eCTD v4 ¥iEEyY —/v #ff~==o7 /L

S
eClD v4 pEzE —/b
BE~v==27T/

N—Tg v : 1.5.0
YERKAEA H : 202242 H 25 H
HHFEHH : 202543 H 26 H

MSEATECE N 13 b BRI S TR

1.5.0 it 1/90



eCTD v4 ¥y —v #Eff~==o7 /1

ERUS
I = o D 4
R R N 17 P 4
R = 1= 3 B P 4
2 BB e e 5
2.1 AR D B 5
2.2 AR L ORI T D 5
P B 1 - 5
2.4 BRAETE E ot 6
2. b R L 6
2.6 I BRI L 6
= P 8
3 U= R R R T e e 9
T N o e 9
3.2 A U AR N I T 9
3.3 T A U AR RN L 10
3.4 DN T T 10
4 T VAR K OB R . .. o e 12
41 R =D T FIVERERL « o 12
4.2 BB OB 13
O (= PP 14
B BT ot e 15
5.1 B I A T T 0 15
T DO B i 1/ P 15
T O O P 17
5.2 eCTD vA T = F DRRFIE . oo ettt e e 18
5.2.1  eCTD T —F DM oo 18
5.2.2  RRAEY —MIC X D eCTD vA NN T =3 g DFFT. o 19

1.5.0 it 2/90



eCTD v4 ¥y —v #Eff~==o7 /1

5. 2.3 RREEAE B DT 21
5.3  BRIET A OV BT D o e e e e e e e e e e 23
5.3.1 BRET—HEH/N o =D T T R 23
5.3.2  ERTET —HHEIFDER .o 24

B A Il 29
(I <5115 w3 0t N 30
6.1  FREEREE L AR — N 7 A DR . oo 30
6.2  FREERE I L AR — b (HIML T2 o 31
6.2.1 MAFFERELAR—F HIML D) OB E T 31
6.2.2 FREERLAR—F UML) OEBRGH ..o 31
6.3  MEFREE L AR — N (CSV IR oo 34
6.3.1 MEEREELAR—F (CSVIER) OB E T o 34
6.3.2 FRAEREELAR—BF (CSVIER) OERGIH ... 35

(IR WA B At I L a1 I = 37
7.1 eCTD vA N T = g AT D T R o e e 37
7.2 eCTD vA NY T —2 0 v DF = Z I oot 38
8 R LU AR — R R o — U 72
0 BB S E B R R T U T U Y et 84
SO = O & . 3P 84
10. 1 B 84
10. 2 BRI T 7 e 84
10. 3 Rt = A 85
/- < == -G 86
J A 3 87
18 BRI B . o o oo 88

1.5.0 it 3/90



eCTD v4 ¥azEYy —v #Eff~=o27 /1

1 [XCHIC

AREIX, MSIATEOEN BRI RS
D~ =2 T LT,

TN
T

aeBEtE (LU, PMDA) 23242 TeCTD v4 MREEY —/1 )

1.1 FEOREAE

AETIE, RER) 7R ERRLTIHEE, UTOLICRLLET,
[N 4]

<V r4>

[EHE 4

(EhaEy
(EFBEIIEDOZ A b))

« ga %»

O, @ -+ HAFS (Bl 7 v bk Tild)

1.2 FEHRERORE

LEFTHEEHRFRZLERT 25613, UTOBA T Tz I LET,
Bo= @EIxZoXFaE o
= 2 VT 4 AN RBE TR — PSS T 5

IRo= VAT LDOFEHT — X ODEEMICEE G257 VT 4 ANV EIH

1.5.0 it 4/90



eCTD v4 ¥azEYy —v #Eff~=o27 /1

I TIEHAY =V THEMTE DBEREEO LB O 27 A L £,

2.1 RY—ILOFABEM

A — ik, PMDA (ZHEHT D eCTD 7 — 4 M) e A CTIEf STV D Z & 2RI 5 — /LT
9, HFEEMNERR LTz eCTD 57— & % PMDA ~DIEHANCNE D2 YW 2RI 52 2 HE LT
WET,

AR — L& T, PMDA 23 eCTD T —Z OINE DU HEMEERICFE AT 50— L & Rk L — Vi H
SE, BERNCHONUONEBREZFHERTXET,

PMDA D H— N IZAEH L 7= BB CHERR CEX 2 HE L H Y T DO T, KV — /L TRIEN 72 WS TH -

TH., PMDA (T eCTD ZRHBICHIENMEMINDG 2L bV 222 LaH O D, TTHELSES
Uy,

[EE)] AY— NI L ARITFEREN OK & 7272 eCTD IZELTH. PMDA 22 SIEE A EH
NEBENDHVETOTITELIIEE N,

2.2 AXY—=)ILTHRELLZI1—Y

AR — ik, [EREH R O WZBR UKREREEEICIRMT 588 E LT eCTD v4 FEA T
HE2FELTWDHE %%ﬂ%ﬁ%khfwif

2.3 FREIXZR
AR — ik, BLFO@ME 213 CEOMERERICIESWTERR S L7z eCTD T —F 2 xtgi & L Tk %
AAES

Rk 29 4F 7 H 5 HATERAR KRGS 0705 55 1 524 @A 3L - R4 R 3K E A S B
AR R
Bty - T 7=+ R¥xaA L (eCTD ) 12X HHEKRHEF IO\ T

B 24F 2 A 19 BT 3EASKEESE 0219 535 1 5RAT BB ESR - A ER ERLFEAE

PR R E A

MEFfbaxsy T 7=h/L REa2 A (eCTD) IZ X DHEGHFFIZOWT] OKIEIC
DOUNT
ST 442 B 18 HAHTIRAIKEIE 0218 5 4 24 EE E3K - AlRfE RERLEES
HEFR R A

METAL=EY « T 7 =0 RFa A b (eCID) 2L BARBHFHIIONT] OHIEIC
DUNT |
SF5E2 A 6 HAHTEAIKEIE 0206 F 1 5 /E A g ERK - ATnfAd R ERLRES

PR Rl

MTEFLaEY 77 =0« FFa A2 b (eCTD) 12K DARHFEIZONT) OUIES
DUNT |

1.5.0 it 5/90



eCTD v4 ¥azEYy —v #Eff~=o27 /1

ST 73 H 10 BHAHTESRERGES 0310 55 3 584 7 @78 = 3K ey [ 38 i e A 4 PR =@
[TEFftaEy T =kl RXx=a A2 (eCTD) 12X AEBEHIFIZHOWT] OHIEIC
DU

eCTD v4.0 ENF = v 7IHH—%E v1.6.0.x
("x 3T D TeCTD v4. 0 ENF = v Z7IHE —% ] (1Zi%4 79 5 Version XAV £77,)

2.4 IRELEE

Ay —F, (7.2 eCTD vA RN F— a v DF = v Z7HBA) ICESERIFEEZITWVET,
(LLF, TeCTD F=vZ7 U A B ELET,)

2.5 HREEMEE

AR — L, (2.4 BREEER) ICEH SNz eCTD T v 7 VA MIRSNTEEHED Y b, Y—L b
L CHFEATRERIE B IC DWW CTRFEEE TV E T,

B R L O F = v ZIHBICEN LTS EEXONDHEHPICOWT, LR—h7 74 0 %&HTIL
i—a—o

. AR — IR T — Z M eCTD OHEEICEAS W TIER SILTWA Z EONE 2 7 7 A L
MENTWEZ EZERTHLOTHY, HFEEERONEZFIZEH L THRIEEZITO LOTIEH Y £
/l/o

2.6 BM{ERIE
AR — L OHERBFBE% DA F IR LT

* 2-1 MEREERE R

No. |4 7 o7
Microsoft Windows 10 (HAKZERR)
1 0S
Microsoft Windows 11 (HAKEERR)
2 Web” 7 74 Microsoft Edge
3 Y — VENE Microsoft .NET Framework Version 4.7.2

Adobe Acrobat Standard 2017 (HAKEERR)

4 PDFIEIRT = v 7 tEREEN 1 Adobe Acrobat Pro (Continuous) (HARFERR)
(/R— 3 2 2022.003.20263 | 64> b E£T)

5 TXATT 4 X A EMR

[#&] LFTiX PMDA IS TBMERGEZ 1T o 72 BRE T, #HBRREDN TOBEICTO VT,
FIABIZBWTRIEZIT-o T E &V,

1.5.0 it 6/90



eCTD v4 ¥y —v #Eff~==o7 /1

[##£72]) Adobe Acrobat (Continuous) iIZ oW Ti., VT X7 U 7L a RROKMELE, Bk
DHHLPBEN—=Ta VEBMERIET A Z LIIREETHD Z & 2 THELIFEIV,

1.5.0 it 7/90



eCTD v4 ¥azEYy —v #Eff~=o27 /1

2.7 RESBRF

& AYV—)liL, 2.1 HOHMIZ 2.2 HOXREDEHATH2HDOTHY . ZNLINORGE D
HATHE T 584121, PMDA 1Z. KY —LZOWTO#EH, BnWgbEeFofh—t R
I U EH A,

& KY— i, FETT77ANVEREKELTWET, THEHICRDZ IV Ea—FED VAT LAIE
B RESRNEDICHKE - BB EINTOWETR, v=Td VA N ENS XY r— KT 5T
TREET 2720, FEFHICLDIERICLIUIAZZEITRLENREEA, KSAMIEK
WA NVAKRDIZD, Ny v aBlHLETERLETOT, THHNC TR ZIV, £
7o, FIHESERB CUANAKRELZFH U2 ECTHEHALTEE N,

® PWDA [IARY — O X —HIOBEERIEZ TV ER A, KY =V ROR~Y =T VEFHT S,
FFERATERN LI, FIHABEEIEHE -FICRET DT X CTOEBER - R#ENEK
SHEE RKFIE, FEOFWMNC L EE, T WAL EEEL, TNICRESNETA)
(Z2OW T, PMDA IZ—HWIOEFEZAWVWIRETOT, AMBEFHICEEDO ETCIHEHALLZE N,

& RYV—/LiX 2. 1THOHM T2 2THOMGBEMEHAT 52 &2 HE L CTHEET PMDA 2342t
HHDTH->T, WIRLIEAETH->TH, PIDA DEMmMIC L AHROF A 72 w2, #H5 ., M
i, For, BRL MR, . V=22 00=T Y o7 CIRIIEEED OIERR., 3EIEDH 5\
WERFET A 2 L AU E4 FHEMED M L7 OF| FHEFH B OB G- 35 G A E SHVE 38,
K —)VINFATT7 7 ANV TH DD, PIDA DFTEDOY A bbb X ra—RL, FIHEE LN
EP:, FEMEEMERE L E TR TEE WD),

BB, KY—=NVOHIRLOAR~ =2 T VOREARICONWTIETEREILELEINDHENH Y £,

1.5.0 it 8/90



eCTD v4 ¥azEYy —v #Eff~=o27 /1

3 Aooa—F/ AR M=IEE

KY—LDOFE 7 a—RRBLORA VA M=V FEZUTIRLET,

3.1 #Hro—KAE&k
PMDA DLLFHA 736 eCTDV4 MiFEY —/v (zip 77 A V) XD ua—RLET,
eCTD v4 MREEY —)L Ao o— R—
<https://www. pmda. go. jp/int—activities/int—harmony/ich/0109. html >

[#&] eCTDv4 BRFEY —/V (zip 77 A)V) XU a— RTERWVWESEZ, Bt R
T AEHEICBEWEDET &V,

3.2 AR M—IEAE

(1) zip 77 A4 VDR
eCTDv4 FRFEY — /LD zip 7 7 A W EATLE OEANfRE L £ 5,
(LR, T4 2 =G50 & LET,)
K —=NDA A=/ FI L LTI EE 720 F97, MBS U T FIAA FEhE L
TLIEEW,
[EBE] TREERIZVES. FAIRTWE 74X ICERE LT XV,

[EER)] VEARNN—3 O Microsoft .NET Framework 234 VA h—/LERTWRWIE
B RKY—AREBLERAL, TOMBERY 7 b =2T A=V a VEORNRIT
(2.6 BHMEBRIE) % ZHERLTZEW,

(2) va—brhy FOER
VEZIS T, AY— L oE#E a—rhy FE2ER LT &0,

[ A > A2 h— LI FYeCTDv4 Kl — /L ¥eCTDv4. Tool. exe] #HZ7 Vv r ., [Lra—Fh
B FOVERE(s) ] IR L., (B L7=>a— bbby haa—PF X7 by 7EICBEN L
TLIEE,

1.5.0 it 9/90


https://www.pmda.go.jp/int-activities/int-harmony/ich/0109.html

eCTD v4 #GEY —/v #fE~==27 /L

| [ [ = | eCTDwsiEEy-IL - o X
f-h EE Em [7)
1 s eCTDwHEET Y-l v O | CTDWiETY-oieE P
e N
4T v EFIE =] PR P
i T4y TR
data 002/07/1510:06 T4l TANA-
& rc log 2022/07/1510:06  TrA)l IANA-
P manual 2022/07/1510:06  T7A )l FANA-
- report 2022/07/1510:06 T4l FANA-
Rescurce 2022/07/15 10:06 TrAll FANA-
setting 00/07/11510:06 T4 )l FANA-
x64 2022/07/15 10:06 Trdll FANA-
86 2002/07/1510:06  TA) FANS-
[% eCTDvA.Tool.exe 2022/06/17 7:55 FIVT-3y 4,601 KB

9EnES =

31 f VA R—=ILTFLE

3.3 FPIUAARPM—=ILAZE
(1) AR M=ILTHILEDHIK

(3.2 £ A N—ILFIE) OA A N—VEBFTICE LT 7 + VX 2HIBR L TL 72 &0,

(2) L a—btAhy FOHIR
(3.2 A A=) TERLIEZYa— by FEHEIBRL T ZEN,

3.4 YW—ILDOIN—Ta3 Ty THE
(1) aLwN—2 3 0Dy —ILEHEIRR
(3.3 7oA A M=V EFE) OFEIZHEN, HX—=Va OV — L& T AL AL LT

<FEEW, BECEBLEZANYT—varbR— FaELTBEWEATL, report 7 4 /L4
FEBOBANI Ny 7T v 7 LTL SN,

(2) HFHLOUN=300OY—ILEAF
3.1 Xorma— FHE) ERERIZ, BHTRD eCTDVA FRAEY — /L a2 X a— R LET,

1.5.0 it 10/90



eCTD v4 ¥y —v #Eff~==o7 /1

(3) HLWOWN—D30DY—ILEA VR =L
(3.2 A4 A M=V HIE) ICREHOFNEITEN, FEY —LEA A =L LTLEEN,

1.5.0 it 11/90



eCTD v4 ¥azEYy —v #Eff~=o27 /1

4 DANSFTERES L UVEmESA

41 EBY—=ILDITAILTHER

PITIZ, KY— VO zE R L ET,

A A M—)LAT
L YeCTDv4 FEEEY —/L_vx_x

F eCTDv4. Tool. exe
F ¥setting
| b Wi . xml
| - EBEe s L~ xml
F ¥report
| = YeCTD S35
| L YyyyyMMddHHmmss
b oyiR e
F eCTD A&+ & 5. csv

L Ydetail
F eCTD Z A& 5 HEik 51
F eCTD Z A+ 5 18 % =

Sl

b eCTD 52 f3&45 4R Hid i
b eCTD S A5 R HERE =
b eCTD A4 512 Hd e

b eCTD 52435 {2 HEkeE 5
L eCTD ZAFEH R HE RS

an

Nl

_2
_3
4
5
6
7

F Ylog

| F ectdv4_yyyyMMdd. log

| L ectdv4_err_yyyyMMdd. log
F Ydata

| L eCTDv4tool. db

F ¥manual

| L eCTDv4tool_manual. pdf
F ¥x64

F ¥x86

L YResource

F eCTD Z A& = $RHHERE = _rules. csv
F eCTD 3435 #EHE#H % 5 _index. html

. html
.html
.html
.html
. html
.html
.html

xIZIXY — R —T g B AD

K —=NVETT 7 AV

AR —VERTE T A VA

[HREEY — v A A ) Wit OEBRERE A7 7 A v
B ALV SV ORRET 7 AV

BEEAE R LR — b7 4 L4

TRAEX G D eCID Z A /H 7 4+ V4
FRAEBHAE H B~ 4 L

HRREH G DR HEHEE 5 7 4 V&
NYF—3 g UfER(CSV)

WY F— g 2 —/L(CSV)
NYF— 3 R ()
NYF— 3 URER GER) 7 4 V&

FEMAE R MR T = v 7 (JRAL)

SEEER S 2 F o

AR A v b—Dlot T A F = v 7 (B
FERIRE R MR ER T = v (XR)

FEMRRE R MR ERE T = v 7 (HAh)

PR e IINTF 2y s (FATHA TN
AR MR ERT v (TATHA T

=

=5 —uaJ

F—H2 T 7 A

BlEv=a27 1

ZOMMTET 7 A VKN T 4V F
ZDOMMIET 7 A VAT A V&
ZDOMMIET 7 A NG T A V&

4-1 A — ARk

1.5.0 ik

12/90




eCTD v4 #GEY —/v #fE~==27 /L

4.2 EEFEBEEDERA
A — L O IHEEEE I DWW T, BLTFIZERBI L ET,

GEVa0110

'8 eCTDvat&aFY-Mb %
eCTD v4#ZaF =/ Ver1.2 - faF/—NX1>
@ | (T WARDDA)ELL\ 74 LA/ AR R LTSRS I
EET—FVersion e e e
@ S —— SET-TERN @ @ BHEVITLET
eCTDEAES ALY
ATt De¥ectdvd¥20180101001
eCTDZ{IES
EBER HEZE
HEFE)E [2022/07/15 Bl s MMDDR R T AN LTS
t&EirE-F ® TRASET O EFHROH
PDFRERTIVY ® =53 O =Hlin
HIOEE

- BALE-FHTEFREOH 0 STE. I BRI T2 T0CTOREMLT AL,
+ POREfRFIvIBEEERTIE. BHECEEIMMIMEENEVET

® mLs

1.5.0 ik

X 4-2 [FREEY —/v A A ] i
Aytw—CIT YT
VAT LOWEM, FFEEAvE—VERRILET,
RET—4 Version
BIEARY —VIZHEH STV ARET = BH Ny =V ORPRRENET (RET—
A DOBEHNZONTIE (5.3 ZET—F (CVIFHRE) OFEH) 25H),
[BRET—2E#HA~] Ra Y
NYF—=2a =R VIERREDORET —F DEFHEITVET GRET —F OEHFNIT
SONTIE (5.3 BET—% (CVIERE) OFH) 25MH),
(BEI =2 T7IETR] RE Y

KV — VO~ =2T /L (KE) ZHxET,

BIE~=o27 /WX PDF 7 7 A NVEZBRLSIHEDT 7U TRY — /L L3R E S E T, BfE
~=a T NVEHUDEIL. PDF 7 7 A VFoRT 7 UAICEBNC TBHC ) THT) BETK
TLTLEEN,

[ACA] K2 Y

RKY— N ZETLET (KY— LK T HIEICOWTIZ(6. 1.2 & THE) Z2BMR), B,
(AU 2] REUNERENBRVERLH Y £97,

13/90



eCTD v4 #GEY —/v #fE~==27 /L

4.3

IS—4A4F70Y5

K — T L 72 S0 OFEENEAE LG EIE, =7 —X A7 a7 (K 4-3) RERINE
T, ZDOTT—H AT 1 (T_FATxxx, T_ERRxxx) 23 F/R SN 7=8HA1%. [OKI AR ¥ U FTAY — /LT
KTLETOT (5. 1.1 EENHE) »O, BEEZSCVE LT ZEN,

HBEREEZIT oA ICb RO T — 2 A T u I RERENLGEHRIT. 3 Fyvra—R/ (2
=V HE) ZEEMm L. [ 2 A b= LIGHTYeCTD MAEY — /v v4| Z ANFEZ T EEW,
EEETHBIRTERWEAIT, (12 BIEEE) F TIERKLSZE N, T, B, =7 —F4F
TORMERNBEDORE L 2T —a V2 EF LTI, =257 —a 7o hEiconTix (10.3 =
F—uar) BB LTIEEN,

eCTD v EE -]

e

i ) [T_FaT001]

4-3 =T —H AT s

[ -

eCTD vafgzar -/ Ver1.2 - BBarY—/X1>

GEV4D110

1.5.0 ik

4-4 =T —X AT a KRl

SETFVersion
BET-FEFA BFNATLER
2022/07/11 &R
eCTDvAiEEEY- )l x
10005 FE.
eCTDEFEHES JALY
&% UTERROD)
@ F-aymBEEEET UL
eCTDEAES
SRR
EH %($E) =| [ 2022707115 G35 | svrvwmMmoDERTAALTS R
WarE-F ® MERAGET O BFEDH
PDF:ERFIVY O ®ETD ® =wELyL
HIEE
- BIHT-FATEFHR0A DSSTE. IRICSFRETETOCTIDREMLTGEL.
- PDFEEIRFryIBEEERETIE. BIACEE IS ESHEYET.
AL EL3



eCTD v4 ¥EEY —)V EfE~==T /1

5 BEFZE

5.1

5.1.1

FoE, B LAY — VB a— Ny hEX T Y v LTLTEEN,

EEBAEERTHE

eEHE

3.2 £ VA M=V FIENTRRELT-TA > 2 h— LI ¥eCTD fEE Y — L vA¥eCTDv4. Tool. exe] .

| 5 | eCTDWREEY-I)

+

i J49d FOEA

M pC

& Fyh7-7

9EDER

s eCTDvaEEE Y-
&l

data
log
manual
report
Resource
setting
x64
x86

[Z eCTDv4.Tool.exe

7/15 10:06
51006
5 10:06
5 1006
51006
5 10:06
51006

Irdly TS~
Trdl T2 5-
Il IS~
Trdly TS~
il 7205~
7l I 5~
Trdl TIN5~
Tl IS~

TIVT-v3Y

eCTDvAREEE Y- LMt

A

#4X

4,601 KB

1.5.0 ik

5-1 £ VA=)V T 3V H

15/90



eCTD v4 #ZEY —/V #ff~=2T /L

K= NEET D & THEEY — A ) Bl (X 5-2) BNFERSNET,

1.5.0 ik

'zl eCTD vaigEEY-I
eCTD vaiZar/—) Ver1.2 - iEaFY—IX1>

2022/07/11 &R

BIEYaTLER

AHH © Di¥ectdv4¥20180101001

| o]

|sEzs 0
[20220015  FE|  svwvmmppBRTANLTCGHER
® MENS2T O EHR0H
® =533 O =ELsh

HIEE
© BAT-FTEHHROH 0SS TE. RN EFRETE TOCTDREMLTIZS.
© PDFERFIVIEHEEETIL. EHICEEMI 8 & EUET.

