. —H0F—FEEE
7] B (] SR v —URTE LS BT 7)) Ik ) MEE SRTHY. =
ARG £ X7 HECE, BRENSRAO—KEHRT O IHAHINHI ©
RT3,

o [F—38 FUF—FHBERE—F—¥EE I L ILF—¥EHEDELTTEFTL ERITHEN
TF—FBERTEIXFHRHD (A BF, N EF. AN: BRFLEF) . =—Fey b %
ZRTAF—FHEBILOWTI (F : BT —FEBLUAN) | YA %%METéﬁﬁk
NS bR TRFOEHREEINERDS,

o A7V xy MERIT (Object Identifier, [OID] ) —§@Da— FU R M X|ZLWERART —
?EEV ZY T DB B, RFEEH A FIZRT OID I ICHICSR @ XML A viz—
CILERT 3, .

(AR P07 —FEEAIAY 5 2EE2RT,
o TEENL—N] B—HOF—FEB ORIEN—NVICET HEMER L BET 2,

ABETA FORAvE—JHEER, ICHA VY ASA—ICXVEE. 8BXhEA—NLThE. Th
bt (2E) SHAICHICSRXML A vy —VIcHEAShARIESRETHE Wi, (23
FH ko THEBENS) , LEBoT, r%mjénémHmQXMLﬂ/t~v¢mﬁL
ik, AREEHA FERALTT—2 AHDERERCESEERIET 5,

—ﬁ®z~F92bKowT\KiétﬁﬁéhfwéF%@ﬁj@ﬁﬁMﬁﬁﬂtbxﬁé‘
IR TWED T80 5, ZOHRIIAEREN A FO&EEAN TR D, BFD2—
Rl DWW TIITET (F) Ooa—FY XA FE2BEOI &

34ﬁ®mHMBGE)?—ﬁﬁﬁ@&ﬁ&mﬂtﬁwrﬁﬁéht?—ﬁﬁﬁ
o A=/ Tl B, REDICHICSR XML A v & — VML, “hbnF—FHHE
EBEBL LTI AN DERER CEGEERIET 5. | '
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(B T)

[BFEE] Oa— FlIZonwTiEA&I (F) O ICH=—RKIJ A H:&;é%%‘s?@:-
F—BEZROZ &, : -

ICHICSREEN A F - | 2013448 120
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(BlER 1)

3.4 ICHE2B RY) F¥—45IHH

N.1 ICH ICSR =& RIF (/SvF 5 wss— : Batch Wrapper)

ICSR ® C~FEDHERLITRZRY, [T 93— OFREIN—T 7 OHEANE LTEY
(B xiE, Tfroml — (to] ) . BEIFERE BT IR, A vE-UBE, HEEERMN
F. ZEEBHTROR v E—V B OBRILEF7—# X (Blectiric Data Interchange: EDI)

DOEYEROEFEIZLVEDENTHEHD LTS, -

TCHICSRImR A7 (17557 ¢ BATCH WRAFPER)

N.1.

: et 4
1- Ry FRDAE
N.1.2 - SyFE&S
N.1.3 - PR EERA T
N.1.4 - T R{EEERF
N.1.5 - Sy FEZEO AR

N.2.r2 - Ayb—OR i EH SR

N.2r3 - Avt—DREERNF
N.2.rd - dout—SERO B

NAA Ry FHROA9E—COES

FIADES& COF—FEBICER S h A HROMEIET AHEREENS, 1-0ICH
ICSR/Sw Fiz, 1Ll EDICSR (ICSR) ZEirZ LMW TE S, '

WA WA ‘

F—z R N

OID 2.16.840.1.113883.3.989.2.1.1.1

1=ichicst

FEASE
| T

L DF— 5 EB OWRIEL, AIEEATEERANTS - & CHET B, TOk

| B, HHIRTRARD - FBERENSZELHS,

DIXECEBAHENTNEZ L,

o 12Dy FIL 1D EDICSR A v — L ELZ LB TES, LML, 120
ICSR A y&—Ylz&®H 5 ICSR it 1 figIc 5,

ICHICSR 3BEEH 1 F
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N12 HyFES

(B¥R1)

FIRDES| & IOF—FEBR [Ny FTF -] EhETh, BEFICL o THEEICHICSR
A/?77%wmhﬁbér&hélﬁwhwﬁvrﬁénA/?%ﬁMmH
ICSRAy F7 7 A NBIZBBREFEZTH S,

BHEME 7R

F— T 100AN

ol 2,16.840.1.113883.3.989.2.1.3.22

SFEE ﬁ Eﬂﬁﬂii
NuhﬁuTmﬁﬂmﬁﬁéhé
<id extension="batch number" root="2.16.840.1.113883.3.989.2.1.3. 22"/>
roothEN.1 2D RIZER %% L, id extensionic DS > Tﬁ%%lﬁ’f%’);

