EHAEEERK 02028 1 =
EAELIE 02028 1 &
Rk 2 7T 2 A 2 H

EMEREETES (B) £ B
EAERHEERA L REETHEE
(& B % W

BAFBEEERLFREN KRR
(& H % )

EBRESIR MR EDEFIURRIRD EEN A FOBEZIZONT

HXEU ERGSRFATERSE UT MICHI L\v3,) B 588 Ick
SEEVELH LN [HEFAREEREDEFIERITELEEN A ]

AT THA RTA ) L 5,) i20WTi, ER 25467 A 8 BT R
EFHOT08E 55 - EALHE 0708 F 1 FEAFHEERR L REATHEE -
LZENFERRBES [EIEAREEREDEFIERICHEIEEN A Flzown
T EBWTHA FIA Vv ORMREBRLLTE L ZATY, 2%, AR
TAVDEEERHVELLOT, TREELZH THO L, &% TEEE
T3 BHBES BV LE, '

lil_l|l_[|l

1. EESShIHA KT42 G50 £oWTH, I0H ROMSTRIEAE
KEERMBRABE T (PMDAJ &115,) ORO URL i8R Sh <



WwaH &,

OICH

(URL) http://festri.ich.org/e2br3/index.htm
OPMDA

(URL) http://www.pmda.go.jp/ich/efficacy.htm

2. 30 URL CBHENTHBEHA RIA Y ORLOMRENEL . 8]
(B) TE2B (R2) RO E2B (R3) E#ptHEsE) OFREBIE2 RUTH ]
(@) THEAHTEIFS] OMREIHR3I E LTHRALTWSZ L, ‘



(BiE1)

@
)C A3 EU EX RIS

ICH E2B S F %L

BREFIZEHHRE ICSR) OEFHEREIID
RAOEETA K

E2B (R3) 7—#HBRURA vE— Ut

2R—T 9501 20134E4 B 12 BkET

" ICHICSR EH A F 2013448 12 R



| (BlE 1)

HAF .
F—FHEEARVA v e— PR

ARANCHEEK. ZEREOFEMIZIGRD
- }"@ﬁgo .

20014E2 0 | BEREAHET — F BEO ICHAA K54 0t | 441 Step4CE | E2B
IE : HFEMZSERE (ICSR) 2EETIE
HOF—FER E2B (M) *OTHR
*20054FEICE2B (R2) T&4
{ERER 2% (ICSR) #EBTMICEET | 2.3 M2
BihOA yE—HE (ICHICSR DTD :
v2.1)

200545 5 A BT — ¥ FHOICH A F5 A8 |20 mmEo,s7 | E2B
REMZEERE (ICSR) 2E%TH7H0 Yy
F—#IFAEIB (R) DT v MEE

20096 6 A ENEMZ eSS (ICSR) #EFHICEE | 131 FEID Step2 | M2/

TBEREDHOA -V for Testing E2B
=N AR
(ICHICSR # v tE—23— 2 >/ 3.96)

20104 4 A EBERZLERE (ICSR) DEFMERIEE | 247 2EIE® Step | M2/
HA R : 2 for Testing | E2B
F—FEARUA v — R -

201146 A BEREMZ RS (ICSR) OETFRYRE 3.01 2@ B o/ | E2B
sl Yy Y7t |
F—FRERUA v -k v IR

20124 11 8 | ERESIZSMERE (ICSR) OETFHESEEE | 5.0 Step 4 lZ B | E2B

‘ HA PR L= A%
F—RHEBRUA v — It 'Y
201344 A ERERZESE (ICSR) OETHEEEE | 501 Step 4 LFE E2B

ICH Icsia HEHAF

-1-

201354 5 12 B




(Bl 1)

FXBIIEEHETREISNTEY, ICH DEEHTH S Z EBEITH 2 IH T B840
BRY . RBUEHF#HFED T COMA, #H, MOEFEY~DiER, %M. FE, B/t
DBEFAENB, AXELKRE, BEXZERTIESIE, ToXZE2ZELEFRITToNE
WETNWTEFLEEEHT, BHRED SV 5050538 7 &5 D E-FEG 1 FNB & Ht & 201441
12620, TOXFEDHE. ﬁEIﬁﬁWémw@ﬂ%zﬁf%Lﬁmw@ééizé e
I Ty Ry

EXBIZBROE FRI S, 0957 STEIEDORIFBAES b D THAY, ICH XITEDEED
%%‘5/;& 9% SBE Y. FIHOMMIMETS 5B LT, PEX L EDMOTFEIS
Eozfba,

LEDF I B ZH IR T BABICIZBE S AL, LEBoT, BlEESHEZEITRET
5I§Kowra\:@%#&ﬁ%%#éﬁﬂW#ﬂéééca

JICHICSR 384 A K 2013FE48 12A

2-



2380 R 13
1.0 BB oot e e e e 14
1o BB oo eeeeeeee e a s maes et e A A et e g e SR bR b 14
102 BRI oot b s s R AR bbb AR R R0 e 14
y 2 ) B — R e 15
2.1 —BREEERU ICH DEER . ettt ssbs st 15
C 21T ICH E B D8 R T et e et 15
2.1.2 ICH ICSRAA FS5A U OEBRRHEREE ..o 16
2.1.3 ICHIZEHFABBET T AR R et sssss s s 16
2.2 HEAZIFFITFTOH ICSRIBEBEDORE........... porerermeeeete i sereaaan cereereeeenssarees 17
2.3 Awl—UEEERAEOERI ..o s 17
D4 BTH TOSR & (FATAN oot ssrtesesssss e 18
2,41 {BHAEL BT I0SR BRUTAEEBED oo s e 18
2.4.2 BITD ICSRIEEAE L BFHRHOFIR ..o ....19
3.0 EMERER. ... s 21
BT TCH TOSRBIZER coooovooooeveeeeeoe s seeveveeessssssmesss st sm s st s ens s ssisesssosssssns 21
3.2 E2B (R3) Ma—KREy b, BERUER . ettt 22
3.21 ICR A9t THEATIAEBERVER. .o 24
3.2.2 ICH ICSR AIzfem&h ICH AR 20— Ky FRUA TV o MR
F (Object [dentifier, OID) .......ccevissecmrmmmsseesesessmessesssasesserssssesassaresnss 27
3.2.8 ERSEED— FE Y B ettt as e nn s s 30
3.3 ICSRDERITEAT B ICH E2B (R3) Ao cessssnnssssasssssssrenes 32
3.3.1 BIERBAEAIEIR ..o eeeereert ettt e s 32
3.3.2 AvbE—CADT—FEBADEE ..o 32
3.3.8  —BBIER oottt et ssen et es 3O
3.3.4 SEBIOEE. .ooevrerreenes eereeee et e et e s e R R 33
3.3.5 F—4HAD T+ —T Y MIDVTOEEE ... 34
3.3.6 T—R2AHO—BRIL—IL e oo eeere e 35
3.3.7 ICHE2B (R3) F—ATAEDFEH ..o 39
3.4 ICHEZB (R3) T—RIAHE ..ot it iiiaieiiiaananaans 41
N.1 ICH ICSRimZ#ERIF (/v F 5 vs3— : Batch Wrapper) ..o 41
NIl ANy FHDA B =D DT et st 41
N12 RNyFEF - 42
ICHICSR N A F . 2013444 12 H

(BEs1)

-3-



NoL3 S P B A B T ettt et eeese e seeseseasasasesenmsesses oo 42

N L 2 T R B B B T ettt s eeeeeeeeseeems e e s s ssenes 43
N1S5 RNy FEED R e e ra st e er bttt st 43

" N.2r ICH ICSR A wz—UAvd (Ayt—U5y/8—) (WEIZIGLERY
TR G ) ettt ettt et ettt et et e et e et e e e s e s e e e eeeeseereaens 43
N2ED A DB DBRBIT ettt eee e e ses s ses e seenne 43
N2I2 A Y= DBHEEBTIT oooroeosoeorssessmsesesimeessssressssseesessee oo e 44
N2I3 A 9 DBIEBBIIT oo oo 44
N2rd Ay =PHERD BT ot eesssssssessssssssssssssesssnneserer s nnis 44

Col SEBIREEIRE DI oo, S 46
CLI BMEFEZLICEAD (EH) RRMETEBIIT oo eeesee 4
R (55 1Y = Vs S SO 48
Cl3 DRI oo bt et ecrses s ses s ee et e s st eeee e s 49
Cla TEHIENOBANICHEBATZEIUTEH et eeeeeceseseese e sesseesens 49
Cl5 FHEDEHEBRAFED e rernsrnssisesses st snessaessseesssesssassssnssssssess 30
C.l6 FEEEPFEHL TWDHAIATER T OMDIEE ..ot 50
C.1.8.1 PIRIFHRERZDMOBENIH DD ? et 50
Clélr HEFFEFLTVIEH (BEIETCHVIET) 51

C.1.7 AFEFIIHFEEDRRREOHIEFTEICT DD e esesseran 51
C.1.8 {HFANC BT DEFERBIF oo SO NS 52
C.1.8.1 R B DI B IR BT oottt ee e 52

C.18.2 A D B oottt 53

CL9 B DD EEBIEBT ..ot ss sttt st seeseeseensesasssent s se s s easssans 53
CLI0r AHELEETIMEOHINF (BEIECRYIET) e 55
C.L11 $HEREZE MEIE ..o ettt s ettt 55
C.L1IL1 SEREZE MBI et aesas s sesn s e s nneenens 55

C.2.r H—XIEHRR WEIZHLCBYERET) e, 57
C:2.r.1 BREF DI oot es e semsss s sttt ssemese et s s eeeemers oo 58
C2r2 B EE O T R BT T oo eereeeeeeceessess st eeesseress et oo st se e eessess s ses s 59
C2TA BB oottt e ee sttt ettt e eeseeeeee s saee s 62
C2r5 BB BB LB REFBI oo es s e eeeesssesnn 62
C.3 EMREMREDRIEEITHT BER ool 63
C31 B R DTEI oo sttt tases s s se s semesse e s s s 63
C3.2 FEAEF DRI oottt e s st sttt ee e 64
ICHICSR EEEH A ¥ 201344 A 12 H



(B 1)

C33 HEEEOBELE e SRR ——— SRS 64
| C34 EEZOEF. FAXES, BHERRVET A AT FLR s 66
C.4.r BIFAXE WEIZKHULBYET) . erreenees 69
CALL  BIRATTER oot eeesaee et esass e asssasassanaess s et et st s en s st st a R R o ss b 69
CAL2 BEIVBDITEF cooorerccscicnens s simsssnsss s sssss s s s 69
C.5 ERBRDEEA ..oovoeieeeieee et er ettt s st ese et e e s acas e e tes e ne b e sasaee 70
C5.1r REOBEFR (BEITIGCEEDIET) s 70
CHIrL BRBODBERE D oo sssesas s ersresessescessensssesassones S (¢
C.51r2 RBROBEE......d SO ORISR OO 71
C.5.2 BRERAD oot es s ee s s esssar e st b bR AR 71
C53 REBEEE (RE T =) OB S e 71
C54 BUEH  AEFLPRBENICFROME e 72
D BB et ettt ettt s neennarinn 73
Dl BE (BEIXITA DU FIL) st esssassras 77
D.1.1 HBEODREKEZTRUZOFERE EEAFTENATODIEHE) ... 77
D2 AR EIR oo s ettt s e e et ettt et b bR AR e e e et eaen R e RO RO R s RS E R 79 -
D21 ZEAEH B oo ecretes s raer s st et 79
D22 EHER / AEESBEBFRFOER .o erennirerarns 80
D.2.2.1a MR TORMER / AESSEEAROIEREAN (B0 i 80
D.22.1b WKRETCORWER,/ HEESERFOMBEMR D) e 81
D23 BEOFEE @EFOBERIZLD) s 81
D3 AEE (KE) cvorerersiserinsrsemseneeeseesssesessssssass s ssssnenn eetereeren e neesa e uasa s b A sa e naraas 81
D4 E’E O trorereerseeeeeseeesee e seesesmemensenereasas s s eeeie st etk b s s AP rmnEne s st aener e s e Re R e e e aena bbb RS 82
D5 BEBI oo eseeassssssesessseseessssmseasssssssnssssssare s e sss s sesesass st sseess cevreersssseesesmasasssraes 82
D6 TR oottt oees et e 82
D.7 BHETABRERUCREAER @UEA/ AEFFRLERE) e 83
D.7.1x EET3HERERUCHEEROEEL SN IFR (ﬁ%b:psun%wi!i:;) _
D.7.12.2 BEBEE oottt esae s e sess et s b e e 84
D72 BETHBRRERCHEEER GUER, FESSER<) ORRIES...85
D7.3  BEIEIE oot se s r s d et ea e e et 87
D8r BIETABECEEMLERRE (BLEIELCEDIET) s 87
D8rl EERLZ EBESNIEFE) s 89
D.8r.2a MPID /S— g B/ BB e snsr s acmssasiaens 89
ICH ICSR 2N A ¥ ' 2013448 120



(BFE1)

D.8.r.2b EFEMBRBEIIT (MPID) oottt 89
D.8r3a PhPID /S —Ua A/ BBt 89
D.8r.3b BAFERUT (PHPID) oot seeenesseesseenenesaeasesnnens 90
DBrd BHERB oottt e ne et ee et e e s s, 90
DBXB  FET H ettt ettt s e sttt ee et e s e serans 90
D.8x6a ERHEED MedDRA 7S 3 1 oot 91
D.8.r.6b fFEMAERA (MedDRA T F) et 91
D8xr.7a BIEFA®D MedDRA 7330 8 2/ oo eeee e st 91
D.8.x.7b BHEM (MedDRA T K)o eee e 91
D9 FETCDERE ettt sssssesss st ssssss st e e resesereses s s s s s eeeeeesssseseseees 92
D9.1 FETTH ot ettt besb bt s e ees et s s et et saerees 92
D92r HESHEIEE (LB CBYDIET) e 92
D92r.la SMEISNEFERD MedDRA /3= 8 2 e sre e seees e 92
D.92r1b HMEINHEFERE (MedDRA T—R) e e e 92
' D.9.2r2 BEZNIEE (BHEEB) oo sseeee oo 93
D93 BB TR S AUTE D 2 ottt 23
D94r #BRICKBFE (BEITIECEEDIET) e 93
D.10 H—-F/HREBECETS. BUEHTIHE ..o, 95
D101 BRODFERAN oottt s ceeees s sseseens st ne e e seseeee e rrrnees 95
D102 BRODRETE R e stess s st saes s e se st s ess st eeeeeee e 95
RN 1Y 3 B - B 95
D.10.2.2  ZRODIEE oottt et e et s e eee e 95
DR VRC I SR04 2 . = OO OO 96
D104 BOEE (KE) oo esesssssssssssssessseseseesrasssess s s ssss e snese 96
D.10.5 HOHE (cm) s 97
D.10.6 BOHER oo eeerera e e eR s AR ae At et e e ran e Ao b et st ee s eene 97
D.10.7 BLOBIHEY B HEIRIER UBEEEIEIK oo oevessesroeseeesssssssssssss s ssssssssssssss s 97
D.10.7.1r BOBELSHIFER WEECHRVET) e 97
D.I0.7.35.2  BAEAE oottt s e s e ee s m e 98
DLI10.7.108 BB oot seen e st et et e eree e s enasaeeasen 98
DI0.7.104  BET B ottt et eneee et eee e s eeneeens 98
DI0.7.105 3 ettt et s e n e 99
D.10.7.2 ROBIET 3 FERER CREHIER OFEIRIER oo 99
D.10.8r BOBETZBEVERESMERARE UBERIETEVIET) e 99

ICHICSR A A K

20134 12H
6.



