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084 &o BADHENTHZ L a2 L, 11000 2>

S5BA4A LT 1000 oS5 (1200
0/ . [3000) 72&) Z enEEsns,

JP-eCTD4- | [A] Application WD 1 DD a7 F A b« V7 )—T 2/ T 5 H%h7 Context of O O O
085 Use 1T, Priority Number 23E# L7222 &,
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4.5 Priority Number

PERMHEL L TV D56 £ Submission
Unit i3I TS b,
VIR ZED T A 7Y A 7 V% i
LTI THELT 2 Context of Use
Ths
statusCode@code J&MAEAD [suspende
d Ths
priorityNumber@value J& A A% 587
STV

eCTD 7|
ID F=v 7 HH e
a) b) C)
JP-eCTD4- | BE#EH? Context of Use @ priorityNumber@value B A % 583 255515, | A FO X 572 Context of Use 23efliEin | O — —
086 RSO Context of Use @ priorityNumber Z3212%f L C. updateMode B | 72834, # @ Submission Unit |[ZHI T X4
NHET D &, %

priorityNumber@value J& M1 23 Aif[=]

FRHEENBEHE I TWDH AN, priori

tyNumber@updateMode J&PEfE A3 HEfk

STV,
JP-eCTD4- | priorityNumber@updateMode EMEDfEIX, [R] TH D Z &, O — —
087
JP-eCTD4- | priorityNumber@value J&PEfE D HT 2372\ Context of Use (Zxf LC, priority | L FW T2 I2i% %9 % Context of Use | O O O
088 Number@updateMode J& 25 HHEL L 722 & \Zxt L C., priorityNumber@updateMode &
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4.6 Context of Use

Context of Use
eCTD 7|
ID Fx v 7IHH e
a) b) c)

JP-eCTD4- | % submissionUnit.component ZZ31Z%f LT, contextOfUse EHEANHBLT 5 = O O O
089 L
JP-eCTD4- | % contextOfUse ZEH (2 LT, id RN BT 5 Z &, O O O
090
JP-eCTD4- | 4 contextOfUse.id B3 (2% L C, root BIEAHI TS Z &, O O O
091
JP-eCTD4- | contextOfUse.id@root &M DfE L, ISO/IEC 11578:1996 K& Y ITU-T Rec X.667 O O O
092 | ISO/IEC 9834-8:2005 M EFHICHEML L 7= UUID Th 5 = &,
JP-eCTD4- | contextOfUse.id@root J& M IZF57E L 72 UUID (%, A Context of Use # —EI(C O O O
093 AT EDLZ L,
JP-eCTD4- | statusCode@code J& ALY Tactive] TH V. 7> priorityNumber@updateMod O O O
094 e BB REMAE S TuZeu contextOfUse BE3512%f L C, code AN HHL$

5z,
JP-eCTD4- | statusCode@code J&M:AEAY lsuspended] T&H 5. Xi priorityNumber@update O O O
095 Mode BMEME AL X T D contextOfUse EE (2%t LT, code EEHS HH

L7z &,
JP-eCTD4- | 4 contextOfUse.code 2322 %f L T, code BYENSHBLT 52 &, O O O
096
JP-eCTD4- | contextOfUse.code@code &M D IL. contextOfUse.code@codeSystem JEM:AE D | [jp_other] =— FiX, JRAIE LTHEHL O O O
097 OID 737k¥ ICH CV @ TICH Context of Use] =— KU XA FXiXJIP CV D [J | 722 & ljp_other] = — REHEHT 55

P Context of Use] =— RU X hbDa—RETHDH Z L, Al FRNCFEA YIRS D 2 L,
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4.6 Context of Use

eCTD 7|
ID F=v 7 IHH e
a) b) c)
JP-eCTD4- | eCTD F#5l] b)IZ¥\\ T, contextOfUse.code@code J&M:AE23 <3 CTD FLHI L 23 — O —
098 CTDHSEIHEIZBELTNAH I &,
JP-eCTD4- | £ contextOfUse.code ZF&Z%F L T, codeSystem J&MHENHBELT 5 Z &, O O O
099
JP-eCTD4- | contextOfUse.code@codeSystem JEMED %, ICH CV @ [ICH Context of Us | 4% eCTD IC& ENDHEBHED I B Ik | O O O
100 el A= RFUARXITIP CV D [P Context of Use] =— FU X F&G@HIT 2 | & RWHGEOHFE AR R THARAN—
OID Th2Z L, 2D O0ID ZfET DI &,
JP-eCTD4- | 4 contextOfUse.code.originalText 232 1Z%} L C, value BN HELT 5 Z &, O O O
101
JP-eCTD4- | contextOfUse.code.originalText@value JEMEfEIZ, 7 F A Ml (3%) THLHZ &, | AT P K (&) XML OER|ISC | O O O
102 FOlH, JFAIE LTER LR &, R
MTFANMYLE LU THEATE D FRIILLTO#EY CEGTHEA L WG SIL s e LT
e NI ES A =7 (&amp;) 2ROV ITEEA L
L Co THELILZRY,
P E ($0,+-412[ H@) KOV AR—2R
JISX0208 #iPFHO LT (5 (IS 5 —/K¥E, IS 5 K¥E) | EMAKEK
NI BAECT. RAOLNRR, BA ST, BT, BAA
N—R )
R T (O~@, 1T~XD 30 LFDH)
JP-eCTD4- | contextOfUse.code.original Text@value JBMEE L, 128 XTFLLFTHDH Z &, O O O
103
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4.6 Context of Use

eCTD 7|
ID F=v 7 IHH e

a) b) 0)
JP-eCTD4- | 4% contextOfUse (2%} LT, statusCode EHR N HELIT 5 Z &, O O O
104
JP-eCTD4- | £ contextOfUse.statusCode ZEF#1Zxf L C, code BYENHELT 5 Z &, O O O
105
JP-eCTD4- | contextOfUse.statusCode@code J& M D fiii%, Tactive] F7=1% [suspended] @ O O O
106 WL THDHZ &,
JP-eCTD4- | IR HIRF 2 & O T A 7% A 7 V%@ L THIH THBLIT % Context of Use & O O O
107 statusCode@code /BB IX, lactive] THDHZ &,
JP-eCTD4- | A Application |[Z351F 2 LLHID 7 A 7 %A 7 LV TEBSUIHIER S 4172 Context | {E#2 X ITHIBR S 4172 Context of Use ZfF | O — —
108 of Use & [A] U id@root J&MEAE %2 £7-> contextOfUse TENIFLE L 72V & FERNZ LImWGE 1T, #HLo Context o

fUse & LTHEETDZ L,
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4.6 Context of Use

eCTD F&Ejl

ID F v /A ES
a) b) c)

JP-eCTD4- | UUID THFE X115 1 ©® Context of Use (Zxf LT, [Al— Submission Unit | EL T & 5 72 Submission Unit iIZETF 4 | O - —
109 WCRIRFHICEIOEAE CorifR i L@, HIBRE R L) MTbh T | 2,
/AP - 43% Submission Unit {235\ CHHE
Hi L7z Context of Use %, [A] Submis
sion Unit N THIJ® Context of Use |2
EHLL TV D CHrdifE I L7z Context
of Use @ UUID 73, [A] Submission U
nit DRI Context of Use @ related
oContextOfUse.id@root JE&M:fE (2 F57E
EhTna)
4 3% Submission Unit 123\ CHIER L
7= Context of Use (Zxf L T, [Al Subm
ission Unit PNC Priority Number @5
Braz1tT->TWd (HIBR L7z Context o
f Use &[F—® id@root J&M:fE % #F
%, priorityNumber@updateMode J& %
EDEE STV 5 Context of Use
23, [A] Submission Unit PNIZAFE L T
W5)
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4.7 Context of Use - Related Context of Use

Context of Use - Related Context of Use
eCTD 7|
ID Fx v 7IHH e
a) b) c)

JP-eCTD4- | HIfEHICI T, L FERENSHI L2 L, O O O
110 contextOfUse.replacementOf

contextOfUse.replacementOf.relatedContextOfUse
JP-eCTD4- | statusCode@code J&M:AE7% Isuspended] T 5. XiL priorityNumber@update O — —
111 Mode BIEMEAHERAE STV D contextOfUse ZEFE (% LT, LA FEEMNHE

LignZ &,

contextOfUse.replacementOf

contextOfUse.replacementOf.relatedContextOfUse
JP-eCTD4- | 4% contextOfUse.replacementOf Z 32 %F L T, typeCode BIEN LT 5 Z &, O — —
112
JP-eCTD4- | contextOfUse.replacementOf@typeCode B DfE X, [RPLC] THH Z &, O — —
113
JP-eCTD4- | % relatedContextOfUse 2232 (2%t LT, id ERERN/HETHZ &, O — —
114
JP-eCTD4- | % relatedContextOfUse.id 232 %f L T, root B HBLT 5 Z &, O - -
115
JP-eCTD4- | relatedContextOfUse.id@root J&MEAE® UUID 1%, [F— Application @ LLEID Z O — —
116 A7 A 7 NOREHY & LTI STV S Context of Use /R L TWH Z

