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4.5 Priority Number

eCTD V4.0 ERFz v/ EH—E v1.6.0.0

eCTD F&j|
ID Fx v HH e

a) b) c)
JP-eCTD4- | FINRIRHIZ VT, submissionUnit.component 3235} (¥, B2 T @ priorityNumb O O O
080 er B3E . contextOfUse ERENHBLT 5 Z &,

4.5 Priority Number
eCTD #éJjl]
ID Fx v/ HHA e

a) b) c)
JP-eCTD4- | 45 submissionUnit.component #35\Z%F U C. priorityNumber 23575 HEL4 5 = O O O
081 L,
JP-eCTD4- | 4 priorityNumber E33\Z%t L C. value JBIEVRHBLT5 2 &, O O O
082
JP-eCTD4- | priorityNumber@value JEVEEIL, FAMFATHDH Z &, O O O
083
JP-eCTD4- | priorityNumber@yalue JETHEIX. FK 6 HTDIEDFEEEL (1~999999) T % Z | Priority Number {J Context of Use ZiF-~= | O O O
084 &, BADMATHZLaBEE L, 11000]) 7

B L T 1000 FoEIMEE5 (1200
0) . [3000) 72&) ZEnHEREEND,

JP-eCTD4- | [A] Application N 1 DD a7 F A K« V' )—TIZJFT 5 H %7 Context of O O O
085 Use ®HC, Priority Number 3N EHEM& L7212 &
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4 dytv—VICBETEZNAYT—ar - L—IL
4.5 Priority Number

PERHBLL TV D56, £ Submission
Unit [(ZEITF &5,
MR ZEZD T A 7 A 7 V%
L THIO THHBLY % Context of Use
Thb
statusCode@code JEVEAED Tsuspende
d ThH5
priorityNumber@value J&VEME 7S 5T
STV

eCTD F&j|
ID Fx v HH fii %
a) b) c)
JP-eCTD4- | BEfZH D Context of Use D priorityNumber@value J&VEE % FHTT 25515, | LLFO X 572 Context of Use 2Efliziv | O — —
086 FHTXFGED Context of Use @ priorityNumber H352%F U C. updateMode & | 7-354 . % @ Submission Unit [ZH T S 41
DHERT D &, 2o
priorityNumber@value J&VEAE 7N Fij[F]
RN O EE IV TWD A, priori
tyNumber@updateMode J&EE T2
SHTNR,
JP-eCTD4- | priorityNumber@updateMode JEMEDfEIX, [R] THDHZ &, O - -
087
JP-eCTD4- | priorityNumber@value J&MAE DT H 2572 Context of Use (2%t LT, priority | LA T W T NNZEEHE T 5 Context of Use | O O O
088 Number@updateMode JEMEPHEL L7232 &, \Zxt L C, priorityNumber@updateMode |
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4.6 Context of Use

eCTDVv4.0 ERFz vV EE—E

4.6  Context of Use
eCTD F&j|
D Fx v HH e
a) b) c)

JP-eCTD4- | 4 submissionUnit.component E33Z%F LT, contextOfUse BB HET 25 2 O O O
089 L,
JP-eCTD4- | % contextOfUse %32 \Z%F LT, id BRN/HBT 5 &, O O O
090
JP-eCTD4- | 4 contextOfUse.id %52 \Z%F LT, root JEMENHELTHZ &, O O O
091
JP-eCTD4- | contextOfUse.id@root J&:DEIZ, ISO/IEC 11578:1996 }2 (X ITU-T Rec X.667 O O O
092 | ISO/IEC 9834-8:2005 DEFRIZHEHLL 7= UUID ThH 5 Z &,
JP-eCTD4- | contextOfUse.id@root J&MAEIZH5E L 7= UUID 1%, A& Context of Use & —EilZ O O O
093 T ELZ L,
JP-eCTD4- | statusCode@code JEVENED Tactive] ToH Y . 7D priorityNumber@updateMod O O O
094 e BYEMEAIRME S TR0 contextOfUse BFE125%F LT, code BN HEL$

5k,
JP-eCTD4- | statusCode@code JEHAED Tsuspended] T 5. X priorityNumber@update O O O
095 Mode EVEENRBE STV D contextOfUse B IZxt L C, code TR HBL

LignZ &,
JP-eCTD4- | % contextOfUse.code E 35125t L C, code BYENHBLT 52 &, O O O
096
JP-eCTD4- | contextOfUse.code@code JEVEDAEIL, contextOfUse.code@codeSystem JEVEED | Tip other] =— RFix, JfHl&E LCHEHAL | O O O
097 OID 73779 ICH CV @ [ICH Context of Use] =Z— RU X RX[XJP CV D (]| 7evZ &, [jp other] =— KZEFEHT 5

P Context of Use] =1— NU X MIFET 2AMa—FMETHD Z &, BlE. FANCEEYRICHRT D 2 &,
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4.6 Context of Use

eCTDv4.0 ERNF =z vV IEE—% v1.6.0.0

eCTD F&j|
ID Fx v HH fii %

a) b) c)
JP-eCTD4- | eCTD FERI b)IZIS\VNT,  contextOfUse.code@code JEMEAE D 7x3 CTD FLH L 23 - O —
098 CTD HSH3IHEIZB L TWAH I &,
JP-eCTD4- | % contextOfUse.code B3 \Z%F LT, codeSystem JEMEN BT 5 = &, O O O
099
JP-eCTD4- | contextOfUse.code@codeSystem JEPEDEIX, ICH CV @ [ICH Context of Us | 4% eCTD IZEH N ABHFED I B ik | O O O
100 el I—=FUZRILIP CV D [JP Context of Use] =— FU X Mzl 2 | b RVHGEOHFE AR THY R NN—

OID Th 5 Z &, 2D O0ID ZfEET D L,

JP-eCTD4- | 4 contextOfUse.code.originalText %32 \Z%} U C, value EYEDNHELT 5 Z &, O O O
101
JP-eCTD4- | contextOfUse.code.originalText@value JEMEEIL, 7F A MY (%) ThHHZ &, | LFOFAFSIL XML O£HICF07 | O O O
102 O FANE LTHERLZ2VWZ &, RTeaf5

KT XA ML L THEATE S FRITILLTO®E Y,

FEHHLIWEE I s E L TR —

e G RN TXFERDOVIHEHA L THE LR R
AT v,
PfEeT (04412 #H@) K OVAf A — R TR R (&) [ZRAr—TF T
JISX0208 #iPHO T (BT (JIS HE—/K4E, JIS 5 _IK#E) | 2MAKK &amp;]
IINCF BAECT. RAOLNRR, RAN X, BRI, AR BTN p—T—var (") [£2R
N—RA ) o —7 35 &quot;]
BRI 0T (O~@, 1 ~X?D 30 LFDH) FEED (/) (<) [mRAF—TF
X &t
RES (LY R) ) [=2r—7
T &gt;]

Page 21 of 67




eCTD V4.0 ENF v EBE—E v1.6.0.0 4 Ayt—TIZBBTANYTFT—ar - L—IL
4.6 Context of Use

eCTD F&j|
ID Fx v HH fii %

a) b) c)
JP-eCTD4- | contextOfUse.code.originalText@value JEMEAEIL, 128 LTFLU TR THDHZ &, O O O
103
JP-eCTD4- | 4 contextOfUse E33\Z%F L C, statusCode B3N HBLT 5 Z &, O O O
104
JP-eCTD4- | 4% contextOfUse.statusCode %33 \125%F L C, code BYENSHEBLT 52 & O O O
105
JP-eCTD4- | contextOfUse.statusCode@code JEVEDFIX, Tactive] F721% [suspended] D O O O
106 WIFRPTHD Z L,
JP-eCTD4- | IR A Z O T A 7% A 7 V%@ LTI THELT 5 Context of Use & O O O
107 statusCode@code JEMEAEIL, Tactive] THDHZ &,
JP-eCTD4- | K Application (23T D LLRID T A 7 A 7 )L TEHSUIHIBR S 4172 Context | EH#LITHIFR 4172 Context of Use #F | O - —
108 of Use L[l U id@root J&MAE % £ contextOfUse B3R DMFAE LN T & FEEANC LTz GEE I, BT Context o

fUse & LTHREETSZ &,
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4.6 Context of Use

eCTD F& 5|
ID Fxv /A ik
a) b) c)
JP-eCTD4- | UUID THiE X115 1 2® Context of Use (2% LT, [A— Submission Unit | LA F® X 9 72 Submission Unit iZHI T I O — —
109 W CRIKFICEEOERE CorllfEm & &R, HIBRE EHie &) 2MThbhvTni | 5,
Wk, - 3% Submission Unit (238 CHrHl#2

1 L 72 Context of Use %, [F Submis
sion Unit N THIID Context of Use IZ
EHLL TV D CHrlifH L7- Context
of Use @ UUID 73, [A] Submission U
nit NOHIPD Context of Use D related
oContextOfUse.id@root J&MAEIZIEE
ENTND)
5% Submission Unit (235N THIBR L
7z Context of Use (Z%F LT, [A] Subm
ission Unit PNC Priority Number @ 5
BEiT->Tud (HIBR L7z Context o
f Use &[R—® id@root JEMAE % £F
. priorityNumber@updateMode J& '
fERFEE &SN TS Context of Use
23, [A] Submission Unit NIZ/F7E L C
W5)
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4.7 Context of Use - Related Context of Use