Ak EL3

GEV4D110

5-2 [RREEY — A A ) Wi

16/90



eCTD v4 #GEY —/v #fE~==27 /1

5.1.2 RTH&E
W FOPLDIRY V& MT, EREEiEA LO[X]EZMT LT REEN,

[El eCTD vaigaF Y-l ®
eCTD VATEAF Y~/ Ver1.2 - {&aFY—/X1> ’

EET—HVersion

BET-IEFN BEVIaFLET
2022/07/11 iR
eCTDEESJAINSG
Al : Di¥ectdv4¥20180101001

eCTDE{HES

5T wEEs

B E-‘%(% E) g [ 2022/07/15 il | sevrvmmopERTASLTGREL

EFE-F ® MEHEET O EEHROH

PDFERFIVY ® =mwEa O =mELaL

HIEE

+ BREAT-FATEFROH0BETE. RN EFRITLTOCTDEREMLTAL.
- POFERFryIEEEERTIL. BAlERM3ES T EYET.

i B3

GEV40110 ’

5-3 & T HIE

[EE] [AC3]IRF V32 TOEE TRRINDI DT TEHY £8A,

[ER] Y F—y = VAT, Eicid [BET—# EHT) i3, BEEBLSZ LAT
EERA,

KTHERA AT s (K 5-4) DERINDHDT, [KIRF U EZMHFTLTLSZEN,

eCTD vat& Y-l x

| [T_INFO10]
iy aEERLET. LALNTTH.

ool

5-4 MR THERA AT 0T

1.5.0 it 17/90



eCTD v4 ¥azEYy —v #Eff~=o27 /1
5.2 eCTD v4 ¥—4% DIREL

5.2.1 eCTD T— 3 D#E (&
FRAEX R D eCTD T —H 2T AT b v 772 EOEE OGN L £,
B RHEGESHK 1"ORITNIES
eCTD ZZf1& 5 7 4 VA NIT, TRHEEER T 7 404 ("17) ZRML £,
=10 eCTD ZATES
0 (BRI ROIRHEHRSS)

5-5 eCTD 7 —X D7 4 /LA HERL (FEHHEBE 5231 ORGEOHE)

B RHEEGESHN2"LBOBRIEDSS
eCTD ZAFFE L 7 AN ZI, "I O ROEHERE £ T, @BHROTA 7 A 7 v ERIEET
I2) BTOITA THAINDT—ZEKMLET,
=10 eCTD ZFES
B0
3 )
B4 3
4 (RIIMROEHEHES)

5-6 eCTD 7 — X% D7 F /L Z AL (PRl E 523" 2" LI OREED 5 5)

1.5.0 it 18/90



eCTD v4 #GEY —/v #fE~==27 /L

5.2.2 HEEYV—IT& B eCID v4 /N T— 3 VDEST

(5. 1.1 EEYHIE) IV, AY— LA EE L ET,
TRFEY — v A4 ) Wi (K 5-2) BNFERENDDT, FEOEBIHLERFHRE AL,
(W] RA 2T LET,

's] CTD vatgEEY- I X

eCTD vAIEGF Y-/l Ver1.2 - BEaFy—jX1>

SHET—HVersion
BETIEFA BETITLER
2022/07/11 R
= 8.
eCTDZ{FES JA)LY
AJIF © Di¥ectdv4¥20180101001
eCTDEMES
E=EER HEXS
B (FE)H (202270715 B s MMODRETAALTE S
BIEE-F ® TMENEET O BFFHRDH
PDFERFIVY ® EWID O EHLin
HIEE

- BEAT-MTESR0A 0B S TE. AN SETRETETQCTDRERLTR.
+ PORERFIv/BEFERTIE. BICHBIMIELIBYET.

GEV4D110 ’

X 5-7 eCTD v4 NV F—3 3 »DELT

®a

# b5-1 BRAEFATRFO AJIHH

HA B!
eCTDEZ AT H S | [BWR] REZ 2T L, 740481 @i (1 5-8) 725 (5.2.1 eCTD
eIz F— 2 DYEAEY TN L TR EE TR DeCTD AT FK 27 + VA RN TL TP
S,

B, MEEXRDeCTDZfHFE S 7 AN K ET XFANRY I ANRT v 7&K
2y 7 CHIRETDHIENTEET,

[ 7N FEERLTGE . X
&« v 4 <« FATk.. » 20201120002 v O O 202011200020485
EE v FLWIANS- = @
~ zu  =xoE = $4%
i 7499 FIEA
1 2021/02/18 17:12 TIN5 -
@ OnelDrive 2 2021/02/18 17:12 T L TR -
= pC
P oAU
& Fovo-K
-_— = Al .F 7 G >

Il 20201120002

Jall- - M Foutrll

X 5-8 [7#/LA8IR] HiH

1.5.0 it 19/90



eCTD v4 #GEY —/v #fE~==27 /L

HA e
eCTDZ IS | [T7 42 mim (X 5-8) TIEBIN L7727 + VXA NReCTDZfFFEH & LT
HEICANDESNET,
LSRR Ry 72T A2 RNHEYTHHEDEBIRL T ZEN,

ME(TER) | TFA MR ARNED (DL X—] REUEHTF L, BiEH (F7-13H0%
FTEH) ZBIRL TSN, 2B, T 740 F TIIHAEDO BANRESNE
—a‘o

FRREE — R BREZTT 9 G2 IR L T 280y,

< PR B 4T
BENDIETCDOTA TV A 7MKL TENENGEEZITWET, 274
THA TN OREEER LR — MR &R E T,

-~ IR D A
BENDTATHAINDI G, FbH L (RHEHE 1R b KX
VW) FA TP A TR L TOR, BEEERITWE T, BEERER LA — X
BT A 7Aoo ENET,

[EE] TBHFRDOA] OBETH, HROBHEGESETOETDIA 7
YA I NDT—FZBUELRY FET,

PDF E R|PDFIFERF =7 (PDF7 7 A NVICHERMPMEINTWARWZ & 2FERT D
Fzv Fxv7) OFEfEAELZERL TLEIN,

FEARRNCIX TFERT 2 2 BIRT DL 2 HER L TCWETN, EENHPDFT 7
A NEEN SNBSS PDFIEIR T = v 7 [CH 2 B4 258085 0 £9, XMLA v
TV ORAEO A T DR WA, TFEM L2V Z38IRT 5 & RREERER
T L ENTEET,

[EE] PDFERF = v 7 OEITITIX (2.6 BEMERIE) (CiE# DAdobe Acrob
atDA VA M=/ BHETT, fEEHiRAdobe Acrobat Reader TiiZE
ITTERVWED, THEELEIV,

BRANBIA S NS & RIEOERRIZ 2T 7 0 7 LA~ (|’ 5-9) BErSnET,
BAEANSETT5 L. (5.2.3 BASEOMER) 0 DR E] B ic 6B LE .

o]

L >
REERE S PDEIRF v :doc-018.pdf
EETHRTH.

0
TS

X 5-9 a1 ANR—

¥, [PI] REZ U ZWTFT 5 EMmarERnd i S k4, PloEfElc oW T (6.4 Hik) %
SRR TZE N,

1.5.0 it 20/90



eCTD v4 #GEY —/v #fE~==27 /1

5.2.3 IREEHEROFER

(5.2.2 FREFY—NIZ LB eCTD vA NYF—3 9V OFEIT) ICTEITULIEMEENETT 5L, T
FEAS R Wi OFEEM (X 5-10 @) 12, KT A 7V A 7 NMICKT HDREERENEREINE T,
o EEAMEN TOK) IANOBEIL, [FERLAR— M REZ 2T L, MR LR — 2RO -,

RIS LT eCTD T—X Z#EIEL T 230 (BEEER LA — N OMERFIEIZOWTIT (6

AEfE R LAR—F) 2ZRLTIZEW),

® JD eCTD T—XDWGEESIEHMEAITHHEAIL. [ED] REVEHTFL [HFEY— A4 ]
Hif (X 5-2) IRV, (5.2.2 MiEEY —IC k% eCTD vA N U F—3 3 VOELT) 2FEE LT

<TEZEWv,

o WEHEARTTAEAIE. [MLD] REUEMFLAY —LAE#KT LET,

g ecTDwatEEEY-Jl
eCTD vaizaF -/l Ver1.2 - #Zal#aE

[T_INFo11 48545 T LELE. SR 0FERIERLN-FESEBLTEN.

BETCITIER
eCTDZTES 20220510003 B (FE)E 2022/07/15
E5ER HERS BIEE-F MERGET
PDFERTIVY =5
@l BRI |
ey = =
1 AR Confirmation
@
GEV40120 ® z2 BL2

5-10 [HRAERE SR i

@ [HWBRULR—F] Ray

UHMRFEOBALAGR L AR — P ST D 7 4 v & (RGERER LR — b7 41 8) 2
EET, BEERR LA — b7 4V ORBECREERE R LA — F O RITIZHOWTIT (6 WEE

FRLVAR—F) ZZRLTIEIVY,

1.5.0 ik

21/90



eCTD v4 ¥azEYy —v #Eff~=o27 /1

1.5.0 ik

@

NYT—23a ViR

KTATHA TNV T DN T =2 a URERBERESNET,

#F 5-2 NUF— g AL R

HE #LEA
HHEGE S | BiE2iTo7279 4 79 A4 7 NV O#RHERES VR RINE
—5—0

hi TR F721% T2%GT) BRFErEInFET (FX2 05A 13
HiEHE = - 2TH Wi BERINET),
7R, ARMERNIXML A v 2—TIZit#f SN EHRE B 12
EEINDHT-D, XMA v E—JIZEAY R Ho T AT ERIC
HIE SNRWAREMERH Y 77,

(TS FGA T A I NEBONRN) T — g URERNFEREINET,
FRENDNY T —v a3 UERORRNL (£ 5-3 NUT—
va UREROFER]) 2RI,

#F 5-3 N F— g VRO
g vill| #LEA
0K WEEORE R, Y% T A 7 A 7 VORI REN 2 D> T

BE (%) TR RENET,
X KT = vV HHE OBGEREF 234 TOK

0K (Information

T 7 —[X45 [Information] DF = v JIHHDIHE A vE—IMN

HY) BRHEINTWAGAICERINET,
Warning WHTA T A I NMIZBWTC, F=y Z7HEHAIGERT HEPT
NG NG - T254 T, ) OFER] [Error] 12324 LR WIEEICHE T
SNET,
CONTIImation | o s ity 572 F = v 2 HA DT 5 — K2 L D . MWarnin
g] INGJ lConfirmation] DOWTNLBERINET,
Error WETA T A7 TBWT, REEE ML CE K 9 7eEk

MZRER RS RO T2 EICR R INET,

®

(R3] Ra v

[RREEY — 2 A ) diE (K 5-2) ([CRY £

22/90




eCTD v4 ¥azEYy —v #Eff~=o27 /1

5.3 BET—4 (CVIFHF) OEH

RKY —CRE S TWD CVIERR EDOT — X i T ORBICHE T2 Z LN TEET,

HHT 5HI2IL, PMDA @ Web A MZABENTWARET —F B v r— (EfE7 7 A V) %
Foyona—RKL, RY—/VIZERYIA iﬂv}éz%ﬁxzﬁwiﬁ“

RET —H BNy —VIZEENDEHRGUILL T OEY TF,
CV 1 #
- ARV DT = R=RTBEEESNTWD CVIERE, BHOLDICEHRLET,
B~ =271

- TRGEY — A A ) HiE (K 4-2) O [BfEv=aT VFER] R¥ UL 2 L
NCTEXDLEME~=a T VE, IFOLDIZESHZ FT,

] AT A% AE

- A= L OEEECERINDER GXET —H Version D7z L) #FHH L ET,

NRYF— g — LD E

- TGN T =gl = LD —EDIRT A= IIEERH S T-EAIT. Fi
LOREEZEHLET,

5.3.1 BRET—AEHNNVTF—ODSFHon—

PMDA Web A FDLITH o ma— RKRXR—=UMhb, RET —ZXEH N\ r—YrFXyra—RLE
—é—o

<https://www. pmda. go. jp/int—activities/int—harmony/ich/0109. html >

[EE] FUrm—FRLlczip 77 A VERRT DLEIH Y TH A,

1.5.0 it 23/90


https://www.pmda.go.jp/int-activities/int-harmony/ich/0109.html

eCTD v4 #GEY —/v #fE~==27 /1

5.3.2 BMET—IEHOERE

D (6. 11 EEGIE) 2V, AV — Lz LE,

2)  [HEEY— A A ] EiE (K 5-2) RERINDOT, HEHELEORRET —H BH~]
RE T LET,
2l eCTDvatgEF Y- 1L X

eCTD v4igaF -t Ver1.2 - BaFV-IX1>

EET—FVersion ;
4" #FYaTETR
2022/07A11 i =
= FE.
eCTDEAFHES JAY
AT Di¥ectdva¥20180101001
eCTDZ{HES
E=5ER FE=S
B (FE)H (202207115 ] svwwmmpbERTANLTGE
BIET-F ® MEAENEET O EFEHOH
PDFERFTYY ® =EID [OF ¥
.

- BET-MTEFFROZ08ETE. IRICEFRIT2 T0CTDREMLTEL.
- PORERFIVIESEERTIL. BACEFEIMI 88155,

#ak EL3

GEV40110

5-11 RET — X B

3) [MEBMHR] ¥4 7nr (K 5-12) BFERSINDDT, XA T ur %R L [0K] R¥
ZET] A2 M LET,

eCTD v EE Y-l X

Acl [T_INFOOT)

WY SET-FEHEEEEEET. BoALHPMDADT-AN-ULUEET-F
EE -2 I RS IY0- LT R,

6. BE. BEETAIShIVNSAERIUTFENET.

1 [ *ow

5-12 [ER#ER) ¥4 7a 2

1.5.0 it 24/90



eCTD v4 ¥y —v #Eff~==o7 /1

4)  Texer—#EHE] miEm (K 5-13) NFERENDZOT, [BR] RF¥EZHTFLET, &2
B, RET—HF Version] (1%, BAEBEH SN TCWARTET — X HH /v r— 0O HAHR
FRENTWVET,

'3 eCTDvAEEY-)) X

eCTD vatgary—Ji Ver1.2 - B ET-YEET

B ET—YVersion

BEV_aTFET
2022/07/11 BR

SET-IEFHIT-UIp I (BRI BEELTOSEN.
(F7AILEPMDAT-AN -5 U v O-FLT{EEW

=E.

BET-HIER E>

GEV41010

X 5-13 [R&E&7 —# ¥ @) Him

[EE] BRET—FEFENC (6.3.1 RET—FEHF v /r—V0Fyra—R) 2N
RET—FEH NNy r—VFyrun—FLTIEI,

[EE] FUvrm—FLlzip 77 A VBRI DLEIH Y H A,

1.5.0 it 25/90



eCTD v4 #EEY —V Eff~==T7T/1
RET—HBH RN r—OF 7 a—RK) TE

5) [BRIRZUEMTL, (5.3.1 5
n—RNLE TRET—FEF Ay r—v) Z@3RL TS0,

B THRARNRY I ANRT v 7 & Ry 7P THIEETHZENTEET,

[d I EERLTLEER. X
€« w4 > PCH FIVO-F > v &| | 9r0-Fois p
EE v HLLIALS = m @
2% - EFaE &S $4%
# 9497 743,
¢ 000246116.zip 2022/07/15 10:07 iR (zip FE =) J4... 2,099 KB
O pC
& Fyk7-7
TrAIE(N): | 000246116.2ip "
E<(0) yut )l
5-14 [RET—XWH/\vr—7 7 A VR Eim
6) THRAMRYZ RATEIR L7 7 A NIRNANFRENDLDT, [RETFT—FHEH] KL%
MTILET,
x

['d eCTD vt EFY-)b
eCTD v4IEIFY—J Ver 1?2 - ZRIET—-5EZT

BV aTLETR

FET—FVersion
2022/07/11 &R

EET-VEF/vT-ITr) (EEI7() BEELTGEL.

(7 IUIPMDAT =L R -S EY S TO-FLTLREEL

CHUsersyrmmemmee 40002461 16.zip

BET-TEH

GEVa1010

5-15 7 7 A JLiEIR 1% 1

26/90

1.5.0 ik



eCTD v4 #EEY —V Eff~==T7T/1

7 R #4477 (X 5-16) BFERSNDDT, XA 7T v ZHEdmeRE L [0K] R~
VEMTULRET — a7 LET,

eCTD vdtEal Y-l x

B [T INFODZ]
) EET-EEHLIT.
BEVATPNERNTOMESE. BUTEEN.

OK o)l |

5-16 [HEHrkEse] ¥4 7a s

§) WEF—HEFAMIMSHS L, EHBRRERT TR S LA A~ (” 5-17) BREREND
DT, FOEEEHFLIDETT5E CHLET,

¥, [HIk] RZ U ZITT 5 EREERES I S E T, PIEOBIEIZ DN TIE (5.4
k) ZZMTIZE N,

' X
BEF-SESMENTY.,

checkrule on off.csv

| i |

5-17 7ma 7 L AR —

1.5.0 it 27/90



eCTD v4 ¥y —v #Eff~==o7 /1

1.5.0 ik

9)

BET—FZHEHENZETTHE, TRRIEY— A A ) EiiE (X 5-2) OAvE®—Ix U 7|
PLFOFEHMRIIIG LI A v =V RNEoRmEN, [RET —H Version] ([ZFNES) TR L
TRET — A EF N r—OAMNDERENET,

<HEHFRRIIG LA vE—T>

- iE

T_INF004: 5 7E 7 7 A /b (B ax & . xml) 2 B8 L E L7z,
cBEr = TV EEH LISA

T_INFOO3: ffE~=a 7 LV ZHH L £ Lz,

RN F— g U — L EEH LA

T_INFOO5: /N F— g L b—/L & T H LE LT,

s CVIEMEZHH Lo hHe

T_INF006:CV & Genericode Z ¥ L% L7=,

['d eCTD vaszEEY-)l x
eCTD vai£IEY—J)l Verl?2 - BET-SIEZHT

[T_INFOO)EBfEN 2P EEFLELE.

[T_INFoos] S ETFA I BEESERE xmEEFLELE.
[T_INFoOs1/WUT—2avil-LEEFLELE.
[T_INFOOB]ICV & GenericodeZEFLELRE.