Lo
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4.7 Context of Use - Related Context of Use

eCTD 7|
ID F=v 7 IHH e

a) b) c)
JP-eCTD4- | relatedContextOfUse.id@root JEMEfED UUID 1%, 43% Submission Unit K C O — —
117 A%h7: Context of Use (statusCode@code JEM:AE 2% lactive] T3 % Context o

f Use) Z/RLTWDHZ &,

JP-eCTD4- | relatedContextOfUse ZE3& @ id@root J& M 23~ 7 Context of Use 73, 7 Cont O — —
118 ext of Use L[Rl—DaTF AL« ZA—TICEBLTNDZ &,
JP-eCTD4- | HIEEF7 —4# 7 7 A V& BT 5 Context of Use ZEHid 5554, EHLAT O - -
119 O Context of Use "4 257 7 A /L & &k D Context of Use 232

57 7 A NOMITO"mb/datasets" LLED 7 7 A VRAR—FH L TWDH I &,

JP-eCTD4- | HEHE 7 —4 7 7 A L& LM % Context of Use ZET L551%, 12 | HEE 7T —F 77 A V&S M T 5 Cont | O _ _
120 DT 7ANE, 1ODT 7 ANLVTELBZLEHRTHDZ L, ext of Use |ZxF LT, LLFIC#YS T 5 &
EITH T LIXTERY,
12207 7 A NE, BEOT7 7 AL
THELEZD
BEOT77ANVE, 1DODT7 74V
THELEZD
D7 7 A NVE, BEOT 7 AL
TELEZD
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4.8 Context of Use - Document Reference

Context of Use - Document Reference
eCTD 7|
ID F=v 7 HH e
a) b) c)

JP-eCTD4- | FIMHREHIZI T, 4 contextOfUse BFHIZxI LT, LAFERMHETHZ &, O O O
121 contextOfUse.derivedFrom

contextOfUse.derivedFrom.documentReference
JP-eCTD4- | statusCode@code &MY Tactive] T&d Y. 2> priorityNumber@updateMod O O O
122 e BIEEARAE STV 72U contextOfUse I LT, UL FEZR NS

HZk,

contextOfUse.derivedFrom

contextOfUse.derivedFrom.documentReference
JP-eCTD4- | statusCode@code J&M:AE7% suspended] T 5. Xid priorityNumber@update O — —
123 Mode BMEMEAHRAE STV D contextOfUse ZEFE (% LT, LA FEENHE

LianZ &,

contextOfUse.derivedFrom

contextOfUse.derivedFrom.documentReference
JP-eCTD4- | % documentReference 3|2 %} L C. documentReference.id &3 HELT 5 = O O O
124 L
JP-eCTD4- | 4 documentReference.id 232 1Z5f L T, root JEMEA MBS 2 Z &, O O O
125
JP-eCTD4- | documentReference.id@root J&":AE D UUID 737~ Document 73, *4#% Submiss O O O
126 ion Unit & L IZHEYROT —F XR—RFET D &,
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4.8 Context of Use - Document Reference

eCTD 7|
ID F=v 7 HH e
a) b) C)
JP-eCTD4- | HIEEF7 —4# 7 7 A V& BT 5 Context of Use Z #2546, LA O O -
127 TROFETICHET 27 7AW, SGEEHEGRESRRO T A 7V A 7L
HICHE L2 &,
BRI 9% Context of Use MZMT 5 7 7 A /L & "mb/datasets" LAE D
INAP—ET D
statusCode@code JBM:AENY Tactive] T# 5 Context of Use xH &M X
EQARS)
JP-eCTD4- | Document Z fFFFIH 3 55615, AT 1) E 72X 2)OWnT D&M a 7z LT O O O
128 WnH Ik,

1) FFIH S5 Document % E# L CV 25 Submission Unit & VI &1
% Document %295 documentReference %55 % & ¢» Submission Unit
D M5 H3[E— > Application [ZJ& L T\ 5,
2) LFoO&MHE=ETHIEZL TS,
FAIH S 415 Document % EFE L TV 5 HIEEDRBEIZAR STV 5D
FFIH &35 Document % E# LTV 5 HGE R OVHAIH S 415 Docum
ent # %7 % documentReference FFE % FieHFEDO W71, eCTD v
4.0 fEERICHI > TEARE LTI ESATWD
FAIH S5 Document ZE# L T2 HGEERINS, FBEYFIZLD
RESCEOXNRTHY | DOREOREMINTSH D
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4.9 Keyword
eCTD 7|
ID Fx v 7IHH e
a) b) c)

JP-eCTD4- | HIGEE 7 —# 7 7 A V& BT 5 Document ZHAHT 2561%, LLTO O O —
129 FE2THIZLTNDZ &,

FFIH S5 Document &M LT\ 5 H %07 Context of Use A3, [Al—

Application WIZHEAFAE L 722\

FAIH &5 Document 82 R LT\ 5 7 7 A b & "mb/datasets" ULk D 7

TANSRANE DT 7 A NV ESHRL T DH %07 Context of Use 23,

MR HERE SRR DT A T A J VIR LR

Keyword
eCTD &l
ID F=v 7 IHH {4
a) b) c)
JP-eCTD4- | statusCode@code B2 Tsuspended] TdH 5. F 71 priorityNumber@upda O - -
130 teMode JEPED ML X T % Context of Use OB NIz, LA FERAAHEL L7
W2k,

contextOfUse.referencedBy

contextOfUse.referencedBy.keyword
JP-eCTD4- | % contextOfUse.referencedBy 2232 1Z%F L C, typeCode @YD HELT 5 Z &, O O O
131
JP-eCTD4- | contextOfUse.referencedBy@typeCode J&M: DX, [REFR] TH 2 Z &, O O O
132
JP-eCTD4- | % keyword ZE|Z%f LT, code BRNHBTHZ &, O O O
133
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4.9 Keyword
eCTD 7|
ID F=v 7 IHH e
a) b) c)
JP-eCTD4- | 4 keyword.code (2% L C. code J@IENHBLIT 5 Z L, O O O
134
JP-eCTD4- | keyword.code@code BIEDEIZ. contextOfUse.code@codeSystem JEMAEART | LA F=2— KU X ko [jp_other] ==— K%, O O O
135 22— R U 2 | (Keyword Definition (Z XV EFINica— U X My &) 2 | JRHIE LTER LZRWZ &, Tjp_other] =
LbDa—KNMETHDZ &, — RZEHT 25613 FalcEE S RIC
T D Z &
JP CV TJP Study Data Category|
JP CV [JP Terminology(Tabulation) ]
JP CV [JP Terminology(Analysis) |
JP CV [JP Analysis Type]
JP-eCTD4- | % keyword.code Z5&|Z%f L C, codeSystem B HELT 5 Z &, O O O
136
JP-eCTD4- | keyword.code@codeSystem JEMEDfEIX, CV O =2— KU X M54 2 OID & | OID ZfiE T HFEIX, Y% eCTDIZEHEN | O O O
137 L <IEA Application TiE# 47z Keyword Definition Z5 T 2l TH 5 2 | 24&GEHFED 9 B kb RV HFEDOHFEH
& KR CHN/N—2 2 D OID Z45ET
LTk,
JP-eCTD4- | Context of Use =— K23/~ 9 CTD FH LIZxI LT, ICH CV @ [ICH Contex O O O
138 t of Use)] X(XJP CV @ [JP Context of Use| (Z& > THMHEE STV D Ke
yword KM H-ETWnWHZ &, AL, HEEE 7T — ¥ 774 V&S5 Co
ntext of Use ®#4A 1%, ICH Document Type Keyword (ZfF5- L72< TH kv,
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4.9 Keyword
eCTD 7|
ID F=v 7 IHH e
a) b) c)
JP-eCTD4- | CTD LE7 7 A L% S M3 % Contetxt of Use @ Context of Use =t — K23k O — O
139 3 CTD A LiZx LT, ICH CV @ lICH Context of Use] Xi%xJP CV ® []
P Context of Use] (Z Ko T H237 80 bt TuWiawy Keyword 235 4T
WIRWNT &
JP-eCTD4- | HEEE 7 —# 7 7 A V&S M7 % Contetxt of Use @ Context of Use =— N O O —
140 2379 CTD FH LTt LT, BLFWFLZ %4 L7evy Keyword 23 5- &
TN &,
ICH CV @ TICH Context of Use] XX JP CV @ [JP Context of Use]
IZE o TRERFESO BTV % 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 2AHEEfS 5 4L Tuvie O O O
141 W2k,
JP-eCTD4- | ICH Study Group Order Keyword 735 &4 TV % Context of Use (ZxF L O O O
142 T, study id_study title Keyword 23 5- & CW\W5 Z &,
JP-eCTD4- | HIGEEF7 —4# 7 7 A V& ST 5 Context of Use (2, JP Study Data Categ O O —
143 ory Keyword }2 T8 JP Analysis Type Keyword 23} 5- S CTnb 2 &,
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4.9 Keyword
eCTD 7|
ID F=v 7 IHH e
a) b) c)
JP-eCTD4- | HEEE 7 — 4 7 7 A V&S L Tu 2\ Context of Use 12, LA N Keywo O — O
144 rd M5 SnTnenZ &,
JP Study Data Category Keyword
JP Terminology(Tabulation) Keyword
JP Terminology(Analysis) Keyword
JP Analysis Type Keyword
JP-eCTD4- | eCTD F&jl| b)iZ & - THEfk S 415 Context of Use (2, JP Study Data Category — O —
145 Keyword 23 G- S Tns Z &,
JP-eCTD4- | eCTD Ffjll c)i & » THEflt 41 % Context of Use (2, JP Study Data Category — — O
146 Keyword 23 5- S TWRWZ &
JP-eCTD4- | JP Analysis Type Keyword @ 9 5, TEERIEHEFIK CIXeWT—4 | 2T | BAREHEEROBEE T — 4 2+ | O O —
147 Keyword (jp_non_cp) LISt ®D Keyword 231 5 STV 5554 5% Context o | DERIT, MHFEETFT —ZITH LT, 7
f Use 28287 % Document O text.description@value B RE STV D | 7 A VNE DA %Z Document @ text.desc
Z&, ription@value JEMEfE & L T4 2 42
VAR SR
JP-eCTD4- | SDTM ¥ —4%t v hD 7 7 A /L (3%) Z#Z M+ % Context of Use (2, JP Ter O O —
148 minology(Tabulation) Keyword 23} 5 S#1CTW\5 Z &,
3 "tabulation/sdtm" X | X "tabulation/sdtm_j"B. FOETDH 7 7 A /L
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TWHZ &,