4.7  Context of Use - Related Context of Use
eCTD F&j|
ID Fx v HH fii %
a) b) c)

JP-eCTD4- | HIERHICIWT, LFEREN/HBL LN &, O O O
110 contextOfUse.replacementOf

contextOfUse.replacementOf.related ContextOfUse
JP-eCTD4- | statusCode@code J&MEAEDY [suspended] T 5., XIL priorityNumber@update O — —
111 Mode EVEENRAE STV D contextOfUse B3| HK LT, LA FEZENHEL

Lz &,

contextOfUse.replacementOf

contextOfUse.replacementOf.relatedContextOfUse
JP-eCTD4- | % contextOfUse.replacementOf %:33\Z%} L C. typeCode ETENHBLT 5 Z &, O - —
112
JP-eCTD4- | contextOfUse.replacementOf@typeCode JEMEDfEIX, [RPLC] THDH Z &, O - —
113
JP-eCTD4- | 45 relatedContextOfUse 235 \Zxf L C, id BHRNHBT L2 &, O — —
114
JP-eCTD4- | % relatedContextOfUse.id Z:321Z% LT, root BIEDSHBLT 5 Z &, O - —
115
JP-eCTD4- | relatedContextOfUse.id@root JE':AFi> UUID (X, [F— Application DLLRD Z O — —
116 A THA 7 NOREY E L TR STV Context of Use 273 LTV D Z

Lo
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4.7 Context of Use - Related Context of Use

eCTD F&j|
D Fx v HH e

a) b) c)
JP-eCTD4- | relatedContextOfUse.id@root J&AE UUID %, 43% Submission Unit K¢ T O — —
117 £ %72 Context of Use (statusCode@code J&MAEDS Tactive] Td % Context o

f Use) Z/RLTWNDHZ &,

JP-eCTD4- | relatedContextOfUse 35D id@root J&MAE 3 71~9~ Context of Use 7%, A< Cont O — —
118 ext of Use L[RAl—Da s TF AL« ZA—TITBBLTNDHZ &,
JP-eCTD4- | HEEE 17T —4# 7 7 A V&S M T 5 Context of Use ZEHLT D454, [EHLRA] O — —
119 @ Context of Use NEZMT 57 7 A /L& [EH%D Context of Use ST

57 7 A NVDOBIT D" "mS/datasets"LAED 7 7 A WX AN—FH L TNWBZ &,

JP-eCTD4- | HEEE 17T —4# 7 7 A V& BT 5 Context of Use X BT H551X, 12 | HiFETT — 477 A VEZHT D Cont | O — —
120 D7 7ANE, 1DODT7 7 AINVTELBIDIEBRTHDZ &, ext of Use |Zx} L C, LA FIC#EY T 5 i
EATH ZEILTER,
15077 A NVE, BEOT7 714V
TELEZD
BEO7 7 A NE, 1DD7 7 AL
TELEZD
BEOT 7 A NVE, BEDOT 7 AV
TELEZ D
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4.8 Context of Use - Document Reference

4.8  Context of Use — Document Reference
eCTD F&j|
ID Fx v HH e
a) b) c)

JP-eCTD4- | FIMHRHIZIV T, & contextOfUse EE 2% LT, LFERERN/HITLHZ L, O O O
121 contextOfUse.derivedFrom

contextOfUse.derivedFrom.documentReference
JP-eCTD4- | statusCode@code JEVEMLN Tactive] TH Y . 2> priorityNumber@updateMod O O O
122 e BIEENFREE STV contextOfUse B2k L T, LU N ESENHELS

5T &,

contextOfUse.derivedFrom

contextOfUse.derivedFrom.documentReference
JP-eCTD4- | statusCode@code J&MEAEDY [suspended] T 5. XIL priorityNumber@update O — —
123 Mode EVEENRAE STV D contextOfUse BTk L T, LA FEZENHEL

Lz &,

contextOfUse.derivedFrom

contextOfUse.derivedFrom.documentReference
JP-eCTD4- | 4% documentReference T35 \Z5xf L C, documentReference.id B35 3B 35 Z O O O
124 L,
JP-eCTD4- | % documentReference.id B35 \2%F L C. root BIENHILT 5 Z &, O O O
125
JP-eCTD4- | documentReference.id@root J&:AE D UUID 73757 Document 73, 47% Submiss O O O
126 ion Unit & L IFHFALROT —FZ R—AMHET D L,
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4.8 Context of Use - Document Reference

eCTD F&j|
D Fx v HH e
a) b) c)
JP-eCTD4- | HIFEHE 7T —4% 7 7 A V2B M4 2% Context of Use ZHBLiEHT 255, LI O O
127 TRUEETICHET L7 7 A VD, B%EHERE SRERO T A 7% A 7L
HIZHFIEL 722 &y
BT 5 Context of Use BT 5 7 7 A /L & "m5/datasets" LARE D
INAN—ET S
statusCode@code JEVEEDS Tactive] T 5 Context of Use 7H S 41
W5
JP-eCTD4- | Document Z fAIH T 2555 1L, LN DEZIT 2)OWT D527 LT O @) O
128 Wbk,

1) FFIH S5 Document % EFE L TV 2% Submission Unit & O\FFH &4
% Document % ZM9 2% documentReference %55 % & 1» Submission Unit
DR I5H[FE— D Application [ZJE L T\ 5,
2) UTFTO&RMFEZETHIZLTWD,
FFIH S41% Document % EFE L TV 5 HEENBEIZAR SN TV D
FAIH &% Document % E# L TV 5 5K OHEHIH S5 Docum
ent #2325 documentReference 55 % & 1o FHEE DM 73, eCTD v
4.0 fARICHI > TIEA L LTRRIEEh TV D
FAIH &3 % Document ZEF L T2 HIGHFEEIN, FBEURIZLD
RELEOHRTHY | POBRECREHMANTSH D
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4.9

4 Ayt—IC@TBRNAYT—30 - L—IL

4.9 Keyword
eCTD F&j|
ID Fx v HH fii %
a) b) c)

JP-eCTD4- | HFEETT —4 7 7 A N %aZMT % Document ZHFIMT25E1F, LLTFO O O -
129 FMEETHIZL TS Z &,

FFIH S41 % Document &M LT\ %H %72 Context of Use 23, [Fl—

Application WIZBEEAFTE L 720

FAIH &5 Document 232 LTV 5 7 7 A /b & "m5/datasets" LA D 7

FANRANE—D T 7 A VEBHL T D EZ7: Context of Use 723,

YL HER R SRR D T A 7Y A 7 VIR L 720

Keyword
eCTD #éJjl]
ID Fx v/ HHA fii
a) b) c)
JP-eCTD4- | statusCode@code EVEMEDS Tsuspended] TH 5. F 721 priorityNumber@upda O - —
130 teMode JEMETEML XU TUN % Context of Use DFL N2, LA FERAHEL L7
Wk,

contextOfUse.referencedBy

contextOfUse.referencedBy.keyword
JP-eCTD4- | % contextOfUse.referencedBy E352%F L C. typeCode BIENHILT 5 Z L, O O O
131
JP-eCTD4- | contextOfUse.referencedBy@typeCode JENEDfEIX, [REFR] Th5Z &, O O O
132
JP-eCTD4- | & keyword B3R\TXF LT, code BLFNPHBLT 52 &, O O O
133
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4 Ayt—IC@TBRNAYT—30 - L—IL

