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JP-eCTD4- | PORP_IN000001UV E 35 %X PORP_IN0000OIUV EZOEM L LT, LLFR O O O
038 395 2 &

ITSVersion="XML 1.0"

xmlns="urn:hl7-org:v3"

xmlns:xsi="http://www.w3.0rg/2001/XMLSchema-instance"
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043 L
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045 Bl ThoHZ L,
JP-eCTD4- | PORP_IN000001UV.receiver.device.id B3N HILT 52 &, O O O
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JP-eCTD4- | PORP_IN000001UV.receiver.device.id.item F3575 2 DHBLT 25 = &, O O O
047
JP-eCTD4- | % PORP_IN000001UV.receiver.device.id.item 33 |Z%F L C. root J& LM HHLT O O O
048 5HZ &,
JP-eCTD4- | PORP_IN000001UV.receiver.device.id.item@root JEMEDEIL, ICH FEH A K | Yi% eCTD ICEENHARHFHE O > H ik | O O O
049 FLITENFIET A FOOID ThDHZ &, HRWHFEORGE AR THR RN —Y

a0 0ID ZfRET 5 Z &,

JP-eCTD4- | % PORP_IN000001UV.receiver.device.id.item Z 55125 L C. identifierName J& O O O
050 PERHBT D Z &,
JP-eCTD4- | PORP_IN000001UV.receiver.device.id.item@identifierName JEMEEIL, 128 3UF O O O
051 DTThbHZ L,
JP-eCTD4- | PORP_IN000001UV.sender EE N B4 25 Z &, O O O
052
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eCTD Féjl]
D F=v 7 IHH e

a) b) c)
JP-eCTD4- | PORP_IN000001UV.sender.device B3N HIBLT 52 L, O O O
053
JP-eCTD4- | PORP_IN000001UV.sender.device@classCode JEIEDNHELT 5 = &, O O O
054
JP-eCTD4- | PORP_IN000001UV.sender.device@classCode JEM:DffiL, [DEV] TH5DHZ O O O
055 L
JP-eCTD4- | PORP_IN000001UV.sender.device@determinerCode J&:3 HELT 5 Z & O O O
056
JP-eCTD4- | PORP_IN000001UV.sender.device@determinerCode J& "D fElL, TINSTANCE | O O O
057 ThdI L,
JP-eCTD4- | PORP_IN000001UV.sender.device.id 3273 HBL9 5 Z &, 72, ¥k BRIt O O O
058 T eI u=U T ETTOREN, FEFE R iR T Tk

4.3 controlActProcess
eCTD Fjl]
D F=v 7 HH e

a) b) c)
JP-eCTD4- | controlActProcess PN HBLT 25 Z &, O O O
059
JP-eCTD4- | controlActProcess@classCode JETEN BT 5 Z &, O O O
060
JP-eCTD4- | controlActProcess@classCode J&MEDfEIX, TACTN] THDHZ &, O O O
061
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eCTD #FiJ|
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a) b) c)
JP-eCTD4- | controlActProcess@moodCode JEVEN BT 25 = L O O O
062
JP-eCTD4- | controlActProcess@moodCode EVEDfEIZ, [EVN] THDHZ &, O O O
063
JP-eCTD4- | controlActProcess.subject B3N BT 52 &, O O O
064
JP-eCTD4- | controlActProcess.subject@typeCode JEIENHELT 5 Z &, O O O
065
JP-eCTD4- | controlActProcess.subject@typeCode JEME DX, [SUBJ] THDHZ &, O O O
066
4.4 Submission Unit
eCTD #J|
ID F = v 7 HH e
a) b) c)
JP-¢CTDA4- | submissionUnit B33 HBLT 5 2 &, O O O
067
JP-eCTD4- | | DDA g — R « X vtv—UHIIHBLIT 5 submissionUnit 331X 1 OTH | 1 DOXAf o — R Ayb—vfic, # | O O O
068 HT kL, ® submissionUnit ZEFENHBLL TiEe b
TRV,
JP-¢CTDA4- | submissionUnit.id BH B HBLT 5 2 L, O O O
069
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a) b) c)
JP-eCTD4- | submissionUnit.id@root BN HHLT 5 Z & O O O
070
JP-eCTD4- | submissionUnit.id@root J&'ED{EIL, ISO/IEC 11578:1996 M TF ITU-T Rec X.6 O O O
071 67 | ISO/IEC 9834-8:2005 D EFRIZHEHL L 72 UUID TH 5 Z &,
JP-eCTD4- | submissionUnit.id@root JEMEEIZFEE L 7= UUID (%, A Submission Unit % — O O O
072 Bl TE L L,
JP-eCTD4- | submissionUnit.code B3N BT 5 Z &, O O O
073
JP-eCTD4- | submissionUnit.code@code JEENHBLT 5 Z &, O O O
074
JP-eCTD4- | submissionUnit.code@code JEMEDAEIL. submissionUnit.code@codeSystem J&M: | Tjp other] =— FiZ, JFHIE LTHERAL O O O
075 fE® OID 23/r3 JP CV @ [JP Submission Unit Code] =— KU A kv = | 7202 &, Tip other) 22— K& 545

—FMETHD Z &, Bl FANCEELSRICHR T Z L.
JP-eCTD4- | submissionUnit.code@codeSystem JEMER BT 5 Z &, O O O
076
JP-eCTD4- | submissionUnit.code@codeSystem JE&I'EDfEIL, JP CV @ [JP Submission Unit | 47% eCTD ICE ENDEBHFEDOH> B ik | O O O
077 Code] =2— R U A MZ@ld %5 OID THDH Z &, b HEEOHE H R R THZ R —
20 0ID ZfRET S Z &,

JP-eCTD4- | submissionUnit.title@value JEVEEIX, 1000 LFLLFTHDHZ &, O O O
078
JP-eCTD4- | submissionUnit.statusCode B3 HBL L7202 &, O O O
079
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a) b) c)
JP-eCTD4- | MR HIZIN T, submissionUnit.component Z35 % 8, B T O priorityNumb O O O
080 er B34, contextOfUse BN HEBLT 5 Z &,

4.5 Priority Number
eCTD Ff}I]
ID F =7 HH RS

a) b) c)
JP-eCTD4- | 4 submissionUnit.component 35,25 LU C. priorityNumber B-3E 3 HBL9 5 2 O O O
081 L,
JP-eCTD4- | % priorityNumber E33\Z%F U C, value BYENHBLT 5 Z &, O O O
082
JP-eCTD4- | priorityNumber@value JEVEfEIL, TR CHD Z &, O O O
083
JP-eCTD4- | priorityNumber@yalue JEVEIEIL, Fc K 6 HTOIEDEEEL (1~999999) T 5 Z | Priority Number (% Context of Use Z#W~ | O O O
084 &, BRADAHANT D Z & xBE L, 11000 A

HREE LT 1000 oM 5 ( 1200
01 . [3000) 72&) Z &nffEfEsng,

JP-eCTD4- | [A] Application ND 1 2D a7 F A k « Z)—T7IZJET HA%N7 Context of O O O
085 Use M H1C, Priority Number 258 L7722 &,
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4 Ayt—VICETENUT—ar -
4.5 Priority Number

PEDSHEL L T D58, £ Submission
Unit (IH T =5,
MR 2 EZ O T A 7V A 7 )L %
L CHID THELT % Context of Use
Thb
statusCode@code JEIAE7 Tsuspende
dl Th%
priorityNumber@value JEPEAED ¥ 8T
STV

eCTD #FiJ|
ID F = v 7 HH e
a) b) c)
JP-eCTD4- | BEFEHI @ Context of Use @ priorityNumber@yalue EVEMEZ F T 55515, | LT X 972 Context of Use Mefitxin | O — —
086 FHF G D Context of Use D priorityNumber B35\25%) U C. updateMode J&1: | 7354 . % Submission Unit [ZH F S
NHET D &, 2
priorityNumber@value J&VEE A3 AE]
TEHFEDN B IFL TV DD, priori
tyNumber@updateMode &A1
STV,
JP-eCTD4- | priorityNumber@updateMode JEVEDfEIZ, [R] THDHZ &, O — —
087
JP-eCTD4- | priorityNumber@value JEMEAE D FHT 3720 Context of Use (ZXF LT, priority | LA F T UNCE% %35 Context of Use | O O O
088 Number@updateMode JEMEPHBL L7202 &, \Zx%f LC. priorityNumber@updateMode &,
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4.6 Context of Use

eCTD V4.0 ERFz v VIER—E v1.5.0.0

4.6  Context of Use
eCTD #J|
ID F = v 7 HH fii
a) b) c)

JP-eCTD4- | % submissionUnit.component B 33\Zxt LT, contextOfUse BEF NP HEBLT 25 2 O O O
089 L
JP-eCTD4- | % contextOfUse B33 \Z%F L C, id BRNHBT 5 &, O O O
090
JP-eCTD4- | % contextOfUse.id B33 \2%F L C, root BYENHEBLT 52 &, O O O
091
JP-eCTD4- | contextOfUse.id@root J& D EIL, ISO/IEC 11578:1996 K UM ITU-T Rec X.667 O O O
092 | ISO/IEC 9834-8:2005 DEFIZHEHL L 7= UUID THH Z &,
JP-eCTD4- | contextOfUse.id@root JEMAEIZF57E L 7= UUID (X, A Context of Use & —EICT O O O
093 AT EDLZ L,
JP-eCTD4- | statusCode@code JEVENED Tactive] ToH Y . 2D priorityNumber@updateMod O O O
094 e BIEENRAE I N TV 22U contextOfUse B IZX LT, code BFRP BT

LTk,
JP-eCTD4- | statusCode@code JEAED Tsuspended] ToH 5. XL priorityNumber@update O O O
095 Mode JEMHEN ML XN TV D contextOfUse E3E 2% L C. code B M HH

L7z &,
JP-eCTD4- | % contextOfUse.code TS5 |2k LT, code BIENHELTHZ &, O O O
096
JP-eCTD4- | contextOfUse.code@code J&EDEIZ, contextOfUse.code@codeSystem JEVEED | [jp other] =— Nik, JFHIE LTHEHL | O O O
097 OID 73779 ICH CV @ [ICH Context of Use] =— KU A KX(XJP CV D [J| 7evZ &, [jp other] =— KZEFEHT 55

