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F—PEIE 7 #2403 eCTD ZAE 5. 5 _BSE 7 + v A4 3 ik F 5 & 95 2
&

B=FEEIX, CTD 5D 7 /44 ("ml", "m2", "m3", "m4"K"m5") ZEET D
L, L BERELUTO T A ZICBWTIER, T 7 04 UIKNT 5 7 7
A NERI N7 VA IIERR LN 2 L,

F 1 EORERIZONWTIX, AED 15230 T52 &,

AT, S AR T D OWEEIL, —REBEI LT AN EERTHZ
s
HEEEF7 —Z 1%, ICHIG fl#liD 7 + VA D 5 H"'m5" 7 + VA FICELE S 5 2
Lo TOEE, YE'MS" T A NF EFAMITA NIRRT 7 A VA REED " mS" 7 4 VA
A7 402 L RMML, LT ORRICEES 2 Z &,

o

k={111}

| 531-biopharm

| 532-pkbiomat

I 533-humanpk

I 534-pd

| 535-eff-safe

| 536-pms
537-listing
54-|it

| datasets
I [study id/iss/ise]

(LAF, Bty A Kz

Page 16 of 83



5.2 @& RA
FIENDE SHIZEDD 7 A NVA KO 7 A MZHOWTE, JFHIE LTICHIG fi#io 7
FIVH T 7 A A HANCHED Z &, eCTDVAO XML A vE—U b5 GEE
T =2 OMAIHANCOW T, Bl A RicheH = &

53 RKNRAE
IRADERFEIZICHIG OEHICHES = &,

6. eCIDICEFND I 7AMILEKICETIEHR
eCTD v4.0 XML A yﬁ~9b>%%%a‘é774w@ 26, HEEE 7T —X D7 7 A VK
WZOWTIIEINI T A RESRT 52 &, WiEE 17 — 2 U0 FE% PDF BT
Microsoft Excel 620 (xlsx) U%@77/f/l/ﬁéit’ﬂ’mﬂjﬁ“5%£ﬁ>ﬁi C7oaE, FRNER
MR T D2 &,

7. eCTD v4.0 XML * v E—CICEAT 5 EH
1.1 F¥3948—Ira—F
UTF-8 % Z &,

1.2 Ayt—U Ay H
A=« Ny X OFHEEIL, ICH IG 1T 2 LA oA EA S5,
®  receiver.device.id.item@root JEVEEIZHEE T 2 FEEA A RO OID 1%, % eCTD IZ5 &
NAHEBHFFED OB, HbFWVHEARRTANRNN—Va VEBETHZ &, &N
—a OFEWIRIE [JP OID Listing] (2 CHIRHET S,
® receiver.device.id.item@identifierName JEMEEIL 128 SLFLLF 52 &, 7eds, FAEY
JRIE SR 2 L 722w,

1.3 {EEHFELGVERRUBEMEOERY K
eCTD v4.0 XML A v E— DA 1 — RIZEBW T, integrityCheck B35 % R £ TOEFRI|Z
FHEBUSNONEEFF W b, Elo, WEZFFTZ2V integrityCheck B35 K N7 X —1H
N & U TR 72 integrityCheck B3 #HEH Lo\ 2 &
BYEIZOWTIR, ¥ I —EXIZHE LB R L 2nZ &y

1.4 RAO—FIZEFEFLS NN EXZRVEHEOFERAE
eCTD v4.0 XML A v &=V DA F—< %, FEYRAEN LARWERE K SN, M & 6
RFENRR D HEEROENE, WCAAROATHEAT 2 HEERVEEE G T, FEYFIC
29 % eCTD v4.0 XML A v & —IICHE £ 5 HHE K VRMEDOEEHTIEIZ DWW TIEIAFE DR
Hlcres 2 & &L, AEICHED e VER L OB L2 &, 7eds, 58472 RPSR2
AF—=TETE T T FETIV  AF—RNEENTNDEN, HBiEHOM, FBEYEIC
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BWwTaxsr7uX 7 T/« AX—<IEHINR, a7 aX s NET VO
IXTHL7 %A FE2ZROZ L,

71.4.1 WwZEEZHK (controlActProcess)
eCTD v4.0 XML X vtB—2 DA u— R&JET 572 DI ETR controlActProcess %35 %
VEM., W FDOFEZ KR OVEMIT, ICHIG IZETH DMWY, ICH IG IZ6t-» THLd 5 =
L,

7.4.2 submissionUnit
Submission Unit & 1. —EORHEITAIZ L > TEEYBICERME I N D LELOFHROLES
%79, Submission Unit 1%, submissionUnit B235\Z L » TIN5,

7.4.2.1 XML EDEEE &R
submissionUnit EE O EPTICHOWTIL, ICHIG IZ/EH = &,

1.4.2.2 XML EE k451
LLURIZ submissionUnit 2235 O XML Fe#ifi] 2 7~4,
<subject typeCode="SUBJ">
<submissionUnit>
<id root="c64abdbd-c052-439a-bbcc-e00198139790"/>
<code code="jp_ctd" codeSystem="2.16.840.1.113883.3.989.5.1.3.3.1.1.1"/>
<component>
LD
</component>
<componentOf1>
LD
</componentOf1>
<componentOf2>
B!
</componentOf2>
</submissionUnit>

</subject>

7.4.2.3 ML ERRUVEHE
submissionUnit %38 )y NE OFC T OESE, WNCENL L ORI, LLTFTO#EY,

ZEEE DR
1E DG
submissionUnit [1..1] REF L, BEYRICE
T 2 XERTERE
AT 5,
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B B LEE EDE il

B4
id [1..1] ICH IG fi#imim v,
root [1..1] W4 72 UUID ICH IG ft#imi@ v,
/;‘M.

root="c64abdbd-
c052-439a-bbcc-

e00198139790"
code [1..1] ICHIG st& D
code [1..1] T XA B 7% Submission Unit O FE¥H

o4 a— R, a— NE
Bl code="jp ctd" | X . JP CV @ [ JP
Submission Unit] =T— K

UA RDPOEIRT D,

codeSystem [1..1] %472 OID JP CV @ [JP Submission
Unit] =— KU X F®D
#- codeSystem=""| QOID,

2.16.840.1.113883.
3.989.5.1.3.3.1.1.1"

title [0..1] ICHIG st&Dm v
value [1..1] TE Rk ICH IG Ft#@ v .,

i value="7JHK"

component [0..%] KEFRIL contextOfUse %
FREHMNT 5,

contextOfUse E35 D3
IARED 744 2R

5k,
componentO [1..1] VN G2 # 1%
f1 sequenceNumber % 3% %
O\ submission %55 % ¥
T %,

sequenceNumber 3% D
FEHIIAED 748 25
B4z L,

submission 3% DFERHIT
149 2R+ 5T L,

componentO [1.1] ARBEFE L categoryEvent
12 BRI D,

categoryEvent % 5% O §f
HIARFD 7419 B

THZ L,
BEREORBM® FTH Context of Use ZHEfit 3~ 5354, IFBES Context of Use % & i,
DR HIbR K O3 555518, Context of Use Z & T component B33 % 1
9% Z &, Context of Use DFEAHIZHOWTIL, AED 744 22

HZ
submissionUnit.title %35 DI GEE DMEE AT 5,
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B3R

EH el > ICHIG sefi o @HIBIRNC N A2 . BLF2NEH S5,

FLAI ® LITOWTNMNIFEY T 5 Submission Unit IFHEIT 45,
<> BED submissionUnit BENEL S LTV 5,
< submissionUnit Z3E DML S LTV R0,
< title@value JEYEEDS 1001 SCFLL ETH S,
< HINER R component B2 N RME S U TUN R0,

®  submissionUnit.statusCode %32 3fF ffl S 4172\, Submission Unit %
B P 585813 EY RICHET S Z &,

o Jiill: LT, A YRIL submissionUnit.title@value JEVEE A L
BN, Eo, RKBHOMEOEIZOWTIE, AED25D [FxZ b
B E U TR TREZR O] I THRE SN CFREICIRE S /e
Uy,

LRI A THE 5 N EABANTRIS A0,

LA 2 CTHE 5 REERHBHNIFRZ 20,

RARITIN 2 THE O ~ZGEHBLANIFRIC 720,

7.4.3 priorityNumber for contextOfUse
Priority Number /£, =27 % X k « Z/L—"7"N® Context of Use D /RIAFZ EFE L.
priorityNumber Z-33\Z L. > Tt 415, Contextof Use [, 2T FHF A~ « F—F T LT
Priority Number O S IE TR RSN D, 7235, HFHE LT —ZIZOWTUIFEAIE LT, FAEY
RTRETANZHXITT 7 A VA DFIA TR RIS NLD,

7.4.3.1 XML L& &Err
priorityNumber %32 D FREFH PTIZ DUV CiE, ICHIG @ 9.2.5 Context of Use ™ Priority Number

HEErsMTH L,

71.4.3.2 XML E2 & 451
LA FIZ priorityNumber 235 O XML Fralifil 2 <7,
<component>
<priorityNumber value="1000" updateMode="R"/>
<contextOfUse>
IS
</contextOfUse>

</component>

7.4.3.3 N ERERUVEMN
priorityNumber Z:35 L O DR FOEFHE WNZEN S DOJRMEIZLL FD#E Y,
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B B SEE EDE il

1EDH
priorityNumber [1..1] ARERIaTFA D -
7T N—T7ND Context of
Use DERIEFZ~3 1
WAERANT D,
value [1..1] R e Context of Use H3EDFE

RIEFAH I AT 5
B: value="1000" | ¥&$ % FaE4 5,

updateMod [0..1] [ Priority Number % H 37
e THOBIC, "R"EHEET

updateMode="R" | % _

S MEONERES > contextOfUse R A fRHET 2556 UITIZMATH L,
OEHFHA] ®  priorityNumber@value
>  BEFEHI O Context of Use O priorityNumber@value J&THEZ HH T 5 &
=, UFIInAETH D,
®  priorityNumber@updateMode
iH A cidl > ICHIG its o EAHANZ N A . LTS Sh o,
BRI ® UUTOWTHNCiEYT % Submission Unit (3EI F &5,

& F—HFENT, 1 2Oy T XA L - IV —TI@T 58K
F%h7% Context of Use 23[FME D Priority Number % £,

S R EEZOTA T A 7V EE L THO TRMET S
Context of Use |Z priorityNumber@updateMode J&EAE TR S
ncTnsg,

< GTEEIZ priorityNumber@updateMode JEVEE N RL I LT D
73, priorityNumber@value J&MEAE DY H STV R0,

® HIFEE 17— % &2 M 7 % Context of Use |+ & 417z Priority Number
%, BELRICBIT DHGEE T —F ORRIATFIZEE L2,

® ¥ & D Context of Use % HIBR 4 2 BRI 4 2
priorityNumber@value JEMEAEIL, HIFR%I5: 0 Context of Use @ Priority

Number LFMETH D ZENLEE LV, MOERREESNATH, 4

ISR Y /IRt S e ST R S L7, HIBR 2415 Context

of Use @ Priority Number |3, [F] Submission Unit LARE CfE H Al HEIZ 72

o

® {EHF 7D Context of Use Z 0> Context of Use TR 2 FRIT,

RLa>T7F AL Z7/L—7NO Contextof Use & M LRWVRD |

EHLRT & [E L% O Context of Use @ Priority Number (%, FME T,

HipoTHNTh, ZLIXR RV, £/, EHETE EH#L% T Priority

Number 73 %725 TV T b | priorityNumber@updateMode JE 1 % 121k

L7pnZ &,

1.4.4  contextOfUse
Context of Use I, SLEDNEDITZEFKT D, Context of Use I I contextOfUse EF:\Z L -
TR S, BT D code BRI > THFEERINOALEDST (CTD R L) ZHEL.
documentReference %3312 5. > T 1 D@ Document Z5ET 5, ZHUTLY ., FHEEINT
Document 23 43%HFEIZEBWNT, ED CTD i LICET 20 ER S D,
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contextOfUse T35 DFLHLEFTIC OV TIEL, ICHIG @ 9.2.6 Context of Use 5% 3% 2

71.4.4.1 XML EEREERT
k e}
7.4.4.2 XML FE&

LLUFIT contextOfUse %235 0 XML Flalif &7~ 9,

<component>

<priorityNumber value="1000"/>

<contextOfUse>

<id root="7¢5c61£d-5b88-4018-8323-b21f1a731880"/>
<code code="ich_3.2.5.2.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.2"/>

<statusCode code="active"/>

IE]
</contextOfUse>

</component>

1.4.4.3

ML ZERR VRS

contextOfUse Y556 N DEL T DY, WNZZN S D@L, LTy,

B3R Bt

SEE

fEDR

1EDH]

A

contextOfUse [1..1] AEFIL, FEYR/ITE
H3253EL CTD AH
LA BESIT 57001
WAERANT D,
id [1..1] ICH IG FL# D&Y ,
root [1..1] %4472 UUID ICHIG fe# @b,
/;‘%
root="7c5c61fd-
5b88-4018-8323-
b21f1a731880"
code [0..1] ICHIG fe# @b,
code [1..1] T XAk ICHIG & mi@v, ICH
CV @ T[ICH Context of
B code=" Use] XiX JPCV @ [Jp
ich 3.2.5.2.3" Context of Use] 7>5H %4
T 5 a— RaRIR Lt
T 5,
codeSystem [1..1] %2472 OID ICHIG ft# i@ v, ICH
CV @ [ICH Context of
#-: Use] @ OID X% JP CV
codeSystem="2.16. | ¢ [JP ContextofUse] O
840. 1.215318??2.5.989 OID % #ftd 7.
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B3R

originalTe
xt

SEE

[0..

1]

fEDR
1EDH]

A

[L..