1) study id_study title Keyword ¢ code@code % U} code@codeSystem J& 4 fiE
BE—ToHoZ &,

2) WEEETT—X %535 Context of Use &, xS T 2#MEEL ST
% Context of Use ® 9 HA72< &b 1013, BLFOFHRSAELED T
Fl—ThboHZ L,

Context of Use @ code@code }2 O code@codeSystem J& 4
LLF CoU Keyword @ code@code /& Uf code@codeSystem J& PEAE
» ICH Study Group Order

> indication

der Keyword @ code@codeSystem J& 737~
T OID DREIZHFEND A=V a U F s
1L, —EH L TWDRMLETR,

eCTD ffJl b) D& Hi s i1 TS 2 Wi
EEHMS 5 Context of Use [TEH S
RN #kt D eCTD FlBI ¢) DR HIFIC
BT 1) QoFKMENHZsnTWRIE X
Y,

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

JP-eCTD4- | ADaM ¥ — 4t v hD 7 7 A /L (3%) %M+ % Context of Use (2, JP Ter O O —
149 minology(Analysis) Keyword 23 5- ST\ 5 Z &,

3 "analysis/adam" X X "analysis/adam_j"ft FTOETD 7 7 A /b
JP-eCTD4- | HIFEE 7T —4% 7 7 A VA2 Z T % Context of Use (275 &5 study id_st | 7272 L, = FORLF/NLFE—FH=E5 | O O —
150 udy title Keyword @ study id #5713, HiZHEE T — 2 7 7 A LS | BB,

NTWLRRID 7 AV EDAFREF—~ThHD I &,
JP-eCTD4- | HEEE 7 —% 7 7 A NV Z S M7 % Context of Use &, MiZHGhEE 7 —# | Context of Use XU ICH Study Group Or | O O O
151 EXIST DM EAZ BT 5 Context of Use 78, LLF 1)~2)D&M% 7 L
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4.10 Sequence Number

4.10 Sequence Number
eCTD 7|
ID Fx v 7IHH e

a) b) c)
JP-eCTDA4- | LUFZR NI T L2 & O O O
152 submissionUnit.componentOfl

submissionUnit.componentOfl.sequenceNumber
JP-eCTD4- | 1 DA m— R+ A v —IUPZHBIT % sequenceNumber (L1 5 ThH |1 OoD_Af m— K+ A vyv—odic, #¥| O O O
153 LTk, @ sequenceNumber ZE AN HBL L Tix7e b
AN

JP-eCTD4- | sequenceNumber@value BN HBLIT 2 = & O O O
154
JP-eCTD4- | sequenceNumber@value &ML, AT THL Z &, O O O
155
JP-eCTD4- | sequenceNumber@value JEMEDOEIL. 1 2>H44F 5 999999 LU N DIEDIEE T O O O
156 HoHZ Lk,
JP-eCTD4- | sequenceNumber@value J&MfEIL, 1 -2 Application (23 T, 243% Submiss O O O
157 ion Unit Z3%519 5 —E ® Sequence Number TH 5 Z &,
JP-eCTD4- | sequenceNumber@value JEMEME L, 5 Mg 7 + v 24 Ot kg 5 & — O O O
158 T56Z &,
JP-eCTD4- | #WIRFEHIZIV T, eCTD FERI a) sequenceNumber@value BPEMEIL 1) T O - -
159 HBHT k,
JP-eCTD4- | #WIMREEHIZIV T, eCTD 5l b)?D sequenceNumber@value EBMHAEILX 1] T — O -
160 HHT k,
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4.11 Submission

eCTD 7|
ID F=v 7 HH e

a) b) c)
JP-eCTD4- | #IIREEHIZI\W T, eCTD &5l ¢)® sequenceNumber@value JEPEfEIL 2] T — — O
161 HHT L,
JP-eCTD4- | tkiTHE, sequenceNumber@value JEPEM L, SaT hREE H FE £ CIF Application (2 O — —
162 BUWTHALE A D Sequence Number @ 9 5| i KOfEIZ 1 % & L7=¥fii T dH

LIk,
Submission
eCTD F&J|
ID F = v 7 HH e

a) b) c)
JP-eCTDA4- | LA FEHRNMHBS 5 Z &, O o O
163 submissionUnit.componentOfl

submissionUnit.componentOf1.submission

JP-eCTD4- | 1 DDA m— R « X v —UHHBIF 2% submission EHRIL 1 OTHHZ |1 2oD_A m—F - Ayt—vfic, | O O O
164 i @ submission ZHE S HBL L TiX7e 6720,
JP-eCTDA4- | submission.id EHENHHT5 = &, O O O
165
JP-eCTDA4- | submission.id.item ZHA BT 5 = &, O @) O
166
JP-eCTD4- | submission.id E3EI2% LT, item EHEAEEEIHBL L2202 & O O O
167
JP-eCTD4- | submission.id.item@root BN HI 95 Z & O O O
168
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4.11 Submission

eCTD 7|
ID F=v 7 HH e

a) b) c)
JP-eCTD4- | submission.id.ittm@root DL, ISO/IEC 11578:1996 & T} ITU-T Rec X.6 O O O
169 67 | ISO/IEC 9834-8:2005 M I HEMLL 7= UUID Th 2% = &,
JP-eCTD4- | submission.id.item@root J&MAEIZFEE L 7= UUID (X, A Submission % — &I O O O
170 M TTELZ L,
JP-eCTD4- | submission.id.item@root EBIEAEILX, 74 7V A 7 L Z@ L CHECETHD Z O — O
171 L
JP-eCTD4- | submission.id.item@extension @ LS HET 5 =2 L O O O
172
JP-eCTD4- | submission.id.item@extension JE M-I, AR TR THL Z &, O O O
173
JP-eCTD4- | submission.id.ittm@extension J&M:DEIX, Mi%HFED eCTD ZfH&HE S5 TH D O O O
174 N
JP-eCTD4- | submission.id.item@extension JEMEAEIL, 74 7% A 7L %@ L TR CETH O — O
175 5Tk,
JP-eCTD4- | submission.code ZEHE 3 HBL$ 5 Z &, O O O
176
JP-eCTD4- | submission.code@code J& 23 HBL$ 25 Z &, O O O
177
JP-eCTD4- | submission.code@code J& D IL. submission.code@codeSystem JEMAED OID | [jp_other] =— KX, JFAIE LTHEHL O O O
178 M3 IP CV @ [JP Submission] 2— RU A b0 a— NETHHZ &, | W2 &, ljp other] 2— R&2FEHT 5

ElE. FANCEELRICHRT L 2 L,
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4.12 Review
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ID F=v 7 IHH e

a) b) C)
JP-eCTD4- | submission.code@code BIEfEIL, 74 7H A 7 L E@BLCRILMETHD Z &, O — O
179
JP-eCTD4- | submission.code@code JEMAFIZHEE L7z = — A3, %3% eCTD D IEARH O O O
180 ZERHON L —HLTND Z L,
JP-eCTD4- | submission.code@codeSystem J@EN LT 5 = &, O O O
181
JP-eCTD4- | submission.code@codeSystem @D L, JP CV @ [JP Submission] =— K | 4% eCTD ICE ENDABHEFHE DI B & | O @) O
182 A MZE#HT 50D ThDZ L, HRVHFEOHGE AR R TH R A=Y