P Context of Use] =— RU X hnbDa—RETHD Z &, B FANCEALRICHRT 2 2 L,
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4.6 Context of Use

eCTD V4.0 ERFz v VIER—E v1.5.0.0

eCTD #FiJ|
ID F = v 7 HH e

a) b) c)
JP-eCTD4- | eCTD &}l b)IZF\ T,  contextOfUse.code@code JEVEAFE 3 7<3 CTD FLHL LA — O —
098 CTDH SER 3 HIZE L T D Z &,
JP-eCTD4- | % contextOfUse.code B35 |25t LT, codeSystem BN T 5 Z &, O O O
099
JP-eCTD4- | contextOfUse.code@codeSystem JEME:DMEIZ, ICH CV @ [ICH Context of Us | 4% eCTD IZE ENHARHBFE D> B x| O O O
100 e] A= RFUARXTIP CV D [JP Context of Use] =— FU X F&FHIT 2 | & RWHGEOHFE AR R THRRAN—

OID Th D Z &, 2D 0ID ZfET 5 Z &,

JP-eCTD4- | 4 contextOfUse.code.originalText 33|25} L C. value BYEDN BT 5 2 &, O O O
101
JP-eCTD4- | contextOfUse.code.originalText@value JEVEIEIZ, 7% A Ml (3%) THDHZ &, | LLTO¥ATLEIT XML ORI Fo- | O O O
102 O JFRIE LTHEALRNWZ &, R 215

KT XA MUE L THEATE 2 FRITILLTO®Y,

FTEHHA L WG S I s LT —

e B RN TXFERDVIHEA L THZE LR R
AT v,
AT (80,42 @) KOVEAAAN—2R TUNRY U R(&) [ZAFr—T 30T
JISX0208 #EPHDCF (5 (JIS 5—/KUE, JIS 5 —K#E) | 2AKK &amp;]
NI BAECT. RAOLNRR, BA ST, BT, BAA BTN =T —ar (") [TA
N—R, F) o —73F . &quot; ]
BT SCT (O~@, [ ~XD 30 3LFOH) Rgs (L) (<) [ZmAr—F
F &)
RES (kv R) ) [=Axr—7
SCF &gt ]

Page 21 of 67




eCTDv4.0 ENF vV EBE—E v1.5.0.0 4 Aye—TUICET BN T30 =)L
4.6 Context of Use

eCTD #FiJ|
ID F = v 7 HH e

a) b) c)
JP-eCTD4- | contextOfUse.code.originalText@value JEMHAEIL, 128 SLFLL N THDHZ &, O O O
103
JP-eCTD4- | 4 contextOfUse BE32 2%} L C, statusCode B NI T 25 Z &, O O O
104
JP-eCTD4- | % contextOfUse.statusCode 5525 L C, code BN HEBLT 52 &, O O O
105
JP-eCTD4- | contextOfUse.statusCode@code JEI:DfEIX, lactive] F721% [suspended) D O O O
106 WINNThDHZ &,
JP-eCTD4- | IR A2 Z O T A 7% A 7 V%@ L THID THELT 5 Context of Use D O O O
107 statusCode@code JEMEAEIL, Tactive] THDHZ &,
JP-eCTD4- | A& Application (23T DELRTD T A 7 %A 7 /L CEHIIHIFR 7z Context | {E#LXITHIER S 4172 Context of Use ZfF | O — —
108 of Use & [ U id@root J&MAE % £F contextOfUse BFZMFAE L2V Z & AN LT IGATX, #i#ld Context o

fUse & LTHEET S &,
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4.6 Context of Use

eCTD F&E I
D F = v JHH S
a) b) c)
JP-eCTD4- | UUID THFE S5 1 oD Context of Use {2k LT, [A—@ Submission Unit | 2L F® X 5 72 Submission Unit (ZFH F& | O — —
109 W CRIRFICEEOEIE Brslfeh & &, HIBRE BHi/e L) MTbhvTnwi | 5,
A -+ 243% Submission Unit {235\ CTHHL#Z

tH L7z Context of Use %, [A] Submis
sion Unit N CHII® Context of Use |Z
B L TWD CHr#ifE L7z Context
of Use @ UUID 723, [] Submission U
nit ORI Context of Use O related
oContextOfUse.id@root JEVEMEIZ G E
EhTn5)
5% Submission Unit (235 THIBR L
7z Context of Use (Zxf L T, [A] Subm
ission Unit PNC Priority Number &
Braz1T->Tnd (HIBR L7z Context o
f Use &F—® id@root J&IMAE % Ff
| priorityNumber@updateMode J&'E
EAFEE ST 5 Context of Use
73, [A] Submission Unit NIZ{7E L T
WD)
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4.7 Context of Use - Related Context of Use

4.7  Context of Use — Related Context of Use
eCTD #J|
ID F = v 7 HH fii
a) b) ¢)

JP-eCTD4- | FIIRIEHICEH W T, BUFERBHA L RN &, O O O
110 contextOfUse.replacementOf

contextOfUse.replacementOf.relatedContextOfUse
JP-eCTD4- | statusCode@code JEMAED Tsuspended] TH 2. XL priorityNumber@update O — —
111 Mode EVEENRAE STV D contextOfUse BTk LT, L FERNHIE

L7z &,

contextOfUse.replacementOf

contextOfUse.replacementOf.relatedContextOfUse
JP-eCTD4- | % contextOfUse.replacementOf E-35\Z%F L C, typeCode JEMEN BT 5 Z & O — —
112
JP-eCTD4- | contextOfUse.replacementOf@typeCode JEMEDfEIX, [RPLC] THDHZ &, O — —
113
JP-eCTD4- | 45 relatedContextOfUse B33 \Z%f L C, id BHRNHBT D2 &, O - -
114
JP-eCTD4- | % relatedContextOfUse.id Z321Z%F L C, root BYESHBLT 5 Z &, O - -
115
JP-eCTD4- | relatedContextOfUse.id@root JEVEfE UUID 1%, [Fl— Application ®LAR[D 7 O — —
116 A 7Y A7 VO L L TREES LTV S Context of Use Z7n LT D Z

&
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4.7 Context of Use - Related Context of Use

eCTD #FiJ|
ID F = v 7 HH e

a) b) c)
JP-eCTD4- | relatedContextOfUse.id@root JEVEE D UUID 1%, *43% Submission Unit K C O — —
117 £ %72 Context of Use (statusCode@code J&AH7)S Tactive] Td % Context o

fUse) Z7RLTWVDHZ &,

JP-eCTD4- | relatedContextOfUse %35 D id@root JEMEAE /KT Context of Use 73, A Cont O — —
118 ext of Use LAl —Da L 7TF AL« Z—FIZBLTNDH I L,
JP-eCTD4- | HEEE 7T —# 7 7 A NV Z S M7 % Context of Use ZEHLT D56, EHLAT O - -
119 @ Context of Use WEMT 57 7 A /L& [EHt4 D Context of Use A3E M7

BT 7 A INVOIBIT D" "m5/datasets" LAED 7 7 A NV RAN—FH L TWB &,

JP-eCTD4- | HEEE 7T — 4 7 7 A V& Z M7 2% Context of Use ZEIT LGB 1E. 1o | HFFETFT —4 77 ANV E2Z TS Cont | O _ _
120 DT 7ANE, 1ODT7ANTELBZIEHRTHD L, ext of Use (ZxF LT, LATFIZE%Y ¥ D
EATH ZLIETE RN,
1oD7 7 A NE, BEDOT 74
TREL#Z D
BEOT7 7 ANk, 1ODT7 7 AL
THELHZ D
BED7 7 ANV, BEOT 7 AV
TEL#Z D
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4.8 Context of Use - Document Reference

eCTD V4.0 ERFz v VIER—E v1.5.0.0

4.8  Context of Use — Document Reference
eCTD #J|
ID F = v 7 HH fii
a) b) ¢)

JP-eCTD4- | FIEEHICI VN T, 45 contextOfUse BFEIZ%F L C, UL FEENHE TS5 Z L, O O O
121 contextOfUse.derivedFrom

contextOfUse.derivedFrom.documentReference
JP-eCTD4- | statusCode@code JEVEME Tactive] TH Y . 2> priorityNumber@updateMod O O O
122 e BIEENFEAE STV contextOfUse B3R L T, DL N EENHEBLS

HZ &,

contextOfUse.derivedFrom

contextOfUse.derivedFrom.documentReference
JP-eCTD4- | statusCode@code JEMAED Tsuspended] TH 2. XL priorityNumber@update O — -
123 Mode BEVEENRHE STV D contextOfUse EFITxE LT, L FERNHIE

L7z &,

contextOfUse.derivedFrom

contextOfUse.derivedFrom.documentReference
JP-eCTD4- | % documentReference Z33 2%t L C, documentReference.id B3& 3BT 5 = O O O
124 Eo
JP-eCTD4- | 4 documentReference.id B3812%f L C, root BIENHELT 5 Z &, O O O
125
JP-eCTD4- | documentReference.id@root J&'EAE D UUID 73759 Document 73, *47% Submiss O O O
126 ion Unit b L <IZHEYROT —F X—RAHET D Z &,
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4.8 Context of Use - Document Reference

eCTD #FiJ|
ID F = v 7 HH e
a) b) c)
JP-eCTD4- | HIGEEF7T —4# 7 7 A V&S WS % Context of Use ZHBUEHT 256, LL O O -
127 TRUFETIZRET 57 7 A VD, HRERE SR RO T 1 79 A 7L
HIZHFEE LN T L,