4.9 Keyword
eCTD F&j|
D Fx v HH e
a) b) c)
JP-eCTD4- | % keyword.code B35 \25%f L C, code JBYENHBLT 52 &, O O O
134
JP-eCTD4- | keyword.code@code JEVEDAEIL, contextOfUse.code@codeSystem JEMAED 7~T | LT 22— KU X2 ~d [jp other)] == — NI, O O O
135 2— KU A & (Keyword Definition |Z X W BRI iza— KU XA hbEde) 12 | JRAIE LTHEH L7enWwZ &, Tjp_other] =
FIET 2HEMNa—NMETHD Z &, — REMHEHT 5561, FalcEAE Y /I
FERES 2 2 &,
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\Zxf L C, codeSystem JBVEN BT 5 Z &, O O O
136
JP-eCTD4- | keyword.code@codeSystem JEVEDAEIX, CV O a— KU X R Zi#k513% OID & | OID #fEET DX, Ui eCTD IZHEL | O O O
137 L < 13K Application TEF Z 4172 Keyword Definition Z 75T 2l TH D Z | 24RHFHEO I b b RV O HEFEH
&o WERLCHR2/N—Y 3 O OID %2 HEET
LTk,
JP-eCTD4- | Context of Use =— K379 CTD HH LIZxI LT, ICH CV ® [ICH Contex O O O
138 t of Use] XILJP CV @ [JP Context of Use] 2L > THHE LTV D Ke
yword M5 ENTWHZ &, AL, HFEBETT — ¥ 77 A V&SR T % Co
ntext of Use DA 1L, ICH Document Type Keyword |55 L72< TH Ly,
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4.9 Keyword
eCTD F&j|
D Fx v HH e
a) b) c)
JP-eCTD4- | CTD X(E7 7 A /L& 27T % Context of Use @ Context of Use 2 — RA3/RT O — O
139 CTD R LIkt LT, ICH CV @ [ICH Context of Use] XX JP CV ® [JP
Context of Use] IZX o THERFR®H BT 720 Keyword 234 5- 4T
A AR
JP-eCTD4- | fEEE 77 — 4% 7 7 A V%5 M7 % Context of Use @ Context of Use =— R O O —
140 23789 CTD AU LIZxt LT, BUFWF AU %% L7Ze\ Keyword 23 5 &
NTWRNT &,
ICH CV @ TICH Context of Use] XL JP CV @ [JP Context of Use]
IZ & o TGRSO 5TV % 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 (Zxf LT, [A UFEFHD Keyword 2 HEEfT 5 4L Tuie O O O
141 W2k,
JP-eCTD4- | ICH Study Group Order Keyword 7315 41TV v% Context of Use (ZxF L O O O
142 T, study id study title Keyword 23 5- S CTW\5 Z &,
JP-eCTD4- | HEEET7 — 4% 7 7 A V%57 % Context of Use |2, JP Study Data Categ O O -
143 ory Keyword X TN JP Analysis Type Keyword 23 5- ST\ 5 2 &,
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4.9 Keyword
eCTD F&j|
ID Fx v HH e
a) b) c)
JP-eCTD4- | HEEET7 —# 7 7 A VEZH L T2\ Context of Use (2, LAF D Keywo O — O
144 rd PGSR TN &
JP Study Data Category Keyword
JP Terminology(Tabulation) Keyword
JP Terminology(Analysis) Keyword
JP Analysis Type Keyword
JP-eCTD4- | eCTD F&}l| b)IZ & > THEHE S 415 Context of Use (2, JP Study Data Category — O —
145 Keyword 23 M5 ST\ 5 Z &,
JP-eCTD4- | eCTD FE}I ¢)iZ & » Tl <415 Context of Use (2, JP Study Data Category — — O
146 Keyword 23 H- STV Z &
JP-eCTD4- | JP Analysis Type Keyword ® 9 &, TGRS EGEIL ClI/2WT—% ) 2”7 | lEEBEEKOHEE T — 2 2t+ | O O —
147 Keyword (jp_non_cp) LAShD Keyword 23 5- STV D HG . 23% Context o | DFRIE, MEHGEEF7 —Z I LT, 7
f Use 2329 % Document @ text.description@value JEVEMEN TR STV D | 7 A /VNE DB % Document O text.desc
ok, ription@value JEMHE & L CHRftd 2 08
YARY SR
JP-eCTD4- | SDTM 7—4 & v h D7 7 AL (%) ZZM§ % Context of Use IZ, JP Ter O O —
148 minology(Tabulation) Keyword 2353 TW5H Z &,
% "tabulation/sdtm" 3 | % "tabulation/sdtm_j"Bl F DR TD 7 7 A /v
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151

ERET 2 HEEEL ST S Context of Use 23, LLF D~2)D5M%1w7= L

TW5Z &,

1) study id_study title Keyword @ code@code 2} code@codeSystem JEMAE
NR—ThHoHZ &,

2) HFEETT— X &ZMT D Context of Use &, XfIGT HWEELZRT
% Context of Use D5 HA7a< &b 1 Dl LTOBEHRMBAESLHO T
Fl—TbobodI &,

Context of Use @D code@code X ¥ code@codeSystem & H:AH
PUF CoU Keyword @ code@code % O\ code@codeSystem J&MEAE
» ICH Study Group Order

> indication

der Keyword @ code@codeSystem J&ED 7~
T OID DREICEEND A=V a &5
I, —E L T D RLETR,

eCTD F I b) DFE HIRF i ClIEktis 9~ % il
EA2 LM T 5 Context of Use ITIRH I
RN 5 56E D eCTD FERI ¢) DR HIFEIC
BWT 1) ORI ShThiuE &
v,

4.9 Keyword
eCTD F&j|
D Fx v HH e
a) b) c)

JP-eCTD4- | ADaM T—4% & v kD7 7 AL (%) %35 Context of Use |2, JP Ter O O -
149 minology(Analysis) Keyword 235X CTWn5 Z &,

*¢"analysis/adam" X {¥"analysis/adam _j"Bl FDOETD 7 7 A /L
JP-eCTD4- | HEEE 77 —# 7 7 A VA ST 5 Context of Use |25 &5 study id st | 7272 L, EFORLF/NLF2 —HHIEL | O O —
150 udy title Keyword @ study id #8531, MEHFEETT —F 7 7 A ADBEMES | LEITR,

NTNLRRID 7 A VFDAFRLEFE—Th o Z &,
JP-eCTD4- | HEEE 77 —# 7 7 A NV%E 5T 5 Context of Use &, Hi%LHFEE 17 —4 | Context of Use XU ICH Study Group Or | O O O
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4.10 Sequence Number
4.10 Sequence Number
eCTD F&j|
ID Fx v HH fii %

a) b) c)
JP-eCTD4- | LLFERAHBT L5 & O O O
152 submissionUnit.componentOf1

submissionUnit.componentOfl.sequenceNumber
JP-eCTD4- | 1 DDA B— K+ XA vb—HHILT 5 sequenceNumber E35131 OTH | 1 DO/ ma— K+ Avb—Udic, H| O O O
153 5Tk, D sequenceNumber E5E 73 HEL L CTl7e 6
TRV

JP-eCTD4- | sequenceNumber@value JEVENHBIT 2 2 L O O O
154
JP-eCTD4- | sequenceNumber@value JEVEEIL, AT TCHL Z &, O O O
155
JP-eCTD4- | sequenceNumber@value JEIEDEIT, 1 7> DIvE S 999999 LUTF DIEDOREL T O O O
156 HHT L,
JP-eCTD4- | sequenceNumber@value JEMEAEIL, 1 DD Application (23 T, 4% Submiss O O O
157 ion Unit Z #5395 —& ® Sequence Number TH5H Z &,
JP-eCTD4- | sequenceNumber@value JEVEEIX, 55 g 7 + v 24 O HERE 5 & — O O O
158 T5HZ L,
JP-eCTD4- | FINRIEHIZIUWT, eCTD FBl a)D sequenceNumber@value JEMAEX 1] T O — —
159 HHT L,
JP-eCTD4- | FINRIEHIZIUVT, eCTD FERl b)D sequenceNumber@value JEMAEIX (1] T — O -
160 HHT L,
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4.11 Submission

eCTD F&j|
ID Fx v HH fii %

a) b) c)
JP-eCTD4- | FIMRFZHIZIW T, eCTD FERl ¢)D sequenceNumber@value JEVEMEIL (2] T — - O
161 o L,
JP-eCTD4- | tETHE, sequenceNumber@value JEVEMEIL, SEThREE HiFF 5L CIA Application (2 O - -
162 BV T A D Sequence Number D 9 5 g KOEIZ 1 22 L72#ETH

HT k.
Submission
eCTD #éJjl]
ID Fx v/ HHA fii %

a) b) c)
IP-cCTD4- | LT EHESMBT 5 = & © 1 0|0
163 submissionUnit.componentOf1

submissionUnit.componentOf1.submission

JP-eCTD4- | 1| DDA m— R « A v v— BT D submission BHIT 1 DOTHLZ | 1 ODXAm—F - Xyb—vhic, H | O O O
164 L, D submission Z3E 5 HEBL L TIEAR B 72w,
JP-eCTD4- | submission.id B33 HBLT5H 2 & O O O
165
JP-¢CTDA4- | submission.id.item RN HBL 2 2 &, O O O
166
JP-eCTD4- | submission.id Z3212%F L C, item BERDEEEIHBL L 70V 2 & O O O
167
JP-eCTD4- | submission.id.item@root JEYED BT 5 Z & O O O
168
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4.11 Submission

eCTD F&j|
ID Fx v HH e

a) b) c)
JP-¢CTD4- | submission.id.item@root JEMEDEIZL, ISO/IEC 11578:1996 & UM ITU-T Rec X.6 O O O
169 67 | ISO/IEC 9834-8:2005 7 7E 34\ HEfIL L 7= UUID Th % = &,
JP-eCTD4- | submission.id.item@root JEMHAEIZHEE L 7= UUID X, A Submission & —E|Z O O O
170 WATTELZ &,
JP-eCTD4- | submission.id.item@root JEVEEIL, 74 7V A 7 VZEB L CRICETHD Z O — O
171 B
JP-eCTD4- | submission.id.item@extension JETEN BT 5 = &, O O O
172
JP-eCTD4- | submission.id.item@extension JEMAEIT, FAEKTHTHL Z L, O O O
173
JP-eCTD4- | submission.id.item@extension JEVEDHIL, MFZEHFED eCTD ZfIHFE S TH D O O O
174 Z&,
JP-eCTD4- | submission.id.item@extension JEMEAEIL, 74 7% A 7V Z@ L TR CETH O — O
175 5Tk,
JP-eCTD4- | submission.code B33 HEBLT 5 2 & O O O
176
JP-eCTD4- | submission.code@code JEVENHELT 5 Z &, O O O
177
JP-eCTD4- | submission.code@code JEEDFIX. submission.code@codeSystem JEVEED OID | Tjp other] =— KNix, JfAl&E LCHEHAL | O O O
178 3R JP CV O TJP Submission] = — RV 2 MIfFET HHR R =2— FET | 202 &, Tjp_other] = — &4 %5

bodZ L, BlE. FANCEEYRICHRT 2 2 &,
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4.12 Review
eCTD F&j|
D Fx v HH e

a) b) c)
JP-eCTD4- | submission.code@code JEVEMEIL, 74 7V A 7 V2@ L TRILETHD Z &, O - O
179
JP-eCTD4- | submission.code@code JEMEAEIZHEE LTz 2 — R, 2% eCTD DIEARLEH O O O
180 SZERHONE—HEHL TN &,
JP-eCTD4- | submission.code@codeSystem JEM:NN BT 5 = &, O O O
181
JP-eCTD4- | submission.code@codeSystem J&I'EDfEIL, JP CV @ [JP Submission] =— F | ¥i% eCTD IZE ENLABHED I B &k | O O O
182 A M&inl$ % 0D ThdZ L, bR VHEEO B HR R TH R e —