HET-FVersion

; BHEVIaTFET
2022/07/15 &R

BET-FEFT-3T74L (EETrA) EEELT{EEL.
(F7ANAEPMDATR-AN- KN4 0-FLT{EEL

CUsersirrimriniiiin ¥000246116.2ig] 8.
EET-YEH F3
GEV41010
B 5-18 BRET — & HFT#% i

28/90



eCTD v4 ¥azEYy —v #Eff~=o27 /1

5.4 ik

THEEY — v A A > ] i (X 5-2) [ CTHREEFR., 7203 MReT —2 250 mim (X 5-13) 12T
RET—ZTHTORE, a7 L A= [HIE]RZ TG [0K] R Z 4 T, AF % dik4
HIENTEET,

[EE] F=y 7 r—nBERRED), 77 A VEGET —FEHT) OPILLRY £,
RIS D Z 3D D T, FIEENDETERHIEEW,

[(BEE] PEFASTrIDKIARZ 2T CHILAEZBBLE T,

elTD vAsE R =] e
i . | [T_INFI03]
W mEEcL S LELLTT.
oK N

5-19 [ ikl ¥4 7 m s

HFUFEENRSE TR, 7 7 L ZR—0N 0. A vt —x U 72 [T_INFOOS: ALFRZ R il LE L7~ |
DA —IUNERENET,

[ eCTD vz EE Y-l ®
eCTD vAIBAEY~N  Ver1.2 - BaFY-NX1>
I [T_INFoolSREERILLELL. I
BET—FVersion
BET-TEFN BEYIATAET
2022/07/15 ff
Colsersitretrsssitiy ¥20220510003 FE.
eCTDZAEHFS IALS
A5 1 D¥ectdv4¥20180101001
eCTDZHES 20220510003
E3E5 wERE
B (T E)H [2022/07/15 B3| svwvmwopERTAsLTHEEL
WIFE-F ® MEEHSET O B0
PDEERFTIVS ® =T O =LA
OIS
- BEAE-FHTEFEROA 0 E T, ARICETRETE T0CTDEEMLTIEN.
- PDREIRFIvIEEEERTL. BICERIAIESHERT.
=i EL2
GEV40110

5-20 [Hik72 T HEim

1.5.0 it 29/90



eCTD v4 #GEY —/v #fE~==27 /L

6 BREERERLAKR—F

FRAERE SR LR — M HIML B e CSV IR 2 O 7 7 A VB THA SN E T, LHARILFE
CTHHTD, EHLHDOT7 7 A NVERXTHERWZEWTHENEREA,

6.1 RIEKRLR—FIFILTDER

AR — )V OFESE T, Mk R L AR — b —=2 Treport] 7 /L FNDE eCTD Zf1EHE S D7 +
IV, BREFEFEITHRFEN THA SN ET, 728, lreport) 7 4 /WX IIHEIMEEERFICAER I D 72
D, WIERREEOAR Y — LD 7 + VA ETFICIEH Y £ A,

data
leg

manual

eCTD ZHHFES 7+ LT
Resource
20201120001 } _ .
setting 20201120002 BREIIETAR 7+ LA
%64 50201120003 (yyyymmddhhmmss)
x86
20201120004
2 eCTDvA.Tool.exe 5001130005 20201228123442
20210429172103
20201120000 2021050100052
HIZT1 10007
2021055123537
2021052514138

6-1 MGEERTIR LAR— b7 4% I

WEERER LA — b7 4 L OMBIILI T OEY T,

S0 (RFERTEFKIHLY)

B 1
502 ORHERES 74 ILE
820201120003 3.csv « QBIEREELA— k CSVR=)

2120201120003 3 indexhtml « @HIHHEE L A— b HINL =)
B 202011200033 rules.csv < @DEME/NTA—F Rk

=0 detail
£120201120003_3_1.htm|
; ~ ORISR LAR— b HTML #20) @
2 20201120003_3_7.htm H#T 7ML (Q@hoERESNET7AL)

6-2 MRRERTR L AR — b 7 L AR

1.5.0 it 30/90



eCTD v4 ¥azEYy —v #Eff~=o27 /1

D REEHGRESI7+ILY

AAEHEGE B I T DA R LA — RS, 2N ENOIRHER RS 7 4+ L Z NI
SNET,

BREIEERLAR— b~ (CSVHER)

CSV IERDOBGEAE R L A — F T, LAR— MO RFTIZTHOWTIL (6.3 MiiEfE R LA — k (CSV
D)) 2L T EEN,

BRIER LA —F (HTML #2=X)

HIML XX ORGSR L A — F T, LAR— FDORFIZHOWTIE €6.2. 1 WiEfEE L RA—
(HTML J2=0) ) &ML T 7Z &0,

EE/INTA—F )Rk

LA DOMEEERARD/RT A —R %D —E T,

K7 7 A WA~V T T AT ~OBEEOREER S EFRE L TUERAT A EE2HELT
WA, NREZHER WIS LEIXIH D £ A,
BRIMHERLAR—F HIML X)) OHFEHRAT 7L

AR L AR — b HIML ER) OSSR ENI5EM7 7 A4 L TT,

6.2 MRREEWRLAR—F (HTML f2xX)

6.2.1

BRILRRLUAR—F HIML X)) OZEA

MRS R VAR — N7+ VERNICH D [ <eCTD Z /135> <t//##i#E %> _index. html] % Microsoft
Edge %D Web 7 7 U W TR & £,

6.2.2

(1)

1.5.0 ik

detail
-] 20201120003_1.csv
[ 2] 20201120003 _1_index.html
E- 20201120003_1_rules.csv

B 6-3 MEEfEHE L A— R~ (HIML B

BRIEHERLAR—F HML X)) oEXHHA

N)T—=2a VR (BE) R—o

FREERE R L AR — F (HIML ) 2B < & BANCR R ENLHX—T T,

31/90



eCTD v4 #GEY —/v #fE~==27 /1

N)T—2aVBRE)

w V)T =3 45 R

=heBHEr 2022/07/07 17:23
HUF—a0F%EH | 2022/07/07
eCTDETES 20220512001 @
EHERES 1
FrgiEn HESED
DT =345 % OK ( Informationds 1)) ®@
I —— i ®)
=] thlformationgl 1
£ 5T Warning# 0
& 5T Confirmation# 0 @
SETNGH 0
& 5T Erroril 0
I5—RK%n
w:ElER - A ~
[ FxvPb%8 | Information | Warning | Confirmation | NG [ Error |
fERNERT v 7 (Bl 0 0 0 0 0
XML/ T —4 0 0 0 0 0
Avt—SET ATz v 2 IR [ 1 0 0 0 0
BERERF v I IA) 0 0 0 0 0 G
BRESTF v 7 (EIh) 0 0 0 0 0
AN F w2547 475)L) 0 0 0 0 0
BEREERF v 7 (SAT7HA5L) [ 0 0 0 0 0

6-4 [RNYF—a U fERME) ] —

@ REERITHER

ARRFENC KT D RAEFEITIE MBI E R SINE T, 2B, (RN F—v a VEHER 3¢5, 2.2
FREEY — AT KD eCTD v4 NU T —3a U DOELT) TRELE THE(FER) ) BERS
ﬂi#o

@ NYFT—2a R
YHEHEGE S ICBIT AN F—y g VR AR RSN E T,
@ HhN—LH—

FRFEXRICBIT DI NR—=L H—DFEF7 7 A/ (Iml/jp] 7+ VZHND cover. pdf 7 7 A
V) ODFENFIRSNET,

@ IS—RHACLOTHEEFTvIHOEEH
KT KB A REAT = v 7 HOBHBERSNET,

— X DOFEMIZONWTIE (7.1 eCTD vA RN T —2 g BT H= T —Xy) 251
L’C<7Zé<1/\

® FryvIREILOTBEEFIVvIH
FF =y 7 IR 2 RNEET = v 7 BOBFNEREINET,

) UEOXREFDY o 2r ) v r 3508, [N TF—2a UfRGEHD ] ~—v (K
6-5) NFERIN, MHSNCTT —OFMEfRT 5 LR TEET,

1.5.0 it 32/90



eCTD v4 #EEY —V Eff~==T7T/1

(2)  NUT—2a EREER ~—D

[ARUF—2 g URERME) ] 2= (K 6-4) O<EFE>V L IhB 2 ENTE 58—
/T 9::’1/7 #E k u#ﬁﬂjéﬂﬁ_i7b—@n£ﬁﬁz})na$ﬁéﬂiﬁ—

N)T—a R EHE)
w i )F—a iR
ESi=[5 2022/05/09 16:16
HUF—a B | 202200509
CTDETES 20220413002
= 1 _
@ FryniE TRE T v (IR
w )7 =3 IS —EREN
@ Information]
[Warning] off
[Confirmation] 0ffF
[NG] 1fF

560 JP-eCTD4-0 | REBET71)L eCTDVER A/ V7 =D P CH T =t (i dl, '
31 Frvy [ﬁgjﬁ%’}b 202204130021 1\m5'\datasets'st-01" lﬂbulatwns\sdun ae. Cs\]
[Error] offF

6-5 [NUF— 3 U FERGE ] _—

® FvinEE
KEDTF = v 7 AN FRRINET,

@ NYT—23 IZ—HERHM
BT =y 7 H5FICENT, REGLE R TF oy /BRI —A vk —Un, =7 —
X T LicBEA TR RINET,

#6-1 NYF—T g T —fEREEM FoREH

FNEAE #LEA
F v Z—ID | ARIFCAREE LR TF—V g v F 2y 7 OF =y 7 —)L1
DRFRINET,

KY =L TETENDF = v ZEADEITONTIE (7 eCTD v4N
VF—=varoFzy7HRA) 22 LTIIZE0,

ST AF oy 7 | Yi%F v 7 —LID TeCTD v4. 0 ENF = v Z7HE —& | I2B1F

H—%ID HEODF 2y JHEHBILKIGT AT =y 7 THDHNERLTWVET,
F v I NE ARAECAREE L R ol RN Y F—2 g 0 F v 7 OF = v 7 NEN
FRENET,
PO XMLA v —JICktT5F = v 7 OBEAIX. Ty 7 B0HEEL

(##] : Context of Use) MNERINET,

1.5.0 it 33/90



eCTD v4 ¥azEYy —v #Eff~=o27 /1

KEHH LA

TI—Ayt—y |BRHENEzT—A v —VURERINET,

KT T —RA =TIk T DRUFIEZHOWNTIL (8 MFERER L A —
FDORA Y=V —EE) 2L T I,

6.3 HREEKERLAR—F (CSV )

6.3.1 IHREERLA—F CSVEX) ORZEA

FRAERE R VAR — N7 AV ERNITD D [ <eCTD Z 175> <8/ %>, csv] % Microsoft Excel
FLREFAERIREDT A =T 0 X THREET,

detall
[ 8- 20201120003_1.csv

| 20201120003_1_indexhtml
E: 20201120003_1_rules.csv

X 6-6 MEFfERE LR — K~ (CSV )

1.5.0 it 34/90



eCTD v4 ¥y —v #Eff~==o7 /1

6.3.2 IREEWRLAR— I (CSVREX) OEREHA

7] 20220510003 _1.csv - AEE - o e

IrWE R/REE SFHO) FRW ALTH
"““/RTEA s Mer.4.0 A

[=Eheg T ;20 T
ST —ig /%EEI 2022/05/18
eCTDxﬁ%s 2022[]510[][]8

T3 /?I% MG
&7 Informat |on%§l
sTiarning

5Conf i rmat \onﬂ 0
SHIGH - ]

SHErrordd 0

=== 40— /ﬂylﬁ_ﬂg EEFFFEEEEE
K B r T v GRu)

0K = 8L i —22

@ OK: A w2 =23 (04T B F o v 7 (B
0K : $EEREHZEF v 7 (i)

0K : 48R ERF = v (ﬁ?’ﬂj

Ok : EI/?]JI;?’-I///" (747*7“47”/)
G : 4B =T

@@@

A 7))
—————————— T g AEROT ) —
“““““ IRTarmat 1on; TTTTTTTE
$§E’;ZE§%: v () :0

AMLA S —CA
Awtr— /[J’TT%?’-I /7($3’§1) 0
EBREEF v UIA)
ﬁmﬁi?l b z (Eﬁa) : U|

WF vy (470170 0
ﬁmﬁi?l /7 (747*‘)‘4 Z) e
$§b}2§$9‘—1 w 7 @'EJ_J 10
Y R G S|
et =10 HTaFz j?(ﬁ?ﬂ) 00
BEERETF v 7 A -
EhERT vy (Eﬁl) : O
OZAILFreZ (547912
BRERT v 7 (547140
---------- Corif i rmat ion# ----------
C)ﬁﬁ?%?l/?(ﬂi}:U
Avt—UIHTEFz /7($3’j‘1) 10
EBREETF 7 1A
TRREESET v 7 (iﬁﬁl)
OYLFrvy (74717“4 )
BNEETF « /7 (T4 731 57)L) -
ﬁmﬁi?l v (i) =0
WML =20 0
Awtr— ./[JT@L%H’-I o 7 (B 0
BEERT v 7 UiZ) 0
BhEZTF v 7 (Eﬁl) 10
OYAILFzed (FA7F42) 10
$§E@E$aﬁ1 w 7&747174 1)
ﬁﬁ%ﬁi‘-l w7 (57 @0
Avt—UIHTEF /7($§j‘1) 0
BREET v 7 (A
BEERT v 7 (ﬁ?’j‘l} : O
OVAILFzvZ (547042)L) 0
BEERFz v 7 (570147 0

—————————— 18T 3 B RO oo
Iakinl

=

i
Y]

oo

LB
********** Trhformat jomee
********** Warnings5#ll -----—-----

@ ---------- Conf i rmat ionf¥#8 ----------
__________ Ve R
634, JP-eCTD4-305, F = » #H LfEF x » 77 (Document ), Document , 25%0ocument ¢document . text . intesrityCheck®E
********** Errorifill --—----—---
< > -

6-7 NUF— g R (CSV)
@ *ﬁnE%?ﬁ"lﬁ#&

ARRRECKT T D REEFATIHE RN T RSN E T, 2B N F— g VMR I3 (5.2.2
EEY —C X % eCTD vA NYF— 9 U OFELT) TRELE THFE(TER)] BNFERS
NEIT,

1.5.0 it 35/90



eCTD v4 ¥azEYy —v #Eff~=o27 /1

@

N)T—=2a ViR

WA IEGEE SIS B 2N T — v a URERBE RSN E T,
IS—RHATEDTHEETF v I HDER

HT T —RKBIIBITOIAEET = v ZHOBFNREREINET,

T —RADFEEMICHONTIE (7.1 eCTD v4A N F— 3 LIZBIT AT T —X5) 25
LTL &,

FIVINEIEDON)T—a VR

EF z v 7 PHECBIT O Ty g VEERBRFIRENET,
FryvIREIEDTEEFIVvIH

EF v 7 BT D REET = v 7 BORFHPERINET,

hN—L a2 —FHE

FREERIBIZBIT D "=V Z—DEFT7 74N (Iml/jp) 7 +HNVFHND cover.pdf 77 A
V) ODEENFRIRINET,

NYTFT—=2 3 VI S5—#HRHMA

KT =y 7 HIIBWC, RlEALERoTT =2y 7 BRI — A v E—UNR, =T —K5y

TR TERRINET,
FORSNDHEBITAENDIEICLLT OMEY T,

62 N)F— g T —FERIEM FoREH

FREH A
Frx v Z—LID | ARIECAREE Lo RN Y F— a v F oy 7 DF v 7 )—)L1
DRFEREINET,

RY—NVTETEINDT =y ZHEHHDO—EIZHOWTIL (7 eCTD v4N
VF—rarOFzyJZHA) 22 LTI,

KIS T5F = 7 | Bi%F = v 70—V ID8 [eCTD v4.0 EANF = v 7HH B IZH1T
H—EID HEODF =y 7HBAIHIET HFT =y 7 THLNERLTWET,

F v 7 HNE ABAECAREE LRI T =2 a v Fxy 7 OF =y 7 NEN
FKRSNET,

pIELiES XMLA v —ICktT5F = v 7 OEAIT. T 7080 EL
(5] : Context of Use) MFTRINFET,

TT—RAyb—y |BHINEZZT— A vb—UNERINET,

FrT—A =V DB HONTIT (8 MREER R L AR —
FDOA =V —REK) 2ZRL TSN,

1.5.0 ik

36/90



eCTD v4 WaaEYy —/L HfE~==2T7 /L

7 eCTD v4 /Ny FT—> a3 >DF vV EB

1.1 eCTD vVANYT—> 3 VIZBITHITF—REH

eCTD vda N T —2 g BT DHZT —XKILLFO#EY T7,

% 7-1 eCTD vA RN Y F—2 g BT HT T — X4y

T 7—X4 e
Information C FLENADRHEBEOEXKIBEY Th O OMEREZET 72O OFRIEM-CIEEME 2 EX b A2 LA IR SNV E T,
C A= URHER USRI T AUE, REM A EET D REITH D T A,
- B a7 —2InformationDAHTH HEE. BEONRY F—2 g UFERIL TOK (Information®» V)| & 720 £97,
Warning Ty ZHEBEICERT D REY R EFS O A IR S VE T,
- JFHLE LTI OEENSLETT, MICRBTFENGFESTEET 2 HFEN RO RWEEIE, F2HATIPMDAIZHZA L T &0,
NG - F =y 7 HBICERT 2 MEYREFTS RO TGRS E T
- eCTD vAEMODERIZ 25120, RHMZEIET 20ERH Y £,
Confirmation - eCTD v4RRGEY —VEH O T — X4 Td,
© PMDASDOFEHHFHIFAT SN DAY T = 2 LB T, F= v ZNcERDAREENH DG () ITHRHahEd,
C Ayt —Ua i LRICRTEN 2T, BEMAEET DXEIH Y EE A, FELIE (7.2 CTD vANY F—2a »OF = v 7HA) 2B 5T =X [Confirmation) OFF = v 7 HH
AL T EE0,
¥ il z X, documentReference@value B EE DR UMTF = v 7 (DocRef SR UMTF = v 7 (H:5eCTD)) IR T, ftiApplication®Document Z HF|H L CWZBAICYEZo 7 =0 S ET (e
CTD vARREEY —/L T, PDADT — X RXR— 2 EFREZ ST Z LB TEX =8, flApplication®Document Z UiZBIEICIETE L CUWNV2Es (BRkF = v Z0KER B —R) & F1F L7V \Doc
ument & YL BYEIZHRE L CWelE (Fo v INGERD T —RA) LEDORJINRTERNTZDTY),
Error - RREEZ Mk T & 2RV KD BBV IRER D R oo Te B iRl S E T
C BRTORGEZTE T TERWeH, RIEMEZLTEBEIET 20ENH D £,
1.5.0 Jik 37/90




eCTD v4 WaaEYy —/L HfE~==2T7 /L

7.2 eCID vANYT—3>DF v HIEH

AR — L3 L OVPMDA ~@ eCTD $2HHBFIZ I T ENDI N T—v g NIBITAF = v ZJIHBZ LU FIOR L E T,
kB, IRIET5F vy Z7IHEB—E ID) (2L,

® 72 Ty /7HEE—&

eCTD v4 ENFEE N r—2EGFn5 [eCID v4.0 ERNT = v Z7HE—E] OF =y Z7HHO ID Z/n L TWET,

Fx 7
Jb—)V 1D

F2vI7772A

X REFR

Fzy AR

T 77—

eSS

T dF =
ZJHH—%& ID

BRERF v 7 (JRT)

oW

BT —XICEHET L7 42 L7 7 A VFERL)

1 ml 7 4+ L& NAERE B | - "ml” 7 A IVAETIC p” T A VA DT AL, NG JP-eCTD4-007
Fxzv 7
2 ml 7 V2 NAERRESR | - CTDF IR D 7 7 A VL, "ml/jp” 7 A VA RICEHEEINTND Z &, NG JP-eCTD4-008
Fxzv 7
3 77 ANMERT =T - FHoME T ANVAERT (BT 7T EET) OT7 7 A LOERIE, POFEA ( Warning JP-eCTD4-027
pdf) XlIMicrosoft Excel JB® (.xlsx) ThHHZ L, %{HL. eCTD v4.0 XML
A=V T 74N, Fov IV LT 7AN, HEBETFT—X 7 741 V13EE<)
4 BT FNEF - FBZBERELLTO 7 4 /VZIZBWT, L7 AV E XIS D7 7 A NV EFiT= 72 NG JP-eCTD4-005
WT IV H (B8 T 3V E) DEIELR N &
5 il O = B S P A H—EE 7 L AL D CTDZ BT THDH L, Error JP-eCTD4-001
Fxzv 7
6 T ANE BT = Y - B T A VLRI CTE 2 7 4+ VAL kKA EE TThHD 2 &, (3% NG W TH D eCTDZfEF 7 4V Z H JP-eCTD4-004
fE.L. "mb/datasets” 7 # /L Z Bl Fidki<) Sz CEMEEL B2 D T 3V ZRERR
IEERD H7e vy,
7 WS T L AN | - B BEE T A VX E T, LEOMEIINGFET S &, Error JP-eCTD4-003
BHRT =7 - eCTD v4.0 XMLA v ¥ — [ 7 7 A /L4 : submissionunit. xml ]
- F eIV AT AV [T 7 AIV4E : sha256. txt]
8 HBORERE T VXN | - B BERE T AV E T, BLTFLSN ORI N E F TV RN 2 & NG JP-eCTD4-003
BHRT =7 - eCTD v4.0 XMLA v ¥ — [ 7 7 A /L4 : submissionunit. xml ]
s F eIV AT AV [T 7 AIVE : sha256. txt]
. CTD%%BO)7%/I/§?\‘ (”ml”\ ”mZ”\ ”mS”\ //m4//\ ”m5”7j‘/l/§f)
9 HOREE T o LA NRERR | - eCTDFERID ICEB T, FE=FEE 7 + L1307 A NVE DB THH T &, Warning eCTDZPMDADOE AIZHRH T 285E1%. & JP-eCTD4-006
URF v/ IN— U A —Z k&5 HEJIZBR Y “ml/ jp
"I ANEERETDH L, TORE, Mk
F o7 THHE I AWarning T R
LTELIZZR,
10 - = (R7E) - -
11 R = B A S A A M T VAL R T TThH D &, Error JP-eCTD4-002
Fv 7
12 NRADFRKREF =7 - F—PEE T L E NS DR ADERREI, 180LFELL FTHHI L, AL, H NG JP-eCTD4-018

1.5.0 filt

38/90




eCTD v4 WaaEYy —/L HfE~==2T7 /L

24

XMLN—RAF = v 7

A o=k EF vy (Bih)

FEEFT—HICEHET LT A E L T 7 A ITEL)

eCTD v4.0 XML A »tE—723, ICH eCTD v4.0 XMLAF —<(Zk L TEYTHD
N

Error

FzvI . _ - N T dF =
1y | TEYTI TR XREFR Fxv I NE =7 -5 | HE 7 H—8 1D
13 INADFRRET =7 - HEEFT—ZICBIT 2" " 7 A 2SO ZAORRKET., 16030FLL T TH NG JP-eCTD4-019
HI L&,
14 TANKE T A INE | - HiEBE 1T — X BT 7NV EHE T 7 ANE JEEFLKOERIOE U 4 R NG JP-eCTD4-017
Fxv 7 (HEEBEFT — W< ALRRE ) 13, LTOXXFE TR SN TWAZ &,
) C AN a~
COEAET  0~9
CRAEE - A TY], [Ty —2aT]
15 Tr7ANGKT =T - T HIVHE T 7 A VAT, AT L OWL T O R RER R U RE TR & NG JP-eCTD4-016
NTWnapZl, CREL, HEFEST —XICEET L7 4052 &7 7 A4 WFERL)
[ 46 FH T BEARFR 7]
$[ries], -~ a7v], _[(7Tovx—=2ar], + [7F7x7E5], | IR
WiEF], D [ TARA a7 4], (EroZ], ) Ao Z]
16 Ty ANGT =7 UL | - THNVE « T ANELT, B TNLFETHDHZE, CRKEL, BHEEBEFT —XIZ NG JP—-eCTD4-016
5) BRET 5 7 4 L& &7 7 A V<L)
17 TrANHET v - T ANE (EEFETY) ORAKEIIALTUTRTCHL L, (KEL, HEE NG JP-eCTD4-022
FTF—=RICEET DT N E L T 7 A IEERL)
18 T ANGEET =7 - HEEE T — X 7 7ANDT7 7 A NE (JLETETe) ORKER, ThEUT NG JP-eCTD4-023
DEBYVTHDHZ L,
- TF—=HY v b (JLEFN. xpt” XL, sasThdat” D7 7 A L) 1 323LFLLF
- TRy NSO T 7 AL 64CFELLT
19 TANILET =T - T A NEL DR KEITALTFU T THLHZ &, CREL, HiEESFT —ZIZEE NG JP-eCTD4-020
THTHNE LT 7 A TEREL)
20 TANELEFET =7 - HEE BT — X BT AT+ VAL DEREIT, 32FUTFTTHAHAZ L, NG JP-eCTD4-021
21 EXGT — A TF = - 2N D ESERICEEND T 7 ANCK LT, JEMET — A7 (7. zip" 72 &) NG JP-eCTD4-026
RIS TR &,
22 THE T v - K77 ANKICEENDIEFIT1I ST THDLZ &, NG JP-eCTD4-024
23 YT = v 7 (&) - BT 7 ANBICEENDIVEFOR ST, 3SXIMLFETHDHZ L, KEL, H NG JP-eCTD4-025