(BFE1)

D.10.8xr.1 EFEFA BBEINFERBE) e 99
D.10.81r.2a MPID A —2a B /BB e 99
D.10.8.r.2b EZEGEBEFEITF (MPID) .ot esaes 100
‘D.10.8.x.32 PhPID /3= 3 A/ FEB e 100
D.10.8.r.3b BUFEAIF (PhPID) .oooeocceecrcnecemrenmermgmmenesesssssnsssronns erreerenias 100
D084 BIEAR oo creeenpeenme s cssssmsss s ss s B 100
DL10.B.5 AT B omoeeeeeeeoeeeeeesssesssssssmmssereesessesessessessssesessssssessessssssessenerorresses 101
D.10.8.r.6a {FEAEED MedDRA 73— 3 ¥ e eee s ssssssnnens 101
D.10.81.6b HAEE (MedDRA Z— F) . neesescsesesesecssesssseniens 101
D.10.8.x.7a EUER® MedDRA 78— 8 Vs ssse s 101
D.10.8x.7b BUEM (MedDRA T F) oooiooimmncnnnrssssnnnnninenicssisssss 102

Ei BMER AEER WEITIELCHBYIET) e 103
Eil E—KIEHREIC LY BE SNEBHER/ BAEER s 104
Eilla BEECEHIh:, F-RIERRICIVRESHBHER /558
.............................................................................................................................. 104

Eil.lb B—%kEERIC LV BEEN-AER/AEFR0SE e 104
Eil2 #RSh, FRIFRRC L W RE SRR/ FEFS ... 104

Ei2.la BERA/BEHEO MedDRA /S =3 1 e cneesoccnns 104
Ei2.1b BIER/ BEEE (MedDRA = F) i mssssssssssssssssanes 105
Ei3l @EHICE > CEEYE SNBUER AEBR oo 103
Ei32 BEEHTLOEEMDIEIE s st 105

Ei3.28 FEED BO csmmmmsisesresrsmsressssesesssesssssssssssssssesssssssssses ovenn 106

EiB.2h AR ETDT B oorooeoooooooeoscoooeeeeseesessssssosmeersssesesssssmeeeesisoe N 106

Ei3.2c WHROLDOARIIZAGHNFDOERPLETHDL DD e 106

Ei3.2d KEMXIZHEAERES  SETRITHEDIHD 106

Bi3.26 BERBEEEIET B Docriesecereseieeesesereesssesserssesesssssessesssssessssscsssens 107

E.i.3.2f %@@@E%ﬁtﬁ%#&% ................................................................ 107
Ei4 BUER/ EAEFHOFERH s, e e s s 107
Ei5 BHER/ BEFROETH e et ees st RA e 108
Eiba BHER,/ HEFEDBEIEIE oo esesssssssssesssssssssssessssesmssessssssssseos 108

Ei6b BIER/ AEEFSOFHEIM GRAD s 108
Ei7 BREEFOBIER,/ BEFREDER st 109
Ei8 EFEEMFICE DEZHIFELR ..o oooooccoeesssvseeesssssseseessassssssssssssseesrssssesmsmssssssssesssaseses 109
Ei9 RER/ BEESPFEEILIZEIDFED .o ssrsesisnscsnssmsssssssssssssesssssss 110

Fr BEQOZNI-BEETI2RERVABEORR (BEIKCEBYET) ...111

ICHICSR 3#3&AH A : 2013448 128



(Bl 1)

FILL BT (RZD) oot sss e eseess st eeeeseeer e s seesseeeeseees s 111
FL2 BRTEAD oot sbass s s sssss s st e re e se eees s ss s ssens e eesesses 112
Fr21l AR (B et 112
Fr2.2a SO MedDRA /S 33 oo 112
Fr22b HEA (MedDRA T = F) e eeee e ee e 112

FiL3  RZERE IR oottt s see e se et e s e 112
' Fr3.1l BERE (T R ettt e 112
Fr3.2 BEER /BB T) sttt esveessssseasaseesesassnenen 118
Fr3.3 HBAEMRE (HAD) N —— 113
Fr3.4 BRERBRIKETIHEEELT—F (BB e 113

Frd IEFHE (R ... eeeeeee e aeseseeseceeses s ssesseereses e 114
R = - 114
FIG M i iess s sesssass s bt s et e eee st s e 114
Fr7 2 OO s e 115
Gk EEMFER BEITIECHEYBRT) e 116
Gl B BTG D B T T oo s eseeeeees et es o 118
G2 BEZER DRI oottt oo rs s se e ss st s s s s e 119
Gk21 EZEKOBEFTENTF B OBEA I T et 120
Gk22 B—REBRIC L VB SN B e, 121-
Gk23r RO/ FFERSTOBITEER WMERIETHEVIET) e, 121
Gk24 EEREATLIEDBI oo 123
Gk25 FBEEDEBIR oottt 124
Gk3 BEFEHOERBOBEERUER, BT e eeeeessssssssaosssesesssseennes 124
GBI TT ettt eee e 124
Gh3.2 KRR /BB oottt e 125
G.k.3.3 FAFRDBUEE/ H DB T orrroesoreoeesoe oo 125
Gkdr WEBROEEFER (WEITISTEDIET) e esesesenessenn 125
Glkdrda TBEE (B ettt en e 126
Gkdrlb HE5E (HAR) .................. 126
Gkdr2 REMBDERIEL oottt 126
GEAr3 BREBIBREDIERE oot see e e s enss e 126
Gk4rd EEGOBEBEAD oo 127
Glhard EFEEORGIET B et ve e es e easesaees 127
Glkdr6a EZFELEBEHH G oo 127
ICHICSR EEH 1 F : 20134248 12 H



Gk4r6b EIEBBEHI (HALD  ooersreeereoeeeeessreesesesssssessssassesineeseees 128
GRATT 78T B R oot se s ses s st bens 128
Gkir8 BEBEZRTEBIER . .o enstsesse e 128
GRALD TEBEEINTG ooooooooooesoeeo e essoeeessoesseeseeeesseseesesseseres st asrree s 129
GRAr10 BEEB oeeeeeeeeeeresessrrenoen e eoereeeeeeeeeeseseeee e 130
Gkarll B~0OFRERE BT/ IBREEDBEE) e, 181
Gksa BWER/HEFLEEEITORMBEEE B e et 132
Gks5b BUER/ HEFRBRE CORBRELSE BID e 132
Gk6a BRFEFRFOIERMFA 80 cerneereeenar e saenes SRR 132
Gk6b BEEEOEEME (B sttt tssnsens 132
Gk7r EESEFTE UICE DD ET) oo e 133
Gk7rl S—KFEBFEICIVBEESNEERER ... 133
Gk7r2a HERAEBEDO MedDRA /S—U 3 ¥ e 133
Gk7r.2h HREB (MedDRA T F) o virerinirrsaeesseseessessseressssemesases 133
Gk8 EEEITH L TEBIVFIE ..o reesesesseresensssssssseress s imsecsssesssasesssannins 134
Gk9i EEE LAV, AEEEO< Y7 A MBS UEDETD) . 134
Gk.9.i1 FHE ROBWER AEER o eerreeserea e e etebeasserseaes 135
Gk9i2r EESRLRAER/AEEZORREMR (MECSCEVIET) ....186
Gk9i3.1a EXEROBREHENOCEHER / TEFRRERE CORMAER &0
..................................................................................................... PO ¥ |
Gk9i4 FRECEHERIZERB LTI ? e isrssenressessessesesneensnesens 138
Gklor ERRRETHEOMOFR (2—Mb) (BESTHYET) e 138
Gkll EERZZETAZOMOER (BETEE) e eevemeesesenseees 139
H rﬂmE&U%o@wﬁﬁwﬂmemwamwmme; ................. 140
H1 FREEB, BRLE. %Jm&t»%o)m@ﬂa@*#ﬂ% TeREADFIBIFR .o 140
H2 B DB R reeeissssssessssssssss st s s ssse s s s s rasasssssssessserssenatsbaraba s sssases 141
H3r BEEHFICLIZBHE (MBEBIIGTEDIET) e 141
B.3.r.1a %{E%ic k52w EFRRRU/ IEWER / AESROT/SED
MedDRA 7530 3 2 e sassssasensens ceereeeeer st er s e 141
Harlb ZEEHIC L D204 EEERV/ UIBER/ AESROBIH
(MedDRA = B) oooottcerissinnsassesssss s sssssssssssssmessressss s sssissssssssssssssssssens 141
1 L T2 o 1= OO T 142
H5r SEFCERSNUCEMBERVRESOER MECEUAVET) . 142
" Hb5r.la FEABERCEEZEOERICET AEHIER. .o 142
Hbr.1b SR ERCHEE OB RO ETE et 142
ICHICSR Ed&H A F 20134E4 8 12 H



BI 1)

3.8 B . .. 143
351 FUBHDTTEEIZ o rsen s s bbbt ee e e eses st 143
352 BT oot et ese sttt r e 143
353 XML A LAY L ADB oo scceeeeiessseesssssssssssaseseessssenesresesessssssesessseseseseressssane 144
4.0 0 R E RS o I a s . 145
41 HLTFERBRVE R 9D ooeoooee oo seeessees s srsessss s esses oo esssees s oeeee oo 145
42 ICHICSRFEFRINE A 0 B e eessssssessssstssee s eneseeses e ssesssssssssan 145
ACK ML BRI 7N 0 T B B et ses e es s st st s s s ee e 147
N O RIS rve - AR B8 S -y 3 O 147
ACKM.3  FEGBIGE /S o T B BRI T oottt eeeeeeeeeeaee s ssense s s e s s 148 -
ACKM4 Ry Ffrk DFETBEE B oo 148
ACKAL JCSR /DY TFHE ettt sssesses sttt e seseresesest s s s s eesss s o 149
ACKA2 FERISEHIEA v E—=VFE v ettt e se e 149
ACK.A3 ICSR /S TARIEH oot et sae e nenn 149
ACK AL (B R R I T B oo essts sttt e seseseeeseeessesersessaanses 150
ACK.A.5 z*‘yi’r»i‘ufévsz ST T et e s et 150
ACKB ICHICSR 3 & B —PHERRINA oot sass s ssssssssssssssosssotssnssseeeseseneensssnsn 150
ACKBIl ICSR A BT BB s sesitsssieeeseses s eesss e s ceesenessssesens 150
ACKBIL2Z HUB TS oottt e eese et sr e s e seseee s s 151
ACKB.r3 ICSR A v — URERBREBIEE oo eceeesos s ssssese s oo 151
ACKB.rd ICSR A v — SRERREETEIEE oo sssessee e 151
ACKBua5 ICSR A v B—=CHEREE v erernesassenssses e st et s bbb s seetrenes 152
ACK.Br6 ICSR A o B P ORERRIRE T oo eseseseeeserese s sesessssssssssens 152
ACKBr7? =5 —/BEAvE—VIIBR e e st a e 152
. e 153
8% 1 - I0H ICSR DAERE B TUMEIS & oo, 153
f+#1 (A} —ICH ICSRZ."—%—-? ............................................................................................ 153
LICHICSR #? y =Y EB L ICSR EREE A v —TVDAF—<D—% ... 153
2. % ICHICSR R F—<DFIFADFEBIE ..ot enenenes LB
{491 (B} —E2B (R2) RTRE2B (R3) EIBRIEDMELE oo, 158
ToE3 (o) I g S g P et et 158
&I (D) -ICHICSR A y E—TRINICSRIERGE A vy B —POBEL R ﬁv‘yzl .
...................................................................................................................................................... 5
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(BE1)

FHET (F) —ICHE2B 227 F U R Brccerisresssesserserssersccssesmscssssmsssassssasstrssssssssssasssinsss 159
FHET (G) —BITHIEIR oo sesrre st se s bt st sab b s snsa s 159
181 (H) —SGML BT XML R ..o et e s sea e en s r e 159
8RB 1] ~ BT BEZ ettt e e ea e 160
FHEEIL (A) — BAE/ BER oot sssssasssevesssesssesseseessssesssmssssss s cesensssrasssassnsns 160
fHE T (B) BERIH e eeereeeeeeeesseet e s AR e SRR R AR et 161
A (C) ISO 8601 HEH XML B ...oooooerrecesnerrr e cnene s saeeree 161
BRI - BBEE R U B E = et 163
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(BlEs1)

ISO/HL7 {F#EHEH%  [ISO/HLT 27953-2: 2011 Health informatics -- Individual case safety reports

(ICSRs) in pharmacovigilance -- Part 2: Human Pharmaceutical reporting requirements for ICSR) &
B L T SRXFOHKEID, BITEDFTEHTHEAL TS, ISO/HLT 27953-2:'2011 {24
# DEEHREIL, ISO IR < L o BT o f g FAPERTE TS 6D TH
S, MBrRE - Bl - R 22,
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(B 1)