BRI T 5 Context of Use MBMT 5 7 7 A /L & "m5/datasets" LARE D

AP —BT D

statusCode@code J&ETEAED Tactive] T % Context of Use 22H M4

EQARS)
JP-eCTD4- | Document Z FFFIH T 25615, AT DELIL2)OWT DKM AT LT O O O
128 WnH Ik,

1) FHAIH XN 2% Document % EF L TV % Submission Unit 2 O\FFIH &
% Document % 29 % documentReference 3 % 1 ¢ Submission Unit
DX F5 W3 E—D Application |ZJ& L TV 5,
2) UUTFO&EMEETHEZ LTINS,
FFIH &4 5 Document & EF L TV D HEEDBEIZAR STV D
FFIH &4 %5 Document % E# L TV 5 HEE K YHHIH 415 Docum
ent M 25 documentReference H3 % Z T HFED M A, eCTD v
4.0 fERRICHI > TIEAR L LTIRIEENA TV D
FFIH &5 Document ZiEF L TV 2D HFEEENDN, FAEYRICLD
RESCEOXNRTHY | DOREOREMINTSH D
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4.9

4 Aytw—IICBTHEN)T—ar =L

4.9 Keyword
eCTD #FiJ|
ID F = v 7 HH fii
a) b) c)

JP-eCTD4- | HEEE 7 —# 7 7 A V&S T % Document Z HAHT25G1L. AT D O O —
129 FFEETHIZL TS Z L,

FFIH &35 Document 2 LT 5 H %72 Context of Use 73, [Al—

Application WIZEEAFE L2

FFIH &4 % Document 235 R L TN 5 7 7 A /b & "m5/datasets" LA 0D 7

7 A NRANRE—D T 7 A )V ESR L TWDHEL)7: Context of Use 73,

MR HERE SRR DT A T A J VIR LR

Keyword
eCTD &
ID F =7 HH (e
a) b) c)
JP-eCTD4- | statusCode@code JE MY Tsuspended] TH 5. F 7213 priorityNumber@upda O - —
130 teMode JEVEDM 2L S LTV 5 Context of Use DFL NI, LA FERNHBLL 72
Wz &,

contextOfUse.referencedBy

contextOfUse.referencedBy.keyword
JP-eCTD4- | 4 contextOfUse.referencedBy Z-3512xf L C, typeCode BMEN BT 5 Z L, O O O
131
JP-eCTD4- | contextOfUse.referencedBy@typeCode JEVEDEIZ, [REFR|] THH T &, O O O
132
JP-eCTD4- | 4 keyword B3R (25t LT, code HHRNPHBLTHZ &, O O O
133
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4 Aytw—IICBTHEN)T—ar =L

4.9 Keyword
eCTD #FiJ|
ID F = v 7 HH fii
a) b) c)
JP-eCTD4- | % keyword.code ESE125%f L C, code BN HELTHZ &, O O O
134
JP-eCTD4- | keyword.code@code BVEDIEIZ. contextOfUse.code@codeSystem JEMAENRT | LA F=2— KU X o [jp other] =1— K%, O O O
135 a— KU A (Keyword Definition (2 XLV EREI N2 — KU X My ETe) 2 | FHIE LTHEH LZRWTZ &, Tjp other] =
LbDa—KNMETHDZ &, — RZEHT 25613 FalcEE S RIC
T D Z &
JP CV [JP Study Data Category ]
JP CV [JP Terminology(Tabulation)
JP CV [JP Terminology(Analysis)
JP CV [JP Analysis Type]
JP-eCTD4- | % keyword.code Z33 2% LC, codeSystem JBIEN BT 5 Z &, O O O
136
JP-eCTD4- | keyword.code@codeSystem JEVEDH X, CV O =2— KU A h #5319 % OID ¢ | OID #fET DT, Y% eCTD IZEHENL | O O O
137 L <{¥AK Application TiEF Z172 Keyword Definition ZikBll T 2 TH D Z | 2EKRBHFFHEDO O H &H bR WVHFEOHFEH
& RERLCH RN 23—V 3 O OID 248ET
LTk,
JP-eCTD4- | Context of Use = — KA3/~9 CTD HH LIZxI LT, ICH CV @ [ICH Contex O O O
138 t of Use] XILJP CV @ [JP Context of Use] IZX > THIHE STV D Ke
yword M HEINTWHZ &, AL, HEERE 1T — ¥ 774 V&2 ST 5 Co
ntext of Use DA%, ICH Document Type Keyword [Zf}5 L72< TH Ly,
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4 Aytw—IICBTHEN)T—ar =L

4.9 Keyword
eCTD #FiJ|
ID F = v 7 HH fii
a) b) ¢)
JP-eCTD4- | CTD X &7 7 A V% Z M % Contetxt of Use @ Context of Use = — NAVR O - O
139 9 CTD R LIZx L, ICH CV @ [ICH Context of Use] X|ZJP CV @ []
P Context of Use] (&> THHEMFRD LAV TRV Keyword 23F 5S4 T
[ATZ AR
JP-eCTD4- | HEEEF7 —#% 7 7 A V&S M7 % Contetxt of Use @ Context of Use =— N O O -
140 23779 CTD AH LIZx LT BLFW RIS H3%2% L7222V Keyword 23 5- &
nTnipnz &,
ICH CV @ TICH Context of Use] XI& JP CV @ [JP Context of Use]
W2 X o TGRS 51TV 5D Keyword
JP Study Data Category Keyword
JP Terminology(Tabulation) Keyword
JP Terminology(Analysis) Keyword
JP Analysis Type Keyword
JP-eCTD4- | 1 2® Context of Use (Zxt LT, [Al UfEFHD Keyword 2 AT 5 4 Tuie O O O
141 W2,
JP-eCTD4- | ICH Study Group Order Keyword 735 - Z 41TV % Context of Use IZxF L O O O
142 T, study id study title Keyword 3 5- S CTW\WB 2 &,
JP-eCTD4- | HIFEE 7T —4% 7 7 A VA2 Z T % Context of Use |2, JP Study Data Categ O O —
143 ory Keyword & OV JP Analysis Type Keyword 235 & Tn5 Z &,
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4.9 Keyword
eCTD #FiJ|
ID F = v 7 HH fii
a) b) c)
JP-eCTD4- | HFEE 17— % 7 7 A WV ES ML T2\ Context of Use (2, LL T D Keywo O - O
144 d MG S TWRNT &,
JP Study Data Category Keyword
JP Terminology(Tabulation) Keyword
JP Terminology(Analysis) Keyword
JP Analysis Type Keyword
JP-eCTD4- | eCTD f&E5l b)IT & » T =415 Context of Use (Z, JP Study Data Category — O —
145 Keyword M H- SN TWnD Z &,
JP-eCTD4- | eCTD F&E}I| ¢)iZ & » THEft =415 Context of Use |2, JP Study Data Category — — O
146 Keyword 23 5- S T2 &,
JP-eCTD4- | JP Analysis Type Keyword @ 9 5, TEERIEHEGIK CIdeWT—4 | 2T | BREHEROBEE T — ¥ 2+ | O O —
147 Keyword (jp_non_cp) LIZL®D Keyword 23 5- Z TV HA . Hi% Context o | HERIX. Uik E 7 —ZICx LT, 7
f Use 729 % Document O text.description@value JE VAN LS LTV D | 7 A VNE DR % Document O text.desc
Z&, ription@value JEVEE L L TR 2 M8
VAR SR
JP-eCTD4- | SDTM & —4 &t v hD 7 7 AL (%) ZZM$ 25 Context of Use |2, JP Ter O O —
148 minology(Tabulation) Keyword 235 S TW\W5H Z &,
3 "tabulation/sdtm" X | X "tabulation/sdtm "B FOETD 7 7 A /L
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151

ERHET 2HEEEL ST S Context of Use 23, LA 1)~2)D &M% L

TWHZ &,

1) study id_study title Keyword @ code@code 2T} code@codeSystem J&MAE
NE—ThdZ &,

2) HWEEE T — X %223 % Context of Use &, ®ET HMEELSHT
% Context of Use D9 HA7e< &b 1 DiF, ATOERBAESLEZO T
Fl—ThboHZ L,

Context of Use D code@code )2 () code@codeSystem &1
LLF CoU Keyword @ code@code % 1* code@codeSystem &1
» ICH Study Group Order

» indication

der Keyword @ code@codeSystem JE LD 7~
T OID ODRRBIZHFENDNN—V a U F s
1T, —H L TWa0ET e,

eCTD f)I b) DFE TR i Tl 9~ 2
E4% 2095 Context of Use ILHEH i
RN ke eCTD FEBI o) DR IC
BT 1) QO ENH S TWRIEX
|

4.9 Keyword
eCTD #FiJ|
ID F = v 7 HH e
a) b) c)

JP-eCTD4- | ADaM 7 — 4ty D7 7 A )L (3%) ZZH7T 2% Context of Use (2, JP Ter O O —
149 minology(Analysis) Keyword 2535 Tn5 Z &,

% "analysis/adam" X {X"analysis/adam_j"El FDOE2TD 7 7 A /L
JP-eCTD4- | HIFEE 7T —4% 7 7 A VA2 BT % Context of Use |ZfF 5 Z 45 study id st | 7272 L, S FORKLF/ NI F42 —HSHD O O —
150 udy title Keyword @ study id #i/71%, MeZHEE 7 —Z 7 7 A VDHEAE | LEITZR0,

NTNDRERID 7 AV HDAFRER—THbHZ L,
JP-eCTD4- | HIFEE 7T —4 7 7 A VA2 Z T % Context of Use &, Hi%HGEHE 7 —% | Context of Use 2T ICH Study Group Or | O O O
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4.10 Sequence Number
4.10 Sequence Number
eCTD #J|
ID F = v 7 HH fii

a) b) c)
JP-eCTD4- | LU PRI D Z &, O O O
152 submissionUnit.componentOf1

submissionUnit.componentOfl1.sequenceNumber
JP-eCTD4- | | DDA B — K+ X vv—U BT % sequenceNumber 32131 OTH | 1 DDA/ a—F - Avyt—UHic, fk| O O O
153 5Tk, D sequenceNumber E3E 3 HELL CTix7e 6
AN