SN—ATFEys

JP-eCTD4-032

)

Z&,

25 VBT v Message Header receiver. device. id. itemBEZE N HERTHZ L, NG JP-eCTD4-047
26 WBF v Message Header receiver. device. id. itemB 3 Droot/BENHIRTH = &, NG JP-eCTD4-048
27 WET =7 Message Header receiver. device. id. itemZEFE DidentifierNameBENHIRT A 2 &, NG JP-eCTD4-050
28 VBT =7 Submission Unit submissionUnitBEENHAT 5 = &, NG JP-eCTD4-064
29 VAT = v 7 (iSRS | Document 4T Ddocument. text. integrityCheck EENEZENRE 25 A TE Y B TN NG JP-eCTD4-305

1.5.0 filt

39/90




eCTD v4 WaaEYy —/L HfE~==2T7 /L

Fx7 - - T dF =
» X S 3 » P/~e T — x N
S 1D F=zv279 MRER Fxv I NE 7—K4a | EE » A —% 1D
30 VBF =7 Submission Unit submissionUnit. id@root@BIENNHERT 5 Z &, NG JP-eCTD4-070
31 WET =7 Submission Unit submissionUnit. code RN HIATH Z &, NG JP-eCTD4-073
32 WEF vV Submission Unit submissionUnit. code@code/@ N HELT 5 Z L NG JP-eCTD4-074
33 WETF = v 7 Submission Unit submissionUnit. code@codeSystem/@ N HELT 5 = & NG JP-eCTD4-076
34 WBF =7 Submission Unit PRI I BT, submissionUnit. componentZEZE K (X, ELF DpriorityNumbe NG JP-eCTD4-080
33 contextOfUseZEENHETAH Z &,
35 - - (RF) - -
36 WEF = v 7 (RIESAED | Priority Number for | 4submissionUnit. componentZEZE|IZx] L T, priorityNumberZEFE N HIR TS Z NG JP-eCTD4-081
D) Context of Use L,
37 VBEF = v 7 (Fitesftd | Priority Number for | %priorityNumberZEZE|Zxf L C. priorityNumber@value @M AN HIRTH Z &, NG JP-eCTD4-082
D) Context of Use
38 WATF = v 7 (RifE5MESH | Context of Use %-contextOfUseBEFE 2% LT, contextOfUse. idBEZENIHET 5 = &, NG JP-eCTD4-090
D)
39 WEF = v 7 (FitES:SH | Context of Use #-contextOfUseZEFE %) LT, contextOfUse. id@root/BiENHIAT S Z &, NG JP-eCTD4-091
D)
40 WHT = v 7 (BitESM® | Context of Use #contextOfUseBWHEITHT LT, LAF (1) XX (2) DA %ZFEE, contextOfUse. co NG JP-eCTD4-094
D) deBENHBTHZ &,
(1) statusCode@code/BM:AE2DY [suspended] TH 5
(2) priorityNumber@updateMode @3 TFE(ET 5
41 VAT = v 7 (RiteSdM & | Context of Use #-contextOfUse. codeZEFE|Zx) LT, code@code/@MENHIT 5 Z &, NG JP-eCTD4-096
D)
42 WIBRF =~ 7 (RiESM3 | Context of Use #-contextOfUse. codeZEFE|Zx) LT, code@codeSystem/FMENHERTH Z &0 NG JP-eCTD4-099
D)
43 WIBRF =~ 7 (RiESH | Context of Use #-contextOfUseZEZR % L T, contextOfUse. statusCode@code @R HIEL4 5 Z NG JP-eCTD4-105
D) L,
44 WEF = v 7 (FiESAED | Related Context of | £relatedContextOfUseZEFE|Zx) L C. relatedContextOfUse. id@root & MDS HER NG JP-eCTD4-115
D) Use THZ L,
45 WIBRF =~ 7 (RiESAESH | DocumentReference FcontextOfUseEFE|IZxI LT, A TFQ) £ Q) DA% E. contextOfUse. NG JP-eCTD4-122
n) derivedFrom. documentReferenceZEZE RN HE G5 L,
(1) statusCode@code/@M:AE2Y [suspended] TH 5
(2) priorityNumber@updateMode@BMENTEET 5
46 WETF = v 7 (S | DocumentReference #-documentReferenceEE 2%} L T, documentReference. id@root @t HELT 5 NG JP—-eCTD4-125
D) ek,
47 VAT = v 7 (RitesHd | Keyword KkeywordZFE|Z% L T, keyword. code@codeB M3 HER4 5 2 & NG JP-eCTD4-134
D)
48 VAT = v 7 (RS S | Keyword FKkeywordZEE|Z%f L C. keyword. code@codeSystem@MENHIAT 5 = & NG JP-eCTD4-136
D)
49 WBF =7 Sequence Number submissionUnit. componentOfl. sequenceNumberZEZE BN IG5 = L, NG JP-eCTD4-152
50 WEF vV Sequence Number sequenceNumber@value /BN HIAT 5 Z &, NG JP-eCTD4-154

1.5.0 filt

40/90




eCTD v4 #3EY —/v Eff~==27 /L

)

RIHZ L,

F=v7 - _ T HF = v
N P . 3 N 73 T I —RX45
I | F=vrsT HRER F= v WA 7w | % 7 EH—% 1D

51 VIEF = o Submission submission. id. itemBEHEM BT 5 = &, NG JP-eCTD4-166

52 WBF v Submission submission. id. item@root/BPENHIRTH Z &, NG JP-eCTD4-168

53 WBF = > 7 Submission submission. id. item@extension@EMENHELTH Z &, NG JP=eCTD4-172

54 WETF =T Submission submission. code@code@IENHET A Z &, NG JP-eCTD4-177

55 VEF = Submission submission. code@codeSystem/@PENHELT 5 Z &, NG JP-eCTD4-181

56 VBT = Review HIRFE 238 CTeCTDFE R a) & Re) DG4, submission. subject2. reviewZ 58 13 NG JP-eCTD4-184

HET5Z &,

57 VBT =~ 7 (RiESSH | Review FreviewEREIIKF LT, review. idEZENHIAT B Z &, NG JP-eCTD4-186
D)

58 WBETF = v 7 (RiIRSED | Review KreviewEFITHF LT, review. id@root BN HE TS Z &, NG JP-eCTD4-187
D)

59 METF = v 7 (AiESMH | Review KreviewEFEIIXF LT, review. statusCodeEHENHE T2 Z &, NG JP-eCTD4-190
D)

60 WEF = v 7 (Fi#EStED | Review FreviewHFEIZ%F LT, review. statusCode@code/ BN HIRT 5 Z &, NG JP=eCTD4-191
D)

61 WEF = v 7 (FiESAES | ManufacturedProduct | FreviewZZ= 2% L T, statusCode@code @Ml DY Tactive] DIHFE. NG JP-eCTD4-198
) review. subjectl. manufacturedProductEE N HETL Z &,

62 WBETF = v 7 (RiHRESAED | ManufacturedProduct | #FmanufacturedProductZEFE|Z%F L C. manufacturedProduct. manufacturedProd NG JP-eCTD4-203
v) uct. name. partEZRNHETH 2 &,

63 WBETF = v 7 (RiIRESAED | ManufacturedProduct | #FmanufacturedProductZEFE|Z%F L C. manufacturedProduct. manufacturedProd NG JP-eCTD4-205
D) uct. name. part@value@MENHELT 25 Z &,

64 VBT = v 7 (RiIRESAED | ManufacturedProduct | #FmanufacturedProductZEFE|Z%F L C. manufacturedProduct. manufacturedProd NG JP-eCTD4-209
D) uct. ingredientZER N MHLT D Z &,

65 VET = v 7 (BiteSM® | Ingredient % ingredientZ 2% LT, ingredient. ingredientSubstance. name. partZ 3 H NG JP-eCTD4-214
) HERT 5 2 &,

66 VEF = v 7 (FiEESMdH | Ingredient %ingredientZFE 2% LT, ingredient. ingredientSubstance. name. part@valu NG JP-eCTD4-216
D) eBMENHETHZ &,

67 VAT = v 7 (BifESMSH | Ingredient #ingredientZEE|Z%f L C. ingredient. ingredientSubstance. name. part@code NG JP-eCTD4-220
D) BYEDNHEBLS S Z &,

68 VAT = v 7 (BifESMSH | Ingredient #ingredientZE#E|Z%f L C. ingredient. ingredientSubstance. name. part@code NG JP-eCTD4-222
D) Systemf@MEA MBS 5 Z &,

69 VAT = v 7 (BifESM® | Applicant FKreviewdEFE I LT, statusCode@code Al DS Tactive] DA . review. ho NG JP—eCTD4-224
D) lder. applicant#FE BT 25 Z &,

70 VIETF = v 7 (iS5 | Applicant KapplicantZ3E (2%} L C, applicant. sponsorOrganizationBFENHIT 5 Z NG JP-eCTD4-227
D) L

71 WBEF = v 7 (FiESAES | Applicant FapplicantFEFE|Z% L C, applicant. sponsorOrganization. nameZE3E A3 H 9 NG JP-eCTD4-228
D) H L,

72 WEF = v 7 (RS | Applicant FapplicantBEZ1Z%f L T, applicant. sponsorOrganization. name. part 3353 H NG JP-eCTD4-229

1.5.0 filt

41/90




eCTD v4 #3EY —/v Eff~==27 /L

)

ZE
— o

F vl _ — T H>F =
5 z S 2 - P~ 5 —X45

73 VET = v 7 (RiteSMH | Applicant F-applicantBE 2% L C. applicant. sponsorOrganization. name. part@value NG JP-eCTD4-231
D) BHENSHES L2 &,

4 VET = v 7 (BiHESMH | ProductCategory KreviewE =I5 LT, statusCode@codeBMAEAY lactive] DIFA . review. su NG JP-eCTD4-235
n) bject2. productCateogryBEZE NI 5H Z &,

75 VET = v 7 (itESM | ProductCategory #productCategory I %) L C. productCategory. code@code BN HET 5 = NG JP-eCTD4-238
D) &

76 VBT = v 7 (RiHRSAESD | ProductCategory Z-productCategory I %) L T, productCategory. code@codeSystem/E HH HH, NG JP-eCTD4-241
D) TAHZ &,

77 VBT =7 Application submission. componentOf. applicationBEENHIAT 5 Z &, NG JP—eCTD4-243

78 WBEF = v 7 Application application. id. itemEHZENHITHZ &, NG JP-eCTD4-246

79 VAT =7 Application application. id. item@root/BMENHIRIT 2 Z & NG JP-eCTD4-248

80 VEBEF =7 Application application. code@codeBMEN BT D Z &, NG JP-eCTD4-254

81 WEF vV Application application. code@codeSystem/EMEAHIAT A Z &, NG JP—eCTD4-257

82 WEF = v 7 (FiESAES | Application Referen | %applicationReferenceZEZ 2% L T, applicationReference. id@root &% DS H NG JP—eCTD4-262
D) ce B4oZ L,

83 WEF = v 7 (FiESA:S | Application Referen | FapplicationReferenceZEZE %) L T, applicationReference. reasonCodeZE3% NG JP-eCTD4-269
D) ce DB L Z &,

84 WETF = v 7 (RitRESAED | Application Referen | %applicationReferenceBEZR 2%} L C. applicationReference. reasonCode. ite NG JP-eCTD4-270
D) ce nERN/HBLTHZ &,

85 WBETF = v 7 (RitESAED | Application Referen | FapplicationReferenceBEZR 2%} L C. applicationReference. reasonCode. ite NG JP-eCTD4-271
n) ce m@code /B HET 5 Z &,

86 WBETF = v 7 (RitESAED | Application Referen | %applicationReferenceBEZR 2%} L C. applicationReference. reasonCode. ite NG JP-eCTD4-273
n) ce m@codeSystem/@ENHET A Z &,

87 WBETF = v 7 (RIFESAED | Document #-documentZEFE 5% L C. document. id@rootBIEN T 5 Z &, NG JP-eCTD4-278
D)

88 VEF =7 (RS | Document #-documentZEFE 2% LT, document. title@value/EMENHET 5 Z &, NG JP-eCTD4-282
D)

89 VBT = v 7 (FiHRESMSH | Document F-documentBELFE 2% LT, title@updateMode BN EIET ALEES M E . doc NG JP-eCTD4-290
D) ument. text RN HITHZ &,

90 VAT = v 7 (RS SH | Document #-document. textZEHEITxF L T, text@integrityCheckAlgorithm/E ST 5 NG JP—eCTD4-292
D) z &,

91 VBT = v 7 (FiHRESMSH | Document #-document. textBELFE 2% LT, text. integirtyCheckERENHE T2 = &, NG JP-eCTD4-304
D)

92 VBT = v 7 (FiiRESMS | Document #-document. textBEF 2% L T, text. referenceBRENHETHZ L, NG JP-eCTD4-296
D)

93 WEF = v 7 (RS | Document #-document. textEIE T LT, text. reference@value/@PENHIIT 52 &, NG JP—eCTD4-297
D)

94 WIEF = v 7 (BiIRSMHH | Document #-document. text. description®EZIZ%f L T, description@value@ 2N LT 5 NG JP—eCTD4-309
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95 WIETF = v 7 (BiIRE:% | Document #-document. text. thumbnail 2%} L T, thumbnail@value/§PENHEHT 5 = NG JP-eCTD4-306
D) L,

96 WBETF = v 7 (RiIRESAED | Keyword Definition -keywordDefinitionZ 2% L T, keywordDefinition. code@code @423 H ¥4 NG JP-eCTD4-315
D) HZ ok,

97 WBETF = v 7 (RiHRESAED | Keyword Definition Z-keywordDefinitionZ 2% L T, keywordDefinition. code@codeSystem/@& %03 NG JP-eCTD4-317
D) HET5Z &,

98 WBETF = v 7 (RitRESED | Keyword Definition -keywordDefinitionZ 2% L T, keywordDefinition. statusCode@code@& %03 NG JP-eCTD4-320
D) HET5Z &,

99 VBT = v 7 (AR | Keyword Definition -keywordDefinitionZEZ 2% L T, keywordDefinition. value. itemZE3% )3 Hi¥H, NG JP-eCTD4-323
D) THZ L,

100 VBT = v 7 (AR | Keyword Definition | #keywordDefinitionBEFE 2%t L T, keywordDefinition. value. item@code &) NG JP-eCTD4-325
D) HE4 52 &,

101 VBT = v 7 (RS | Keyword Definition | #keywordDefinitionZEZEIZx) L T, keywordDefinition. value. item@codeSyste NG JP-eCTD4-328
D) mEMES BT D Z &,

102 VBT = v 7 (RS SD | Keyword Definition | #keywordDefinitionZEZEIZxF L T, keywordDefinition. value. item. displayNa NG JP-eCTD4-332
D) me BRZ N HELTHZ &,

103 VBT = v 7 (RIESAED | Keyword Definition | #keywordDefinition# (2%t LT, keywordDefinition. value. item. displayNa NG JP-eCTD4-333
n) me@value/gME3HHE$ 2 Z &,

104 WERT =7 Category Event submissionUnit. componentOf2. categoryEventBEER BN HE T2 2 &, NG JP-eCTD4-341

105 WBET =7 Category Event componentOf2. categoryEvent. code@code BN HIAT 5 Z &, NG JP-eCTD4-344

106 WEF vV Category Event component0f2. categoryEvent. code@codeSystem/BHENHIAT 5 Z &, NG JP-eCTD4-349

107 WET =7 Category Event AR IV T, categoryEvent. component. categoryEventZEHE N HIA T 5 = NG JP-eCTD4-351

L,
108 WBTF = Category Event PR IZ BT, component. categoryEvent. code@code/@ENHETH Z &, NG JP-eCTD4-355
109 WBT =7 Category Event IR IZ 3BT, component. categoryEvent. code@codeSystem/g@ N HER T 5 NG JP-eCTD4-360
ZL,

110 WBETF = v 7 (RitESAED | Context of Use #-contextOfUse. code. original TextBEFRIZ%f L C, original Text@value @A H NG JP-eCTD4-101
D) HT+snz L,

111 VAT = v 7 (FifSMFSH | Document SAS XPORT = Gk xpt) D7 7 A V&S T Hdocument B IZXF L T, documen NG JP-eCTD4-294
D) t. text@charset BIENHELT 5 Z &,

112 ANNRAF =7 Submission Unit submissionUnit. statusCodeZBEFR N HEL L7232 &, Information | ICH IGTIIEHNFBO N TWHEFES | JP-eCTD4-079

N, BEYRIIYZEREHFEHA L7202

113 - - (k%) - =

114 ANARA[F = v 7 (FitESs | Context of Use statusCode@code&MEAE2Y [suspended| T& HcontextOfUseBEFIZxf LT, cod NG JP-eCTD4-095
HoH ) eBEENHILL 2NN &,

115 ANAR[F = v 7 (HitES: | Context of Use priorityNumber@updateMode &R 1FET 5 contextOfUse B E(Z%F LT, code™ NG JP-eCTD4-095
&) FORHBLL W &,