2D O0ID ZfiET 5 &,
JP-eCTD4- | submission.code@codeSystem FEVEMEIZ, 74 7 A 7NV EBEBLCRIUETS | 7272 L. code@codeSystem J&I)3 7773 OID | O — O
183 5T &, DREIZEEND A=V a U F T —&
[PRQATPA I =g AN
Review
eCTD T}l
ID F v 7 HHA (i

a) b) c)
JP-eCTD4- | HIRFEHICI T, eCTD Flihl a) R U ) DI UL RN BT Z &, O - O
184 submission.subject2

submission.subject2.review
JP-eCTD4- | eCTD f&RHI b)IZBW T, LAFEENHB LR &, — O —
185 submission.subject2
submission.subject2.review
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4.12 Review
eCTD F&j|
D Fx v HH e

a) b) c)
JP-eCTDA4- | 45 review SR IZHf LT, id WEMHIT 5 L, O - O
186
JP-eCTD4- | 45 review.id Z3Z\Z%F LT, root JBYENSHEBLT 52 &, O — O
187
JP-eCTD4- | review.id@root J&MEDEIX, ISO/IEC 11578:1996 & TN ITU-T Rec X.667 | ISO O - O
188 /IEC 9834-8:2005 DEFHIZHEIL L 7= UUID TH D Z &,
JP-eCTD4- | review.id@root JEMEAFIZFEE L 7= UUID (X, A Review # —EIZiAITZ 5 2 O — O
189 L,
JP-eCTD4- | & review EFEIZX LT, statusCode ZFHNHBLT 52 &, O — O
190
JP-eCTD4- | 4 review.statusCode Z3\Z5xt L C, code JEMENHBLIT 2 Z &, O — O
191
JP-eCTD4- | review.statusCode@code EPEDAEIL, lactive] F721% Tsuspended] DV O — O
192 nmTHbHZ b,
JP-eCTD4- | PIRIRIHIF 2 E DT A 7Y A 7 V%@ L THO THELT %S Review O statusC O — O
193 ode@code JEMEAFIX, Tactive] ThHDHZ &,
JP-eCTD4- | A Application (Z331F 2 LLFTD 7 A 7 %A 7 )L THIFR S 417- Review &R U id | HIBR &7z Review ZFEANC L0 | O — —
194 @root JEVEE % F5D review BRNFIEL RN &, Bl B Review & L THIZEET 5 2

L
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4.12 Review
eCTD F&j|
D Fx v HH e
a) b) c)

JP-eCTD4- | UUID THE XD 1 DD Review (ZxF LT, [fl—@ Submission Unit PN ClA] | LA X 9 72 Submission Unit (ZEIF &4 | O — —
195 FRCEE OEE CIrgURH LT (HIBR) 728) MTbhiTunwinz L, | %,

5% Submission Unit |23\ CH L

i L7z Review (ZxF LT, [A] Submissi

on Unit N THUFF (HIBR) 17> T

W5 CHElTEM L7- Review & [Fl—d

id@root BVHEL R | statusCode@c

ode JEMEAEAY Tsuspended] T35 Rev

iew 23, [l Submission Unit NIZFF7E

LTW5)

FEE D Review (ZxF L C, [A] Submissi

on Unit WTHU R (HIBR) 2%

1T T 5 (id@root J&EAE 7S FE T

statusCode@code JEVEAE Tsuspende

d] T& % Review 73, [A] Submission

Unit PICHEEAFEL TV D)
JP-eCTD4- | 1 2® Application |23\ T, statusCode@code JEVEAE)S Tactive] T % Revie O — O
196 w1 DU EFAEL TS Z &,
JP-eCTD4- | thETf, AGRHFENRITT O TE LT, WEICEELEDR review ZH )& O — —
197 flrInTninz &,
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4.13 Review - Manufactured Product

eCTD V4.0 ERFz v/ EH—E v1.6.0.0

4.13 Review - Manufactured Product
eCTD F&j|
ID Fx v HH fii %
a) b) c)

JP-eCTD4- | 4 review B32IZ%F L C. statusCode@code JEMEAEDS Tactive] OA . LLTE O — O
198 ENHBLT D Z &

subjectl

subjectl.manufacturedProduct
JP-eCTD4- | 4 review B32IZ%F L C. statusCode@code JEMEAEDS Tactive] OH, LLTE O — O
199 ENEREHBL L 222 &,

subjectl

subjectl.manufacturedProduct
JP-eCTD4- | 4 review Z3EIZ%f LT, statusCode@code JEMEAE)S Tsuspended| D5, LI O — —
200 ERMHI LN &,

subjectl

subjectl.manufacturedProduct
JP-eCTD4- | % manufacturedProduct B35 \2%} L C, manufacturedProduct Z3&7° HBL3 5 O - O
201 Z&,
JP-eCTD4- | % manufacturedProduct.manufacturedProduct B35 \2%} L T, name 3575 H B O - O
202 THZ L&,
JP-eCTD4- | % manufacturedProduct.name E:35\Z%F U C, part ZHENHBLT 52 &, O - O
203
JP-eCTD4- | % manufacturedProduct.name %3325 U C, part B3EPEEEIHBL L2 2 O - O
204 L,
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4.13 Review - Manufactured Product

eCTD F&j|
ID Fx v HH fii %
a) b) c)
JP-eCTD4- | % manufacturedProduct.name.part 23225 LU C, value BYEDNHBT 5 Z &, O - O
205
JP-eCTD4- | manufacturedProduct.name.part@value JEVEEIX, 7F A M (%) THDHZ | LLFOPEARLEIL XML OZHIXF07- | O - O
206 & O FANE LTHEALZ2VWZ &, Rtz fs
FHEHLEWGEEIE IS E LT A7 —
KT XA ML U CHEHTE 2 CFREITLL o@D, TXFERDVICHENLTHELI AR
BN VY,
SR e C TR U R (&) [RAT =T
ARG (80,4412 #@) KROPEHAN—A &amp; ]
JISX0208 FEPHO LT (BT (IS H—/K¥E, IS H_UKHE) | &AKK | . FTrrp—F—var () [TA
INCF, BT, RAOLNR, RANZ AT BALE. BAA r—7"3F 1 &quot;]
N—R ) - REE (ko) ) [=2o—7
WK T (D~@, 1~X0D 30 LFDH) F &t
RS (KR &) [mxFr—7F
SCF- &gt ]
JP-eCTD4- | manufacturedProduct.name.part@value EVEEIT, 240 LIFLLFTHD Z &, O - O
207
JP-eCTD4- | manufacturedProduct.name.part@value JEVEOMEIL, HEEETLEORITH & — O - O
208 BLTWbZ &,
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4.14 Review - Ingredient Substance

eCTD F&j|
D Fx v HH e

a) b) c)
JP-eCTD4- | [A] Application NIZ. [Fl—0> manufacturedProduct.name.part@value EVEEZFf | 1 DOHFEEIZOE, 125D Review 232 | O — O
362 DAL Review BEEAFEL 2N T &, fEns, €okH, 1 OOHFELE O

WA HBED Review 12531 CRidli L2 2
&
JP-eCTD4- | % manufacturedProduct.manufacturedProduct B35 \Z %t U T, ingredient B35 73 O - O
209 HEBLT 52 &,
JP-eCTD4- | 4 ingredient 255125 L C. classCode JEMENHBLT 5 Z & O - O
210
JP-eCTD4- | ingredient@classCode JEVEDfEIX, [INGR) THDHZ &, O — O
211
4.14 Review - Ingredient Substance
eCTD Fé&J3!)
ID Fx v 7 HHA ik

a) b) c)
JP-eCTD4- | 4 ingredient %3812 L C. ingredientSubstance %323 HHLT 5 2 &, O - O
212
JP-eCTD4- | % ingredientSubstance 233 (2%t L C, name BFNHBLT 52 &, O — O
213
JP-eCTD4- | 4% ingredientSubstance.name %33 \25xt L C, part BRNHBT L2 &, O — O
214
JP-eCTD4- | 4 ingredientSubstance.name ZL3Z\Z5xF LT, part BHRPEEEIHBL L 22 O — O
215 L,
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4.14 Review - Ingredient Substance
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eCTD F&j|
ID Fx v HH fii %
a) b) c)
JP-eCTD4- | % ingredientSubstance.name.part B:33\Z%F U C, value BYEDN BT 5 Z &, O - O
216
JP-eCTD4- | ingredientSubstance.name.part@value JEVEEIX, 7% A Ml (X) THHZ &, | LTOFAFFIE XML OIS FD= | O - O
217 O FANE LTHEALZ2VWZ &, Rtz fs
MT XA ML L THEATE S CFREIILLTOMEY TR LW aid pist e LT R —
e E NI TXFERDVICHENLTHELI AR
AT VY,
Y s (30,412 @) R OVefg A— R TP R (&) [T A —TF:
JISX0208 #iPHDO L (BEF (JIS B5—/KUE, JIS 55 k%) | M HIK &amp; ]
INCF, BT, RAOLNR, BRANZ AT BALE. BAA TN d—T—ar (") [BR
N—R | ) r—7"3F 1 &quot;]
BT (D~@, T~XD 30 LFDH) T (Lo (© [=275—=7
T &t
RS (KR &) [mxFr—7F
ST &at;]
JP-eCTD4- | ingredientSubstance.name.part@value JEMAEIL, 240 XFLLTFTHH Z &, O — O
218
JP-eCTD4- | ingredientSubstance.name.part@value JEYEDEIX, JFHIE LT, HFEELINO O - O
219 —RAE LTS L,
JP-eCTD4- | % ingredientSubstance.name.part Z-33\Z%F L C, code JBMENHELT 5 Z &, O — O
220
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4.15 Review - Applicant