TFA b

Vit
value="3.2.P.8.3-

"

ICH IG fi#imim v,
@

ICH IG st#imi@ v,

statusCode

[L..

1]

ICH IG ft#imim v,

code

[L..

1]

AT

/;‘M.

code="active",
code="suspended"

ICHIG fLdf i@ Y , 4%
Context of Use 23H %) T
HAIUZL Tactive] . HIFR
T 5 0 T d h X

['suspended | % #& {9
5o

replacement

of

[O..

*]

N % ES X
relatedContextOfUse %55
T Do
relatedContextOfUse 55
DFFMIAED 745 %
ZRILHZ L,

typeCode

[L..

1]

I 7

typeCode="RPLC"

ARJEMEIL replacementOf
RO D BRI L E
HIENBEETH D,

derivedFrom

[O..

1]

N % ES [
documentReference % 3%
T Do
documentReference = 3%
DFEMNIALED 746 %
ZRITLHZ L,

referencedBy

[0..

*]

KESZ L keyword B35 %
AN 2,

keyword ELFE DOFERIITA
FHD 747 2RI L5
s

typeCode

[L..

1]

[ 7

typeCode="REFR"

AJBMEIX referencedBy
Fa MO DB T2
EWEETH D,
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il

B3R Bt SEE fEDTY A

1EDH
L VRO > contextOfUse.statusCode@code & TE B 73 "active" T & V | 2> D
DR priorityNumber B35 7% updateMode J&1':% 5 £ 706 LT IXMHT
b5,
® code@code

® code@codeSystem
®  derivedFrom

>  contextOfUse.statusCode@code J& V£ i 73 "suspended" T & 5, X I
priorityNumber@updateMode JEVHE 2L SN TS L& LIFOW
FTINDOIEH % & T Submission Unit [TEIF 415,
code@code
code@codeSystem
replacementOf
derivedFrom
referencedBy
> 12O Context of Use # #2454 Context of Use TlEHLT HILHA 1L, B
9% Contextof Use = & |Z replacementOf B35 % 123 % Z &, Context
of Use DEHDFEHNZ SN T, AED 745 22T 52 &,
> 1 2® Context of Use |24 D Keyword 59 5551%, 1535
Keyword Z & |Z referencedBy %135 % 121k % Z &, Context of Use (Zf+F
595 Keyword DFEMIZOWTIX, AED 747 22352 L,
EH “oid > ICHIG st o @A A, LFEH S,
FHLAI ® LI TFOWTNMNIZi%Y T 5 Submission Unit [ZHI T 45D,
< code.originalText@yalue JEVEEN 129 XLTFLLETH S,
< statusCode@code J&EME )3 "active" 2 (N'suspended" DT 4L T
AR
< statusCode@code JEEAE73"suspended" Td % Context of Use D
Priority Number (2, [FIFFIZ updateMode EPEDM RS LTS,
S RN EZOTA T A 7V EEL THO TRET S
contextOfUse Z55 D statusCode@code J&EAE 7)Y "suspended" T &
2o
WINRFE R IC replacementOf B2 3 2L S LTV 5,
W IRF I derivedFrom 56 % 1 £ 72\ contextOfUse F327)
ST o,
® [EHIHIFR S L7z Context of Use &[R U id@root J&TEAE % £5>
contextOfUse 3 Z fEflt L Tl b 720, EHRXITHIBR S
Context of Use & FHEA NI LI2W AL, #HiBld Context of Use &
LCHfRtd 52 &,
N _FEO AN 2 THE S & EABANEET 22,
»  code@code JENEEA RS CTD FH LASER 5 58 3 HHITE S WG 5 .
% @ Submission Unit (ZH T S5,
OF BN Z THE D N ETEIBANTERC 0,

<>
<>

1.4.5 relatedContextOfUse
relatedContextOfUse 5513, $2 757D Context of Use % #H#1D Context of Use TEHLT 2
BRI &4 D, relatedContextOfUse 25518, #7# Context of Use D% & L THEH &,
id BRI L > TEHLE NS Context of Use ZFRET D,
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7.4.5.1 XML £ ER &L & A
relatedContextOfUse %3z DFLHE FTIZ OV TiL, ICH IG @ 9.2.7 Related Context of Use

(Contextof Use D7 A 7% A 7 )V) AT HI L,

7.4.5.2 XML E2&k45)
LLUFIZ relatedContextOfUse %55 0 XML sl fi] &~ 97,
<replacementOf typeCode="RPLC">
<relatedContextOfUse>
<id root="d981c6a9-d57a-43cc-a71b-a8e35a34a3%a"/>
</relatedContextOfUse>

</replacementOf>

7.4.5.3 XL ERXRUVEM
relatedContextOfUse Z235 e V= DL FOEFHE, WRNZZEN O DOEMEZ, LTD#EY,

R B ZEE fEDHL B
1ED G
relatedContext [1..1] AREHRIZ, B IND
OfUse Context of Use DIFH#H %
AT 5,
id [1.1] ICH IG FE#DiE v ,
root [1..1] %2472 UUID ICHIG FL# i@y ,
i
root="d981c6a9-
d57a-43cc-a71b-
a8e35a34a39a"”
U VRO i > contextOfUse.statusCode@code & P E 73 "suspended" T & 5 . X I
DOI-HFHR priorityNumber@updateMode JEVEE LS TS & & LIT O

¥ % &> Submission Unit [ZHEI T 415,

®  relatedContextOfUse

EH cidl > ICHIG its o EAHANZ N A . LTS S o,

A ® LITOWTNMNIZiLY T 5 Submission Unit [ZHEI T 415,

< id@root JBMAED 7R Context of Use 73, R LHa 7 HF A | -
TN—TIE LT D,

< id@root JEMAEN 7T Context of Use 73, % 7% Submission Unit C
ftEnTn o,

< id@root JEMAE 3 7: 3 Context of Use 73, eCTD 523523 [FlfE

THHHFEOWMEDRIC L - TRt S TUH72Ruy,

id@root JEVEE N9 Context of Use 73, eCTD 521 573 R

ThH 2 HFEOMEDRINC K > THIRSUTEHR SN TV D,

N FEO AN 2 THE S S EABANE S 22,

DN BRI 2 THE D ~E EARAIEERIC 2V,

DN ERO T2 TRE S R ERRANTEHC 220,

<>
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1.4.6  documentReference
documentReference %3313, Document Zf5E T %, documentReference B35\Z J > THE S
AU7= Document |X, BlEF TH D contextOfUse B35 D code BSE\Z & - THE I NT-HFEE R
WODNLE DT & BT b,

7.4.6.1 XML boER&E &R
documentReference F3% DFLHEFTIZ OV TIL, ICHIG @ 9.2.8 Document Reference %5 % 2

S0 A TN

7.4.6.2 XML FE&h4HI

<derivedFrom>
<documentReference>
<id root="al7b06a2-a040-431d-8e5b-1f678c83af3c"/>
</documentReference>

</derivedFrom>

71.4.6.3 XML ERXRRUVEM
documentReference %54 K N2 DL T O %A, WNZEN S DJEMEIT, LTD#E Y,

LHEE fEDTY
1E DG
documentRefer [1..1] ABEFE X, Context of Use
ence L BE 315 5 Document
DR ZAEHNT D,
id [1..1] ICHIG fi# i@ v,
root [1..1] Y72 UUID | ICHIG FE#DiE b
il
root="al7b06a2-
a040-431d-8e5b-
1/678¢83af3c"
L VA0S > contextOfUse.statusCode@code & 1E {73 "active" T & D | 2 D
DFHFA priorityNumber Z557° updateMode JE1E% 5 F 72056, LN IZAE

T b,
® documentReference
> contextOfUse.statusCode@code J& V£ {H 75 "suspended" T & % . X %
priorityNumber@updateMode JEVEERILS TS L x| LLIT O
% &1 Submission Unit IZEI F S5,

® documentReference
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B3R

EH =58 > ICHIG s o EMBANC A . LR EH S5,

psiAl] ® LITOWTNMNIZEEY T 5 Submission Unit [FHEI T =415,

< id@root JEVEME 2SR T Document 73, 247% Submission Unit K& O}
T Y DT — Z = Z* DT IS S AETE LRV,

< WINARHRRIZ documentReference %55 % 5 £ 72\ contextOfUse
FRPRE STV D,

*EA LI, eCTD v4.0 2 W CTHEH Z 4172 Document (2T, Y454 H
IO T HARVERY | JEA BT ECUE S BRI E O % I
(LT, HEOREHRE EvH,), T—F_N—RRE LT 5,
N FEO AN 2 THE S & EABANEET 22,

DN FE BRI Z TR S R ERRANTEHC 220,

DN FEDAITHN A TRE 5 S EAANZEHT 220,

7.4.7 Context of Use keyword
Context of Use (215 Z 415 Keyword (LAF,  [CoU Keyword] &9, ) &, Context of

Use 23779 CTD WL LTk 2iBNE# A #2879 5, CoU Keyword 13 contextOfUse &1 T

D keyword ZFRIT Ko THREEZN, RESLUTO2HEALDH 5,
1) ICH XUTHFEA Y MRIZ L - T Keyword DFESE & AR D STV D H D,
5] : ICH Document Type, JP Analysis Type, 72 &,
2) ICH XIXFHFEAYHIC L > T Keyword DFEFEN RO HNTEY | HEHEMNMEE TEEY
w2 b0,
5 : indication, substance, group title, 7% &,

52 2)D Keyword 211 5-F 2 Bf1E. Hi%H5E235 T Keyword Definition % H VN TZ OfE
ZEFeT D, Keyword Definition DFEMIIAED 7418 22425 2 L, 72d., HEE T —
ZZOWTIFANE LT, BELYRCTET ANVFLXULT 7 A VA DRIETR RS NS T
D, KADERZ Keyword TRRAELSINDHFMIIBEEN RN LD D, Hl2IX, HEEETFT
— X %23 % Context of Use (Z group title Keyword Zf15-L7=& LT, %43% Keyword (T &

- Tk S 7z Keyword R CFHIDOERIL, grouptitle / — RE L TRRINRNI ERH

60

7.4.7.1 XML £ ERE &R
Context of Use |Zf1 5-3 % keyword 232 OFLH&E T2 TlL, ICH IG @ 9.2.9 Context of
Use ® Keyword &2 24252 &,

1.4.7.2 XML EC k451
LUFIZ, Context of Use (2459 % keyword %35 D XML e#ifil & ~7,
i Do)
<referencedBy typeCode="REFR">
<keyword>
<code code="ich_document type 65" codeSystem="2.16.840.1.113883.3.989.2.2.1.3.2"/>
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</keyword>

</referencedBy>

<referencedBy typeCode="REFR">
<keyword>
<code code="jp_cdisc_single" codeSystem="2.16.840.1.113883.3.989.5.1.3.3.1.10.1"/>
</keyword>

</referencedBy>

EFE 2)0p
<referencedBy typeCode="REFR">
<keyword>
<code code="MANUO001" codeSystem="My list 001"/>
</keyword>
</referencedBy>
<referencedBy typeCode="REFR">
<keyword>
<code code="SUBO001" codeSystem="My list 001"/>
</keyword>
</referencedBy>
<referencedBy typeCode="REFR">
<keyword>
<code code="SDTMDATE" codeSystem="SDTMVer001"/>
</keyword>

</referencedBy>

1 RS 2)08EA . Keyword DEF % Keyword Definition & L CTHefitd 2%, FEMIIAZED
7418 ZMT 5 &,

71.4.7.3 XL ERRUVEM
Context of Use |21 595 keyword B35 e O OFL FOESE, WRNZENHDEMEIL, LT
DY,

fEDTY
1EDH)
keyword [1..1] AREFIX, Contextof Use
DEMEREBEEST D
T RE AT D,
code [1..1] ICHIG Fi# D@ b,
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BERE VR

DORHFIA

EH exid >

AR

LEEE fEDTY Bl
1EDH)
[1..1] T XA b ICH IG FL#DE Y

i
code="ich_route_ 1

"

code= ’MAN uoor"

codeSystem

[1..1] T X bk ICH IG FL#DE Y

pi :
codeSystem="My
list 001"

HllX 720,

ERio [ZEE], MEOR ] KOt [FH] OWNFICIA THE S ~S R

® i

<>

ICH IG st oEHHRANCINZ ., LLTFA@EHE S5,

% 55 PN AE B oo BLF 0l IGE A EE (1 D OFEIE D CoU

Keyword [Z DWW CYZHFENICEBOENFE) L, T2
WTXEZRMTA256813. Y%EED CoU Keyword ZHWTE
DR ZWRT 22 L () EEOK 2 Z e HEEDOREIX. CTD i
U B BAIOXBIAfT < X5, product Keyword # 5 L #¥ D
32P HHTT D),

® LIFOWTNMNIZiEY T 5 Submission Unit [ZHI T S5,

ICH CV @ TICH Context of Use| X% JP CV @ [JP Context of
Use] 128> TGO BTV R0 Keyword 2315 41T
W5 (o2 L, WEEE 77 —# 2S5 L T\ 5 Context of Use D
BEk, AEOD 11 0 2)2H 5 Keyword 1ZHI4F 9 5),

ICH CV @ TICH Context of Use] X|/Z JP CV @ [JP Context of
Use] IZX o THZAE L SN TV D Keyword 23 5- T2,

1 > ® Context of Use (ZxF L T, [f LHEHD CoU Keyword 72318
S TVD

ICH Study Group Order Keyword 7235 Z 4L TW 523, study
id_study title Keyword 2537 5- S 40T a0y,

HEEE 7 — % 22 M L T 72\ Context of Use (2, LLF DWW
THDD Keyword 3 5- ST 5,

v JP Study Data Category

v' JP Analysis Type

v' JP Terminology(Tabulation)

v JP Terminology(Analysis)