116 ANARATF = v 7 (FitESs | Related Context of | FIKRFEHIZISUN T, contextOfUse. replacementOf. relatedContextOfUse B3 H NG JP-eCTD4-110
&) Use BHLpnwz &,
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117 ANRAIF = 7 (RiHES: | Related Context of | statusCode@code@EAE DY Tsuspended] T& HcontextOfUseZEZE T L T, con NG JP-eCTD4-111
H&H0) Use textOfUse. replacementOf. relatedContextOfUseBEZ= N HERL L7222 &,
118 ANARO[F = v 7 (FitES: | DocumentReference statusCode@code&MEAE2Y [suspended| T HcontextOfUseBEFIZxf LT, con NG JP-eCTD4-123
HoH ) textOfUse. derivedFrom. documentReference N HEL L2V 2 &
119 ANARA[F = v 7 (FiHES: | DocumentReference priorityNumber@updateMode BN 1FAE T 5 contextOfUse B IZ % L T, contex NG JP-eCTD4-123
HoH ) t0fUse. derivedFrom. documentReferenceEENHIA L7202 &
120 AN ARA[F = v 7 (FitES: | Keyword statusCode@code&MEAE2Y [suspended| T 5contextOfUseBEFIZxf LT, con NG JP-eCTD4-130
HoH ) textOfUse. referencedBy. keyword =23 HHEL L 7202
121 ANARR[F = v 7 (HiHES | Keyword priorityNumber@updateMode & A3 FFAET D contextOfUse (2% L T, contex NG JP-eCTD4-130
Hd v ) t0fUse. referencedBy. keyword Esa 2N HHEL L 222 &
122 AR F =T Review eCTDFERIDICIBVN T, submission. subject2. reviewBEZENHIL L2 2 &, NG JP-eCTD4-185
123 - - (R - -
124 ATARTF = v 7 (FI#ES: | ManufacturedProduct | £reviewZEZ= 2% L T, statusCode@code @Al DY Isuspended] DIFAITEB T, NG JP-eCTD4-200
&) review. subjectl. manufacturedProductEENHIA L 722 &,
125 ANARAF =7 (Fitess | Applicant FreviewElFE 2% L T, statusCode@code B MHAE DY suspended ] DIFEHITEB VT, NG JP-eCTD4-226
H&H0) review. holder. applicantBER BN HEB LW Z &
126 AN ARB[F = v 7 (FitEsk | ProductCategory ZreviewELFH 2% LT, statusCode@codeBMAE D [suspended] DIFAHITB T, NG JP-eCTD4-236
HoH ) review. subject2. productCateogry BN HEL L 722 &)
127 - - (R%) - -
128 AJIARA[ T = 7 (Hi#ES: | Document title@updateModeBIEDIEIET A document BEZE TR L T, textEHE R HI L 220 NG JP-eCTD4-291
Hd&0) Z &,
129 ANRAF =7 Document docuent. text@language/EMENHEL LW 2 &, Information ICH IGTIHMEHANRBO I TWAHBEFET JP-eCTD4-036
S, BEYRIIUBREREFEH L2
km%ﬁﬁézko
130 AR F =7 Document docuent. text@mediaTypefBMENHIA LW &) Information ICH IGTIIfEHANRBD LN TWVWHEIES JP-eCTD4-036
N, BAEYRIIYEEREAEH LS
Glmféﬁ—é &,
131 AT F =7 Document docuent. text@updateMode BN HHER L2V 2 &) Information ICH IGTIXEANE D STV A EET JP-eCTD4-036
C BEYBIIYBEREEH L 20D
_%f?}é L.
132 - - (k%) - =
133 ANARA[F =7 Category Event RS OEEHIZ I8 T, categoryEvent. component. categoryEvent 33575 NG JP-eCTD4-353
L7gnz &,
134 ANARA[F =7 Submission Unit submissionUnit. id@extensionfBIE2N IR L7722 &) NG JP-eCTD4-036
135 AN F = 7 Submission Unit submissionUnit. id@identifierName &M/ HEL L 722 NG JP-eCTD4-036
136 ANIARB[F = 7 Submission Unit submissionUnit. id@scope@BMENHER LW & NG JP-eCTD4-036
137 ANARA[F =7 Submission Unit submissionUnit. id@reliability/@PENHER LW 2 &, NG JP-eCTD4-036
138 AN F = 7 Submission Unit submissionUnit. id@displayable@ N HEL LW & NG JP-eCTD4-036
139 ARO[ F = v 7 Submission Unit submissionUnit. id@validTimeLow/@ 3 HEL L 722 &, NG JP-eCTD4-036
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140 ANARB[TF = v 7 Submission Unit submissionUnit. id@validTimeHigh/@MEA HEL LW 2 & NG JP-eCTD4-036
141 AN F =T Submission Unit submissionUnit. id@controlInformationRoot/EBMHENNHIEL LW 2 &) NG JP-eCTD4-036
142 AR TF = 7 Submission Unit submissionUnit. id@controlInformationExtension/ @IS HHEL L 222 &y NG JP-eCTD4-036
143 AN F = 7 Submission Unit submissionUnit. id@nullFlavor/&ESHIER L2\ 2 NG JP—-eCTD4-036
144 ANARA[F =7 Submission Unit submissionUnit. id@flavorld/@MENHER LW 2 &, NG JP-eCTD4-036
145 AN F =7 Submission Unit submissionUnit. id@updateMode BPEANHEBL L 722 & NG JP-eCTD4-036
146 ANNARR[F =7 Submission Unit submissionUnit. 1d@xsi:type/BHENHEL LW & NG JP-eCTD4-036
147 AN F =T Submission Unit submissionUnit. code. displayNameBEZ N HEL L 2WZ & NG JP-eCTD4-036
148 ANARA[F =7 Submission Unit submissionUnit. code. originalTextEHZE N HEA L2\ 2 &y NG JP-eCTD4-036
149 AN RO TF =7 Submission Unit submissionUnit. code. translationZEENHEA L2\ 2 L, NG JP—eCTD4-036
150 AN F =T Submission Unit submissionUnit. code. sourceZEE N HE L2 2 NG JP-eCTD4-036
151 AN F =7 Submission Unit submissionUnit. code@codeSystemNameBM:ASNHBL L 722 &, NG JP-eCTD4-036
152 AR F =7 Submission Unit submissionUnit. code@codeSystemVersion/@fENHER LW &, NG JP-eCTD4-036
153 AR F = v 7 Submission Unit submissionUnit. code@valueSet/@MHENHIR L 2N &, NG JP-eCTD4-036
154 AR F = 7 Submission Unit submissionUnit. code@valueSetVersionBMEAHEL L 722 & NG JP-eCTD4-036
155 AR F =7 Submission Unit submissionUnit. code@codingRationale @M ENHER LW &, NG JP-eCTD4-036
156 ANARB[TF = v 7 Submission Unit submissionUnit. code@validTimeLow/@&MEDSHER L7722 &, NG JP-eCTD4-036
157 AN F =7 Submission Unit submissionUnit. code@validTimeHigh/@MEAYHBL L 2202 NG JP-eCTD4-036
158 AR F =7 Submission Unit submissionUnit. code@control InformationRoot/@BIENHER L Z2WNN2 & NG JP-eCTD4-036
159 ANIARB[TF = v 7 Submission Unit submissionUnit. code@control InformationExtension/@&MEDSHER L7222 &, NG JP-eCTD4-036
160 AN F =T Submission Unit submissionUnit. code@nullFlavor/@ PN HIR L2 W2 & NG JP—-eCTD4-036
161 AN RO TF =7 Submission Unit submissionUnit. code@flavorId/@MEHER L2 W2 &, NG JP—eCTD4-036
162 AR F =7 Submission Unit submissionUnit. code@updateMode B3 HERL L7 2 &, NG JP-eCTD4-036
163 AT T = v 7 Submission Unit submissionUnit. code@id/@IEASHI L2\ Z & NG JP—-eCTD4-036
164 AR F =7 Submission Unit submissionUnit. code@xsi:typeBIENHIER LW & NG JP-eCTD4-036
165 AN F =7 Submission Unit submissionUnit. title. dataBisR 8B L 722 &, NG JP-eCTD4-036
166 AT T = v 7 Submission Unit submissionUnit. title. xmlBEZE N L7722 &) NG JP-eCTD4-036
167 AR TF = 7 Submission Unit submissionUnit. title. referenceZEHR N HBL L RN Z &, NG JP-eCTD4-036
168 ANARB[TF = v 7 Submission Unit submissionUnit. title. integrityCheckZBEZNHIL LW &, NG JP-eCTD4-036
169 AN F =T Submission Unit submissionUnit. title. thumbnailZEa823 IR L7222 & NG JP-eCTD4-036
170 AR TF = 7 Submission Unit submissionUnit. title. descriptionZEH N HBL LRV Z &, NG JP-eCTD4-036
171 AR F =7 Submission Unit submissionUnit. title. translationZE\ZE N HEL L2V &, NG JP-eCTD4-036
172 AN F =T Submission Unit submissionUnit. title@mediaType/BIESHEL L2 WN2 & NG JP-eCTD4-036
173 AN F =7 Submission Unit submissionUnit. title@charsetEMES HBEL L 22 &y NG JP-eCTD4-036
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174 ANNAR[F =7 Submission Unit submissionUnit. title@language /@M HE LW Z & NG JP-eCTD4-036
175 ANARA[F =7 Submission Unit submissionUnit. title@compression/E&IENSHIE L 722 &y NG JP-eCTD4-036
176 AN F =7 Submission Unit submissionUnit. title@nullFlavor BIEAHBL L 222 &, NG JP-eCTD4-036
177 ANNAREF = 7 Submission Unit submissionUnit. title@integrityCheckAlgorithm/@IENHEE L7722 NG JP-eCTD4-036
178 AN F =T Submission Unit submissionUnit. title@validTimeLow/@IE2NHIR L2 2 & NG JP-eCTD4-036
179 AN F =7 Submission Unit submissionUnit. title@validTimeHigh/BMANHBL L 722 &, NG JP-eCTD4-036
180 ANNARR[F =7 Submission Unit submissionUnit. title@control InformationRoot/@fENHIER LW Z &, NG JP-eCTD4-036
181 AN F =T Submission Unit submissionUnit. title@controlInformationExtension/@{EAAHEL L7gwn2 &, NG JP-eCTD4-036
182 AN F =7 Submission Unit submissionUnit. title@flavor Id/BMEANHBL L7222 NG JP-eCTD4-036
183 AR F =7 Submission Unit submissionUnit. title@updateMode BN HER L 222 &y NG JP-eCTD4-036
184 AN F =T Submission Unit submissionUnit. title@xsi:type/EPENHE LW 2 &, NG JP-eCTD4-036
185 ANARA[F =7 Sequence Number sequenceNumber. expressionBEENHEL L7222 &, NG JP—eCTD4-036
186 AN RO TF = o Sequence Number sequenceNumber. original TextEENHEL L2 W2 & NG JP—eCTD4-036
187 AR F = v 7 Sequence Number sequenceNumber. unsertaintyZEZE N HIL L2V NG JP-eCTD4-036
188 ANARA[F =7 Sequence Number sequenceNumber. uncertainRange EEHZ NI LW 2 & NG JP—eCTD4-036
189 AR F =7 Sequence Number sequenceNumber@validTimeLow/BHEM HEL LRV &, NG JP-eCTD4-036
190 ANNAR[F =7 Sequence Number sequenceNumber@validTimeHigh/BENS HER LW 2 &) NG JP-eCTD4-036
191 AN F =y 7 Sequence Number sequenceNumber@control InformationRoot/BIENHIEL LW T & NG JP—eCTD4-036
192 AR F =7 Sequence Number sequenceNumber@control InformationExtension/@ 23 HERL L7222 NG JP-eCTD4-036
193 AR TF = v 7 Sequence Number sequenceNumber@nul1Flavor /B3 HEL L2 W2 &, NG JP-eCTD4-036
194 AR F =7 Sequence Number sequenceNumber@flavor IdfEMERNHIA LW &) NG JP-eCTD4-036
195 AN F = 7 Sequence Number sequenceNumber@uncertaintyType/BHEASHERL L2V &, NG JP-eCTD4-036
196 AN RO F =7 Sequence Number sequenceNumber@updateMode BIEANHIR L7 2 & NG JP-eCTD4-036
197 ANARA[F =7 Sequence Number sequenceNumber@xsi:typeBIERNHIEA LW S NG JP-eCTD4-036
198 AN F = 7 Priority Number for | priorityNumber@controlInformationExtension/@fEMHEL LW &, NG JP-eCTD4-036
Context of Use

199 AN F = 7 Priority Number for | priorityNumber@controlInformationRoot/BIENHE LW 2 & NG JP-eCTD4-036
Context of Use

200 AN F = 7 Priority Number for | priorityNumber@flavorIdEENHEL LW &) NG JP-eCTD4-036
Context of Use

201 AN F = 7 Priority Number for | priorityNumber@ullFlavor/@ME23HEL L7222 &, NG JP-eCTD4-036
Context of Use

202 AR F =7 Priority Number for | priorityNumber@uncertaintyType/BMEDSHEL LAV &, NG JP-eCTD4-036
Context of Use

203 AR F =7 Priority Number for | priorityNumber@validTimeHigh/@IEDSHER LW &y NG JP-eCTD4-036
Context of Use
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204 AN RO F =7 Priority Number for | priorityNumber@validTimeLow/@ME2NHIR L2 &, NG JP-eCTD4-036
Context of Use
205 ANARWF = v 7 Priority Number for | priorityNumber.expressionZZEANHBLL RN &, NG JP-eCTD4-036
Context of Use
206 AN F = v 7 Priority Number for | priorityNumber.originalTextZEZRHHLL 2N &, NG JP-eCTD4-036
Context of Use
207 AN RO F =7 Priority Number for | priorityNumber.uncertaintyZEHENHE LW &, NG JP-eCTD4-036
Context of Use
208 ANARA[F =7 Priority Number for | priorityNumber.uncertainRangeBFENHE LW &, NG JP-eCTD4-036
Context of Use
209 AR F =7 Context of Use contextOfUse. id@extension@MEANHEL L7g 2 &, NG JP-eCTD4-036
210 ANARAF 27 Context of Use contextOfUse. id@identifierName/BMEAHBL L2 & NG JP-eCTD4-036
211 ANIARB[TF = v 7 Context of Use contextOfUse. id@scope/BIENHEL L7722 &) NG JP-eCTD4-036
212 ANARA[F =7 Context of Use contextOfUse. id@reliability@IENHER LW &y NG JP-eCTD4-036
213 ATAAF 27 Context of Use contextOfUse. id@displayable @M L L7222 &, NG JP-eCTD4-036
214 AN RO TF = Context of Use contextOfUse. id@validTimeLowB N HEL L 22 &, NG JP-eCTD4-036
215 ANARA[F =7 Context of Use contextOfUse. id@validTimeHigh/@IES IR L7222 &) NG JP-eCTD4-036
216 AN F =7 Context of Use contextOfUse. id@controlInformationRoot BN HHEL L7222 &, NG JP-eCTD4-036
217 AR F =7 Context of Use contextOfUse. id@controlInformationExtension/@MES HEL L7222 &, NG JP-eCTD4-036
218 AR F =7 Context of Use contextOfUse. id@nullFlavor @M HIA LW & NG JP-eCTD4-036
219 ATARAF 2> 7 Context of Use contextOfUse. id@flavor IdE M HHEL L7222 &, NG JP-eCTD4-036
220 AN RO TF = o Context of Use contextOfUse. id@updateMode @A HEL L7722 & NG JP-eCTD4-036
221 ANIARB[TF = v 7 Context of Use contextOfUse. id@xsi:type BN HIA L2\ 2 &y NG JP-eCTD4-036
222 ANARA[F =7 Context of Use contextOfUse. code. displayNameZBEZ 3 HERL L7222 &) NG JP-eCTD4-036
223 AN RO TF =7 Context of Use contextOfUse. code. translationZEZE N HE LW 2 &) NG JP-eCTD4-036
224 AN RAF =7 Context of Use contextOfUse. code. sourceBELEMNHEL L 722 &, NG JP-eCTD4-036
225 ATAAF 27 Context of Use contextOfUse. code@codeSystemName B PEA HEL L7212 & NG JP-eCTD4-036
226 AN RO TF = o Context of Use contextOfUse. code@codeSystemVersion@ A HEL L 7202 & NG JP-eCTD4-036
227 AR F =7 Context of Use contextOfUse. code@valueSet)BMEDNHEL LW 2 &, NG JP-eCTD4-036
228 AN F =T Context of Use contextOfUse. code@valueSetVersion/@ N HIA L2V 2 & NG JP-eCTD4-036
229 AR TF =7 Context of Use contextOfUse. code@codingRationale@ A HEL L 722 & NG JP-eCTD4-036
230 AR F =7 Context of Use contextOfUse. code@validTimeLow/@MENHER LW 2 &, NG JP-eCTD4-036
231 ANARA[F =7 Context of Use contextOfUse. code@validTimeHigh/@ PN HIR LW &) NG JP-eCTD4-036
232 AR F =7 Context of Use contextOfUse. code@control InformationRootBHEASHIEL L7guNZ &, NG JP-eCTD4-036
233 ANARB[TF = v 7 Context of Use contextOfUse. code@control InformationExtension/@ME3HEL L7722 &, NG JP-eCTD4-036
234 ANARA[F =7 Context of Use contextOfUse. code@nul 1FlavorBMENHER LW 2 &, NG JP-eCTD4-036
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235 ANNAR[F =7 Context of Use contextOfUse. code@f lavorId/@ N HEL L7722 & NG JP-eCTD4-036
236 ANARA[F =7 Context of Use contextOfUse. code@updateMode B MENHER LW 2 &, NG JP-eCTD4-036
237 AN F =7 Context of Use contextOfUse. code@idBMED HIBL L 72 2 &, NG JP-eCTD4-036
238 ANARB[ T = v 7 Context of Use contextOfUse. code@xsi:type/BIENNHE L2 W2 NG JP-eCTD4-036
239 AT T = v 7 Context of Use contextOfUse. code. originalText. dataBizZ 23 HHIL L7222 &) NG JP-eCTD4-036
240 AR TF = 7 Context of Use contextOfUse. code. originalText. descriptionZRAHBL L 22\ 2 &, NG JP-eCTD4-036
241 ANARB[F = 7 Context of Use contextOfUse. code. originalText. integrityCheckZEENHEL LW 2 &, NG JP-eCTD4-036
242 AT T = v 7 Context of Use contextOfUse. code. originalText. referenceZEZ N HIER L2 &, NG JP-eCTD4-036
243 AR F = 7 Context of Use contextOfUse. code. originalText. thumbnail B AN HBL L 722\ 2 NG JP-eCTD4-036
244 AN RO TF =7 Context of Use contextOfUse. code. originalText. transtationBEENHIA L2 &, NG JP-eCTD4-036
245 AT T = v 7 Context of Use contextOfUse. code. originalText. xml BEZE N HEL L2V Z & NG JP-eCTD4-036
246 AR TF = 7 Context of Use contextOfUse. code. original Text@charset JBIEAHBL L7222 &, NG JP-eCTD4-036
247 AR F =7 Context of Use contextOfUse. code. original Text@compression/@MHENHIA LW & NG JP-eCTD4-036
248 ANARB[TF = v 7 Context of Use contextOfUse. code. originalText@controlInformationExtension/@IEDS HIR L NG JP-eCTD4-036

RN L
249 AN F =T Context of Use contextOfUse. code. originalText@control InformationRoot B2 HHEL L 72\ 2 NG JP-eCTD4-036
L
250 AR F =T Context of Use contextOfUse. code. originalText@ flavorId/@PESHIA L7722 &, NG JP—-eCTD4-036
251 AR F = 7 Context of Use contextOfUse. code. originalText@integrityCheckAlgorithm/@MEAS HEL L 721> NG JP-eCTD4-036
ek,
252 AN F =y 7 Context of Use contextOfUse. code. originalText@languange/BMENHEL L7722 & NG JP-eCTD4-036
253 AN F = 7 Context of Use contextOfUse. code. originalText@mediaType /@M HEL L7722 &, NG JP-eCTD4-036
254 AN F =T Context of Use contextOfUse. code. originalText@ullFlavor/@ A HEL L7gwnWZ &, NG JP-eCTD4-036
255 AR TF = 7 Context of Use contextOfUse. code. original Text@updateMode &3 B L 72 = NG JP-eCTD4-036
256 ANIARB[TF = v 7 Context of Use contextOfUse. code. originalText@validTimeHigh/@ M HIR L7722 &y NG JP-eCTD4-036
257 AN F =T Context of Use contextOfUse. code. originalText@validTimeLow/@ LA HER L2\ Z & NG JP-eCTD4-036
258 AR TF = 7 Context of Use contextOfUse. code. original Text@xsi:typeBMEN HEL L 22 &y NG JP-eCTD4-036
259 ANARB[F = 7 Context of Use contextOfUse. statusCode@validTimeLow/@fESHER L2\ 2 & NG JP-eCTD4-036
260 AR F =T Context of Use contextOfUse. statusCode@validTimeHigh/@ M HHER L7 2 NG JP-eCTD4-036
261 AR TF = 7 Context of Use contextOfUse. statusCode@controlInformationRoot JBIEA HEBL L 222 &, NG JP-eCTD4-036
262 AR F =7 Context of Use contextOfUse. statusCode@control InformationExtension/@MENNHER L2\ 2 NG JP-eCTD4-036
L,
263 AR F =7 Context of Use contextOfUse. statusCode@nul 1Flavor/@fEns HHERL L7722 &, NG JP-eCTD4-036
264 ANARA[F =7 Context of Use contextOfUse. statusCode@flavor Id@ {23 HHIL L2 &) NG JP-eCTD4-036
265 AR TF = 7 Context of Use contextOfUse. statusCode@updateMode/BIMEANHBL L 70 2 &, NG JP-eCTD4-036
266 AR F =7 Context of Use contextOfUse. statusCode@xsi:typeBIENHER LW 2 &, NG JP-eCTD4-036
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267 ASARA][F =7 Context of Use contextOfUse. subjectOf BN HIA L 722 Ly NG JP-eCTD4-036

268 ANARA[F =7 Context of Use contextOfUse. primaryInformationRecipientBEE N HE L7\ &, NG JP-eCTD4-036

269 AR F =7 Related Context of | relatedContextOfUse. id@extension/@{EAHEL L7222 &, NG JP-eCTD4-036
Use

270 AN RO TF =7 Related Context of | relatedContextOfUse.id@identifilerName/g@IENHIER L7222 &, NG JP-eCTD4-036
Use

271 ANARB[F = 7 Related Context of | relatedContextOfUse.id@scope/@tEnAHELL RV &, NG JP-eCTD4-036
Use

272 ARO[ F = v 7 Related Context of | relatedContextOfUse.id@reliability/@iEHEL L7 W\N2 &, NG JP-eCTD4-036
Use

273 ARO[ F = 7 Related Context of | relatedContextOfUse.id@displayable@{EnHEL L7722 &, NG JP-eCTD4-036
Use

274 ASIARA]F = v 7 Related Context of | relatedContextOfUse. id@validTimeLow/@MEDSHER L7202 &, NG JP-eCTD4-036
Use

275 ASIARA]F =7 Related Context of | relatedContextOfUse.id@validTimeHigh/@MEAHIR LW Ly NG JP-eCTD4-036
Use

276 ASARA][F = v 7 Related Context of | relatedContextOfUse. id@controlInformationRoot)E@MEAHELL 722 &, NG JP-eCTD4-036
Use

277 ASARA][F = v 7 Related Context of | relatedContextOfUse. id@controlInformationExtension/@MEDSHER L2 WN2 &, NG JP-eCTD4-036
Use