eCTD F&j|
ID Fx v HH fii %
a) b) c)
JP-eCTD4- | ingredientSubstance.name.part@code JEM:DEIL, part@codeSystem JEMHED O | [jp other] ==— FiZ, FHIE LTHEML O - O
221 ID 23753 JP CV @ [JP Substance Name Type] =— KU R MIFETHHZ) | 722 &, Tjp other] =— R&FEHT 545
ma—KNMETHL Z &, Bl FANCFEE Y RITHRE T 2 2 L,
JP-eCTD4- | % ingredientSubstance.name.part %33 \Z%F L C. codeSystem JEMEDNHELT 5 2 O - O
222 L,
JP-eCTD4- | ingredientSubstance.name.part@codeSystem JEVEDOMEIL, JP CV @ [JP Substa | M47i% eCTD IZE ENLABHFED I B &k | O — O
223 nce Name Type|] =— KU R h %554 % OID TH5HZ &, b ERVHGEOHRFEHRE R TR A=
2D O0ID ZfiET 5 &,
4.15 Review - Applicant
eCTD #éJjl]
ID F v 7 HHA ik
a) b) c)
JP-eCTD4- | 4 review B32|Z%F L. statusCode@code J&MAEDY Tactive] OFH, LA E O — O
224 RNHBA D Z &,
holder
holder.applicant
JP-eCTD4- | 4 review B3R|Z%F L. statusCode@code J&MAEDY Tactive] OFH, LA O — O
225 FENEREHE L2 L
holder
holder.applicant
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4.15 Review - Applicant

eCTD F&j|
ID Fx v HH fii %
a) b) c)

JP-eCTD4- | 4 review B |Zxt LT, statusCode@code JEVEMEDS Tsuspended] DS, LT O - —
226 BRPHIL L2 L,

holder

holder.applicant
JP-eCTD4- | 4 applicant %53\2%F L C. sponsorOrganization 32N HBLT 5 Z & O - O
227
JP-eCTD4- | 4 applicant.sponsorOrganization 332 \Z% L C, name BFENPHBIT5HZ L, O — O
228
JP-eCTD4- | % applicant.sponsorOrganization.name %32\Zx%F L C, part ERBHELT 5 Z O — O
229 B
JP-eCTD4- | % applicant.sponsorOrganization.name ZE35\ZxF L C. part B3& 03850 H B O — O
230 L7gnWZ &,
JP-eCTD4- | % applicant.sponsorOrganization.name.part B35 2% L C. value BN HBLT O - O
231 HZk,
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4.15 Review - Applicant

eCTD F&j|
ID Fx v HH fii %
a) b) c)
JP-eCTD4- | applicant.sponsorOrganization.name.part@value JEMAEIL, 7 F A M %) T | LFOEARLEIL XML OZHICF07= | O — O
232 bbb L, O FANE LTHEA LN &, Stz fs
FHEHLEWGEEIE IS E LT A7 —
KT XA ML UCHEHTE 2 CFREITLLTO@E Y, TXFERDVICHEP LT AL R
BN VY,
AT TP R (&) [ AT
ARG (80,4412 #@) KROUPEHAS—2A &amp; ]
JISX0208 FEPHO LT (BT (IS H—/K¥E, JIS H_UKHE) | 2AKK | . FTrp—F—var () [TR
INCF, BT, RAOLNR, RANZ AT, RS, BAA r—7"3F 1 &quot;]
W= ) - REE (Ko ) [=2o—T7
WK T (D~@, 1~X0D 30 LFDH) T &t
RS (KR &) [m2Fr—7F
SCF- &gt
JP-eCTD4- | applicant.sponsorOrganization.name.part@value JEEAEIT, 240 SCFLLFTH D O - O
233 &,
JP-eCTD4- | applicant.sponsorOrganization.name.part@value JEVEDE L, WFEELREH O HEE O — O
234 FHEHLTND L,

Page 45 of 67



4 dytv—VICBETEZNAYT—ar - L—IL
4.16 Review - Product Category
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4.16 Review - Product Category
eCTD F&j|
ID Fx v HH e
a) b) c)

JP-eCTD4- | 4 review B32IZ%F L C. statusCode@code JEMEAEDS Tactive] OA . LLTE O — O
235 ENHBLT D Z &

subject2

subject2.productCategory
JP-eCTD4- | 4 review EEIZ%f L C. statusCode@code JEMEAE)S Tsuspended| D5, LI O — —
236 ERMHI LN &,

subject2

subject2.productCategory
JP-eCTD4- | 4 productCategory 3212 %F LT, code BHRNHBLT 5 Z &, O — O
237
JP-eCTD4- | 4 productCategory.code B-351Z5xF LT, code BIENHELT 5 Z &, O — O
238
JP-eCTD4- | productCategory.code@code JEVEDAEIL. productCategory.code@codeSystem J& | [jp other] =— R}, JFAIE LCHEAL | O - O
239 PEAE OID 23777 JP CV @ [JP Product Category] =— KU R MIfF{ET S | 722 &, Tjp other] =— R&MHT 545

A@higa—NMETHDZ &, Bl FANCHFEE L RICHRT L2 &,

JP-eCTD4- | productCategory.code@code JEVEEN R HGEX /01X, HEEERLHEH O FEE X5 O - O
240 E—HLTWDZ L,
JP-eCTD4- | % productCategory.code Z35\Z%f L C, codeSystem JBYEDN BT 52 &, O - O
241
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4.17 Application

eCTD F&j|
ID Fx v HH fii %

a) b) c)
JP-eCTD4- | productCategory.code@codeSystem J&I'EDEIL, TP CV @ [JP Product Categor | 4% eCTD I[Z& ENLHEBHFED I B ik | O — O
242 yl 2= RFU X FZ#3+4 2% OID THhD Z L, HLRVWHFEOREHRE R T NN—Y

3D O0ID ZfRETHZ L,
4.17 Application
eCTD #éJjl]
ID Fx v/ HHA fii

a) b) c)
JP-eCTD4- | L FERAHIT L Z L O O O
243 + submission.componentOf

submission.componentOf.application

JP-eCTD4- | | DDA 12— R « A »—UHIZHEBLT 2 application EHE1X 1 DTHDHZ |1 DDOXAfa— R Ayb—UHz, 5| O O O
244 L, O application Z3Z 75 HEBL L TR H 720,
JP-eCTD4- | application.id B3R B+ 5 2 &, O O O
245
JP-eCTD4- | application.id.item EEPHBLT 5 Z &, O O O
246
JP-eCTD4- | application.id %35 \Z%F L C, item BRI EEEIHEL L2 &, O O O
247
JP-eCTD4- | application.id.item@root JEVES BT 25 &, O O O
248
JP-eCTD4- | application.id.item@root JEYEDfEIE, ISO/IEC 11578:1996 J TN ITU-T Rec X.6 O O O
249 67 | ISO/IEC 9834-8:2005 DEFRIZHEHLL 72 UUID THH Z &,
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4.17 Application

eCTD V4.0 ERFz v/ EH—E v1.6.0.0

eCTD F&j|
D Fx v HH e

a) b) c)
JP-eCTD4- | application.id.item@root JEVEEIZFEE L 7= UUID (X, A Application & —&E|Z O O O
250 WATTEDLZ &,
JP-eCTD4- | application.id.item@root EVEEIZ, 74 7 A 7 V2@ L TRICETH D Z O - O
251 B
JP-eCTD4- | application.id.item@extension JEPEEIL, 1000 XFLLTFTH D Z &, O O O
252
JP-eCTD4- | application.code Z3273HBLT 5 Z &, O O O
253
JP-eCTD4- | application.code@code EMEN BT 5 Z &, O O O
254
JP-eCTD4- | application.code@code JENE:DAEIL. application.code@codeSystem EMEED OID | [jp other] =— R, JFAIE LCHEAL | O O O
255 2 JP CV @ [JP Application] = — KU X MIfFET DA% 72— NMET | 2212 &, Tjp_other] 2 — N&EHT 545

bHZ L, Bl FANCHFEE Y RICHRT 52 &,
JP-eCTD4- | application.code@code JEVEEIX, 74 7Y A 7 VZBLTRILETHD Z &, O — O
256
JP-eCTD4- | application.code@codeSystem JETEN BT 5 Z &, O O O
257
JP-eCTD4- | application.code@codeSystem JEVEDAEIL, JP CV @ [JP Application] ==— F | *47% eCTD IC& ENHARHFFHE DI B & | O O O
258 VA MZinld % 0ID ThHZ L, HRWHFEORGE AR R THR RN —Y
D O0ID ZfiET D Z &,
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4.18 Application Reference

eCTD V4.0 ERFz v/ EH—E v1.6.0.0

eCTD F&j|
ID Fx v HH fii %

a) b) c)
JP-eCTD4- | application.code@codeSystem JEVEEIL, 714 7% A 7V EBE L TR UMETH | 7272 L. code@codeSystem JENED 7773 OID | O — O
259 5Tk, DREBIZEENDN—V a U F T —#