2D O0ID ZfETHZ &,
JP-eCTD4- | submission.code@codeSystem EIEMEIX, 741 794 7L %i@ L CH UMETH | 7272 L. code@codeSystem JEPEA k3 0ID | O — O
183 5T &, DRBIZEENDN—V a U FFIT. —H
L TV EITTR0,
Review
eCTD #&J|
ID F=v 7 HH e

a) b) C)
JP-eCTD4- | #llli#2HIZI T, eCTD flihll @) R OF )D& A, LA NEHENHBLT 2 2 &, O - O
184 submission.subject2

submission.subject2.review
JP-eCTD4- | eCTD FERI b)IZH W\ T, L FEEMRHBE L2 &, — O —
185 submission.subject2
submission.subject2.review
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4.12 Review
eCTD 7|
ID F=v 7 IHH e

a) b) c)
JP-eCTDA4- | 4 review BTk LT, id BRSBTS 52 &, O - O
186
JP-eCTD4- | % review.id Z2 (X%t 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 | 1SO O - O
188 /IEC 9834-8:2005 DEFRIZHEIL L 72 UUID TH D Z &,
JP-eCTD4- | review.id@root J&MAEIZFEE L7z UUID 1%, A Review Z —EZIZHBITE 5 2 O — O
189 L
JP-eCTD4- | % review Z&|Z%f L C, statusCode BERNBHBLTHZ &, O - O
190
JP-eCTD4- | % review.statusCode ZEF|Zxf LT, code JEMEA MBS 2 Z &, O — O
191
JP-eCTD4- | review.statusCode@code J&M:DfEI%, Tactive] F721X Tsuspended] DV O — O
192 NnTHHZ &,
JP-eCTD4- | ¥IRFRHF A Z D T A 7 A 7V ZE L THDH THELT S Review @ statusC O — O
193 ode@code JBMEfEIL, Tactive] ThH5DHZ &,
JP-eCTD4- | A Application |23 2 LLRTD T A 74 A 7 L CHIBR S 417z Review & [F U id | HIBR S472 Review # FEAZNIZLI-WE | O — —
194 @root J& A Z £ review EENFIEL RN &, A%, HH O Review & L CHIEHT S 2

&

Page 37 of 65




eCTDV4.0 ENF Tt v/ EE—E v14.01 4 AytE—TICETBHENYTFT— 32 L—IL

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

JP-eCTD4- | UUID THFE S5 1 -2® Review (ZxF LT, [6-—0¢ Submission Unit N ClA] | EL T & 5 72 Submission Unit iIZETF4v | O — —
195 RRCEBOBE G L BUFT (HIBR) 72&) MTbhTnRnZé, 2o

5% Submission Unit (235 CHiL

i L7z Review {2 LT, [A] Submissi

on Unit N CHURIF (HIBR) &17-> T

W5 (FELEH L7 Review & [Hl—®

id@root JEMEME A FF 5, statusCode@c

ode JEMAE Y Tsuspended ] T& % Rev

iew 73, [A] Submission Unit NIZFFAE

LTn5)

FFiE D Review (Zxt LT, [A] Submissi

on Unit WCHUT T (HIBR) Z %%k

17> T % (id@root J& MEAE A3 [FIfiE T

statusCode@code J&MAEAD [suspende

dl T& % Review 73, [Al Submission

Unit ICHEEAFEL TV D)
JP-eCTD4- | 1 -2® Application (23 T, statusCode@code J& A A Tactive] T 2% Revie O - O
196 WA 1LOLLEFELTNDZ &,
JP-eCTD4- | aTHs, EKRHGEVLI T b TE LT, WEICETE DR review ZH A3 O — -
197 ks Tninz &y
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4.13 Review - Manufactured Product

4.13 Review - Manufactured Product
eCTD 7|
ID F=v 7 HH e
a) b) c)

JP-eCTD4- | % review ZEZE (%I L T, statusCode@code J&MEMEAY Tactive] DS . LLFE O — O
198 FNHBTHZ L,

subjectl

subjectl.manufacturedProduct
JP-eCTD4- | % review ZEZE (%I L T, statusCode@code J&MEMEAY Tactive] DS . LLFE O — O
199 EPEHIEHBL L a2 &

subjectl

subjectl.manufacturedProduct
JP-eCTD4- | 4 review B (%} L C, statusCode@code &AM Isuspended] DA, LAF O — —
200 BERN/HB L 2N &,

subjectl

subjectl.manufacturedProduct
JP-eCTD4- | 4 manufacturedProduct Z# (2%t L T, manufacturedProduct 223573 819~ % O — O
201 N
JP-eCTD4- | % manufacturedProduct.manufacturedProduct 2258 (Z5xf L T, name ZE3E 75 HEL O — O
202 T56Z &,
JP-eCTD4- | % manufacturedProduct.name Z3 (2% L C, part ZRN/HEBLT 52 &, O — O
203
JP-eCTD4- | % manufacturedProduct.name Z3(Z%F LT, part ZERDSEEEIHEL L2 O — O
204 L,
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eCTD 7|
ID F=v 7 IHH e
a) b) c)
JP-eCTD4- | % manufacturedProduct.name.part (2% L C, value B HELTH Z &, O — O
205
JP-eCTD4- | manufacturedProduct.name.part@value JEMAEIZ, 7F A N (%) THDHZ | AT /3 K (&) 1 XML OERISC | O — O
206 & FOH, JFAE LTHER LN &, R
DA FHEA L2WEEIE fist e LT
KT FA ML LU THEATE L CFRIILLTO#EY A =7 (&amp;) 2ROV ITEEA L
e VNI ES THELILZR,
L Co
P ($0,+-412[#@) KOV AR—2R
JISX0208 #iFH D L5 (BT (IS B—/KYE, JIS 55 —KYE) | EMAK
NI BAECT. RAOLNRR, BA ST, BT, BAA
N—=R | )
R T (O~@, 1~XD 30 LFDH)
JP-eCTD4- | manufacturedProduct.name.part@value JEMEE L, 240 XFLLFCTH D Z &, O — O
207
JP-eCTD4- | manufacturedProduct.name.part@value JEPEDOMEIL, HiEELRHOMITEL & — O — O
208 FLTWBHZ L,
JP-eCTD4- | % manufacturedProduct.manufacturedProduct 5% 2%t L T, ingredient B3 23 O - O
209 HEBLT 52 &y
JP-eCTD4- | % ingredient (2%} LT, classCode BN HBLT 52 &, O — O
210
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4.14 Review - Ingredient Substance

eCTD 7|
ID Fx v 7IHH e
a) b) c)
JP-eCTD4- | ingredient@classCode EIEDfEIL, [INGR) TH D Z &, O — O
211
4.14 Review — Ingredient Substance
eCTD &l
ID F=v 7 IHH {4
a) b) c)
JP-eCTD4- | % ingredient Z3&|Z%f L C, ingredientSubstance BN HHLT 5 = &, O — O
212
JP-eCTD4- | 4 ingredientSubstance 2232 (Z%f L C, name ZRNHBLT L5 Z &, O - O
213
JP-eCTD4- | % ingredientSubstance.name 3 (Zxf L C, part BRN/HBIT 52 &, O - O
214
JP-eCTD4- | 4 ingredientSubstance.name ZE3(Zxf LT, part ZENEEEIHEL L W2 O — O
215 L,
JP-eCTD4- | % ingredientSubstance.name.part 35 (Zxf L C, value JBMENHELT 5 2 &, O — O
216
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4.14 Review - Ingredient Substance

eCTD 7|
ID F=v 7 IHH e
a) b) 0)
JP-eCTD4- | ingredientSubstance.name.part@value EMEAEIL, 7F A2 M GX) THLHZ &, | AT P F (&) XML OER|ISC | O — O
217 FOlD JFAIE LT LN &, R
MTFANMYLE LU THEATE L LFRIILLTO#EY CESTHEALWGSIL s e LT
e NI ES A =7 (&amp;) 2ROV I L
L Co THELIZRY,
P E ($0,+-417[ H@) KOV AR— R
JISX0208 #iPHMDO LT (5 (IS 5 —/K¥E, IS 5 K¥E) | EMAKEK
NI BAECT. RAOLNRR, BA ST, BT, BAA
N—R | )
R T (O~@, 1~XD 30 LFDH)
JP-eCTD4- | ingredientSubstance.name.part@value J&M:AEIL, 240 XFLUFTHDH Z &, O — O
218
JP-eCTD4- | ingredientSubstance.name.part@value J&EDfEIEX, JRAIE LT, HFEELEO O — O
219 —frB L —BLTWDHZ &,
JP-eCTD4- | % ingredientSubstance.name.part Z3 (2%} L C, code BIHENHBLT 5 Z &, O — O
220
JP-eCTD4- | ingredientSubstance.name.part@code & D fEIL. part@codeSystem JEM4:AED O | [jp_other) =— Kik, JFHIE LTEHL | O — O
221 ID 23759 JP CV @ [JP Substance Name Type] =— KU X hipnbH D =a— N | 222 &, Tjp_other] =— R&EHT 545
ThodZ L, Al FANCHFEEL RICHRT 52 &,
JP-eCTD4- | £ ingredientSubstance.name.part Z3(Zxf L C, codeSystem BN HBLT 5 = O — O
222 L