JP-eCTD4- | sequenceNumber@value EVENHBLT 25 2 & O O O
154
JP-eCTD4- | sequenceNumber@value EVEIEIL, AT THDH Z L, O O O
155
JP-eCTDA4- | sequenceNumber@value JEVEDMEIL, 1 72 HHAE D 999999 LU T DIEDFEHL T O O O
156 HoHZ Lk,
JP-eCTD4- | sequenceNumber@value JEVEEIL, 1 >0 Application [ZFV T, 7% Submiss O O O
157 ion Unit %%/ 35 —& D Sequence Number TH 5 Z &,
JP-eCTD4- | sequenceNumber@value JEMAEIL, 55 _FEfE 7 4 L X4 OFEHETER - & —E O O O
158 T56Z &,
JP-eCTD4- | FINRIEHIZIUVNT, eCTD iRl a)D sequenceNumber@value JEMAEIX (1] T O - —
159 HBHT k,
JP-eCTD4- | FINRIEHIZIUVNT, eCTD Rl b)D sequenceNumber@value JEMEAEIL (1] T — O —
160 HHT k,
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4.11 Submission

eCTD #FiJ|
ID F = v 7 HH e

a) b) c)
JP-eCTD4- | MR HIZI VT, eCTD Rl ¢)D sequenceNumber@value JEMEAEIL (2] T — — O
161 HHT &,
JP-eCTD4- | tETIF, sequenceNumber@value JEMEAF I, SEThREE HIRF 52 CIA] Application (2 O — —
162 BN THMALE A D Sequence Number D 9 6, i KOEIZ | ZE L7-FETH

HZ &,
Submission
eCTD &
ID Fx v/ HHA e

a) b) ¢)
JP-eCTD4- | LU FEFE DB 5 Z &, O O O
163 submissionUnit.componentOf1

submissionUnit.componentOf1.submission

JP-eCTD4- | | DDA m— R « Ay — BT D submission BHIE 1 DTHLZ | 1 ODXAm—F-Xyb—vhic, H% | O O O
164 L, D submission ZEFE S HEL L TR B 720,
JP-¢CTDA4- | submission.id ZH MBI 5 2 &, O O O
165
JP-¢CTD4- | submission.id.item ZFH 3BT 5 2 &, O O O
166
JP-eCTD4- | submission.id 3225 L C, item BFRNEEEIHBEL L7202 & O O O
167
JP-eCTD4- | submission.id.item@root &L T 5 = & O O O
168
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4.11 Submission

eCTD #FiJ|
ID F = v 7 HH fii

a) b) c)
JP-eCTD4- | submission.id.item@root JEMEDAFE L, ISO/EC 11578:1996 N ITU-T Rec X.6 O O O
169 67 | ISO/IEC 9834-8:2005 D EFRIZHEHL L 72 UUID TH 5 Z &,
JP-eCTD4- | submission.id.item@root J&MEAEIZH5E L7= UUID X, A Submission % — &I O O O
170 M TTELZ L,
JP-eCTD4- | submission.id.item@root JEVEEIX, 74 7 A 7 VB L CRICMETHSH Z O — O
171 L
JP-eCTD4- | submission.id.item@extension JETEN BT 5 = & O O O
172
JP-eCTD4- | submission.id.item@extension J&MEAEIT, AT THL Z L, O O O
173
JP-eCTD4- | submission.id.item@extension EYEDEIL, HFEHEED eCTD %t EETHD O O O
174 N
JP-eCTD4- | submission.id.item@extension JBYEEIL, 7 A 7% A 7 V%@ L TlH UfETH O — O
175 5Tk,
JP-eCTD4- | submission.code 3R HBLT 5 Z & O O O
176
JP-eCTD4- | submission.code@code JEMEDN LT 5 Z L O O O
177
JP-eCTD4- | submission.code@code JEEDEIL, submission.code@codeSystem JEMAED OID | [jp other] =— Ni%, JRHIE LTEHL | O O O
178 23RFJP CV @ [JP Submission] =— KU A b0 a—RNMETHLZ &, | 2 &, Tjp other] =2 — REMHT 555

Al FANCEEYRICHRT 2 2 &
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4.12 Review
eCTD #FiJ|
ID F = v 7 HH e

a) b) ¢)
JP-eCTD4- | submission.code@code JEVEEIL, 74 7 A 7V BLTRILETHLHZ &, O — O
179
JP-eCTD4- | submission.code@code JEIEEIZHEE L7z 2 — R, 2434 eCTD DO IEARFEH O O O
180 SHEREHOME B L TNDH T &,
JP-eCTD4- | submission.code@codeSystem JBEN BT 5 Z &, O O O
181
JP-eCTD4- | submission.code@codeSystem JEMEDfE X, JP CV @ [JP Submission] =— F | %% eCTD IZE ENHAGEHFEDH> B & | O O O
182 A RZi#hl$ % 0D ThdZ L, b REVHEEO R H R R THE RN —

2D O0ID ZfET DI &,
JP-eCTD4- | submission.code@codeSystem JEVEMEILX, 71 79 A 7 V&@LU TR UETH | 7272 L. code@codeSystem JEMEH 7779 0ID | O — O
183 5L, DREIZHEEND A=V a »FEIF,
LTV ETR Y,
Review
eCTD #iJ|
ID F = v 7 HH e

a) b) ¢)
JP-eCTD4- | FIHARHIZHBW T, eCTD R a) K N e)DFA. UL FERNHIT S Z &, O — O
184 submission.subject2

submission.subject2.review
JP-eCTD4- | eCTD FER b)ICH T, UFERERHB L2 &, - O -
185 submission.subject2
submission.subject2.review
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4.12 Review
eCTD #FiJ|
ID F = v 7 HH e

a) b) c)
JP-eCTD4- | 4 review BFH|Txt LT, id BEHRNPHBLT D &, O - O
186
JP-eCTD4- | % review.id Z23:\ZX%F LT, root BN BT 5 Z &, O - O
187
JP-eCTD4- | review.id@root J&MEDfEIX, ISO/IEC 11578:1996 & TN ITU-T Rec X.667 | I1SO O - O
188 MIEC 9834-8:2005 D EFIHEHL L 72 UUID Th 5 = &,
JP-eCTD4- | review.id@root J&THEEIZFEE L7z UUID I%, A Review & —EIZWBITE 52 O — O
189 L
JP-eCTD4- | & review EFEIZXkI LT, statusCode BFH N BT HZ &, O - O
190
JP-eCTD4- | % review.statusCode L3525t LT, code JEVEN BT 2 Z &, O - O
191
JP-eCTD4- | review.statusCode@code JEMEDMEIL, Tactive] F72iE Tsuspended] DV O — O
192 NnThoLZ &,
JP-eCTD4- | FINERHFFZE DT A4 7% A 7 V%@ L THIO THELT 2 Review O statusC O — O
193 ode@code MBI, lactive] THDHZ &,
JP-eCTD4- | A& Application |28 D LIRTD T A 7 A 7 )V CHIBR S 117z Review & [F U id | HIBR S 37z Review # FHEAZIZLI-WEE | O - —
194 @root JEVENE 2 FFD review BHRENFIEL 72\ & Al FBlO Review & L THEEHTH Z

&

Page 37 of 67




eCTDVv4.0 ERFz v EEH—E v1.5.0.0 4 Aytw—IICBTHEN)T—ar =L

4.12 Review
eCTD #FiJ|
ID F = v 7 HH e
a) b) c)

JP-eCTD4- | UUID THIES NS 1 50 Review (Z4f LT, [ Submission Unit P TIH | LA R & 9 7¢ Submission Unit [FHF&h | O — -
195 R OEE CIrliR I E IR (HIBR) 728) MTbhvTunwinz L, | %,

5% Submission Unit (235 T Hiii4E

i L 72 Review (2 L C. [A] Submissi

on Unit N THETFF (HIBR) #17- T

W5 CIESEN L7- Review & [Al—d

id@root JEMEZFi D | statusCode@c

ode JEMAE)Y Tsuspended] T&H % Rev

iew 23, [A] Submission Unit PNIZAFTE

LTW3)

FEE D Review (Z%f LT, [A] Submissi

on Unit W THUF (HIBR) A #%k[=]

1T T % (id@root JBYEE N [FIE T,

statusCode@code JEIEAE7 Tsuspende

d) TH % Review 73, [A] Submission

Unit WIZHEEAFEL T D)
JP-eCTD4- | 1 ©® Application (23T, statusCode@code JEVEAE)Y Tactive] T 5 Revie O — O
196 wn 1 DU EFELTWD Z &,
JP-eCTD4- | taT, AGBHGELI T O TE LT, WEICEEDRU review BN O — -
197 fEInTninz L,
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4.13 Review - Manufactured Product
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4.13 Review - Manufactured Product
eCTD #J|
ID F = v 7 HH fii
a) b) c)

JP-eCTD4- | % review BEIZ%F LT, statusCode@code JEAEDS Tactive] OE, LA T E O — O
198 RBHBT DL &,

subjectl

subjectl.manufacturedProduct
JP-eCTD4- | % review BEIZ%F LT, statusCode@code JEMAEDS Tactive] OE . LLTE O — O
199 EPEEEHB L2 &

subjectl

subjectl.manufacturedProduct
JP-eCTD4- | 4 review B3 |Zxt LT, statusCode@code JEVEMEDY [suspended] DIGFE, LT O - -
200 HRV/HB LN &,

subjectl

subjectl.manufacturedProduct
JP-eCTD4- | % manufacturedProduct %3525 L C. manufacturedProduct %35 )N B4 5 O — O
201 N
JP-eCTD4- | % manufacturedProduct.manufacturedProduct 25525 L C, name Z35 75 HEL O — O
202 TAHZ L,
JP-eCTD4- | % manufacturedProduct.name E33\Z%F U C, part EHEPHBLT5HZ &, O — O
203
JP-eCTD4- | % manufacturedProduct.name Z-33\Z%F U C, part BFRPELEIHBL L2 O — O
204 L,
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4.13 Review - Manufactured Product

