eCTD v4 Wity —/v  EfE~==T

S
eClD v4 pEZFEY —/L
BE~v==2T /1

N— g v : 1.3
YERKAEH H : 202242 H 25 A
HHHEA A : 202343 H 15 H

WNTATBGEN E3E A SRR AR S H5As

1.3 hit 1/87



eCTD v4 Wity —/v  EfE~==T

ER/S
| 7= G D Y PP 4
Lol R DB o 4
L2 TR D 2R E .ottt e 4
2 BB e e 5
2.1 AR L DR B 5
2.2 R ORI R D 5
D T 11255 - 5
R 112 £ = 6
2.5 BB L 6
2.6 B BT L 6
A = P 7
3 F U= R/ U R R Il 8
3.l T Rl 8
3.2 A U AR N I T 8
3.3 T A U A N T 9
3.4 DN 3 T T i 9
4 T A VAR L OB ..o 11
4.1 AR = b D 7 IV R 11
4.2 BB OB 12
T R A (7 = 7 P 13
B BRI o ot 14
5.1 BT A T T 14
. Ll BT T 14
Y T O O 5 16
5.2 eCTD vA T = F DRRRIE .« oottt 17
5.2.1  eCTD T =& DI i L 17
5.2.2  MRFEY — T XD eCTD vA N Y T =3 gV OF T o 18

1.3 hit 2/87



eCTD v4 Wity —/v  EfE~==T

B. 2.3  RREERE T DR 20
5.3  BRET A OV IR D e e e e e e e 22
5.3.1 BRET—H B N DT T R 22
5.3.2  BRIET—HF DI . 23
YRS = = | 28
(R 1 = D Nt N 29
6.1 MR LR — N 7 L DR . o 29
6.2 ARSI — b (HIML ) 30
6.2.1 MFEREFRLAR—F HIMLIER) OB & T 30
6.2.2 MEEREERLEA—F ML) OFXGA ... o 30
6.3 AT LR — b (CSV I 33
6.3.1 MAFFEE LR — R (CSVIER) OB X T 33
6.3.2 MFEREFELAR—F (CSVIER) OERGI 34

1\ IR 2 AN B At Ao N L i - = 36
7.1 eCTD vA N T g BT D T A o e et e 36
7.2 eCTD vA N Y T =30 DT = T oo e e e e e e e e e e 37
8 R L AR — RO A U B — B 70
0 BB E B LU T U T U ot 82
10 L0 S U 82
10. 1 T 82
10. 2 BRI 2 82
10. 3 Rl = A 83
1l I BBEE . o 84
12 BB ettt 85
18 BRI B . . oottt 86

1.3 hit 3/87



eCTD v4 Wity —/v  EfE~==T

1 [XL®HIC

ARFEX, MNATEOEN EIRGEREESR A (LU, PMDA) 2ME(E3 25 TeCTD v4 MREY — /v
DO E~ =2 T VT,

1.1 FEORE

ARETIE, KAV 7 R EE2RETIHAIE. LTOX KR LET,
[R& 4]
<V r4>
(TEHA4 )
TR
(BERFGELITEDOZ A FLV)
“FL”

O, @ --- HAFS (B LA 7 7 »Tik)

1.2 FEEFIRFRORE
CERCEEHIR L T B AT, U TFOBA T FAEEVRILET,

H = @EII IO EeEE )
o= 7 UT 4 VIRETIT AV DS o — Y S 4 I

= VAT AOZEERT —F OEEMICKEE G257 )T 4 AV HIEA

St

1.3 hit 4/87



eCTD v4 Wity —/v  EfE~==T

2 TIEARY — VT T X DHEREOECALF DN AT L £ 97,

2.1 ARY—ILOFIRBEM

$/~wi PMDA IZH#2HH 95 eCTD & —# Ml 2 TER STV b Z L 2R T 5 Y — /LT
FEE DMERL L7z eCTD 7 — & % PMDA ~DOFEHANINAEDOZ Y M 2R T HZ LA HIE LT
wi#

AR — L& T, PMDA 28 eCTD 7 — ¥ OINE DY MMERIZEE 32 0— L & [REE D /L— 2 5
S, HEIIZHO LN CONBR LR TE £9,

PMDA DV — RN L T2 CRERR CEX A2 FHE L H D T T O T, A — /L TREN 2 WA TH -
TH, PMDAIZ eCTD ZHEHBICHENERMSINLZZ LV 252 2H60 0D, ZTELSES
U,

[BEE] AV — T L ARREERE RN OK & 72572 eCTD IZEILTH. PMDA D>HETFEZEFH X
NABEERHVETOTITERLIEE N,

2.2 EBY—)ILTHRELDZI1L—Y

AR — i, R E R O KR WBE UAGEHGE IR 2 &EE LT eCTD v4 BT
HaTELTWDHE %%ﬁ%ﬁ%&bfwiﬁ

2.3 WREIXZ
AR — i, LT O E - 13S0 EOHBRICHE SO TERR S eCTD F— & Zxf%R L L CTHRar%
1TWET,

gk 29 4 7 H 5 B A SEASESERE 0705 25 1 S /2 AT BA 3K - AR AR JR I 38 S g A A
AR R AN
[Er{baxtr - T 7=h+ KX Xk (eCTD ) IZLDEEEF 12OV TY

A 242 A 19 AT EEA A 0219 5 1 BE A EE EIK - A iEE R EE L Ra s

PRER R i@ A

ME{LaEy T 7=H F¥xa A2 b (eCD) I X AERHFHEIZHOWNT] OWIEID

DT

B4 2 A 18 HAHT FASESRI 0218 5 4 FIEA A EIK « TR R IR EAE
PRER R amEn

MEF bty T 7=k RK¥xa XAk (eCTD) 1T X AAGREFEICOWT) OUWIEIZ

DT

SRS54E2 A 6 AfHTEAIRESE 0206 5§ 1 SIEASEIE EE - AiEfAd RERGLFEEY
PR R @ EN

MEFbaEL T 7 =HL s FFR2 A b (eCTD) 12 X HAEKBHFEIZHOWT] OWIEID

DUNT

1.3 hit 5/87



eCTD v4 Wity —/v  EfE~==T

eCTD v4.0 ENF = v Z7HEHHEH—% v1.5.0.0

2.4 REIRE

A — i, (7.2 eCTD vA RUF—2 g OF = v Z7IHB) ICHSXRIAEEITOET,

(AR, TeCTD F=w 27 A M|

2.5 HRREMREE

2.6

AR — 3, (2.4 BEFHEB) ICE#E SN eCTD F= v 7 U XA MIRESNT-HEDY B, V—L b

ELET)

L CHEFATRERE B I OW THREF 2TV E T,

BRERE R L OTF = v ZHAIGERK L TWD EBEXLNLHAIZOWT, LR— M7 7 A L& AL

i—a—o

. A — TR T — 2N eCTD OHARICE SN THER SN TWD = ER0ME 2 7 7 A L3
MENTWDEZ LEZHERTHHEOTHY, HEERIONFEICE L TRIEZITHI) O TIEH Y T8

Ao

BERIA

AR = VORI EREE 2 LTI R LET,

#* 2-1 HEREHEREE

No. ¥R

V7 hUu=T

1 0S

Microsoft Windows 10 (HAKEERR)

2 Web7 7 74

Microsoft Edge

3 > — LV {E

Microsoft .NET Framework Version 4.7.2

4 PDFEIRF = » 7 BEREEE

Adobe Acrobat Standard 2017 (HAREEAR)

Adobe Acrobat Pro (Continuous) (H ASEEfR)
(N— 3 2 2022.003.20263 | 64> FT)

5 TXARNTT 4 X

A EWR

1.3 filk

[EE] LT3 PMDA IZ TEIERFEZ (T o 72 BRE TY, #HBRRELS COBEIC OV TIE,

FIAZEIZBWTRIEZITo T E A,

[Z&]) Adobe Acrobat (Continuous) iZ oW Tix, V7T RX7 UV Fv g VHOKME, 1%k
DHHPBEN—T g VEBWHRIET - LIXEMTH B = L2 THMLIEE N,

6/87




eCTD v4 Wity —/v  EfE~==T

2.1

1.3 filk

RESEFE
A — i, 21@@9% 22 HOMBENMERTH2HDTHY . NSO ELE MO
BT A8A4121%. PMDA 1T, A — L2 oW TOFH ., fIWE bt ZDf—y 0Bz
TG CER AL

R =, BIT7 7 A VEREKE L TCWET, THERHICRD AV Ea—FEDV AT LIE
B RIEZ VKD ICHRE - IR SN TWETH, =7V b ES X T a— KT 5
TIRMT 2720, FEFICILHPEEICLIUIAZRERIZFER LENETA, KA
VT A IVAKRDT=D, Ny v alb i CRRLETOT, THARNC MR ZEN, £
2. FIABESE CUA N ARRSEZ#H L ETIHEALIE S,

PMDA [IARY — 2o & —HIOBMERFEZ TV EE A, RY— NV EOR~Y =2 TV EFHT S,
FRITHEHTE /2N &I L0, FIAFEEZITE ="FICRET LT XTOEEN - MEREK
%ﬁ%(@%ﬂﬁ FEOFMICLD2HBE, T—FWRREEER, ZHURESNERA)
[ZOWT, PMDA 1Z—UIOEEZAWVDIRETO T, AEEFEICEED ETIHHALLZEW,

AR =L, 2.1 EHOBEWT 2. 2 HOMBEEDMMEHT 5 Z &2 By L L THEEEC PMDA 234
HHEDTH>T, WINRHEETH->Th, PDA DEHIC L AHERTOF A2 WL, HE, M
i, For, B R, . VN—R oo =T Y oS CIREEMOERR. EEH S W
WIS %5 2 L 2250 £ FIEMEOm Lo 7= O A& OB 3 L E SET 8,
K —)VINFLTT7 7 AV THDHTH, PIDA DFFEDOY A Ehrb X ra—RL, FHEE LN
ERE, EEMEZHR L ETIRALZEW),

BB, A =N OUEMOAR~Y =27 VORHEABRICONWTETEECERSNDIHZENH D £,

7/87



eCTD v4 Wity —/v  EfE~==T

3 Aova—F /AR M=IEE

RKY—nDF 7 a—RBLOAS VA M=V FEZ I TFIORLET,

3.1 HHrn—FhA&k
PMDA DLLFHA b 75 eCTDv4 MiEEY —/b (zip 77 A V) XD m—RLET,
eCTD v4 KiEEY —/L X oo o— RN—
<https://www. pmda. go. jp/int-activities/int-harmony/ich/0109. html >

[EE] eCTDv4 BRFEY —/V (zip 77 ANV) #F T r— RTERVGEEIZ, BfEOVR
7 AEFHEEICBHVEDET &,

3.2 AR I—IVAE

(1) zip 77 A4 ILDEE

eCTDV4 #BREY — /LD zip 7 7 A NV EAEEDOBATIZARH L E 5,

(AR, T4 A =30 & LETL)

RKYI— VDA A P—LFNEE LTIFLAEE 720 F9, MBS U TLABRO FNEZ i L
TLIE&EW,

[BE] BHEERIZVEE., FTINTHDE 7 VFICERB LT ZEV,

[BEE)] VERNA—T 3 O Microsoft .NET Framework 234 A h—/L &R TV
A AV ABREEILER AL, TOMBERY 7 My 2T NN—Ta VEONRFIX
(2.6 BIMERER) & THERTZEW,

(2) a—+rhy FOERK
MBS U T, AY—Lofd#hs a— Moy FEER LTS EE 0,

(A > A N — LIEFT¥eCTDVA fREE Y — /L ¥eCTDv4. Tool. exe] #AZ VU wr ., [Lra—k
By FOER(s) | IR L, B L= a— by haa—FF A7 oy FEICBH L
TLIEEN,

1.3 hit 8/87


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

eCTD v4 #iF>y—/v ¥Hfe~==7/1

| [ [ = | eCTDwsiEEy-IL - o X
I (7]
AL eCTDvZREY-)) v O | CTDWAIY-IlOEE P
28 - v E¥EE & $4%
i Hyi TR
data 002/07/1510:06 T4l TANA-
@ rc lag 2022/07/15 TPAN TS
@ Fyhg-2 manual 2022/ Trdll FANA-
b report TrAll I3~
Rescurce TrAll FANA-
setting Trdle FANA-
%64 | JrAll IANA-
86 2 /15 10:06 7740 FANA-
(2 eCTDvA.Tool.exe 2022/06/17 7:55 FIUr-y3y 4,601 KB

9EnES =

3-1 f VA=V T FILE

3.3 PUAVRM=ILE*k
(1) AR M=ILTFILEDHIK

(3.2 £ A N—IVHIE) OA A N—ABENRE L7 7 4+ V2 52HIR LT E X0,

(2) 3a—btAhy FOHIRR
(3.2 A A=)V HIE) TERLEZYa—Fhy FERHIBRL TS ZEE N,

3.4 YW—=ILOIN—2a3 Ty ThHE
(1) HLWAN—2 3 o0y —ILEHIRR
(3.3 7oA A M—/LFE) OFIEIZHKED, BARA—=Ta DY —1VET A AR—L LT

STFPEW, BEICERMLIEANVF—2 3 LR— F2ELTBE-0EAIE. report 7 4 /L4
PAEBEDOLFTII NNy 77 v 7L TLIEEN,

(2) FHLOWN—2300Y—ILEAF
8.1 ¥ rma— KEHE) ERERC, BHRO eCTDv4 MRGEY — V& X 7 va— RKLET,

1.3 hit 9/87



eCTD v4 Wity —/v  EfE~==T

(3) HFLWONA=—2300Y—ILEA VAR =)L
(3.2 A4 A M=V HIE) ICFEHEHOFNEICHEN, FEY —LEA A =L LT EEN,

1.3 hit 10/87



eCTD v4 Wity —/v  EfE~==T

4 DAINFEAES &L UVEESA

41 BY—ILDIH+ILEHER

LITFIZ, RY— IOk ER LET,

A A b —)VIFT
L YeCTDv4 ¥iEEY —/L_vx_x

F eCTDv4. Tool. exe

F ¥setting

| b Wik E . xml

| - o 7 LUk sl

F ¥report

| - ¥eCTD ZATE 5

| L ¥yyyyMMddHHmmss
b oy R

b eCTD 52354 tH e
T

Sl

gm

g

_ Csv
b eCTD 52354 e
b eCTD 52438542 ik

S

iy

]

G
&

L ¥detail
F eCTD A& 5 _#RHERE = _1.

|

|

|

|

|

| html
| F eCTD S22 Hiidif 3 5-_2.
|

|

|

|

|

html
b eCTD 5243 5 _#2HHi#HiE 5 3. himl
F eCTD S22 54 H#ie & 5_4. html
I eCTD 32 &5 _#2 & 5 5. html
F eCTD 32 A& 2% 5 _6. html
L eCTD 2435 _#2 i & 5 _7. html

F ¥log
| F ectdv4_yyyyMMdd. log

| L ectdv4_err_yyyyMMdd. log
F Ydata

| L eCTDv4tool. db

F ¥manual

| L eCTDv4tool_manual. pdf
F ¥x64

I ¥x86

L YResource

#FHH_rules. csv

&5 _index. html

XX — I R_R—=T 5 U AD
KY—VFELTT 7 AV
K —)VRET HIVH

THRRE>Y — /v A A ] i OB FERFE R 7 7 A v

B S H LV DBRET 7 AL

BEERE R LR — b7 4 &
RFEX 520> eCTD 257 4 L &
FRAEBR AR AR 7 o+ L&

TRAEX G DR E e & B 7 o+ L &
NYF =3 UER(CSV)

WY F— g L —)L(CSV)

NYF— 3 UGS )

NYF—a URERGEM) 7 1L 2
TR R MEREHET = v 7 (A7)

PR R N ATF =y T

REAIRESE A ot — VISt 5 F = v 7 (HU)

REAIRE S MR T = v 7
REABRE S HERRBHT = v 7
SEAIRES m A A F = v

Biyn s
o5 —uy

T—H 77 AN

BE~=a27 v

FOMMTET 7 A VKT 45
FOMMIET 7 A KN T VA
FOMMEET 7 A WK T L F

(#32)
(Hpl)
(FAT7HA27N)
AR MK ERT =7 (TATHA )

4-1 A — LHERR

1.3 filk

11/87




eCTD v4 #iF>y—/v ¥Hfe~==7/1

4.2

1.3 filk

I E B RE D AR EA

A — )V OB E BB IZ DWW T, BLNICEI LET,

'8 eCTDvat&aFY-Mb X

eCTD vatZar Y=  Ver1.2 - BaFy-NX1>

@
@

GEVa0110

| warsoarELLO AR R LTGE. |
ii;if:‘;“ seromnn | B @ svLER
eCTDEAES ALY
AFIF : Di¥ectdva¥20180101001
eCTDEMAES
%ﬁﬁzu HEER
B (FE) B [2022/07/15 Bl s MMDDR R T AN LTS
BIFE-R ® MREASET O EFEHDH
PDEERFTVY © =853 O =8LEL
HIEE

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

® mUs

4-2 [HREEY — IV A A > ] i
Aytw—ST 7T
VAT LOEH, FITBEA vE—VEFRRILET,

e =

ZET—4 Version

BEARAY — VA SN TWAERET — X EH Ny r—V DB ERENET FET —
A DEFIZHONTIE (5.3 RET—4 (CVIFHRE) OFH) 25M),
[BRET—2EHA] K2

N F =2 g L )= LR CVIERR EDORET — X DEFHEITVET GBRET — X DFEHIZ
SONTIE (5.3 BET—Z (CV I5FHE) OFEH) 25MH),

BREY =2 T7IERTR] RE2Y

AKY— VO fE~v=a T (KE) Z#HxET,

BE~=2 T /WX PDF 7 7 A VEKBEDT 7Y TRY — /L L3RR E S hvE§, #HR(E
~=a 7 VEUDERE, POF 7 7 A VFR T 7 UVAICERNC TRHC S THET ) BfETH
TLTLEEEN,

[RACA] K2 Y

AKY =N ZETLET (KY— LK T HIEICONTIL(5. 1.2 & THIE) 25R), B,
(FAC 2] REUNFRENBRVER G H Y £3,

12/87



eCTD v4 #iF>y—/v ¥Hfe~==7/1

4.3

IS—FA4F705

A =TI LIWMA B OBEERFEE LIZSEEIE, =7 —4 (4717 (K 4-3) BEREINE
T, 2T —H A7 a7 (T_FATxxx, T_ERRxxx) 28R SN =A%, [0K] AR Z U FTAY — /L%

KT LETOT (6. 1.1 EEIGE) 6. BEEZPVEL TSN,

FRIEZAT o2 B I bRARDO =T =X A T r I RRRENLDHEIE. B Form—R /(2%
M= TTE) EFER L. T4 A b —/VGETYeCTD MRFEY — /L va| Z AN Z TS TZEW,
ERETHERTE 20ngGaiE, (12 MEEk) FTIEKIZIV, TORR, K4l =7 —R4EF
TOBENEORE L =T —n 72k LT EE, =7 —r ZOHAEIZONTIE (10.3 =
F—nr) aZRLTIIEE0,

eCTD v EE -]

e

i ) [T_FaT001]

4-3 =T A Tuar

[ -

eCTD vafgzar -/ Ver1.2 - BBarY—/X1>

GEV4D110

1.3 filk

4-4 ==K AT v KR

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 #iF>y—/v ¥Hfe~==7/1

5

5.1

5. 1.