Page 42 of 65




eCTDv4.0 ERF vV IEH

—& v1.4.0.1

4 Ayt—TICBTHNYT—
4.15 Review - Applicant

vav-

L—IL

eCTD 7|
ID Fx v 7IHH e
a) b) c)
JP-eCTD4- | ingredientSubstance.name.part@codeSystem JEMEDEIZ, JP CV @ [JP Substa | 47% eCTD IC& ENDHEBHED I B Ik | O — O
223 nce Name Type] =— RU X h&G5I74 25 OID THHZ &, HRVHFEEORFEHR R THNR A=
2D 0ID ZfETLH L,
4.15 Review — Applicant
eCTD &l
ID F=v 7 IHH {4
a) b) c)
JP-eCTD4- | £ review Z&(ZxI L C, statusCode@code J&MHAE2Y Tactive] DA, LA N O — O
224 ENHBTH L,
holder
holder.applicant
JP-eCTD4- | £ review Z&(Zxt L C, statusCode@code J&MHAE2Y Tactive] DA, LA N O — O
225 FEPEHEHBL L 202 &
holder
holder.applicant
JP-eCTD4- | £ review ZF{Zx} L T, statusCode@code JEMAEAY Tsuspended) D4, LLF O — -
226 BERNVHBLL2WZ &
holder
holder.applicant
JP-eCTD4- | % applicant EZxF L C, sponsorOrganization ZHE A HHLT 5 Z &, O — O
227
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4.15 Review - Applicant

eCTD 7|
ID F=v 7 IHH e
a) b) c)
JP-eCTD4- | £ applicant.sponsorOrganization Z5&1Z%F LT, name ZHEN BT H 2 &, O — O
228
JP-eCTD4- | 4 applicant.sponsorOrganization.name Z3& (2%t L C, part EERAHBLT S = O — O
229 L
JP-eCTD4- | 4% applicant.sponsorOrganization.name Z3R(Zxf L C, part Z3H 2N E 5[ H B O - O
230 LWz &,
JP-eCTD4- | % applicant.sponsorOrganization.name.part Z 35 (Z%F L C, value B2 BT O — O
231 HZ kb,
JP-eCTD4- | applicant.sponsorOrganization.name.part@value JEM4AEIL, 7F &2 Ml (%) T | AT 3 K (&) 1 XML OERISC | O — O
232 HDH L, FOlD, JFAIE LTHEA LN L, R
DEF PR L2WEEIE fist e LT
KT FA ML LU THEATE L FRIILLTO#EY A =73 (&amp;) VIR L
e VNI ES THELILZRY,
L C
YL E ($0,+-12[ #@) K Ofy A— 2R
JISX0208 #iPHDO LT (5 (IS 5 —/K¥E, IS 5 K¥E) | EMAKEK
NI BAECT. RAOLNRR, BA ST, BT, BAA
N—=R, )
R (O~@, 1~XD 30 LFDH)
JP-eCTD4- | applicant.sponsorOrganization.name.part@value B A%, 240 SLFLLFTH D O — O
233 N
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eCTD 7|
ID Fx v 7IHH e
a) b) C)
JP-eCTD4- | applicant.sponsorOrganization.name.part@value J& %O fE 1%, HFEEFLH O HFE O — O
234 FTHE-BLTND &,
4.16 Review — Product Category
eCTD &l
ID F=v 7 IHH {4
a) b) c)

JP-eCTD4- | % review E|Zx L T, statusCode@code J& MY lactive] DA, LLFE O — O
235 ENHBTHZ L,

subject2

subject2.productCategory
JP-eCTD4- | 4 review Z (2%t LT, statusCode@code /&MY [suspended ] D&, LR O — —
236 WHERNHBL L2202 &,

subject2

subject2.productCategory
JP-eCTD4- | £ productCategory ZLF|Z%f LT, code EHENHILTH Z &, O — O
237
JP-eCTD4- | 4 productCategory.code 2 (Z%F L T, code BIEAHELT 2 Z &, O — O
238
JP-eCTD4- | productCategory.code@code JEMEDE L. productCategory.code@codeSystem J& | [jp_other] =— Fix, FHIE L CTHEAL | O - O
239 MEAED OID 23773 JP CV @ [JP Product Category] =— RU R hnH0a— | a2 &, Tjp_other] =— REFEHT 55

NMETHDHZ &, HlE. FANCFEE Y RICHRT 52 &,
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4.17 Application

eCTD 7|
ID F=v 7 HH e
a) b) c)
JP-eCTD4- | productCategory.code@code JEMEEA /R HGEX /31X, HEEERLHE D FFE X5y O — O
240 E—FHLTWnBZ L,
JP-eCTD4- | 4 productCategory.code ZFZxf L T, codeSystem J& A3 HELT 2 Z &, O — O
241
JP-eCTD4- | productCategory.code@codeSystem J& D fElEL, JP CV @ [JP Product Categor | *47% eCTD IZ& ENDHEBHEDND I B Ik | O — O
242 yl 2= RFU A Mzl % 0ID THDHZ &, HRVHFEOHFEH R R THI R N—
2D 0ID ZfET S5 &,
4.17 Application
eCTD F&J|
ID F=v 7 HH e
a) b) c)
JP-eCTD4- | LA FERMNMBLT 5 Z &, O O O
243 - submission.componentOf

submission.componentOf.application

JP-eCTD4- | 1 DDA 12— R« A »E—UHIZHEBLT % application EHIX 1 D THDHZ |1 OO — R AybE—vfiz, # | O O O

244 L. @ application RN HEL L TIEA2 5720,

JP-eCTD4- | application.id Z3E 23 HE+ % = &, O O O
245

JP-eCTD4- | application.id.item BE3E /3 HELS 5 = &, O O O
246

JP-eCTD4- | application.id EF(ZxF LT, item ERSEHEIHIL L2 &, O O O
247
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4.17 Application

eCTD 7|
ID F=v 7 HH e

a) b) c)
JP-eCTD4- | application.id.ittm@root EIE HBLT 5 Z &, O O O
248
JP-eCTD4- | application.id.ittm@root J&M:DfE (%, ISO/IEC 11578:1996 & TN ITU-T Rec X.6 O O O
249 67 | ISO/IEC 9834-8:2005 DI HEHL L 72 UUID Th % Z &,
JP-eCTD4- | application.id.item@root JEMAKIZHEE L 7= UUID 1Z, A Application % —&IZ O O O
250 MAlTE L Z L,
JP-eCTD4- | application.id.ittm@root BYEAEIX, 74 7V A 7 L ZE L CRICETH D Z O — O
251 L
JP-eCTD4- | application.id.item@extension J& A1, 1000 LFLL R THDH Z &, O O O
252
JP-eCTD4- | application.code RN HELT 2 = &, O O O
253
JP-eCTD4- | application.code@code J& 423 HBL 425 Z &, O O O
254
JP-eCTD4- | application.code@code J&: DL, application.code@codeSystem JEM:AE™ OID | [ljp_other] =— R, FAIE L CTEHL | O O O
255 M3 IP CV @ [JP Application] =— KU X Ehvooa— RNMETHDHZ L, | 2 &, ljp_other] 2— R&=FEHT 55

AlE. FANCEELRICHRT L 2 L,

JP-eCTD4- | application.code@code EVEfEIX, 74 7 A 7 VA B LCHUETHDHZ &, O - O
256
JP-eCTD4- | application.code@codeSystem J& 3 B4 5 = &, O O O
257
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eCTD 7|
ID F=v 7 HH e
a) b) C)

JP-eCTD4- | application.code@codeSystem JEPEDfEIZ, JP CV @ [JP Application] =— K | Yi% eCTD ICEENDABHFOI L & | O O O
258 A MZ#HT 50D ThdHZ &, HRVHFEOHRGE AR R TH R A=Y

aDO0ID ZfEET D L,
JP-eCTD4- | application.code@codeSystem JBMEAEIL, 71 79 A 7 %@L TR UMETH | 7272 L. code@codeSystem @ :23x3 OID | O — O
259 5k, DRRBIZHFEND =V a3 UFFIT, —H

LTV REITTR 0,

Application Reference
eCTD F}l)
ID F = v 7 HH e
a) b) c)

JP-eCTD4- | % application.reference Z3& 2%} L C, applicationReference Z3& 23 B9 % = | applicationReference FHE A&k L7215 | O O O
260 Lo A1, application.reference %35 % #2ffk L T