N3 Ry FEEBHRRF

FIBOFES & IOF—FEBE, FlREEEACHEILR L Vo ICSREEOMERETT (ICH
ICSR/Sw F 7 7 A VOERE) #ERT D, ZEFCEFOBRINTFTHS,

HEE MR

F— 5 H 60AN

OID 2.16.840.1.113883.3.989.2.1.3.13

B B EEH

NAZRUTORESFEASRD ‘
<id extension="sender identiﬁer" root="2.16.840.1.113883.3.989.2.1.3.13"/>

rootiIN.13DARIZEREE L.

id extensioni? D S v FREIEEWBIT 2 AHT
" j | . |

ZEEBIFREFAFLABELTRL4ERD S,
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2013484 R 128

42




(I 1)

NA1.4 Sy FREERNF

FIRDFES & ZOF—FHBITICSRA Y F 7 7 A M DIEEEEERT B, SEECBFOHL
FTh3,

Pl ik=y:3 WA

F—rE 60AN

om 2.16.840.1.113883.3.989.2.1.3.14

HrEE SR K

| N1 4MiU~'F€D§5373=1§ﬁ N3
<1d extension="receiver identifier" root—"2 16. 840 1.113883.3. 989 2 1.3.14"/>

Jéo

rootF:tN.l.MJﬁ BiiZ=RY 75:% L, id extensioni:%ﬁ%@ﬂ o %&%%‘%%U% FAH 'ﬂ'

ZEEMA T EERFELEE L TR MNERS S,

NAS HAyFEZEOBR

FIHDOFS| & LT —FEHBIBICHICSRR vy F7 7 A VR EEEhIBE ThS,
A Pt} '
T—5E H A/ B

2L

%Lu\rﬁﬁm_owﬂiﬁﬁdlﬁaﬁm &

B -.@m R ey

AR EALE T %LIEEEIL.“EE%E'SJ]’L& Thidle b 7:;‘.1/‘ (bbb
rCCYYMMDthmmss[+/—ZZzz]j } .
RFEDOBMERETB L RTERWY,

ﬁ%wxbi%mﬁﬁaﬁé%ﬁ\ﬂ4
by —BRETS,

ICSRA 3 /"E-'/F%E#U)ﬁi’i{ﬂ#ﬁﬂl:‘?‘éu

N.2.r

ICH ICSR A v tE—UAws (A “Jt—°)5 VIN=)

(BEICH LR YIET)

N.2r1 Avbe—TWAF

IOF—FEBEA v E— VBT (Avk—UF v 8= bEEND) S

FIRDOFEF &
T, BEFICLoTEREEINBICHICSRA vy E—VEICEI W YT EEE DR
BASIAIF ChD. 1DDICHICSRA v E—PITIXICSRBI2DHEEND,

A PR

| 100AN

OID 2.16.840.1.113883.3.989.2.1.3.1

B BT

v

COBECLIERLTh B, LiH>TEORBIEITOLR) Th5 :
<id extension="message identifier" root="2.1 6.840.1.113883.3.989.2.1.3.1">
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N.2r2 Ayt—

(Bl 1)

SEEHETF

FIEOEI = IOF—FHE RICSRAEDREH (ICHICSRA v E—VOERE) #BHRT
B, :
EEHE P |
F—HH 60AN
QID 2.16.840.1.113883.3.989.2.1.3.11
HEE =
Bd—A e e

N2r2 B FOREMASNS -
<id extension="message sender
1dent1ﬁer“root“"2 16.840.1. 113883 3.989.2.1.3. 11"/>

' ToothEN 2.0 2004 B %Fﬂﬁ%‘f L.

id extensionlZ EERD A » - PREFHITEA
HT 3B, -

#E %ﬁﬁ'l?iiﬁﬁ%*ﬁik*& LTRIBERDS.

N2.r3 Avb—USEEBNFE

| FIAOFF& I OF S FBIXICSRA v —UEEOREHEEZESRT B,
BaE ZH !
— 7 T 60AN
OID 2.16.840.1.113883.3,989.2.1.3.12
A E

B B ECH

| mr A

N2 U TOREHERERSD . ,
<id extension="message receiver identifier"
root="2.16.840.1.113883.3.989.2.1.3.12"/>

rootiIN2.r30AETZEM %23 L., id extensioniZ EEED A v — VR {EFRINFE2 A
F1¥ 5,

RELARNTFREZEHFLERE LT LERD S,
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W3C World Wide Web Consortium

WHO World Health Organisation, it 5 {R {E4# B8
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