278 ASIARA]F = v 7 Related Context of | relatedContextOfUse. id@nullFlavor/@MESHER L2 W2 &, NG JP-eCTD4-036
Use

279 AN F =T Related Context of | relatedContextOfUse.id@flavorId@MENHIR LN 2 & NG JP-eCTD4-036
Use

280 ANARA[F =7 Related Context of | relatedContextOfUse.id@updateModef@{E2SHIL L 72N 2 & NG JP-eCTD4-036
Use

281 ANARA[F =7 Related Context of | relatedContextOfUse.id@xsi:type/@fENHE LW &, NG JP-eCTD4-036
Use

282 AN F =T DocumentReference documentReference. id@extension/@MENHIR L 722 &y NG JP-eCTD4-036

283 ARO[ F = v 7 DocumentReference documentReference. id@identifilerName /BN HIER L2 2 L NG JP-eCTD4-036

284 ASARA]F = 7 DocumentReference documentReference. id@scope/BMENHE L2V 2 &, NG JP-eCTD4-036

285 ANARA[F =7 DocumentReference documentReference. id@reliabilityf@ESHIA L2 W2 &y NG JP-eCTD4-036

286 ARO[ F = v 7 DocumentReference documentReference. id@displayablef@ 23 HEL L 22 &, NG JP-eCTD4-036

287 AIRA]F = v DocumentReference documentReference. id@validTimeLow/@ S HEL L 722 & NG JP-eCTD4-036

288 AR F =T DocumentReference documentReference. id@validTimeHigh/@MENNHERL LW 2 & NG JP-eCTD4-036

289 AR F =7 DocumentReference documentReference. id@control InformationRoot/@IEASHER L7\ 2 & NG JP-eCTD4-036

290 AR F = v DocumentReference documentReference. id@controlInformationExtensionf@ NN HEL L2 & NG JP-eCTD4-036

291 AN F =T DocumentReference documentReference. id@nullFlavor/@ N HFR LW 2 & NG JP-eCTD4-036
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292 ANNAR[F =7 DocumentReference documentReference. id@flavorld/@EN HE LW Z &) NG JP-eCTD4-036
293 ANARA[F =7 DocumentReference documentReference. id@updateMode /BN HEL L2 & NG JP-eCTD4-036
294 AN F =7 DocumentReference documentReference. id@xsi:typeBIENHEL L 22 &, NG JP-eCTD4-036
295 ANNAREF = 7 Keyword keyword. code. displayNameZEZE N HEL L 72\ 2 NG JP-eCTD4-036
296 AN F =T Keyword keyword. code. original TextZEZENHIA LW 2 &, NG JP-eCTD4-036
297 AN F =7 Keyword keyword. code. translationZ RN HIL L7222 &, NG JP-eCTD4-036
298 AT AR F =7 Keyword keyword. code. source A HIL L7232 &, NG JP-eCTD4-036
299 AR F =7 Keyword keyword. code@codeSystemName B3N HEL L7222 & NG JP-eCTD4-036
300 ANARA[F =7 Keyword keyword. code@codeSystemVersion@BIENHER LW &) NG JP-eCTD4-036
301 ANARB[F = 7 Keyword keyword. code@valueSet/@IENHE L7\ 2 & NG JP—eCTD4-036
302 AN F =T Keyword keyword. code@valueSetVersion@fEn HERL L2\ NG JP-eCTD4-036
303 ANARA[F =7 Keyword keyword. code@codingRationaleBfEASHIR LRV 2 &, NG JP-eCTD4-036
304 AR F =7 Keyword keyword. code@validTimeLow/@MENHERL LW 2 &, NG JP-eCTD4-036
305 AN RO F =7 Keyword keyword. code@validTimeHigh/BMENHIR L7722 &, NG JP-eCTD4-036
306 ANARA[F =7 Keyword keyword. code@control InformationRoot)BMHESHER L7222 &, NG JP-eCTD4-036
307 ARO[ F = v 7 Keyword keyword. code@control InformationExtensionf@E2S HEL LW 2 &) NG JP—eCTD4-036
308 ANNAREF = 7 Keyword keyword. code@nul1Flavor /@3 HHEL L7222 & NG JP-eCTD4-036
309 ANARA[F =7 Keyword keyword. code@flavorId/g@ {2 HE L7g 2 NG JP-eCTD4-036
310 AR F =7 Keyword keyword. code@updateModeBIES HEL L 722 &) NG JP—eCTD4-036
311 ANNAREF = 7 Keyword keyword. code@id/EMAHE L7\ Z & NG JP-eCTD4-036
312 AN F =T Keyword keyword. code@xsi:typeBIENHIA L2V &y NG JP-eCTD4-036
313 AR F =7 Application application. id. item@identifierName/@fENHERL LW &, NG JP-eCTD4-036
314 ANNAREF = 7 Application application. id. item@scope@MEANHER L7722 &, NG JP-eCTD4-036
315 AR F =T Application application. id. item@reliability@MENHIA LW &) NG JP-eCTD4-036
316 AN RO TF = o Application application. id. item@displayable@MHENHIERL L2V 2 & NG JP—eCTD4-036
317 AN F = 7 Application application. id@validTimeLow/&IENSHIR LRV 2 &y NG JP—eCTD4-036
318 ANARA[F =7 Application application. id@validTimeHigh/g@M23HER L7222 &, NG JP-eCTD4-036
319 AN F =7 Application application. id@controlInformationRoot/@MEANHBL L2 & NG JP-eCTD4-036
320 AN RO F =7 Application application. id@controlInformationExtension/@IENHEL L7222 &, NG JP-eCTD4-036
321 AN F =T Application application. id@nullFlavor/@MEASHEL L7g 2 &, NG JP-eCTD4-036
322 AR TF = 7 Application application. id@flavor Id/BMEAHBL L 222 &, NG JP-eCTD4-036
323 AN RO F =7 Application application. id@updateMode @M HERL L7722 &, NG JP-eCTD4-036
324 AN F =T Application application. code. displayNameBEZE N HE L7722 &, NG JP-eCTD4-036
325 AN F =7 Application application. code. original Text BHR B L7222 &, NG JP-eCTD4-036
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326 ANNAREF = 7 Application application. code. translationBEZENHEL L2\ 2 &, NG JP-eCTD4-036
327 AN F =T Application application. code. sourceEZENHIA LRV &) NG JP-eCTD4-036
328 AN F =7 Application application. code@codeSystemName @BIE2N HHEL L7222 & NG JP-eCTD4-036
329 AN RO F =7 Application application. code@codeSystemVersion@ A HIA LW 2 NG JP-eCTD4-036
330 AN F =T Application application. code@valueSet/BMEANHE L7g2 &, NG JP-eCTD4-036
331 AN F =7 Application application. code@valueSetVersion/BPEAHEL L7222 & NG JP-eCTD4-036
332 ANNARR[F =7 Application application. code@codingRationale/@MENHER LW 2 &, NG JP-eCTD4-036
333 AN F =T Application application. code@validTimeLow/@ A3 HEL L7\ &, NG JP-eCTD4-036
334 AN F =7 Application application. code@validTimeHigh/@MEAHBL L2 & NG JP-eCTD4-036
335 AR F =7 Application application. code@control InformationRootBIENHEL L RN & NG JP-eCTD4-036
336 AR F =7 Application application. code@control InformationExtension/@& 23 HEL L 7222 NG JP-eCTD4-036
337 AN F =7 Application application. code@nullFlavor @A L L7222 &, NG JP-eCTD4-036
338 ANARB[F = 7 Application application. code@flavorld/@MENHIA L AW &, NG JP—eCTD4-036
339 AN RO F =7 Application application. code@updateMode B IEDSHER L2V 2 &0 NG JP-eCTD4-036
340 AN F =7 Application application. code@idJEMEAHBL L 2N 2 & NG JP-eCTD4-036
341 AN F = 7 Application application. code@xsi:type/BMENHIR LW Z &, NG JP-eCTD4-036
342 AN RO F =7 Application application. informationRecipientZEHE N HIR L2 & NG JP-eCTD4-036
343 AN F =7 Application application. subject A HBL L2 NG JP-eCTD4-036
344 AN RO TF = o Document document. referencedBy. keywordZEZE N HEL L7222 &) NG JP—eCTD4-036
345 AR TF = v 7 Document document. id@extension/BIENHER LA W2 &, NG JP-eCTD4-036
346 AR F =7 Document document. id@identifierName@B MM HIA LW &, NG JP-eCTD4-036
347 AT AR F =7 Document document. id@scope/EMENHIR L2 &, NG JP-eCTD4-036
348 ANNAREF = 7 Document document. id@reliability/@MENHBIL L2V 2 &, NG JP-eCTD4-036
349 AR F =T Document document. id@displayable@IENHIR LW &) NG JP-eCTD4-036
350 AR F =7 Document document. id@validTimeLow@MENHEA L7222 &y NG JP-eCTD4-036
351 ANARB[TF =7 Document document. id@validTimeHigh/@MHENAHIA LW T & NG JP-eCTD4-036
352 ANARA[F =7 Document document. id@control InformationRootEHESHEL LAgWNZ & NG JP-eCTD4-036
353 AR TF =T Document document. id@controlInformationExtension/@MEANAHE LW 2 L, NG JP-eCTD4-036
354 ANNAR[F =7 Document document. id@nullFlavor/@MENHER LW 2 by NG JP-eCTD4-036
355 AN F =T Document document. id@flavorId@M2NHER L7222 &, NG JP-eCTD4-036
356 AR TF = 7 Document document. id@updateModeEMENHIL L7222 &, NG JP-eCTD4-036
357 AR F =7 Document document. title. translationZEZ= N HEL L7222 &, NG JP-eCTD4-036
358 AJIART T = v 7 Document document. title@validTimeLow/@ 23 HHIL L2 2 &0 NG JP-eCTD4-036
359 AN F =7 Document document. title@validTimeHigh/@ A3 HBL L2 & NG JP-eCTD4-036
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360 ANNAR[F =7 Document document. title@controlInformaitonRoot/EHEASHER LW Z L&, NG JP-eCTD4-036
361 ANARA[F =7 Document document. title@control InformaitonExtension/@MENHIR LAV L, NG JP-eCTD4-036
362 AN F =7 Document document. title@nullFlavor @BMEAHEL L 722 &, NG JP-eCTD4-036
363 ANNARR[F =7 Document document. title@flavorld/@ M HER L2 NG JP-eCTD4-036
364 ANARA[F =7 Document document. title@language/BIENHIR LW &) NG JP-eCTD4-036
365 AR F =T Document document. text. xml BEXHBRA L2\ &, NG JP-eCTD4-036
366 AN RO TF = J Document document. text. dataBZENHIA L2 W2 &, NG JP-eCTD4-036
367 AN F =T Document document. text. translationZEE N HI L7 2 &, NG JP-eCTD4-036
368 AN F =7 Document document. text@compressionBPEN HEL L 722 &y NG JP-eCTD4-036
369 AR F =7 Document document. text@validTimeLow/@BMHESHIEL L7puN2 & NG JP-eCTD4-036
370 ANARA[F =7 Document document. text@validTimeHigh/@IESHER LRV 2 NG JP-eCTD4-036
371 AN F =7 Document document. text@controlInformationRoot BMEASHIEL L7222 &, NG JP-eCTD4-036
372 AR F =7 Document document. text@control InformationExtensionf@iE s HEL L7222 &, NG JP-eCTD4-036
373 AR F = v 7 Document document. text@ullFlavor@MENHER LW 2 &y NG JP-eCTD4-036
374 AN F =7 Document document. text@f lavor IdJEMEAHIL L7222 &, NG JP-eCTD4-036
375 AR F =7 Document document. text@value/@MHENHIA L AW &, NG JP-eCTD4-036
376 ANNAREF = 7 Document document. text@xsi:type/BIENHIR LW Z & NG JP-eCTD4-036
377 AN AR TF =T Keyword Definition | keywordDefinition. code. displayNameZEZ=HEL L7202 NG JP-eCTD4-036
378 ARO[ F =7 Keyword Definition | keywordDefinition. code.originalTextZEZRMNHIA LRV &, NG JP-eCTD4-036
379 AR TF = v 7 Keyword Definition | keywordDefinition. code. translationZBEZEMNAHIL LRV &, NG JP-eCTD4-036
380 AN F =T Keyword Definition | keywordDefinition. code. source3ZsENHE L7722 & NG JP-eCTD4-036
381 AN RO TF =7 Keyword Definition keywordDefinition. code@codeSystemName @ ESHHER U722 & NG JP-eCTD4-036
382 ANNAREF = 7 Keyword Definition | keywordDefinition. code@codeSystemVersion&ESHIER LRV &y NG JP-eCTD4-036
383 AR F =T Keyword Definition | keywordDefinition. code@valueSetf@BMERNHIL LW &) NG JP-eCTD4-036
384 AN RO TF = o Keyword Definition keywordDefinition. code@valueSetVersion/@IENHE L7\ 2 &, NG JP—eCTD4-036
385 ANNAREF = 7 Keyword Definition | keywordDefinition. code@codingRationale/@PEASHIEL L 722 &, NG JP-eCTD4-036
386 AR F =T Keyword Definition | keywordDefinition. code@validTimeLow/@MEASHIR LW &, NG JP-eCTD4-036
387 AN F =7 Keyword Definition | keywordDefinition.code@validTimeHigh/@PEASHEBL L7222 &, NG JP-eCTD4-036
388 ANNAR[F =7 Keyword Definition keywordDefinition. code@controlInformationRoot/BMENNHIER L7722 &, NG JP-eCTD4-036
389 ANARA[F =7 Keyword Definition | keywordDefinition. code@controlInformationExtension/@fEAHIR LW &, NG JP-eCTD4-036
390 AN F =7 Keyword Definition | keywordDefinition.code@nullFlavor @23 HBL L7222 &, NG JP-eCTD4-036
391 AN RAF =7 Keyword Definition keywordDefinition. code@flavorId/@ME N HEL LR\ 2 &, NG JP-eCTD4-036
392 ANARA[F =7 Keyword Definition | keywordDefinition. code@updateMode/@MEAHIA LW & NG JP-eCTD4-036
393 AN F =7 Keyword Definition | keywordDefinition. code@id/ M3 HEL L7Ag 2 & NG JP-eCTD4-036
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394 AJIARAF =7 Keyword Definition | keywordDefinition. code@xsi:typef@PEMAHIA LRV & NG JP-eCTD4-036

395 AN F =T Keyword Definition | keywordDefinition. statusCode@validTimeLow/@MHEAHIR LW &, NG JP-eCTD4-036

396 AN RA]F = v Keyword Definition keywordDefinition. statusCode@validTimeHigh/g&PESHER L 722 &, NG JP-eCTD4-036

397 A ARA]F = v Keyword Definition keywordDefinition. statusCode@control InformationRoot/BMENNHIA L2\ 2 NG JP-eCTD4-036
B

398 ASIARA][F = 7 Keyword Definition keywordDefinition. statusCode@controlInformationExtension/@& A HER L 72 NG JP-eCTD4-036
Wz by,

399 AARA]F = v 7 Keyword Definition keywordDefinition. statusCode@nullFlavor/@ N HER L2V 2 &, NG JP-eCTD4-036

400 AN F =T Keyword Definition | keywordDefinition. statusCode@flavorldf@iEHER L7222 & NG JP-eCTD4-036

401 ARO[ F = v 7 Keyword Definition keywordDefinition. statusCode@updateMode/@ NI L2V 2 & NG JP-eCTD4-036

402 AJIARTF =7 Keyword Definition | keywordDefinition. statusCode@xsi:type/@MEAHE L2\ & NG JP-eCTD4-036

403 ANARA[F =7 Keyword Definition | keywordDefinition.value. item. displayName@validTimeLow/@PEASHELL 22 NG JP-eCTD4-036
B

404 ANARA[F =7 Keyword Definition | keywordDefinition. value. item. displayName@validTimeHigh/@EDs HHEL L 780> NG JP-eCTD4-036
N

405 AN F =y 7 Keyword Definition keywordDefinition. value. item. displayName@controlInformationRoot &£ H NG JP-eCTD4-036
BLRNZ &,

406 AN F =7 Keyword Definition | keywordDefinition. value. item. displayName@controlInformationExtension/& NG JP—eCTD4-036
PERHBL LN &y,

407 AT F =7 Keyword Definition | keywordDefinition. value. item. displayName@nullFlavor/@&ME2SHER L2\ NG JP-eCTD4-036
L,

408 AR F =7 Keyword Definition keywordDefinition. value. item. displayName@flavorId/@ A HE L7\ 2 &, NG JP-eCTD4-036

409 AR F =7 Keyword Definition | keywordDefinition. value.item. displayName@language/EM:23HE L7722 &, NG JP-eCTD4-036

410 ANARA[F =7 Submission submission. subjectl. regulatoryStatusEHE N HEA L R2WT &y NG JP-eCTD4-036

411 AN F = 7 Review review. effectiveTimeBENHE L7 2 &, NG JP-eCTD4-036

412 ANARB[TF =7 ManufacturedProduct | manufacturedProduct. codeBELENHEA L2 2 &, NG JP-eCTD4-036

413 HEMANT = v 7 Message Header PORP_IN0O00001UV@xmlns@PEDfEIL, Turn:hl7-org:v3| TH 2D Z &, NG JP-eCTD4-038

414 HEMBANTTF =7 Message Header PORP_IN000001UV@xsi : schemaLocation/@EDfE X, lurn:hl7-org:v3 PORP_INOO NG JP-eCTD4-038
00010V. xsd] THAHZ &,

415 HEMANTF = 7 Message Header PORP_IN0O00001UV. receiver. device@classCode @ D%, DEV] TH D Z &, NG JP—-eCTD4-043

416 HEMBANF = Message Header PORP_IN000OO1UV. receiver. device@determinerCode)@ DX, [INSTANCE| T NG JP-eCTD4-045
HDHT L,

417 HEMBANTF = Message Header PORP_IN0O000O1UV. sender. device@classCode/@tEDfEIX. [DEV] THHZ &, NG JP-eCTD4-055

418 HEMBASF = Message Header PORP_INO000O1UV. sender. device@determinerCode/@PEDfE X, [INSTANCE] T NG JP-eCTD4-057
HZ L,

419 WEEATIT =7 ControlActProcess controlActProcess@classCode /& IEDEILZ, TACIN] THAHZ &, NG JP-eCTD4-061

420 HEMBASF = ControlActProcess controlActProcess@moodCode@IEDEIX, EVN] THdH Z &, NG JP-eCTD4-063
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421 HEMBANTF = ControlActProcess controlActProcess. subject@typeCode/@tEDfEIL, [SUBJ] THAHZ L. NG JP-eCTD4-066
422 HEMEADF = v 7 (it | Priority Number for | priorityNumber@updateMode/@IEDfEi%, R] THDH Z &, NG JP-eCTD4-087
&EH) Context of Use
423 HEMANF = v 7 Context of Use eCTDFERIb) I UNT,  contextOfUse. code@code @A 23759 CTD FLH L 23CTDHS NG JP-eCTD4-098
SERSEIZE L TWAH Z &,
424 - - (R - -
425 HEMBASF = Context of Use contextOfUse. statusCode@code@MEDMEIX, Tactive] F7=1% [suspended] D NG JP-eCTD4-106
WITNNTHDLZ L,
426 HEMANF = v 7 Context of Use contextOfUse. referencedBy@typeCode &M D I%, [REFR] TH5H Z &, NG JP-eCTD4-132
427 HEBANT = v Sequence Number sequenceNumber@value B EIL. 85 _E 7 + VX Z ORTEGE S L —H+ 5 NG JP-eCTD4-158
Nl
428 HEEATI T =7 Sequence Number PIREEHIZ BT, eCTDfER]a) D sequenceNumber@valueBIEfEIL 1) THD Z NG JP-eCTD4-159
&o JP—eCTD4-357
429 HEBANT = v Sequence Number VIR IZ BT, eCTDFERIb) D sequenceNumber@value/BHAEIZ (1] THDH = NG JP-eCTD4-160
o JP-eCTD4-358
430 HEEATI T =7 Sequence Number PIREEHIZ B W T, eCTDFERc) DsequenceNumber@valueBIEEIL 2) THD Z NG JP-eCTD4-161
&o JP—eCTD4-359
431 HEBANT = v Submission submission. id. item@extension/BMEDEIX, HFZHFFEDCTDZAHE L THSH Z NG JP-eCTD4-174
L,
432 HEMASTF = Review review. statusCode@code/BMEDfE X, Tactive] F72I% [suspended] DOWNTH NG JP-eCTD4-192
MThHdHZ L,
433 HEMBANTF = Ingredient ingredient@classCode/@tEDfEI%, INGR] THAHZ L. NG JP-eCTD4-211
434 HEMASIF =7 (FitE | Document document. title@updateMode /@D fE L. R THDHZ &, NG JP-eCTD4-286
RMEH )
435 HUEMBAN T = > 7 Document text@integrityCheckAlgorithm/@EMEDMEIX, [SHA256] THDH Z &, NG JP-eCTD4-293
436 HEBANT = v Document text@charset/BMEDffEIL, JP CV [JP Japanese Character Code] ==— KU & NG JP-eCTD4-295
MIHFIET 2 H% e a— RETHH Z &,
437 HEMBANTF = v 7 Document eCTDFERIDL) (ZF T, reference@valueBIMEAEI /R EFTN, HiFEFT —4 % NG JP-eCTD4-300
KANT XA ("mb/datasets” 7 ANV EB D7 7 A VXN R) THAHI &,
438 - - (k%) - =
439 HEMASIT = > 7 Keyword Definition | keywordDefinition. code@code/@MEDfEIL, lTactive] THDHZ &, NG JP-eCTD4-321
440 HEMATTIF =~ 7 (Fi#E | Keyword Definition displayName@updateMode /B DfEIX., R THDZ &, NG JP-eCTD4-338
REH)
441 HEMBANTTF =7 Category Event PR IZ BN T, componen0f2. categoryEvent. code@code B AR 1L T#IERIEEH | NG JP-eCTD4-346
R a— R (jp_initial) THDHZ &,
442 - - (R - -
443 - - (RE) - -
444 - - (R - -
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445 HEMANRAF = v 7 Submission submission. code@codeBMAENY Tjp_other] TARWI &, Warning JP-eCTD4-178
446 HEMBAN AR F =7 Submission Unit submissionUnit. code@code/BEMAEAY [jp_other] TARWZ &, Warning JP—eCTD4-075
447 - - (R¥) - -
448 HEMBANARRF = v Context of Use contextOfUse. code@code & PEAEAY [jp_other] T7ZRWZ Warning JP-eCTD4-097
449 HEMEATIRAT = v 7 Keyword keyword. code@code B EAE A [jp_other] TZRWIZ & Warning JP-eCTD4-135
450 HEMAN AR TF = v 7 Ingredient 1ngred1ent ingredientSubstance. name. part@code/BMAEA [ jp_other] TR\ Warning JP-eCTD4-221
&
451 HEEAN AR T = v 7 ProductCategory productCategory. code@code B MEAEDY [jp_other] TR\ Z &, Warning JP-eCTD4-239
452 HEMBANRAF =7 Application application. code@codeBIEAE A [jp_other] TZARWZ &, Warning JP-eCTD4-255
453 HEMAIATF =27 | Application Referen | applicationReference. id@root & MAE 237~ eCTDZZ 13 578, 24 i%eCTDDeCTDZ NG JP-eCTD4-266
ce IRE SRl VA I
454 HEMBAN AR F = v 7 Application Referen appllcatlonReference reasonCode. item. code@codeBMEAEN [ jp_other| T/ Warning JP-eCTD4-272
ce NP
455 HEMAIARF =2 | Document eCTDFER ] c) IZFU T, reference@valueBMEDS RGN, HEEEFT —F % NG JP-eCTD4-301
KA~ 7 ("mb/datasets” 7 A /VHBLTF DT 7 A )L/ R) TRNWI &,
456 HEEANI AR T = v 7 Document document. text@charset/BMAE DY [jp_other] THRWZ &, Warning JP-eCTD4-295
457 HEEATI AR T = v 7 Category Event component0f2. categoryEvent. code@code B MHEAEDY T ip_other| TRWI &, Warning JP-eCTD4-345
458 HEMBANARRF = v Category Event LI DO HIZ B W T, componen0f2. categoryEvent. code@codeBIEAE DY 4] NG JP-eCTD4-347
fidgt ) ZRd = — K (jp_initial) TRWI &,
459 HEMBAN AR F = v 7 Category Event component. categoryEvent. code@code B A2 [jp_other] TRWZ Warning JP-eCTD4-356
460 ZHEETFT V7 Submission submission. idEFITxF LT, itemBERZNEEEIHBL L2 &, NG JP-eCTD4-167
461 LZEMEF v 7 (FiRSEMH: | ManufacturedProduct | FreviewEEZE|Zx) L T, statusCode@code/BIEMEN Tactive] DIFH . review. su NG JP—eCTD4-199
H0) bjectl. manufacturedProduct BEENHEEEIEHBI L2V Z &
462 ZEEF v 7 (RESAE | ManufacturedProduct | #FmanufacturedProduct. nameZEF 2% L C. manufacturedProduct. name. partZL NG JP-eCTD4-204
HY) FOREBEIHBLL 722 &
463 ZEEF = v 7 (RS | Ingredient %-ingredientSubstance. nameZEF 2%} L T, ingredientSubstance. name. part# NG JP-eCTD4-215
HY) FEREBEIHBL L 22 &
464 ZEET = v 7 (BitESM: | Applicant KreviewElFE 2% L C. statusCode@code/BMHAED Tactive] DIFE . review. ho NG JP-eCTD4-225
»HY) lder. applicantBEE RN EEEIHE LW &y
465 ZEETF v/ (FiHESM | Applicant %-applicant. sponsorOrganization. name 2 |Z5%f LT, applicant. sponsorOrga NG JP-eCTD4-230
H»H0) nization. name. partEEXNEHEHEA L 22 L
466 LEEF v Application application. idBERIZxf LT, itemBEENEHEIHIR L2 &y NG JP-eCTD4-247
467 ZHEET v Keyword Definition #keywordDefinition. valueZEFRIZ% L C, keywordDefinition. value. itemZE#E NG JP-eCTD4-324
DEHEHH LT &,
468 HEESTF = > 7 Message Header 12oO_XAL a— K+« X vv—IBIf Areceiver. device. id. itemE3E D H R [F$ NG JP-eCTD4-047
i3, 2ETHDZ L,
469 HBEETF = v 7 Submission Unit 12OD_Af 1 — K« X vt—T8) DsubmissionUni t B3O HBEEIL, 1HTH NG JP-eCTD4-068