(ERAN S AN
JP-eCTD4- | % applicationReference ZEFIZ%f LT, id BRN/HBIT L2 &, O O O
261
JP-eCTD4- | # applicationReference.id ZF 2%t LT, root BIENHBLT 5 Z &, O O O
262
JP-eCTD4- | applicationReference.id@root JEPEfE L, AR TRITHD Z L, @) O @)
263
JP-eCTD4- | applicationReference.id@root J& A A3~ eCTD 22 f+& 75 & FF O HIGE A, A O O O
264 BRDOT —H _N—= 2T H T &,
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4.18 Application Reference

eCTD 7|
ID F=v 7 IHH e
a) b) c)
JP-eCTD4- | applicationReference.id@root &2 7~ 9~ eCTD S+ & 5 2 Fi-DHIGE S, BU T O O O
265 FonTnienz d,
JP-eCTD4- | applicationReference.id@root JEVEEA =T eCTD ZA1& 5 & . Mi% Submissio O O O
266 n Unit THEESN S eCTD ZfIFE TN R DL Z &,
JP-eCTD4- | [A] Submission Unit /N4 applicationReference %3 ™ id@root J& 4 AE D E A O O O
267 BipoTnWBZ L,
JP-eCTD4- | BRI L L T ARG HGER TR T 2K HE L R LT\ D ap O O O
268 plicationReference 3 (3%) @ id@root JBIEAF L, KFBFDOHFED eCTD %
HEETHDLZ L,
s¢reasonCode.item@code JEMEAEIZ [CTD % 1 #6 13 1  BEAGRIEZ MR D
TR IS D XEEEGTHREE O eCTD 24 HF S 27T 2 —F (jp_
pca) AMEE STV % applicationReference %5
JP-eCTD4- | % applicationReference 235 (2%t L T, reasonCode EHE N BT 5 Z &, O O O
269
JP-eCTD4- | % applicationReference.reasonCode & Zxf L C, item EENHILTH Z &, O O O
270
JP-eCTD4- | % applicationReference.reasonCode.item ZEF(Zxf L C. code BN HIT 5 O O O
271 Z &,
JP-eCTD4- | reasonCode.item@code J& D {EIX. reasonCode.item@codeSystem JEM4:ME® Ol | [jp_other] =— KX, JFAIE LTHEAHL O O O
272 D 23779 JP CV @ 1JP Application Reference Reason] =— KU X kv = | 702 &, [jp_other) 2 — R&FEHT 545
— NMETHD Z L, HlE. FANCFEE Y RICHRT 52 &,
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4.19 Document

eCTD 7|
ID F=v 7 HH e
a) b) c)

JP-eCTD4- | # applicationReference.reasonCode.item #3212 %} L C. codeSystem J& 75 HHE O O O
273 THI L,
JP-eCTD4- | reasonCode.item@codeSystem JE DX, JP CV @ [IP Application Referenc | 247% eCTD IC& N D EBHEND I B Ik | O O O
274 e Reason| ==— R U A hzi#hl4 % OID THDHZ &, HRVHFEOHRGE AR R THN R A=Y

2D 0ID ZfEET S5 &,
JP-eCTD4- | 1 -2® applicationReference 2235\ T, Fl N D4 reasonCode.item #E D ¢ | 7272 L. codeSystem @A77 OID DK | O @ O
275 ode J&E & O codeSystem B DA G OE N RS> TNDH T &, RIZEENDZ A=V a v FEEN—HLT

W2 TH, ZOMOFERNS—FH L T\

12, code J&M: & OF codeSystem J&H: D A

HheiEE—LREsh s,

Document
eCTD &l
ID F=v 7 HH e
a) b) c)

JP-eCTD4- | 4 application.component Z23%1Zxf L T, document ZHE N HELT 5 Z &, document ZHE A ML L7220 EAIE, appli| O O O
276 cation.component Z23E 2 &l L Tid7e 672

[
JP-eCTD4- | % document BFEIZxF LT, id EEAHIT S Z L, O O O
277
JP-eCTD4- | % document.id ZF|ZxF LC, root @S HBLT S Z &, O O O
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4.19 Document

eCTD 7|
ID F=v 7 IHH e
a) b) 0)
JP-eCTD4- | document.id@root &4 DL, ISO/IEC 11578:1996 &% TN ITU-T Rec X.667 | | O O O
279 SO/IEC 9834-8:2005 D EFRICHEHLL 72 UUID TH D Z &,
JP-eCTD4- | document.id@root J&MEAEIZ 5 E L 7= UUID 1%, A& Document % — & ikl C & O O O
280 5HZ &,
JP-eCTD4- | 4 document ZEIZxF LT, title EHRNHBLT 5 Z &, O O O
281
JP-eCTD4- | 4 document.title Z3& 2%t L C, value BIHENHBELT S Z &, O O O
282
JP-eCTD4- | document.title@value BI4MEIX, 7F A h (%) THDHZ L, Pl T R (&) XML OFRIIST | O O O
283 Fold, FAE LTERA LN L, R
KT FA ML LU THEATE L FRIILLTO#EY LEGTHEALIZWIGEIL st E LT
e NI ES A =7 (&amp;) 2ROV L
L Co THELX XA,
P E ($0,+-417[#@) KOV AR—R
JISX0208 FEPH DI (7 (IS H—I/KHE, JIS 55 UKHE) | A5
NI BAEUT. RAOLNRR, BA ST, BT, BAA
N=R )
BRI LT (O~@, T~XD 30 LFD7)
JP-eCTD4- | document.title@value J& A%, 1000 LFLLFCTHDH Z &, O O O
284
JP-eCTD4- | BE#Z{H o> Document @ title@value J& A2 B 23545 1X. EH k45D Docu O — —
285 ment @ title B ZxF L C, updateMode JEYENHBLT 5 2 &,
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4.19 Document

eCTD 7|
ID F=v 7 HH e
a) b) c)
JP-eCTD4- | document.title@updateMode BH:D X, [RI THDHZ &, O — —
286
JP-eCTD4- | title@value J&VEfE D FH7 A3 72\ Document | ZxF L T, title@updateMode JBEAY | LLF W 4u0MZ7%24 35 Document (2% L O O O
287 HELLZ2WZ & T, title@updateMode B HELL TW 5
Y54, % @ Submission Unit [ZHIF &%,
MR ZZD T A 7Y A 7 V% i
LTI THIBLT % Document T %
titte@value J&MEAE2Y HHT S LTV 72
W
JP-eCTD4- | %72 % Application THflt < #17= Document (Z%f L T, title@updateMode J& O — —
288 HDHBE LN &,
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4.19 Document

eCTD F&Ejl

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

JP-eCTD4- | UUID THFE S5 1 -2 Document {2t LT, [A—¢ Submission Unit N | EL T & 5 72 Submission Unit iIZETF4v | O - —
289 R OEE CoBLRIN & B2 &) MTbh TN &, %

5% Submission Unit (235 CHiL
Hi L7z Document (2 L C. [&] Submi
ssion Unit )N"C Document % 4 kL™
B & 17> TW5 st L7z Do
cument & [6—@ id@root J&EAE % FF
5 title@updateMode J&MAE 23R E =
AU T % Document %3, [A] Submission

Unit NIZAFEL TV D)

¥¢ € @ Document (Zxt LT, [F] Submi
ssion Unit )N"C Document % 4 kL™
BB A BT > T\ 5 (id@root J&
PEME A EE T, title@updateMode J&
EFEE STV % Document 23, [l
Submission Unit WIZHEEAF/EL T
%)

JP-eCTD4- | 4 document B35 (2%t L C. title@updateMode BIENIFIET DA ERE ., te O O O
290 xt BRENHHRTHZ &,

JP-eCTD4- | title@updateMode J&EAMFET 5 document ZEFEIZ K L T, text ZHENHELL O — —
291 RN &,

Page 53 of 65



eCTDv4.0 ERFz vV EH—%E v1i4.0.1

4 AytE—TICETBHENYTFT— 32 L—IL

4.19 Document

eCTD 7|
ID F=v 7 IHH e

a) b) c)
JP-eCTD4- | 4 document.text (2% L T, integrityCheckAlgorithm J&ME23 MB35 = &, O O O
292
JP-eCTD4- | document.text@integrityCheckAlgorithm JE D%, [SHA256] THH Z &, O O O
293
JP-eCTD4- | SAS XPORT X (xpt) © 7 7 A /L& Z T % document ZEFR T4 LT, tex O O -
294 t@charset BN HIRT 5 Z &,
JP-eCTD4- | document.text@charset J& D fEIL, JP CV @ [JP Japanese Character Code] ljp_other] ==— KNi%, JRAIE LTHEAL O O —
295 a— R A MMbDOa—RETHDHZ &, 2wz &, Tjp_other] =— K& HT 55