eCTD #FiJ|
ID F = v 7 HH e
a) b) c)
JP-eCTD4- | % manufacturedProduct.name.part B35 2%t U, value BTENHBLT 5 Z &, O — O
205
JP-eCTD4- | manufacturedProduct.name.part@value JEMEAEIT, 7% A N (%) THDHZ | LFO AT EIE XML OZHICF07- | O — O
206 & O FANE LTHEM LN &, R a5
FTHA L 720G EIE pist e LT R —
KT FA ML LU THEATE L CFRIILLTO#EY TXFEROVICEH L THELIAR
e VNI ES /A%
L Co - TR U R (&) [ERT =TT
YA E (30,41 H@) K Of A— 2R &amp; ]
JISX0208 FHD LT (B (IS 25— /KHE, JIS 5 —UK¥E) | &fEK |- FTNsr—T—var (") [zx
INT BT RAOLNR, BRANZ AT AT E, 2AX o —73CF . &quot; ]
N—=R | ) - REE (k) < [mAS—T
AR (O~@, T ~XD 30 XLFDH) T &t
REG (KR &) [m25—7
SCF &gt ]
JP-eCTD4- | manufacturedProduct.name.part@value JEEEIT, 240 XTFLLFTHDH Z L, O — O
207
JP-eCTD4- | manufacturedProduct.name.part@value JEVEDOEIL, HEEEGLHOMKTH & — O - O
208 FLTWBHZ L,
JP-eCTD4- | % manufacturedProduct.manufacturedProduct %33 \Z%t U T, ingredient B3 )3 O — O
209 B9 5 2 &
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4.14 Review - Ingredient Substance

eCTD #FiJ|
ID F = v 7 HA fii

a) b) c)
JP-eCTD4- | 4 ingredient Z35\Z%f L C, classCode JEVEDN BT 5 Z &, O - O
210
JP-eCTD4- | ingredient@classCode JEVEDfFIX, [INGR] THDHZ &, O — O
211

4.14 Review — Ingredient Substance
eCTD &
ID F=v7HEHA (s

a) b) c)
JP-eCTD4- | % ingredient B35 \Z5xf U C, ingredientSubstance Z3E 1B+ 5 Z & O — O
212
JP-eCTD4- | % ingredientSubstance %332 %F L C, name BEFRNHBLT 5 Z &, O — O
213
JP-eCTD4- | % ingredientSubstance.name Z35 125 L C, part BFENHBETHZ &, O — O
214
JP-eCTD4- | % ingredientSubstance.name E3E\Zxf L C, part ERNPEEIHELL 722 O — O
215 L,
JP-eCTD4- | % ingredientSubstance.name.part E33\Z%F U C, value BYEDS BT 5 Z &, O — O
216
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4.14 Review - Ingredient Substance

eCTD #FiJ|
ID F = v 7 HH e
a) b) c)
JP-eCTD4- | ingredientSubstance.name.part@value EVEEIL, 7% A M (%) THLHZ &, | LLTO¥ATLEIT XML ORI Fo7- | O — O
217 O FANE LTHEM LN &, R afs
MTFANMYLE LU THEATE L LFRIILLTO#EY TR L 72WIEEIE fist e LT R —
e NI ES TXFEROVICER L THELIAR
L Co VY,
FATLE ($0, 4412 H@) KOHAR—2 TP R (&) [ A —TF
JISX0208 #iH D CF (BT (JIS ZB—/KUE, JIS 25 K¥E) | BAKK &amp;]
NI AT BAOLNR, BANZAT, EART. BAA BING p—T—var () [=A
S S -3 o —73F . &quot; ]
BT SCT (O~@, [ ~XD 30 3LFOH) Rgs (L) (<) [ZmAr—F
CF &t
FES (EVR) (&) [=2F—7
SCF &gt ]
JP-eCTD4- | ingredientSubstance.name.part@value JEVEEIL, 240 SLFLLFTHDH Z &, O — O
218
JP-eCTD4- | ingredientSubstance.name.part@value JEYEDEIX, JFHIE LT, BFEETLHO O — O
219 —MH L —BLTnD T L,
JP-eCTD4- | 4 ingredientSubstance.name.part B-33\Z%} L C, code BIENHBLT 5 Z &, O - O
220
JP-eCTD4- | ingredientSubstance.name.part@code J&VE DL, part@codeSystem JEEAED O | [jp other] =— Kix, JFHIE LTHAHL | O — O
221 ID 3779 JP CV @ [JP Substance Name Type] =— KU A kb2 — Rfff | 72 &, [jp other] =— K& HT 55
ThoHI L, Al FANCHFEEL RICHRT 52 L,
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4.15 Review - Applicant
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eCTD #FiJ|
ID F = v 7 HH e
a) b) c)
JP-eCTD4- | 4 ingredientSubstance.name.part 23325 L C, codeSystem JEIED BT 5 = O — O
222 L
JP-eCTD4- | ingredientSubstance.name.part@codeSystem JEVEDEIZ, JP CV @ [JP Substa | 4% eCTD IZE ENHARBHBFE D> B x| O — O
223 nce Name Type] =— KU A FZ&ih]4 2% OID TH D Z &, HERVHFEEORFEHR R THNR A=
2D 0ID ZfET S5 &,
4.15 Review — Applicant
eCTD &
ID Fx v/ HHA e
a) b) c)
JP-eCTD4- | % review B3E|Z%F L C. statusCode@code JEMAEDY Tactive] O&E, LN E O — O
224 EBHBLT D Z L
holder
holder.applicant
JP-eCTD4- | 4 review B3RIZxt L T, statusCode@code EMHEDS Tactive] DA, LLNE O - O
225 RPEHEHB L2 &
holder
holder.applicant
JP-eCTD4- | 4 review E3EIZxf LT, statusCode@code JEVEME S Tsuspended| OEE, LLIF O — —
226 HRPHHAL RN &
holder
holder.applicant
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4.15 Review - Applicant

eCTD #FiJ|
ID F = v 7 HH e

a) b) c)
JP-eCTD4- | % applicant %32\Z%F L C. sponsorOrganization B335 BT 5 Z & O — O
227
JP-eCTD4- | 4 applicant.sponsorOrganization %55 \2%f L C, name BFRNHBTHZ &, O — O
228
JP-eCTD4- | % applicant.sponsorOrganization.name 233\Z% L C, part BHENHBLT5H 2 O — O
229 L
JP-eCTD4- | % applicant.sponsorOrganization.name %552 LT, part Z3E D3RI H B O — O
230 L7pnZ &,
JP-eCTD4- | % applicant.sponsorOrganization.name.part B35 2%t L C, value BN HBLT O — O
231 5HZ &,
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4.15 Review - Applicant

eCTD #FiJ|
ID F = v 7 HH e
a) b) c)
JP-eCTD4- | applicant.sponsorOrganization.name.part@value JEAEIL, 7F A2 MMl (%) T | LR O AT SIE XML O2HICF07- | O - O
232 boHZ L, O FANE LTHEMLZ2NZ &, R afs
FTHA L 720G EIE fist e LT R —
KT FA ML LU THEATE L FRIILLTO#EDY TXFEROVIEH L THELIAR
e VNI ES W,
L C TR (&) [RRT—TF
FATE (50,4417 H@) KROVCEMAAR—2R &amp; ]
JISX0208 HiPHOICT (BT (IS H—I/KHE, NS _UK#E) | ®AKKN |- FINrp—FT—var () [=X
NI BAECT. RAOLNRR, BA ST, BT, BAA r—7"3F : &quot; ]
=R FF) - RNEE (k) < [mAS—T
AR (O~@, T ~XD 30 XLFDH) T &t
FES (EVR) (&) [=2F—7
SCF &gt ]
JP-eCTD4- | applicant.sponsorOrganization.name.part@value J&MAEIL, 240 SLFLLFTh 5 O — O
233 N
JP-eCTD4- | applicant.sponsorOrganization.name.part@value J&PEDAE L, WS ELEH O H5E O — O
234 FHE-HLTND L,
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4.16 Review - Product Category
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4.16 Review - Product Category
eCTD #J|
ID F = v 7 HH fii
a) b) c)

JP-eCTD4- | % review BEIZ%F LT, statusCode@code JEAEDS Tactive] OE, LA T E O — O
235 ENHILT D Z &

subject2

subject2.productCategory
JP-eCTD4- | 4 review B3R |Zxt LT, statusCode@code JEVEMEDY [suspended] DIGFE. LT O - -
236 HRV/HB LN &,

subject2

subject2.productCategory
JP-eCTD4- | 4 productCategory 3% LT, code BHRNHBLT 5 &, O — O
237
JP-eCTD4- | % productCategory.code Z3E 2% LT, code BIENHBLT 5 Z &, O - O
238
JP-eCTD4- | productCategory.code@code JEVEDIHIL, productCategory.code@codeSystem J& | [jp other] =— N, FHAIE L CHEHL | O — O
239 MEAED OID 23773 JP CV @ [JP Product Category] Z— RU XA R0 a— | 722 &, [jp other] =2— REFEHT 55

NMETHDHZ &, HlE, FANCFEEYRICHRT 52 &,

JP-eCTD4- | productCategory.code@code JEMEAEN 7R HFEX /01X, HEFE LD HFE X5 O - O
240 E—HLTWD L,
JP-eCTD4- | % productCategory.code Z3512%f L C, codeSystem EVER BT 5 &, O - O
241
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4.17 Application

eCTD #FiJ|
ID F = v 7 HH e

a) b) ¢)
JP-eCTD4- | productCategory.code@codeSystem J&:DfEIL, JP CV @ [JP Product Categor | 7% eCTD IZE ENHAGEHFED > B & | O — O
242 yl 2= RFRU X MZ#33 2% OID ThHhD Z &, HRVHFEORGE AR R THR R N—Y

a0 O0ID ZfET DI &,
4.17 Application
eCTD &
ID F =7 HH RS

a) b) c)
JP-eCTD4- | LU FEFE DB 5 Z &, O O O
243 : submission.componentOf

submission.componentOf.application

JP-eCTD4- | | DDA 10— R « A »¥—UHICHEBLT % application B3E1T 1 DTHDHZ |1 2O a— R Ay—UHiz, # | O O O
244 L, D application ZFEHHELL TiX7e 5720,
JP-eCTD4- | application.id BE S HELT 5 = &, O O O
245
JP-eCTD4- | application.id.item BZPHBL$ 25 Z &, O O O
246
JP-eCTD4- | application.id B2 \Z%F LT, item BREPEHEIHB L2V L, O O O
247
JP-eCTD4- | application.id.item@root JEVER BT 5 &, O O O
248
JP-eCTD4- | application.id.item@root JEMEDEIZL, ISO/IEC 11578:1996 X VN ITU-T Rec X.6 O O O
249 67 | ISO/IEC 9834-8:2005 DEFKIZHEHLL 72 UUID TH D Z &,
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4.17 Application

eCTD #FiJ|
ID F = v 7 HH e

a) b) c)
JP-eCTD4- | application.id.item@root JEMEAEIZHEE L 7= UUID |, A Application % — &\ O O O
250 W TTESZ L,
JP-eCTD4- | application.id.item@root JEVEEIX, 7 A4 7 A 7V ZB L CRICMETH D Z O — O
251 L
JP-eCTD4- | application.id.item@extension JETEEIL. 1000 XFLLFTH D Z &, O O O
252
JP-eCTD4- | application.code B335 BT 5 Z &, O O O
253
JP-eCTD4- | application.code@code JEVEN BT 25 = & O O O
254
JP-eCTD4- | application.code@code JEMEDAEIL. application.code@codeSystem JEMEED OID | [jp other] ==— FiZ, JFHAIE LTHERAL O O O
255 23777 JP CV @ [JP Application] =— RU X "vb0a— RETHLHZ &, | 2 &, Tjp other) = — REMHT 5