5T &,

1.5.0 filt

55/90




eCTD v4 &

SEY—v EfE~v=o T

Fxv7 - - T HF =
S S » w — X N
P e Fxv I 7 TR SRER Fx v 7R T7—X45y | EE 7 H—8 1D

470 HERETF =~ 7 Sequence Number 1ODNA T — R+ X vE—I 81T 5 sequenceNumber B3% 0 HEREIE T, 1[ETH NG JP-eCTD4-153
HT L,

471 HERRETF = v 7 Submission 12ODO_f a— K-« X vE—I8) HsubmissionEZEO B EHIT, 1ETHD Z NG JP—eCTD4-164
B

472 HERETF =~ 7 Application 1oODNA B —F +« XA vtE—I81) DapplicationBEHHEDO HEEHIL, 1ETHD NG JP-eCTD4-244
N

473 HEEHTF = v 7 Category Event 12ODO_XA 11— K« A v¥v—T8) DsubmissionUnit. componentOf2. categoryEv NG JP-eCTD4-342
entBFEOHBEENIL, 1BITHD Z L,

474 HEERT = v 7 Category Event RREOEE., 12O Af 1 — K« A v¥—81F bHcategoryEvent. componen NG JP-eCTD4-352
t. categoryEvent#ZE D MHBIEEIL, 1HTHD Z &,

475 a— NMEEHTF = v 7 Submission Unit submissionUnit. code@code&MEDfEIL. submissionUnit. code@codeSystem/& M NG JP-eCTD4-075
EDOIDN R a2 — R U A MIFET 2HM e a— NMETHD Z &,

476 a— NMEEHTF = v 7 Context of Use contextOfUse. code@code)B M DfEIZ. contextOfUse. code@codeSystem/&MHAE DO NG JP-eCTD4-097
D23/RTa2— RU R MNMIHFETLHENa— NMETHDHZ &,

477 a— NMEEHTF = v 7 Keyword keyword. code@codeBIEDfE X, keyword. code@codeSystem/FMHEAENRT a— K NG JP-eCTD4-135
A K (Keyword DefinitionlZ X W EF Iz — KU A ML &) ITFETHHE
higa—RETHHZ &,

478 a— NMEEEHTF = v 7 Submission submission. code@code @ DfEIL. submission. code@codeSystem/@&HAE DOIDAY NG JP-eCTD4-178
AT aA— RV A NMIGETHENRa—NMETHLZ &,

479 a— NMEFHT = v 7 Ingredient ingredientSubstance. name. part@code@& M DfEIL. part@codeSystem/E&MEfEDOI NG JP-eCTD4-221
DR a—RU R NMIGFETHIEDa—RETHL Z &,

480 a— NMEEHTF = v 7 ProductCategory productCategory. code@code B P DfE L. productCategory. code@codeSystem/& NG JP—eCTD4-239
PEEDOOIDA TR 22— R Y R MIAFHET 5 A a— NMETHD Z &,

481 a— NMEFHT = v 7 Application application. code@code/BE:DfE X, application. code@codeSystem/&HAE DOID NG JP-eCTD4-255
DR ga—RY R NMAFETLIEN a2 —NMETHDHZ L,

482 a— NME&HTF = v 7 Application Referen | reasonCode. item@code @D fE L. reasonCode. item@codeSystem/@{HEAE DOIDAH NG JP-eCTD4-272

ce RTaA—RURANMIGET LA Ra—NETHLZ &,

483 a— NME&HTF = v 7 Keyword Definition | keywordDefinition. code@codel&MEMDIEIX, keywordDefinition. code@codeSyste NG JP—eCTD4-316
mEMEEDOIDN R a2 — R 2 MIFET DA a— NMETH D Z &,

484 a— NMERHTF = v 7 Category Event componentOf2. categoryEvent. code@codeEPEDfEIX. componentOf2. categoryEv NG JP-eCTD4-345
ent. code@codeSystemBMAEDOIDN R 22— R U X MIIFET DA 72— K
ETHd &,

485 a— NMEfiEF = v 7 Category Event component. categoryEvent. code@code&MEDfEIX, component. categoryEvent. co NG JP-eCTD4-356
de@codeSystem/BMHAEDOIDA /R 2 — KU A NMIFET HH /a2 — RETH
HT L,

636 Submission=— FZ %% | Submission submission. code@code BIEMEIZHEE L7z = — RA3, Yi%eCTDO IEARLEH &5 12 NG W3 T = v 7 [IPMDASE H IR IZf T %eC | JP-eCTD4-180

Frv HOR L —BLTnWbZ &, TDNY 7= a  TORFERmE L, A
AIEY — /L CILESEME S U720,
486 applicationReference | Application Referen | 1-2PapplicationReferenceZEZHZIZIB VT, BL T D% reasonCode. item@code/E M NG JP-eCTD4-275

a— NEET = v

ce

DIEN B> TNA T L,
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eCTD v4 #3EY —/v Eff~==27 /L

Fxv7 - - T HF =
» Z S 3 » P/~e T *‘X N
S 1D Fzv P77 SHRER Fxv I NE 7—K45 | #E » A —% 1D
487 CoUHIBRZY4F =~ v 7 | Context of Use PLF W InIZi% 9 % Context of UselZkt LT, statusCode@code@MHAE% Is NG JP-eCTD4-109
([f]—SubmissionUnit) uspended] & L CTHEHLZZWT &,
- [A]—Submission UnitN CTHREH I TV D
- [A]—Submission UnitPN CPriority Number® ¥ #H %17 > T35
- [Al—Submission UnitPN CTE&H#L (replace) I TW5H
- [Al—Submission UnitN CHIER (delete) I TW5
488 studyld_studyTitlet X | Keyword Definition | keywordDefinition. code@code/@M:AE 2 study id_study title] Z/RIa— K NG JP-eCTD4-336
L— A XFTF =y (ich_keyword_type 8) T H¥5fr. displayName@value @ MEAEIZI51T 2 #BRID
CRBRAA NI AT X —RAa T E RS (($) THEINTWD Z &,
489 keyword T = v 7 Keyword 1>?Context of UselZkt LT, [A UFHDKeyword N EEST 5 ST 2 NG JP-eCTD4-141
&
490 codeSystem/BMEZ %Y | Keyword keyword. code@codeSystem@ DX, CVOARN 2NN~V arDa—RY X b & NG JP—eCTD4-137
WF =z #Bl4 501D, b L <IFAApplication TEFE S /zKeyword Definition i)
THHETHDZ L,
491 5 AR A[keywordF = v 7 | Keyword HEEE T — X 7 7 AV E2HBBT HContetxt of Use®DIEA . Context of Use NG JP-eCTD4-140
(HEEBTFT—4) T— FARTCIDRH LIz LT L TFTWFIZ %Y LW Keyword M 5- &
TWRWNWZ &,
- ICH CV® TICH Context of Use| X{iXJP CV® [JP Context of Use] 2k >
THH N D BTV HKeyword
- JP Study Data Category Keyword
- JP Analysis Type Keyword
- JP Terminology(Tabulation) Keyword
- JP Terminology (Analysis) Keyword
492 WZBkeywordT = v 7 Keyword Context of Usezt— R23/RICIDRH LIZx LT, ICH CV® [ICH Context of U NG JP-eCTD4-138
se] MIXJP CV®D []JP Context of Usel (T - THELE X TV BKeywordd
EIhTwnwaszZ L,
(XBL., HIFBEFT—F 77 A )VESHT HContext of Use®DIFEE . ICH Do
cument Type KeywordiZft&5 L72< TH L)
493 VB keywordF = v 7 (F& | Keyword eCTDFERID) 1Z Xk » THEfL X3 B Context of UselZ. JP Study Data Category Ke NG JP-eCTD4-145
A]b) yword 3 H5-ENTWBH Z &,
494 VZBkeywordF = v 7 (H | Keyword HiEE T — 4 7 74/ (="m5/datasets” 7+ VA FTOETOT7 7 A)V) % NG JP-eCTD4-143
FELT ) ZM9 5 Context of UselZ. JP Study Data Category KeywordB TNJP Analysis
Type Keyword M5 SuTWnWHZ &,
495 Study Group Orderf}5-3% | Keyword ICH Study Group Order KeywordZi:f5 XL Ty yBContext of UselZxf L T, st NG JP—eCTD4-142
UT v udy id_study title Keyword M5 X TW\WBHZ &,
496 WZBEkeywordF = v 7 (H | Keyword SDIMT—& &~ R 7 7 A4 )L (="tabulation/sdtm” X% tabulation/sdtm_j"Bd NG JP-eCTD4-148
SEEAT—H) TOETOT7 7 AI)V) &M HContext of Usell, JP Terminology(Tabulati
on) KeywordWft&5 I TWnW3bZ &,
497 WZBEkeywordF = v 7 (A | Keyword ADaMTF—Z > FD 7 7 A )L (="analysis/adam” X% analysis/adam_j ft F D NG JP-eCTD4-149

=1
Tt

BFT—4)

ETCDOT7 7 A4)V) BEd HContext of UselZ, JP Terminology (Analysis) Ke
yword2Mt G- ZNTWBH Z &,
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F vl _ — T H>F =
» X S 3 » P/~e T ___x N
S 1D F=zv279 MRER Fxv I NE 7—K4a | EE » A —% 1D
498 it 5 AR A keywordF = 7 | Keyword Context of Usezt— R34 CIDRH LIicx LT, ICH CV® TICH Context of U NG JP-eCTD4-139
se| MXIXJP CV® TJP Context of Use| 2o T ENRFED STV Keywo
rdMfF G- STV RN &
CRXEL., HFEE 7T —¥ 7 7 A4 V&S M7 HContext of UselIxfF4h L3 5)
499 i+ 5 AR uJkeywordF = v 7 | Keyword eCTDFERc) 1Z Xk » THEfL X3 B Context of UselZ. JP Study Data Category Ke NG JP-eCTD4-146
(F&E%5lc) ywordZM M G- STV RN T b
500 HEHE 7 — & BiEkeywo | Keyword HiEHE T — 4 7 7 A VAL T2 Context of UselZ, LA T DKeywords NG JP-eCTD4-144
rdff G2 4MTF = v 7 fFHEINTWRNWT &,
- JP Study Data Category Keyword
- JP Analysis Type Keyword
- JP Terminology (Tabulation) Keyword
- JP Terminology(Analysis) Keyword
501 0IDZ YT = v 7 Message Header receiver. device. id. item@root/EMEMDMEIZX, ICH IGE7=IXJP IGOHZRh//\— NG JP-eCTD4-049
VarEwiT 50IDTHDH Z b,
502 0IDZY4METF = v 7 Submission Unit submissionUnit. code@codeSystem@& D E X, JP CV® [JP Submission Unit C NG JP-eCTD4-077
ode| I— KU R NDHERN—T a3 Ei#HT50IDTHD Z &,
503 0IDZY4EF = v 7 Context of Use contextOfUse. code@codeSystem/BEMEDfEIL, ICH CV®D [ICH Context of Use] NG JP-eCTD4-100
22— R Y R RMXIEJP Vo [JP Context of Use] =— KU A hDFRhRNN— =
v EHAIT H0IDTH D Z L,
504 OIDZMMEF = v 7 Submission submission. code@codeSystem@&EDE L, JP CV®D [JP Submission] =T— KU & NG JP-eCTD4-182
NOFR I N—T 3 EERBITH0IDTHDH Z L,
505 0IDZY4METF = v 7 Ingredient ingredientSubstance. name. part@codeSystem@ D fEIL. JP CV® [JP Substan NG JP-eCTD4-223
ce Name Type] Z— RU R FOFRRN—T 3 U &FHTH0IDTHDHZ &,
506 OIDZMMEF = v 7 ProductCategory productCategory. code@codeSystem@ M DfEIL, JP CV®D [JP Product Categor NG JP-eCTD4-242
vy 23— RURXRNOENRNA—=T a3 »E#RTH0IDTHDL Z L,
507 0IDZY T = v 7 Application application. code@codeSystem/BIEDfEIL. JP CV®D [JP Application] ==— KV NG JP-eCTD4-258
A NDFENRN—=T 3 U EERBIT H0IDTH D Z &,
508 OIDZ Y MEF = v ¥ Application Referen | reasonCode. item@codeSystem/@P:DfE X, JP CV® TJP Application Reference NG JP-eCTD4-274
ce Reason] =— KU XA hDERN—2 9 &2 T50IDTH B Z &,
509 0IDZYE T = v 7 Keyword Definition | keywordDefinition. code@codeSystem/&M:DfE (L., ICH CV® TICH Keyword Defi NG JP-eCTD4-318
nition Type] =— KU X M XIXJP CVOJP CV®D [JP Keyword Definition Typ
e] A—RURRNOENRNA—=T a3 E#BITH0IDTHDL Z L,
510 0IDZYEMET = v 7 Category Event componentOf2. categoryEvent. code@codeSystem/BIEDfEIZ. JP CVD [JP Categ NG JP-eCTD4-350
ory Even] =— RU X NOF /N~ 3 U &#BITH0IDTHDH 2 &,
511 0IDZYEMET = v 7 Category Event component. categoryEvent. code@codeSystem/BIEDfEIL. JP CVo [JP Initial NG JP-eCTD4-361
Submission Type] Z— KU A FDOEHENRN—T g L Z2iB350IDTH D Z &,
512 priorityNumber % P | Priority Number for | priorityNumber@value@MEfE I, FRO6HTDOIEDIEEE (1~999999) THDH Z &, NG JP—eCTD4-084

Fzv 7

Context of Use
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F vl _ — T H>F =
» X S 3 » P/~e T — x N
S 1D F=zv279 MRER Fxv I NE 7—K4a | EE » A —% 1D
513 priorityNumber ¥ 4 | Priority Number for | priorityNumber@value@ffilil%. Context of UseZ W~z 5/fFAT5HZ L% | Information | 1~99Dfl ZpriorityNumber@value g JP-eCTD4-084
Fxv Context of Use BREL, 1~9X D REWVETHD Z &, EICHRET D Z LIFELI ARV, B
D A 7Y A 7 2B Tlontext of
UseZ WX D /AT DAREMEN H
HOTHIUL. 1008, FofExisET 5 2
ENREFE LU,
514 UUIDR 224 M F = 7 Submission Unit submissionUnit. id@root /@M DfE L. ISO/IEC 11578:19963 L M TU-T Rec X. 6 NG JP-eCTD4-071
67 | ISO/IEC 9834-8:2005D EFEICHEHL L 72X DOUUIDTH D Z &,
515 UUIDA 2 = o Context of Use contextOfUse. id@root /&M DfE L. ISO/IEC 11578:199633 L TN TU-T Rec X. 667 NG JP-eCTD4-092
| ISO/IEC 9834-8:2005D EFICHEML L 7= DUUIDTH S = &,
516 - - (R%) - —
517 - = (R7%&) - -
518 UUIDR 224 M F = Submission submission. id. item@root /@D fE X, ISO/IEC 11578:199635 L OMTU-T Rec X. NG JP-eCTD4-169
667 | ISO/IEC 9834-8:2005D EFICHENL L /- TE N DOUUIDTH D Z &
519 UUIDARL 224 F = » 7 Review review. id@root @D I, ISO/IEC 11578:19963F L TN TU-T Rec X.667 | ISO NG JP-eCTD4-188
/IEC 9834-8:2005D EFIZHEHL L 72T OUUIDTH B Z &,
520 UUIDRI 24 M F = Application application. id. item@root /@D fEIX. ISO/IEC 11578:1996F L N TU-T Rec NG JP-eCTD4-249
X.667 | ISO/IEC 9834-8:2005MD FEFEICUEML L 7= NDUUIDTH S = &,
521 UUIDR 224 M F = 7 Document document. id@root JBPEDfE L. ISO/TEC 11578:1996F5 L. TNITU-T Rec X. 667 | 1 NG JP-eCTD4-279
SO/IEC 9834-8:2005M EZITHERL L 7- XD UUIDTH D Z &,
522 F—REF v Message Header PORP_INOOOOO1UV. receiver. device. id. item@identifierName@ M EAEIX, 1~128 NG JP-eCTD4-051
LT THDHI L,
523 F—HAEFvT Submission Unit submissionUnit. title@value/@MEAEIZ. 1~10003LFTHDH Z &, NG JP-eCTD4-078
524 T—EET v/ Context of Use contextOfUse. code. originalText@value/BMfEIL, 1 ~1283LFTH D Z &, NG JP-eCTD4-103
525 TFT—HEF T ManufacturedProduct | manufacturedProduct. name. part@valueBHE(EIX. 1~2403LFTHH Z &, NG JP-eCTD4-207
526 T—EARFz v Ingredient ingredientSubstance. name. part@valueBMEIX, 1~240LFTHDHZ &, NG JP-eCTD4-218
527 T—EREFzv Applicant applicant. sponsorOrganization. name. part@value/@EfEIL, 1~240CFTH D NG JP-eCTD4-233
L,
528 FT—HEEFrl Application application. id. item@extension@MEMEIX, 1~1000LFTHDH Z &, NG JP-eCTD4-252
529 TFT—HEF T Document document. title@value/BMHAEIX, 1~10003LFTHDH I &, NG JP-eCTD4-284
530 F—REF v Document document. text. description@value@BEfEIZ., 1~1003LFTHHZ &, NG JP-eCTD4-311
531 F—REF v Document document. thumbnail@value/BMEMEIX, 1~10003LFTHD Z &, NG JP-eCTD4-307
532 TFT—HEF T Keyword Definition | value.item@code/BME(EIL. 1~128CFTHHZ &, NG JP-eCTD4-327
533 F—HREF v Keyword Definition | value.item@codeSystem/@MAfi%, 1~256 LFTdH D Z &, NG JP-eCTD4-330
534 FT—HEEFrvl Keyword Definition value. item. displayName@value/BM:fEIZ. 1~1000LFTH D Z &, NG JP-eCTD4-335
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Fxv7 - - T HF =
» Z S 3 » P/~e T *‘X N
S 1D F=zv279 MRER Fxv I NE 7—K4 | EE » A —% 1D
535 A v — T~y X FFHE | Message Header A= Ny XOUTERIZONWTTELNT - T a—V 7 X T TRL, +3 NG JP-eCTD4-039
Frzvs FRME RN L,
PORP_INO000O1UYV. id
PORP_INOOOOO1UV. creationTime
PORP_INO000OO1UV. interactionld
PORP_INO000O1UV. processingCode
PORP_INO000OO1UV. processingModeCode
PORP_INO00001UV. acceptAckCode
536 fifs PR B PR 5 — % S WDocum | Keyword JP Analysis Type Keyword® 5 &,  TERRIKIRGEIL Cl3en7r—4# | ZR3Ke NG JP-eCTD4-147
entF = v 7 yword (jp_non_cp) LIS DKeyword23MTE I TWAIEE., Yi%Context of Use . B
. .. . JP-eCTD4-308
MBI HDocument|Ztext. descriptionBEZENEETH Z &,
537 ARBRCOUEHLZ M METF = » | Related Context of | HFEE 7 —4 7 7 A V&S M T HContext of UseZ EHLT D455, EHLATDC NG JP=eCTD4-119
7 Use ontext of UseNZBRRTHT7 7 A&, EHLLDContext of UseNHT 57 7
A NVDOMIFTD mb/datasets” LAED 7 7 A LRANR—FH L TWAHZ &,
538 HiEE 7T T — X HEETF | Keyword HEEE T — X 2874 HContext of Used . MULHFEE T —X LIS T 5 NG JP-eCTD4-151
EF vy WEFE LSBT DHContext of Usedd, LAT (1) 2) DFMFZNTZLTWND Z &,
(1) study id_study title Keyword®code@codef (Ncode@codeSystem/E 4 fEH
F—ThdrI L
(2) HFEHEFT—X 253 DContext of Used . M dT HHEELBRIAC
ontext of Use® 9 BA7< & H120F,. UTOBHRAAEL SO ClH—T
HHT L&,
Context of Use®code@code s (Ncode@codeSystem/E MHAE
LA FKeyword®code@code Kz (Rcode@codeSystem /& M fiE
— indication
— ICH Study Group Order
539 - - (R - —
540 = - (KR%E) - =
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Fzv7
JL—)L 1D

PRy TR

HREFR

F=y /AR

T 7 —R5

1%

T HF =
JEHHE—& ID

541

XFEF =y 7 (TF A
)

ManufacturedProduct

manufacturedProduct. name. part@value/BMfEIX. TF A NITHL Z L,

[ % 2 ML UCHE T & %505
TN

T e

CEMEE (80, /30 120]_80) ROUCES R A— 2

- JISX0208# D L (g (JISH —/KUE, JISH /KYE) . MK/ LT,
BRAKT. BAOLNR, BANEZ T, BATLE. B AR—2 L)

- BRI (DO~@, 1T ~XD303LFDH)

¥ LR OEMAZ S IXMLOZAISCFTD -0, JFAlTE LTREA LRV &, <
RS THHALZWESIT. e LT Ay —7 2R 0 I L
THELZZ 2,

TR Y R (&) [mAS—T T &amp; ]
XTIV —T—var () [ZRF—T7 LT &quot; ]
C ARES (L0 (O [=RA7 =735t
CAFS (KR O) [mARF—730F ket ]