BlE, FANCFEEYRITHRT D Z &,
JP-eCTD4- | 4 document.text ZFZ%f L T, reference EHRMAHBLT 2 Z &, O O O
296
JP-eCTD4- | 4 document.text.reference Z3 (2% L C, value BIEDS BT 5 2 &, O O O
297
JP-eCTD4- | document.text.reference@value J& D fE X, A Application (23 TR T O O O
298 T D7 7 ANVORXSATHD Z &,
JP-eCTD4- | document.text.reference@value J& 112, eCTD A& E 7 + L4 L0 EORE)E O O O
299 (VL b7 NED BB E ERSTEBEE) b0 T 7 A VSR B
ELRNT &
JP-eCTD4- | eCTD FfAI b)iZF T, document.text.reference@value JEMEME 2N /R 35FT 23, — O —
300 HEEE 7 — & 2T & GHT ("m5/datasets" 7 4 /L Z B F D7 7 A /L%
) ThHhdHI &,
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4.19 Document

eCTD 7|
ID F=v 7 IHH e
a) b) 0)
JP-eCTD4- | eCTD FBI ¢)iZd\ T, document.text.reference@value JBIEMES R HFTAS, - — O
301 HEEB T — % 2T XX 8FT ("m5/datasets" 7 + L Z BT D7 7 A /L
A) ThRWZ &,
JP-eCTD4- | 7 7 A V& BHMT 25615, LUTF 23— Application IZEL TWD Z &, [@— Application Ti#EHIN/=7 71 1ic| O — @)
302 BAHESND 7 7 A V&4 LTV % Submission Unit RO, 77 A VZlHAMHTLZENTE
HAHEND 7 7 A4 Va2 T 5 document 23 A & T Submission Unit | %5, #72% Application THEHSN7=7 7
ANEBAAT DL EITEED NN,
JP-eCTD4- | HEFER 7 —Z 7 7 A ABFA S h TnianZ & O O O
303
JP-eCTD4- | 4% document.text ZF21Z%f L T, integrityCheck ZHE N BT 25 Z &, O O O
304
JP-eCTD4- | document.text.integrityCheck R DONAE & LT, %% Document W& 57 | Fx= v 7 ¥ Alx SHA256 743U XA | O O O
305 TANDF =y 7 FARRESATND Z L, ENRHT D Z &
JP-eCTD4- | 4 document.text.thumbnail Z& (2%t LT, value BYENSHIBLT 52 &, O O O
306
JP-eCTD4- | document.text.thumbnail@value JEPEfE I, 1000 LFLLFTHDH Z &, O O O
307
JP-eCTD4- | JP Analysis Type Keyword @ 5 &, TEERIEERFUR ClI/2W7—% ) 257 | BRREBEFERO FEE 7 — 2 2#it+ | O O —
308 Keyword (jp_non_cp) LI#o Keyword 235 -S4 Tuv % Context of Use 205 | DBSIE, UikHFEE 7 — Izt LT, 7
S M X LTV % Document T 5354, document.text B3R |Z%F LT, descripti | 7 A /LVINAE DL % Document @ text.desc
on ERNHBLTHZ &, ription@value BMEME & L CIRLI 2 488
W%,
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4.19 Document

eCTD 7|
ID F=v 7 IHH e
a) b) c)
JP-eCTD4- | 4% document.text.description Z &%} LT, value BHENAHELT 2 Z &, O O O
309
JP-eCTD4- | document.text.description@value JEVEMEIL, 7% A M (%) THDHZ L, YT L R (&) X XML OZRIST | O O O
310 Fold, FAE LTERA LN L, R
KT FA ML LU THEATE L FRIILLTO#EY CESTHEA LG SIL st e LT
e NI ES A =7 (&amp;) 2ROV ITEEA L
L Co THELILZRY,
P E ($0,+-417[ #@) KOV AR—2R
JISX0208 #iPH DLy (BT (IS 85— KU, JIS 55 KYE) | &ff5EK
NI BAECT. RAOLNRR, BA ST, BT, BAA
N—=R )
R (O~@, 1~XD 30 LFDH)
JP-eCTD4- | document.text.description@value & A (X, 100 LFLLFTHDH Z &, O O O
311
JP-eCTD4- | A Submission Unit @ Context of Use 7»5HZ M STV 7220 ld> Document O O O
312 DIREES LTV RN T &,

Page 56 of 65




eCTDv4.0 ERFz vV EH—%E v1i4.0.1

4 Ayte—TICBTEHENYT—ar - L—iL
4.20 Keyword Definition

4.20 Keyword Definition
eCTD 7|
ID Fx v 7IHH e

a) b) c)
JP-eCTD4- | % application.referencedBy 322 %F L C. keywordDefinition EH#E23HHH19 % | keywordDefinition EHEZ ML L2 WS | O O O
313 ek, I%. application.referencedBy %35 2 L

TIER B0,
JP-eCTD4- | 4% keywordDefinition %35 (2%} L T, code EENHIT 5 Z &, O O O
314
JP-eCTD4- | % keywordDefinition.code Z 2% L C, code BIENHELT 52 &, O O O
315
JP-eCTD4- | keywordDefinition.code@code &M DL, keywordDefinition.code@codeSystem O O O
316 JBYEAED OID 23779 ICH CV @ TICH Keyword Definition Type] ==— KU &
FPHEDa—RETHDLZ L,
JP-eCTD4- | % keywordDefinition.code ZF1Z%F L T, codeSystem B3 HELT 5 Z & O O O
317
JP-eCTD4- | keywordDefinition.code@codeSystem J&MEDfEIX, ICH CV @ [ICH Keyword | 4% eCTD ICEFNAEKBHFED Y B ik | O O O
318 Definition Type] =— KU & %5925 OID THDH Z &, HEREVHEORGFEHRE R THEN R NN
2D OID ZfHETHZ L,

JP-eCTD4- | % keywordDefinition Z3&(Zxf L T, statusCode ZHE A HELT 5 Z &, O O O
319
JP-eCTD4- | % keywordDefinition.statusCode 231 L C, code J@BYEAHELT 5 Z &, O O O
320
JP-eCTD4- | keywordDefinition.statusCode@code J&:DfEIX, Tactive] THDHZ &, O O O
321
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4.20 Keyword Definition

eCTD 7|
ID F=v 7 IHH e
a) b) c)
JP-eCTD4- | % keywordDefinition ZF&IZ%f LC, value EHENHELT 5 Z &, O O O
322
JP-eCTD4- | % keywordDefinition.value Z3ZZ%f L C, item ERN/HET 52 L, O O O
323
JP-eCTD4- | % keywordDefinition.value Z&IZxF L C, item ZEREIEIEIHEL L2 &, O O O
324
JP-eCTD4- | £ keywordDefinition.value.item ZE32 (2% L C, code BN HELT 5 Z &, O O O
325
JP-eCTD4- | keywordDefinition.value.item@code JEMEfEIZ, TF 2 MY (%) THHZ &, | AT YU F (& I XML OERISC | O O O
326 Fold, FAE LTERA LN L, R
KT FA ML LU THEATE L FRIILLTO#EY CESTHEA LG SIL st e LT
e NI ES A =7 (&amp;) 2ROV L
L Co THELILZRY,
P E ($0,+-417[#@) KOV AR—R
JISX0208 FEPH DI (7 (IS H—I/KHE, JIS 55 UKHE) | A5
NI BAEUT. RAOLNRR, BA ST, BT, BAA
N=R )
R T (O~@, 1~XD 30 LFDH)
JP-eCTD4- | keywordDefinition.value.item@code &ML, 128 SLFLLFTH D Z &, O O O
327
JP-eCTD4- | % keywordDefinition.value.item ZEFZZ%F LT, codeSystem J@ M2 HELS 5 Z O O O
328 L,
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4.20 Keyword Definition

eCTD F&Ejl

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

JP-eCTD4- | keywordDefinition.value.item@codeSystem JEIEAEIL, T 2 M (3%) THD | AT o3P F (&) XML ORI | O O O

329 e, Fol=D, FAlE LTERA LR &,
EGTHEALIZWIGEIL st E LT
T XA ML UCHERTE 2 CFREIILLTOm@EY, A =7 F (&amp;) 2ROV I L
e VNI ES THELIX R,
L C

YL E ($0,+-12[ #@) K Of A— 2R
JISX0208 #iPH D LT (BT (IS FF—/kUE, JIS 35 —/K¥E) | RATEK
INCTF, BT BAO0LNR, BAX ), Efiiis. & A