HEEE 7 — ¥ 22 LT\ 5% Contextof Use (2, JP Study Data
Category Keyword 23 5- Z 41T 7,

MR IR SRR CId eV 7 — % ) (Non-CP) DAk % "9 IP
Analysis Type Keyword 23 5- S 41T % Context of Use 232/
L CW% Document (T, textdescription Z3EDN I T2
AN

FREAEBITIN A THE 5 N EEHHRANTRRC A0,

> JP Study Data Category Keyword 2 fgffi S L TWieWiGHE ., £ 0
Submission Unit [ZHI T 415,

» JP Study Data Category Keyword 232 &4 TV 5555 € O Submission
Unit [FEF S5,
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7.4.8 sequenceNumber
Sequeuce Number | %, sequenceNumber E551Z L - Tt X, RIMPFENICKIT 5
Submission Unit D2 AT & KR A =3 T ke 5 A 243 5, MFERICRET 5
Submission Unit (Z X » Tt SN fF#IE, FEEBRICSWTCEMMIZRE D
Submission Unit {Z J > CT&iT &415, Sequence Number [%, Submission Unit = & (23 S 41,
RHIT LM 2F S TH D,

7.4.8.1 XML L& ERRT
sequenceNumber 3% DL EFTIZ OV TIL, ICHIG @ 9.2.12 Sequence Number 25 % £ ffi4

5T &,

7.4.8.2 XML EE 451
LUFIZ, sequenceNumber 35D XML flalifi] & <9,
<componentOf1>
<sequenceNumber value="1"/>
<submission>
LD

</componentOf1>

7.4.8.3 N ERRUVEM
sequenceNumber B3 N Z O FOEFR, I NCZENLOREMEIX, LFO@Eby,

ER B ZEE fEDHL .
iy

sequenceNumb [1..1] AREZRIX, FIHERICE

er \F % Submission Unit DF&
HEFr & RF R 5 & 7~ 3
T AT D,

value [1..1] A R ICH IG Fl#iDi v,
Pl value="1"

G PR RS PRI THEE | MEOR] KON TRB) ORNEITINA THE 5 N & fEH#
DRHFHA AllE 72,
EH o > WETT A5G ST IR U R RS 12 3B W TR 72 D Sequence
A Number @ 9 5, FRKOMEIZ 1 % /& L7=4KfE % Sequence Number & L
T35, T & X, K Sequence Number fH % Ff D FE 7 7
Submission Unit Z5FET HIZHT2V | submissionUnit.code@code {57
lilEeiik oY AN
> LUFOWTNMNIZi%2 95 Submission Unit [ZHEI N S 415,
& VAT IETHFO 1) 1D 1999999 DFEE LIS DfE % Sequence
Number & U CTHRHEL TV 5,
® Sequence Number & 55 fEfE 7 4 L A4 N —F L7,
® WINFEHFFIC, FRCEMHLHI a), b)& TN o)lZHI & 72V VE % Sequence
Number & U CT#RHEL TV 5,
® LETIEIZ Sequence Number 23 1] 28I L TV 20,
® LETIEZ, BEFEM @D Sequence Number fHZ 2k L T\ 5,
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HIHEHRE D a)D Sequence Number (% 1) &7 5,
—JEHEH L7 submissionunit.xml % H UE 3 XIIFEEET 55613,
HUE L SUEHERE %5 @ submissionunit.xml & [F I D Sequence
Number Z #2725,

HIREHRE D b)?D Sequence Number (% 1] &7 5%,

—EfRH L2 b2 LET XIIHH 3 254 1%,. Sequence Number
IS 1 &2,

HINEZHRED ¢)D Sequence Number [X 2] &35,

—ERM L7 o& H LET XUIHEEN T 5355 1%. Sequence Number
I 2] &%,

7.4.9 submission
Submission {X., submission B3E\Z - THALS N, BEZHGEICE TN M E OFE®R 2 124t

DOl BiEHRAE BT Z LA TE 5, Submission 23272 HIZBJ# 9% Submission Unit I,
2i5% Submission O TS & L TRIESIT 5723, eCTD v4.0 XML A v & — kT,

submissionUnit B35 D TN EE & LT submission B3 73M71ET 5, submissionUnit B331%, H
E73BiE# -5 < Submission D% . submission B3 & LTI 5,

7.4.9.1 XML DS &R
eCTD v4.0 XML A v & — b submission BEZE IR DO L HITHEINS,

®  controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission

71.4.9.2 XML EE k451
LA FIZ submission %56 D XML Gl il & <7,
<componentOf1>
<sequenceNumber value="1"/ >
<submission>
<id>
<item root="c4550245-fa32-444e-8433-702fbba7a8d4" extension="20160505001"/>
</id>
<code code="jp_original" codeSystem="2.16.840.1.113883.3.989.5.1.3.3.1.5.1"/>
] -
</submission>

</componentOf1>

7.4.9.3 WL EZRUVEN
submission Z3E K ONE OB T OEFE, WNTENS QRMEIFZLL T OMEY
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ER B ZEE EDEY .
1EDH)
submission [1..1] AREFE (324 7% Submission
Unit |2 B# SO THEfik &
A5 b B A R
5o
id [1..1] AHFILY53% eCTD HIFE
DRI ZAEHANT D,
item [1.1] AREFRIT Y% eCTD HFE
DR Z AT D,
root [1..1] %72 UUID A Submission ¢ UUID,
ICH IG Rk DI HEHA%
Ai: WCHl s 7273 XA
root="c4550245- | |z L\ VH EE N R KT
fa32-444e-8433- %,
702fbba7a8d4”
extension [1..1] Heoffy T eCTD =137,
/}‘%
extension="201605
05001"
code [1.1] AREFRIT Y% eCTD HFE
DOALEST (EAR$EH,
ZERM., L) RN
15,
code [1..1] TX¥A K Y5% eCTD HIGEDALE D
J AR RT3 — NME % fi
#i- & LTH2, =— FEIX
code="jp_original” | JpCV @ [JP Submission ]
a— RU X R HER
45,
codeSystem [1..1] w72 OID [JP Submission] =— K
U X k~dD 0OID,
/}‘%
codeSystem="2.16.
840.1.113883.3.989
5.1.3.3.1.5.1"
subject2 [0..%] ARESET review B3 % 7
W5,
review B35 DFEAIIAE
D 7410 M T5HZ
B
componentQ [1.1] AREFRT application F5&
f ZAEANT Do
application 35 DFEMIE
AED 7415 228+ 5
Z &,

DOI-HFHR

Bl Review Z i7" 2355 . IIBESE Review DIEH AL E T 556
%, HEEE 2 &1T subject2 BHFR L ARHET 5 Z &, Review OFEMIZ DOV
TIE, AED 7410 2 BT D L,
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{1l

B3R Bt SEE fEDTY Bl

1EDH]
EH SN > RS LT IR OBIEIZOWTIE, submission BT O HROZEH(Z
AN Bbbd| HF2WML TR UEZRETL L, ZNODEEEET
LEN B LHGEIX, FANIEEY RICHERT L2 &,

® id.item@root

® id.item@extension

® code@code

® code@codeSystem*

*7-72 L. code@codeSystem JEVEDRT OID DREIZE EFN D/ —
VarFeiE, B L TWDHLETRN,
> id.item@root JETHEIT, 7 Submission & —E|Z#kAI T 5 UUID &3
5T &,
>  LUFIZE%Y4 9% Submission Unit [ZH T &5,
® id.item@extension JEVEMEN Y% 5D eCTD ZfIHF B L Rie D,

> PIRERHRRZ subject2 R DRME STV WA % @ Submission
Unit [FHEIF 3415,

A\

b)IZ subject? B %a GO TIER BV, £7o, subject2 BHE % b)IHE
W1=3%E . %O Submission Unit IZEI F I 5,

Y

subject2 EEDRPES L TORWES . £ D Submission Unit [FHI T &
b,

7.4.10 review
review B, M EEREREET 5, REEET LT 1 OO subject2 BHEPREES 41,
subject2 BT L2 1 DD review BERENPRMLIN D,

7.4.10.1 XML Eoic&EiErr
review 3513 eCTD v4.0 XML A vt — E LU FOYATIZRLHE S D,
®  controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission >>

subject2 >> review

7.4.10.2 XML &5
LTI review B35 D XML FLfli 5] 2 ~9,
<subject2>
<review>
<id root="c2a664fc-4b41-4425-8631-46b7bf1{58a6"/>
<statusCode code="active"/>
<subject1>
[
</subject1>
<holder>
[
</holder>

<subject2>
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1.4.10.3

review

G
</subject2>
</review>

</subject2>

WL ZRR VRN

review BN T OB T O, WNZEN L DRIEZILLTO@EY,

R B

SEE

[l..

1]

B
1EDH]

L]

AREEFRITL,
LAERAE

i 17 2 1%

id

1.

1]

R Y5 review B
DR T2 KT 5,

root

1.

1]

#2472 UUID

Ve

root="c2a664fc-

4b41-4425-8631-
46b7bf1158a6"

/K Review @ UUID, ICH
IG @7/ XA
WCIEVHGEE NI EFET
Do

statusCode

1.

1]

AREFRITH K E O
A EORAE 2T B
EHANT D,

code

i

1]

o S

/;‘M.

code="active",
code="suspended"

HEE & OIREE & ﬂ—“‘é" =
— R, HHOWHEEL

0 eCTD [T\ T, _45
DOHERTFT 554, H
BOKET TIXYFZEERDY
TUIFXHRD Review (2%}
L "suspended" % TE fit 9
%o FOMOLGEITEB N
TlX"active" %Tmﬁj?‘é" %)

subjectl

[0..

1]

N oL =S 8
manufacturedProduct
RERANT D,
manufacturedProduct &
FOFEAIAREFD 7.4.11
BRI H L,

holder

[0..

1]

AREZX applicant T35
T Do

applicant B35 DFERIITA
HFDTAB BT DT
L

subject?

[0..

*]

ZN i) ES [
productCategory % 3 %
AN 2,
productCategory % 5& D
HAIIAEZD 7414 25
M4oZ &,
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R JE LEEE fEDTEY B

1EDH

CE VROV > IR R, ERER LK VEEOETRMAEATH D,

DA >  WGETIE, statusCode@code JEVEME)  "active" ThH 5 & x| EFEZR KL
BHEOETHRMETH D,

> WETIE, stautsCode@code JBMEAED "suspended" ThH 5 & & LLF DWW
DT A T Submission Unit IZEI F I 5,

{1l

®  subject]
®  holder
®  subject?

> subject? BRITHFER > T L ICRETHZ L,

EH sl > LU oW L_Efélﬁ‘é Submission Unit [ZH T S5,
FHLAI ® HWNHRHEEGEDTA 7V A 7 NVEELTHD TRMELT D review %
F D statusCode@code JEMAE D "active" T7RU,
® review.statusCode@code JEMEAEDN "active" & OM'suspended” DV 4T
H7au,
® 4% review B3 D statusCode@code JEMENE % "suspended" THEAE L 7=
FER. statusCode@code JEVEAE 3 "active" T 5 review B3 734 3%H
FICBWTHFEL RS 2 D,
id@root JEVEEIL, 7K Review Z —EIZf#AITE 5 UUID & §5 2 &,
SGTRE KRB L I T o T 6T FT-NEICEE D72\ review
L=y ﬂﬁbﬁw:&
> —ERGERT I LY 5 L 2r 572 Review & Al U id@root JEMEAE %
£ review E%%Tx‘%{ LCiEe 7220, —FERFEIT I L 0 i
L 72 Review & FEA N L2 WAL, HTHLO Review & L THEH
THZ L,

vV VY

N FEO RN & THE S X E BN 2R,

> b)IT review BREE O TR B2V, F72, review BE % b)IZE T
%6, %@ Submission Unit IZH F X5,

DN FEOABITHNZ THE 5 BRI 220,

1.4.11 manufacturedProduct
manufacturedProduct %3313, BEERZ RIS D, 1 DD review BEHE T L2 1 DD
manufacturedProduct Z3E DAL S VD, manufacturedProduct E55 131 N IZIA4 O
manufacturedProduct B3 % 5| RE TILHIHE % manufacturedProduct B35 L WY, 1%H %
manufacturedProduct. manufacturedProduct 535 & W-.5,

7.4.11.1 XML Eosc&Ei &
manufacturedProduct Z3513 eCTD v4.0 XML A v &— L LUFOSGFTICRE I D,
®  controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission >>

subject2 >> review >> subject] >>manufacturedProduct

7.4.11.2 XML Z2&451
LA FIZ manufacturedProduct 3% 0 XML el & 7=,
<subject1>

<manufacturedProduct>
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<manufacturedProduct>
<name>
<part value="t A ¥ 7 & 5 —/L§E 10mg"/>
</name>
<ingredient classCode="INGR">
[
</ingredient>
</manufacturedProduct>
</manufacturedProduct>

</subject1>

7.4.11.3 XML ERXRUVEMS
manufacturedProduct %32 i 02 OB T DR, WNTEN S DEMEITLL T D@ Y,

ER B 2EE fEDR B
1EDH]
manufacturedPr [1..1] AREHRIT, HAEREHE
oduct WD,
manufacture [1..1] ARBEEL, R ER AR
dProduct W5,
name [1..1] ARER TR T4 RN
Do
part [1..1] AREZIIIRTA 2T
50
value [1..1] TX A b EDOIRTE4
Al value="t-1
¥ F g —LEE
10mg"
ingredient [1..%] VN 22 = I3
ingredientSubstance 3
RN D,

ingredientSubstance % 3%
DFFAMIAED 7412 %
SRTHZ L,
classCode [1..1] [ AKJBMEIT ingredient 37
Z D BRI B oS
classCode="INGR | (@t CHh 5,