BIERZE

EBAEERTHE

1 EEFAE

3.2 £ A F—IVEHENCTRRE LT A > 2 F— LIEF¥eCTD fREE Y — L v4¥eCTDv4. Tool. exe .

Frod, ER LAY = VBB a— Y hEFXTALZ Y o7 LTLEEN,

1.3 filk

| 5 | eCTOv4tEET Y-l - O %
N (7]
1 s eCTDvaEEE Y- v O | CTDvEEIV-)LDEEE 2
EE B8 HAX
a0 FIRA
data 7/15 10:06 TPl TS
& pc log 510:06  T74Nl TS~
B F9h7-7 manual 5 10:06 Il Tl
- report 510:06 g eed
Resource /15 10:06 Trdll 77NA-
setting 2/07/15 10x06 Tl 74 IA-
%64 71510606 FrAll TR
%56 2/07/15 10:06 Frdl T2 )A-
[ eCTDv4.Tool.exe 2022/06/17 7:55 FIUT-yay 4,601 KB
I ENER =
5-1 £ VA —)LT LK
14/87



eCTD v4 Wiy —/v Hfe~==27/1

A — )V NEET S &L TR

1.3 filk

REY— A A D i (X 5-2) BERINET,

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

areconias
2022/07/11 &R
| |
AHH © Di¥ectdv4¥20180101001
|szza v
2022/07/15 B8l =vvvwvmmoDRRTANLTGRL
® HEEAEET O EFHRDH
® EHETD O ELEL
HIEE
© BAT-FTEHHROH 0SS TE. RN EFRETE TOCTDREMLTIZS.
- PDREERFIyI@esEEd L. AP I EE BYUET.
A EL3
GEV40110
5-2 [HRFEY —/V A A > ] i
15/87




eCTD v4 #iF>y—/v ¥Hfe~==7/1

5.1.2 #THZ
BETOBALS]RY & MT, EREBiEA Lo XIEZMT LTSN,

[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] [(FAU3]R% ViR COBERCERINS DY TEd Y A,

ER] (/30 7= a VBT, Rt TRET—5 BHF) 3, BEEMELS 2 LT
TE¥E A,

TR A T (K 5-4) BFERENDDT, [0KIRZ 2 TFLTIESuy,

eCTD vat& Y-l x

| [T_INFO10]
iy aEERLET. LALNTTH.

ool

5-4 M THER S A TR

1.3 hit 16/87



eCTD v4 #iEYy —/V #ff~==o7T /1
5.2 eCTD v4 T—4 DREE

5.2.1 eCTD 7— 42 D #{&
RREERIGRD eCTD T—H T A7 kv T EOEBEDOLGATICHEM L 3,
B REEGESN1T"ORIEDES
eCTD ZAHFE 7 A VAN, R E S 7+ 1% ("17) 2L ET,

EH0 eCTD ZHHES
S (BRI ROIRHERSES)

5-5 eCTD 7 — X D7 4 /L Z R (FEHEHEE 52371 OREED 5 H)

B RBRHEGESN2"LUEBOKRIEDES
eCTD A H 7 ANV ZI, "1 O ROEHERE S £ T, BHOTA 7V A 7V ERITET
I2) BCOITA T A I IVDT—ZZk L ET,
E) eCTD Z{HHEE
B0 4
38 )
=03
HO 4 (RIERZORHERES)

s

5-6 eCTD 7 —X D7 4 VAR (FEHEGEHE 272" LI ORAED G A)

1.3 hit 17/87



eCTD v4 #iF>y—/v ¥Hfe~==7/1

5.2.2

BEEY—ILIZ& B eCTD v4 /X)) T—2 3 VDEST

(5. 1.1 EEVFIE) 120V, Ky — L ziEdhLEd,

TRy — v A A ] il (X 5-2) BNEREND DT, FEOHEBIZHLERERE AT L,

[MGE] A& 2 FLET,

's] CTD vatgEEY- I

eCTD vAIEGF Y-/l Ver1.2 - BEaFy—jX1>

SBET—H Version
BET-IEFA #BEVaFLETR
2022/07/11 A
= 8.
eCTDEZAFEHES IS
AJIF © Di¥ectdv4¥20180101001
eCIDZHES
E7siER FEZE
B (FE)H [2022/07115 ES| svniMMODERTAILTGED
BIEE-F ® TMENEET O BFFHRDH
PDFEFRTFIVY OFS =2 O EELEL
HIEE

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

ol

5-7 eCTD v4 NV F— 3 »DFEAT

®a

GEV40110

#* 5-1 MRAEEFHATRFO A IHH

HH Rk

eCTDEZATEHR S | [(BW] REZVZWT L, 740458 R]) miEm (3 5-8) 725 (5.2.1 eCTD
7 FIHE F— B DY) THAH L7 BEERT R DeCTD SR 27 + VX 2 IR L TL 772

Sy,
2B, BIESRDOeCTDREZF 7 ANT ETXFARNRY I ASNRT v 7&K
0y 7 THIETDHI ENTEET,

(3 TANFEBRLTGES . e
« v « FAT . » 20201120002 v O O 2020112000205
=B~ HLLTAS- = @
A gZw  ExOE 21 $4%
s 7497 TR
1 2021/02/18 17:12 TIN5 -
@ OnelDrive 2 2021/02/18 17:12 T L TR -
O pC
P oAU
¥ Fovo-F
-_— = Al .F 7 < >
Il 20201120002
D)l - D Tl
5-8 [7 /233 R] Wi
18/87

1.3 filk




eCTD v4 #iF>y—/v ¥Hfe~==7/1

HH Rk
eCTDEATE S | [7 40433 M (B 5-8) TEIR L7 7 + A Z 4 D3eCTDRATHE & LT
HEITAShET,
S 2wl FayTZ Y YA RPN T b DEBRL TS ZE0,

M (TER) | TFAMRYTZANEAD (DL X—] REUEWTF L, BiEEH (721305
TER) ZIBIRL CTL &V, 2B, T 740 F TIREAEDO AR EINE
‘a—o

BAEE— K | Babi (1 ) AR A B LT 2 S0,

C PR B AT
EFENDZETCDTA THA 7 MK L TCENENRIEZITWVET, £2T7 4
T A TN OBEEE R LR — RS E T,

-~ BCHThR D 72
BENDTATHA LD L, bEF LW GRS 50 kb K&
W) TATHA TS L TDR, BEEZITWE T, BREER R L AR — MMI
B T7A 7 A I NG ORBTIENET,

[ERB] TBRFHRDA] OBETH, HROBHERESE TCOETDIA 7
YA INDT—FZBHELR2D FET,

PDF ¥ WR|PDFIEIRF =7 (PDF7 7 A WICEHERPFEENTHWRWE & 2RI 5
Fxv7 Fxv V) OFEMAELZERL T EEN,

RN T FE T 5 ) 2FIRT DL 2 HIE L COETN, G ENDPDFY 7
A NWVENRZNGA . PDFERT = v 7 ([CH 2 B3 558035 0 £37, XMLA v
TV ORFEDO A T HED R WAL, TFME LRV 28R 5 & RAEREH
RENET D ENTEET,

[3:Z] PDFEEIRF = v 7 DESTIZiTAdobe Acrobat Standard 2017MDA v R
F— B METY, EEHKAdobe Acrobat Reader CiIFELT T2
7=, THEELEE,

BRENBIR SN D &, BEEDHEEIRNE R T T 0 /L 23— (K 5-9) NERSNET,
MEEMNTE T T 5 L, (6.2.3 MAEREROMR) © TRaEER] mmlc BEIER L £,

o]

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

0

5-9 '/ L AN—

ek, [Hik] REZ 2T 5 L MEarE st S Ed, PIEOEEICONTIE 5.4 H1k) &
ZHLTZE,

1.3 hit 19/87



eCTD v4 #iF>y—/v ¥Hfe~==7/1

5.2.3 IRILEROHER

(5.2.2 FREFY— NI X B eCTD vANYF—3 3 v DFIT) ICTEIT LRI ETT5 L. T
SRR ] EE O RN (X 5-10 DQ) 1T, KT A TV A KT AR ENFRENE T,

® EEAMAL TOK) LIAADOBEIL, ERLAR— ] RZ U ZW T L, B R LR — N 2R o k.,
RIS C T eCTD 7 —# ZEIE L TL 7230 (BRERE R LR — N OMERFIEIZ OV TIL(6

AERE R LAR—B) 2L TEEW),

® JD eCTD T—XDOKFEESIEHMEAITHHAIL. RD] REAVEHTFL [BEEY—1 A4 ]
HiE (X 5-2) IZREY ., (5.2.2 MY —IZ k5 eCTD v4 N T —2 9 DFELT) 2 FEhE LT

<TEEW,

o WAEKETTHHAE. (U] Ra LT LAY —A&ikT LET,

g ecTDwatEEEY-Jl
eCTD vafzaF -/ Ver1.2 - {2af#a2

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

BETCITIER
eCTDZTES 20220510003 B (FE)E 2022/07/15
E5ER HERS BIEE-F MERGET
PDFERTIVY =5

:Dl BRI |
ey = =
1 AR Confirmation
@
GEV40120 @ z2 BL2

5-10 [HraEfE ) i

@ [HERULR—F] RKa2Y

Y EARREDBGRERE R L AR — EBEM S TWD 7 40 F (REERER VAR — 7 4+ v %) 2B
EET, MEERER LA — b7 4 L ORERCHEERE R L AR — FORITIZOW T (6 HREE

fERLAR—R) 22 LTS,

1.3 filk

20/87



eCTD v4 #iF>y—/v ¥Hfe~==7/1

1.3 filk

@

N)T— 3 VR
HKTATHA TN THENRN T —va URERBRERRINET,

# 52 NU T — 3 UiERAM

Rk

HH
e H A 7

RAEZIT o124 79 A4 7 LORLEFERENFRINE
‘j_o

filx

Mo F721% T24ET) BAFEREINFET (HF2 05413487
HEREE S - 2CThH W BAERRINET),

B, AEIIIXMLA v —JIc@#E SN HHmae b &1
EINAHTD, XMLA v E—JICEEY RN o AT IERIC
HIE SR WATEEMER H Y £,

S

TA T A I NFEONRY) T —2 g UFERNEFERENET,

FRINDH N TF—v a3 UREROFERNL (F 53 NUT—
va URERORER]) 2SR,

# 5-3 NYF—2 g UEROFER]

vzl

Rk

0K

MREEDRER, Mi% 7 A 7 A 7 L ORHWICRIED 2> T
Y (%) IZFERSINET,

X AT = v VIHHE OGR4 TOoK

0K (Information

T T —X4 Nnformation]| OF = v ZJIHEH DA A vE—IMN

H0) BHESNTWAEGAICRREINET,

Warning WMETA T A I NMTBNWTC, F= v VHBIGENT HEFT
NG Mo T2356 T, ORI [Error) 12545 L2 WEAICER
N SNET,

Confirmation | s ity 5= F = v J A DT 5 —KAHZ LV . MWarnin
gl INGJ TConfirmation] OWTNMNERENET,

Error WMHETA TV AT NMTBWT, Gl cE 20 L 5 gk

MHZRER DN RO T2 GBI RSN ET,

®

(R3] Ra Y

THGEEY — A A ] i (K 5-2) 2R £,

21/87




eCTD v4 Wity —/v  EfE~==T

5.3 WBET—% (CViFHF) OEH

RKY = IHESILTWD CVIERR EDOT — 2 Z 5 OWRREICHEH T 5 Z LN TE X7,

FHrT A1, PMDA @ Web A FICABI SN TWARET —Z EF v r—y (Ef7 7 A V) &
Foyroa—KRKL, KY—VZRDIAEEDZLERNDH Y £,

RET — XNy T —VIZEENDHHHRGUILL T OEY TF,
CV 1
- ARV DT —H R RIBER STV D OV IFEH A, RO OIZEH LET,
B~ =271

- BEEYy—n A 2] miE (K 4-2) O [BfEv=a 7 VER] RE Vb 2
NTELHE~=a2T VE, BRHOLOITESHAET,

TR [

- KY— L olimE EICEREINDHER (RET —H Version DR E) ZHH L ET,

NYF— g b—LDO—EERE

- T IT—RKHRNV T =g Y=V D—EDONTG A= ZIIEEN DTG EIT, Eh
LOREEFHLET,

5.3.1 RET—3EHN\vTr—2nSFH9on—FK

PMDA Web ¥ FDOLLTH U m— RR—=Unb, RET —FHH ANy r—V v run—RLE
—a—o

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

[EE] Fvrm—FLlizzip 7 7 A VERET D BERH Y THA,

1.3 hit 22/87


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

eCTD v4 #iF>y—/v ¥Hfe~==7/1

5.3.2

1.3 filk

RET— 5 EH DX

(5. 1.1 EEVHE) IV, AY — L ZEE L ET,

THaEEYy — A A > ] WimE (K 5-2) BNEREINDHDT, L Lo

NI a2 FLET,

RET — 5 H ]

'8l eCTD vaigEF -1l

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

EETFVersion ;
#FYaTETR
2022/07H11 BR =
= FE.
eCTDEAFES JAINY
2 - Di¥ectdva¥20180101001
eCTDEHES
FEER HEER
B (FE)H [2022/0715 ] svwvwMmoDERTATLTG L
;}ﬁﬁE:E_F‘ ® FERAEET O EFHOH
PDFERFTYY ® RHEFD [OF ¥
HIEE
© BET-FTSFR0HDEETE. IFISSFRE TS TOCTDERMLTEEL.
- PORERFIVIBEEERTIL. BAEEIMIISSI5YES.
EL3
GEV40110
Y S == EvA
5-11 GRET — & HHr

MEZMR] 147 n 7 (¥ 5-12) BFERSNDDT, XA 7 ur %R L [0K] R

ZHR] A2 oM LES,

eCTD vat&EEY -l

Acl [T_INFOOT)

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

6. BE. BEETAIShIVNSAERIUTFENET.

5

il

5-12 [EBkR] ¥4 7 v s

23/87



eCTD v4 #iF>y—/v ¥Hfe~==7/1

4)  E7—2 8] mim (K 5-13) ZRRSNLDT, [BR] A& 2T LET, 22
B, [RET—H Version] 1Z1E, BUEEH SN TWORET —Z /Ny 7 — D AR
FRSNTVET,

'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 [F%ET — & 28]

(ZE] BUEr— ¥ EFRIC (5.3.1 REF—FEH/ < r—v0¥yra— ) Kt
RIET— 4 ER Sy r— VRS T a— FLTIEE N,

[BE&)] ¥yvua—KRLEzip 77 A NVERETALERIH D THA,

1.3 hit 24/87



eCTD v4 #iF>y—/v ¥Hfe~==7/1

(IR 2T L, (6.3.1

RET—ZHH Ny r—VnFyrua—R) THU

5) Z
m—RL RRET—ZEH Ny r— ) Z@RLTIEEN,

BB, TXARMRY I ANR T v V& Nuy T THIRET LI ENTEET,

[d I EERLTLEER. X
<« v 4 &> PC» FyuO-F > vl | Fovo-roes P
EE v FLOTALS- = m @
2% - sFEE &S $4%
#* 5495 TEA
¢ 000246116.zip 2022/07/15 10:07 E#g (zip Fe=) 7+4... 2,099 KB
@ pc
& Fuho-o
TrAIE(N): | 000246116.2ip "
s
5-14 [RET —XFTH /N r— 7 7 A V&I Eim
6) THRANRY I RTBINLET 7 A L SARERINEOT, [REF—FEH] K2
HFrFLET,
%

['d eCTD vt EFY-)b

#HET—HVersion

2022/07/11 &R

eCTD v4EEaFY—Jl Verl?2 - BET—FEFT

BV aTLETR

BET-IEFHIT-TIRAL (EEIFN) EEELT(ERL.
(7 IUIPMDAT =L R -S EY S TO-FLTLREEL

CHUsersyrmmemmee 40002461 16.zip

BET-TEH

GEVa1010

1.3 filk

5-15 7 7 A JLER L E

25/87



eCTD v4 #iF>y—/v ¥Hfe~==7/1

7 [EFER) #A47n 7 (M 5-16) BNERINDLD T, AT v 7 ZiEadEad L 0Kl R~
CVEMTULRET —Z EHEFTLET,

eCTD vdtEal Y-l x

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

OK o)l |

5-16 [HHmeR] ¥4 7a s

8) WET—FEHNBSND L, EBRRERT T 07V 2~ (] 5-17) BIRSND
DT, TOFEEPFMENIKTT2ETHLET,

k. [Pik] RE R TFT 2 EBREFLER T IS ET, P IEOEEICSNTIE 6. 4
k) 2B S0,

' X
BEF-SESMENTY.,

checkrule on off.csv

| i |

5-17 a7 L A/N—

1.3 hit 26/87



eCTD v4 #iF>y—/v ¥Hfe~==7/1

9) BET—HXEHENETTHE, THRIEY—LAA2] Bl (K 5-2) OAvE—TTUT7I
PITOEHXBIELTZA v E—URNEREN, [BRET —H Version] [ZFNES) TER L
TRET—HAEHF NN r—COAMBERRENET,