LTV DB,
4.18 Application Reference
eCTD #éJjl]
ID Fx v/ HHA fii

a) b) c)
JP-eCTD4- | 4 application.reference B5E\Z%F L C, applicationReference B-3%73MELT % Z | applicationReference BEHR ML L7 0 | O O O
260 E, B1X. application.reference 3% % #2:4f L T

(AR AN

JP-eCTD4- | 4 applicationReference B33 \ZxF LT, id BEHENHBTHZ &, O O O
261
JP-eCTD4- | 4 applicationReference.id B-32\ZxF 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 N~ eCTD A& B2 FF OGN, A O O O
264 WIFOT — 5 _R—RFET D &,
JP-eCTD4- | applicationReference.id@root JEVEE )3 ~3 eCTD & S 2R OHFEN LT O O O
265 FHITWRNT &y
JP-eCTD4- | applicationReference.id@root JEIAED 7~ eCTD & 5 &, 4% Submissio O O O
266 n Unit RSN D eCTD ZAHE R R D Z L,
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4.18 Application Reference

eCTD F&j|
ID Fx v HH e
a) b) c)
JP-eCTD4- | [l Submission Unit N4 applicationReference 3% D id@root J&MAE DAE DS O O O
267 RipoTnbH I L,
JP-eCTD4- | B DR A L L T A HRGRHGERICIRMT 2K RFHEEZ R LTS ap O O O
268 plicationReference %3 (3%) O id@root BMAEIL., HAKFRFDOHGED eCTD %
MEZTHDLZ L,
*¢reasonCode.item@code JEVEAEIZ TCTD 55 1 %6 13 1 PEIAGRIEIMLITIRD
BRI SN D LEEETLHFED eCTD Zf13EF 5] 25”57 23—F (p_
pca) DMEE S AVTUWD applicationReference E55
JP-eCTD4- | %% applicationReference 5E35\2%f L C. reasonCode BHE NI T 5 Z &, O O O
269
JP-eCTD4- | 4 applicationReference.reasonCode %55 1Z%F L. item BEHENHEBLT5HZ &, O O O
270
JP-eCTD4- | % applicationReference.reasonCode.item E332%F LT, code JEMENHILT 5 O O O
271 N
JP-eCTD4- | reasonCode.item@code JEVEDEIX, reasonCode.item@codeSystem JEMEALD O1 | [jp other] =— Kix, FHIE LTHEAHL | O O O
272 D 23783 JP CV @ [JP Application Reference Reason] ==— KU A MITFET | 72 &, Tjp other] =— F&EEHAT 255
LA —NETHD Z &, Bl FANCHFEE Y RICHRT 52 &,
JP-eCTD4- | 4 applicationReference.reasonCode.item %3525t L C. codeSystem J& 73 HB1 O O O
273 THZ &,
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4.19 Document

eCTD F&j|
ID Fx v HH fii %
a) b) c)

JP-eCTD4- | reasonCode.item@codeSystem JEVEDAEIX, JP CV @ [JP Application Referenc | *4i% eCTD I[Z& N LHEBHFED I B ik | O O O
274 e Reason] =1— U A hZil4 % OID THDHZ &, b RVHEEO B H IR CTHZ N —

3D O0ID ZfRETHZ L,
JP-eCTD4- | 1 DD applicationReference 351235 T, B F D% reasonCode.item 35D ¢ | 7272 L. codeSystem JEVED 773 OID DK | O O O
275 ode JEMER O codeSystem JEVEDAGDOER R - TND T &, RBIZEENDLNN—TVa U FE SN —HLT

W ThH ZOMDFRB—EHL T

IX. code B O codeSystem &' DHH 7

AhEEFE—ERAMEhD,

Document
eCTD #éJjl]
ID Fx v/ HHA fii %
a) b) c)

JP-eCTD4- | 45 application.component 2:35\Z%f U C, document BZ BT 25 Z & document B L2 WA, appli | O O O
276 cation.component %35 Z f2fit L Tl 672

(A
JP-eCTD4- | 45 document 235125 LT, id BHENMHLT 52 &, O O O
277
JP-eCTD4- | % document.id Z33\Z%F L C, root JBIENHELT 5 Z & O O O
278
IP-eCTD4- | document.id@root J&Y:D{EIE, ISONEC 11578:1996 % 8 ITU-T Rec X.667 | I O o | o
279 SO/IEC 9834-8:2005 DEFRICHEILL 7~ UUID THDH Z &,

Page 51 of 67




eCTD V4.0 ENF v EBE—E v1.6.0.0 4 Ayt—TIZBBTANYTFT—ar - L—IL
4.19 Document

eCTD F&EH]
D F=v /A ik
a) b) c)
JP-eCTD4- | document.id@root JEMEEIZFEE L 7= UUID 1%, K Document % — &I i#kHl C & O O O
280 5T &,
JP-eCTD4- | 4 document B3\ xF LT, title BRENPHITDHZ &, O @) O
281
JP-eCTD4- | 4 document.title Z3512%F U C. value BYEDNHBIT 252 &, O O O
282
JP-eCTD4- | document.title@value JBVEAEIL, 7F A M (%) THDHZ &, LR O¥AAGe 51 XML OZ[Isc7 o= | O O O
283 DFAIE LTHERA LW &, SRSt a2 15
T XA NMYL L THEHTE D CFREIFLLTO#EY, THEH LI2WGa I fist e LT R —
e B RN TXFERDVIHEHA L THZE LI R
T v,
PfFLT (04412 #H@) K OVAf AR — R TR U R (&) [RAS—TT
JISX0208 #iPHO T (BT (JIS HE—/K4E, JIS 5 _K#E) | &MAKK &amp;]
N, BT RAOLRR, BRAKNE T, BARE. AR | . XTI x—FT—ar (") [ZA
N—2A ) o —73F . &quot; ]
BRI 0T (O~@, 1 ~X?D 30 3LFDOH) CORER (0N () [mRE—T
X &t
RES (LY R) ) [=2r—7
SCF- &gt ]
JP-eCTD4- | document.title@value JEEAEIL, 1000 SLFLLFTHDH Z &, O O O
284
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4.19 Document

eCTD F&EH]
D F=v /A ik

a) b) c)
JP-eCTD4- | BEHZEH D Document O title@value JE VL %Z FH 55815, EH RSB D Docu O — —
285 ment O fitle W3\ %F L C. updateMode JEIENHIT 5 Z L,
JP-eCTD4- | document.title@updateMode J&M: DX, R] TH5HZ &, O — —
286
JP-eCTD4- | title@value JEVENE D FHT A3 72\ Document (2% L C . title@updateMode JEIEDS | LU F W20 5%24 9 5 Document (2% L | O O O
287 HELL72nWZ &y . title@updateMode JEMEDNHELL T 5

%36, % O Submission Unit IZH T &h 2,
WINE 2 DT A 7Y A 7 V%18
LTI THIBLT % Document T 5
title@value J&MEAB S BHT S AL TV
|7

JP-eCTD4- | ¥72 5 Application THHL 4172 Document (2%t LT, title@updateMode J&1: O - —
288 DHBLLZ2NWZ &,
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4.19 Document

eCTD F& 5|

ID F = v 7TEHH ES
a) b) c)

JP-eCTD4- | UUID THFE &A% 1 20 Document (2%} LT, [A]—® Submission Unit W | LA R X 9 72 Submission Unit (ZEIF &4 | O — —
289 IR OEME CITBURI L 72 &) 2MThhTinen L, %

5% Submission Unit |23\ CH L
tt L 72 Document (Z%} L T, [A] Submi
ssion Unit NC Document % 1 k /LD
BHTA1T> T2 CHBliR L7z Do
cument & [fl—® id@root JEVEE % Ff
b, title@updateMode JEEED R E S
AU T % Document 73, [A] Submission

Unit WIZHFEL TV D)

F¥IE @ Document (2%t LT, [F] Submi
ssion Unit NC Document % 1 k /LD
B A T> T D (id@root &
MAE N FME C . title@updateMode &'
EAFEE 4TV % Document 23, [A]
Submission Unit PIZHEEAFIEL TV
%)

JP-eCTD4- | % document Z35\2x L C. title@updateMode JENEMFIET DG HRE | te O O @
290 xt BHENHBT D5 2 &,

JP-eCTD4- | title@updateMode JEVENPTFIET % document FSEZ%F L C, text RN HBLL O — —
291 A AP
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4.19 Document

eCTD F&j|
ID Fx v HH fii %

a) b) c)
JP-eCTD4- | % document.text %33 \Z%F L C. integrityCheckAlgorithm JEVEDSHEL G5 Z & O O O
292
JP-eCTD4- | document.text@integrityCheckAlgorithm JEEDfEIX, TSHA256) THbHZ &, O O O
293
JP-eCTD4- | SAS XPORT ¥ (xpt) D7 7 A V& BT 5 document ZFEIZxF LT, tex O O —
294 t@charset BYER BT 52 L,
JP-eCTD4- | document.text@charset J&'EDEIL, JP CV @ [JP Japanese Character Code| lip_other] ==— Fix, JFAIE LTE#EHL | O O —
295 a—RU R MAFHET DA a—NMETHDL Z &, 2z b, Tjp other) == — F&EMHHT 54