"

g > UEBLICE ENDA AT T LT, ingredient A TRILT H 2 L&

DHRHFHA

EH =i > part@value JEVEMEIX, HFEECHOMIES L —BSEDL T &,
A >  LUTICE%% 7 5 Submission Unit [ZH T S5,

® part@value JEVEEN 241 SCFLL ETH S,

N FREAMRITIN 2 THE 5 ~ & EAHANIFRIT 220,
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LHEE EDR
BB
N > b)IZ manufacturedProduct B3 % 5 TIX e b, F 7o,
manufacturedProduct %33 % b)IZ 5 D724 % @ Submission Unit (&
HFSh%,

O FRRARITIN A CHE 5~ & A BRI 220

7.4.12 ingredientSubstance
ingredientSubstance Z381%, AR DAFRERMET D, 1 DD ingredient R Z L 1T 1O
O ingredientSubstance BRI 5,

7.4.12.1 XML LoEE&i &R
ingredientSubstance #3513, eCTD v4.0 XML A v&— k. LLFOSGITICRHE IS,
®  controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission >>
subject2 >> review >> subject] >> manufacturedProduct >> manufacturedProduct >>

ingredient >> ingredientSubstance

7.4.12.2 XML &5
LRI ingredientSubstance %5500 XML Fl#if] & <9,
<ingredient classCode="INGR">
<ingredientSubstance>
<name>
<part value="+ —7 A HEEEH" code="jp_jan" codeSystem="
2.16.840.1.113883.3.989.5.1.3.3.1.7.1"/>
</name>
</ingredientSubstance>

</ingredient>

71.4.12.3 XML ERRUEMH
ingredientSubstance F35 . N DEL T OFFR, WNZZN L DJEMEITLL T O@Y

EHR BE ZEE EOR A
o

ingredientSubst [1..1] ARERIL, BRI D4

ance PRER&EHS 2,
name [L.1] ARERIL, ARk 04

iR R
part [1..1] KREFRITA L5 D4

MREAEANT 5,

value [1..1] TX A b WK Gr DA TR,
#i value="-1—7"
1 L
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CES B LEE B B8

1EDH]
code [1..1] FEZ H Bk 5y O 44 Fr o FiL XA

FR9a— R, JPCV D
P code="jp_jan" | T JP Substance Name
Type] =— U X F D

BIRT 5,
codeSystem [1..1] %72 OID [ JP Substance Name
Type] = — KU A KD
pi: OID,

code="2.16.840.1.
113883.3.989.5.1.3.
3.1.7.1"

CE VLR RES FRL [HEE ), MEOR ) KO T ONFITIA TH O ~&E R

DRHFR] AlE 72 v,

EH =58 > part@value BYEEOMEIL, JFAIE LT, HFEETHO k4 & —Hs

B THZ L,

>  LATIZE%Y 9 % Submission Unit [ZH T &5,

® part@value JEVEEN 241 SCFLL ETH S,

N FEO AN 2 THE S S E BN 220,

> b) T ingredientSubstance %% % 5 Tl e b/, F 7o
ingredientSubstance %35 % b)IZ 5 W 7=, & @ Submission Unit [ 3%
Tanbd,

OF BRI A THE D N E AN A2,

7.4.13 applicant
applicant 23813, HiEEIHEREIRULET 5, review 56 Z L2 1 DO applicant B35 HEAE X
N5,

7.4.13.1 XML LoEE&i &R
applicant Z351%, eCTD v4.0 XML A v & — k. LN OEFICE#E SN 5,
®  controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission >>

subject2 >> review >> holder >> applicant

7.4.13.2 XML E2&k45)
LLURIZ applicant 35 D XML Fe#i il 2 <9,
<holder>
<applicant>
<sponsorOrganization>
<name>
<part value="PMDA $UZEMEA 4"/~
</name>
</sponsorOrganization>
</applicant>

</holder>
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7.4.13.3 XL EXRUVEM
applicant %35 K O DEL T DO EFE, WNTZN D DRMHEIZLL T D@ Y,

B3R BE Z2EE ERRE BTG
1EDH)
applicant [1..1] ARERIIHFE L
W5,
sponsorOrga [1..1] RKERZBIIHFEEL K
nization WA,
name [1..1] AREFILIHFEE 4 &
W5,
part [1..1] ARERIIPFELEHK
W5,
value [1..1] T ¥ A b BEHFEEORFEE 4,
2 value="PMDA
LA

CE DOV Ril FELo [ZEE ] MEOR] KUY [FH ] OWNKITIA TR ) ~E 2B
DRHFR] Ul ESAAN

EH =M > part@value JEVEMEIX, HFEELHMOPFEEL L —BSED T L,

A >  LLTIZR%%9 % Submission Unit (ZE F X5,

® part@value JEIHEAE)S 241 SUTLLETH D,

N FEO RN 2 THE S X E BN 22,

DN > b)IT applicant B3 % E O TIX /e B2V, £72. applicant B35 % b)IZE
Oi=8%E . % @ Submission Unit [ZH TS5,

DN FEDAITHN A TRE 5 S EAHANZEHT 220,

7.4.14 productCategory
productCategory B331%, HFEX3ZRHET D, review B5E Z L 12 | D XUTHILD subject?
DERAE S AU, subject2 B3R T L\ productCategory B RIL S LD, 1 DD productCategory
BRITFIZ 1 DORFERGE RO, BEORFER G E R OHGEOLA . BiEX o0
R D subject2 B3RV LI N5,

7.4.14.1 XML Eoic&Ei &
productCategory 3513, eCTD v4.0 XML A vt — k. DLFOBEANICE#E SN D,
®  controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission >>

subject2 >> review >> subject2 >> productCategory

7.4.14.2 XML E2&i451
LU FIZ productCategory %235 D XML Fe#lifil % <7,
<subject2>
<productCategory>
<code code="jp_1_1" codeSystem="2.16.840.1.113883.3.989.5.1.3.3.1.6.1"/>
</productCategory>

</subject2>
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7.4.14.3 XL EXRUVEM
productCategory ZLF K O DR T OB, WNZZEN LD RMHEITLL T DIEY

Bk B LEE EDE i
1E DG
productCategor [1..1] ARERITIHFX &k
y LR
code [1..1] KRERITHF XD &k
LIS
code [1..1] 7 F A bk XA a— R,

ARHPFEF IO H
#l: code="jp_1_1" | 35X 4y % JP CV O [P
Product Category ] 21— K
UARNOEIRT D,
codeSystem [1..1] %472 OID [JP Product Category| =
— U X ~® OID,

i

codeSystem="2.16.

840.1.113883.3.989
5.1.3.3.1.6.1"

S DNEOVETES Lo T EE ), MEOR] KO T3] OWNFICIZ THE D N fEHH#
DA HliZ 720,

EH =S > code@code BIEIEN RIS 01T, HEEEREMOBGER Y L B
A HHZ L,

N FEO RN & THE S X E BN 2R,

N > b)IT productCategory Fi5k % 5O Tl b7V, £7-. productCategory
TR & bW DT, £ O Submission Unit (FHI T X5,

OF FEAEBICINA THE D N E AT A2,

7.4.15 application
Application (X, application B33\ X > TS, UG L > TIRIHS LD IHEHROE
M OLEORPEICEES D EFERERMET D, 1 DO submission THEITHIZ 1 >0
application B3 % 510,

7.4.15.1 XML Eoic&Ei&Err
application %5513, eCTD v4.0 XML A »vE— E IR OEGFTIZERE I D,
®  controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission >>

componentOf >> application

7.4.15.2 XML E2&k451
LLUFIZ application 552 0 XML Feal il % /<7,
<componentOf>
<application>

<id>
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value"/>

<item root="492462{7-81bf-46e0-9b59-b677a86c88a4" extension="sender-specified

</id>

<code code="jp_nda" codeSystem="2.16.840.1.113883.3.989.5.1.3.3.1.8.1"/>

<reference>
L [HRED.
</reference>
<component>
R
</component>
<referencedBy>
[
</referencedBy>
</application>
</componentOf>
7.4.15.3 XML ZZXRUEMH
application B35} OV OFL T OEFHE, WRNZZN O DJEMITLLFO@Y
Bk B Z2EE fEDE i
1EDL]
application [1..1] A EFIT., Y E
SubmissionUnit (Z#ft-D\>
Tt =415 Application
DIFWEIANT 2,
id [1..1] AEFIT Y% eCTD HIFE
DB F AT D,
item [1..1] ARERIT Y3 eCTD HFE
DR T 24T D,
root [1..1] %72 UUID /K Application @ UUID,
ICH IG o7 /=Y
p: R BATHEVN I FE D38
root="492462f7- | ¥4 %,
81bf-46e0-9b59-
b677a86c88a4"
extension [0..1] TXA K AP HREEEHET
L2 EHHME LTH
- B4 5RO,
extension="sender-
specified value"
code [1..1] AREFHE IG5 eCTD HFE
DHFHZ AT D,
code [1..1] TX AR W3 eCTD HIFE ORI %
AT a— R, a2— NEX
P: code="jp_nda" | JpCV @ [P Application|
a— RU X R bR
AR
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CHES B LEEE EDAY B

1E DG
codeSystem [1..1] %472 OID [JP Application] ==— K
U Z @ OID,

4
codeSystem="2.16.
840.1.113883.3.989

5.1.3.3.1.8.1"

reference [0..%] i E # X
applicationReference %5
ZHEINT Do
applicationReference %55
DFEMMIAED 7.4.16 &
ZRITH L,

component [0..%] REEZZIL document H3z
ZRENT D,

document %37 O FEAMIX
AED 1417 2B 5
Z &,

referencedBy [0..*] N L4 ES [
keywordDefinition %55 %
AN 2,
keywordDefinition 3% D
FHMIIAREFED 7418 25
BT 52L&,

ERXRRKOCRBMH BEHFEICBEST RO MG (LLT, TBEGES 2Wo,) b 15
DOI-HFHR BlE, BEHFE 2 LT reference BEREREMTH 2 L, F o, BIERFE
IZ Submission Unit = & ([ZHBEE 2 C ORI FEZH2Mt3 2% = &, B
FOFEMIZONWTIIARED 7416 xZRT D &,

5% Submission Unit |2 & - TS 2 878 Document 7 & 2 5513,
Document = & T component B35 Z 12925 Z &, Document DFFEHEIZ
DNWTIEARED 7417 22T HZ L,

WL EEIC B T3 % B Keyword Definition #2492 5413,
Keyword Definition = & |Z referencedBy 535 % #2292 Z &, Keyword
Definition DFEAIC DWW TIIARED 7418 #2352 &,
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CHES =13 LEEE fEDH B
1E DG
EH Sl > FRIE LT, LT ORYEICSWTIX, application Bt T DIEH O I
A Mbbd MEZzELCRUEZELRTLIZE, ZNOOEEEET
DN G HGETE, FANCEEYRICHET D Z &,
® id.item@root
® code@code
® code@codeSystem*
*7272 L. code@codeSystem JEVED "7 OID ODREIZHEND/N—
Va L, B LTV DRBETRY,
> id.item@root JEVEMEIL, A Application Z —EIZw#A| T& 5 UUID &
HT kL,
> id.item@extension JEMEIIHFEFIC L DFHEZ B E LTV D, FAEY
JIZHRHT % eCTD v4.0 XML A v B —DICRBHEEZ GO D Z & 1dE
LR 7200, FAY XL ZBE AR Ly, 2, KEED
EORNZOWTIL, KEFED 2.5 D [FF A MUE LT A6 305
] 1O CHUE SV SCFHREICIRE S 4720,
>  LITFICi%Y 9 % Submission Unit IZH F &N 5,
® id.item@extension JEVEEH 1001 LFLLETH 5,
N FEO AN 2 THE S & EABANEE 2,
DN FE BRI Z TR S R ERRANTEHC 220,
DN FEDAITHN A TRE 5 S EMAHANZEHT 220,

{1l

7.4.16 applicationReference

applicationReference %3513, BIERGE O RARMT 5, Hl2IX, AR HFEORR
WA B ORGEEZ ST 25 0IMEHNT 52280 TE 5, 2oLk &, FERHEILeCTD
v3.2.2 T v4.0 ZIEA L LTHFE SN TWRITIIEZR 5720, eCTD v4.0 Z W2 HFED
applicationReference B3>, eCTD v3.2.2 # HW=HFED eCTD 2 E A ST 52 &IX
72 L3272\, BAET % eCTD HEED 72\ G5 applicationReference %56 % Tl 9~ 25 BT
N, BTG5, 1 DD application B3813 1 S X I D applicationReference %35
EROZENTE D, BET 2 eCTD HEENEED 2 A1, BIE T 5 eCTD Hi 2 &1
applicationReference %35 % itik 4 5,

7.4.16.1 XML EoE&Ei &R
applicationReference %3813, eCTD v4.0 XML A v&— E DLFOEGFTICHRE D,
®  controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission >>

componentOf >> application >> reference >> applicationReference

7.4.16.2 XML &5
LA FIZ applicationReference %55 D XML Ll il 7~ 9,
<reference>
<applicationReference>
<id root="20160103001"/>

<reasonCode>
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<item code="jp_pca" codeSystem="2.16.840.1.113883.3.989.5.1.3.3.1.9.1"/>