<HHNBIIG U A vE—T>
- iE
T_INFOO4: 3% E 7 7 A /b (e & 0. xml) 2 EH L E LTz,
cEEr =2 TV E R LGS
T_INFOO3: ffE~==a T W EZFH L £ L1,
N F— g — L EREHG LIS
T_INFOO5: /XY F—3 g o b— a2 FH LE LT,
- CVIERZ T L7256
T_INF006:CV & Genericode ZHH L F 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
5-18 ET — ¥ B4 Hif

1.3 hit 27/87



eCTD v4 #iF>y—/v ¥Hfe~==7/1

5.4 dlb
[HFEY — A4 ) BiE (R 5-2) (S CRFET, E7203 TE s — 2 508 mid () 5-13) 12T
WIET — 2 EHROE, 717 L A= [FIE]R S AR F 55 (0K 4 A F T, 08 ik
BZLNTEET,

[EE] F=yIr—nBEWED)., 77 A NVEGERET —FEHFP)OFIELRVET,
RS0 Z & BH Y T8, FILENDETRHEHI LS,

[BEE)] Pk A 7 ZO[0KIRZ 2T CHIEAE 2B L £,

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

5-19 [ ikfER] ¥ A7 a s

HFIEEENSE TR, 70 7 L ZAR—00. A v E—x ) 72 IT_INFOOS: ALFRZ il LE L7, |
DA =V NERENET,

[ 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 [Hiks2 T EimE

1.3 hit 28/87



eCTD v4 #iF>y—/v ¥Hfe~==7/1

6 BREEFERLAKR—F

RFERS AR LA — M HTML e CSV B0 2 MO 7 7 A ABATHI Sk d, Fls s
LThDHIED, EHLD0T7 7 A VR THRBNIZIZWTHBOEEA,

6.1 REEFERLEAR—FI7HILTDIER

A — )V OMFESE T, BEEER LA — b~ Treport] 7 AV FZNDE eCTD ZfHEF D7
VA, BEFEFATREFEN. CHAO SN E T, 2B, lreport) 7 /L FIIMIEIRGERFICAK SIS 72
D, HIHNREEDOARY — LD 7 LA FICIEH 0 TH AL

data
leg

manual

eCTD ZfFBEE 7+ ILHF
Resource
20201120001 ) _ .
setting 20201120002 REIEETHE ALY
xed 20201120003 (yyyymmddhhmmss)
x86
20201120004
s eCTDvA.Tool.exe 50201120005 0201228123442
20210429172103
20207120006 20210501090523
HI1 10007
20210525133537
20210525134138

6-1 RREEFRER LAR— b7 45

BRERER L AR — b 7 4 VX ORERUIILL T OB Y TY,
=0 RERTEBIAILE)

[+ '._J 1
o8 ) OiREERES T4 ILY
= _‘) 3
120201120003 3 csv « QRIHERELA— k CSVRs)

2120201120003 3 index html «  @RIEEE L K— b HINL F2z)
7891 20201120003 3_rules.csv < @EM/NTA—F 1R k

= detail
2120201120003 3_1.html
0 ~ OREHFER LAR— b HTML #2=) @
2120201120003_3_7.html #T 7L ONLSRESNET7AI)

X 6-2 MiEFfE SR L AR— 7 4 L 2R

1.3 hit 29/87



eCTD v4 Wity —/v  EfE~==T

@

RHEEGES 74 ILE

APEHEGE 2T DA R LA — F 2, N ENOIREERE S 7 4+ L Z NITEN
IhET,

BRIEFERLAR—F (CSVHR)

CSV IERDKFEFE R L AR — T, LAR—FDRIFTIZONTIL (6. 3 BREFEFEE LA — K (CSV
X)) 2L T 7EE0,

BRIEER LAR—F (HTML #2=X)

HIML B XD RGERE R LA — F T, LAR— FORFIZHONWTIL €6.2.1 HEEREFR L HA— b
(HTML J250) ) =& LT 7230,

EWE/NTA—F YR+

A A DOMEEERNED/RT A — R %D —E T3,

K77 AWNEIA~NT T AT ~ORIEEOEREICSEBEERE L TEHTHIZEEZHEELT
WAHTZ, NERZHERW-TZL MLEITZH Y FH A,
BIMERLAR—F HIML %) OEHT7 71

AR LR — b UML) MOBRENDFFEMT 7 A4 L TT,

6.2 #REEBRLAR—F (HTML fizxX)

6. 2.

1

BRIEERLAR—F HIML i2xX) ORZEA

BGRERER VAR — b 7+ VE RN D D [ <eCTD Z 113 5>_ <t/ %>_index. html | % Microsoft
Edge %D Web 7 7 U W TR & £,

6. 2.

1.3 filk

2

(1)

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

& 6-3 MEFfEE L A— R~ HIML B

BRIEERLAR— b (HTML #i2xX) o&EXERHA

N)T—=2 3 VR (BE) R—2

FRREARE R LA — F (ML JER) ZB< ERIcRRENDHN—TTT,

30/87



eCTD v4 #iF>y—/v ¥Hfe~==7/1

1.3 filk

N)T—2aVBRE)

w T3 AER

=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
IS5—R%n
w:ElER - - ~
[ 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 ®
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 [NV F—Ta RG] *—

@ RREEETHER

ARRGEZ R T D RFEFITIHERNE RSN E T, 2B, N F— g VREER I35, 2.2
WEEY — 2k b eCTD vA RNYF—2 9 v OFEIT) TRELE THE(FER) ] BRFERS
nE4,

@ NYF—a R
YAt R BT AN T =g U EI R ENE T,
® HhN—LE—

BEERRICBIT A R—=L 2 —DFEFT7 74V (Iml/jpl 7 #/VEZRND cover. pdf 7 7 A
V) OFENFIRINET,

@ IS—RHCEOTBETFIvIHROAEE
KT —EKHIBIT D RMAET = v 7 BOBFBERRENET,

55— l: FTOFERIZOWNWTIL (7.1 eCTD v4A NNY F— g NIBIT 5T — X5y &

® FIvINEILEOFRBEEFIVvIH
EF v 7 FEIBITAREAET = v 7 OGN EREINET,

M) EOEETFOV 7% 7Y vy o358, [NV TF—va URERGEE ] ~—2 (X
6-5) NFE RSN, SN T —OFFMZHGEE T2 2 N TEET,

31/87



eCTD v4 #iF>y—/v ¥Hfe~==7/1

(2)  NYT=2aURERGH ~—Y

TR F—a URERMEE) ] 2= (K 6-4) O<ET>V 7L ZENRTEH—
VT, FxyloEI it Ean-o T —oiiNEEE SN E T,

NTF—2aviaREHE)

w )T = aviER

ESi=[5 2022/05/09 16:16
HUF—a B | 202200509
CTDETES 20220413002

= i a
@ [ %mwﬁﬁiﬁ e v ()

w )7 =3 IS —EREN

@ Information]

[Warning] off

[Confirmation] 0Offf

[NG] 1F

560 JP-eCTD4-0 | REBET71)L eCTDvRR G/ Vo T = Pl TL 2 § (B Jl{ !
31 Frvy [ﬁgj’ A J1,:2022041300241\m5'\datasets'st-01 lﬂbulatwns\sdun ae. Cs\]
[Error] offF

6-5 [NV F—a RG] ~—

O FzvinEE
KIGDF = v 7 N FRRIINVET,

@ NYT—LarvIS—EREN
T 7‘:!:/7 FHEIZBWT, AR ER-T T v /BRI — Ay —U0n, =27—
X ZEICREA TR RINET,

#£6-1 NYF—Tar T —FERGEM EoREB

FEE LA
F v I —VID | RIECAREES LR )T —Va v Foy I OF =y 7 —)L1
DRFTRREINFET,

KY — IV TETENATF =y ZVHEO—EIZHOWTIL (7 eCTD v4s
V7F—varDFzyZ7HEHB) 22 LTIEEN,

T HF =y VI | Bi%ETF = v 7 —VIDN [eCTD v4.0 ENTF = v Z7IHE &) 1B

H—%1D HEODT 2y JIHAIZKINT DT =y 7 TOAINPERLTWET,
F v AR BREFECARBEE E R T2RX )T =g F o I DOF = v 7 NEN
FRENET,
PSS XMLA v =I5 T5F = v 7 OB, Fxv 75 R0BEEL

(il : Context of Use) MERINET,

1.3 hit 32/87




eCTD v4 Wity —/v  EfE~==T

FREE B!
TT—RAyb—Y |BEENEZZT—RAvb—UNERINET,
KT T — A v—IxT DR FIEICONTIL (8 MFERER LR —
FDAYE—U—ER) 2R T30,

6.3 HREEFRLAR—bF (CSViz)

6.3.1 HREEERLAR—F (CSVEX) OFEA

BRERER VAR — b 7+ VE RN D D [ <eCTD Z11F5>_ A& #HE 5. csv] % Microsoft Excel
FLEFAEREDT XA b=T 0 X THEET,

detall
[ 8- 20201120003_1.csv

| 20201120003_1_indexhtm
E: 20201120003_1_rules.csv

6-6 FREFfESE LR — F (CSV R

1.3 hit 33/87



eCTD v4 #iF>y—/v ¥Hfe~==7/1

6.3.2 RRIHERLAR—F (CSVHEX) OEXEH

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# ----------
® BT 22 2 k) 10
Avt—UIHTEFz /7($3’j‘1) 10
EBREETF 7 1A
TRREESET v 7 (iﬁﬁl)
OYLFrvy (74717“4 )
BNEETF « /7 (ZA7H12) -
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—3 3 UAER(CSY)
@ BRIETER

ARGEZ R T D RGEFATIHERNE RSN E T, 2B, N T — g VMR I35, 2.2
WiEEY — I kD eCTD vA NUF— a0 DOEIT) TRELE THFEPER) ] BNERS
ﬂi‘a—o

1.3 hit 34/87



eCTD v4 Wity —/v  EfE~==T

1.3 filk

IS—RXHpZEDRFBEEF v IHDEE
BT —RXPIBITHREET = v 7 BOEHNERINET,

T 5 —RADEEMIZHOWNTIE (7.1 eCTD v4A NUF— 3 BT AT T—XL) 25
LTL7ZEN,

FIvORETEDON)T— 3 VR
KTz P HFEIIRBT AN T —va URIRNERREINLET,

FIvIREILEDRTBEFIVvIH
ET v 7 BEICBITARBEET = v 7 BOEHNERINET,

AN—L 2 —HE

WA RICBIT A R—L X —DFEF 774 (Inl/jp] 7 VX HND cover.pdf 77 A
V) DFEENFRIINET,

N)T—2a IS5 —HEREH

%\?m/ﬁ SFEICBWT ARAEG LR T2y 7 BLRET = Ay —UR, 27—

ICREANTERSNET,
%ﬁéhé%ﬁﬁ&i&#%ﬂlﬁ (ZELTF DY) T,

# 62 N)TF— g T —fEREM £oREH

FREHE B!
Fx v A—AID | AREECAREE LT TF—2 g F v I DOF v 7 )—)L]
DRFTRREINET,

K =)V TCEITEINDZTF v Z7HEEHDO—EIZOWTIT (7 eCTD v4N
VF—varOFzyZ7HEHB) 22RLTIEIN,

ST AHF =y V7 | ¥i%TF = v 7 )L—/LIDD [eCTD v4.0 ENF = v Z7HEHEH—E | BT
H—%&ID HEOF 2y JIARBICHINT ADF 2w I THOINERLTWET,

Fxv I NE ABFFCARBEE LRS- T =2 a0 F 2w 70OF =y ZHEN
FoRENET,

KR EEFR XMLA v 2= ICktT5F = v 7 DAL, Fx=v 7 WHROEHES
(5 : Context of Use) MEFERINZET,

TT—RAyb—Y | BHINEZT—A b=V RNERENET,

HTT—RA vb—UIxT DRLITFIEICONTIL (8 B L AR —
FDOAvE—U—EHRK) 2L TIZE0,

35/87



eCTD v4 Wik —/v  #EfE~v==T /L

7 eCTD v4/N) T—> a3 DF v Y 1EB

1.1

eCTD v4 XY TF—> 3 VBB 5—R5

eCTD v4 N F— g BT AT —XKGIFLLFO#EY T,

£ 7-1 eCTD vA XY F—2 g IBITH =T —X5y

T 7 -5

G

Information

- EEARNHEEOBREY Th A OFRLET 72O OF IR0 BT 72 E RS A S IR S E T,
A=V h R URRICRTEN R TR, REMAEETALETIH Y FH A,
-SRI —MInformation DR TH B LS. BIRONY F— 3 ViR T T0K (Informationd V)] 720 F9,

Warning

C Ty 7HBIOERT S REY R EFTN RO ol aI I S ET,
- JRANE LTREY OB IEDLETT, MICREFEDFEETEIET D2 HER RO 620 EEIE, SRHENZPMDAICHR L TS 7Z2E W,

NG

- Ty ZJIHBIGERT D AREE R EITN oo e IR S ET,
« eCTD VAEHIDENKIZ /2 D70, W EEETIVLENH Y F3,

Confirmation

- eCTD v4KFEY —/VEH O T — X453 Td,
C PDASDRIBHCFAT SN DAY Tt g ATBNT, Fx v INGE RS TEMS B 5HE (0 ICRITSET,

A — VMR UEICRIEN R T, WA B TETALEISH Y T A, ELLIT (7.2 eCTD vARY F—2 a0 DF = v ZHB) 1B AT —X5) [Confirmation] DO&F = v 7 IHH
ZHERLTLTIEEN,

% iz 1%, documentReference@valueBIEED Z 4 MF = v 7 (DocRefBMRZUMTF = v 7 (HEFEeCTD)) 2B\ T., ftiApplication®Document Z FH-FIH L CWIZBEAIC Y 7 —RNHHE ENE T (e
CTD vAfEEEY —/LTld, PMDADT — X RX— 2 [EHA ST 5 Z LN TE 2=, fidpplication®Document & 434 BIEICIEE L CWEE (AkF = v Z0KE 2B —2R) & 1F3{EL72\ \Doc
umentZ U BMEICHRE L TWEE (Fx v INGERDr—R) EOXBNTERNTZDTY),

Error

- RGREZ Mk T E 2V & D BN RER D R oD o oG E IR S E T,
C BETORGEZE T TSRV, M2 L TEET2HLENL Y £,

1.3 filt

36/87




eCTD v4 Wik —/v  #EfE~v==T /L

7.2 eCTD v4 /Ny FT—3>DF v YIER

AR — )L E LOVPMDA ~0D eCTD FEHFFICFITEINANY T—v a IR A F = JHAZLL FIOR L ET,

£ 12 Fzv7HAE

eCTD v4 ENFE Ny r—2EGFEND [eCTD v4.0 ENTF = v Z7HEB—E] OF =y ZJIHBD ID Z/R L TWET,

Fzv . = . . - - T EHF=y
e Ip | TE=Y7I TR XTRER Fxv I NE I —R5 | HE 7 TEH—% I
HRERF v 7 (L)
1 ml 7 VA NAERREHE | - "ml” 7 A NVAECTIC p” T A VE DT A L, NG JP-eCTD4-007
F vl
2 ml 7 VA NERESE| - CTDEEVERITAR D 7 7 A ViE, "ml/jp” 7 A VA NITEE I TNWDH Z &, NG JP-eCTD4-008
F vy
3 T ANERT = v - BB 7+ VBT (W77 FaEgT) OF7 7 A4 LOERIL, PDFEA (. Warning JP-eCTD4-027
pdf) XiFMicrosoft Excel Bz (. xlsx) THH I L, (¥{H L. eCTD v4.0 XML
A=V T77AN, Tz IV LT AN, HEETT —% 7 74 MIERL)
4 T FNHETF - FEEEELTO 7 AV AITBWT, LT AV E XIIKATH 7 7 A4 Va7 NG JP-eCTD4-005
W FE (227 3V E) DFAELZRWT &
5 HoERE T LV E L - H—PERE T NV E L DN CTDZA RS THDHZ &, Error JP-eCTD4-001
F vl
6 TANTEEET = T - FOREE T A VA LTI TE D74V XTIk RKASBEE ETThHD Z &, (3K NG JP-eCTD4-004
{B L. “mb/datasets” 7 # VA B Fix&<)
7 OB T VX NEERR | - B ERE T A VX E TS, LT OMBERNFETDHZ L, Error JP-eCTD4-003
BRT =7 - eCTD v4.0 XMLA v ¥ — [ 7 7 A4 /L4 : submissionunit. xml]
- F oIV AT A [ 77 AL - sha2b6. txt]
8 BB T VX NEERR | - Mg T A VA E T, LTSRN EEN TV RN L NG JP-eCTD4-003
BHRT =7 - eCTD v4.0 XMLA v¥&— [ 7 7 A /L4 : submissionunit. xml]
- F oIV AT A [ 77 AL - sha2b6. txt]
. CTD%%KO)7¢/1/5‘\ (llmll/\ //m2//\ ”m?)”\ //m4//\ //m5//7j_/1/5~‘)
9 OB T VX NEERR | - eCTDFERID) IZFBWT, =B 7 + L Z I md" 7+ NV Z DB THDH I &, Warning eCTDZPMDAD B LR T A 81%. & JP-eCTD4-006
ERF v N— L H— %R 2 BROIZIR Y “ml/ jp
T FANEERETDLZE, TORE, 4%
F o v 72T S LD Warning (3 B4
LTCELIXZR,
10 - - (k%) - -
11 B OBE T VXL - B OBERE T VAR REEGE S THDH L, Error JP-eCTD4-002
Fzv7
12 NRADBEKRKEF v - BHPEE T A L E NS DN ADRKEIL, 180LFUTTHDHZ &, (GKEL, H NG JP-eCTD4-018
BT T —ZICEET A7 4 A LT 7 A MTEL)
13 INADIFRET =7 - HEEE 77— ZI2BIT A M 7 4+ Z D DN A0 RKEIL, 1603CFLL T Th NG JP-eCTD4-019
5k,