FF

FEL, ICHE2B (R3) # v&— VBRI IS BREAZEM#E (ICSR) DETFH
EEICE LT, ICHIREA U EEis 2 27T 2 0iggtth 5. ICHEB (R3) #Fix
JEZIL (EWG) & ICHM2 EWGIC Lo T I D&y FRIfE S iz, E2B (R3) -
EWG BAZE T 4 FRAOEFERFELED, M2EWG BHfTHARTE2EDE, Ihbd?2
~OEWG ik, ICHE2B (R3) EWG & LT 20104 11 AICEMRE i,

ICSR & i3, HESROIT IR FTAR 2 B IC BB LI<RBI/EA (adverse reaction) /A EFH
(adverse event) ZHATAIEMOMETH D, BEA/ AEELIL 1 S ULOERGEDOH D
BB A RECEERTATEERD B, ICSRIX, BIER/AEFEReHbinRRERERL
W T b DIERARICLFIREN DT 2B H D,

A& [CH A A Fizk NAOEELRUENZHRACEREHT TS A, MR &> T,
U 7%, A (herbal product) . {E¥ES. BMOREXIEFBEOREMERED L. &

A v UERREOEAMERECEWVEARH 5, ICHTEICRIEERMH. RSB
TSRS RO ERS L SHBERERORRICER Sh 5,

e REEHNA P, ETFHICSR A vb— V& Er. Mg, BERUEETIEDOY T
b7 Y— N OREFREILHIEHAMEL LTS,

CAZEN A FRERRESMEREROBH TR . EESEAEEEORE. HEXIIHF
W FEF RS RIELN A EAREOTA LER LTV, Ei, BEREAT LM
|EDORBHIRIEBHTHEHOBOTHR,

A ICH =37 A FOELIENOGREETHD, LENoT, AXFORNEEIL, ICSREE -
DEBIEDREFHA vE— COHBREUFIACET 2 BETEREE L BE L2 hids
LAWY ATABRE, ITEMAR, VATLABAERCVATF LAa—P—RETHD, AEE
HA Fid, BEREEREY—L @ = Fa—¥—0TF—F AJAO 74— L RUA
B—7x—2) OEBXBCLERER, BLWCRAZ AN — FORE. F—FEROES
BUEERA v —I0a— MO OB EREELBTT 5. L UEAREVA FiX,
EDT —F_R—RAF 7 ) PRV T =TTy T4 —buRETIDITTH, #iE
FARbBIFTHRY, TrLD, AEENA R, AXBICRTEERRIZES AR XML
a— KEERTH-DOERNERFEICSVWTERERTSHO0THD,

I % FU EXSHEHRAMERS# (International Conference on Harmonisation of Technical
Requirements for Registration of Pharmaceuticals for Human Use, ICH) http:/fwww.ich.org/
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(BlER1)

ANBEOLUTOETHE., ICHXEZEUETHICSR X vyt~ VOEBHERR VR LHER
EHELNT VIV a v OBERCET SRR RET 5,

1.0 B8

ZOICHREN 1 FOEB LD BN, FRBERVEREC»1DLTF, HowaEED -
ICSR DEFIHREIZ DNV TTRTCOF—FHADOEELERT AL THD, AEEH LN
AR R CABEOEG O ICSR DT —ZEBIZS>W TR L. BEASRSRUFERLER
EOWFITHIET S, AEMEN A PO Lo BT, EETEER ICSR A v 2— U3 #iR+
DIV VAT AORELH B EFRVFRES BERLE, REINBRUIEEFIAR
T—&5E0) BTS2 LTHDH, ICSROFXBIL, Ty NT7a—h, THVr—avk
VG RT ARFEREIET LRWE L OB QB ERKICHERLTE TH 5,

1.1 EREEE

AREEFA FIZBIFTAICSR, #2074 —< v FRUASIE. BEUBERSHELDYIRA

N MR EEHAZRERCHE SN L5, 2L 0F—FHETHRIN TS,

PIZiIE, TV EBRUVEO7 37—y MM, HRTPOEEMLES, BEES. BESET
EHRMOFREMER L, BEESXBENER24b2nb 0 a)., EHROBEOENRS Y
RRTODITHELTND, LER-T, EERROBASE L HFAMTHFT DR, Hir
SRR —ANT —Z OB ANERIZUERWVIZT T, 9 LEERZTEAMT VBT L
T b, ICHE2B (R3) ICSRDI=bDAEEN A FIZ, F— ¥ _—REEOEHE. Hic L 58
ERAOTHA v, EETE/ SHEREOCEAIBAT R L2 (technical security) DRIEE
BB LEL TR,

1.2 EHW

@W&U@ﬁm&%m%&ﬁm&uaﬁmﬁéﬁﬁéoﬁﬁm5 ZEMAEHR (B - ICSR) @
A RET D LEMENH B,

o BETE RN OHAMNY R UCHELE~DOER

o BHYUBMOGE

o DUIRAZE LR XL B OEE

o HEPEMOMLE .

o BRRAREEE (AR ¥—) 2H4 LEEBBNEM»OREZRS~DGEE

o HREEN O HIRRERE (World Health Organisation, WHO) . BEEELT=F) 7+
> #— (Collaborating Center for International Drug Monitoring) ~®D{Ei%

LZeMFBOkicit, BEERLLZZ2—<y b S0 —H—F, CIOMS I 7 4—u5.
MedWatch 7 4 —.A) NIZETFEE Fl: oS540 TR, F—7F, a1y b5 4 R

7) BRI, ERBAEOHERCRICEROBNA LA i E2 5 L, EELah:

Ao —VEEERFIR LT — N RO EEGES RIS T AEE T r—v v MH B

EThHDH, FROETFHEEORDITIEL, AEEN A FEERIATWA L ) REOT—#

RE OER LFERREFEIZONT, —EURH Y, Io—ELERERARTHD,

ICHICSR REEH A K 201324H 128
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(B 1)

FEPBIER A DBV L= DIV, & D 104ET ICSR OXBITROBEE) L EFHREICK
X{BITLTETRY., EAZLEEROETNEERIIRNRERLTSEERICKIER
& HpaTWwWa, ICHIX 1997 EIZ ICSR IZE T3 B EN-BFRIZERAKEAR L. TOEY
OALIE, WITABRYIEISNTE, ICHE2B (R2) B3¥#ER, REGEFEMICFRAESNT
BY . BEETH—#HO ICHRHFBKE THEBL S, ¢EF<@ RENTNS

AFEIEH A FIZRBREN TV S ERIERE Fiﬂﬁimgﬁﬁﬁﬁﬁﬁﬁ (Standards Development
Organisation, SDO) & OB ZBEUTHESLALD, ORI —FED ICH7 2 EREHIZ
D, REEAA FEBEEND A v v—VEERKLATO ICHETH A v &— VEERKE
. EESEIEROEFIZET S BFHHEER (Electronic Standards for the Transmission of
Regulatory Information, ESTRI) @ ICH M2 EWG IZ & - TERk &7z, RIERICE 243, BITO
A we— BRI FEE LR (International Organisation for Standardisation, 1SO) . ~/&
X+ Lyl - 72 (Health Level Seven, HL7) | SEMEEN(LZ A2 (Buropean Committee for
Standardisation, CEN) . BB 7 —& ZHFEHE = >/ — -7 A (Clinical Data Interchange Standards
Consortium, CDISC) . FEBYEF/FZEEEH 25 (International Health Termmology Standards
Development Organisation, IHTSDO) KU} GS12% b 7¢ B Hofar = o7 F77F &= (Joint Initiative
Council, JIC) & ICH & DA X > TNk, [ISO/HL7 27953-2: 2011 Health informatics
- Individual case safety reports (ICSRs) in pharmacovigilance —- Part 2: Human pharmaceutical
reporting requirements for ICSR] &\ 5 £ %R0 ICSREEHEREIL, ISOD Y :r.7"B‘4’ h
(http://www.iso.org/iso/storeitm) 7> 5 AFETE 3,

2.0 H®

2.1 —BREERRU ICHDOER

211 ICHEFEDNR—FF—

ICH X, HH4BRAREUVEELAERAEZLOOERZRY AN TEHORHRAMEELS 2
YR L BRGOSE LTHEE SR, ICHRRLAEZANTWEDIRAE, SMNES
(European Union, EU) B UKERMOEERRKEZEGICET 5 —HOEMHERFHOBMTDH 5,
b 3 e ICH AEILENZESS (BEuropean Commission) , XN BLEFEES =
(European Federation of Pharmaceutical Industries’ Associations, EFPIA) | HZADEL S GIE
(MHLW) / [EEREFBEEGEHH (PMDA) | AFRETERS (IPMA) | XKERLE
£ /5 (Food and Drug Administration, FDA) B (R AFHERE T #ES (Pharmaceutical
Research and Manufacturers of America, PIRMA) @ 6 ETh 5, EEMEFHEESS
{International Federation of Pharmaceutical Manufacturers Associations, IFPMA) 25 ICH 33§ //iC
#oTWB, HIRRAERGT (World Health Organisation, WHO) . 77/ 527 (Health Canada)
B OEEH 5 B B £ #4% (Buropean Free Trade Area) (347 ¥ —/3—& LT ICHIZBML TS,
ICH O%EIE, ICH 6 AR UA T F—"—DRETHR SN IEEZERERACLVITONI D,

2GS1 BEEHAEEFIRET, HtRBABRVEY F—BTHIFA4F -V RBT= 2 F
5°::~—/®%Mté:‘fﬁ{t%£ﬁ'§‘6 7o, ﬁﬁﬁ@f;tﬁrﬁ&t}/ Ja—ia vORFEURE
EICRALTNS
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(AE1)

ICHZLROER, ICH6FK, 3 A7V — " —RUEEROAEKL O PCEESRHICET 3
oD a7 = =7 F 7 (Regional Harmonisation Initiative, RHI} . 72 7 57 X A
FHi# /728 (Asia-Pacific Economic Cooperation, APEC) . FEF 7 27 EH#ES (Association of
Southeast Asian Nations, ASEAN) |, B&FE7> 7 p?@ﬁﬂﬁgfw“ (Gulf Cooperation Council,

GCC) . AFxAY ﬁfﬁnﬁﬁﬁfﬁﬁ’/ﬁ » ;T7—2 (Pan American Network on Drug Regulatory
Harmonization, PANDRH) R (FF#87 7 U % B #ERIfE (South African Development Cormunity,
SADC) DfRFEHb 72 EE/7ZES% (Global Cooperation Group, GCG) #XEL T3,

AREHA FIZICH=RE (A4, EURUKE) RUICHA 7V —S—X|1E GCG OREFEL
TICH L EH LTW A IZ B A EE S ELMBEERSEICERILS,

ICH. ICH @ EWG K CHEHERE 2 O DI ZELEBOHMIT, ICH V=7 ¥4 MO BAFTES,
BB EERE O T X P RUEEICEE L - 0 OEHT 2 ESIL. ICH M2 EWG TAFET
EHIEMN, ICHZ 2741 MbdH B,

2.1.2 ICH ICSRA A FS41 »OELRIER

BHID ICHE2B H A 5 A T b [ BEHESGEIERE (ICSR) FEET SO — 5
£ (Data Elements for Transmission of Individual Case Safety Reports) | #% 1997427 H 17 RiZ&K
PRI, 20004F 11 BT shictk, BMARE LOEEEE T 2001 482 AIC ICH Step 4

E2B (M) HA FTA & LTREEN, CHXEFBA =T F7O—BLLT, =0

Step 4 E2B (M) HA FZ A /% 20054F 5 AICE2B (R2) HA KT A viciks Shiz, 20,
EBEHNE~OERIL 2RI o7, ICHM2 EWG i3 2001 £, fFHRIER U RiZhhb b,
ICSR DT — S HEEHEL. EXETIZLICLoTF—FEBOERELER DT [H
FHECIZL2MERE (ICSR) #EB TRk T 575 ODA »+— 4 (Electronic Transmission
of Individual Case Safety Reports Message Specification) | 4 FF 4 »#/ER L1,

2.1.3 ICHIzBH2%ET o+

F—HEREL ., HRBREOERTRICEEOSMA S A MG EP2E LD L, AEF — 2~
AW XD RN RNERVCOEN TR 7 +—~ v F TS5 2 RO EET B4
BEMRAECHD, TOR), 2121 @EiE) Tk 52 E2B XTENERNKRITANS L
I oTz, E2B (R3) AvtE—U L, 10FEU b ERIh, #EELET T
ICSR Cdh 5,

ICHICSR HEN A F 2013448 12H

-16-



(BlE1)

ICSR DETFHEEORIhICIL, EEfRIGEF —#HE L ETFHA v —VOBIERITA
RTHAH, LR T, BEYNERGMOSNE ORI CEELINEETHA vV
BATAZERMEDVEETHD, 20064F, ICHZ E2B 3 EHORETOIZHIT, SDOHE/
+TRERERETAOEREEDD EVWIRER T Ui, FZFEHA Fi, ZoFHLnwIetR
CTHRINZEB (R3) AvE—YREETS A ve—VEERECONWTERLTWS,

ICH OESIOFHE L & Hic/KT, ERMCHENShARETERETHA v - EERED
BREMNTEL 2D LY. ICHDEEBETHS ICHEEZESIZ, SDO g U THREER:
T5 L WHREE T L, ISO, HL7. CEN, CDISC R (FIHTSDO ¢ ZNENDHEHETLE
(TC) RUMREIESEE(LEEDSHEYEIL, LV EVHEBROEREBREICHAFRET, HAN
HRETRRREERERE L ERT A Z L 2XB T DI, A, BFL., BRTLHET
HBHLETHEELTND,

2 TLEROSDOT, ABFEHOBEREES AT ko TEEEEDARA—F, BEERUIE
AEFEMEE L Vo RIBEICHA L, RS D MFEr =7 F e R LI ::co;tia/f:*/? -
FT1E. AL A—Th 3 SDO DRENLEREND LG, =2 7F77FFS (JIC) ITk-T .