B FANTEALRICHRRT 22 L,
JP-eCTD4- | application.code@code JEVEMEIL, 74 7 A 7V ZE L CRICETH DL Z &, O - O
256
JP-eCTD4- | application.code@codeSystem BN HELT 5 Z &, O O O
257
JP-eCTD4- | application.code@codeSystem JEYEDfEIL, JP CV & [JP Application] =— K | 347% eCTD ICE ENDEKBHFEO > L Ik | O O O
258 U A b &4 % OID ThdZ &, bRV HEEOHE H R R THZ R —
2D 0ID ZfRET S5 Z &,
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4.18 Application Reference
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eCTD #FiJ|
ID F = v 7 HH fii

a) b) c)
JP-eCTD4- | application.code@codeSystem JEVEMEIL, 74 79 A 7 V2B L TR UM TS | 7272 L. code@codeSystem JEMEH 7779 0ID | O — O
259 Ik, DREIZHEEND A=V a U FEIT,

LTV DB,
4.18 Application Reference
eCTD &
ID F =7 HH (e

a) b) c)
JP-eCTD4- | 4 application.reference B-352%) L C. applicationReference 357335 Z | applicationReference BH xR L7205 | O O O
260 L, B, application.reference -3 % 12 LT

(ESASPANAN

JP-eCTD4- | 4% applicationReference 3212 xt L C, id BERENHBLTHZ &, O O O
261
JP-eCTD4- | 4 applicationReference.id B32\Zx%F LT, root BMENHBLTH T &, O O O
262
JP-eCTD4- | applicationReference.id@root JEVEME L, FAFHTRITHDL Z L, O O O
263
JP-eCTD4- | applicationReference.id@root JEVEE 77T eCTD Z A& H A2 FOHGED, A O O O
264 WRDT —H =2 AHETH L,
JP-eCTD4- | applicationReference.id@root J&EAE 737~ eCTD S &5 2 KD HGE S, BUF O O O
265 FHinTninz &,
JP-eCTD4- | applicationReference.id@root JEVEIED 7R3 eCTD %ZA+% 5 &, M47% Submissio O O O
266 n Unit CTRAL SN D eCTD ZAHF TR0 D 2 &,
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4.18 Application Reference

eCTD #FiJ|
ID F = v 7 HH fii
a) b) c)
JP-eCTD4- | [F] Submission Unit N4 applicationReference 3% D id@root J&AEDE A O O O
267 RipoTnH I L,
JP-eCTD4- | BlEDOFE L L T A KGR HGERF TR T 2 BUKGEHE A R L TV ap O O O
268 plicationReference B35 (3%) O id@root JEMEEIL, AFBFEDOHGFED eCTD %
MEFTHLZ L,
*¢reasonCode.item@code JEVEEIZ TCTD 25 1 #6 13 3 BEAGRIEZESICIHR D
BRSNS CEE B THEED eCTD 1% 5) a7 2— R (p_
pca) DMEE ST D applicationReference 55
JP-eCTD4- | % applicationReference 3225 L C, reasonCode BN HILT 25 = &, O O O
269
JP-eCTD4- | % applicationReference.reasonCode B33 \Z%f L C. item BHENHBLT 52 L, O O O
270
JP-eCTD4- | % applicationReference.reasonCode.item 3225 LT, code EIENHILT % O O O
271 N
JP-eCTD4- | reasonCode.item@code J&:DEIL., reasonCode.item@codeSystem JEMEAED OI | [jp other] ==— FiZ, JFHIE LTHERAL O O O
272 D 73777 JP CV @ [JP Application Reference Reason] =— KU X kb= | 7enZ &, [jp other] =— REHHT 5
—NMETHDZ &, B, FANCEESRICHRT 2 2 L.
JP-eCTD4- | 4 applicationReference.reasonCode.item Z-321Z%F L C. codeSystem JE D HIEL O O O
273 TAHZ L,
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4.19 Document

eCTD #FiJ|
ID F = v 7 HH fii
a) b) c)

JP-eCTD4- | reasonCode.item@codeSystem J& DA%, JP CV @ [JP Application Referenc | 245% eCTD IZ & FN L ABHFED Y B &k | O O @)
274 e Reason] =t— U hZGHI4 % OID THHZ &, b RVHEEO B AR R TH R =

22O O0ID ZfiET 5 Z &,
JP-eCTD4- | 1 2O applicationReference 581235\ T, Bl N D4 reasonCode.item %320 ¢ | 7272 L. codeSystem JEVED 777 OID DK | O O O
275 ode JEME O codeSystem &M DM AEDOENRIS>TNDH T L, RBIZEENDI A=V a v FEENR KL T

W2 TH, ZOMOERA—E L T

X, code &M O codeSystem &' DHH 7

HhyiEFE—EREsh s,

Document
eCTD &
ID Fx v/ HHA 1%
a) b) c)

JP-eCTD4- | 4 application.component Z-32125%f L C, document B3R HBLT5 2 &, document BEZ M L72WEAIT, appli| O O O
276 cation.component E3E 7 HEfit L T3 e b7

[
JP-eCTD4- | 4 document Z3E\TxE LT, id BHENHBLT 52 &, O O O
277
JP-eCTD4- | % document.id Z33\Z%F L C, root JBIENHELT 5 Z & O O O
278
JP-eCTD4- | document.id@root BYEDIEIE. ISO/EC 11578:1996 % T* ITU-T Rec X.667 | 1 o | o | o
279 SO/IEC 9834-8:2005 DEFRICHEHL L 7= UUID TH D Z &,
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4.19 Document

eCTD #FiJ|
ID F = v 7 HH e
a) b) c)
JP-eCTD4- | document.id@root J&MAEIZF5E L 7= UUID 1%, A Document % — & |2kl T O O O
280 5HZ &,
JP-eCTD4- | & document EE\ZxF LT, title EHRNHBLT H Z &, O O O
281
JP-eCTD4- | 4% document.title 35 2% U C., value BYENHIET 5 Z &, O O O
282
JP-eCTD4- | document.title@value JEVEAEIL, 7F A MY (%) THDHZ &, PUF 050513 XML OZRISc7o- | O O O
283 O JFRIE LTHEALRNWZ &, Rt 215
KT FA ML LU THEATE L FRIILLTO#EY PR L 720G EIET pist e LT R —
e NI ES TXFEROVIEH L THELIAR
L C v,
FATLE ($0,4-412H@) KO AR—2 T YN (&) [RS =T
JISX0208 #i[H D> 5 (BT (JIS 55— KHE, JIS 55 /KHE) | TR &amp;]
NS AR RAODLNRR, BRANS T, AR BAX . XTI x—TF—var (") [
N—R, F) o —73F . &quot; ]
BT (O~@, [ ~XD 30 3LFOH) CRER (ko) () [mARF—F
CF &t
NEF (KR &) [m25—7
SCF &gt ]
JP-eCTD4- | document.title@value J&EEIL, 1000 SLFLLFTHDHZ &, O O O
284
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4.19 Document

eCTD #FiJ|
ID F = v 7 HH e
a) b) c)
JP-eCTD4- | BEFZH D Document O title@value J&EAE % HHT 235618, EHXE D Docu O - -
285 ment O title BE3\Z%F L C. updateMode EIVEN BT 25 Z &,
JP-eCTD4- | document.title@updateMode EVEDHIZ., [R] THDHZ &, O — —
286
JP-eCTD4- | title@value J&VEE D FH 5372\ Document (2%t L T, title@updateMode JEMED | LLTF W UM 7%24 9% Document (Z%f L | O O O
287 HEL7Z2WZ &, T, title@updateMode JEVEDHBLL T\ 5
%A . % @ Submission Unit [ZH T X5,
PRI Z GO T A 7V A 7 )L %
L THI® TH#ELT 2 Document T& %
title@value J&MEAE S BT S AL TV
W
JP-eCTD4- | %72 % Application THEfIt 4172 Document (2%} L C. title@updateMode &' O — —
288 HDHBE LN &,
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4.19 Document

eCTD F&E I

ID F = v 7IHH e
a) b) 9)

JP-eCTD4- | UUID THFE S5 1 20 Document (Z%F LT, [A]—@ Submission Unit NT | L F X 5 72 Submission Unit IZEI TSt | O — —
289 [FIRHC R OEE GBI L BH 2 L) MThbhTninz &, %

3% Submission Unit (235 T Hiki4E
Hi L7z Document (Zxf L C. [A] Submi
ssion Unit N C Document % 1 k /L™
B ZAIT> TV D CHrglsR L7z Do
cument & [f—® id@root JEVEAE % £F
. title@updateMode JEEAE MR E S
AU TV % Document 73, [A] Submission
Unit NIZFEL TV D)
H¥ 7€ @ Document (2%t LT, [Al Submi
ssion Unit N C Document % 1 k /L™
W 2B T> T D (id@root I
MAES[FE T, title@updateMode J&
EAHEE 4L TV 5 Document 73, [A]
Submission Unit PIZEEAFAE L TV
%)