</reasonCode>

</applicationReference>

<reference>
7.4.16.3 XML EZXZRUEM
applicationReference %33 i N2 OB F OEESE, NI TN S DRMEZILLTFO@EY,
B3R BE Z2EE fEDT BTG
1EDH
applicationRefe [1..1] AR 1 B I 1 @
rence ZFEANT D,
id [1..1] A BLSE 13 BE EE H oD Rk
BT Z AT 5,
root [1..1] e BT BEE S D eCTD 2+
o
/}‘M.
root="2016010300
.
reasonCode [1..1] ANBE TR E O ME %
AT 5,
item [1..%] AELFIL B E O FEIH &
AT 5,
code [1..1] T XA applicationReference.id@
root D3R B HFE & D
#l- code="jp pca” | B OFEH % RT3 —
R, @— FEIZIJPCV D
r JP Application
Reference Reason| = — R
UZX R HEIRT 5,
codeSystem [1..1] #2472 OID rJp Application
Reference Reason] = — K
- U A k@ OID,
codeSystem="2.16.
840.1.113883.3.989
5.1.3.3.1.9.1"
CE YAV ia | > 1 SOBERENEBORIE A FFOB A, 1| OO applicationReference
O HFA FERELTIC, B#E O = &2 reasonCode.item 37 % 235 Z &,
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{1l

B3R Bt SEE fEDTY Bl

B4
= “xtd| > 4% Submission Unit O SIZEIT 52 TORMERFE 2T 5 2
A Lo BlZIE, PINGRIHRFCESE R EZ 2 S L, %o TR

FHA LR LR o oG, W I I BEME 2 R o 7o LIRS h
> DUTFOWTNCiZYS 9 % Submission Unit (FHIF S5,

® id@root JEVEME7RT eCTD A1 573, 2i% Submission Unit THz
flksnTnsg,

® id@root BYEIERT eCTD ZIHF L ZFFOHFEN, FEYROT
—H N RFHE LR,

® id@root JEVEIEA/RT eCTD A 13E B 2RO HGEN, WMEICHRY T
FohTnog,

® [fl— D id@root JEMHAE % Fr>1EELD applicationReference B3 %, 1
-2 Submission Unit (25 TR L TV 5,

® reasonCode.item@code X reasonCode.item@codeSystem™* D75
DENE—TH DEID reasonCodeitem EHFH 7%, 1 DD
applicationReference B2 T TR L T\ 5,

*7-72 L. reasonCode.item@codeSystem J&'E737~5 OID OKEIZE
ENDHN—Va VEER-BL TR TY, ZOMOEHR?—
B L T w v X . reasonCode.item@code % N
reasonCode.item@codeSystem DFLA5 > X [F— & BT,

o PHEHORMNHEL LT A H/ARHGERIZIR LT 2 BKGEHFE 2w
L T\ % applicationReference 5 D id@root JEMHEIZ, KGRI T
WZRUWHIEED eCTD ZAFE 52t L T 5,

N _FEO AN 2 THE S R EEABANEE 22,
DN FE BRI Z TR S R ERRANZEHC 220,
DN FEDAITHN A TRE 5 S EAHANZEHT 220,

o H

1.4.17 document
Document [Z, #9257 7 A WIZBT 2 HA12HET 5, Document I % document Fi3E1Z 1
S>Tiefitsisg, HWEEEIL, 120 Submission Unit (2 X 5T 0 2> LD document 555 % 1
BT ENTES, BEHT D77 AL T L2 1 DD component HHENEME S, component
FR T L2 1 DD document EFEPIRES NS,

7.4.17.1 XML L& &R
document EFE DO FHEHFBATICOWTIL, ICHIG @ 9.2.15 Document %2545 &,

7.4.17.2 XML 2451
LRI document E35 D XML Frak il 2 7~ 97,
<component>
<document>
<id root="8505a8b2-7035-47cf-81ec-e8176e1d87be"/>
<title value="—#% & " />

<text integrityCheckAlgorithm="SHA256">
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<reference value="m3/32-prod/manuf-process-and-controls.pdf"/>

<integrityCheck>c0d5623550c997a70b62717d95fcalcada201754d1ed9fbbbbfa97bfd64c

8ead</integrityCheck>

</text>
</document>
</component>
71.4.17.3 XML EZXZRUEMN
document B35 N O OEC T OHEZE, WNZENLDEMIL, LLTFO#EY,
BER =2 Z2EE fEDT A
1EDH
document [1..1] REFZ T, BEYBITHE
3277 A4 LDIGEH
AT D,
id [1..1] ICH IG FL# D@ v ,
root [1.1] #%¥M72 UUID | ICHIG fe#koi@ v,
/;‘%
root="8505a8b2-
7035-47cf-81ec-
e8176eld87be”
title [1.1] ICH IG ik DiE v,
value [1.1] VA ICH IG FL#D#E Y
4
value="—/#1g "
updateMod [0..1] [ 7 Document O % A kL%
e WHTAERIC, "R &S
updateMode="R" | 524 %
text [0..1] ICHIG fe# i@ b,
integrityCh [1..1] E ICH IG FL# D@ Y
eckAlgorith
m integrityCheckAlgo
rithm="SHA256"
charset [0..1] TXA B HEEE 17 — ¥ 52 W
9% Document {Z VT,
Ai: MHEHEETT —XIZ
charset="jp_uf8" | G ¥h %5 HAFETF — X
DX Fa— K, Z2RTS
HEE™E 77 — Z7% SAS
XPORT £ (xpt) D
4. JPCV @ []P Japanese
Character Code] 7>5H %24
T 53— NE@IRT 5,
‘ reference [1..1] ICHIG ft#om"»
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HR Bt SEE fEDTY B
1EDH]
value [1..1] THRA R AKBPEDFLHE S LT
% submissionunit.xml 7>
pi: 5O SAHRT, 7
value="./1/m3/32- | » 4 L DT % 5 E T
bodydata/32s- 3.
drugsub/32s1-
geninfo.pdf”
integrityC [1..1] A SR ICH IG LD v
heck
Vi
<integrityCheck>c
0d5623550c997a70
b62717d95fcalcad
a201754d1ed9fbbb
bfa97bfd64c
8ead4<integrityChe
ck/>
thumbnai [0..1] ICH IG FL# D&Y ,
1
value [1..1] TXA b ICH IG FL#iDi v ,
Vi
value="26145c7a-
3dc7-404d-91cl-
6ele5c71f8f6"
descriptio [0..1] ICH IG FL#iDiE v
n
value [1..1] THRA R il DR 5 P G i oD HR 5 R
T =228 T D
- Document DE | 2R3
value="PK IFPT/H | 2 R E T — % DA
Azt b | FOBW,
(ADaM FZ=() "

BERE VR
DRI

Document % A MV HEHTHGEERE
BE#& H © Document @ title@value J& 'EE % T B9 5 & & |
title@updateMode JEVEIIVIH T %,

tile@updateMode JEEE LS TV D & &

Submission Unit [Z# F X5,

LMo EMEE

text LEIVNETH 5,

text B35 & 5 L

ICHIG IZ52# 1 3 523, 245 25 C Submission Unit

AREHLTH, FEYRICERM S L BfE e,
® fextwlanguage
® text@mediaType

® text@updateMode
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B LEEE fEDR B
1EDH
EH c=id| > ICHIG it EAMHANZ N A . LRSS h o,
A ® UITOWTINNIEEY T % Submission Unit (FHIF S5,
< title@value JEMHEE 1001 LT ETH B,
< description@value JE&EEDY 101 SLF-LLETH D,
< thumnail@value JEEAED 1001 XFLLETH D,
S R EEZOTA T A 7V EE L THO TRET S
docment B33 \Z title@updateMode JEMEETRHE S LTV 5,
< title@updateMode JEVEEDRIELS IV TWD D3, title@value JETE
ERTEHF STV,
<> title@updateMode JEMEAED ML STV RN id@root JEMEAE

D3 EIZHE H 2472 Document @ id@root JETENE & Fl—Th 5,
< [A] Submission Unit @ Context of Use 7>HZH ST 720
document PRI TN D,
< reference@yalue JEIEME DS R TIGETICKET 5 7 7 A VW INMFAE
L7220y,
< reference@value JEVEEIZ Y 73% eCTD @ eCTD %5 & — L
BRWE—REE 7 AN EHE2ELT 7 A NVRAPEE ST
%o
<> integrityCheck BLZENE DR T F = v 7Y LD EBRDT 7 A )1
DFxzy 7 NEHRRD,
< SAS XPORT 2\ (xpt) D7 7 A V& BT 5 document 57
Bl TS, text@charset BN FEHE S LTV,
<> TERAREKESE CiX2WvWsr — 4 | (Non-CP) LISk % =9 JP
Analysis Type Keyword 73} 5- 41TV % Context of Use 7> H %
H XN TV D document BESEFL T2, text.description 5238 3
STV,
> JFAIE LT, BEY/IT document.text.thumbnail@value J&MAE % 15 H
L72pvy, 7o, KABEOHEORIZ SN T, AED 25O [FF A b
& U Tl RTRE 72 SCRRR] IS THUE SV SUFREICERE S e,
> FUF =yl Y Lafio7 7 A VBEBIFET 28556 ThoTh, T
NEND T 7 A )NEZ T 5 Document @ UUID [TH72 25 Z LIZHER
THZ L,

>  LUATIZE%% 9 % Submission Unit (ZHI T X5,
®  reference@value BTG RTINS, HEEE 177 — ¥ AT~ &
BT TR,
> LUATIZE%¥% 9 % Submission Unit (ZHI F X5,
® reference@value JEMEIEN RIS MEEE 7 — X M T &
BT T 5%,

7.4.18 keywordDefinition
Keyword Definition (X, Keyword DEF A4 f2td 5, contextOfUse ZFz1%. Bl FIZ Keyword
RO ENTEDLN, keyword BT 2 — RERETHDOHT, TOa— RBRTNER
IRE72V, Ka—RiE, LFD2 2O FIEICL > TERIND,
(1) ICH MIHFEELRICL->Ta— FENANERINTND
() HEENT—NLENBEEXRTD
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ERL(DIZEE YT % Keyword % Context of Use |21 5 254, %fI59 % Keyword Definition
R L Cide b0, EFRQR)ICEE Y T % Keyword % Context of Use (2 59255, %t
9% Keyword Definition 55254 It 2 MR H 5,

7.4.18.1 XML Lo>ER&Ei &R
keywordDefinition E5& D FL#EE FTIZ DWW TIEL, ICHIG @ 9.2.18 Keyword Definition % % 2

S0 A TN

7.4.18.2 XML E2&k45)
LUFIZ, keywordDefinition #5% D XML FL# 5l & 79,
<referencedBy>
<keywordDefinition>
<code code="ich_keyword type 3" codeSystem="2.16.840.1.113883.3.989.2.2.1.5.2"/>
<statusCode code="active"/>
<value>
<item code="MANUO001" codeSystem="My list 001">
<displayName value="Big Manufacturer"/>
</item>
</value>
</keywordDefinition>

</referencedBy>

7.4.18.3 XL EZRRUEMH
keywordDefinition %32} N OFL T DYSE, WNZZN O DEMEIEL, LFO@ v,

HR Bt LHEE fEDTY B
1EDL
keywordDefiniti [1..1] AREFIL, Keyword DE
on BEKMNT D,
code [1..1] ICHIG fe# i@ b,
code [1.1] TXAR ICHIG Fi#»i@ v, ICH
CV @ TICH Keyword
- Definition Type] I% JP
code="ich_keywor | cv @ [ Jp Keyword
d_type_1" Definition Type | 7> 5% 24
53— Fa@ER L
95,
codeSystem [1.1] %472 OID ICHIG Fi#»i#E v, ICH
CV @ TICH Keyword
Ai: Definition Type | ® OID X
codeSystem="2.16. | |3 Jp CV @ [JP Keyword
840.1.113883..'3,.989 Definition Type | ® OID %
2.2.1.5.2 Bt
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B B SEE EDE il

1EDH
statusCode [1..1] ICHIG & D@ v
code [1.1] [l ICH IG FL#D#E Y
code="active"
value [1.1] ICH IG FL#D#E b ,
item [1.1] ICH IG FL#D#E b ,
code [1.1] T¥ A bk ICH IG FL#D#E Y ,
MEEHEDMMEEICEET
#i- % a— N,
code="MANU001"
codeSystem [1..1] FX Ak ICHIG Fe#iDi#E b,
MEEHEDMEEICEET
- 5. a— KU A NOfh]
codeSystem="My | 7
list 001"
display [1.1] ICH IG FU#fk»iE v .
Name
value [1.1] T¥ A bk ICH IG FL#D#E b ,
HEEE PMEEICHRET
#: value="Big %, Keyword ODFE R4,
Manufacturer"
updateMod [0..1] [ ICH IG fE# D v ,
e Keyword D=4 % BHT
updateMode="R" | 4z iz "R" &35 ET
5o
U LR e > BERRH O Keyword Definition @ displayName@value J&THE % B 5

DR HHR] L&, UMIBATH D,
®  displayName@updateMode

EH coidl > ICHIG its o EAHANZ N A . LTS Sh o,

A ® LIFDOWWTHINIZi%EY T 5 Submission Unit ITHI F I D,

value.item@code JETHED 129 LTI ETH B,

value.item@codeSystem J&HEDS 257 LT ETH D,

displayName@yalue J& 723 1001 XTF-LLETH 5,

MR Z GO T A4 7% A4 7 v ZiE L THD TR 5

keywordDefinition B3 T2 displayName@updateMode J&VEAE

DL TV,

WETHFIZ displayName@updateMode JEVEAE N TREES TV S

23, displayName@value JEVEENTEH LT a0,

< value.item@code % O value.item@codeSsytem J&VEME DRI E
WA, [FAHFEOMEEIZHE T L7 Keyword Definition & [F]—T®
%3, displayName@updateMode JEMEDTEHE S LT,

Gt

<>

0N BRI Z THE D ~ & BB 2,

A\

b) CHEH T % Keyword % E#7 % Keyword Definition 1%, b) THzflkd
HTk,
displayName@updateMode J& V£ % 5,5 Submission Unit [IH T 415,