EEXNDS, tOFFu—FiIll o TENREFROBEIEIC lowﬁﬁmtﬁﬁéﬁiﬁ%w’ﬁﬁién
. B0 SDO B HIERBIRIC OV THEDRR E XHFHMY 2175, ICHICE o T, EFHIERER
BEROGEYERAL. EHRUGEAENL UIBR T 5B EHET 57HIC SDO & E
Az bt WTANEZERL, #EFT 5 L TR TRE,

2.2 #RA =V FTFITTO ICSR HRERB DS

ICSR ¥R ICEET 2 ICH 0A V) PV OFHREEERRBIXISO e V=7 MNEBITHD
ISO 27953 L LTEREh., ZDH% 200842 HRERA =7 F 7 7udey b LTRRE
ntoﬁﬁt@:~z&0ﬁ%ﬁéﬁ@:—Z%iﬁf61ohﬁLméht%%tf—ﬁw
BIHERICE - T, BEOE2MEM LEE3 Z LICHRAARRELEEE TV,

o ICSR FEHER#E 1T SDO OFRTE®R & R dhi-,

1SO 27953 . ISO FHIELHEBIRE N545 (EELFZTEMELY - ICSR DFEER (ﬁf‘-—ﬁﬁﬁ) .
HL7 ICSR Release 1 DE#MBEAE R (U HL7 ICSR Release 2 T B FHEEH D 7= oD DB EFEHE

(Draft Standard for Trial Use, DSTU) =23 RERUA v E—VHHEHES L bOThHo7,
ICSREBHEHFRITISO Nu v hFut R, TihbbMHLEFE (Draft International Standard) . &
A4 (Final Draft International Standard) & UNEES#E# (International Standard) %E LT
PASE A ie, AAEHERIRIZ 2011411 A, EEHRKEE LTISOIC X W RIS,

2.3 A u—-CRERBORR

HL7 version3 (V3) A vE—UiEdEERIT, HL7 EEEKAREHOGHATRTENIER
EROBHEFAEE S, 1S0 1 HL7 #AEICEERE T RR T IR ERERBE LD TS,
BOIOMEIRE LI EREBEAS ISO/HL7 21731:2006 Health informatics - HL7 version 3 -
Reference Information Model -- Release 1 T o 73, HL7 V3 MR EE85 7 / v O— 0
- R ST B DI BER Shiz, HL7 ZFFH 27/ (Reference Information Model, RIM)

3HLT ¥ =794 | http//wwwhiT.org HBAFTE Do

ICHICSREE YA F 2013 4A 12H
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(BllFR1)

IHL7V3OLETHD, HH0EHLT A v E—V0RBEE A2 EBET L ThD, RIMitE
EDXMEBNTHERT—FRAFEEHEL, 120X vE—YeHRT5EHROEHICL-
TEALNIFRHICHEET 2 BREENHS O xR E2HET S, HLIVI IV AT A
MOMEELEREEZRTEROMEEZZET S, HL7 EFMIEB LS W FERBERY AT
LHEERAME L EREROT DO 2 2 o AR S EERBROBRE AR SA TN,
HL7 V3 A vtE— PV XML 22— MME#EXICE-S<, HL7 V3 IOV TE LIZMY -0 841,
Andrew Hinchley @ [ Understanding Version 3: A primer on the HL7 Version 3 Healthcare
Interoperability Standard ~ Normative Edition] % &R &=\, IS0/ HL7 279532 HEHERK X,
HL7 ICSRR3 (Health Level 7 ICSR Release 3) #E#E % I122-3<, HL7 ICSR R3 #E#EEHIT,
HL7V3ZEIC LIEHER A ve—TUTH S,

7ISO / HL7 27953-1:2011 Health informatics — Individual case safety reports (ICSRs) in

pharmacovigilance — Part 1: Framework for adverse event reporting) & L THREN - ICSRIZHEH
WORFRAL, EER, ERESE. BDE, HESRUEERBERICET A A ve—h%
EEBETILOTHD, ICHE2B (R3) A vE— EHEREIL, ICHE2B (R3) F—#HEHA®
BEFMA vE—V2XETS ICHY 7Ry b EEERRERECT 5 IS0/ HL7 27953-1 bl
FEND ISO/HLT 279532 MR ERIZ LTV B, Z OEMERKIL ICHY TEy b Th
500, ICHE2B (R3) EIHEH A FITEER &3 T 28 vl IR 248 1 7 s B OV 751
KHERT 2 LB TE 3, ICH OB ESERA OFERFIZEEE 5 1S0 /HL7 27953-2 {51t
REBOHEEIOWTIL, KICHREEN 1 FTERY Eiffevy, ISO/HL7 27953-2 DML, ISO
7= 7Y% A b (http:/fwww.iso.orgfiso/home/store.htm) A2 HAFETE B,

2.4 BFHICSR &i3fah

2.4.1 RFELETH ICR ZRITELEN

BRVEMAZ2EEE (ICSR) XL LTREOELETY, DWTHAREERA ETZ720
WREREND, &bz, BRDIATHA 7P, BEABFTOARR LT, RERBEBLE
bR R ZEMEOEROIDICHEEMTICSR 25X TILRERD D, BEFHLRHREINE
BEEEZREL, SORIVARVERODIIREEMET - 2B CAFTAI LNTE S,
ZNOORAIEY, BiEE, MEEEARRGE (MAH) | EFFEA5 (healthcare
professional, HCP) R UNERFIZERLDERIC OV THSRIFHRICES L0 Lvliie T4
TEMTED,

ICHICSR =& H 1 20134445 128

-18-



(Gl 1)

AR &, HEPRE L FOTRERICE > TA vy E—YRG (L) AEOEERER
%fw 2Ar— T A Y o ML U THREEDABNREET, AMOKME ICSR DR L~

ORATERF BT AR TS S, WS EEIKE. ThicXo TREERMNT
?&&UF%&J/—wo%%%%%kﬂ?ﬁff%é ¥ RS N EERRIET— S O
R L OESEE R L, BRE OEREOEM S ZE/MET 2BITILb2D7ES 5, RIiE
WER CRRERIZ. 5 LABRAND, T_RTOERASFIMTELH0 1 oORBMENEE
EHRESERYERL. —REoTHEBL TNV,

2.4.2 BiT0 ICR mEHZ L BTFHRHOTR

ICHE2B HA K54 v &FXBT5), ICHM2EWGIZ 200142 B, T HHEAIZ2HHEE
(ICSR) 3B FHN(FET B DR vt — {4k (CHICSRDID Version 2.1) @# V273

2-2.3) %3 L, HL7X Electronic Data Interchange for Adm inistration, Commerce and

Transport (EDIFACT) 12 X 3BT A v — U OEMEITBT B BT ER b BB I e,

ICH X Y8F, HHLHOHFE LORERBTE - L 2BAK, AA~—7 7y TEEHRN
(Standard Generalised Markup Language, SGML)  (ISO 8879:1986) %R ¥ LW RE~v—o 7T v
FEH/E LTRIR L, SGML X ICH ﬂﬂiﬁ@:ﬁrz e X :I’L'é EEELFEY FbFR—-FL

7o

LA L SGML Iz 53¢ U 2H 75 (Document Type Defiition, DTD) 7 7 —F L b idvHiE 2
VY a—a Ty, LERoTI ZIEFRTREOA v — VBRI XML A% —=
RESL, EOBRRELUTTHRAT S,

2421 v—H97vJEE

1988 -l THER S/ SGML X, £ %)% LESCbE o THRZRIATRIZLTEL R
) BEOHIEEEBOEFHXESLHREZTRICTE DI, BEFHXEOELRNETEZR
W5 L HFFA v Ehi ISOEERE (1SO8879) THB, “hEIET, SGML DFALRE
SEIFEAEELRAEL, SGML LY //7“»7‘;#557-—?7/ = 7542#9 (Extensible.
Markup Language, XML) 2{Ebhic,

SGML M4, MG AN XERED THAH»ITIE 1| >0 XEEFEH (Document Type

Definition, DTD) #ZRT3MEHH D, DID &%, SGML Xk XML Z{ERRURET 5%

DHOV—LThd, HEIZES &, DIDIX SGML XX XML THEM N3 XHFICERSHMI
CAE. Bit, =25 474 RUKREE) 28E7T5, DIDBERSH, ThCESHTXE

REANB L., TERZODID &gk &End, T F—a LR D, XERED

DD 23 2 HANCHE - CWhiE, FoX#EIRES & Eh b, DTD ORRICHED 2 SGML/
XML CEEES L ERh b,

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

DTD 4« OXFDERENDEL 74—~y PEHET S, XMLIZSGML XV b7 LF

INTC, TEEX] OF—2L0WI a7 3HH, RAIR XML OERMABEC .
Lkl OERFREZELCTRE, BEOBL4DOEy MPERENAEEDOY R MOV TR DTD

EFZRLEV, XMLIZAR—< LRI SO IEATME 2, XML AF—<Iit Lo T

EHICEMRENPEATE ST TR BEROTFT—FIT—BO7 v v F o —%8

gD ENTES,

—fRIZ DTD I X#ER 7 ¥ A MEMNEFRICANTWS, XML A% —< i35 — & 0B
BHRNTWAS, DIDIEIRED 1213, ThoBXHELAF—c LS 20RES
DEFFFICETZETHD, XMLIELR —E] THH1-0, HFERNECETICT 7 AT 2
fehd T3k 2H4BLE LV, 512 XML R ¥ —< 3 8E, RERVCESTTATEET,

IHIEAETOFETHBS,

XML IZHE, 9T HD XML /3—P—{zfilt 72 < Unicode BEET DL WHFIE L H B, BFED
bOERE, IFEA LD SGML 23—H—i3 Unicode ®HF R — b 2324 LA\, Unicode i35
iz TEF) o=—F (§&F) 2HET 5, LiElo TR TXFEREINDI—F,
BWHEORR (VA X, B, 74V PXRAFIAN) B z7 7599 —2U— Kok y¥i
CDT 7Y r—aicftand, ZOLEHCLTEEMOLTER XML OERITHLAE
T3S,

2422 EFHREHOMR

XML AR —F 7V THEERZIN THRNI Ehb, ICHIZXMLAERTIHERICEEL
TWHELT, ICSRIEXML AF—<(8AT52 L1207, XMLIZ$TRTOTS v b 74—
LATCHEBOBTHREFCHBIAATES, XMLEES &, hOFETIMEL A L DOTE
RUMFRE D TEMEL, 2003 Pa—F AT AR TERFET L BTEES, XML
NFoe AMEE (A yE—) Aodbiic o Xo—738ET50Ths, EEEERRIC
LoTHEERTWBOT, FIHERETHIET A9,

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

6 Beyond the SGML DTD, Frangois CHAHUNEAU, Directeur Général/General Manager, AIS S.A,, 15-
17 rue Rémy Dumoncel, 75014, Paris, FRANCE, http://xml.coverpages.org/chahuneauXML.html

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

8 Unicode. Wikipedia<http://en. wikipedia. org/wiki/Unicode> 18SEP2008.

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

ICHICSR i3, #EX L OBFEE2TECERVEER /EEER0HRMLREEZEIHTH
L CHEFLROETHRRERUEBIZRELTWS, EFHRERIIKRO LD AN S 5,

» ICSRF — ¥ 2 BRI M ETLET 58N EZRmDH D,

o HBAVNELTAIRBE~OEREELESITT S,

v AT B4y E—COHBRREERVWWEZFRIZT D,

o fERAOREMT —FIELTEZIT D, '

o F—F () BHEEFHCHELZEREZERNDBICHADI LB TED,

3.0 WAMRER

E2B (R3) iCHRRHATVWA LI RERERFEZIFR— 5V 7 by =T7THEERETS
I, BREROTFHE OV TOEREEL HAEMF L, ETHA v —VERCRB S
BEOKERYBI D EBBETHD, BFHAvE—VRIT—FEAOERRES (XML A
F—2) LT TIEL .. DRARFRROEDIERENS T —F HAHOBREHE
FLAThiTe oy, F—F/EER, BV R b, #HE=— FEUWICHICSR A F—<#l#
DR FRICSR DEFIIGELXRET DY 7 b= T7THEOBEE e A THH, ICH
ICSR A v —1%, E2B (R3) XEOERT A BMNZERICHRS, XRELLAER/EE5FR
DF—FEy MERETTREICT S, AN, F3ETHE, EfER EB (R3) F—#HE L7
TR CASARIBE A ICHICSR A v E—VOBRBICHACHERER Z2FIET S, ICHICSR A ¥
DI SER AT — &I (A) KR EENTWS,

3.1 ICH ICSR ES:EE

E2B (R3) WWHEINFICHICSR A y¥—VOEEAREE & XML ERTE0BEFEEZHE 1ITT
4, BMobhorzhFnoR vy 2 XL EB (R3) F—FYEBHBEERT EERC. BEI A b
(34 E) WHETFONTWAEDRT Ry 7 OF—FEEBERLTVWS, PIZIEROF Y7 A Cl.
PGSR ORI EB (R3) T —¥EHD C1H2AE L E2B (R3) T—FHAV A M
EFbhTwWaCl7oyZ7MEBRERT,

E2B (R3) fHEiLMA, (£E. BERUERVELTHERSESERES WE7e v ) 25
BLTF—yEEHEOBRREERTS. HEMOZ 5 UBHRIEEERES Y. ROLIK
REND, i ' '

ICHICSR =&V A F 2013448 128
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(BUE1)

o 1.1 (BHTEH
o 0..1 (EFTHEE)
o 1. (16Z350 TaH)
o 0.0 (1REHETEER)

SATRDEIEIZINE S HIZELLRLEDLO T, EB—VF—RICSROEEXELIWMSOHME
FEEEBEL, 77V r—3a VEREENEB R3) ARICERATIESICFFAr3n, B
FEahiz XML A v E— PO BT 5 051,

B1:ICHICSR#% 1

. ( . ICHICSR - )

cA o
SRR EEBEOKS) 1.1 1...
C.2r
E— TR 1...n 1...
c3
ERELERED &
EREICMY S8 1.1 0
C.4r > O
Elliiha o 0..n 1
o8] > o
HEOBR 0..n 1.1

Y L Ry

1H#% (1..n)
¥ |

131
SR

15#% (0..n)
ki3 3

i#1 (0.1

\ £E /

2t 2

7

3.2 E2B (R3) ma—vFtEv b+, BERVER

ICSRADIFARDFER S L IXa— FEIZER I AEXTBRAEIERGFEET S, 5L
MAEXZa— ey hORTYH, BECHROBN XIEE=— F2 8 —8IiX—R8C, #£<
DT 7V r—a AFBAERTYWS, TRESNE MedDRA (FREEFFLE OXO5RES
SECIHL L BETH D, ICHIEROHRARa—FY R bz bbb, =2 Tid, A%
WA FCERATHEI LiEa—FEy b, BERUVERICOVWTHB LS, 34ECEHAVICE
KB A & v R BT,

a— Ny OB AR (F : F—FE) 2 34AEIRTE, FRbEAEENL Fon
ERATEHOLOTH S, HHEERFLVWEHRETHF LWES LO=—X24bht T, BN

_ ICHICSR B4 I 2013445 128
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(BIFE 1)