1.3 filt

37/817




eCTD v4 Wik —/v  #EfE~v==T /L

Frv ) _ k e - T DF =
A p | T=222 72 XREFR Fxv 7 NE =7 -5 | FE 7B —% 1D
14 T A NE_T 7 AN - HEE 7 — 2B 2 7+ W F 4 T 7 A NG LR R REROE Y F N4 NG JP-eCTD4-017
Fxv 7 (HiEEFT — BR< BFRELSY) 13, LT OCE TR SN TN D Z &,
Z) AU NUT any

COPEAET 0 0~9
AR - (AT V], (T —RaT]

15 Tr7ANGKT = - T HIVHE T 7 A NEIE, AR TR XL T Off H AT RERRE ST RE TRERR & NG JP-eCTD4-016
NTWHZ L, CREL, HEEEBETT —XICE#ET L 7 42 &7 7 A K<)

({1 AT REHRFBR ST 5]
$ Lhaies], —Ina70], _[TvFx—2ar], + [FI7R5], | &
WERF], [T ARARMrT 4], (o], ) Ao ]

16 Tr7ANGKT =7 UL | - TANE T AN, BTUNCFETHDHZ L, KEL, HiFETT—HIZ NG JP-eCTD4-016
7)) B4 7 405 L 7 7 A WER<)
17 TrANKEF T - Ty ALY JFEETET) ORKEIZAXTFLU TR THOAZ L, (KHEL, HZFEE NG JP-eCTD4-022
FTF =R ICHEET D T NV E T 7 A UTERL)
18 TryANGET v Y - HiEBE T — X 7 7ANVDT7 7 A NE FLETET) ORKEX, TNENLUT NG JP-eCTD4-023

DEBHVTHDLZ L,
- T—Xty b (JEEFR. xpt” XIL". sasThdat” D7 7 A /L) @ 3230LFLLT
TRy NUSADT A AT

19 THANE{ET =T - T A INVEL DR RKEITALFELU T THAHZ &, AL, AFEELFT —XICHHE NG JP-eCTD4-020
TAHTHILEE T 7 A4 01T <L)

20 TANTHZTT = - REEE T —ZICBIT D7 AN/ DOERKREIT, 2XTFLUTTHHZ L, NG JP-eCTD4-021

21 EXg T —HA TF =l - F2EIN D FESBICEEND 7 7 A NMIK LT, JEMET — A7 (7. zip”" 72 &) » NG JP-eCTD4-026
ER SN TWARNnT &,

22 THEEr T v - KT 7 ANBICEENDILETIZL ST THDL Z L, NG JP-eCTD4-024

23 WErFFoy 7 () - KT 7 ANBIIEENDIEFORIIL, SXIT4LFETHDHZ L, CKHL, H NG JP-eCTD4-025

EETT XSS S T A A F L T 7 A VITERL)

N—=AF=zv7

24 XML R—AF = v 7 - eCTD v4.0 XMLA »E&—H, ICH eCTD v4.0 XMLAF—~<IZ% L TCH Y TH D Error JP-eCTD4-032
NN
ikt aF v (Bh)
25 WBTF =D Message Header receiver. device. id. itemBEZENHETHZ &, NG JP-eCTD4-047
26 DAY E Al Message Header receiver. device. id. itemBEZE Droot BIENHET A Z &, NG JP-eCTD4-048
27 WEAT = Message Header receiver. device. id. itemZFE DidentifierNameBMENHIAT 5 Z &, NG JP-eCTD4-050
28 WVBF =7 Submission Unit submissionUnitZEHENHB T H = &, NG JP-eCTD4-064
29 WET = > 7 (Fi$ESRMES | Document 4T Ddocument. text. integrityCheckEZENEZENKFZ 5 A TE Y ZZEH TRV NG JP-eCTD4-305
D) &,
30 DA a4 Submission Unit submissionUnit. id@root/BMENHIRT S Z &, NG JP—eCTD4-070
31 WBETF = Submission Unit submissionUnit. codeEENHIATH Z &, NG JP-eCTD4-073

1.3 i)t 38/87



eCTD v4 Wik —/v  #EfE~v==T /L

Frv _ — LT oF =y
S Z - 2 S = x5 —X4
S— 1D Fzv o077 MRER Fxv I NE F—R4r | W& JIEE—E ID
32 VEF 7 Submission Unit submissionUnit. code@code /@M HILT 5 Z &, NG JP-eCTD4-074
33 VBT v 7 Submission Unit submissionUnit. code@codeSystem/@IENHELT 5 Z &, NG JP-eCTD4-076
34 VAT =7 Submission Unit PIREEHZ 3T, submissionUnit. component 238 & O8N, Bl T DpriorityNumbe NG JP-eCTD4-080
TELF#  contextOfUse BENHIRTHZ &,
35 - - (K%) - -
36 VETF = v 7 (BifE5AESH | Priority Number for | 4submissionUnit. componentZEZZ(2%F LT, priorityNumberZHENHILT 2 = NG JP-eCTD4-081
D) Context of Use L,
37 VAT = v 7 (RSt | Priority Number for | FpriorityNumberZE3E (2% L T, priorityNumber@value/@ It 45 Z &, NG JP-eCTD4-082
D) Context of Use
38 WETF = v 7 (FiHESEd | Context of Use K-contextOfUseBLFE |25 L T, contextOfUse. idEZENHET L2 &, NG JP-eCTD4-090
D)
39 WEF = v 7 (RESED | Context of Use #contextOfUseBEFR 2% LT, contextOfUse. id@root/@MENHHEL4 5 Z &) NG JP-eCTD4-091
D)
40 WBEF = v 7 (RESED | Context of Use K-contextOfUse EHIZX LT, LAT (1) XiX(2) %A %ZFRE . contextOfUse. co NG JP-eCTD4-094
D) deERNHBLTHZ &,
(1) statusCode@code/BMAEAS [suspended] TH5H
(2) priorityNumber@updateMode BIENAFIET 5
41 WIBRF = v 7 (BiESSH | Context of Use #-contextOfUse. codeZEFE T %) LT, code@code/FMENHETHZ &) NG JP-eCTD4-096
D)
42 WIBRF = v 7 (BiESSH | Context of Use #-contextOfUse. codeZEFE T %) LT, code@codeSystem/FMENHETHZ &, NG JP-eCTD4-099
D)
43 WEF v 7 (RS | Context of Use #-contextOfUseZEFEIZ%f L T, contextOfUse. statusCode@code @ MEN HILT 5 = NG JP-eCTD4-105
v) i
44 WEF vV (iR | Related Context of | £relatedContextOfUseBZEFE|Zx) L T, relatedContextOfUse. id@root /&MY HER NG JP-eCTD4-115
D) Use THZ L,
45 WIBEF = v 7 (BiHESE % | DocumentReference FcontextOfUseBEHEIZx LT, UTQ) 721X Q) 0S5 =, contextOfUse. NG JP-eCTD4-122
n) derivedFrom. documentReferenceZHE N HE 5 Z L,
(1) statusCode@code/@MAE DY [suspended] TH B
(2) priorityNumber@updateMode BIENFIET 5
46 WIBEF = v 7 (BiHESAEd | DocumentReference #-documentReferenceZEE |2 %) L C. documentReference. id@root/@MENH LT 5 NG JP-eCTD4-125
D) NP
47 WEF vV (FitEHEH | Keyword KkeywordZE % L C. keyword. code@code/BMENN T 5 2 &0 NG JP-eCTD4-134
D)
48 WEF vV (FitEEHEH | Keyword KkeywordZE#E|Z%f L C. keyword. code@codeSystem/@ PN HIATH Z &, NG JP-eCTD4-136
D)
49 WBETF = Sequence Number submissionUnit. componentOf1l. sequenceNumberZEENHIAT 5 Z &, NG JP—-eCTD4-152
50 VBT = 7 Sequence Number sequenceNumber@value BIENHET 5 Z &, NG JP-eCTD4-154
51 WET =7 Submission submission. id. itemEENHIT 5 Z &, NG JP-eCTD4-166
52 WEF = 7 Submission submission. id. item@root/BYENSHELT 5 Z &, NG JP-eCTD4~168

1.3 filt

39/87




eCTD v4 Wik —/v  #EfE~v==T /L

Frv _ - T DF =
RS Z S z - s o5 —X4

53 VBT =7 Submission submission. id. item@extension/@ M HILT 5 Z &, NG JP-eCTD4-172

54 WBET v Submission submission. code@codeBIENRN T 5 Z &, NG JP—eCTD4-177

55 VBT = v Submission submission. code@codeSystem/BPENHELT 5 Z &, NG JP-eCTD4-181

56 WBTF = Review AR Z B TeCTDFERa) K ) D4, submission. subject2. reviewZizz )N NG JP-eCTD4-184

HET 52 &,

57 WEF = v 7 (HHRSMED | Review KreviewEHRIZH LT, review. idEZNHBLTHZ &, NG JP-eCTD4-186
v)

58 WET = v 7 (RiHESRED | Review BreviewdHZH|Zx LT, review. id@root/EMENHELT 5 Z &, NG JP-eCTD4-187
D)

59 WBEF = v 7 (RIESED | Review KreviewEEFE|Zx LT, review. statusCodeEENHIRTHZ &, NG JP-eCTD4-190
D)

60 WBEF = v 7 (RESED | Review KreviewEEFE|Zx LT, review. statusCode@code@MENHERT 5 Z &, NG JP-eCTD4-191
D)

61 WBEF = v 7 (RiESED | ManufacturedProduct | FreviewZBEZRIZxI L T, statusCode@codeBIEMEDY Tactive] DIFE. NG JP-eCTD4-198
") review. subjectl. manufacturedProductZEENHIAT 5 Z &,

62 WETF = v 7 (RESED | ManufacturedProduct | fmanufacturedProduct® % L T, manufacturedProduct. manufacturedProd NG JP-eCTD4-203
) uct. name. part ER N BT 5H Z &,

63 WET = v 7 (Fi$ESMH | ManufacturedProduct | FmanufacturedProduct#3 2%} L C, manufacturedProduct. manufacturedProd NG JP—eCTD4-205
D) uct. name. part@value/BMENHERT A Z &,

64 WETF = v 7 (RESED | ManufacturedProduct | fmanufacturedProduct®E % L T, manufacturedProduct. manufacturedProd NG JP-eCTD4-209
) uct. ingredientZEREN BT 52 &,

65 WETF = v 7 (AESfES | Ingredient % ingredientBEF 2% L C. ingredient. ingredientSubstance. name. partZEZHE )3 NG JP-eCTD4-214
D) HET5Z &,

66 WEF = vV (FitESEHEH | Ingredient %ingredientZFEIZx) LT, ingredient. ingredientSubstance. name. part@valu NG JP-eCTD4-216
D) eBMENHELTHZ &,

67 WEF vV (FitESEHEH | Ingredient %ingredientZFE %) LT, ingredient. ingredientSubstance. name. part@code NG JP-eCTD4-220
D) BENHELST L Z &,

68 WEF vV (FitESEHEH | Ingredient %ingredientZFE %) LT, ingredient. ingredientSubstance. name. part@code NG JP-eCTD4-222
") System/@MENHE T 5H Z &,

69 WEF vV (FitEEMHEH | Applicant KreviewEEFE % LT, statusCode@code/BIHEAEDY lactive] DIFA . review. ho NG JP—-eCTD4-224
D) lder. applicant RN HITH Z &,

70 WEF = v 7 (BiESEdH | Applicant FapplicantFEFE|Z%F LT, applicant. sponsorOrganizationZEzZ= NI 5 = NG JP-eCTD4-227
v) Lo

71 WEF vV (FitEEMHEH | Applicant FapplicantFEFE|Z5%F L C. applicant. sponsorOrganization. nameZE A HIH 9 NG JP-eCTD4-228
) 5Dk,

72 WEF vV (FitESEHEH | Applicant FapplicantZFE 2% LT, applicant. sponsorOrganization. name. part325 73 NG JP-eCTD4-229
v) B4+soZ L,

73 WEF vV (FitEEMHEH | Applicant FapplicantZEFE|T%f LT, applicant. sponsorOrganization. name. part@value NG JP-eCTD4-231
v) BYESHES 52 &,

1.3 filt

40/87




eCTD v4 Wik —/v  #EfE~v==T /L

Frv _ - T DF =
» Z B z - s o5 —X4
e 1D F=xv277 HRER Fxv I NE 7—K4r | 1EE 7B —% 1D

74 VBT = v 7 (BitESAESH | ProductCategory KreviewEF 2% L T, statusCode@codeBHAED Tactive] DS . review. su NG JP-eCTD4-235
D) bject2. productCateogryBFE NI T H Z &,

75 WMET = > 7 (A4S S | ProductCategory #productCategoryZE |25 L C. productCategory. code@code/@ NN HEL4T 5 = NG JP-eCTD4-238
D) g

76 WETF = v 7 (AiRSED | ProductCategory #productCategoryZEZ|Z5%f L C. productCategory. code@codeSystem/E& 23 HH NG JP-eCTD4-241
D) 5L,

77 WEF v Application submission. componentOf. applicationBEHENHER TS Z &, NG JP-eCTD4-243

78 WEF =T Application application. id. itemBEZFE N HFE T 5 Z &, NG JP-eCTD4-246

79 WIATF =7 Application application. id. item@root BIEAHILT S Z &, NG JP-eCTD4-248

80 VBT = v 7 Application application. code@code)@ NN HELT 5 = & NG JP-eCTD4-254

81 VBT = v 7 Application application. code@codeSystem/@MENHET 5 Z &, NG JP-eCTD4-257

82 WEF vV (it | Application Referen | %applicationReferenceBEZE |25 L T, applicationReference. id@root/& A H NG JP-eCTD4-262
D) ce HysrzZ L,

83 WEF vV (it | Application Referen | FapplicationReferenceZE32 2% L C. applicationReference. reasonCodeZE3% NG JP-eCTD4-269
D) ce DB L Z &,

84 WEF vV (it | Application Referen | FapplicationReferenceZE3z 2% L C. applicationReference. reasonCode. ite NG JP-eCTD4-270
D) ce nERN/HBLTHZ &,

85 WEF vV (FitESEHdH | Application Referen | %applicationReferenceZE32 2% L C. applicationReference. reasonCode. ite NG JP-eCTD4-271
D) ce m@codeE M BT 5 Z &,

86 WEF vV (it | Application Referen | %applicationReferenceZE3z 2% L C. applicationReference. reasonCode. ite NG JP-eCTD4-273
n) ce m@codeSystemBMENHIAT A Z &,

87 VAT = v 7 (RS | Document Z-documentZEFE 2% L T, document. id@root/@& N HELT 5 = &, NG JP-eCTD4-278
D)

88 WZET = v 7 (S | Document #-documentZEFE|Zx) L C, document. title@value@MENHIAT S Z &, NG JP-eCTD4-282
D)

89 WEF = v 7 (BIHESEED | Document F-documentEHF 2% LT, title@updateModeBMAENTEET AHE EE. doc NG JP-eCTD4-290
n) ument. textEZE N HET B Z &,

90 WETF = v 7 (AifesdH | Document %-document. textEEFE|TXI L T, text@integrityCheckAlgorithmE ks HEL 4 5 NG JP-eCTD4-292
D) Z &,

91 WEF = v 7 (eSS | Document %-document. textEFIZ% LT, text. integirtyCheckEZE NI S Z L, NG JP—eCTD4-304
D)

92 WBEF = v 7 (RESED | Document #-document. textBLFE 2% L T, text. referenceEWHENHIRTHZ &, NG JP-eCTD4-296
D)

93 WEF = v 7 (RiESED | Document %-document. textBLFE 2% L T, text. reference@value@ N HETHZ &, NG JP-eCTD4-297
v)

94 WZET = v 7 (HiHESM% | Document %-document. text. descriptionZZF 2% LT, description@value/g 23 HEL9 5 NG JP-eCTD4-309
D) Z&,

95 VAT = v 7 (AifESRMH S | Document % document. text. thumbnail E3& (2%t L C, thumbnail@value/@PE2NHELT 5 2 NG JP-eCTD4-306

)

&

1.3 filt

41/87




eCTD v4 Wik —/v  #EfE~v==T /L

Frv _ - T DF =
RS Z S z - s o5 —X4
A Ip| T=v227 HRER Frv I AR 7—K4r | 1EE JTEH—% D

96 WEF vV (FitESEHEHH | Keyword Definition K-keywordDefinitionZEFE|Z %) L T, keywordDefinition. code@code &S HEL NG JP-eCTD4-315
D) LTk,

97 WBEF = v 7 (RiESED | Keyword Definition FkeywordDefinitionZEFE %) L T, keywordDefinition. code@codeSystem/E& ) NG JP-eCTD4-317
D) HET 52 &,

98 WEF = v 7 (RESEMED | Keyword Definition | #keywordDefinitionZEZE|Z%f L T, keywordDefinition. statusCode@code & D3 NG JP-eCTD4-320
D) HET 52 &,

99 WBEF = v 7 (RESEED | Keyword Definition | #keywordDefinitionZEZFEIZx) L C, keywordDefinition. value. itemZEZ2 A3 H IR NG JP-eCTD4-323
D) 5L,

100 VBT = v 7 (RiteSED | Keyword Definition | keywordDefinitionZEZ(Z%f L T, keywordDefinition. value. item@code@ A3 NG JP-eCTD4-325
D) HET 52 &,

101 VBT = v 7 (RS | Keyword Definition | ZkeywordDefinitionZEFE|IZ%F L T, keywordDefinition. value. item@codeSyste NG JP-eCTD4-328
D) mEMEN BT 5 2 &,

102 VT = v 7 (BiESESD | Keyword Definition | FkeywordDefinitionZEZ|Zxt L T, keywordDefinition. value. item. displayNa NG JP-eCTD4-332
D) me BN BT 5 &,

103 VT = v 7 (BiESESD | Keyword Definition | keywordDefinitionZEZZ%t L T, keywordDefinition. value. item. displayNa NG JP-eCTD4-333
D) me@value BT A Z &,