A\

A\

o) T T % Keyword % E# 3 % Keyword Definition % b) THe/THEH

T LIFELIAAR,

> b)THEMT % Keyword % o) CHMEHAT 256 1%, *HEd 25 Keyword
Definition % b) COAIRMES 5 = &

> displayName@updateMode J&VE % 519 Submission Unit [IH T S5,
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7.4.19 categoryEvent
categoryEvent %3213, 4% Submission Unit Z & Y /IZHEHT 2 ¥ A 2 > 7 L OWIhREEH
R DFEF A T, PIRRHRF ORI & 13, AFED 33.1 1277 a), b), KV o)x+Ed, 120D
Submission Unit |Z, 1 2 categoryEvent %535 % F§-D,

7.4.19.1 XML bR
categoryEvent %5513, eCTD v4.0 XML A v&— k. AT OGATICFHHEH S 5.

®  controlActProcess >> subject >> submissionUnit >> componentOf2 >> categoryEvent

7.4.19.2 XML E2&k451
LUFIT categoryEvent B35 D XML sealifs] 27~ 4,
<componentOf2>
<categoryEvent>
<code code="jp_initial" codeSystem="2.16.840.1.113883.3.989.5.1.3.3.1.2.1"/>
<component>
<categoryEvent>
<code code="jp_initial a" codeSystem="2.16.840.1.113883.3.989.5.1.3.3.1.3.1"/>
</categoryEvent>
</component>
</categoryEvent>

</componentOf2>

7.4.19.3 XML ERXRUVEM

categoryEvent 2135 i N DBL T OEFH | WNZZN O DBIEITILLT D@ Y

ER B ZEE fEDHL .
1E DG
categoryEvent [1..1] AFFEE 2 7% Submission
Unit DI Z A I 7 Kk
O] i 42 H B oD L JE &
AT 5,
code [1..1] AREFE (324 7% Submission
Unit DIEHZ A I 7%
AN 5,
code [1..1] FX 2k 2 5% Submission Unit 3%
OO A I T T

A fEHINTWDL 0 E R

code="jp_initial" | 4-2— K 22— FfEL.
JP CV @ []JP Category
Event] = — R U X 25
EBIRT D,
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EH 353 LEEE fEDRY BB
1EDHY
codeSystem [1..1] %272 OID [JP Category Event] = —
FU X K~® OID,
i
codeSystem="2.16.
840.1.113883.3.989
5.1.3.3.1.2.1"
component [0..1] REFRITH IR HRE I
24 5% Submission Unit DAL
BT EHMNT 5,
categoryE [1..1] AR B SR TAD RR AR R L
vent 24 5% Submission Unit D\
BT 2T 5,
code [1..1] AR B SR IXH) R R I
24 5% Submission Unit DA\
&S 2T 5,
code [1..1] TX AR B R HE HORE L Y B
Submission Unit O FE¥E %
#i- Ry a— R, a— NE
code="jp_initial_a | ;3 Jp CV ¢ [JP Initial
' Submission Type] =— R
UR R HEIRT 5,
codeSystem [1..1] #¥475 OID [ JP Initial Submission
Type] =— KU X D
- OID,
codeSystem="2.16.
840.1.113883.3.989
5.1.3.3.1.3.1"

BERE VR
DORHFIA

EH 2f
HAI

PIRAE R, AEO 33.1 1277 a), DL ) OWNTHIUITEBNTSH,
component ERIVITH 5,
WETIRE, component 56 7 2k L Tld7e 6720,

JRHNE LTy TR ). TEEMEB®EA) . XX el 257
componentOf2.categoryEvent.code@code JEVEEIL, 7 A 7 YA 7 )V % i
LT—EoREft SN D, 1 20 eCTD HFEIZBWT, WThhofi
AR T D LEN S D GA X, FANCFEE Y ISR T 52
Lo L, AEFEOD331ITRTHR 2 ICK 2RHOSEE, Wiz
H | 2779 componenOf2.categoryEvent.code@code JEENEIL T A 7 YA
7 VAL T EREIND,

B R B YRR 42 9 % Submission Unit 2% a) Td 5 % & .
component.categoryEvent.code@code JEVEEIT a) %~ 9 22— R TR T
T2 5720,

8 1 9 % Submission Unit 2% b) T H 25 &% & .
component.categoryEvent.code@code J&AE X b) &/~ 9 22— R TR UTHL
R B2,

8 1 9 %  Submission Unit 728 ¢) T & 5 H & .

component.categoryEvent.code@code JEVENEIT )& ~T =2 — R TRITH
T2 H7200,
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8. HIA
8.1  Document M FEFIF
eCTD v4.0 Z W/ HEE Tl i E I L7z Document Z FAIIH3 5 Z LA TE 5,
Document O A5 EIZDOVWTIZICHIG @ 9.2.17.1 Document DFFFIH HE2SHT 25 2 L,
JAI & LT, Document OFFIHIZHFEE(EE TdH 5, Document 2 FAIH T 25513, ICH
IG RHDOEFITIMZ, LR DELIZ2)OWT I DOEMEEwZTZ L,
1) FFIH &4 5 Document % EF L TV % Submission Unit & OV H & 4125 Document %
Z M9 % documentReference %55 % 7 ¢ Submission Unit D M J5 23 [F]— D HFEIZE LT\
Do
2) UToRMfz2TiZLTH5,
® IS4 5 Document Z iEFE L TV D HFENBLIZKGR ST 5,
® A% Document & EF L TV D HEE L VA S 415 Document % 2 9
% documentReference B35 % 5 Lo IFE DM I8, eCTD v4.0 fIARICHI > TIEA L L
TRIEESh TV,
® FFIH I 415 Document & i EF L T2 HEEE RN, A Y HIC L HRECEDOXS
HTHY ., POREOREHMNTH D,

8.2 274 ILDOBFHA
eCTD v4.0 Z W= HFE T, MEIEHE L7 7 AV EFHAHTH N TES, 77

A NVOHEFRRAFTEIZOWTXICHIG 0 9.2.173 77 A VOHAH S422W4 52 &, KAl
LT, 77 AVOEFAIIHFEELETHS, 77 A NVEFHAAT H5E1E, ICHIG it#
DEMITMZ, BRHIND 7 7 AV Z#H L T % Submission Unit X O\FAIH &5 7 7
A NE BT D document 3235 % 5T ¢ Submission Unit 23[F]— D HFEICE S 2T UE R 67
W, Lo T, document B3E D reference@value JEMAEIZ, *47% eCTD @ eCTD A+ %5 & —E
LW —BEE 7 + VX4 BT/ R AZE LW &,

9. group title Keyword MER$& LY
T Y IR D eCTD v4.0 XML A v & —|Z group title Keyword Z {42 &, HHE
BREEICEIT S CTD Y U —DORREEIZIHBV T, 2% group title O displayName@value JEVEAE
IV E LT, — R (LR, lgrouptitle /— K] W9, ) &L LTEREZID, group title
/— RiE., %H35% group title 23fF 5- X 4172 Context of Use @ CTD FLHI L &, 2473% Context of Use
NZHT % Document DX A FLODOREEIZR RTINS,
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CTDRHL
CTDRHL
H cTDREL
= group title /—F
Document A ~JL
Document 21 )L
Document 21/ k)L

2%, grouptitle &, 2T F AL « ZA—TEMEHT D Keyword D—2>ThH D Z LITHE
T5Z L, Tbb, [ U group title Keyword 231 5- S 41TV % Context of Use T > ThH,
Z DD Keyword AT T F A K« Z—T BRI D70, FRMED group title / —
R ERIND,

10. 4240 IILEE

10.1 #H=E
AARICEITS eCTD DT A 79 A ZVEF L IX, Hx OREICBWT, HEEEEOBN,
EREOEHEZITO L ThY, —WMOFBIKGERGE, —HMAEARPHESEL —EL TF
BT 2O TIERY, flx OHGEICBWTIE, eCTD ZA1E 5 7 4+ /L X Bl TS e
T (M "2") HELE S AL, EOR NCELE T 5 CTD OF 1 658 S HMHAO 7 +
VA ("ml", "m2", "m3", "m4"., "mS") ([ZHFEFEENMIND, HIEEREENRT ST 7
ANAZOWT, GBI, R, HIRPMTONIZERIC, HEFERIE LTED T 7 A ADBHEZTH
L% 7 7 ANVBENTEORMEGHRICEVERT L2 ENTA 7 A 7 VEROHTH
%y
eCTD v4.0 DT A 7% A 7 VEHIZE N TIE, eCTD v4.0 XML A v E2— Y KT 7 A /LI
DT, JFANE LT, 2o RERMAT 5, HEEE IR L% O eCTD fEHIZH W
T, FHICRESUIBFOE RN LT T HIEROLZRZET D, 72720, EROMWEH S
WIEHIRE O B AR EVER BRI L2 UE R b WEERH 5 Z L ICHET
D2l FEHIIAED 103 25T 5 &,

10.2  eCTD #MARIZEREDE 4

10.2.1 #MRIRHEO 7+ LA EE
KED S ZBBLTT NV IREERERT 2 2 L,

10.2.2 #MRIRHEOZ 71U
TRO7 7 ANERET D Z L,
® cCTD v4.0 XML A v &—’ (submissionunit.xml)
® Fxv/HAhT77 A/ (sha256.txt)
® FIRICEVIRET D7 7 A 1%
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¥R, AREDI3NIRT HFR 2L HREOSAE. PERET D7 7 A Va2 fE
BIb)E NI/ TR 5, MR b)TIX, HEBEFT — X ORfEH L, @i c)T
1. CTD EHIC L > TED b= EE O T 5,

10.2.3 #ARIZHEF®D eCTD v4.0 XML A v E—THE
PRGN, AEO 3311 THFR VI 2B ThILTEN 2), HF 212K 53ETH
HUEHER] b) e R o) 2T 5, 2Dt 7 a Tk, WD eCTD v4.0 XML A v & — D%k
K72 R T, FEBLRMEOFEMICOWTIL, AFED 72T L,

10.2.3.1 AKX 112K 2hRIELE
RIATIIARED 33.1 1T HAK 112 K DR RO LA 2 7~

1) submissionUnit B350 categoryEvent B35 F T DR # il

<submissionUnit>
<id root="A"/>
<code code="B" codeSystem="C"/>

<componentOf2>
<categoryEvent>
<code code="D" codeSystem="E"/>
<component>
<categoryEvent>
<code code="F" codeSystem="G"/>
</categoryEvent>
</component>
</categoryEvent>
</componentOf2>
</submissionUnit>

A: 7K Submission Unit @ UUID,

B: K Submission Unit ®f¥fi% /~9 =2— K (JPCV @ [JP Submission Unit] #Z/3 25 2
E)

C: K Submission Unit ® =2 — K (EFLB:) ZEHTLH2—FU R FD OID,

D: 7 Submission Unit WEBIZBIT A EDX A I v TRESNZNERTa— R (JP
CV @ [JP Category Event] #ZM4 252 &)

E: A Category Event ® 2 — R (LFED:) Z#E#FTH=2— KU XKD OID,

F: 7K Submission Unit ’ARED 3.3.1 1Z7-T a)ThHZ AT a—R (JPCV D [JP
Initial Submission Type| &4 252 &)

G: A& Category Event ® 2 — R (LEFLF:) ZEHKTH2— KU A LD OID,

2)  contextOfUse 3% D Fr#

<component>
<priorityNumber value="H"/>
<contextOfUse>
<id root="1"/>
<code code="]" codeSystem="K"/>
<statusCode code="L"/>
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<derivedFrom>

<documentReference>
<id root="M"/>
</documentReference>
</derivedFrom>
<referencedBy typeCode="N">
<keyword>
<code code="Q" codeSystem="P"/>
</keyword>
</referencedBy>

------- (%D Keyword Z 2T 25515, referencedBy %%V X 9) ——-mmmx

</contextOfUse>
</component>

------- (% Context of Use Z #2555 13, component %z V) iX4") -

H: #EOar7XR b« ZA—7PFET LA, ZrEFEZED HE (BEAGIEL
BROWGEbRSETLZ L)

I. K Context of Use ® UUID,

J. K Context of Use 235 E 3 % Document Z 5|0 24 T% CTD A LZ~x7 =2—F (ICH
CV @ TICH Context of Use] XI%JPCV @ [JP Contextof Use] #ZMT 52 L) .

K: K Contextof Use D=2— R (L5 ):) #EFKTH2— KU A MDD OID,

L: A Context of Use D AT —H A,

M: K Context of Use 732 M7 % Document @ id@root J&MEAF,

N: referencedBy %35 % H\ ) 5 BRI LB 2 RSB R, EIX"REFR"C22 1T U7 H 720,

O: K Context of Use (25415 Keyword O =1 — R,

P: K Context of Use (2} 5-Z 415 Keyword & #7522 — KU X h® OID X% Keyword

Definition CiE & 7215 DOfE,

3)  submission FL3E DFCHL

<componentOf1>
<sequenceNumber value="Q"/>
<submission>
<id>
<item root="R" extension="S"/>
</id>
<code code="T" codeSystem="U"/>
<subject2>
<review>

<id root="V"/>
<statusCode code="W"/>
<subject1>
<manufacturedProduct>
<manufacturedProduct>
<name>
<part value="X"/>
</name>
<ingredient classCode="Y">
<ingredientSubstance>
<name>
<part value="Z" code="AA" codeSystem="AB"/>
</name>
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</ingredientSubstance>
</ingredient>

——————— (#2454 Ingredient Substance Z 2T 25513, ingredient Z## V) K T) --mmm-

</manufacturedProduct>
</manufacturedProduct>
</subject1>
<holder>
<applicant>
<sponsorOrganization>
<name>
<part value="AC"/>
</name>
</sponsorOrganization>
</applicant>
</holder>
<subject2>
<productCategory>
<code code="AD" codeSystem="AE"/>
</productCategory>
</subject2>
</review>

——————— (#2252 D Review ZTeftd 2551, subject2 i V K T) —-mmmmm
</subject2>

------- (Application [ZOWTITLAT D )&M) —mae-

</submission>
</componentOf1>
Q: 7K Submission Unit OfHHEFE S (FIRHEE TIE"1")
R: 7S Submission Unit 23E5:# 9% Submission @ UUID,
S:  eCTD %A% =
T: K Submission DAZE-ST (] : IEA#RM, ZE#RH, 72E) 2R-9=2—F (JPCV O
"JP Submission"&Z &I H L)
U: 7 Submission D=2 — K (FFT:) 2E#FET 22— KU A D OID,
V: K Review ® UUID,
W: A Review D A7 —H A (FIRFEH Tld"active") .
X: Wk,
Y: ingredient PSR 22 IO 2 BRI LB & g B e, IR INGR" TR AT e 6720,
Z: BRI

AA: ﬁfjﬁk/\% @?ﬁ*ﬁ%ﬂ*ﬁ“:’*— K (JPCV  [JP Substance Name Type| #=Z 325 Z
&) .