CEDB NS D, BEMI, 32— Fey oY F— s AEE B FFR S h 7o B
ZA—<y FRUME) 2EHHORAEETEETIHEATHY. a— Py FORFOLE
EHDICIIHFERBCHRVE DR IBERDH D,

g Ky MEEE ] FShEER 7 r—<y FRUE) SASELEE45

O WEERED D, 75 LI fHEIAREN 4 ROAR S B 5~—ATEb 5 T
BEhaid, 3— FEy NOBFOLTEZEI ICRYUHEBICV ST 508N

BB, . | 4 ‘

7Pz 2 PRI (Object Identifier, OID) X, A7 V=2 b EHETILDOEFTHD,
T O, EEEREEES (International Telecommuinications Union) ASN.1EHEMRE % FI
LTERHE s RSS2 T4ER 2R T, IR TR L —KE OEF,
XiE (75 vF] EEEh3 DA RELTEINRD, #lAIE MedDRA &\ 5 FIFEEIR OID
2.16.840.1.113883.6.163 THEZN, “hE7 7 FTEKT L ljoint-iso-itu-
t.country.us.organization.hl7.external-code-system.MedDRA | & 725,

OID T F 22T A Z L TRESENODAFTIZ LA TE, AFLCEBRIILERDN
FEA BRI b L C R OHABNESF TV MLFOOID DA LN TE S, ICH
X, ICSR A v E— VAR BN CTHEAENRDS 2 — FEREZFNT 2 0D #EA LTV,

AIEDHE 1~712iE, ICHICSR F—FERB O a— F{ELER SN 33T _TH oID OD—&% 7
F, ICHAZREZLEZODO—HITICH 7= TY A P ROAFETED, £ 1~TO OIDITMAT,
—EOIEEOFERHEHFERT BT, HLT BBE L7/-—5® OID % ICSR A v E— L Tfff

B3 (: RERREREOT —#EE Frd4 BOFrs T2, NMEEY & TEiE 2EK5014

Ao, FRNEFENRL L 0D AERT3) . T 60 HLT B8 OD XL TORITIIREE LT

WRWA, EEOFERICELTTTO oD 2481 (D) OZBAIIRT,

ICHICSR 241 F 2013448 12 R



(Bl¥ 1)

3.2.1 ICSR A we—CTCHEATOIAERUVER

3.2.1.1 ISOEZEGHY (ldentification of Medicinal Product, IDWP)

ISO I3 ICH M5 EWG & #R CTEEGICET 3 EHRORRE BT 37 dic— OSBRSS
FBLic, ThollBRs&EK, ARRUHBENOBEMLRAZELO- v VR AREICT 35
BFDHp 6T, EEZEL-RAOHNT I ZoREE2T/ES (F HO8S) o
< v B EAREICTATHBENT LS, -

AR A FORFREIT, EFEBZHF (Identification of Medicinal Product, IDMP) @ ICH M5 &
BHA FRAFEHEL D TFETH S, ISO IDMPEMERBILIA ICH M5 ZEH A FOEETH
D, LULTEET.

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

o IS0 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

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

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

ICHMS IDMP OfifE & A4 57 —FHEZAXHF 34HTHLLFT, Ll ICHMS
IDMPm%RFiﬁ&BU% (‘W'J LA F) X!i%@rﬁﬁﬂgfﬁb\%ﬁ“i\ ICH MS %,al;_‘g:jj/r I\n«ﬁg‘*umﬂ-
BICHR B ETARBENA FBEZOEEE o — RT3 7= D ORBHERIZOVWTDIRTEE S
%’L‘F‘.Tén

5. MERVHHF (23— 1) . MS DMPERAMARE S N5 £ THAMR

o IDMP ® M5 BRI FI B T 4 5 % ClF — 7 H B IS A — L R @A+
CHREELTH L,

ICH ICSR S23E 4 1 K 2013448 128
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(BIE1)

3% 1:E2B (R3) ¥—#HEB kKU IDMP OID

! P Ot Y L R P ¥

D.8.r.2b EEMESHENTF (MPID) 1SO11615 MPID

D.8.r.3b SE#MF (PhPID) 1SO11616 PhPID
D.10.8.r.2b EEmHRENF (MPID) iS011615 MPID
D.10.8.r.3b BFIEAF (PHPID) iS011616 PhPID
Gk.2.1.1b EFERBSBEANTF (MPID) ISO11615 MPID

Gk.2.1.2b BIKESRF (PhPID) ISO11616 PhPID o
G.k.2.3.r2b B3/ $ERSOID : 18011238 IDMP Substance
G.k.4.r.9.2b EERHHOID 15011239 IDMP Dosage

Forms & Routes of Admin

ISO11239 IDMP Dosage

G.k4.r.10.2b REEROID Forms & Routes of Admin

15011239 IDMP Dosage
Forms & Routes of Admin

G.k4.r11.2b H~DOEEEROID

3.2.1.2 RedDRA (ERFEXRMESE)

[FREEF7EE (Medical Dictionary for Regulatory Activities, MedDRA®) XEIEG K FE DM D
ERERND (EREBERCUVIZFUr2Y) oFEREBETIHFEESREROSEICERENLE
ZHAEETHSL, “hbDTF—F % MedDRA AFEE#EY y Mz2— MET 252 & T, HHHE
RUOBEASEREFRMLOZELAMICEETS 7 —# % L JREUEHT LT <251,

MedDRA i%. ICH 73BA% L. ICH OfVE & L C HEEREFAi#ES % (International Federation of
Pharmaceutical Manufacturers and Associations, [FPMA) WAL TW5, MAFEZHE

(Maintenance and Support Services Organization, MSSO) %3 MedDRA D&, HER K UEN 21T
5% L biz, MedDRA &, BEEERRCHRHLBEATOZOFRBCHTIEFNREREEL T
V2%, MedDRA BEFZ IIAEOEERELHE TS, MSSOIIFEEMIZEH L TWLEM®
TA—THH0 ., HOBPMAZPLRESNETRTOEELXEEL, ZOREE ICERCE
BERIZET 5,

ICH ICSR CE{EA X i EESa, EROEREE, WRER Y. £< DEZGESO 2 — Fk
I~ MedDRA 2EH+ %, UTOF—FHEB T3 MedDRA FE#F (LLT) 2 kb =2— Flbz i
Erd3, 12O ICSRIZDE 150D MedDRA/X—V a y LAFIHTERWI LICEET S,

10 = 513 %& oD BR a— FORARARK 2o ThHICEERIOND,

11 = > MedDRA DfESIE MSSO D7 =7 ~2— (http://www.meddramsso.com/) 7>HD5| AT
B, ELFEOICHILET 2V =7 R—=T2BRENEV,

ICH ICSR EHH A K 2013448 12R
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2 : E2B (R3)

F—# 1A B B 1X MedDRA OID

(BUER1)

BRWAIT | BRE cezEhl o | B
MiE3 2ARERUMEEE (BE/FiFn
D.7.1.r.1b F 20 (MedDRAD o Iy 2.16.840.1.113883.6.163
D.8.r.6b {EFEH (MedDRAD— 1) 2.16.840.1.113883.6.163
D.8.r.7b BI#EE (MedDRATI— K) 2,16.840.1.113883.6.163
D.9.2.r.1b |EINEFEE (MedDRAD— K) 2.16.840.1.113883.6.163
D.9.4.r.1b BRIz K BIEE (MedDRAT— K) 2.16.840.1.113883.6.163
HOMET HRERR UMEER (EHF
D.10.7.1.r.1b IS 2008 (MedDRAD — I 2.16.840.1.113883.6.163
D.10.8.r.6b FEEH (MedDRAZ—F) 2.16.840.1.113883.6.163
D.10.8.r.7b BI#EH (MedDRADI— ) 2.16.840.1.113883.6.163
E.i.2.1b BfER - EEER (MedDRAO— ) 2.16.840.1.113883.6.163
F.r.2.2b BES (MedDRAD— F) 2.16.840.1.113883.6.163
Gk7.r.2b {EHEH (MedDRAZ— ) 2,16.840.1.113883.6.163
Y - o =y
H.3.r.1b SEERIC & SRME ERMRV RSB | 5 0000 1 11388%.6.163

B EEXZOESH (MedDRAD—F)

ICHICSR ZE¥EH A ¥
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(BlE1)

3.2.2 I1CH ICSR AIC{ERE S ICH AR T 20—~ REy FREUA T2 & AT (Object
Identifier, 0ID)

= 2 CH, ICH D7 BRI AR SN AREY A FICBIRT 52— Ky R OD 0—

WRAPETFTE, ThbOa2— Ny MIICHIZ Lo T, ICHDLDIZHRFENLD,

%3:E2B (R3) F—4#EBRVICHICSR # y¥—Ja— K OID

BB R T ICHOIDE e
N.1.1 RyFHO A v —TOEE 2.16.840.1.113883.3.989.2.1.1.1
c13 BEDES 2.16.840.1.113883.3.989.2.1.1.2
C.1.8.2 FEPDE—XEE 2.16.840.1.113883.3.989.2.1.1.3
C.1.11.1 REWEEE 2.16.840.1.113883.3.989.2.1.1.5
C2r4 ‘i 2.16.840.1.113883.3.989.2.1.1.6
C.3.1 EIEEOEHR 2.16.840.1,113883.3.989.2.1.1.7
C54 Eﬂfﬁﬁ!ﬁ/?ﬁ%éﬁgﬁﬁﬁé hi-REBOEE | 2.76.840.1.113883.3.989.2.1.1.8
3'1 1 '1 - BEOBEITIBRESRUTORER 2.16.840.1.113883.3.989.2.1.1.4
D.2.3 BEOEHH (BEHFOERIZLD) | 2.16.840.1.113883.3.989.2.1.1.9

M= - - T
E.i.3.1 igﬁl"*"'czgtéht““mﬁ/ HE 2.16.840.1.113883.3.989.2.1.1.10
E.i7 BEBEROIER/EEXR0ER 2.16.840.1.113883.3.989.2.1.1.11
F.r.3.1 REER (0—F) 2.16.840.1.113883.3.989.2.1.1.12
G.k.1 EXRLESOEEST 2.16.840.1.113883.3.989.2.1.1.13
Gk4ri02b. | BEEHROID (E2B (R2) )
' .16.840.1. ,3.989.2,1.1.1
OKar1l b R SEBOID (£28 (R2) ) 2.16.840.1.113883.3.989.2.1.1.14
G.k.8 EERIH L TRShEZLE - 2.16.840.1.1135883.3.989.2.1.1.15
G.ko.i4 Bt CRIERIEES LM 7 2.16.840.1.113883.3.989.2.1.1.16
EFELCBT5F0OM0IEE (0—Fik)
G.k.10.r (BEI-TE C4B Y ET) 2.16.840.1.113883.3.989.2.1.1.17

ICHICSR E#EH A

L
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(AR 1)

#4:E2B (R3) F—YHBEWVICHICSR A v E—Ya— F OID (ICH §IfRft UCUM = —

K}

EXWAT L ERE e (IeHOW oo
D.2.2b BIfEH - ARERRFRHOER (B4 2.16.840.1.113883.3.989.2.1.1.26
D.2.2.1b BRTORMERFERRERHOEEN | ) 16 240.1.112883.3.989.2.1.1.26

R (BE{g)
D.10.2.2b oSy (BifE) 2.16.840.1.113883.3.989.2.1.1.26
E.i6b R EERZOREGEN (B 2.16.840.1.113883.3.989.2.1.1.26
G.k2.3.r.3b R (HifD) 2.16.840.1.113883.3.989.2.1.1.25
G.k4.r.1b BER (84D 2.16.840.1.113883.3.989.2.1,1.25
Gkd4r3 SO ES 2.16.840.1.113883.3.989.2.1.1.26
G.k.4.r.6b EXSE SR (HE) 2.16.840.1.113883.3.989.2.1.1.26
GX.5b ﬁ'ggg)/ HEFRERETORMBIESR |, (0 005 1113883.9.089.2.1.1.25
G.k.6b IRBEEFDITIRHARG (Bifs) 2.16.840.1.113883.3.989.2.1.1.26
. EXEQOBRSREMASEER/EEERE

Gk9.i3.1b Bt COBRMEE () 2.16.840.1.113883.3.989.2.1.1.26
Gkoidzp | EXOBRBSHSEGER HEERE | ) 0000 1112883.3.989.2.1.1.26

RE TORMME (i)

Fr33 [REMKR] oW THEARH S, TOEBIFBELRHAETFREL T 20, ICH I
ZDREB K LTHIRMT UCUM =2— F2EBHLTWY, FU PO UCUM U R bk
UCUM 21— F2RIRTAZEMNTE, R ODABBEIATVS,

ICH ICSR ¥ H 4
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%5 :_EiB (R3)

(BlF1)

F—ZEBETICHICSR A o E—YARi%EH OID

EEMAT O lwme 0 - CHOID: "' - &
N.1.2 NYFES 2.16.840.1.113883.3.989.2.1.3.22
N.1.3 Iy FAEEENTF 2.16.840.1.113883.3.989.2.1.3.13
N.1.4 Iy FRIEERNTF | 2.16.840.1.113883.3.989.2.1.3.14
N.2.r.2 A yb—CRESBHNT 2.16.840.1.113883.3.989.2.1.3.11
N.2.r.3 Aub—UREERNTF 2.16.840.1.113883.3.989.2.1.3.12
.. = — — : #‘:-

C.1.1 ﬁgﬁ“t'“ﬁa’ UER) REWHER | 16 240.1.113883.3.989.2.1.3.1

C.1.8.1 R EH OEFBHF 2.16.840.1.113883.3.989.2.1.3.2

8131:; SEIR T OIRERIR R UHE IR T 2.16.840.1.113883.3.989.2.1.3.3

Cc.5.1.r.1 HEBE0ERES 2.16.840.1.113883.3.989.2.1.3.6

| cs53 SHEEEE (RARVY—) OHBEES 2.16.840.1.113883.3.989.2.1.3.5

REOZREGESRUTOHRERRE (%

DA.11 SRS ED) 2.16.340.1.11388;.3.989.2.1.3.7
REODEDHFSRUVTOMER (&M ;

D.1.1.2 ELRIEED) 2.16.840.1.113883.3.989.2.1.3.?
BEODRIIBESRUFOBERRE (Flk : ‘

D.1.1.3 ERMERES) 2.16.840.1.113883.3.989.2.1.3.9
BEODERIBRELUVIORERS (BB X

D.1.1.4 DR THBEEERIES) 2.16.840.1.113883.3.989.2.1.3.10

Gk.3.1 KB/ BERS 2.16.840.1.113883.3.989.2.1.3.4

#6:E2B (R3) F—FEHEERMERISE A vE—V4RIZERM OID

EEWRY 0 BERE. . Cilacmom oo oo
ACKM.2 BBEEN Ny FEEBENTF 2.16.840.1.113883.3.989.2.1.3.17
ACK.M.3 REGE v FREEBNTF 2.16.840.1.113883.3.989.2.1.3.18
ACKB.I.3 ICSRA wE—URBIEE2ES 2.16.840.1.113883.3.989.2.1.3.16
ACK.B.r4 ICSRA w—URALE SIS 2.16.840.1.113683.3.989.2.1.3.15

ICHICSR E#H A F

-29- .