104 WEF vV Category Event submissionUnit. componentOf2. categoryEventEE N IG5 &, NG JP-eCTD4-341

105 WBETF = Category Event component0f2. categoryEvent. code@code/BMEDNHIRT A Z & NG JP-eCTD4-344

106 WEF v Category Event componentOf2. categoryEvent. code@codeSystem/BENHIRTH 2 &0 NG JP-eCTD4-349

107 WATF = Category Event PIRFE B UNT ., categoryEvent. component. categoryEventZEZ N HELT 5 =2 NG JP-eCTD4-351

B
108 WATF = Category Event PINFEHIZFUNT, component. categoryEvent. code@code /@M HIRT 5 Z & NG JP-eCTD4-355
109 WBF =7 Category Event FRTRE BT, component. categoryEvent. code@codeSystemf@ D HER 45 NG JP-eCTD4-360
L,

110 WET = v 7 (Ai$ESMHESH | Context of Use #-contextOfUse. code. original Text 3 |Z%f L T, originalText@valuef@ It 3 H NG JP-eCTD4-101
D) H+snz L,

111 WIBEF =~ 7 (BiESSH | Document SAS XPORT JEZ. Ck.xpt) D7 7 A L& SH4 A documentZE 2% L C. documen NG JP-eCTD4-294
n) t. text@charsetB@MENHETHZ &,

112 AT F =7 Submission Unit submissionUnit. statusCodeELENHIEA L7222 & Information | ICH IGTII{FEHNRBD LI TWAHEET JP-eCTD4-079

B, BEYRIIYZEREFEH L0
LITHETDZ L,

113 = - (R¥E) - B

114 ATIARA[F = v 7 (FitESs | Context of Use statusCode@codeBMEAE DY [suspended] T& HcontextOfUseBEFRIZxF LT, cod NG JP-eCTD4-095
HdH0) eI MHBLL W2 &,

115 ATIARA[F = v 7 (RitESe | Context of Use priorityNumber@updateMode &N TFFET D contextOfUseEE|Zxf LT, codeF NG JP-eCTD4-095
HdH0) FNRHBL L2z &,

116 ANIREF = v 7 (RitESE | Related Context of | FIRKERHIZI VN T, contextOfUse. replacementOf. relatedContextOfUseZL R 23 H NG JP-eCTD4-110
&) Use LW &y,

117 ANIRAF = v 7 (RitES: | Related Context of | statusCode@codeBEAE DY Tsuspended] T& 5 contextOfUseZEFE|TxI L T, con NG JP-eCTD4-111

Use

textOfUse. replacementOf. relatedContextOfUseEZE N HE L2\ 2 &,
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118 ANARAF = v 7 (Bi#ES: | DocumentReference statusCode@code @Ml 7Y Tsuspended] T Hcontext0fUseZEZE 2% LT, con NG JP-eCTD4-123
&) textOfUse. derivedFrom. documentReference BN HERL L2 &,
119 AR F = v 7 (Fi$ES | DocumentReference priorityNumber@updateMode &M FFTET 5 contextOfUse (2% LT, contex NG JP-eCTD4-123
HH ) t0fUse. derivedFrom. documentReferenceBEHEBNHEL L7722 &,
120 ATIARA[F = v 7 (FitES: | Keyword statusCode@codeBMEAE DY [suspended] T& HcontextOfUseBEFIZxF LT, con NG JP-eCTD4-130
HH ) textOfUse. referencedBy. keyword =N HE L2V 2 &y
121 ATIARA[F = v 7 (FitES: | Keyword priorityNumber@updateMode BN TELET B contextOfUseZEZRIT X, LT, contex NG JP-eCTD4-130
HH ) t0fUse. referencedBy. keyword 2N HHEL L 722
122 ATIARA[F = v 7 Review eCTDFERIbIZ VYT, submission. subject2. reviewBEZNHEL L R2WZ & NG JP-eCTD4-185
123 = - (R¥E) - —
124 ANRAF = v 7 (FitESe | ManufacturedProduct | FKreviewZEzZ 2% L T, statusCode@code BB A suspended] DIGEIZIB T, NG JP-eCTD4-200
&) review. subjectl. manufacturedProduct EE L HEL LW 2 &,
125 ATIARTF = v 7 (RifESs | Applicant HKreviewEE R X)L T, statusCode@codeBIEAE DY suspended] DIHFHITIB T, NG JP-eCTD4-226
HHn) review. holder. applicantZEEBZHE L7\ 2 &,
126 ANARAF =~ 7 (Ri$ESS | ProductCategory FreviewEFE % L T, statusCode@codeBMEAE DS [suspended] DA ITIBUVNT, NG JP-eCTD4-236
HH ) review. subject2. productCateogryZE= DN HEL L 722 &)
127 - - (k%) - =
128 ADNAEAF =7 (FiFES: | Document title@updateMode JBMHEAMELET 5 document BFE 5t L T textEZEN HEL L 22\ NG JP-eCTD4-291
EH ) Z&,
129 AN AR F = v 7 Document docuent. text@language /BN HIA L2 & Information ICH IGTIXERADPRO LIV TWAHEFHET | JP-eCTD4-036
 BEYRITYHEREMEH L 20D
L%f'@ﬁé L,
130 AN AR F = v 7 Document docuent. text@mediaType/BIEANHE L7222 & Information ICH IGTIXERADPRO LIV TWAHEFHET | JP-eCTD4-036
C BEYRIIYEEREEH LN
L%f'@ﬁé L,
131 ANATF =7 Document docuent. text@updateMode/BIENHEL L 722 &) Information ICH IGTIIfFEHNRBD LN TWAEES JP-eCTD4-036
C BEYRIIYEEREFEH LN
u%%ﬁ_é L,
132 = - (R¥E) - B
133 ATIARA[F = v 7 Category Event PIRR LIS DFRHIZBUNT, categoryEvent. component. categoryEvent 332 23 HHR, NG JP-eCTD4-353
L7anZ &,
134 AN F =y 7 Submission Unit submissionUnit. id@extension@ENHE LN L, NG JP—eCTD4-036
135 AT R F = v 7 Submission Unit submissionUnit. id@identifierName/@PENSHERL LW 2 &, NG JP-eCTD4-036
136 AR F =T Submission Unit submissionUnit. id@scope@ S HIER L 722 &, NG JP-eCTD4-036
137 AN RO F =7 Submission Unit submissionUnit. id@reliability/@&MEAAHEL L2V Z &, NG JP-eCTD4-036
138 AN RO F =7 Submission Unit submissionUnit. id@displayable@&MEAHEL L2V 2 & NG JP-eCTD4-036
139 ANARA[F =7 Submission Unit submissionUnit. id@validTimeLow/@ S HEL L 722 & NG JP-eCTD4-036
140 AN F =y 7 Submission Unit submissionUnit. id@validTimeHigh/@ME23 HEL L 222 & NG JP—eCTD4-036
141 ANRAF = v Submission Unit submissionUnit. id@control InformationRoot/@BHENHER LW 2 &, NG JP-eCTD4-036
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142 AR F = Submission Unit submissionUnit. id@control InformationExtension/@MENHIR L2\ 2 &, NG JP—-eCTD4-036
143 ANARR][F =7 Submission Unit submissionUnit. id@nul1Flavor/g@MESHE L2\ 2 &, NG JP-eCTD4-036
144 ADNAHF =7 Submission Unit submissionUnit. id@flavor IdJEMEMAHBL L 722 &, NG JP-eCTD4-036
145 AR F = Submission Unit submissionUnit. id@updateMode B IESHER LW 2 & NG JP-eCTD4-036
146 ATIARA[F = v 7 Submission Unit submissionUnit. id@xsi:type/BMENHE L2V 2 &, NG JP-eCTD4-036
147 AR F = Submission Unit submissionUnit. code. displayNameZEENHIA L 2N 2 &, NG JP-eCTD4-036
148 ANJIARFF = v 7 Submission Unit submissionUnit. code. original TextZEE&E N HEL L7222 &) NG JP—-eCTD4-036
149 ANIARR]F =7 Submission Unit submissionUnit. code. translationBEENHA LR &, NG JP-eCTD4-036
150 AN F =7 Submission Unit submissionUnit. code. source ZERAHHL L2 &, NG JP-eCTD4-036
151 AR F = Submission Unit submissionUnit. code@codeSystemName g HERL LAV Z & NG JP-eCTD4-036
152 ATIARA[F = v 7 Submission Unit submissionUnit. code@codeSystemVersion/BME2S HER L7222 &, NG JP-eCTD4-036
153 AR F =7 Submission Unit submissionUnit. code@valueSet/@MHENHIR LW &, NG JP-eCTD4-036
154 AN F =7 Submission Unit submissionUnit. code@valueSetVersion/@MEAHBL L2 & NG JP-eCTD4-036
155 ATIARA[F = v 7 Submission Unit submissionUnit. code@codingRationale/@MENHEL L 722 &) NG JP-eCTD4-036
156 AR F =7 Submission Unit submissionUnit. code@validTimeLow/@PEDSHER L7222 & NG JP-eCTD4-036
157 AN F =y 7 Submission Unit submissionUnit. code@validTimeHigh/@&ME23HER L7222 &, NG JP—eCTD4-036
158 ATIARA[F = v 7 Submission Unit submissionUnit. code@control InformationRoot BN HIERL L 720 N2 & NG JP-eCTD4-036
159 ATIARA[F = v 7 Submission Unit submissionUnit. code@control InformationExtension/@MENSHERL L2 2 &, NG JP-eCTD4-036
160 AR F = Submission Unit submissionUnit. code@nullFlavor/@ES HEL L 722 &) NG JP-eCTD4-036
161 AR F =7 Submission Unit submissionUnit. code@flavorTd/g&MEDSHER L7722 &, NG JP-eCTD4-036
162 ATIARA[F = v 7 Submission Unit submissionUnit. code@updateMode B HEL LRV Z &, NG JP-eCTD4-036
163 AN F =y 7 Submission Unit submissionUnit. code@id/BMENNHEL L7222 & NG JP—eCTD4-036
164 ATIARA[F = v 7 Submission Unit submissionUnit. code@xsi:type/EMHENHIA LW & NG JP-eCTD4-036
165 AR F =7 Submission Unit submissionUnit. title. dataZZENHIA L2 L, NG JP-eCTD4-036
166 AN F =y 7 Submission Unit submissionUnit. title. xmlZEZE N HIL L2 2 &, NG JP—eCTD4-036
167 AN F =y 7 Submission Unit submissionUnit. title. referenceBEZENHIL L 722 &, NG JP—eCTD4-036
168 ATIARA[F = v 7 Submission Unit submissionUnit. title. integrityCheckBEZNHEL LW Z &0 NG JP-eCTD4-036
169 AN F =y 7 Submission Unit submissionUnit. title. thumbnailBEZE N HIL L 722 &, NG JP—eCTD4-036
170 AT F = v 7 Submission Unit submissionUnit. title. descriptionZEZ&E N HEL L7222 &) NG JP—-eCTD4-036
171 AR F =7 Submission Unit submissionUnit. title. translationZ&E N HE LW Z &, NG JP-eCTD4-036
172 AR F =T Submission Unit submissionUnit. title@mediaType/@PERSHIER L 722 &, NG JP—-eCTD4-036
173 AN F =y 7 Submission Unit submissionUnit. title@charset/@IENHIER L2V 2 &y NG JP—eCTD4-036
174 ATIARA[F = v 7 Submission Unit submissionUnit. title@language /B3 HER L7222 &, NG JP-eCTD4-036
175 AR F = Submission Unit submissionUnit. title@compression/@IENHEL L7222 &) NG JP-eCTD4-036
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176 ANARAF =y 7 Submission Unit submissionUnit. title@nullFlavorf@MENHIA L2V 2 &, NG JP—eCTD4-036
177 AN F =y 7 Submission Unit submissionUnit. title@integrityCheckAlgorithm/BMENHIR L7awW2 &, NG JP-eCTD4-036
178 AN F =y 7 Submission Unit submissionUnit. title@validTimeLow/@ME2NHHEL L7222 &, NG JP—eCTD4-036
179 AN F =y 7 Submission Unit submissionUnit. title@validTimeHigh/@MEANHEL L7722 &, NG JP—eCTD4-036
180 ATIARA[F = v 7 Submission Unit submissionUnit. title@controlInformationRoot/@MEASHEL L7222 &, NG JP-eCTD4-036
181 ANARA[F =7 Submission Unit submissionUnit. title@controlInformationExtension/@fENHE LW 2 &, NG JP-eCTD4-036
182 AN F =y 7 Submission Unit submissionUnit. title@flavorId/@ME2 N HEL L7722 &, NG JP—eCTD4-036
183 ATIARA[F = v 7 Submission Unit submissionUnit. title@updateMode@BIENHER L2V Z &) NG JP-eCTD4-036
184 AR F = Submission Unit submissionUnit. title@xsi:type/@MENHEL LW &) NG JP-eCTD4-036
185 ANARA[F =7 Sequence Number sequenceNumber. expressionZEENHE LW Z & NG JP-eCTD4-036
186 AR F =7 Sequence Number sequenceNumber. original TextEENHE LN Z L, NG JP-eCTD4-036
187 AN RO F =7 Sequence Number sequenceNumber. unsertainty EE N HBL L2 2 &, NG JP-eCTD4-036
188 AN AR F =7 Sequence Number sequenceNumber. uncertainRangeZEZ= N HEL L7722 &) NG JP-eCTD4-036
189 AR F =7 Sequence Number sequenceNumber@validTimeLowBENHE LN &, NG JP-eCTD4-036
190 ANAREF =y 7 Sequence Number sequenceNumber@validTimeHigh/BEN HE LR WZ &, NG JP-eCTD4-036
191 AR F =T Sequence Number sequenceNumber@control InformationRoot)B M2 HER L2\ 2 &, NG JP-eCTD4-036
192 AR F =7 Sequence Number sequenceNumber@control InformationExtension@IENHEL L2V & NG JP-eCTD4-036
193 AR F =7 Sequence Number sequenceNumber@ullFlavor @M HHEL L7222 & NG JP-eCTD4-036
194 ANARA[F =7 Sequence Number sequenceNumber@flavorId/g N HEL L 722 & NG JP-eCTD4-036
195 ANAREF =y 7 Sequence Number sequenceNumber@uncertaintyTypeBIENHEL L7222 &, NG JP-eCTD4-036
196 AN RO F =7 Sequence Number sequenceNumber@updateMode/B N HHIR L7\ 2 &, NG JP-eCTD4-036
197 ANARA[F =7 Sequence Number sequenceNumber@xsi:typefBIENHIA L2V &y NG JP-eCTD4-036
198 AN RO F =7 Priority Number for | priorityNumber@controlInformationExtension@ME2SHER LW &y NG JP-eCTD4-036
Context of Use

199 AN RO F =7 Priority Number for | priorityNumber@controlInformationRoot/BIEAHE L2V &, NG JP-eCTD4-036
Context of Use

200 AN RO F =7 Priority Number for | priorityNumber@flavorld/@IENHIR L7222 &, NG JP-eCTD4-036
Context of Use

201 AN RO F =7 Priority Number for | priorityNumber@nullFlavor/@&M:23HIR L2 &, NG JP-eCTD4-036
Context of Use

202 AN F =y 7 Priority Number for | priorityNumber@uncertaintyType/BIENNHIR L7222 &, NG JP-eCTD4-036
Context of Use

203 ANAREF =y 7 Priority Number for | priorityNumber@validTimeHigh@ME23HER L7\ 2 &, NG JP-eCTD4-036
Context of Use

204 AN RO F =7 Priority Number for | priorityNumber@validTimeLow@MEAAHIER LW &0 NG JP-eCTD4-036

Context of Use
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205 AN F = 7 Priority Number for | priorityNumber. expressionZHZNHBLL 22 &, NG JP—eCTD4-036
Context of Use
206 ANAREF =7 Priority Number for | priorityNumber.originalTextZEHRMNAHBEL LR &, NG JP-eCTD4-036
Context of Use
207 ANAREF = v 7 Priority Number for | priorityNumber.uncertaintyZZsR\SHBLLRWNWT &, NG JP-eCTD4-036
Context of Use
208 ANARWF =7 Priority Number for | priorityNumber.uncertainRangeZZsR3HBL L2\ 2 &, NG JP-eCTD4-036
Context of Use
209 AR F =7 Context of Use contextOfUse. id@extensionBMENHE LW 2 &, NG JP-eCTD4-036
210 AR F = Context of Use contextOfUse. id@identifierNamegMENHEL LW Z &, NG JP-eCTD4-036
211 AR F = Context of Use contextOfUse. id@scope/BPENSHIA L7722 &, NG JP-eCTD4-036
212 ANAREF =y 7 Context of Use contextOfUse. id@reliability/@MENAHEL L2V 2 &y NG JP-eCTD4-036
213 AR F =7 Context of Use contextOfUse. id@displayable/ @M HIA L2 2 &y NG JP-eCTD4-036
214 AR F = Context of Use contextOfUse. id@validTimeLow/@ M HEL L o2 &, NG JP-eCTD4-036
215 ATIARA[F = v 7 Context of Use contextOfUse. id@validTimeHigh/@ M2 HIA L7222 &y NG JP-eCTD4-036
216 AR F =7 Context of Use contextOfUse. id@control InformationRoot BIEDSHEL L 722 &, NG JP-eCTD4-036
217 AR F = Context of Use contextOfUse. id@controlInformationExtension/@IEDS HEL LW 2 &, NG JP-eCTD4-036
218 AR F =7 Context of Use contextOfUse. id@nullFlavor/@ENHEL L 722 & NG JP-eCTD4-036
219 AR F =7 Context of Use contextOfUse. id@flavorId/g A HEL L 722 &) NG JP-eCTD4-036
220 AN F =7 Context of Use contextOfUse. id@updateMode/BIEAS HBL L 22 2 &, NG JP-eCTD4-036
221 ATIARA[F = v 7 Context of Use contextOfUse. id@xsi:type BN HIA LW &y NG JP-eCTD4-036
222 ATIARA[F = v 7 Context of Use contextOfUse. code. displayNameZEZ N HIL LW 2 & NG JP-eCTD4-036
223 AN AR F =7 Context of Use contextOfUse. code. translationZEHE N HEL L2 &, NG JP-eCTD4-036
224 AR F =7 Context of Use contextOfUse. code. sourceEENHIA L7222 &, NG JP-eCTD4-036
225 ATIARA[F = v 7 Context of Use contextOfUse. code@codeSystemName /BN HEL L7222 &0 NG JP-eCTD4-036
226 ANARA[F =7 Context of Use contextOfUse. code@codeSystemVersion@MHENHFR L 722 & NG JP-eCTD4-036
227 AN F =7 Context of Use contextOfUse. code@valueSet/BIEAHBL L7222 &, NG JP-eCTD4-036
228 AR F =7 Context of Use contextOfUse. code@valueSetVersion@ N HEL LW 2 &, NG JP-eCTD4-036
229 AR F =T Context of Use contextOfUse. code@codingRationale/@PENNHIA L2 &, NG JP-eCTD4-036
230 AR F =T Context of Use contextOfUse. code@validTimeLow/g&MENHEL L2V 2 &, NG JP-eCTD4-036
231 ATIARA[F = v 7 Context of Use contextOfUse. code@validTimeHigh/BENHEL LR 2 &, NG JP-eCTD4-036
232 AN AR F =7 Context of Use contextOfUse. code@control InformationRoot/EMEDSHEL L 722 &, NG JP-eCTD4-036
233 AR F =T Context of Use contextOfUse. code@control InformationExtension/@MEDSHERL LA uN2 &, NG JP-eCTD4-036
234 AR F =7 Context of Use contextOfUse. code@nul1Flavor/@iEnn HEL L7222 &, NG JP-eCTD4-036
235 AN F =7 Context of Use contextOfUse. code@f lavor IdJEMEA HBL L 22 2 &, NG JP-eCTD4-036
236 AR F = Context of Use contextOfUse. code@updateMode/@ A HEL L7722 & NG JP-eCTD4-036