Bl FANCHFEEL RICHRT 52 &,
JP-eCTD4- | % document.text Z33\Z%f L C, reference ZHNHBLT 52 &, O O O
296
JP-eCTD4- | % document.text.reference 35\ 2% L C. value BIEDRHBE T2 2 &, O O O
297
JP-eCTD4- | document.text.reference@value J&'EDEIL, A Application (233 THERAYIZTF O O O
298 ET 27 7 A NVOHMNATHD Z &,
JP-eCTD4- | (BELh) - - - -
299
JP-eCTD4- | eCTD F5l] b)IZF N T, document.text.reference@value JENENE S =355 — O -
300 HEEHE 7 — & 2T &5 ("mS5/datasets" 7 4 VX BLF D7 7 A /L8
) ThaHI L,
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4.19 Document

eCTD F&j|
ID Fx v HH fii %
a) b) c)
JP-eCTD4- | eCTD FBl c)IZI\ T, document.text.reference@value JEVEMEDN 7R3 T3, — - O
301 HEEHE 7 — & 2T X5 ("mS5/datasets" 7 4 LV X BL D7 7 A /L8
R) TRV &,
JP-eCTD4- | 7 7 A VBT 25615, LUTF 23— Application (2B L TWD Z &, [il— Application T =N/T=T7 7 A1z | O — O
302 BAMEESND 7 7 A VA4 LTV % Submission Unit RO, 77 A VERAHATLZ ENTX
MR END 7 7 A NVEB BT 5 document B35 % 7T Submission Unit | 5, ¥72% Application THEH I N7=7 7
ANEBRHT S Z EIE3RD e,
JP-eCTD4- | HEEHE T —2 7 7 A LDBFEFM Sh TN &, O O O
303
JP-eCTD4- | % document.text %552 Z%f L C. integrityCheck BENWHEBLT5HZ &, O O O
304
JP-eCTD4- | document.text.integrityCheck DN L LT, %3% Document BT 57 | F= v 7 ¥ Al SHA256 73V XA 2| O O O
305 TANDTF =y 7 F LS TS Z L, HWEHT D Z &,
JP-eCTD4- | % document.text.thumbnail Z35\Z5F L C, value JBYERHBLT 52 &, O O O
306
JP-eCTD4- | document.text.thumbnail@value J&MAEIZ, 1000 LTFLL T THDH Z &, O O O
307
JP-eCTD4- | JP Analysis Type Keyword ® 95 &,  TEERIKBRFUR CIlIR2 W7 —4 ) 25T | BRREBESIRO FFEE 7 — 2 28R+ | O O —
308 Keyword (jp_non cp) LI#F® Keyword 235 X LTV % Context of Use 205 | DB X, UikHEE 7T — X IR LT, 7
S I TS Document T 5355 document.text B37\Z%F L C, descripti | 7 A VN DB % Document O text.desc
on EENHBALHZ &, ription@value JEMAE & U TR 2 2
AT SR
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4.19 Document

eCTD F&j|
ID Fx v HH fii %
a) b) c)
JP-eCTD4- | % document.text.description %:33\Z%F L C, value BIEDNHELT 5 Z &, O O O
309
JP-eCTD4- | document.text.description@value JEVEEIL, 7F% A Ml (%) THHZ &, PUF O M50 51E XML O2RIsc7o- | O O O
310 O FANE LTHEALZ2VWZ &, Rtz fs
MT XA ML L THEATE S CFREITILLTOMEY TR LW aid pist e LT R —
e E NI TXFERDVICHENLTHELI AR
AT VY,
PAELT (80,412 @) KO AN— A T UYL R (&) [ZAr—T7 30
JISX0208 &iPHDO L (BEF (JIS BF—/KUE, JIS 55 k%) | MAHIK &amp; ]
INCF, BARE, RAOLNR, RANZ AT, BALE. BAA TN d—T—ar (") [BR
W= ) r—7"3F 1 &quot;]
AR (DO~@, T~XD 30 LFDAH) T (Lo (© [=275—=7
T &t
RS (KR &) [mxFr—7F
SCF- &gt ]
JP-eCTD4- | document.text.description@value JEMEAEIL, 100 SLFLL RN THDHZ &, O O O
311
JP-eCTD4- | [F] Submission Unit @ Context of Use 7>5H SR XU TUW 2 WD Document O O O
312 Bk TRz &,
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4.20 Keyword Definition
eCTD F&j|
ID Fx v HH fii %

a) b) c)
JP-eCTD4- | % application.referencedBy 322 % L C. keywordDefinition 3N B9 % | keywordDefinition E3EZ L L2 0GEE | O O O
313 k. X, application.referencedBy %35 % 21t L

TIER B2,
JP-eCTD4- | 4 keywordDefinition B35 \Z%F L C, code EHENP BT HZ &, O O O
314
JP-eCTD4- | % keywordDefinition.code %352 %t LT, code BN BT 5 Z &, O O O
315
JP-eCTD4- | keywordDefinition.code@code JEM:DAEIL. keywordDefinition.code@codeSystem O O O
316 JEMEAE D OID 23779 ICH CV @ ICH Keyword Definition Type] =— KU &
MIFHET DA 2— METH D Z &,
JP-eCTD4- | % keywordDefinition.code Z:351Zxt LT, codeSystem JEMENHBLT 5 Z & O O O
317
JP-eCTD4- | keywordDefinition.code@codeSystem JEVEDEIX, ICH CV @ [ICH Keyword | %% eCTD IZE EFNLABHFED I B ik | O O O
318 Definition Type] =— KU X k%5145 OID THH Z &, HRVHFEORG HRE R THR R N—Y
2D O0ID ZfiET 5 Z &,

JP-eCTD4- | % keywordDefinition Z35\Zxf L C, statusCode EHENHBLT5Z & O O O
319
JP-eCTD4- | % keywordDefinition.statusCode 235 1Zxt L C, code JEBYEDNHBLT 5 Z &, O O O
320
JP-eCTD4- | keywordDefinition.statusCode@code JEMEDEIX, Tactive] THDHZ &, O O O
321
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4.20 Keyword Definition

eCTD F&j|
D Fx v HH e
a) b) c)
JP-eCTD4- | 4 keywordDefinition 3235 \Z%F L C, value EHE N BT 52 &, O O O
322
JP-eCTD4- | % keywordDefinition.value E55125xf L C, item BHENHBLTHZ &, O O O
323
JP-eCTD4- | 4 keywordDefinition.value %35 \Z5%F LT, item BHRPIEHEIHIL L2 &, O O O
324
JP-eCTD4- | % keywordDefinition.value.item %:33\Z%F L C. code JBMENHELT 5 Z &, O O O
325
JP-eCTD4- | keywordDefinition.value.item@code JEVEEIL, 7F A Ml %) THHZ L, | LLTO¥ARLEIL XML OZRICFo | O O O
326 O JFAIE LTHEA LN &, Rtz
KT FAPMYL LT TE L FRIILLTO#EY, P L 720G BT st e LT R —
e NI ES TXFEROVICEH L THELIAR
L E /A
AT (30,4412 H@) RO AR—2R C TP U R (&) (AT
JISX0208 #iPHO T (BT (JIS HE—/KHE, JIS 5 _IK#E) | &MAKK &amp;]
INCT, AR, BMODLNR, BANZAT BAFS, EAX | . XTIV rp—T—var (") [=X
N—RA ) o —7 35 &quot;]
BRI (O~@, 1 ~X?D 30 3LFDH) CORER (0N () [mRE—T
F &t
AES (KR &) [=xF—=7
SCF &gt
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4.20 Keyword Definition

eCTD F&j|
ID Fx v HH fii %
a) b) c)
JP-eCTD4- | keywordDefinition.value.item@code JEVEE X, 128 SLFLLTFTH D Z &, O O O
327
JP-eCTD4- | % keywordDefinition.value.item %:33\Z%F L C. codeSystem JBMEDNHELT 5 2 O O O
328 L,
JP-eCTD4- | keywordDefinition.value.item@codeSystem JEMALIL, 7% A MY (%) TH2 | LFO AT FIL XML OHIC707= | O O O
329 Z& O JFAlE LTHEA LN &, Rtz
PP LGB st e LT R —
MKTFAPMYL LT TE L FRIILL T DM, TXFEROVIEH L THELIAR
A RN VY,
FAET - TURN U R (&) [ AT =TT
AT (80,412 H@) KO A— 2 &amp; ]
JISX0208 HEPHD LT (B (IS & /KHE, NS H_IKHE) | ®AKK | . FTNrr—FT—var () [=X
N RAET RAOLRR, RARE T, BATE. 2AA o —73F . &quot; ]
N—Z ) - REE (ko) ) [=2—T
BRI (O~@, T ~XOD 30 3LFDH) ST &t ]
AES (KR &) [=xF5—=7
SCF &gt
JP-eCTD4- | keywordDefinition.value.item@codeSystem JEMAE L, 256 LTFLLFTHDH Z &, O O O
330
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4.20 Keyword Definition

eCTD F&j|
ID Fx v HH fii %
a) b) c)
JP-eCTD4- | Keyword Definition (Z353() % value.item@code % O\ value.item@codeSsytem JEVE | UL T2 TIZi%MS T % keywordDefinitio | O O O
331 TEDOMAEGDHIX, A Application d Keyword Definition DF T—E TH D Z | n R P RHES YA £ D Submission
Lo Unit (ZH TS5,