2013448 128




%2 7:ICSR/ FE%EFS%#&E@E%E&@ (8]1)]

(BlEE1)

B Ho
ELEFHLava—F 2.16.840.1.113883.3.989.2.1.1.18
FEEa—F 2.16.840.1.113883.3.989.2.1.1.19

B I—Tea—FK

2.16.840.1.113883.3.989.2,1.1.20

BYFFONEI T4 T ORFI—F

2.16.840.1.113883.3.989.2.1.1.21

B&EMEFEa—F

2.16.840.1,113883.3.989.2.1.1.22

2.16.840.1.113883.3.989.2.1.1.23

FFviavsALa—F

2,16.840.1.113883.3.989.2.1.1.24

XEeBRA—HFAHF—a—F

2.16.840.1.113883.3.989.2.1.1.27

3.2.3 EEFFEEa—F&y k-

ZI T, ICHIK Ko TILICH @7 TR ER S e biT Tl WR oo 4 ¥ A
BT 52— Ry FRUOIDDY A MERRTS, Zhbda— ey Mt ICH LA OHES
BRI L - TS E S ERBITCEEMICHEF S TWE, 201D, FEERVTT+—
Ty PIEOI—FEHERFL TV OBBICL > TERENALORBES LA,

AyE—URTHERSNIEREE2— FEy MR OD KM TRH 5,

e ISO3166Part1 (alpha2) —ERUGEOTFHRESOERI— K —Part 1: Bla— F, F4.
BERCHE FOEEMZHFOSRIROLREEET 2, @EF2XFI—R)

o ISO5218 —fFsRMBEHT — & A @/_‘ﬁf{/fﬂ?@tb@:_ O
o 1SO06392— FHFLFTrDOEDDI— R,
o UCUM— HFEHE D ~~=— F (UCUM:The Unified Code for Units of Measure) . X3

= NCEERR & B 12

e ZHhoDB=—FEy h2ERYTSICSRT—FHEHA 2 KRRITET 2,

12 hitp:/funitsofmeasure.org/tiC UCUM IZ DWW\ T DM R A H B,
xml X i html JEZ T http://www.regenstrief.org/medinformatics/icum/downloads 7> & UCUM {&#E

BT u—RTHIERTES,

¢

ICH ICSR 5341 K
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8. EpEH#a— FE vy k OID

(BUES 1)

L ) 150 3166 Part 1
c2r3 #HEEOEI—F (alpha-2) 1.0.3166.1.2.2
: e e iSO 3166 Part 1
C.3.45 REFEOEF Ea—) (aloha-2) 1.0.3166.1.2.2
. ISO 3166 Part 1
C51r2 RROBRE (aloha.2) 1.0.3166.1.2.2
D.5 PERI 1SO 5218 1.0.5218
D.10.6 B0 ISO 5218 1.0.5218
. E— kﬁﬁﬁL K UMEShEEER | 1SO 639-2/RA
E.i.1.1b SEERSOSE (alpha-3) 1.0.639.2
Ei.9 R AEESMRE L EOE [S(SI 3166 Part1 | ; 1 2466.1.2.2
i pha-2)
F.r.3.3 BRESE (S UcUM 2.16.840.1.113883.6.8
o i ISO 3166 Part 1
G.k.2._4 EFELZEZAFLE-EOHS (alpha-2) 1.0.3166.1 22
o ISO 3166 Part 1
Gk3.2 KD BHE (alaha2) 1.0.3166.1.2.2
H5.r1b EABMERUEEEOEROREEE ﬁggﬁgm* 1.0.639.2

ERZEENRWEISNE 1 25D,
Eoox Nt FREiz @Ea OEFIRF |
FRALTa— FEEhdbidCidiankd, ERCEFEENLTHRY,

NEfEEZLCEED (GEF) REMHEmT]
(C.18.1) THEAIN TV IHEBIFIE, 1803166 Part 1 &

L»L. Zhboinl

(C.1.1)

%ﬁ%mﬁﬁm—%kmoﬁn—bﬁf%ﬁﬁbrwéoﬁmu011h%#5ﬂﬁ®$a§
RBBOI L
3.2.3.1 IS0 3166 Ba— FORMA

BEREFZaHE (ICSR) AOEER, FEHES, BMEFNIREE BRI BT —
ZEECEAYEET S, E2B (R3) TRE=— FEHIET A7 —FEEICBWT, IS0 3166-1
alpha-2 28T 5,

ICH ICSR 32501 F 20134F4 A 12 H
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(BE1)

3.23.2 AwtE—SxTra—F1V0OER

ICHM2 X ICHEFHA FTA4 CESWTERENETRATOR vy E—TI2BWT, XML
A=V a—F 4 12 UTF-8 OFEREPHEE L TWVWA,

3.3 ICSRO{zzXIZBA9 5 ICH E2B (R3) itk

E2B (R3) DO, BRIV TOEBEFERCFIAOFS & L4k, ICHICSR D& F —4&
HBOFEM2SREED TS,

3.3.1 BERSELINE
B eR2REIRERIHEREFRE LTORL EBUTEEATHRITITR BV,

s —ADWHTEZHRLE BT AREOBRECIIEROF—2HEOWTRN 1 9TE
SLEZLND B A=y, B, ) ,
e —ADHAITE ZHEE B TE ZRESOBEITIEROT—FEREOWFRD 1o

THEHLEZOND Wl £ =%, {EFF. GH)
o 1OORER/HEFESE (TER)
o 1 OOREEX AR

H:ROOND TRAERDFH 220 T, HIR LA TEMORIEAL—LABEETEI L
b5, ‘

AT D8E (B A4 = v/l Efs, #5) X TEr88E #: A=
vy, L, B ORECHEROF-FEEOVTAN 1 OTHESEELL
no, COMEYZIZOWTKICHE2D VA KT A 5118

(http://www.ich.org/products/guidelines/efficacy/article/efficacy-guidelines.html) 125 L
WHA X ZB D, Ele, BHFLESEEBR—-ABOZL L HY 535, 204
BHREROPEREEIR - LW DHLELD, AAFREHEKRCLY, BEDL
=X NREL DO BEBNTF EMEEETH N TELRWELH S, L
L. TN THDIEDOTF—FHERKAATELBERHHOT, ZOF—FEHAIK
DWTHRIADFES & 233,

o

3.3.2 AybE—YHOT—4HADEE

ICSR DRFITBH A & Rk, Bx ORIWER/ BESHBEL M T30 RReT~
TORET — 72 EETIEHIZoTOREEZEL, TOHAF U RAEFRICLEA vE—iE
HERRIL, ICSRZRDIGETALERTES, LhL, TRTOEEEBWTTRTOF —
FIEAOERBAFAEL IR SRV THS I,

R BEAYDICSR CRMUKOT—FHARTHATHY , BEOF THEESLARLY,
ICSRIZEBFHIIEEINS D, RATEEOF ¥ ABICHEEZE Y Y TILERRL, Lk
L., F—XHABECTHABEHAPFELE LWL 200, REAEML 2N, BAMFRIRHEE
ZE->T MR#] STV R201EMAZ LREEREELH S, 0L IRBESICIE
ZEERTERE T —FHBICET A A v E—VIREAD T, F—A RN LRUFOER %
ﬁ:“j_o ’

ICHICSR = H1 | 201348128
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BIFE1)

EHIC, ICSR CERENDFAERLERER (3.1 HSR) OEM, RETEDICLET

B0 ERFRLBHTRETH D,

o REFZLEARAD (EF) REMHHRERINF (CLD

o HEOERE (C13)

o FB|EORFHEHRAFHE (CLS)

o FEARYEEOBRSBEORELMTI? (CLD

o HRECEAE OEFRET (C.1.8)

« HEEOE2-F (C2r3)

o EEFOHER (C32) _ |

. %%@?ﬁﬁraﬁm5®ﬁ%1®%%\%ﬁ@ﬁm/ﬁ%$§ﬁ@§éntaﬁwﬁﬁ
C5.4 ,

3.3.3 —ERA

HETHBRELTHIZLBEFELL., ICSREFHTH I EDICIRERILERFRE v
FEBTEREND, ZOZ L RETDOEMNRE. BIMERECEEXIBESND R EEH
FE0H LW AHHEHED ICSRIZHTIE 3,

AFELETTOFERT, T3 E2B (R3) T—YRERVEAWMERAEEREZE . =
2IHELENTE 7+ —=y P CHRETARETH B, ZTALOHEITE, IS0 (A=—F, #
Fla—F, EF=—F) . MedDRA (# : {5, EA AN, BIER  AEEH) . UCUM

(GFEOHAT) . EUVICHMS (IDMP, #L<IX32.11ESE) $#H3, Sl W THRAEE
HREESZRINEY, .

MOBELSh THARVT - (] : AFRTR, TLLBREE. XRERRY) OTRITE
KA A FORFENTH BN, 35\ THRMAERERED D ORISR R 5,
3.3.4 EHOERE

ICSR 13, EEXFHRLMERCET 2EMROBEEFROEFBECE ST, RE3REH
RUOZEERCEREBEESND 2 ERH D, JOEXBE T, BEET I REENYUER
WETAFEREATLRVRY . MIEAICOWT MZ{EF L) EENFREEEPICER
NIEELTRARLRWY,

- FSBNL oD, JJFUD—?—&'EEt:owﬂiﬁ%‘mﬁfﬁa*@&;ao

ICHICSR E#AH A F 2013444 12 B
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(B 1)

o REEFEFTLCETO (GEF) EEMEREFHNF (CLD

o fER@Af (C.1.2)

o HEEPLEPNCHENAREINLA (C14)

o AREOEFHFEBRAFER (C.1.5)

o FlIATREZEOMOEEIHSH? (C1.6.1)

o FEFIRYSFEECRAREOREEW/ - T20? (C17)

o EFATEEREOREEICHETLER (C3)

o FEESTLOHEEMOERE (Bi32)

o ZTOfhoEH (Fr7) '

o EXEGLBIER/AEFROEREGF (BWEZSLAYIET) (Gk9i2n
o EEFTLZBMA (LBIZISLEYES) H3)

o EEHFOER (H4)

o ICSROFLHRTF—FHE DR
:n%wfm&ﬁﬁmmz\%ﬁmwamm%ﬁ%btmmmm:—F@?—ﬁﬁamﬁ
HLAETH D,

T RENCEE OEMENT) (C.1.8.1) BELTHB ICSR AEMEET SELP. F—FE
FlOFFRICBEREFTEMZ bhi-fodic TEFOEHERAERI (C15) BSRLTHD
ICSR PEBFET D HEBH D, TOLIRBEIX HEROAM) (C12) THREMARE
DEFEEHET?,

3.3.5 FT—RBEHEHDZ#—v v MIiOWTOIEENR

E2B (R3) F—#EHBIIBEBN2Y ) — &2 2T, T L TEFRRUBISE2SHES AR
WEFICET AERE2EDRSBO-2ICK a5, FESFIZEFOF—FORBIC LTk
D LIS END,

. EHA
- C1—ERIESMHRE DRI
C2—HE—RIHEIR
CI3—EPILE&MREOREHF AT IHIHE
C.4—5| H3Cmk
C.5—REROR|
o X&B
o D—BFiE
o E—RBIEA HEHR

o O O O o©°

ICHICSR E#H A ¥ 2013444 12R
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(BI#ER1)

o F—RBEORUCEE T IRERTCLRBEORR
o G—EEMFEH,
o H—EFAPRERCEOMOFHOTR

BMER /AEFES (Bi) XREES (Gk) OBVELERTIE M) BT Tk mix, I
CEOF—FEEXZETOT oy 7 BBV ELTETHDZLETRLE,

KEEH A KOF—FEEOBSERTEB R) TERSATOSbOER
7‘&’3—(“.{"50 . ‘

3.3.6 F—4AHO—BEIL—IL

o HEZA4—<yvh
HL7 (3B—07 3+ —< v b, CCYYMMDDHEMMSS.UUUU[+-ZZ2z] T BB &2 FETB Z D
TA—vy KEHES L BEROERLDHEMECRELRBETE S, TORNTr—<y M2
HITEREECT—F R 5 XD TED,

ICHICSR A v E— VT IREDB) 2EHET DI LIITER, HERDHHIRE TR
REATHHE. BRED REDOBR) EMRENZ0OEHID, EEE EZEFIITNT
NOYVAT LERETILENRDD B BEWREHC ZZz 37y T D)
BRI OWTIEIAREN A FOMBRNESROZ L,

maﬂm)mowtﬁ;3Aﬁfaﬁ?—¢ﬁaSku%ﬁﬁmaﬁ%ﬁv&wéﬁwéo

$$¥ﬂ4Ffﬂ¥—®7i*?yP(aﬂﬂ&mmmMMﬁﬂmmHﬂbﬂ)‘
TAREZRET D, 07+ —<v MCiE. EEAIPLPEMETOEMREREZR
o BRI A ENTE B, ‘

3AETHMT— &R &L CRIEBORE LA 25T, AFTERBYZL -
DERFRIET & ThH B, ‘ L

P———

o BIEEA2EEICHE L CRRE B ORITT_THETIT Y (FIshd BEFE TR ST,
F—KESRICEVBESWEBRER /82 (Eilla) EC IBEFCEH#IhE
EFBERUHEEOCER] (HSD ), LAL, AvE—Yarvka—A7 s hTus—
HEHIED 2 v e —VFBAOEHEa— FEXET 3, FHRoRETA FESRO L,