1.3 filt

46/87




eCTD v4 Wik —/v  #EfE~v==T /L

T2 Fayrs92 AR F =9 I WE =54 | % ik ite
237 ADNAHF =7 Context of Use contextOfUse. code@idJEMEAHEL L 72N & NG JP-eCTD4-036
238 ATIARA[F = v 7 Context of Use contextOfUse. code@xsi:type/BMENHEL L2V 2 &, NG JP-eCTD4-036
239 AR F = Context of Use contextOfUse. code. originalText. dataZl&E N HEA L2\ 2 & NG JP-eCTD4-036
240 AR F = Context of Use contextOfUse. code. originalText. descriptionZEZE N HIA L2V 2 &) NG JP-eCTD4-036
241 ATIARA[F = v 7 Context of Use contextOfUse. code. originalText. integrityCheckZBEZNHEL L2V 2 &0 NG JP-eCTD4-036
242 AR F = Context of Use contextOfUse. code. originalText. referenceZEZH N HHEL L7222 &) NG JP-eCTD4-036
243 AR F = Context of Use contextOfUse. code. originalText. thumbnailZEZ 3N HHEL L7222 &) NG JP-eCTD4-036
244 ANIARR]F =7 Context of Use contextOfUse. code. originalText. transtationBEHENHIR L2V 2 &, NG JP-eCTD4-036
245 ANJIARTF = v 7 Context of Use contextOfUse. code. originalText. xml BN HEL L7722 &) NG JP—-eCTD4-036
246 AR F = Context of Use contextOfUse. code. originalText@charset/BIENSHIA L /22 &, NG JP-eCTD4-036
247 ATIARA[F = v 7 Context of Use contextOfUse. code. originalText@compression/BMENHER LW 2 & NG JP-eCTD4-036
248 ATIARA[F = v 7 Context of Use contextOfUse. code. originalText@controlInformationExtension/@ {23 HE L NG JP-eCTD4-036

N &,
249 ANARA[F =7 Context of Use contextOfUse. code. original Text@control InformationRoot /@23 HHEL L 722 NG JP-eCTD4-036
i
250 AT F = v 7 Context of Use contextOfUse. code. originalText@ flavorld@PENNHIR L2 W2 & NG JP-eCTD4-036
251 ANARA[F =7 Context of Use contextOfUse. code. originalText@integrityCheckAlgorithm/@ 23 HEL L 22> NG JP-eCTD4-036
N
252 ANARA[F =7 Context of Use contextOfUse. code. originalText@languange/BIENHEL L7722 &) NG JP-eCTD4-036
253 AN F =y 7 Context of Use contextOfUse. code. originalText@mediaType /@M HE L7722 & NG JP-eCTD4-036
254 AR F =T Context of Use contextOfUse. code. originalText@ul1Flavor/@MEAHEL LW 2 &, NG JP-eCTD4-036
255 AR F =7 Context of Use contextOfUse. code. originalText@updateMode/@MEAAHEL L 722 & NG JP-eCTD4-036
256 ATIARA[F = v 7 Context of Use contextOfUse. code. originalText@validTimeHigh/@ N HIA LW & NG JP-eCTD4-036
257 AN AR F =7 Context of Use contextOfUse. code. originalText@validTimeLow/@ AN HEL LW 2 & NG JP-eCTD4-036
258 ANARA[F =7 Context of Use contextOfUse. code. originalText@xsi:type/EENHEL L2\ 2 & NG JP-eCTD4-036
259 AR F =7 Context of Use contextOfUse. statusCode@validTimeLow/@EDSHEL L7722 &, NG JP-eCTD4-036
260 AR F = Context of Use contextOfUse. statusCode@validTimeHigh/@ N HIEL L 722 & NG JP-eCTD4-036
261 ANARA[F =7 Context of Use contextOfUse. statusCode@control InformationRoot/BIEDSHEL L 722 &) NG JP-eCTD4-036
262 AR F =7 Context of Use contextOfUse. statusCode@control InformationExtension/@ M HER L2V 2 NG JP-eCTD4-036
L,
263 AR F =7 Context of Use contextOfUse. statusCode@nul 1Flavor/@ENHE L2\ 2 &, NG JP-eCTD4-036
264 AN F =7 Context of Use contextOfUse. statusCode@flavor Id@M HEL L 722 &, NG JP-eCTD4-036
265 AT F = v 7 Context of Use contextOfUse. statusCode@updateMode/BPEASHERL L7722 & NG JP-eCTD4-036
266 ATIARA[F = v 7 Context of Use contextOfUse. statusCode@xsi:type/BIENHEL L2V 2 &) NG JP-eCTD4-036
267 ANTIARR[F =7 Context of Use contextOfUse. subjectOf BRI HIL L 722 &, NG JP-eCTD4-036
268 AR F = Context of Use contextOfUse. primaryInformationRecipientBEENBNHEA L2\ 2 &, NG JP-eCTD4-036
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269 ANARA[F =7 Related Context of | relatedContextOfUse.id@extension/@PENNHIA L RN &, NG JP-eCTD4-036
Use

270 AT R F = v 7 Related Context of | relatedContextOfUse.id@identifilerName/@MEr>HELL RN & NG JP-eCTD4-036
Use

271 AT R F = v 7 Related Context of | relatedContextOfUse. id@scope/@MENSHERL LW T &, NG JP-eCTD4-036
Use

272 AT R F = v 7 Related Context of | relatedContextOfUse.id@reliability/@MESHEL L2V 2 &0 NG JP-eCTD4-036
Use

273 AT R F = v Related Context of | relatedContextOfUse.id@displayable/@MESHEL L7202 &0 NG JP-eCTD4-036
Use

274 AT R F = v 7 Related Context of | relatedContextOfUse. id@validTimeLow/@MEASHEL L 722 &, NG JP-eCTD4-036
Use

275 AT R F = v o Related Context of | relatedContextOfUse.id@validTimeHigh/@MEAHIA LW &, NG JP-eCTD4-036
Use

276 AT R F = v o Related Context of | relatedContextOfUse. id@controlInformationRoot/BMESHIER L 7202 &, NG JP-eCTD4-036
Use

277 AT R F = v 7 Related Context of | relatedContextOfUse. id@controlInformationExtension/@MENHERL L 722 &, NG JP-eCTD4-036
Use

278 AT R F = v Related Context of | relatedContextOfUse. id@nullFlavor/@iE2HEL L7\ 2 &, NG JP-eCTD4-036
Use

279 ANARA[F =7 Related Context of | relatedContextOfUse.id@flavorld/@iEnHEL L7\ Z &, NG JP-eCTD4-036
Use

280 AR F =T Related Context of | relatedContextOfUse.id@updateMode/@iE23HE L7722 &, NG JP-eCTD4-036
Use

281 AR F = Related Context of | relatedContextOfUse. id@xsi:type/@iEANHEL L2\ & NG JP-eCTD4-036
Use

282 ANARA[F =7 DocumentReference documentReference. id@extension/@ LA HEL L2 2 & NG JP-eCTD4-036

283 ANRA]F = v DocumentReference documentReference. id@identifilerName/@MEDSHE L7222 &, NG JP-eCTD4-036

284 AT Re]F = v o DocumentReference documentReference. id@scope @ MENNHEL L2\ 2 &, NG JP-eCTD4-036

285 AT F = v 7 DocumentReference documentReference. id@reliability/@IEAHI L2 Z &, NG JP-eCTD4-036

286 AT R F = v o DocumentReference documentReference. id@displayable/@ It HEL L7222 &) NG JP-eCTD4-036

287 ANRAF = v DocumentReference documentReference. id@validTimeLow/@ DS HEL L2V 2 &, NG JP-eCTD4-036

288 AT F = v 7 DocumentReference documentReference. id@validTimeHigh/@EASHER L7722 & NG JP-eCTD4-036

289 ANARA[F =7 DocumentReference documentReference. id@control InformationRoot /B IEDS HEL L7222 &) NG JP-eCTD4-036

290 ANRAF = v DocumentReference documentReference. id@control InformationExtension/@IEENHERL L2V 2 &, NG JP-eCTD4-036

291 ANARA[F =7 DocumentReference documentReference. id@nullFlavor/@ S HER L 722 &, NG JP—-eCTD4-036

292 ANARA[F =7 DocumentReference documentReference. id@flavorIdE N HEAL LW 2 & NG JP-eCTD4-036

293 ANRAF = v DocumentReference documentReference. id@updateMode/EIENNHEL L2 2 &, NG JP-eCTD4-036
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294 AR F = DocumentReference documentReference. id@xsi:type@MHENHIA LW 2 &) NG JP—-eCTD4-036
295 AN RO F =7 Keyword keyword. code. displayNameZHEZE N HER LW 2 &) NG JP-eCTD4-036
296 ADNAHF =7 Keyword keyword. code. original Text ZEFR A HBL L2 2 &, NG JP-eCTD4-036
297 ADNAWF =7 Keyword keyword. code. translation RS HBL L7222 &, NG JP-eCTD4-036
298 AN F =y 7 Keyword keyword. code. sourceZEE BN HEL L2 2 &, NG JP-eCTD4-036
299 ANARA[F =7 Keyword keyword. code@codeSystemName /B PEASHERL L7722 & NG JP-eCTD4-036
300 ANARA[F =7 Keyword keyword. code@codeSystemVersionf@MEnAHEL LW 2 & NG JP-eCTD4-036
301 AN F =y 7 Keyword keyword. code@valueSetBIENHERL L2V 2 &y NG JP-eCTD4-036
302 AR F = Keyword keyword. code@valueSetVersion@MEnAHEL LN 2 & NG JP-eCTD4-036
303 ANARA[F =7 Keyword keyword. code@codingRationalef@tEnAHIEL LN 2 &) NG JP-eCTD4-036
304 ANAREF =y 7 Keyword keyword. code@validTimeLow@IEDSHHEL LW Z &) NG JP-eCTD4-036
305 ANAREF =y 7 Keyword keyword. code@validTimeHigh/BENHHEL L 7222 &) NG JP-eCTD4-036
306 AN AR F =7 Keyword keyword. code@control InformationRoot/BMENHER L 722 & NG JP-eCTD4-036
307 AR F =7 Keyword keyword. code@control InformationExtension@IEMNHEL L R2WT &, NG JP-eCTD4-036
308 ANAREF =y 7 Keyword keyword. code@nul1Flavor/@ M3 HEL L7222 & NG JP-eCTD4-036
309 AR F =T Keyword keyword. code@flavorId/@ A HE L7gwW2 & NG JP-eCTD4-036
310 ANAREF =y 7 Keyword keyword. code@updateMode /@23 HHERL L7222 & NG JP-eCTD4-036
311 ANAREF =y 7 Keyword keyword. code@id/EMASHF L7222 &, NG JP-eCTD4-036
312 ANARA[F =7 Keyword keyword. code@xsi:type/EMENHIA LW &, NG JP-eCTD4-036
313 AR F =7 Application application. id. item@identifierName/E@MENHI L2V 2 & NG JP-eCTD4-036
314 ANAREF =y 7 Application application. id. item@scopefBIENHIA L2V Z &) NG JP-eCTD4-036
315 AN F =y 7 Application application. id. item@reliability/@M23HEL L7222 &, NG JP—eCTD4-036
316 AR F =7 Application application. id. item@displayable/@ME23HEL L7222 & NG JP-eCTD4-036
317 AN F =7 Application application. id@validTimeLow/@ M2 HEL L7722 & NG JP-eCTD4-036
318 AN F =y 7 Application application. id@validTimeHigh/@PEAHIA LW &, NG JP—eCTD4-036
319 ANARA[F =7 Application application. id@controlInformationRoot/E@MENHFL L7222 & NG JP-eCTD4-036
320 AN RO F =7 Application application. id@controlInformationExtension@MHE2S HHEL L7222 & NG JP-eCTD4-036
321 AN F =7 Application application. id@nullFlavor/&MEAHIBI L2 2 &, NG JP-eCTD4-036
322 AN F =7 Application application. id@flavor IdJEMEAHBL L 22UV & NG JP-eCTD4-036
323 AN RO F =7 Application application. id@updateMode BN HER LRV 2 &) NG JP-eCTD4-036
324 AN F =7 Application application. code. displayNameZEF AN HBL L7 2 &, NG JP-eCTD4-036
325 ANTIARR[F =7 Application application. code. originalTextZEE N HH L2 &, NG JP—eCTD4-036
326 AN RO F =7 Application application. code. translationZEZE N HEL L2 2 & NG JP-eCTD4-036
327 AN F =7 Application application. code. source RN HIL L7222 &, NG JP-eCTD4-036
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328 ANARA[F =7 Application application. code@codeSystemName /@ PERSHER L7722 &, NG JP-eCTD4-036
329 AN RO F =7 Application application. code@codeSystemVersion/EMENHE L2V Z & NG JP-eCTD4-036
330 ADNAHF =7 Application application. code@valueSet/BMEMHIBI L 722 &, NG JP-eCTD4-036
331 ADNAWF =7 Application application. code@valueSetVersionf@Mn3 HBL L7222 & NG JP-eCTD4-036
332 AN RO F =7 Application application. code@codingRationale/ BN HIA LW 2 &y NG JP-eCTD4-036
333 ANARA[F =7 Application application. code@validTimeLow/B&PEDSHIR L7722 & NG JP-eCTD4-036
334 ANARA[F =7 Application application. code@validTimeHigh/@MEAHEL L2 & NG JP-eCTD4-036
335 AN RO F =7 Application application. code@control InformationRoot)BIEANHEL L7222 &, NG JP-eCTD4-036
336 ANARA[F =7 Application application. code@control InformationExtension/@fEASHEL L2V 2 & NG JP-eCTD4-036
337 AN F =7 Application application. code@nullFlavor B HBIL 722 &, NG JP-eCTD4-036
338 AN RO F =7 Application application. code@flavorIdfB RN HER LW Z &) NG JP-eCTD4-036
339 AN RO F =7 Application application. code@updateMode/@ M2 HEL L7722 & NG JP-eCTD4-036
340 AN F =7 Application application. code@id@PED B L7212 &, NG JP-eCTD4-036
341 ANAREF =y 7 Application application. code@xsi:type/BIENHEL LW 2 &) NG JP-eCTD4-036
342 ANAREF =y 7 Application application. informationRecipientZENHIR L2V 2 &, NG JP-eCTD4-036
343 AN F =7 Application application. subject RS HBLL 22 &, NG JP-eCTD4-036
344 ATIARA[F = v 7 Document document. referencedBy. keywordZEZ N HIL LW 2 & NG JP-eCTD4-036
345 AR F =7 Document document. id@extensionfBENHER LW 2 &, NG JP-eCTD4-036
346 AR F = Document document. id@identifierName/@MEDNHIEL L7722 & NG JP-eCTD4-036
347 ANAREF =y 7 Document document. id@scopeEPENHEEL LW &, NG JP-eCTD4-036
348 ANAREF =y 7 Document document. id@reliability/@MEAHIAL L2V Z &, NG JP-eCTD4-036
349 AR F = Document document. id@displayable/@ERNHEL L 722 &) NG JP-eCTD4-036
350 AR F =7 Document document. id@validTimeLow@ N HER LW 2 & NG JP-eCTD4-036
351 ATIARA[F = v 7 Document document. id@validTimeHigh/BMEN HEL LAV &, NG JP-eCTD4-036
352 AR F = Document document. id@control InformationRoot@BHEDSHIERL L7guN2 &, NG JP-eCTD4-036
353 AN AR F =7 Document document. id@control InformationExtension/@&MEDSHERL L7guN2 & NG JP-eCTD4-036
354 AR F =7 Document document. id@nul1Flavor/@MENHEIR LW &, NG JP-eCTD4-036
355 AN F =y 7 Document document. id@flavorId/EMENHBL L7222 &, NG JP-eCTD4-036
356 AR F = Document document. id@updateMode/@MENHEL LW 2 & NG JP-eCTD4-036
357 AR F =7 Document document. title. translationZEZE N HER L2V &, NG JP-eCTD4-036
358 AR F =T Document document. title@validTimeLow@IEDSHER L2 2 &, NG JP-eCTD4-036
359 AN F =y 7 Document document. title@validTimeHigh/@ME2NHEL L7222 & NG JP-eCTD4-036
360 AR F =7 Document document. title@controlInformaitonRoot/BHEAHEL LW Z & NG JP-eCTD4-036
361 AR F = Document document. title@controlInformaitonExtension/@MEAHERL L2V 2 &, NG JP-eCTD4-036
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362 AR F = Document document. title@nullFlavor /@M HE LW Z &, NG JP-eCTD4-036
363 ANARR][F =7 Document document. title@flavorId@MENHER LW Z & NG JP-eCTD4-036
364 AR F = Document document. title@language/BIENHEL L 72N 2 &) NG JP-eCTD4-036
365 AR F = Document document. text. xmlZEZNHIL LW TZ & NG JP-eCTD4-036
366 ANIARR]F =7 Document document. text. dataBZE N HIR L7222 &, NG JP-eCTD4-036
367 AR F = Document document. text. translationZHZE N HE L2 W2 &, NG JP-eCTD4-036
368 AR F = Document document. text@compression/BMENHE LW Z &, NG JP-eCTD4-036
369 ANIARR]F =7 Document document. text@validTimeLow @A HEL L2WZ &) NG JP-eCTD4-036
370 AN F =y 7 Document document. text@validTimeHigh/@M A HHER L7222 & NG JP-eCTD4-036
371 AR F = Document document. text@control InformationRoot/BIEAHIER LARWNZ L, NG JP-eCTD4-036
372 AR F =7 Document document. text@control InformationExtension/@MEASHEL LR W2 &, NG JP-eCTD4-036
373 AR F =7 Document document. text@nul IFlavor @SN HER LA2W2 &, NG JP-eCTD4-036
374 AN F =y 7 Document document. text@f lavor IdJ@ M8 HAEL L7722 & NG JP-eCTD4-036
375 AN RO F =7 Document document. text@value BIENHIR L 2WZ & NG JP-eCTD4-036
376 ATIARA[F = v 7 Document document. text@xsi:typeBIENHEL LW &) NG JP-eCTD4-036
377 AR F =T Keyword Definition | keywordDefinition. code.displayNameZEZ3HEL L7202 &) NG JP-eCTD4-036
378 ATIARA[F = v 7 Keyword Definition keywordDefinition. code. originalTextBHENHIA L2\ 2 &, NG JP-eCTD4-036
379 AR F =7 Keyword Definition | keywordDefinition. code. translationZEZENHEL LW &, NG JP-eCTD4-036
380 AN F =7 Keyword Definition | keywordDefinition.code. sourceZEFHAHIL LA 2 &, NG JP-eCTD4-036
381 ANAREF =y 7 Keyword Definition | keywordDefinition.code@codeSystemName@ 23 HEL L7222 &, NG JP-eCTD4-036
382 AN RO F =7 Keyword Definition | keywordDefinition. code@codeSystemVersion/BME23HIR L2 &, NG JP-eCTD4-036
383 AR F = Keyword Definition keywordDefinition. code@valueSet/BPENSHIR L7722 &, NG JP-eCTD4-036
384 AR F =7 Keyword Definition | keywordDefinition.code@valueSetVersion/BfEAHEL LRV &, NG JP-eCTD4-036
385 ANAREF =y 7 Keyword Definition | keywordDefinition.code@codingRationale/@PEAHEL LW &, NG JP-eCTD4-036
386 AN F =y 7 Keyword Definition keywordDefinition. code@validTimeLow/@ M2 HHEL L7222 &, NG JP—eCTD4-036
387 AN F =y 7 Keyword Definition keywordDefinition. code@validTimeHigh/&PEAHIA LW &, NG JP—eCTD4-036
388 AR F =7 Keyword Definition | keywordDefinition.code@controlInformationRoot/BMEASHIEL L7V &, NG JP-eCTD4-036
389 ANTIARR[F =7 Keyword Definition | keywordDefinition. code@controlInformationExtension/@MEASHEL LW &, NG JP-eCTD4-036
390 AN F =7 Keyword Definition | keywordDefinition. code@nullFlavor@M:n3 HEL LRV &, NG JP-eCTD4-036
391 AR F =7 Keyword Definition keywordDefinition. code@flavorId@iEHIL L 722 &) NG JP-eCTD4-036
392 ANARA[F =7 Keyword Definition keywordDefinition. code@updateMode/BPENSHEL L 72N Z & NG JP-eCTD4-036
393 AN F =7 Keyword Definition | keywordDefinition.code@id@Mn3 HBLL72WNZ &, NG JP-eCTD4-036
394 ANAREF =y 7 Keyword Definition | keywordDefinition. code@xsi:typefEIENHER L2V &, NG JP-eCTD4-036
395 AR F = Keyword Definition keywordDefinition. statusCode@validTimeLow/@PEDNHER L 722 & NG JP-eCTD4-036
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396 ANARA[F =7 Keyword Definition keywordDefinition. statusCode@validTimeHighf@MENHEL L 722 &0 NG JP-eCTD4-036