AB: Substance Name Type =— F (Efl AA:) ZEHRTDHa2— KU X D OID,

AC: Eﬁﬂﬁﬁ

AD: Xy & /k3 22— F (JPCV [P Product Category] ZZ&4+252 L) ,

AE: Product Category =— R (LFL AD:) ZEFT 22— KU A LD OID,

4)  application B3 D FLH

<componentOf>
<application>
<id>
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<item root="AF" extension="AG"/>
</id>
<code code="AH" codeSystem="Al"/>
<reference>
<applicationReference>
<id root="AlJ"/>
<reasonCode>
<item code="AK" codeSystem="AL"/>
</reasonCode>
</applicationReference>
</reference>

------- (#2%cD Application Reference Z 128t 9% 55518, reference Z it V) I, BHE G
(X, IR - SETRICIR &3, BT L2, Z oSl 5 HEs 2 Cielid 5, ) —-

</application>
</componentOf>

AF: A Application ® UUID,

AG: HEEFAEE O,

AH: K Application OFES (RLEMRTFEARHE, 2E) 29 =2—F (PCV [P
Application] ZZMHT 52 L)

Al: A Application ® 27— R~ (L5 AH:) Z#E#F T 52— KU A ~® OID,

AJ: 7K Application & Bi#E (—H# A AR HFER L) 3% Application @ eCTD A1,

AK: EFE AL TR BERFEICOWT, 2oMEOEZ R =—F (JPCV NP
Application Reference Reason| &3 252 L)

AL: BIEOFEHO = — F (LFE AK:) Z2E#T 52— FU A2 Fo OID,

5)  document 5% D FLE G

<component>
<document>
<id root="AM"/>
<text integrityCheckAlgorithm="AN">
<reference value="AQ"/>
<integrityCheck>AP</integrityCheck>
</text>
</document>
</component>

------- (#2552 Document % #2325 551%. component % V) IKT, ) --—---

AM: K Document @ UUID,

AN: K Document NEMT D57 7 A NDF = v 7 B LAOEET NIV XL, fEHIT"SHA256"
TRITHITZR 720,

AO: K Document 325 7 7 A )LD/ A, 23X A T submissionunit.xml % FE5 & U 7= FA5%F
IRATIRITIUTZR B 720,

AP: K Document NEMRT D7 7 A VDF = v 7% A, fEIZ sha256 T TRIT L2 57
/AN

6) keywordDefinition E53 D Fr
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<referencedBy>
<keywordDefinition>
<code code="AQ" codeSystem="AR"/>
<statusCode code="AS"/>
<value>
<item code="AT" codeSystem="AU">
<displayName value="AV"/>
</item>
</value>
</keywordDefinition>
</referencedBy>

——————— (H2255 D keywordDefinition % 123 5355 51X, referencedBy % 4§V ¥, ) -

AQ: K Keyword Definition 23 EFs 95 Keyword OFEEE (] : WISAE, M. BEES. 7
E) &xda— kK (ICHCV @ [1CH Keyword Definition Type] X(X JPCV & [JP
Keyword Definition Type | &3+ 52 L) |

AR: 7 Keyword Definition 23 E# 7 % Keyword Oz /~r9 2 — K (EFL AQ:) ZER
H=a—RU A LD OID,

AS: K Keyword Definition D A7 — 4% A, fE[X"active" T2 T FUIX72 57200,

AT: & Keyword Definition 23 E# 3 5 Keyword DN GEIED L FR, ®AIOLFR, 72
E) oRT, HEEEEDa—§,

AU: A& Keyword Definition 23 E# 3 5 Keyword DINEZ <3, HiEELEDO2— R (LFL
AT:) %ZERT 23— RNY X FO#AF, H%a— R A MNIHFEPMMRETHHDOT
HDHOT, HHITE DHERTHITEAUTMDZ (] - OID, HEEEFLEDOT ¥ A

)
AV: K Keyword Definition 23 E# 3 5 Keyword DINEZ <3, HiEELE DO 32— RIZXS
T DR ILFH,

10.2.3.2 AR 2Kk ZHMRIEH
ARIETIIAED 3.3.1 171 5K 2 12 X OGRS #5274,

10.2.3.2.1  eCTD ¥Rl b) D FNHRIZH
ARIETIEIAED 3311737 HRX 2 12K DHREEHRFD eCTD Fijl b)DFEHEH %2 <7,

1)  submissionUnit 357> 5 categoryEvent %53 F C D Fi#

<submissionUnit>
<id root="AW"/>
<code code="AX" codeSystem="AY"/>

------- (contextOfUse, submission \Z O\ TIXENENARIHD Q) N 32 M) -

<componentOf2>
<categoryEvent>
<code code="AZ" codeSystem="BA"/>
<component>
<categoryEvent>
<code code="BB" codeSystem="BC"/>
</categoryEvent>
</component>
</categoryEvent>
</componentOf2>
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</submissionUnit>

AW: K Submission Unit ® UUID,

AX: K Submission Unit DFf¥fi%/~9 =2— F (JPCV @ [JP Submission Unit] #Z/3 25 2
E)

AY: A Submission Unit ® = — F (L3 AX:) #EHFTDH=2— KU R D OID,

AZ: 7% Submission Unit WEBIZBIT A EDX A I v TREESNZNERTa— R (JP
CV @ [JP Category Event] #ZM4 252 &) |

BA: & Category Event ® 2 — R (LFLAZ:) #EFKTH=2— KU XD OID,

BB: A Submission Unit X AKEFD 331 12537 b)THLHZ L& R"Ta2—F (JPCVD [P
Initial Submission Type| #Z&M4 252 &)

BC: A& Category Event ® =— K (EFEBB:) #E# T 52— KU X o OID,

2)  contextOfUse 35 D Fr#

<component>
<priorityNumber value="BD"/>
<contextOfUse>
<id root="BE"/>
<code code="BE" codeSystem="BG"/>
<statusCode code="BH"/>
<derivedFrom>
<documentReference>
<id root="BI"/>
</documentReference>
</derivedFrom>
<referencedBy typeCode="BJ">
<keyword>
<code code="BK" codeSystem="BL"/>
</keyword>
</referencedBy>

------- (B5 D Keyword Z 123 255513, referencedBy Z#: 1) iX9™) -

</contextOfUse>
</component>

------- (8%? Context of Use Z #2555 13, component %z V) iX4") -

BD: 0D a TRk« ZU—TBFEET LA, ZrlEFEZED HE (BEAFE LR
WIEGBEIET D 2 L),

BE: K Context of Use @ UUID,

BF: A Contextof Use 23&E 7 % Document ZE| VY 24 T5H CTD A L #/~xd =2— K (ICHCV
@ T1CH Context of Use] (X JPCV @ [JP Contextof Use] #Z i35 &),

BG: A Context of Use ® 2 — K (k3 BF:) #E#&# T H2— KU X ~® OID,

BH: K Context of Use D AT — & A,

BL: A& Context of Use 232 M7 % Document @ id@root J&VEAF,

BI: referencedBy %35 % 1\ % BRI LB G ) @R, BIX"REFR" T2 AU 7 B 720,

BK: A Context of Use (25415 Keyword O =1 — R,

BL: K Context of Use |2} 5-Z 1% Keyword # EF 7 52— KU A h® OID X% Keyword
Definition TiE ¥ /AT DA,

3)  submission E3E D FLHE

<componentOf1>
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<sequenceNumber value="BM"/>
<submission>
<id>
<item root="BN" extension="BO"/>
</id>
<code code="BP" codeSystem="BQ"/>

------- (application \Z DOV TIZLL T D 4) &2 S H) --mmm-

</submission>
</componentOf1>

BM: A Submission Unit D& HE#EE S (FIRHEE TIE""),

BN: K Submission @ UUID,

BO: eCTD &&=,

BP: K Submission DALE ST (f] : EATEN, &R, 70&) 27 2—FK (JPCV DO"JP
Submission"# &35 &),

BQ: A Submission ® 21— K (EFEBP:) #E#T 52— KU X ~D OID,

4)  application FL3% DFCHL

<componentOf>
<application>
<id>
<item root="BR" extension="BS"/>
</id>
<code code="BT" codeSystem="BU"/>

</application>
</componentOf>

BR: A Application @ UUID,

BS: HGEE(EE DA,

BT: & Application DFfifH (RUEHRFEARHGE, 72 L) 2”3 2— K (JPCV [JP Application]
EERTLZ L),

BU: A Application ® 21— R (L BT:) #E&FT 52— KU X ~d OID,

5)  document ZL3E DL

<component>
<document>
<id root="BV"/>
<text integrityCheckAlgorithm="BW">
<reference value="BX"/>
<integrityCheck>BY</integrityCheck>
</text>
</document>
</component>

------- (#2552 Document % #2325 3551%. component % V) IKT, ) --—---

BV: & Document ¢ UUID,
BW: K Document NEHT D57 7 A NDF = v 7V LOEET VT X A, fHIZ"SHA256" T
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DR N AP

BX: A Document NE T2 7 7 A /LD, 23 A X submissionunit.xml % 55 & U 72 FE%ES
ATRITIUTR B 720,

BY: & Document T 57 7 A VOF = v 7 W A, fHIT sha256 FEX TR ITIILR G2
/AN

6) keywordDefinition H5% D i #

<referencedBy>
<keywordDefinition>
<code code="BZ" codeSystem="CA"/>
<statusCode code="CB"/>
<value>
<item code="CC" codeSystem="CD">
<displayName value="CE"/>
</item>
</value>
</keywordDefinition>
</referencedBy>

------- (B3 D keywordDefinition % 123 25518, referencedBy Z iV IK¥, ) -

BZ: K Keyword Definition 23 €767 % Keyword OFEFE (i : #ISE, fdh ., BEES 7n L)
Zag 22— R (ICH CV @ [ICH Keyword Definition Type] (% JP CV @ [JP Keyword
Definition Type] #ZMT5Z &),

CA: K Keyword Definition 23 EF 7 % Keyword Ofifi% ~9 22— K (ki BZ:) 2 E#FT D
22— KU X ~® OID,

CB: A& Keyword Definition ® A7 — & A, fEIE"active" T2 1T 4T 72 6 72\,

CC: A& Keyword Definition 23 EF%7 % Keyword DINE GHEIE DL B, BAIOLFR, 72 E)
ZRY, HEEEEEDOa— R,

CD: & Keyword Definition 23 E# 3 5 Keyword ODINEZ 7, HEEHETLEO=2—F (ki
CC) %ZEFRTDa—FU X PO@HITF, Y%a—F) XA MIHFBEEPRETLHOT
&2 DT WA TE DIFHRTHIUTERIHE D2 (B OID, HEFEEEDT F A 1),

CE: A& Keyword Definition 23 &7 % Keyword DINAE A~ 7, HEEHLE O 32— FIZRHIST
RE e I

10.2.3.2.2  eCTD &5 c) D#NARIZH
AED 33 1R THA2 I LD HREEHEFD eCTD F3l ) OEIEIL, LT ZBRE, RED
10.2.3.1 (2R FER a) O & FHIEZR VY, DL 2 MUCHE L TAED 10231 #8352
&
® F: K Submission Unit NAFED 43 17T ) THLHZ L ZRrd=a—F (JPCVD JP
Initial Submission Type] #ZHT5HZ &) |
® Q: /K Submission Unit DFE K5 (WIUHEE TIE"2") .