Warning

JP—-eCTD4-206

542

XFHETF = 7 (TFA L
)

Ingredient

ingredientSubstance. name. part@value/@MHfEIX., TF A MMITHHZ &,

(72 ML LT TE 5305 ]

- SOOI

C AT
ARS8 0, /5170 #0) KO A=A

- JISX0208%GFH D7 (BT (JISHE—/KUE, JISH AKUE) | IR/ NTF,
BRAKT. BAOLNR, BANEZ T, BATLE. B AR—2 L)

- BRI (O~@, 1T ~XD303LFD &)

¥ UTOEALEIIXNMLOZAI ST, JFAIE LTHEA LW &, R
DEEPHERA L2V IS E L TR —7 e 2 RO VITER L
ThHELZZ 20,

TR R (&) [mAF—T T &amps ]
CHTNT =T —vary (") [mRF—T7 T kquot; ]
C AES (L0 (O [=RA7—=730F ]
CAREFS (KR O) [mRAF—73F &gt ]

Warning

JP-eCTD4-217
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Fzv7
JL—)L 1D

PRy TR

HREFR

F=y /AR

T 7 —R5

1%

T HF =
JEHHE—& ID

543

XFEF =y 7 (TF A
)

Applicant

applicant. sponsorOrganization. name. part@valueBIEfEIX. TF A NUTH 5
NN

[7 %2 ML L THEHTE 2305 FE]

Y NS
T s

ARS8 0, /5120080 KOHEA AN— R

- JISX0208#iPH DI (BLT (JISH —/K¥E, JISH IKHE) | EAIIVNILT,
ERBT. BAOLNR, BANZ T BALE. BAAN—Z )

© BRI (O~@, T ~XD303LFDH)

X LT O¥ARLSIIMOERI Tz, JFHlE LTHEALZN &, R
L/ PHER LIWEEIE sk e LT A =752 Rb 0 I L
THAELIZRU,

TR (&) [ZR—T 3 kamp; ]
BTN x—T—var (1) [ A —T73F  &quot; ]
- REG (K0 ) [mAS—=T7 30T &l ]
CARFES (IR O) [mRF—T730F ket ]

Warning

JP-eCTD4-232

544

(R3&)

545

XFHET =y 7 (TFA b
i)

Document

document. title@value/EPE(EILX, 7 XA MITHBZ &,

(72 L LTHMTE 5305 ]
A TR/ NS
- AT
ARS8 0, /512080 KOHEHAN—2R

- JISX0208#FHD L7 (T (JISH —/KUE, JISH —K¥E) . AT/ T,
BT, BARAOLNR, AKX T, Bfiits. B A=A )

- BRI (O~@, T~X D303 FDH)

3 LU TFOYME S IIXNMLOEH SCFo -0, JFAIE LTHERA LW &, R
DESBPTHEHLZWEAIX. IS E LT A —T X FEZRD VISR L
THELIZRD,

TR Y R (&) [mA—T 3 &amp; ]
CHTNG =T —var (") [ZRF—T7 LT &quot; ]
CARFS (K0 (O [mRAF—730F &t ]
CARFS (KR O) [mAF—730F : &gt ]

Warning

JP—eCTD4-283
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HREFR

Fx v I NE

T 7 —R5

1%

T HF =
JEHHE—& ID

546

XFEF =y 7 (TF A
)

Document

document. text. description@value/@Mflix. TF A MEITHDHZ L,

[7 %2 ML LTHATE 2 305FE]

A RN

C AT

AT (80, /51200 _#0) ROV AAL— R

- JISX0208#H D7 (BT (JISHE—/KHE, JISE —IK#E) | A5 K/,
T, BAOLNR, BADEZIF, BfATE, B AN—R L)

- BRI CTE (O~@, [ ~XD30LFDH)

¥ UTOEMALEIIXNMLOZHI ST, JFATE LTHEA LW &, R
DEEPHERALZWEAIE. IS E L TR —F L E2 RV ICHER L
THELZZ 20,

TP R &) [T AT =TS &amp; ]
CHTNT =T —var () [ZRF—T7 LT kquot; ]
CAREFS (K0 (O [mRF—=7 30 &t ]
CAEFS (KR O) [mRF—730F ket ]

Warning

JP-eCTD4-310

547

(R%)

548

XFHETF =7 (TFA L
)

Keyword Definition

value. item@code/EM:fEIX., TF A MUITHAHZ &,

(72 ML LT TE 5305 ]
A RN
- PR
SRR (800, /50120 _80) RO AN—

- JISX0208#iPH DL (BT (JISH —/K¥E, JISH IKHE) | &M IIVNILT,
EHBT. BAODLNR, BANL T BALE. BAAN—Z, F)

- BRI (O~@, T ~XD303LFDH)

¥ LT O A BTN, JFAlE LTHERA LN &, R
DS THHALEWEAIE. e LT Ay —7 05 2R 0 I L
THELZZ 720,

S TR R (&) [mAS—TCF : &amps ]

BTN x—T—var (1) [ A —T73F  &quot; ]
- REG (K ) [mAF—=T7 30T &l ]
CAREE (IR O) [mRF—T730F ¢ ket ]

Warning

JP-eCTD4-326
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[%FECoUDUUID] 237733 contextOfUseELEDHEI FIZ, relatedCon
textOfUseEFE 232 0LL BRI TV 5,

F720%. (X CoUDUUID] 2379 Context of UsePDrelatedContex
t0fUse. id@root B MH:AE & [F CUUIDAS, 4:%Submission Unit®dfthCo
ntext of Use®DrelatedContextOfUse. id@root/BIHIZHEE I T
W5,

[ X2 CoUMDUUID] 23779 contextOfUseZEZE DEL FIZ, relate
dContextOfUse R 232 0LL EfRE SN TV D 5E1E, BT Or
elatedContextOfUseBEZEN12721F1272 5 X 9 replacementOf
BEREEXNMLA v =T 6HIBRT 5,

FEUUSN DA, relatedContextOfUse. id@root & MHAE D
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Fzv7 #Z - BHEONENET TN, eViewWEBZOR FTOESE - B Y b, BHxROMEE2 A FE
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15,

reviewfE &2 4 M
Fxv 7

WEDIH THIFR S NUzReviewS A v =V HICHFELET. AR
eview®UUID : <UUID]

[ X[ ZReviewdDUUID] 23779 ReviewlE, H4i%Submission Unitd ¥
HiiDSubmission Unit CREICHIFR I LTV 5,
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(%% Document DUUID] A3/R9 Documentif, H4i%Application Tl

ftiApplication CHEH S #L7=Document Dtitle@value @M EAE %
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». updateMode Z$HETHMENH Y 9, [XfS%DocumentDUUID : < | B TUWD A, title@updateMode@MEDFRAL S LTV, eMode @ Mt #2095,
vUIn>]
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[FSubmission Unit CHEH L7~ ftiDocument D id@root & MAEIZFR
EINTND,

[%f%Document DUUID] & [Fl— DAEAFEE AL TV 5 id@root
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F9, [XFKeyword Definition®item@code/@codeSystem : <code/®
PENE>/ <codeSystem/E 1L ME>]

(% %Keyword Definition®item@code/@codeSystem] 73,59 Keyw
ord DefinitioniZdisplayName@updateMode /@ MEN LI LTV D
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ission Unit Tl DDocument & L THEH L. D HEHDocume
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‘ﬁ_o

A =TI I N EMEOMEA . 1DFjDSubnission UnitT
et UEEME & BT D,
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A CoUMFIET = &
7 (F5EeCTD)

WEDOHRFET A 74 70 Gl HE S © <) Tl E ZITHIBR S
NTZCoUM A v =T HIZHFEEL T, [KERCoUDUUID : <UUIDY]
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Use®documentReference. id@root/BMHEICFRTET 5,

H U< T, YiZContext of Use & [d]l UDocumentZ# &4 25 (d
ocumentReference. id@root BB NG — T H) fidContext
of UseZ ., *Yi%Submission UnitiZ THIK (statusCode@code
JBMEIZ Tsuspended) ZfE7E L THEH) 35,

F v 7 Y AHE
Fxv I (F=v7
FLT77AN)

SHA256. txtIZHEE SN TWA T = v 7 ADfH L . submissionUnit. x
ml DSHA256IZ LB F = v 7V AMEN—FH L TV EE A,

SHA256. txt D 7 7 A JLPNIZ G dk S AU 7= A3,

MR O submissio

nUnit. xml OSHA256IZ LB F = v 7 AEE —E L TV,

SHA256. txt D 7 7 A JLNIZ ., SHA256 7 /L= U X AIZHEVVE H
L 7=submissionUnit. xml®F = v 7 Y AMEZFTLE T 5.

F v 7 Y ALE
F = v 7 (Document)

BiZ%Document Mdocument. text. integrityCheckZEZ DEIL. *Y47%Docu
mentNBRT D7 7 A N (T 7 A NI DF = 7P ML —F L
FH A, FEDocument ®UUID : <UUID)]

(X% Document DUUID] A3/5k 9 Document P integrityCheckZEsE D
EAS, Y4i%Document NBIRT 5 7 7 A L DSHA256IZ LB F = v 7

P AMEE —E L TR,

[%f%Document MUUID] 237~k 9 DocumentDintegrityCheck 3
FOfE %, SHA256 7 /L= U R LIZHEVFH L 7= Y i%Document
NERTLT77ANDF = v 7 P MMEIEET S,

1.5.0 filt

83/90




eCTD v4 ¥azEYy —v #Eff~=o27 /1

9 BEXESLUVIAVTUY

SRR 29 457 F 5 FTSRASSETE 0705 45 1 BISLA 5 Bh8 [E 3K - AT A ) P2 36 i e A PR S
TEN

MEfbaEy - 77 =N RHa A (eCTD ) 2K DKFRHF 2OV TY

B2 2 A 19 AT SRAIEETE 0219 5 1 SR B BRI - AR A R 2 8 i o A AR PR
Fadm

MEFaEy T 7=H FF¥arr b (eCID) 12L& BERAFHICONT] OHKIEIZON
T4

B4 2 A 18 HAT TSI 0218 5 4 SR @E B3 « AIEfA R RN FEE AR
K@

MEFbaty T 7=H)L RE¥xa A (eCTD) T X HHEBEZFFEIZHOWT] DOKIEIZDOWN
]

ICH eCTD v4.0 324y r—

<https://www. ich. org/page/electronic-standards—estri >

eCTD v4 [ENEE Ny r—
<https://www. pmda. go. jp/int—activities/int—harmony/ich/0092. html >

10 O 5 4%

10.1

HE

KY =TI, FRi2fEOor 72 LET,
ENENOFERIZOW T TR LET,

10. 2

EEnos

=T O BRI L TR D shd e 7T,

# 7.2-1 Bi#o s

0 DOFHE | A4 2 A b=V YeCTDRREE Y — L v4¥log¥ectdv4_yyyymmdd. log (yyyymmdd : 4L

HLHAF)

H 1 <yyyy/MM/dd hhimm:ss. fff>, [KA L v REES], <o H—4>, [ Xy NEHF S

0T 4], <8 7 Loy K — W4, <eCTDEZ AT E 5>, GLBRFERID>, <X v & —
AT

74l

2021-01-27 09:36:40. 120, [1], eCTDv4. Tool. App, [ (null)], INFO, usel, (nul
1), [EE#ENMLER], start

1.5.0 ik

84/90


https://www.ich.org/page/electronic-standards-estri
https://www.pmda.go.jp/int-activities/int-harmony/ich/0092.html

eCTD v4 ¥azEYy —v #Eff~=o27 /1

10.3 TS5—RAY
=T —RRAELERICHA ShD R 7T,

*x17.3-1 =5—uJ/

a7 OFHE | A A b —/LGATYeCTDIRGE Y — /L va¥log¥ectdv4_err_yyyymmdd. log (yyyymmd
d: ALERH )

H = <yyyy/MM/dd hh:mm:ss. fff>, [<A L > REF], <aH—4>, [KA X2 MNEA S
T XT 4 >],<a F LoULd K a—HID>, <X v '—I>EFT>

Hi 77451 2021-01-26 12:59:30. 374, [8], eCTDv4. Tool. MainWindow, [ (null)], ERROR, use
1, (null), ECEVLER], , 5 — &% nvarchar % numeric |[C&HATH|CT T —23 5
ALE LR,

1.5.0 it 85/90



eCTD v4 ¥azEYy —v #Eff~=o27 /1

11 AESR

ARETHMAToMFEZUTIORLET,

# 8-1 H7E

ARETOETR LHE I ER

CTD Common Technical Document® &, E%uufﬁﬁ%ﬂuﬂﬁﬂlﬁ%xuﬁz (1
CH) T& éﬁi,ﬁc%m@gLXimﬂ@%ﬁ B L
VC%D‘L nFJ Eu {}%{ﬂ‘#’\%%*’l’@%ﬁ

cv Controlled Vocabulary (> hua—/L K« R¥¥T7T70) @
798

eCTD Electronic Common Technical Document®l, CTD % HiFh
I HFEEL R ~EFIINCIRET 5 Z & 2 A6 & 7 % Hifrft:
ko

eCTD v4.0 eCTD v3.2. 2004k N— 3 o)

eCTD v4.0 XMLRA v E&— submissionunit. xml® Z &,

XMLA v E—

eCTDZ A 75 HiEeCIDT — X 2R ET H2fMEZO L, FA4T7H A 7L
%8 U CHEeCTDT —# LFIZ1of 5 s v b,

01D Object Identifier®dhg, 47 =7 & —FEITiki4 2 Hk
L7, BEErz Jbéf[’oﬂtﬁﬁﬁ F'%”:? ET 5,

UUID Universally Unique Identifier®W%, 8-4-4-4-12E XD X5
F B2HTDOWEE T L A>DNA 7 G TeT F A M) TRtk
L7- 168D 7 % A K¢, 1SO/IEC 11578:199635 L UM TU-T R
ec X.667 | ISO/IEC 9834-8:2005(Z L » CIERICEFINT
WA,

T FAN T A—T Context of UseZ— K & Keywordz— ROMAEMNFE L TH
5Context of Use?>BH &R X415 Document i,

MiEETT — 4 b ST AR RRBR AR K OV RE 3 2 S0

T — %

FAT7HA T & % eCTDAFFHEF 1T LT, FIENZHRH S 72eCTDT — & <2,
ZORITHETIR & L THH SN 72eCTDT — ¥ ORI L NZE D
UETIZ L DT — 2 OEEDZ L,

1.5.0 it 86/90



eCTD v4 ¥azEYy —v #Eff~=o27 /1

12 &€k

MSATEOEN  BEIR G R AR OGS
eCTD v4 FR3EY —/L  RIaaiy

E-mail: ectd@pmda. go. jp

1.5.0 Jii 87/90



eCTD v4 ¥azEYy —v #Eff~=o27 /1

13 ETIREE

B AT

iR

1ERE

1ERIE

2022/2/25

1.0

PMDA

ki

2022/5/17

1.1

PMDA

-+ eCTD v4RRREY —/V Ver. 1. LIZBITH T AT AW

Bz, LT 2 ELE,
- Y VEEOEEE Ver. 1.1 D HDITFE L

S

A

- PFAERF v ZIZTCTIA—L T 4—)L %
F v 7 ONEIE LT Z LTV, BLF A
O7F—I7 4 —)v RIZBET 250k % HIl bR

# 5-1 IPDFERTF = v 7 | O
7T.2WHDOF = v 7 /L—/L 1D : 561
8 % [PDF {ERF = v 7 |

- relatedCoU ZFRZMUMET = v 7 OREAEIE

BV, 8T TrelatedCoU MR Y METF = v
71 DA = NRELZEE

-+ 2.3THDeCTD v4.0 ENF = v Z7IHHA —E% [eCT
Dv4d.0 @ANTF =y 7IHH—& v1.4.0. 1) IZHE
o

- IR F =g U — VEH ] OitHE [RE
T—HDOFEH | ATEE L., TIITLENE. STHD
P& 8 W,

C B3 1EOA Y v — R—DOURLAETE,

< T.2IEIZHOWT, LA AETE,

- FxzvZL—1ID:9, 112, 129, 130, 131,
513, 564, 595, 614 |Zfif#& A B0

- Fzu = ID:614D [KETHF =
JIEHE—% ID] 2 JP-eCTD4-302 % 5B

2022/12/05

1.2

PMDA

- eCTD vAMEEEY — L Ver. 1. 21I2BIT B 2T A
BV, BUFA2EIE,

- Y= )VE[HEOHEE Ver. 1.2 DHDITHE LA

S

A

- IPDFERF=v 7] OXvb—VEERE
KOZA LT U RDRA Yy =T %B

- T ANBREZYMETF = v AT

- I/ —M Information DA TH D
e, B0 F— g bR %E TOK
(Information & V)| IZAH

- ING V] 235 [Confirmation| ~3LE D
o

1.5.0 ik

88/90




eCTD v4 ¥azEYy —v #Eff~=o27 /1

B AT

iR

TERE

TERAE

- (R F =g b—| o [RET—
H)] ~UEDER

- TA 7Y A I NVFRNZEE T SRRk O HIBR

- I R—=VLHX—OFEL HIML XD L HR— K
WZH

- (MDD EZMNBEET7+NEE T I & Fay
A ATRRICAE

- 2. 610 EhYEMERD £ 2-1 HELEEH/EERBE ¥ DPDF

HERTF = v ZHEBEEMEIC Y 7 A7 U 7o a VRO
Adobe Acrobat LS A BN,

2023/3/15

1.3

PMDA

- eCTD vARREEY —IL Ver. 1. 3I2BIT A 2T Lk

BITHEW, LU ZELE,

- 8% [T ANBBEYUMF v DAY
-V NEBEEIEE

© 2. 3HIZHOWTC, BLTF&EBRAEOMELE,

- BS54 2 A 6 AfHTdaEmEn
ZiBRd

- eCTD v4.0 ENTF = v VIEH—%% [eCTD
v4.0 ENF = v Z7IHHB—% v1.5.0.0] IZH
#r
< 7.2IHIZHOWT, LR AR,

- Fx v Z/—/1D: 541, 542, 543, 545,
546, 548, 549, 550, 551 @ [F = v 7K
] XML = R 7 — 7R Atk A8
it

- FxzyZA—1D:6l4D EE] 2EFEK
N e 5F =y 7EHE—% ID] D JP-
eCTD4-299 7% HiIB4:

(2R84 % R

2023/4/26

1.3.1

PMDA

2.3HDeCTD v4.0 ENF = v 7IHH &% leCT
Dv40lm%m/7%5 & v1.5.0.x] 2
o

CT2EOF = 7 —VID 6D [fE ] IT7 41
A REREEIZ BT D A B

2024/5/9

1.4.0

PMDA

C T2HEDTF = v 7 — V1D : 638% FHLEAN

2024/10/30

1.4.1

PMDA

- 2.61H EhYEMERE £ 2-1 HELEEHEERBE —E DOSIT
Windows 11Z B0

[PDF{EIRF = v 7 | DX A LT v MEZ 300D
5600FDIZZEH,

2025/3/26

1.5.0

PMDA

- eCTD vARRFEY —/b Ver. 1. 5. 0IC
BT, I 2B,

BIFBH AT A

1.5.0 ik

89/90




eCTD v4 ¥azEYy —v #Eff~=o27 /1

B AT

iR

TERE

1ERINE

- T.2THDTF = v 7 L—,L 1D : 436, 475~485
D 1F =y 7 NE] ICHER a2 — REICET
% el & B i

- 8% [ao—FNE&HHAT =7 ] OAvE—T
R ZEIE

< 2. 3HIZHOWTC, BLTF&EBREOMELE,

- M7 3H 10 AT SaE@EEC B3 5 il
ZiBRd

- eCTD v4.0 ENF = Z7IHE &% [eCTD
va.0 NF v Z7IHHE—& v1.6.0.x] IZH
#r

1.5.0 ik

90/90




	1 はじめに
	1.1 本書の表記
	1.2 注意制限事項の表記

	2 概要
	2.1 本ツールの利用目的
	2.2 本ツールで対象となるユーザ
	2.3 検証対象
	2.4 検証項目
	2.5 機能概要
	2.6 動作環境
	2.7 免責事項等

	3 ダウンロード／インストール方法
	3.1 ダウンロード方法
	3.2 インストール方法
	（１） zipファイルの解凍
	（２） ショートカットの作成

	3.3 アンインストール方法
	（１） インストールフォルダの削除
	（２） ショートカットの削除

	3.4 ツールのバージョンアップ方法
	（１） 古いバージョンのツールを削除
	（２） 新しいバージョンのツールを入手
	（３） 新しいバージョンのツールをインストール


	4 フォルダ構成および画面説明
	4.1 本ツールのフォルダ構成
	4.2 画面共通機能の説明
	4.3 エラーダイアログ

	5 操作方法
	5.1 起動方法と終了方法
	5.1.1 起動方法
	5.1.2 終了方法

	5.2 eCTD v4データの検証
	5.2.1 eCTDデータの準備
	5.2.2 検証ツールによるeCTD v4バリデーションの実行
	5.2.3 検証結果の確認

	5.3 設定データ（CV情報等）の更新
	5.3.1 設定データ更新パッケージのダウンロード
	5.3.2 設定データ更新の実施

	5.4 中止

	6 検証結果レポート
	6.1 検証結果レポートフォルダの構成
	6.2 検証結果レポート（HTML形式）
	6.2.1 検証結果レポート（HTML形式）の開き方
	6.2.2 検証結果レポート（HTML形式）の書式説明
	（１） バリデーション結果（概要）ページ
	（２） バリデーション結果(詳細)ページ


	6.3 検証結果レポート（CSV形式）
	6.3.1 検証結果レポート（CSV形式）の開き方
	6.3.2 検証結果レポート（CSV形式）の書式説明


	7 eCTD v4バリデーションのチェック項目
	7.1 eCTD v4バリデーションにおけるエラー区分
	7.2 eCTD v4バリデーションのチェック項目

	8 検証結果レポートのメッセージ一覧表
	9 関連文書およびコンテンツ
	10 ログ仕様
	10.1 概要
	10.2 稼働ログ
	10.3 エラーログ

	11 用語集
	12 問合せ先
	13 改訂履歴