displayName@updateMode J&1'E 75 21k

ATV

value.item@code }. O value.item@code

Ssytem JEVEEDOAADOEN, K Ap

plication THEft L 7-fth®> Keyword De

finition & [F]—
JP-eCTD4- | % keywordDefinition.value.item %:33\Z%F U C. displayName E36 73 MBI 5 2 O O O
332 L,
JP-eCTD4- | % keywordDefinition.value.item.displayName 332t LT, value BN HEL O O O
333 T5Z &,
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4.20 Keyword Definition

eCTD F&j|
ID Fx v HH fii %
a) b) c)
JP-eCTD4- | keywordDefinition.value.item.displayName@value JEVEEIZ, 7 F A N (%) | LT OEARLEIL XML OZHICFo7- | O O O
334 ThdZ L, O FANE LTHEA LN &, Stz fs
FHEHLEWGEEIE IS E LT A7 —
T XA ML U CHEMHTE 2 CFREITLLTO®EY, TXFEROVICHENLTHELX AR
e E NI VY,
AT C TR R (&) [T AT =TT
RS (80,4412 #@) RUPEHAN—A &amp; ]
JISX0208 FEPHO LT (BT (IS H—/K¥E, JIS H_UKHE) | BAKK | . FTrrp—F—var () [TR
IINCF BAECT. BRAOLNRR, BAK X T BRIy, BAA r—7"3F 1 &quot;]
N2 ) - AFEE (ko) & [mRo—T
R (O~@, 1~XD 30 LFDH) XF &t
RS (KR &) [m2Fr—7F
SCF- &gt
JP-eCTD4- | keywordDefinition.value.item.displayName@yalue JEEEIX, 1000 LT LLFCTH O O O
335 HZ &,
JP-eCTD4- | keywordDefinition.code@code JEVEMEDY Tstudy id study title] Z/R~9 2— K (i O O O
336 ch_keyword type 8) Toh D, displagName@value J&MAEIZ 35T 575k ID
EREBRY A Pk, AT —2aT Ll RLEE ($) I8X-oT2 20fE
ZENL—hTELHZ L,
JP-eCTD4- | BEHEH ® Keyword Definition @ displayName@value J& A5 % 53 25513, O — —
337 FEHXF RO Keyword Definition @ displayName E352%f L C. updateMode |5,
PEPRHES DT &,
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4.20 Keyword Definition

. eCTD F&j|
a) b) c)
JP-eCTD4- | keywordDefinition.value.item.displayName@updateMode JE:DfEIL, [R] TH O - -
338 HZ &,
JP-eCTD4- | displayName@value J& A T 73720 Keyword Definition (Zxf L C., display | UL R 120027%24 9% Keyword Definiti | O O O
339 Name@updateMode JEVEDSHEL L 7202 & on (ZXF U T, displayName@updateMode |7,

PERHE L TV 5%E. £ Submission
Unit (ZH T =5,
W Z B DT A 7Y A 7 V% i
LTI THELY 5 Keyword Definit
ion Th 5%
displayName@value J&MEAE D F T X
TUVe
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4.20 Keyword Definition

eCTD Fij5I]
D F = v 7HHE e
a) b) c)
JP-eCTD4- | UUID THFE XI5 1 ©® Keyword Definition (Z%f L T, [Al—0¢ Submission | LL N X 5 72 Submission Unit (ZEIFx4u | O — —
340 Unit N CRIFFHZEBEOEME GO & i L) MTbhTnani s, | 2,

5% Submission Unit (23 CH B2
i L 72 Keyword Definition (Z%f L T,
[l Submission Unit N C Keyword &7~
LFHNOEH 21T > T D CHrlile
i L 72 Keyword Definition & value.it
em@code . (X codeSsytem JEVEAEDHE
G AT, displayName@upd
ateMode JEVEESHEE SN TS Ke
yword Definition 73, [F] Submission U
nit WIZHFEL TV D)

¥57E @ Keyword Definition (Zxf L T,
[i] Submission Unit N C Keyword &/~
LFHNOHEH 2 I T>TWD (v
alue.item@code }2 " codeSsytem &
TEDORAE IOH D3 E— T displayNam
e@updateMode JEMEIEDTEE ST
V% Keyword Definition 23, [F] Subm
ission Unit WIZHEEAFEL TV D)
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4.21 Category Event
eCTD F&j|
ID Fx v HH fii %

a) b) c)
JP-eCTD4- | LLFERAHBT L5 & O O O
341 submissionUnit.componentOf2

submissionUnit.componentOf2.categoryEvent
JP-eCTD4- | 1 DDA B— K« A v&—UHICHBLT 5 submissionUnit.componentOf2.cat | 1 DDA 1 — R+ A vt—Udz H| O O O
342 egoryEvent B351X 1 D ThHH T &, @ submissionUnit.componentOf2.categoryE
vent BHRPHBLL TIR B2,
JP-eCTD4- | componentOf2.categoryEvent.code EENHBLT 5 Z &, O O O
343
JP-eCTD4- | componentOf2.categoryEvent.code@code EVENHELT 5 Z L, O O O
344
JP-eCTD4- | componentOf2.categoryEvent.code@code JETEDEIL. componentOf2.categoryEv | Tjp other] =— FiZ, JFHAIE LTHEAL O O O
345 ent.code@codeSystem J& AL OID A3/~ JP CV @ [JP Category Even| 22— | 72\ Z &, [jp other] =— K& HT 5%
RU R MIIHET 208072 a— NMETHD Z &, Bl FANCHFEE Y RICHRT 52 &,
JP-eCTD4- | FIHHRHIZI VT, componentOf2.categoryEvent.code@code JEVEMTIL THIRHE O O O
346 Hi) %t a— R (p_initial) THs L,
JP-eCTD4- | FINRLEAAADIEHIZISVNT, componentOf2.categoryEvent.code@code J& A O - —
347 (PIREEH ) 2R3 =2— R (jp_initial) T2 &,
JP-eCTD4- | componentOf2.categoryEvent.code@code JEHAENLL T 22— R Th 554, LARI O - -
348 DITA 7Y A7 NTRLa— FRRESA TN &,
M) Z~n3 22— R (jp_expert_discussion)
M) #7279 2— R (jp_committee_meeting)
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4.21 Category Event

eCTD F&j|
ID Fx v HH fii %

a) b) c)
JP-eCTD4- | componentOf2.categoryEvent.code@codeSystem JEMER BT 5 Z & O O O
349
JP-eCTD4- | componentOf2.categoryEvent.code@codeSystem JEMEDAEIX, JP CV @ [JP Cat | M4i% eCTD IZE ENLEKBHFED O B ik | O O O
350 egory Even] ==— KU A h %5925 OID THDHZ &, HEVHEEOHFEH R R CTH R N—Y

3D OID ZfEETHZ L,
JP-eCTD4- | HIGRHICIWNT, LN EERHET D Z &, O O O
351 categoryEvent.component
categoryEvent.component.categoryEvent
JP-eCTD4- | 1 DDA v— K« A vtv—HHBLT % categoryEvent.component.categor | 1 DDA 11— R+ A vt—Udz H| O O O
352 yEvent 33 1 >ThHDHZ &, D categoryEvent.component.categoryEvent
EENHB LTI R B0,
JP-eCTD4- | FINRLIA DRI ISNT, categoryEvent.component.categoryEvent 3555 13 H B O - —
353 L7anWZ &,
JP-eCTD4- | FIHHRHIZIN T, component.categoryEvent.code EHNHHLT 5 Z L, O O O
354
JP-eCTD4- | FIHAZHIZH T, component.categoryEvent.code@code JEVENHHLT 25 = & O O O
355
JP-eCTD4- | component.categoryEvent.code@code JEVEDAHIL. component.categoryEvent.cod | [jp other] =— R}, JFAIE L<CHEAL | O O O
356 e@codeSystem JEPEAED OID H37x9 JP CV @ [JP Initial Submission Type] = | 72\ V2 &, Tjp other] = — F&fEHT 255
— FU X MIAHET DA% 72— FMETH L Z &, Bl FANCHFEE Y RICHRT 5 2 &,

Page 66 of 67




4 AytE—ICET RN T—Yay - =)L
4.21 Category Event

eCTDv4.0 ERNF =z vV IEE—% v1.6.0.0

eCTD F&j|
ID Fx v HH e
a) b) c)

JP-eCTD4- | IR TV T, H 1 & LTRIHT 256, RIEEGE S 1) OfEH O - -
357 \Z81F 5 component.categoryEvent.code@code JEVEEIL, eCTD f&jl] a)& =~

22— R (jp_initial a) THDHZ &,
JP-eCTD4- | #lfRHICIH VT, H2 & LTRIHT 256, RIHEGE S 1) OfEH - O -
358 23 % component.categoryEvent.code@code JEVEEIZ, eCTD FEA b) & /R7

22— R (jp_initial b) THDHZ &,
JP-eCTD4- | #IRERHIZH W T, HA2 & LTRINT 254, _RIERE S [2) O — - O
359 \Z81F % component.categoryEvent.code@code EMEAEIL., eCTD 5l )& ~3

22— K (jp_initial ¢) THDHIZ &,
JP-eCTD4- | FINRIEHIZ I T, component.categoryEvent.code@codeSystem JEMED HBL$ O @ O
360 5HZ &,
JP-eCTD4- | component.categoryEvent.code@codeSystem JEMEDOAEIX, JP CV @ []JP Initial | H4#% eCTD IZE ENHABHFEDO I B K| O O O
361 Submission Type] =— KU X M %3514 25 OID Th 5 Z &, HRVHFEOHFEH R CTH R N—Y

2D O0ID ZfiET 5 &,
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