ICHICSR =X A ¥ 2013424 8 12 B
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(BEE 1)

o A—MURKDEMIETEERT S,

e EU, XERVHADIEN, ICHA TV —"—ThHEENUANOE /MK (F: b FFRE
AA A} Ti3E LT ICSRIT MedDRA % Fif T 5, MedDRA 22— RikIZBEid=THD
T—FEHBROWT, H—RIEFRRICL o TE ST EBER,/ FEE2ICHL L <
D MedDRA LLT #3325, MedDRA LLT {ZEREIC—EC L 722V iYL, B— kBRI
Lo THRESNIHAEES BIERICELELT 5 LLT AEic+3, EERODRICEY
DEEISWTIE, &HAR® ICH X#HF MedDRA Term Selection: Points to Consider] %288
shizvy, FEERFORFOEL Miagnosis and sign/symptom) & T8 [Definitive and
Provisional Diagnoses with or without Signs and Symptoms] DIEZHRREIN T D,

e BRI L-oTH, EfRREFRST RO EEOEECETIEERRTOATHNE
EbHD, BB7T—FEHBIE, 2RI IEERASLHEo THE{LanE T+ —~ v TRt
THLEDTERVEIMFRARET 27D H B, '

o 1 DOICSRATHL, 120 MedDRA X —P g DL A L THNYT 3T _RCOF—FI1E
HZza—Fbd3, LikdoTMedDRA BEE# ANT A EICRA L8— 5 > MedDRA
BRESNRThER LR, 220, BROICSR % 1 20y FCRHT 2SS, 20
Ry FHOENETND ICSRIZRLD/—T 3 0O MedDRA # BB LTH L,

MedDRA = — FUEZERT &7 —-FEHBIZ2WT, 120 ICSRNTIZFA—O
MedDRA N—¥ g CEER LARTRITR G2, 2FL, EHOICSRE 1 20

o Ny FTRETIHS, TOAYTFROENENADICSRIZRLZ -V arvD
MedDRA ZZR L TH L,

BF2onWwTEETAD &,

o EF-FRABOT-FHIUTOLIITRENS,

o A=Alpha (RF) : ZOF—FEIFEL LT, ICSRIZBWT, fiF MEFoEa—
FI (C2r3} —2A % ISO3166 {ZHHIE ITADED b Vo L S B EHAE L HE
ETLHIBOT—FHEETCHERESND. BFEF— ¥ 2ERTIXFHNF—FEHEIT,
BPIZIE IP| DX ST N7 78y FORIF LATFLIMEZR, BTN L

- S Te BT 2,

o AN=AlphaNumeric (FEFLEF) : TAT7 7y b, FHF. BHEIFLEL LN TE
BIFFT—HZIER, ff: [TAB-19.990115A) , XML O3 =T OIEIZ 2T,
http:/fwww.w3.org/ TAR SN TN D WICHEERRES, flid, By —FEBIZ XML
FHIXFTHDE> <RUEBHTL 3584, FRbEHICENTR&et. &lt B V&amp
wBEH®X 5,

o N=numeric (F) :BEERZES%, B UIEH/NLSRRICAY O 5" 0~9.E+"
@j{?@gf%@ﬂjﬁ$ﬂ‘3‘ﬂ‘—5’rﬁﬁo ] : "1.23E-1", "34192", "32.12", 2 =iIERAT
CRAJANR ‘ :

ICH ICSR 464 1 I : ' 201344 5 12 B
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(BlEs 1)

o Bft: %I (A) 28 _

o TNl T—NERELTIEsTrREND.
»  [falset  [no) IZHHETD
v [true) lyes] *IZHY T2

» rr}ull flavor] BRI E-TEERRZZESGH HD, HL7 I b % fnull flavor)
FIES, (TRzZR) . '

sEEET A FOERE, ZOA—ZZFIAR 1255, HEBEOSHRIRG
(Gk2.5) T. ZZTik Tue] RERTORBEILHD,

o FTRTCOUEF—FERZICSR A vE—V0O—8E LTEHETEDDHNERHHMN, EEE
B OEFILUEA TR, RAHOERER I XML LICERARNW I L8353, RAHDNL
FAIEHIT., A vE—UREYTHIAHI XML LIZBERRITER RN,

o EHABHRTEAMILTEMRTFERLARWVCHDD LY, F4F2 ICSRO—FE
LTEZLETNIE2ORVWEAR S S, HLT A o E— Y TIRASOEE OEEBH
BT, FOEBPa— MELTF—4#82WERPRATI LB TES, £07D,
ERETARNERRVMEER Z2E0RPR A v E—VOERRTETHD, ZOFXRAD
DOEEHOHAE L il {ED Mavor (FF2) § LTS,

onull flavor : ICHICSR i%. #lshZE 4T IV —ST 57 DITRO HLTEEREP Db DI —
FAE S, SEHIZ VW TR ISO/HL7 279532 #8Bo , F—FBic k> Tt
B civ null flavor b d 5 () FEET —FHB Wk 5 PINF R U NINF OfER) .

a— ke | e

No = DBFMESD BT A B IS L HRITE 2V, TR b— AR

NI Information | BIAMETH B, PSMEDTEMETLH B,

IORBIZHOWTOAFETRZFRIIH DM, TLMR., AAFHRE
HEXITENSOBH TEEESTOFRERE L TORY, ZofF
17 7 R T3OHHEAREETIESGLH S, E: ZOmll
flavork B35 2 L ic L W EAERREER L 2 5ART—F &
B TICESRENTETHD, I, HHEREET A LR
EEICBROFEEZALEAMNERLLIERICERT 5.

MSK | Masked

UNK | Unknown HTRELZBORESFTATH D,

Not TOEBTIIHTIIESEYRMESRY (§: BREOBEOERKRAS

NA Applicable ~ | H) ,

ICHICSR =#EH 1 F 20134£4 73 12
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(A1)

a—F | &R EH

ASKU | Asked But FRAFEZERALIELONA o0 ({f BESRERAZ TG
Unknown b LYY )

NASK [ Not Asked ZDFROAFIIRL T (F - BElzBhkiiho 7‘:) o

NINF | Negative B OWIRK I
Infinity ¢
Positive ' .

PINF Infinity EDERAE,

ICHICSR @ 2— F& LT null flavor R ED X 5 ICHATE 212 RKOFTTHT, ThboOfic
BWT, F—FHE OARTE<!--comment tag->PI D 21— F{b A - S HBORICENS :

{1 1. null flavor @ MSK T Masked (RS TVB) | Z]d,

<componenttypeCode="COMP">
<adverseEventAssessmentclassCode="INVSTG"moodCode="EVN">
<subjectltypeCode="SBJ">
<primaryRoleclassCode="INVSBJ">

<playerlclassCode="PSN"determinerCode="INSTANCE">

<namenuliFlavor="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"/>

{5l 2. null flavor @ UNK T [Unknown (FB7) | Z3F,

<roleclassCode="PRS">
<gode coéie="PRN"codeSystem="2.]6.840. 1.113883.5.111"/>
<associatedPersondeterminerCode="INSTANCE"classCode="PSN">

<namentliFlavor="UNK"/>
<1-- D.10.}: Parent ldentification-->
<administrativeGenderCode code="D.10.6"codeSystem="1.0.5218"/>
<l-- D.10.6: Sex of Parent [ ]Male [2]Female-->
<birthTime value="19730101"/>
<!-- D.10.2.1: Date of Birth of Parent -->

</associatedPerson>

ICHICSR 3N 1

2003248 12H
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(BlEs1)

3.3.7 ICH E2B (R3) T—4H#TAH®M&HA

FRTOEB (R3) F—FHEARUA vb—UHHES 34HORICET 5, B2B (R3) 5F—F
HE ORI T 251,

« FT—YVHAES
o ARRIENA FORMWE, HEBISEA v E—Y 07 —FHAIT ACK DIXFRIERITFT <.
#l 2 x

o F—HIEE NI2IF34HETHERTS (RuFHE) 2187,
o ACKMIRFERIF VI avickirt? EEEEAAyFEE) 21871,
¢« F—HIHHA

e £ EB (R3) F—F#WHHDOELWAAFHEICSOWTHERL2EETS TRIHEOESIE) T8
/IR,

o  [EEHE) i3, YT — Y EHA OEERLAMEERPEFRT, —HOF—FRBIT [T
Bz B (] YA v E—VEELEXETT5ED) WX BFEENTEY, &
h#%%éh6k17—#ibéu¥kénéﬁﬁw AT (G) THFAER)
BRI B,

o [F—2W) RO —FEER—F—FHEB I LT —FEEDEZTTHET L ThCE
TTF—FBERTEILFER DD (A ]/FE, N BF. AN: ®RFELHEF) , 2—Fey bz
BETHF—FERICOVWTIE Bl BEF—FHBLS) | YHARELEERT SHEIC
FWEDE TREHOEHRERILERD S,

o ATV xs FEAF (Object Identifier, TOID) ) —HFED 3 — FJ R b XITAMEFBT—
ZHEBIHYT AREICHENT S, AEEVA FIZFT OIDIXICHICSR @ XML # v &—
VIERT 3.

o [FPAE) RETOF—FEBIAY D BEETT. ,
o [ER#iN— | ET—H05T — & EE OBGEAL—AIZ T A8MEER L RET 3,

EEEHA FOR v —UHEIL, ICHA VY A—ICEYRIE., 8B&ENA—NVThD, Zh
Cbhit 28] SNABICHICSRXML A vy E— It SN 2HIERMGTths BlAiX, %(E
H o TEHEND) ., LSBT, MEE] S35 ICHICSR XML A v — PERUEFHC
1. REETA FERALTT—FZ ANDERERCEGHEEZBIET S,

—BWOa—FY R MZOoWT, AXBREHKESh TS FHEEI OBFRIEP-LIFER
Ko TWe D T2BE8H 5, ZOERITKEEN A FORFSTHRESN D, BRFOI—
F—RIZOWTIHEL (F) o=a—FY R MEBROZ L, ,

34ﬁ®mHMBOB)7~ﬁﬁﬁ@ﬁ&@mHLkerﬁéntrhﬁﬁm
o N Thb, #{ED ICHICSRXML A v —DHERFFCE:, Shbo7—4HA
ERETLCT —Z ANOERERVCEGEEZRIT 5. .

ICHICSR #EEH 1 F "20134£4 8 12 R
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(BER 1)

[FAE] Oa—FIZonTRAEI (F) ®ICH=—RFU X MehaRoa—
F—Ex2SBDZ L, ‘
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(A1)

3.4 ICH E2B (R3) ¥— 4% 1EH

N.1 ICH ICSRAE(ERIF (/3w F 5 wsi— : Batch Wrapper)

ICSR @ C~FEDER L i1 R b [T wri—] OFBRIN—TFT 47 OHREREHNLLTEY
(xiE. Tfoml — [to] ) . BHIBEBEETXIIBEEShEY, AvE—UVBE. EEERD
F. SEFHNFERVRA vE— VAN OBRILEF 7 —#Z# (Electiric Data Interchange: EDI)

DHYEROEERIVEDLRATWE LD LTS,

FHOAVE—COEE
N.1.2- 13w F &S
N3 - 2 ST E R SAF
N.1.4 - 7S F2EZERIT
N.1.6 - riyFERED B T

e s N SR
A T L
:’@a‘)"‘(ﬁglé H;Lﬂ Jﬁ‘!‘)

N. 2 r1 J‘J-lz—/’#ﬂll?
N.2.r.2 - Ay—T R B S RNT

N.2.1.3 - Avt—URERRT
N.2.r4 - AybE—S{ERa@ A

N1 RyFROXA vE—COESE

FBOE| & OF— FHARERShAEROBECET AR N5, 100ICH
ICSR/Aw Fiz, 1Bl EMICSR (ICSR) #EHrZ LW TE D,

B Y}

F—zH 2N

OID 2.16.840,1.113883.3.989.2.1.1.1

el 1=ichicsr

A R G R R S Sy

TDF-FEE OFSMET., KRN LFEERITILICEBET S, T0
DNEFTCEBAAZINTHNE L,
¥, BHUECTRARLI—-FRERENEZLLH S,

120y FIC 1 DU EDICSR Ay E—VEFLILRTEH, LrLl, 100
ICSR A v E— P& ® 5 ICSR T  EUCT B,

ICHICSR 3884 K 2013€E4 H 12 H
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N.1.2 J\Iy‘)‘-#%

(Bl#FE 1)

FIRDOFEF & IOF—HEHIE (NoF T ys8—] LHEFR, %EH Lo TRIEICH ICSR
Ry F 774 VEREVETLRIEE0EREETHS, 2y FHLITICH
ICSR» F 77 A VEBILEFTRESTH S, :

Pk R

2R 100AN

oD 2.16.840.1.113883.3.980.2.1,.3,.22

e B HEEH

LA )

N1ZCRHT ORESERSNS - | _
<id extension="batch number" root="2.16.840.1.113883.3.989.2.1.3.22"/>

roothIN.1. 200 A RiZEM] % 3% L. id extensionlZ EEED X v ?‘%‘%"2)\7’3‘?‘;60

N3 NuFEEEHRF

IOF—-FEER, FEAEAPHENINEA & Vot ICSRBEDERET (ICH

FADES| x
ICSR/NyF 7 7 A NDIERRE) ZEHT D, REFICBROHENFTHB,
HWeE M
F—H 60AN
0ID 2.16.840.1.113883.3.989.2.1.3.13
WEHE BB

NAICIZDL T ORESER S5 :

<id extension="sender identifier" root="2.16.840.1.113883.3.989.2.1.3.13"~>

roottdN.13DAREME R L. id extensionis EEED R FEEEBRTF 2 AN
'69 - ’

BEFRMNFIEREFL OB L TR LERSS,

ICHICSR E¥EH A B

2013424 8 12H
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(BUAs 1)

N4 3y FREERIF

ZDF—-HEBIXICSRA v F7 7 A LOEREEEFEET D, ZEHEFHOHN

FIADES &
FThHD,
BEHE 2%}
F—HE 60AN
OID 2.16.840.1.113883.3.989.2.1.3.14
TrRE E m%aﬁ
| N1 4uiuﬂ<'®§-aﬂ={§ﬂ§ éi’bé