N—R )
R T (O~@, 1~XD 30 LFDH)
JP-eCTD4- | keywordDefinition.value.item@codeSystem JEM:AE 1%, 256 SLFLL FTHD Z &, O O O
330
JP-eCTD4- | Keyword Definition (Z33() 5 value.item@code & O value.item@codeSsytem J& 1 | L F 52 TiZi%X44 % keywordDefinitio | O O O
331 TEDMAAHHEIL, A Application ™ Keyword Definition ® 1 C—ETh 5 Z | n BEB ML SN 7-54A . £ D Submission
& Unit lZAI T s 5,
displayName@updateMode J& I": A3 H2 fit
STV

value.item@code 2 TF value.ittm@code
Ssytem B DA A HED, A Ap
plication THEf{L L 7=t > Keyword De
finition & [F]—
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4.20 Keyword Definition

eCTD 7|
ID F=v 7 IHH e
a) b) 0)
JP-eCTD4- | 4% keywordDefinition.value.item 2232 (Zxf L C, displayName ZFHE 2N HELT 5 = O O O
332 L
JP-eCTD4- | % keywordDefinition.value.item.displayName Z3%(Zxf L T, value ML HBL O O O
333 T5HZ L,
JP-eCTD4- | keywordDefinition.value.item.displayName@value JBYEfEIZ, 7F 2 MR (%) | AT P2 F (&) XML OZERISC | O O O
334 ThdT &, FOH, JFRAE LTHER LN &, ®
CEGTHEA LG EIL s e LT
KT FA ML LU THEATE L LFRIILLTO#EDY A =7 (&amp;) 2ROV I L
e VNI ES THELILZRY,
L Co
YL E ($0,+-12[ #H@) K Of A— R
JISX0208 #iFH D 35 (BT (IS B—/KYE, JIS 55 —kYE) | EfAEK
NI BAECT. RAOLNRR, BA ST, BRI, BAA
N—R )
R T (O~@, 1~XD 30 LFDH)
JP-eCTD4- | keywordDefinition.value.item.displayName@value & {15, 1000 XFLL FCTH O O O
335 HZ kb,
JP-eCTD4- | keywordDefinition.code@code J& A% [study id_study title] Z/~79 =2— R (i O O O
336 ch_keyword_type_8) T& 5354, displayName@value J&MHAEIZ 31T 53k 1D
LRBRZ A PE, AT A —2aT L RARE ($) ICk-T 2 o0
ZENL—RTELHZ L,
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4.20 Keyword Definition

eCTD 7|
ID F=v 7 HH e

a) b) C)
JP-eCTD4- | BE#H o> Keyword Definition @ displayName@value J& Vil % 8 819~ 5 5413, O — —
337 FE AR5 Keyword Definition @ displayName 23 1Zxf L T, updateMode J&

PERHER T D Z &,

JP-eCTD4- | keywordDefinition.value.item.displayName@updateMode &4 Dfii%, [R] TH O - —
338 HZ kb,
JP-eCTD4- | displayName@value J& A o> F Hr 23 720y Keyword Definition (Zxf L C., display | LA FUW 20 i2i%24 9% Keyword Definiti | O O O
339 Name@updateMode JB 258 HEL L 722 & on {Zxf L C. displayName@updateMode &

PERMHELL TV 586, £ @ Submission
Unit ZHI TS5,
IR 2 5D T A4 7% A 7 V%@
LTI THELT % Keyword Definit
ion Th %
displayName@value J&VEfE 25 HT &
ATV
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4.20 Keyword Definition

eCTD F&Ejl

ID F v /A ES
a) b) c)

JP-eCTD4- | UUID THEE XI5 1 ©® Keyword Definition (Z%f LT, [Al— Submission | LL T & 5 72 Submission Unit iIZETF =4 | O - -
340 Unit A TRIFHCEE O EME CIIBTEH & B2 E) MTbhTunienZ t, | 5.

5% Submission Unit (235 CHiL
Hi L7z Keyword Definition (2%} L T,
[l Submission Unit N C Keyword &7~
WFINOEF 21T > T D (Bl
tH L7z Keyword Definition & value.it
em@code X O codeSsytem J& MHAE D FH
HArioE AT, displayName@upd
ateMode JEMEEMEE SN TV D Ke
yword Definition 75, [F] Submission U
nit NICAAHEL T D)

¥giE > Keyword Definition (2%t L T,
[l Submission Unit N C Keyword &7~
XFHNOFEH 2 BT > T D (v
alue.ittm@code X Y codeSsytem J& %
E O AA IH D3 [F— T, displayNam
e@updateMode JBMAENFEE 4L T
% Keyword Definition 75, [F] Subm
ission Unit PICHEEAFEL TV D)
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4.21 Category Event

Category Event
eCTD 7|
ID Fx v 7IHH e

a) b) c)
JP-eCTDA4- | LUFZR NI T L2 & O O O
341 submissionUnit.componentOf2

submissionUnit.componentOf2.categoryEvent
JP-eCTD4- | L DDA v — K« A v&—UHZHBLT 5 submissionUnit.componentOf2.cat | 1 DDA m— R+« A vt—UHz, F| O O O
342 egoryEvent ZHE (X1 >Th D Z &, @ submissionUnit.componentOf2.categoryE
vent LM HEL L TiXZR 67200,
JP-eCTD4- | componentOf2.categoryEvent.code EHE N HH 25 Z &, O O O
343
JP-eCTD4- | componentOf2.categoryEvent.code@code JEMEA HILT 5 = &, O O O
344
JP-eCTD4- | componentOf2.categoryEvent.code@code J& D fEIX. componentOf2.categoryEv | [jp_other] =— RFiX, JRAIE LCTHEEHL O O O
345 ent.code@codeSystem J&M:AE D OID 37x3 JP CV @ [JP Category Even] =— | 72\ZZ &, [jp_other] =— K& T 555
RFUARDBEDOa—NETHDHZ &, AlE. FANCEELRITHRT S 2 L,
JP-eCTD4- | #IERHIZHV T, componentOf2.categoryEvent.code@code J&MEAE 1L THIRRE O O O
346 1 Zxd =2— K (jp_initial) TH2HZ &,
JP-eCTD4- | RIS DFEHIZ IV T, componentOf2.categoryEvent.code@code J& M 1% O — —
347 W) 29 =— R (jp_initial) TRWIZ &,
JP-eCTD4- | componentOf2.categoryEvent.code@code JEIEAENLL F 22— K CTH 2 54A . LLRI O - -
348 DITATHAZNVTRLa— FRRESATH RN &,
T 279 22— K (jp_expert_discussion)
M) 2279 =2— K (jp_committee_meeting)
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4.21 Category Event

eCTD 7|
ID F=v 7 HH e

a) b) c)
JP-eCTD4- | componentOf2.categoryEvent.code@codeSystem JEMENHIL 5 = &, O O O
349
JP-eCTD4- | componentOf2.categoryEvent.code@codeSystem JEMEDfEIL, JP CV @ [JP Cat | 4% eCTD IZE ENHAGEHFED I B & | O O O
350 egory Even] =— U X h&i#J4 2% OID TH D Z &, b RVHFEORGE AR R TR R N—Y

2D 0ID ZfEET S5 &,
JP-eCTD4- | MRV T, UTFERN/ BT 5 Z &, O O O
351 categoryEvent.component
categoryEvent.component.categoryEvent
JP-eCTD4- | 1 DDA B— K « * vt —IHICHHLT S categoryEvent.component.categor | 1 DDA n— K« XA v —IHic, # | O O O
352 yEvent BERIL1>THHZ &, @ categoryEvent.component.categoryEvent
FEEMNHB LTI R B0,
JP-eCTD4- | FIMRLASL D HIZH\ T, categoryEvent.component.categoryEvent Z 3273 HH1 O — —
353 LignZ &,
JP-eCTD4- | #IliHEH IZF\\ T, component.categoryEvent.code ZE N HHL 45 Z & O O O
354
JP-eCTD4- | FIREEH 2V T, component.categoryEvent.code@code J& AN HEL T 5 Z &, O O O
355
JP-eCTD4- | component.categoryEvent.code@code J& D IL. component.categoryEvent.cod | [jp_other] =— RFiX, JRAI&E LCTHEHL O O O
356 e@codeSystem JEM:AE D OID 23753 JP CV @ [JP Initial Submission Type] =2 | 72\ Z &, [jp_other] =— K& HEHI 55
—RUVARDBOa—NMETHDLZ L, ElE. FANCHEELRICHRT S Z L,

Page 64 of 65




eCTDv4.0 ERFz vV EH—%E v1i4.0.1

4 Ayte—TICBTEHENYT—ar - L—iL
4.21 Category Event

eCTD 7|
ID F=v 7 IHH e
a) b) 0)

JP-eCTD4- | FIEHR TV T, 1 & L TRIT 254, RINEGEER S 1) Ot O — —
357 \Z81F % component.categoryEvent.code@code JE LA 1L, eCTD FlAI a)% /<4

22— K (jp_initial_a) THDHZ &,
JP-eCTD4- | FIHR T VT, 2 & L TRIT 254, RINEGEER S 1) Ot - O —
358 \ZBF %5 component.categoryEvent.code@code JEM:MEIL., eCTD FiRl b)& /<3

22— K (jp_initial b) TH 2 Z &,
JP-eCTD4- | FIHR TV T, 2 & L TRIT 2546, RINEGEER S [2) Ot - — O
359 \Z81F % component.categoryEvent.code@code JE AL, eCTD FlAI ¢)%& =4

22— K (jp_initial_c) THDHZ &,
JP-eCTD4- | #IHEHIIZE VT, component.categoryEvent.code@codeSystem J& M2 HiHiL 4~ O O O
360 5HZ &,
JP-eCTD4- | component.categoryEvent.code@codeSystem JEMED i IX, JP CV @ [P Initial | 4% eCTD ICE ENDEBHED I B Ik | O O O
361 Submission Type] =— KU X M &332 OID TH5HZ &, HERVHEEORFEHR R TR A=

2D 0ID ZfETH I &,
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