JP-eCTD4- | % document B3 \Z%F L C, title@updateMode JEENTFIET DG ERE . te O O O
290 xt BSRPHHLT L Z L

JP-eCTD4- | title@updateMode J&EDMFIET 5 document EFEIZHKE LT, text THPHELL O — —
291 RN &y
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4.19 Document

eCTD #FiJ|
ID F = v 7 HH e

a) b) c)
JP-eCTD4- | 4 document.text B33 \Z%f L C. integrityCheckAlgorithm JEVENHBIT 5 2 &, O O O
292
JP-eCTD4- | document.text@integrityCheckAlgorithm EMEDMEIL, [SHA256] THDH I &, O O O
293
JP-eCTD4- | SAS XPORT = (xpt) D7 7 A NEZMT 5 document EFHIZHF LT, tex O O —
294 t@charset EIERHBLT 52 &,
JP-eCTD4- | document.text@charset JETEDAEIL, JP CV @ [JP Japanese Character Code] lip_other] ==— RNi%, JRHI& LCTHEAL O O —
295 a— R A MMbDOa—RETHDHZ &, ez &, Tjp other] = — RZEHEHT 5

B, FANCEAESRICHRT 2 2 L,
JP-eCTD4- | % document.text Z233\Z%f L C, reference BHNHEBLT 52 & O O O
296
JP-eCTD4- | % document.text.reference Z35\ZxF U C, value BYENHEL T2 &, O O O
297
JP-eCTD4- | document.text.reference@value J&EDEIL, A Application (235 THERAYIZAF O O O
298 ET 27 7 ANVOIIMNRATHD Z &,
JP-eCTD4- | (BELL) - - - -
299
JP-eCTD4- | eCTD FEH!] b)IZI VT, document.text.reference@value JEMHED 3TN, — O -
300 HEEE T — X 2T &5 ("mS/datasets" 7 3 /LA B R D 7 7 A Lo
) ThHhHI L,
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4.19 Document

eCTD #FiJ|
ID F = v 7 HH fii
a) b) c)
JP-eCTD4- | eCTD FEJl] c)IZHV T, document.text.reference@value JEMEME N R I5FT N, - - O
301 HEEER 7 — % 2T R E5IT ("mS/datasets" 7 + /L HZFLF D7 7 A /L3
A) TIRWZ &,
JP-eCTD4- | 7 7 A N ZEHHNT 2561, LT 23FE— Application (2B L TW\W5 Z &, [il— Application TH#EH SN7=7 7 A /LT O - O
302 BAHSND 7 7 A V24 LTV % Submission Unit RO, 77 A VZlHAMHTLZENTE
HAHEND 7 7 A Va2 T D document 3% % & T Submission Unit | 5, #72% Application THEHIN/=7 7
ANEBAAT DL EITEED NN,
JP-eCTD4- | HEEEF 7T — 4 7 7 A ABFAH S TR & O O O
303
JP-eCTD4- | % document.text B33 \Z%f L C. integrityCheck BHENHBLT 5 L, O O O
304
JP-eCTD4- | document.text.integrityCheck 3 DN & LT, %5% Document 3B 57 | F= v 7 %A1 SHA256 743V XA 2| O O O
305 TANDF =y 7 FARREINTNDZ L, EWREHTDZ &,
JP-eCTD4- | % document.text.thumbnail Z3E\Z5F L C, value JBYER BT 52 &, O O O
306
JP-eCTD4- | document.text.thumbnail@value JEEAEIL, 1000 CFLLFTHDH Z &, O O O
307
JP-eCTD4- | JP Analysis Type Keyword ® 5 &, TEERILIRFUR CIlI72\W7—% ) 257 | BREBEFEIRO FEE 7 — 2 2it+ | O O —
308 Keyword (jp_non cp) LA#+® Keyword 2315 X4 TU % Context of Use 205 | DR IF. U E T —ZIcxtL T, 7
S EFL TV % Document T D355, document.text B32\Z%F L C, descripti | 7 A VN DI % Document O text.desc
on ERN/HBLTHZ &, ription@yalue JEVEE & L TS 2 2B
W%,
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4.19 Document

eCTD #FiJ|
ID F = v 7 HH e
a) b) c)
JP-eCTD4- | % document.text.description B-32\Z%F L C, value EMENHELT 5 Z &, O O O
309
JP-eCTD4- | document.text.description@value JEHAEIL, 7% A Ml (%) THDHZ &, PUF 05051 XML OZRISc7eo- | O O O
310 O FANE LTHEMLZ2NZ &, R afs
KT FA ML LU THEATE L FRIILLTO#EY PR L 720G EIE fist e LT R —
e NI ES TXFEROVIEHLTHELIAR
L Co v,
PAEL (80,412 @) KO AN— R TRt R (&) [T A —F %
JISX0208 #i[H D> 5 (BT (JIS 55— KUE, JIS 55 /K#E) | TR &amp;]
NI BAECT. RAOLNRR, BA ST, BT, BAA BITNG F—T—var (") [ZX
N—R, F) o —73CF . &quot; ]
BT (O~@, [ ~XD 30 3LFOH) Rets (L) (<) [ZmAr—F
CF &t
REG (KR &) [m25—7
SCF &gt ]
JP-eCTD4- | document.text.description@value JEHAEIL, 100 LFLLFTHDH Z &, O O O
311
JP-¢CTD4- | [A] Submission Unit @ Context of Use 75 Z M & TR WHTHLOD Document O O O
312 BRI TV RN &,
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4.20 Keyword Definition
eCTD #J|
ID F = v 7 HH fii

a) b) c)
JP-eCTD4- | % application.referencedBy %:32\Z%F L C. keywordDefinition Z-3273 B9 % | keywordDefinition H55 %2k L7205 | O O O
313 ok, X, application.referencedBy F3% % 2k L

TR B 720,
JP-eCTD4- | 4 keywordDefinition 352k L C, code EHNBHBLTHZ &, O O O
314
JP-eCTD4- | % keywordDefinition.code E33 25t L C, code BYENHEBLT 52 &, O O O
315
JP-eCTD4- | keywordDefinition.code@code JEM:DAE L. keywordDefinition.code@codeSystem O O O
316 JEMEAE O OID 23/k3 ICH CV @ [ICH Keyword Definition Type] 22— KU &
FPHEDa—RETHDLZ L,
JP-eCTD4- | 4 keywordDefinition.code B2 |Z%F LT, codeSystem JEMEN T2 Z &, O O O
317
JP-eCTD4- | keywordDefinition.code@codeSystem JEVEDfEIL, ICH CV @ [ICH Keyword | 47% eCTD ICE ENDEBHFE D> L ik | O O O
318 Definition Type] =— KU A F &3]3 2% OID TH D Z &, HEREVHEORGFEHRE R THEN R NN
2D 0ID ZfRET S Z &,

JP-eCTD4- | 4 keywordDefinition B33 \Z%t L C. statusCode B MEBLT 5 &, O O O
319
JP-eCTD4- | 4 keywordDefinition.statusCode B35 \Z%F L C, code FVENHBLT 5 &, O O O
320
JP-eCTD4- | keywordDefinition.statusCode@code JEMEDfEIX, Tactive] THDHZ &, O O O
321
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4.20 Keyword Definition

eCTD #FiJ|
ID F = v 7 HH e
a) b) c)
JP-eCTD4- | 4 keywordDefinition B35 2% L C, value BHENHBLT 52 L, O O O
322
JP-eCTD4- | 4 keywordDefinition.value B35 2% L C, item BHRNHITHZ L, O O O
323
JP-¢CTD4- | % keywordDefinition.value Z35\Z%f L C, item BRPEREIHBLL 22 &) O O O
324
JP-eCTD4- | % keywordDefinition.value.item %35 \Z%F LT, code BIENHELT 5 Z &, O O O
325
JP-eCTD4- | keywordDefinition.value.item@code JEVEIEIZ, 7F X M (X) ThHHZ L, | LLTO¥ARLEIT XML ORI Fo | O O O
326 O FANE LTHEM LN &, R afs
KT FA ML LU THEATE L FRIILLTO#EY PR L 720G EIT fIst e LT R —
e NI ES TXFEROVIEH L THELIAR
L Co (A
FATLE ($0, 441 H@) KO AR—2 T YR (&) [RRT =T
JISX0208 #i[H > S5 (BT (JIS 55— KHE, JIS 55 /K#E) | &K &amp;]
NI AR RAODLNRR, BRANS T, BRI BAX . AT xr—TF—var (") [=X
N—R, F) o —73F . &quot; ]
BT SCT (O~@, [ ~XD 30 3LFOH) CRER (ko) () [mARF—F
F &t
REF (KR &) [m25—7
SCF &gt ]
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4.20 Keyword Definition

eCTD #FiJ|
ID F = v 7 HH e
a) b) c)
JP-eCTD4- | keywordDefinition.value.item@code JEVEAFIX, 128 SLFLL T THDH Z &, O O O
327
JP-eCTD4- | % keywordDefinition.value.item Z35\Z%F L C, codeSystem JEVEDNHELT 5 Z O O O
328 L
JP-eCTD4- | keywordDefinition.value.item@codeSystem JEMAEIL, 7% A MY (%) TH2 | LFOMAFEIL XML ORS00 | O O O
329 Z &, O FANE LTHEMLZ2VWZ &, R afs
TR L 72WIGEIE fIst e LT R —
KT FA ML LU THEATE L LFRIILLTO#EDY TXFEROVIEH L THELIAR
e VNI ES /A%
L Co - TR U R (&) [ERT =TT
FATE (50,4417 H@) ROVCEMAAR—2R &amp; ]
JISX0208 HiPHOICT (BT (IS B —I/KHE, NS _UKHE) | ®AKKN |- FIArp—FT—var () [=X
NI BAECT. RAOLNRR, BA ST, BRI, BAA r—7"3F : &quot; ]
N—R ) - RNEE (k) < [mAS—T
AR (O~@, T ~XD 30 XFDH) T &t
FES (KR () [=2F—7
SCF &gt ]
JP-eCTD4- | keywordDefinition.value.item@codeSystem JEMAE X, 256 LFLLFTHDHZ &, O O O
330
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4.20 Keyword Definition