<id extension="receiver identifier" root="2.16.840.1.113883.3. 989 2.1.3.14"%~>

roottEN.LADARTZEMEE L. id extensionic KB FRIEEWIITEANT

’ 6 o

LEFBVTFREIEFELEE LTI SENDS,

N5 Ry FmEOQAf

FIBRDFE5| & LOF—FEBIXICHICSRAy F7 7 A APBEES N B TH D,
BEHE HA

F—HH A1/ B

oID 2L

# l./‘J \Fﬁ “‘—Ob \_C }‘i{fﬂll%@aﬂ @ — k o

El R ASE BT & O ﬁLLFT:’EL_‘EEeéﬂ’L& i sy (Thbb
[CCYYMMDDhhmmss[+/-ZZz2]i ) -
kOB EIBET B LRTERN,

Y —ERRET S,
ICSR A &z — P RERFOBLHIRRIIZ T 5,

BRI R DRRDHA L RBHE, F4

N.2.r

N.2r1 Avut—

ICH ICSR A v E—TAwH (Avb—

§5vﬁ—)(M§EmBﬁU£¢)

DHRAF

MADF5E LOF—FHBEFA v VBT (A ye—V7 oy -2 bFIND) 25
T, BEFRC Lo TEEENSICHICSRA y ¥ —VEIEH D HTONIEHDE
BB T Th D, 1-ODICHICSRA v ¥ — IV IICSRE I DDHEEND,

e WA

F— 100AN

OID 2.16.840.1.113883.3.989.2.1.3.1

FrEE B 7L

A

COERCLIERCThE, LKoo TEDRERUTOLBY Tho 1
<id extension="message identifier" root="2.16.840.1.113883.3.989.2.1.3.1"/>

ICHICSR E&H 1 F

2013448 12 R
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(BEs 1)

N2r2 *Avt—OREREATF

FIAOFEE & ZOF—FIEERICSREBEDEEE (ICHICSRA v E—VDERE) »EHT
Do
HEtE P71
F—&E 60AN
OID 2.16.840.1.113883.3.989.2.1.3.11
FAE HECR
L —n B

N2r2iK Bl T OREABER SND ¢
<id extension="message sender : .
identifier"root="2.16.840.1.113883.3.989.2.1.3.11"/>

‘roottIN2r2DABZERMEHR L, id extensiontZ EIED X v — UREEHBUTFEA

T B,

ZEERRFRESHFLERL T SENDH S,

N2r3 Aut—OREHBF

FiBoFs| & ZOTF—HEERICSRA vy E—VEEOZEE L EET 3.
HEE WA

F—sH 60AN

OID 2.16.840.1.113883.3.989.2.1.3.12

FFAE B BT

= :

N2r3lTiU ToRESAERSHS -
<id extension="message receiver identifier”
root="2.16.840.1.113883.3.989.2.1.3.12"/>
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EDIFACT Electronic Data Interchange for Administration, Commerce and Transport, 7B, i3, @07
HOETT—F3EHh

EEA European Economic Area, BX &8 5 Hiisl

EMA European Medicines Agency, BN E I3RS T

EFPIA European Federation of Pharmaceutical Industries and Associations, FUNBIZEF 5 & =

EFTA European Free Trade Association, X B R 5ES

ESTRI Electronic Standards for the Transmission of Regulatory Information, 32 &R HIIE R OmRC B
T 5B TFRIEERE

EU European Union, FXJNE S

FDA United States Food and Drug Administration, }E & & EER

GCC Gulf Cooperation Countries, &/ 7 7 T EBHEFS

GCG Global Cooperation Group, EEEH HEH S

HL7 Health Level 7

HMD Hierarchical Message Description, PSB! A v £ — U FRik

ICHICSR E¥EH A F 201344 H 12H

-163-




ICH

(BEs 1)

B KEUE R &SR HAME RS

International Conference of Harmonisation,

ICSR Individual Case Safety Report, {BRHEFIZ 2t

IDMP Identifier for Medicinal Products, BRI T-2BFHEMAFEL S G211EE28RBOo - &)

IFPMA International Federation of Pharmaceutical Manufacturers Associations, [ BERIEEH (il 4L

IS0 International Organisation for Standardisation, [EIRSEE HE( L Ak

1SO 27953 ISOBINZE BATC 2153 HL7TR U'CEN & &R TRIEEMA AT L TIER Lic e xEnSs
BES

JIC Joint Initiative Council, £FA =7 & 7 FH#HS

JPMA Japan Pharmaceutical Manufacturers Association, B A<BI3% T34

LLT Lower Level Term, T/@:=

MAH Market Authorisation Holders, SRR 557A SRR 125

MedDRA Medical Dictionary for Regulatory Activitics, FIMSESAEE

MHLW Japan Ministry of Health, Labour and Welfare, J&£4E 35 %5

MPID Medicinal Product Identifier, [ 3,5 B 3 F

M5S0 Maintenance and Support Services Organization, #ERFE FER %

N- ‘ Numeric, ¢ .

OID Object Identifier, 7' <= 7 MliBIF

PANDRI Pan American Network on Drug Regulatory Harmonization, .7 A U 7 EESHEIFHIR v k
U— :

PhPID Pharmaceutical Product Identifier, BIAUREF

PhRMA Pharmaceutical Research and Manufacturers of America, J¢[ERF7eRImE T %5 <

FMDA Japan Pharmaceuticals and Medical Devices Agency, IE 32 5 EE RSS2 A%

RHI Regional Harmonisation initiatives, FEICHHUSIZ 3 T EELHAHTHMED 2 =M L T 5
i

RIM Reference Information Model, ZEfF 8 =71

RMIM Refined Message Information Model, S5#{k 4 « = — UiF@E 71

RQ Ratio Quantity, &

SADC South African Development Community, BE37 7 U b BiZE LRk

SDO Standards Development Organisation, $E ¥R 45 B R

SGML Standard Generalised Markup Language, fR#RA~—27 7 v 7858 77 v F 74— ACBiE
RWHE TS S B E Bl SISO M

ST Character String, JXF51*

TS Point in Time, B 42*

UCUM UCUM _(Unified Code for Units of Measure) , Bl EBfr=— K

UTC Coordinated Universal Time, /it R

Ww3C World Wide Web Consortium

WHO World Health Organisation, i 5452185

XML

eXtensible Markup Language, Iiig<=—2 7 v 728

*ZNOOEXTFRVESRE HLT CBhET 3,
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4 (B) BE—K

(BIH 1)

AECH. FCESEL0HSE. EFERTOMBELE ST, . A vE—URTERENS

—HEORFELRET D,

Xbhiz, BexEREVEREAM TR ARTRLZERICB T 2EANBESEZE~30ZAVbh
AELSODAENEELTWS, AXECRMLE, UTORABERUOERIT. © NAEEROFE
BERPEICBT RS L AEEREERD AHlHitEAIRD,

hHAEEMFBREINBEFRERRBOBREICELEHLYD
HELLBWEFEOTED LT, BT LLEEERESORSLORRE
MUERBE L bOORZEFRTHOTRRW, SEVEEELLE B
W (BRI ABRSEnERCEDS, HbwrHFELIRYL, b3
WERERLRVWEE (BREEEORELESD) . Ik, EREBER

DL THY, YUHKERER (LBRE oRRBROFEIRDRY

(BERELETF — F THOICHY 4 K74V EBDIicEbhdEek
EHROBYFOITO>VTESBE) . [ICHE6RI)]

HERRSEA -
(ICSRACK)

BESGREA v — U, 1E0ELEA v E—VEREET T ANICE
FNEELEBEOREAHRANET I DORERRES ORELRED
ERCETAFENRESENEEDIA vE—PChDd, [EMA]

ERLEER (ADR)

FHEERELREEROFRERERIC L RBAMOERERTIX,
EREAESEN I TWRWED, BERICEE Lch 5EESITH
THREPBEAOCH LY ARG EEERBTER L R, BEEMIT
WHTBARIEEWHIEANL, EERLEEESLOREBRFESSRED
AEMCELLRD, HAE, AREESTETCERWI LEEKRT
D -

TREERRICELT : FE»2EBENATHY, EEROTH. 2
B, BT AENBEOEREY BN AFCRFER SO REER
TRERRTHEERCHTIEG [BEELET —FFROICHIA FZ |
4 BEgEorEH L EE (Guideline for Clinical Safety Data
Management: Definitions and Standards for Expedited Reporting) %2

] . [ICHE6(R1)]

FEH

FEZETIRENETHY ., A OBBE T IEBEFNTEND
PEIBEBLRVEVOEREREGEENS, [HL7BFE2I—
7] :
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(BlER1)

77 RE, P2k v 7 BEOMECITbhAZ EBh Y, BEES
B, ELVROBES S ERRE - RENR RS EnkE
i, YRSV ETATCORVERS, SRS RSRERS,
BERBONEOEES. WTFhhiEEhsd, [WHo] 13

A

(EEREBBOL)

BF-7F—# 5k (EDI)

EBLO NIV a rE2T BT, WELENEESESRTS
7O, [ICHM2]

EDIA »—3

EDIA vE—k, ABERZACTEELEN, 20 Ya—F T8
RAHAEER T A —~< v b TES S, G5 SBRICAEIh A5
B0, —EOES A VTR END, [EMA]

A REUEESEHBEERES
# (ICH)

FREUEEMRFRAMERSE (ICH k. EXHBEOREMREY
BERTAORIE IS DWW CHER T 5 BRI T, BN, AR, REORAISAEL .
SHOMBEROFEFREED D T 0T 2s FTHD, T PF—r—
X, WHO. EFTA, 774 (HF#FREEHRE) C¢hH3.

EFREMR

HETTTREHRELRT 7T REFROERIINT EHEORRE
WY - ADEENE L IIMENREF BT TV 3E, [ENV
1613:1995] [1SO 21574-7] ,

Bl . Bis T oA, KA, FEA. V- yAU—b— HiHRE
B, EHRE, ERFE

ICSR

HWEMRERVBLIFREIRITEEGA VTV MEAWTHAT S
VT, HEIHRATREEP GRESHAFET IR S kR, #
BT, 1RAORBE E - ERERSEDDEFICET A ERS S E
#1%, [27953 Human Pharmaceutical Reporting]

ER TR AGEREGE

HOEORBEREICL > TEBD NI, HIERMOABDRMERRE
(R T DRk, REAEDFORRIEGEE,

] B = 3 B

RN DB B £ 7 R R T B BT, A EANE L
oL RATANER T 5. AEEREE D boERERBRE
(MedDRA) .

13 it REFEHEBISE RS RS (IMPACT)
http://www.who.int/impact/FinalBrochureWHA2008a.pdf
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b BRI SR AT A RE G L L TR SRR L
RS OEASHE, .
EEIEELH) IR, REMMERARET S I LiC L Y BikgiERE
i, BT, AETS. TEHRERNRZELTY. OVWThdhoBNT,
EMCERE B ESEANA IO LIBEELIIHEORLED
¥, (IS0 11615} .

EFM2EE T, s agfi g, SE. BHT3280T K
FEBFRERIRTH T ESICe FERRBMICRE SRS TREDOD
DM EITMBEOMASHE [ENV13607] ({54, 65/65/EEC, &

Efk]

FEEE (U=FVp2) 4
(—ix4)

BEHETRESNTVWRVERRS T, BFIXTOFHEEHRALT
BY., 2MBEHTHEENDHES bHSH. WHOLSH D B THRER—R
& (INN) CEEARFEIFHRSZMANT 5. SINNEHEFAI
BRATIAEOLHT, AHMETHD, FERAIL, V=RV voi4
LThEbhE, #ETHE., #EAdopted Name Council (USAN) #5

TV v I BELEERVE TS,

ERHELHSR (Tr—~
a4 T R)

RS L 0 ERSC E U 05 R . . BAL T
BB L7 #l=iEe, { (2) WHO ; 2002 ]

it FEE LR EAC L > TEESN, =—XFELEEEEERLED
RIRFE SN 28EH 5 ixEomiE, [HL78EL L]

Husi 38 G e 2R HOEACHD BNARER (XS AT ) T, BERUHEE

& EESAEELOTLMICEE LieT_ToHgizivg, Be. f#3r
L., HBICET28ERTI,

2 5 7 R4 AT HIE S ATAEY . BRERCHASNIMAOHENAXHENTIYEH

BEEBRMLARIC, TONFIE, £ENKRANMLSRLIETN D,

ZEBRET L (RIM)

Bl IERMIMS 2 ¥ DO T RTOBEREFTARRA v E—TORICAE
DHLHEHET A,

b R o — UERE T
(RMIM) -

—HD R v -V ORMETTRREE,

B ERE, AL HICSRICER SN - EREFMRET SE, #

W|EE
EEBEREEOELGLHHIB, Ave—COEEELRIRMTLHI L,
[ICH E2B(R2)]
LEeHEA v E—Y BEMRA v E—UiF, —AOR v E—D TP a CREE—4

EBEE—A LOMTERENT—R2E T FANMEEENRT— B
FOICSRIZIBR MU ENIFREESUEDIR v E—UThHB, [EMA]
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o b

(AlEs1)

1 BRADR b OB R U NI, BEE b EEE R A

DOFREENRH DB, BEEORF L EEEOREFERALRZNE &,
{ICH E2B(R2)]

HERZBRERELIERRE
FbEIER

EBEELFEESESAE (BERIHIDLEWN) BUCAE L b o aiFE
LLAWVWERLOTEIEOL, BTOLOEES,

-FEIZED

- Ed Rt
-IBROICDDARE LI AKBHOERBSSLETHS

- KM E I RE T STk D

Xix

-BREFEERT

(EREZEMT — 2 FBOICHN A K312 IBBRPICELN D2
HHOWM Y TSV TESIR) .  [ICHE6RI1)]

TRBRIRE

BARRROBM, EERV/ EHRELWECHIZA S EA. RE,
HERR. #EoVWThd,  [ICH E6(RI1) & E2F]

BRHE

TEELU LOEZEMEPRES ULERIFELBECREAL, RBOREN

RTF—FIRBAX—ATHRLAL DO TRV, EXLRERICSNT
BETHEE, HFNE. BOEROVLTALEHT HEEOER,
LICH E2C(R1)]

RHER

EBEHETREL, FHETRATRESHICEY Ahbh, SO0 LS %

R BRI EN TV BRI, KB LV THAT DRITHHE.

T—Abr—23R

YART LA L OERISETIREG, FOLATFLAGEDINETS
FHEA. [Objectory AB]
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