397 AN RAE]F = v Keyword Definition keywordDefinition. statusCode@control InformationRoot/BMENNHIA L2\ 2 NG JP-eCTD4-036
L

398 AN RAE]F = v Keyword Definition keywordDefinition. statusCode@controlInformationExtension/& M HER L 72 NG JP-eCTD4-036
WZ &,

399 AT R F = v 7 Keyword Definition keywordDefinition. statusCode@nullFlavor/@fENHEL L2\ 2 &, NG JP-eCTD4-036

400 ANARA[F =7 Keyword Definition keywordDefinition. statusCode@flavorIdj@ N HEA L 722 & NG JP-eCTD4-036

401 AR\ F = w7 Keyword Definition | keywordDefinition. statusCode@updateMode/EIEDSHIR L2V Z &, NG JP-eCTD4-036

402 AR\ F = w7 Keyword Definition | keywordDefinition.statusCode@xsi:type/@ME2SHE L2V &, NG JP-eCTD4-036

403 AR F =T Keyword Definition | keywordDefinition. value. item. displayName@validTimeLow/@ %23 HELL 722 NG JP-eCTD4-036
L,

404 ANARA[F =7 Keyword Definition | keywordDefinition. value. item.displayName@validTimeHigh@MEDsH B L 7220 NG JP-eCTD4-036
N

405 ATTARAF =7 Keyword Definition | keywordDefinition. value. item. displayName@controlInformationRoot & {%)sH NG JP-eCTD4-036
HWLARNWZ L,

406 AT RAF =7 Keyword Definition keywordDefinition. value. item. displayName@control InformationExtension/& NG JP-eCTD4-036
PERHBL LN &,

407 ANARA[F =7 Keyword Definition | keywordDefinition. value.item. displayName@nullFlavor@&MfaHER L A2 W2 NG JP-eCTD4-036
Lo

408 ANARA[F =7 Keyword Definition | keywordDefinition. value. item. displayName@flavorId/@MH3HER L7222 &, NG JP-eCTD4-036

409 AR F =7 Keyword Definition | keywordDefinition. value.item. displayName@language/@M:23HIELL 722 &, NG JP-eCTD4-036

410 ANARA[F =7 Submission submission. subjectl. regulatoryStatusEE N HEA L2V 2 &y NG JP-eCTD4-036

411 ANARA[F =7 Review review. effectiveTimeEHE RN HEL L2\ 2 &, NG JP-eCTD4-036

412 ATIARA[F = v 7 ManufacturedProduct | manufacturedProduct. codeZEZNHIER LR &, NG JP-eCTD4-036

413 HWEEASIT =7 Message Header PORP_IN000001UV@xmlns/@ MMl I, Turn:hl7-org:v3] THHZ &, NG JP-eCTD4-038

414 HEMANT =7 Message Header PORP_IN000001UV@xsi : schemalLocation/@PEDfEIZ, lurn:hl7-org:v3 PORP_INOO NG JP-eCTD4-038
0001UV.xsd] THHZ &,

415 HEMANT =7 Message Header PORP_INO00001UV. receiver. device@classCode/@ DML, [DEV] THD Z &, NG JP-eCTD4-043

416 HEMANT = v 7 Message Header PORP_INO00001UV. receiver. device@determinerCode @M%, [INSTANCE] T NG JP-eCTD4-045
HDHZ L,

417 HEMANT = v 7 Message Header PORP_INO00001UV. sender. device@classCode@BIEDfEIX. DEV) THDHZ &, NG JP-eCTD4-055

418 HEMANT = v 7 Message Header PORP_INO00001UV. sender. device@determinerCode@MEMDfEI%, [INSTANCE] T NG JP-eCTD4-057
HZ L,

419 MEMANF =7 ControlActProcess controlActProcess@classCode @M DfEIL. TACIN] THHZ &, NG JP-eCTD4-061

420 HEMBATF = v ControlActProcess controlActProcess@moodCode /@ DfEIL. TEVWN| THHZ &, NG JP-eCTD4-063

421 HEMBATIF = v ControlActProcess controlActProcess. subject@typeCode B DAL, [SUBJl THHZ &, NG JP-eCTD4-066

422 HEMBASIF =7 (FiHE | Priority Number for | priorityNumber@updateMode@:DfElL. R THHZ &, NG JP—-eCTD4-087

RMEHD) Context of Use
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423 HEMANT =7 Context of Use eCTDRERIID) 123 T, contextOfUse. code@codeBIMEAE A3 %3 CTD L H L 23CTDES NG JP-eCTD4-098
SER3HIZB L CWVWDH Z &,

424 - - (RFE) - =

425 HEMANTF =7 Context of Use contextOfUse. statusCode@code/BMEDEIL, active] F7ziF [suspended| D NG JP-eCTD4-106
WTFNNTHDHZ &,

426 HEMANTF =7 Context of Use contextOfUse. referencedBy@typeCode)@ D fEIZ. REFR] TH D &, NG JP-eCTD4-132

427 HEMANT =7 Sequence Number sequenceNumber@value/BVEE X, # 8 7 + L X4 OB ERE S L —8T 2 NG JP-eCTD4-158
zE,

428 HEMANT =7 Sequence Number WIRGERHIZ BT, eCTDFERIa) D sequenceNumber@value /@ MAEIL 1) THD Z NG JP-eCTD4-159
o JP-eCTD4-357

429 HEMANTF =7 Sequence Number PRFE 2 BT, eCTDFERID) DsequenceNumber@value BHEfEIL 1] THDHZ NG JP-eCTD4-160
& JP-eCTD4-358

430 HEMANT = v 7 Sequence Number WIRERHIZ BT, eCTDFER ) D sequenceNumber@value /@A IL 2] THD Z NG JP-eCTD4-161
o JP-eCTD4-359

431 HEMANT = v 7 Submission submission. id. item@extension/@BMEDMEIL, MiZHFE DeCTDEZE S TH D = NG JP-eCTD4-174
L

432 HEMANT =7 Review review. statusCode@code/EMEDMEIL, Tactive] F7=iE [suspended] DWTH NG JP-eCTD4-192
MTHH &,

433 HEMANT = v 7 Ingredient ingredient@classCode/EIEDMEIL, TINGR] TH D Z &, NG JP-eCTD4-211

434 HEMATIF =~ 7 (Fi# | Document document. title@updateMode BIEDMEIX, R] THD Z &, NG JP-eCTD4-286

FEH V)

435 HEMANT = v 7 Document text@integrityCheckAlgorithm/@MEDfEIT, [SHA256] TH D Z &, NG JP-eCTD4-293

436 HEMANF = 7 Document text@charset/BYEDMEIL, JP CV [JP Japanese Character Code] =1— KU & NG JP-eCTD4-295
rrbOa—RNETHDLZ L,

437 HEBANT =7 Document eCTDFERID) (28T, reference@value BB R TIGFTA, HEEE 7 — 4 % NG JP-eCTD4-300
AT N E AT ("mb/datasets” 7 A VAT T D7 7 A VN R) ThHhH I L,

438 - - (RFE) - =

439 HEMANT = v 7 Keyword Definition | keywordDefinition. code@code /@I EIL, lactive] THDH Z &, NG JP-eCTD4-321

440 HEMANF =7 (Rt | Keyword Definition | displayName@updateMode/@EDMEIZ, R THDHZ &, NG JP-eCTD4-338

FMEH V)

441 HEBANTF =7 Category Event PIRFR T IV T, componen0f2. categoryEvent. code@code B EAEIL THIRREEH ) NG JP-eCTD4-346
Zoeda— R (jp_initial) THDHZ &,

442 - - (RFE) - -

443 - - (RFE) - =

444 - - (KE) - -

445 HEMBAARF =7 | Submission submission. code@code@BMEEAY [jp_other] TrWZ &, Warning JP-eCTD4-178

446 HEMANARF =2 | Submission Unit submissionUnit. code@codeBYEEA [jp_other] TZRWI &, Warning JP-eCTD4-075

447 - - (KE) - -
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448 HEBEBANARR]F = 7 Context of Use contextOfUse. code@codeBIEAEDY Tjp_other] TZUWZ &, Warning JP-eCTD4-097
449 HEMBASIARF = v 7 Keyword keyword. code@code/BIEMEDY jp_other] TZRWZ &, Warning JP-eCTD4-135
450 HEBEBAN AR F = 7 Ingredient ingredient. ingredientSubstance. name. part@code/EMAEAY [jp_other] T\ Warning JP-eCTD4-221
N
451 HEBEBANARR]F = 7 ProductCategory productCategory. code@code/BIHAE DS T jp_other] TZARWZ &, Warning JP-eCTD4-239
452 HEBEBAN AR F =7 Application application. code@codefBPEE DY [jp_other] T7ZWZ &, Warning JP-eCTD4-255
453 HEMBASIARTF = v 7 Application Referen | applicationReference. id@root)@MAE 23759 eCTDZ AT 503, Y i%eCTDDeCTDEZ NG JP-eCTD4-266
ce &K FE R D L,
454 HEEAN AR T = v 7 Application Referen | applicationReference. reasonCode. item. code@codeEBIEAE DS [ jp_other] TRV Warning JP-eCTD4-272
ce &,
455 BUEIEASI AR F = » 7 | Document eCTDAEHc) IZHB W T, reference@value BYEIEARIHATS, HEER 7T —4 & NG JP-eCTD4-301
KT &7 ("mb/datasets” 7 AV HBLTF DT 7 A JL/NR) TRNI &,
456 HEMBANARAF =7 Document document. text@charset/BIEMEDY [jp_other] TZWZ &, Warning JP-eCTD4-295
457 HEBEBAN AR F =7 Category Event componentOf2. categoryEvent. code@code B MAE DY [jp_other] TRWIZ &, Warning JP-eCTD4-345
458 HEMBANARF =2 | Category Event WIS DFEHIZ BN T, componen0f2. categoryEvent. code@code B IEEA ] NG JP-eCTD4-347
fidgt) Z7Rd = — K (jp_initial) TRWI &,
459 HEMBANARRF =7 Category Event component. categoryEvent. code@code/BIEAEAS [jp_other] TRWI &, Warning JP-eCTD4-356
460 LEEF = v Submission submission. idBFEITH LT, itemBEZENEEEIHI LN &, NG JP-eCTD4-167
461 ZEEF = v 7 (BiHESM: | ManufacturedProduct | FreviewZEFE X L T, statusCode@codeBEAEDS Tactive] MDIFE . review. su NG JP-eCTD4-199
H0) bjectl. manufacturedProductEFE 3 E LB HER L2\ &,
462 ZEEF = v 7 (BiHRESM: | ManufacturedProduct | FmanufacturedProduct. nameZE#E|Z%F L T, manufacturedProduct. name. part®t NG JP-eCTD4-204
H0) FOREBEIHBEL L2 &
463 ZEEF = v 7 (BiRESAM: | Ingredient #-ingredientSubstance. name3E#|Z%f L T, ingredientSubstance. name. part3 NG JP-eCTD4-215
H0) FREBEIHBEL L2 &
464 ZEEF v 7 (BIRSM: | Applicant HKreviewEEFHE|IZx LT, statusCode@code/@IHAEDY lactive] DIFA . review. ho NG JP-eCTD4-225
H0) lder. applicantBERNEELEIHEL L7222 &,
465 ZEET v 7 (HIHESEM | Applicant F-applicant. sponsorOrganization. nameZE3E (2% L . applicant. sponsorOrga NG JP-eCTD4-230
H0) nization. name. partEHE B EIEIHIL LW &
466 ZEHETF V7 Application application. idBEHEITHR LT, itemBEZRNEEEIHE L2 &, NG JP-eCTD4-247
467 ZEEF T Keyword Definition #-keywordDefinition. valueBLF 2% L C. keywordDefinition. value. itemZ232 NG JP-eCTD4-324
DEZEHEBL L2 &
468 HEBEERTF = v 7 Message Header 12O Af 1 — K« XyE—I8l) Hreceiver. device. id. itemZEE O HER A5 NG JP-eCTD4-047
WX, 2[|EITHBHZ L,
469 HHBEET = v 7 Submission Unit 120O_fa— K+ X vtE—IBI) AsubmissionUnitEZEOHBLFEEIL, 1BITH NG JP—eCTD4-068
HZ &,
470 HBES T = v 7 Sequence Number 1D m—F« X vE—I8T SsequenceNumber B35 0 HER R UL, 1 TH NG JP-eCTD4-153
HZ &,
471 HEBLEE T = v 7 Submission 12D~ A 11— K-+ X yt—TBIT bHsubmission RO HEEEIL, 1HTHD Z NG JP-eCTD4-164
L
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472 HBES T = v 7 Application 1oD_A 11— R+ XA yv—IF) HapplicationBE#E D HEEEIL, 1ETHD NG JP-eCTD4-244
&,

473 HEERTF = 7 Category Event 12O A 11— K+ A v¥—8F DsubmissionUnit. componentOf2. categoryEv NG JP-eCTD4-342
ent R OHBAEIEIL, 1BITHLZ &,

474 HEREETF = v 7 Category Event PIRFREHDOBE,. 12D Af a— K« X vt —I8IF AcategoryEvent. componen NG JP-eCTD4-352
t. categoryEvent B O ML, 1EITHD Z &,

475 a— NME&iHF = v 7 Submission Unit submissionUnit. code@code/BMEDEIL. submissionUnit. code@codeSystem/E M NG JP-eCTD4-075
EOOIDIV R a— KU R RbDa—NETHDHZ L,