eCTD #FiJ|
ID F = v 7 HH fii
a) b) c)
JP-eCTD4- | Keyword Definition {2351} % value.item@code & O\ value.item@codeSsytem JEVE | LT 5-42TIZi%M4 T2 keywordDefinitio | O O O
331 EDOFM A AL, A Application @ Keyword Definition D C—ETH D Z | n BEENRML I NT=H5E . % D Submission
& Unit (ZHF &5,

displayName@updateMode J&VE 7321t

STV

value.item@code }. X value.item@code

Ssytem JEVEEOFLAEDED, A Ap

plication Tt L 72th® Keyword De

finition & [A]—
JP-eCTD4- | % keywordDefinition.value.item B33\ %t L C. displapName B33 HELT 5 = O O O
332 L
JP-eCTD4- | % keywordDefinition.value.item.displayName E32\Zxt L T, value BN HEL O O O
333 T56Z &,
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4.20 Keyword Definition

eCTD #FiJ|
ID F = v 7 HH e
a) b) c)
JP-eCTD4- | keywordDefinition.value.item.displayName@yalue JEMEMEIL, 7% A M (%) | LR O AT SIE XML O2HIC507- | O O O
334 ThdI &, O FANE LTHEMLZ2NZ &, R afs
FTHA L 720G EIE fist e LT R —
KT FA ML LU THEATE L FRIILLTO#EDY TXFEROVIEH L THELIAR
e VNI ES /A%
L Co - TR U R (&) [ERT =TT
FATE (50,4417 H@) KROVCEMAAR—2R &amp; ]
JISX0208 HiPHOICT (BT (IS H—I/KHE, NS _UK#E) | ®AKKN |- FINrp—FT—var () [=X
NI BAECT. RAOLNRR, BA ST, BT, BAA r—7"3F : &quot; ]
=R FF) - RNEE (k) < [mAS—T
AR (O~@, T ~XD 30 XLFDH) T &t
FES (EVR) (&) [=2F—7
SCF &gt ]
JP-eCTD4- | keywordDefinition.value.item.displayName@value JEEAEIE, 1000 SCFLLFTH O O O
335 5HZ &,
JP-eCTD4- | keywordDefinition.code@code JEMEAE)S [study id study title] Z "9 22— F @ O O O
336 ch_keyword type 8) T 5351, displayName@value J&MAEIZ 31T 575k 1D
EREBRZ A ViR, AT E—2aTE RLiEE ($) I2X-oT 2 >0fE
ZENL—RTEHT L,
JP-eCTD4- | BEF&H @ Keyword Definition @ displayName@value J&MAE % F #5561, O — -
337 k5 0 Keyword Definition @ displayName F32\2%F L C. updateMode J&
PERHERT D Z &,
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4.20 Keyword Definition

eCTD Féjl]
ID F=v 7 IHH e
a) b) c)
JP-eCTD4- | keywordDefinition.value.item.displayName@updateMode JEEDOfEIL. R TH O — -
338 5HZ &,
JP-eCTD4- | displayName@value J&"AE D T H1 725 72> Keyword Definition (2%t L T, display | LA FW T HUNTEEYE 9 5 Keyword Definiti | O O O
339 Name@updateMode JBMEDSHEL L7202 & on (2%t L C. displayName@updateMode &,

PEDSHEL L T D58, £ Submission
Unit (ZHF &5,
MR ZED T A 7V A 7 V% i
LTI THIBLY %5 Keyword Definit
ion TH 5
displayName@value J&EAFE 7N T <
ATV
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4.20 Keyword Definition

eCTD Féjl]
ID F = v 7 HH e
a) b) c)
JP-eCTD4- | UUID THFE S 415 1 2? Keyword Definition (Z%f L T, [l Submission | EL T & 9 72 Submission Unit [ZETF 4L | O — -
340 Unit N CRIFFIZEELOFME CIBRH & 7R L) MTbhiTninl &, | %,

3% Submission Unit (235 T Hiki4E
tH L7z Keyword Definition (2%t L T,

[A] Submission Unit N C Keyword 7~
XFHNOFEF 21T > T D G
Hi U7z Keyword Definition & value.it
em@code X * codeSsytem J&HAE DR
G R DA — T, displayName@upd
ateMode JEVEEFRE SN TS Ke
yword Definition 75, [F] Submission U
nit WIZAFAEL TV D)

¥¢E D Keyword Definition 2%t L T,

[A] Submission Unit N C Keyword 7~
SCFHND F T 2 EKEAT> T D (v
alue.item@code % codeSsytem J&EE
EORAA H DA — T displayNam
e@updateMode JEMEEINTEE 41T
V% Keyword Definition 25, [A] Subm
ission Unit PWIZHEEAFEL TV D)
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4.21 Category Event
eCTD #J|
ID F = v 7 HH fii

a) b) ¢)
JP-eCTD4- | LU PRI D Z &, O O O
341 submissionUnit.componentOf2

submissionUnit.componentOf2.categoryEvent
JP-eCTD4- | | DDA v — K« A v&—UHIZHBLT 5 submissionUnit.componentOf2.cat | 1 DDA 12— R+« Avyw—UHz, G| O O O
342 egoryEvent 37131 > ThH T &, D submissionUnit.componentOf2.categoryE
vent ZLEDNHBL L TITR B 720,
JP-eCTD4- | componentOf2.categoryEvent.code B3N BT 5 Z &, O O O
343
JP-eCTD4- | componentOf2.categoryEvent.code@code JEMEN BT 5 2 &, O O O
344
JP-eCTD4- | componentOf2.categoryEvent.code@code JEE DAL, componentOf2.categoryEv | [jp other] ==— FiZ, JFHIE LTHEML O O O
345 ent.code@codeSystem J&EAE D OID 73777 JP CV @ [JP Category Even| 22— | 72\ 2 &, Tjp other] =— K& 545
RUZARDLOa—RETHLZ L, Al FANCELEYRICHRT 2 2 &,
JP-eCTD4- | FINRIEHIZIVNT, componentOf2.categoryEvent.code@code JEMAE L THIRIE O O O
346 Hi) %57+ =2— R (jp_initial) Th 5= L,
JP-eCTD4- | FINRKEAS DFEHIZI\N T, componentOf2.categoryEvent.code@code &I O - -
347 (WRdE ) 2”9 = — R (jp_initial) TRV &,
JP-eCTD4- | componentOf2.categoryEvent.code@code JEMEAENLL N 21— R CTH 546, LIl O — —
348 DITATHAIZNVTRIUIT— RRFHEIN TN &,
(M EA) 279 32— K (jp_expert discussion)
] Z7~r7 32— K (jp_committee_meeting)
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4.21 Category Event

eCTD #FiJ|
ID F = v 7 HH fii

a) b) c)
JP-eCTD4- | componentOf2.categoryEvent.code@codeSystem JETEN BT 5 Z &, O O O
349
JP-eCTD4- | componentOf2.categoryEvent.code@codeSystem JEMEDfEIX, JP CV @ [JP Cat | ¥i% eCTD IZE ENLABHFED Y B &k | O O O
350 egory Even] =— NU X M&#N9 % OID THhHZ &, HERVHFEEORFEHR R THNR A=

22O O0ID Zf5iET 5 Z &,
JP-cCTD4- | FIHRIHICIN T, LUFEHES IS 2 2 &, O O ©
351 categoryEvent.component
categoryEvent.component.categoryEvent
JP-eCTD4- | 1 2O_XA v — K+ 2= IHEBLT 5 categoryEvent.component.categor | 1 DDA 12— K« 2 vw—odz, ##k | O O O
352 yEvent E3\3 1 >ThHDHZ &, @ categoryEvent.component.categoryEvent
FRVHBLL TR B 7220,
JP-eCTD4- | MINRLIADIEHIZISN T, categoryEvent.component.categoryEvent %235 53 HEL O — -
353 LWz &,
JP-eCTD4- | FIHHRHIZIVN T, component.categoryEvent.code BHENWHBLT 5 Z L O O O
354
JP-eCTD4- | FINRIEHIZIVNT, component.categoryEvent.code@code EMEDN BT 252 L, O O O
355
JP-eCTD4- | component.categoryEvent.code@code JEVEDIEIX. component.categoryEvent.cod | Tjp other] ==— FiZ, JFHIE LTHEML O O O
356 e@codeSystem JEMEAE D OID 73753 JP CV @ [JP Initial Submission Type| = | 72\ 2 &, Tip other] =— K& H T 545
—RURRMPBOa—RETHDZ L, AT, FANCEEYRICHRT 2 2 &
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eCTD #FiJ|
ID F = v 7 HH e
a) b) c)

JP-eCTD4- | #IRERHICH W T, HA 1 & LTRINT 28546, RIHERE S (1] Ol O - -
357 \Z8BF D component.categoryEvent.code@code JEVEA L. eCTD FipI a)% /R

21— R (jp_initial a) TH D Z L,
JP-eCTD4- | #IERHICH W T, HA2 & LTRINT 2854, R_IHERE S (1] O - O -
358 (28T D component.categoryEvent.code@code JEVEEIX, eCTD FERI b)& /~§

=2 — R (jp_initial b) THDHZ &,
JP-eCTD4- | #IfERHICH W T, HA2 & LTRINT 2854, R_RIHERE S [2) O - - O
359 \Z8BF D component.categoryEvent.code@code JEVEA L. eCTD FipI )&/~

22— R (jp_initial ¢) THDHZ &,
JP-eCTD4- | FIMERHIZEB VT, component.categoryEvent.code@codeSystem J&':7H HHL 5 O O O
360 5HZ &,
JP-eCTD4- | component.categoryEvent.code@codeSystem JEVEDAEIL, JP CV @ [JP Initial | 245% eCTD ICE ENDABHFED Y B &k | O O O
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