476 a— NME&iHF = v 7 Context of Use contextOfUse. code@code @ DfEIL. contextOfUse. code@codeSystem/&M:AE DO NG JP-eCTD4-097
IDARTa—RYAIDSEDa—RETHDZ &,

477 a— NEfHT = v 7 Keyword keyword. code@codeJBIEDfEIX. contextOfUse. code@codeSystem/B M3 ~d" NG JP-eCTD4-135
22— KU A2 b (Keyword DefinitionlZ XV EZEINni—a— U A b ETe) D
Da—KNETHDHZ &,

478 a— NEgHT = v 7 Submission submission. code@code B DfEIL. submission. code@codeSystem/@&MAE DOIDAY NG JP-eCTD4-178
TTa—RUZ ML Da—NETHDZ &,

479 a— NE#&FHT = v 7 Ingredient ingredientSubstance. name. part@code B M DL, part@codeSystem/EE{E DOI NG JP-eCTD4-221
DARTaA—RUARMNLOa—RETHD Z &,

480 a— NEfHT = v 7 ProductCategory productCategory. code@codeFPEMDEIL. productCategory. code@codeSystem/& NG JP-eCTD4-239
MAEDOIDA/RT a— KU R R bOa— NETHDLZ &,

481 a— NE#&FHT = v 7 Application application. code@code/@M:DfEIX. application. code@codeSystem/E&MAEDOID NG JP-eCTD4-255
MWRTa—RIR LD a—RNETHDHZ L,

482 a— NEFHT = v 7 Application Referen | reasonCode. item@code @B DA L. reasonCode. item@codeSystem/&MAEMDOIDA NG JP-eCTD4-272

ce AT aAa—KRYURXA M0 a—RNETHDZ &,

483 oa— NME#iHF = v 7 Keyword Definition keywordDefinition. code@code &M fElL. keywordDefinition. code@codeSyste NG JP-eCTD4-316
mEMEEOOIDA/RT a— R A MhHDa—RKETHD Z &,

484 a— NEfHT = v 7 Category Event componentOf2. categoryEvent. code@codeEM: DfEIX. componentOf2. categoryEv NG JP-eCTD4-345
ent. code@codeSystem/BEEEDOIDA/RTZ— KU A ML Da—KETHD Z
L

485 a— NEFHT = v 7 Category Event component. categoryEvent. code@codeE&M:DfE X, component. categoryEvent. co NG JP-eCTD4-356
de@codeSystem/EEEDOIDA/RT2— KU A MMHDa— RKETHDZ &,

636 Submission=— R4 | Submission submission. code@code BMAEIZFREE L7z 22— K23, Hi%eCTDD IEARIEH, &R NG WEETF w7 (ZPMDATE H IR I T L 5 eC JP-eCTD4-180

Frv7 HoR E—&LTnbZ &, DAY F =g TORFER S, A
ALY — L CIE 320 S L7,
486 applicationReference | Application Referen | 1-D®applicationReferenceZEFR|IZIB VT, EL T D% reasonCode. item@code B NG JP-eCTD4-275
a— NEET v ce DIER 72> TWDH T L,
487 CoUHIR Y4 M:F = » 7 | Context of Use PLAF W RUhNZiZ Y4 AContext of UselZ%f L C. statusCode@codeBMAEZ s NG JP-eCTD4-109
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ERBRY A VT, AT X —RAaT Lt FAGEE () TEfESTWnWs Z &,
489 keyword EMEF = » 7 Keyword 1>®DContext of UselZxt LT, [A UFEEHDKeyword BWHEEfT 5 S TuienZ NG JP—eCTD4~141
L
490 codeSystemE&M:Z M %Y | Keyword keyword. code@codeSystem/BIEDMEIL, CVOBFER/2NN—TarDa— K A& NG JP-eCTD4-137
WF =z kA9 501D, & L < IXAApplication TEFE S 417-Keyword DefinitionZ ikl
THETHDLZ L,
491 ff 5 AR keywordF = v 7 | Keyword HiEE T — X 7 7 A Ve B W3 SHContetxt of UseDHFA . Context of Use NG JP—eCTD4-140
(FREEE T —4) a— RPVURTCIDRH LIZX LT A FW T IUC b 3% L 722V Keyword 23T 5- X
TN L
- ICH CV® TICH Context of Usel X{XJP CV® []JP Context of Use] IZd& -
THE 588 BT HKeyword
- JP Study Data Category Keyword
- JP Analysis Type Keyword
- JP Terminology(Tabulation) Keyword
- JP Terminology (Analysis) Keyword
492 ViZikeywordF = v 7 Keyword Context of UseZ— RA/RICTDRMH LIk LT, ICH CV?® [ICH Context of U NG JP-eCTD4-138
se] MIXJP CV®D []JP Context of Use] (T - THELE SN TV BKeywordd
EIhTnsz e,
(KL, HEBEFT—F 77 VESHT AHContext of Use®DIEE . ICH Do
cument Type KeywordiIff5 L72< TH L)
493 WiZBHkeywordT = v 7 (Fi | Keyword eCTDFERb) 12 &L » THEHL =41 D Context of UselZ. JP Study Data Category Ke NG JP-eCTD4~-145
Bib) yword it H5- XN TW\WAHZ &,
494 VaZBkeywordF = v 7 (H | Keyword HEiEE 17— %7 74/ (="mb/datasets” 7 4 VAW TOETDHOT 7 A)V) % NG JP-eCTD4-143
SEETT—H) Z M4 5 Context of UselZ. JP Study Data Category Keywordf ONJP Analysis
Type Keyword23Mf5-Z31TWAHZ &,
495 Study Group Orderft5-%% | Keyword ICH Study Group Order KeywordZ ™45 =41 Cur%Context of UselZxf L T, st NG JP-eCTD4-142
UF = udy id_study title Keyword2’Mf&5 I TW\WBHZ &,
496 WZHkeywordF = 7 (H1 | Keyword SDIMT —% -t~ RO 7 7 A )L (="tabulation/sdtm” X" tabulation/sdtm_j"fic NG JP-eCTD4-148
HEELT—H) TOETOT7 7 A)V) ZHM T HContext of UselZ, JP Terminology(Tabulati
on) KeywordWff5-SHCnsZ &,
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FHE T — ) ETCDT77AN) BT HContext of UselZ, JP Terminology(Analysis) Ke
yword - SN TWnW5H Z L,
498 5 AR keywordF = v 7 | Keyword Context of UseZ— RMRJCTDRH LIZ%F LT, ICH CV® TICH Context of U NG JP-eCTD4-139
se] XIXJP CV®D [JP Context of Usel 12X o THENED LTV Keywo
rd23MF G-I TV RN 2 &y
OREL, HEETT —F 7 7 A /L& ZHT DHContext of UselIHEGHE T %)
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- JP Analysis Type Keyword
- JP Terminology(Tabulation) Keyword
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501 OIDZHHEMET = v 7 Message Header receiver. device. id. item@root/BIEDfEIL. ICH IGE7-ILJP IGOH LN/ N— NG JP-eCTD4-049
VarEmHTH0IDTHDH Z &,
502 OID Y MF = v Submission Unit submissionUnit. code@codeSystem/@& D E L, JP CV® TJP Submission Unit C NG JP—eCTD4-077
ode] =— KU R MDOFRN—T 3 »EZFHTH0IDTHDZ L,
503 OID%YMF = v Context of Use contextOfUse. code@codeSystem/@MEMDfEIX, ICH CV® [ICH Context of Use] NG JP-eCTD4-100
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CVEHEATA0IDTHDZ L,
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FDOFE RN 3 BT H0IDTH DL Z L,
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ce Name Type] = — KU X MO NR—2 9 U &2iB4 50D THD 2 L,
506 OIDZHHEMET = v 7 ProductCategory productCategory. code@codeSystem/E& M DfE L. JP CV®D [JP Product Categor NG JP-eCTD4-242
y] a—RU A NOFERRN—2 3 Ui+ 50IDTH D Z &,
507 0IDZYUMET = v 7 Application application. code@codeSystem/@M:DfEIX, JP CV® [JP Application] =— R U NG JP-eCTD4-258
A NOHEDR =T 3 VEBTH0IDTHDL L,
508 0D MET = v 7 Application Referen | reasonCode. item@codeSystem@E M DE L. JP CV® [JP Application Reference NG JP—-eCTD4-274
ce Reason] = — KU R NDOEZh//N— 3 U EBBITA0IDTHAHZ L,
509 OID%YMF = v Keyword Definition keywordDefinition. code@codeSystem@IEDfEIL. ICH CV® [ICH Keyword Defi NG JP-eCTD4-318
nition Type] =@— KU A M XIXJP CVDJP CV®D [JP Keyword Definition Typ
e] I—RURRNDOER A=V a U EHBITH0IDTHDZ &,
510 OIDZ YT = v 7 Category Event componentOf2. categoryEvent. code@codeSystemfEMEDEIL, JP CVD [JP Categ NG JP-eCTD4-350
ory Even| 22— RU R NOFR/— 3 U Z&#BIT 50IDTHDL Z &,
511 0IDZ%YUMET = v 7 Category Event component. categoryEvent. code@codeSystem/@ M DfE L. JP CV [JP Initial NG JP-eCTD4-361
Submission Type] Z— KU X hDOHFNR/NN—T 3 o E2#BIT50IDTHH Z &,
512 priorityNumber %4 1E | Priority Number for | priorityNumber@valueBIEMEIL. F RK6HTDOIEDIEEL (1~999999) ThHZ L, NG JP-eCTD4-084
Frvl Context of Use
513 priorityNumber ¥4 | Priority Number for | priorityNumber@value@BEfEIX. Context of UseZ W~z A/ AT S &% | Information | 1~99DfH ZpriorityNumber@value& JP-eCTD4-084
F w7 Context of Use ZEL, 1~9X D KREWETHLZ &, EIZFRET D LIFE LI 20wy, UL
D Z A 7 A 7 W2 Tlontext of
UseZ W25 /HAT HAREMEN &
HOTHIUE, 1000, EOEEFEE TS =
EMEFE LU,
514 | UUIDRLSESHETF = » 7 Submission Unit submissionUnit. 1d@root/BIEDIEIL. 1S0/IEC 11578:199635 L ONTU-T Rec X. 6 NG JP—eCTDA—071
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1.3 filt

57/87




eCTD v4 Wik —/v  #EfE~v==T /L

Frv _ - T DF =
RS Z S z - s o5 —X4
e 1D F=xv277 HRER Fxv I NE 7—K4r | 1EE 7B —% 1D
515 UUIDRY 4T = v 7 Context of Use contextOfUse. id@root/BMEDfEIX., ISO/IEC 11578:19963 L CONTU-T Rec X. 667 NG JP-eCTD4-092
‘ I1SO/IEC 9834-8:2005D EFIZHEHL L 7T DUUIDTH 5 Z &,
516 - - (k%) - -
o17 - - (k%) - =
518 UUIDRY 24T = v 7 Submission submission. id. item@root/BMEDfE X, ISO/IEC 11578:19963 ;. N TU-T Rec X. NG JP—eCTD4-169
667 | ISO/IEC 9834-8:20050 EFIZHEHL L 7= JEDUWUIDTH 5 = &,
519 UUIDTU S e F =~ 7 Review review. id@root/BMEDOEIX. TISO/IEC 11578:199633 &L ONMTU-T Rec X.667 | 1SO NG JP-eCTD4-188
/TEC 9834-8:2005 D EFIZYEHL L 72 EOWIDTH S Z &,
520 UUIDBRY 4T = 7 Application application. id. item@root /@M DfE L. ISO/IEC 11578:19963 L TNTU-T Rec NG JP—eCTD4-249
X. 667 | ISO/TEC 9834-8:2005D EFRIZUEHL L 7-TE=.DUUIDTH D Z &,
521 UUIDRY 4T = 7 Document document. id@root/EMEDE L. ISO/IEC 11578:199633 L NTU-T Rec X. 667 ‘ I NG JP—eCTD4-279
SO/IEC 9834-8:2005MD EFIZHENL L 7= DUUIDTH H Z &,
522 F—REF v Message Header PORP_INOOOOO1UV. receiver. device. id. item@identifierName BB 1L, 1~128 NG JP-eCTD4-051
XFETHDHI &,
523 F—EAEF vl Submission Unit submissionUnit. title@value/BMAEIL. 1~10003LFTHDH Z &, NG JP—eCTD4-078
524 FT—HAEF vl Context of Use contextOfUse. code. original Text@value/BMAE L. 1~128LFETHH I L, NG JP-eCTD4-103
525 F—EAEF vl ManufacturedProduct | manufacturedProduct. name. part@value@&HfEIX., 1~2403LFTHDH Z &, NG JP-eCTD4-207
526 F—EAEFv Y Ingredient ingredientSubstance. name. part@value/BMfEIL. 1~240CFTHHZ L, NG JP-eCTD4-218
527 T—AETzv Applicant applicant. sponsorOrganization. name. part@value/BMEfEIZ. 1~240FTh 5 NG JP-eCTD4-233
Z &,
528 T—AETzv Application application. id. item@extension/BMAE (L, 1~1000LFTHDH Z &, NG JP-eCTD4-252
529 F—EAEF vl Document document. title@value B EILX. 1~10003CFETHHZ &, NG JP-eCTD4-284
530 F—EAEF vl Document document. text. description@value@IEfEIX., 1 ~1003LFTHDH Z &, NG JP-eCTD4-311
531 T—EEFvT Document document. thumbnail@value/E&MEAEIL, 1~10003LFTHbH Z &, NG JP-eCTD4-307
532 F—EAEFvl Keyword Definition value. item@code B HIX, 1~128LFTHHZ L, NG JP-eCTD4-327
533 F—EAEFvl Keyword Definition value. item@codeSystemBMEEIX. 1~256LFTHHZ &, NG JP-eCTD4-330
534 T—AETzv Keyword Definition | value.item. displayName@valueBMAE (%, 1~1000CFThHH = &, NG JP-eCTD4-335
535 Ayt —~wy X B FHE | Message Header A= Ny EOLUTEBIZOWNWTUIENLVT I a—V 0 T X2 T TR, FH NG JP-eCTD4-039
Frv = =1 N (2 o e A o T N
PORP_INOOOOO1UV. id
PORP_INOOOOO1UV. creationTime
PORP_INOOOOO1UV. interactionld
PORP_INO00001UV. processingCode
PORP_INO00OO01UV. processingModeCode
PORP_INO00O01UV. acceptAckCode
536 fif R FH T — Z 2 MDocum | Keyword JP Analysis Type Keyword® 5%,  TEGEKIIRGEEE Cld/anos —4# ] 23 Ke NG JP—-eCTD4-147
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HiSErT —X 7 74 V251 bContext of User BT D56 . BEHARTOC
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AIVDORIFTD " mb/datasets” LAFED 7 7 A L XAN—FK L TWAB I &,
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JP—eCTD4-119
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HiEER 77 — /A MEERF
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Keyword

HiEE T — % 25T AContext of Used ., YUiZHIFETLT—H XL T 5

MEFELE ST BHContext of UseM, AT () Q) DML TWNWAEZ &,

(1) study id_study title Keyword®code@code (Ncode@codeSystem/@EfE D
Fl—ToHdI &

(2) WFEETT —# 25T HContext of Usel . XGT 2WEHEE BRI HC
ontext of Use® 9 B/ 7L L H1o0%, L TFDOIERNAEL SO TH—T
HoHZ L,

Context of Use®code@code s (Reode@codeSystem/E MHfE
PL FKeyword®code@code F (Ncode@codeSystem/@PEAfE
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— ICH Study Group Order

NG

JP—eCTD4-151
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)

ManufacturedProduct

manufacturedProduct. name. part@valueBMHAEIZ. TF A NITHH Z &,

(72 ML LT TE 5305 ]

- RN

AR

RS (80, /51200 #0) ROV AR— R

- JISX0208#H D7 (BT (JISEE—/KHE, JISEE /KHE) | MK/ T,

EART. BAOLNR, BRANZ T BALE. BEAAN—X, F)

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

¥ LLF O S IXMLO A o=, JFAIE LTHERA LN &, R
DS THEHLZWESIX HIAE L oA r—7 a2 Rb 0 I L
THELZZ 2,

TP R (&) [ZA—T3LF : kamp; ]
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REB (L) ) [mAFr—7305F &t ]
RES (LVR) O) [=RF—73F et ]
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BITNG p—T—a (7)) (A —7"F : &quot; ]
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543 WFfEF =~ 7 (7% A b | Applicant applicant. sponsorOrganization. name. part@value@MAEIL. TF A MUITH 5 Warning JP—eCTD4-232
#l) e,
(7% 2 ML LTl C& 5 307H]
- A RN
- R AHCE
- RAREE (80, /51200 _80) ROV RAL— 2R
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Document
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R S E NI &
- AT
- CBEAREE (80, /51200 _80) ROV AN—R
- JISX0208#GMH DL (5 (JISH—/KHE, JISHE KHE) | M IR/,
AT, BA0LNR, BADX AT, BfAFE. B AR—A %)
- BRI (O~@, 1T ~XD303F D)
¥ LUFOYAFRBIXMLOERISCFO0, JFRIE LTHEA LN &, <
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BTN g —FT—var (V) [ A —7LF : &quot; ]
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JP—eCTD4-283
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S SN
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- R SCTT (O~@, T ~XOD303LF-DH)

X LU FOEATSIIXNMLOEREISCFO -0, JFAlE LTHEE LN L, R
DEBPTHEHLZWESIT S E L TRy —TF X F 2R I L

THAELIZRR,
ToRY R &) (A —T7 LT &amp; ]
EZINT x—T—vary (") [ZAF—7F : &quot; ]
FRER (L) O [mAFr—70F : &lt;]
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Warning
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Keyword Definition

value. item@codeSystemfBPEEIX, T F A MMITHDH Z &,
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X LU FOYATRSIIXNMLOEEISCTFo -0, JFAIE LTHEE LN L, R
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Keyword Definition

keywordDefinition. value. item. displayName@value@fEiL. 7% A MUTH 5
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- A RN
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