10.3  eCTD KETHEDEH
10.3.1 HETHED 7 A LA HEE
BGTREIE, FREO 7 AN EEARED 5 ML TERT 5 Z &,
® F—[ET +1H (eCTD ZfFZFE T+ NLHET DT H LK)
o FUMET ALY (CUMUGTORMERE SE 7 AN Z /LT DT A NVH)
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® UHUGTICLVIHT D7 7 ANNDBEMEINTWD T A NVE K OZED N7 VA

10.3.2 HWETHD I 7ML
TRO7 7 A NVERET D L,
® cCTD v4.0 XML A v — (submissionunit.xml)
® Fxv/V ATy A (sha256.txt)
® YHUGEIIZIVRRHT LT 7 A

10.3.3 HETEED eCTD v4. 0 XML A4 wt— Ut
BETRFD eCTD 1, R ST AEO 331 RTH a) 2D 2 L, BEIF
(2, EAREE IOV TIE, ICHIG IZHE-> T eCTD VA0 XML A v — Y 2B+ 52 L, =
DY 7 v g TIHSGETHLD eCTD v4.0 XML A v & — Y ORI G2 rd, SERSCEME
DFEIZHONTIE, AFEOTZSRTDHZ L,

1)  submissionUnit 357> 5 categoryEvent B35 F C D L#H

<submissionUnit>
<id root="CF"/>
<code code="CG" codeSystem="CH"/>

------- (contextOfUse, submission \Z O\ TIXENENARIED Q) N 32 M)
<componentOf2>
<categoryEvent>
<code code="CI" codeSystem="CJ"/>
</categoryEvent>
</componentOf2>
</submissionUnit>

CF: X Submission Unit ® UUID, Submission Unit ® UUID |34 Z & 12fH 535720, ik
(\ZHEH L 7= Submission Unit & B L 720,

CG: A% Submission Unit DfEE%Z x9 2— K (JP CV @ [JP Submission Unit] &4 5 Z
&)

CH: /K Submission Unit ® 27— K (L5 CG:) #E#HKTHa2— KU R LD OID,

CIL: K Submission Unit NEEICBITH EDX A I vV TiREENZ0Z7RT2—F (JPCV
@ [JP Category Event] #ZM4 52 &),

CJ: K Category Event ® 2 — R (EFLCL) ZE#:TH=2— KU A h® OID,

2)  contextOfUse B35 D FL#
® UGTRFIZHHBLICHEMNET D Context of Use DFL# FIEIL, HIA~DFLET L & FHE R
VW, AED 10231 D DEERTDH L,
® FEFEMH D Context of Use (2%t L C CoU Keyword #3801, &#SITHIFRT 5 Z &1L T
720, BEFEH O Document IZDWT, #5307 F AR - J—T7IZEEDT
7=V GATE. %% Document & 2892 BE(F D Context of Use ZHIFR L, #rfi
Context of Use Z 4295, 245%##l Context of Use I%, BEFEHI D Document 13~
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7 ANEFAAT L, F7 7 A VEBFREB L, 2 Z2F# Document & LT
THZLENRTES,

O RBEICIRHLICERHIRT S22 LA HME LT Context of Use # HIFRT 555D
FLEBNIILL T 0@ b,

<component>
<priorityNumber value="CK"/>
<contextOfUse>
<id root="CL"/>
<statusCode code="CM"/>
</contextOfUse>
</component>

CK: HHEDOa L THFADN « ZNV—TPEET DHEIT. RIEFZED D (AL
WA HREHET D 2 &), HIBRRIEZD Context of Use @ Priority Number & [FfETH 5 =
EMHEFE LV, MOEPREIN TS, YEITFEEY /IRt L ITRMES 2z
VN, HIlBR S 415 Context of Use @ Priority Number (%, [A] Submission Unit LA T H Al HE
(272 %,

CL: HIBRX*F5D Context of Use ? UUID,

CM: K Context of Use ®D A7 —# A, Context of Use & HIFRT 5 FE1%. AEIEAEIZ "suspended”
ZiEftd 2,

O UGTRRIXELZZE LM ZDZ L& HME LT Context of Use # BT 556, LT
D4 ORWAEZ BIND,
() 120774 N%E, 12507 7 AINTELFZD
) 12077 A N%E, BEOT77ANVTELBZD
B) BEDOT7 7 ANE, 1ODT7 7 A NTELEEZD
4) BEOT77ANE, BROT7ANTELBZD

Eitorn iz onT, BLFICRT,

() 120774 N%E, 1OO7 7 A/LTELEZD

<component>
<priorityNumber value="CN"/>
<contextOfUse>
<id root="CQ"/>
<code code="CP" codeSystem="CQ"/>
<statusCode code="CR"/>
<replacementOf typeCode="CS">
<relatedContextOfUse>
<id root="CT"/>
</relatedContextOfUse>
</replacementOf>
<derivedFrom>
<documentReference>
<id root="CU"/>
</documentReference>
</derivedFrom>
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------- (fEH#LRT D Context of Use |Z Keyword 231 5- S TW DA 13, A Keyword 2 Z Z (2
FL#iT 5. Keyword OFLHTEITHIIR~DFLH & FER VWO T, AFED 1023 22T 52
Lo 7P, EHLAT & B D Context of Use [#] T, Keyword O V= — RiZ[E— T2 T4
foc E fafl/ \o ) """"

</contextOfUse>
</component>

CN: DT XA R « TV —TBNFET DA, BRIEFZED D (BEAFEE L
WA bRLHET D 2 L), B D Context of Use (2| Y 24T 2% Priority Number % Fra{
T5, MUz TF AN ZL—7HND Context of Use & M LRWRY | EHAF] & &
#14% ® Contextof Use @ Priority Number |&, FIfETH, B> TWTH, 2L IR R0,
FE7o. [EHLRT L [EHL1% T Priority Number 28 %72 - CTUNT % priorityNumber@updateMode
AR L 22 &

CO: EH#it% D Context of Use @ UUID,

CP: &E#it% D Context of Use 235/ET 5 Document Z#| Y 4T3 CTD RHLAZ/RrdTa2—F

(ICHCV @ TICH Contextof Use] XX JPCV @ [JPContextofUse] #5325 Z &),
Z O, EHLET & EHLE D Context of Use [t CRME T7Z2iF ALiX 72 57200,

CQ: A Context of Use @1 — F (LG CP:) #EHKT 52— KU A D OID, ZOfEIE, &
il L & 1% O Context of Use [l CRME T/ b iuE 2 572\ (7272 L. OID OREIZHEH
FNHN—=Ta F ST, B LTV ARLETRW),

CR: E#11% D Context of Use D AT — 4 A, filllX"active" T2 1FAUE72 5720,

CS: replacementOf %35 % F\ 2 BRIC B2 IS B, fEIZ"RPLC" T2 it Huid7e 5720,

CT: &EH#4Ri1? Context of Use ® UUID,

CU: E#it% D CoU & Hi4 % Document O id@root J& A,

Q) 12077 ANE, HEDOT7 7 ANVTELEEZD

<component>
<priorityNumber value="CV"/>
<contextOfUse>
<id root="CW"/>
<code code="CX" codeSystem="CY"/>
<statusCode code="CZ"/>
<replacementOf typeCode="DA">
<relatedContextOfUse>
<id root="DB"/>
</relatedContextOfUse>
</replacementOf>
<derivedFrom>
<documentReference>
<id root="DC"/>
</documentReference>
</derivedFrom>

------- ([E#LAT D Context of Use |2 Keyword 234 5- STV 4551, [l Keyword & Z Z 1T
FL#iT 5. Keyword OFLHUTEIIHIIR~DFLHE & FER VWO T, AFED 1023 22352
Lo RFs. EHART & [EHL% O Context of Use fi] T, Keyword O N — RIL[Al— T iF UL
A SR/ VAV Qu—

</contextOfUse>
</component>
<component>
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<priorityNumber value="DD"/>
<contextOfUse>
<id root="DE"/>
<code code="DF" codeSystem="DG"/>
<statusCode code="DH"/>
<replacementOf typeCode="DI">
<relatedContextOfUse>
<id root="DJ"/>
</relatedContextOfUse>
</replacementOf>
<derivedFrom>
<documentReference>
<id root="DK"/>
</documentReference>
</derivedFrom>

------- (fEH#LRT D Context of Use |Z Keyword 231 5- STV DA 13, A Keyword 2 Z Z (2
FL#iT 5. Keyword OFLHTEI TR ~DFLH & FER VWO T, AFED 1023 22352
Lo 7B, EHLAT & E L% D Context of Use [#] T, Keyword O V= — RiX[E— T2 T4
A SY/A VAV Q—

</contextOfUse>
</component>

------- (ARFEH M TiL 2 DD Congtext of Use 73 1 20 Context of Use % &9 2 il %7~ LT
W5, B2\ Context of Use (2 &> T 120 Context of Use & [E# 9 55451%, EHEZ D
Context of Use DL72 1) component BEHE %4V iIKTZ L, ) —mmmm

CV: D aL T XA N« ZV—TBFEET LA, ZrlEFEZED HE (BEAFE LR
WA bRLHET D 2 L), B D Context of Use (2| Y 24T % Priority Number % Frag
T5, MCarTFA K« Z)L—7HNO Context of Use & B L7A2WVRY | EHATE &
#14% ® Contextof Use @ Priority Number |&, FIfETH, Ble>TWTH, 22 LR R0,
FE7o. [EHLRT L [EHL1% T Priority Number 28 872 - CTUNT % priorityNumber@updateMode
EMEERAL L 722 &, D Context of Use T 1 2@ Context of Use Z &EH#LT 55,
[EH21% D Context of Use D H B 1 DFZ1FA, EHLATD Context of Use & [FME D Priority
Number Z D2 LN TE D,

CW: (& #41% ? Context of Use @ UUID,

CX: EH#it% D Context of Use 235/ET 5 Document Z#| Y ¥ T5 CTD RHLAZ/Rrda2—F

(ICHCV @ TICH ContextofUse] XX JPCV @ [JPContextofUse] #Z3 5 Z &),
Z O, EHLET & EHLE D Context of Use [t CRME T2 iF ALiX 72 57200,

CY: A& Context of Use 21— N (LFLCP:) ZEHRTDHa—FY X D OID, ZDOfEIE, &
iR & [E L% D Context of Use [H] CRME T2 E R 5720y (72721, OID OFKEIZE
ENAHN—T 3 UEFIE, B TV DB,

CZ: EH#i1% D Context of Use D AT —4 A, fillld"active" T2 1T AUE72 5720,

DA: replacementOf %55 % F\ % BRIZ LB/ @, B IF"RPLC" T2 T T 72 H 720,

DB: &#iRi1? Context of Use @ UUID, #%%? Context of Use T 1 -2 Context of Use % &
T 556, HEEOER% Context of Use O AR BB FE & 725, Z OFL#EH] TlE, DB:
& DE:OEIXFIE & 72 5,

DC: {##11% D CoU M S M9 % Document @ id@root J&MEAE,

DD: CV: & [FltR,

DE: CW: & [Rl%E,

DF: CX: & [Alfk,

DG: CY: & [k,
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DH: CZ: & [Fl%,
DI: DA: & [AlkE,
DJ: DB: & [Alf%,
DK: DC: & [Al£%,

B) BEDOT7ANE, 1 ODT7ANLTHELIBLZD

<component>
<priorityNumber value="DL"/>
<contextOfUse>
<id root="DM"/>
<code code="DN" codeSystem="DQ"/>
<statusCode code="DP"/>
<replacementOf typeCode="DQ">
<relatedContextOfUse>
<id root="DR"/>
</relatedContextOfUse>
</replacementOf>
<replacementOf typeCode="DS">
<relatedContextOfUse>
<id root="DT"/>
</relatedContextOfUse>
</replacementOf>
<replacementOf typeCode="DU">
<relatedContextOfUse>
<id root="DV"/>
</relatedContextOfUse>
</replacementOf>
<derivedFrom>
<documentReference>
<id root="DW"/>
</documentReference>
</derivedFrom>

------- ([E#LAT D Context of Use |2 Keyword 234 5- S T4 551X, [l Keyword & Z Z 1
Rk 5., Keyword O FLHEFIEIFIHIRA~DFLH & FLER WO T, AED 1023 25352
Lo RFs. EHART & [EHL% O Context of Use fi] T, Keyword O N — RIL[Al—TZeiF iU
A SY /A VAV Quu—

</contextOfUse>
</component>

DL: D a T XA R « V=T RFEET 25EIC. BRIEFEZED D (BEAAAE L7
WA LT A 2 &), B D Context of Use (2] Y 24T % Priority Number % Frl#,
T5, MLarTFA L« Z)L—7HNO Context of Use & B LARWRY | EHAE &
#41% @ Context of Use @ Priority Number /&, [FfECTH, B2 o> TN TH, Z LK X7V,
FE7o. [EHLRT L [EH#L1% T Priority Number 28 872 - CTUNT % priorityNumber@updateMode
BHEARAE L 72N &

DM: & #it% @ Context of Use ® UUID,

DN: E#11% D Context of Use 23 E T % Document ZE| V¥ T% CTD ARHHLZ /R4 a— K

(ICHCV @ TICH Contextof Use] XX JPCV @ [JPContextofUse] #5325 Z &),
Z OfEIL, EHART & E L O Context of Use [H] TRUE T2 T U7 720,

DO: A Context of Use ® = — I (LFL DN:) ZEFTH2— KU A D OID, ZOfEIE, &
il & &A% O Context of Use [l CRME T/e 7 ud 72 572\ (7272L. OID ORBEICHEH
EFNHN=VarFiald, B L THWDLEITRW),
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DP: & #11% D Context of Use D AT —4 A, fllX"active" T2 T AUIE72 5720,

DQ: replacementOf %55 % I\ 2% BRIZ LB &) B, fEIX"RPLC" C22 T Ui 7e H 720,

DR: EH#iRi1?D Context of Use @ UUID, EH#iFjD Context of Use N H DA, & THOEHL
fij Context of Use 73, replacementOf B35 & & HIZHGE I N5,

DS: DQ: & [Flk,

DT: DR: & [Alf%,

DU: DQ: & [k,

DV: DR: & [Alfk,

DW: #E #if% D CoU M & 32 Document @ id@root J& A,

@) BEOT7rANE, BEOT7 7 ANVTELBZD

<component>
<priorityNumber value="DX"/>
<contextOfUse>
<id root="DY"/>
<code code="DZ" codeSystem="EA"/>
<statusCode code="EB"/>
<replacementOf typeCode="EC">
<relatedContextOfUse>
<id root="ED"/>
</relatedContextOfUse>
</replacementOf>
<replacementOf typeCode="EE">
<relatedContextOfUse>
<id root="EF"/>
</relatedContextOfUse>
</replacementOf>
<derivedFrom>
<documentReference>
<id root="EG"/>
</documentReference>
</derivedFrom>

------- ([E#LAT D Context of Use |2 Keyword 234 5- T4 551X, Al Keyword & Z Z 1
FLid 5, Keyword O FL#EI LTI A~DFLH & FIERWD T, AED 1023 22452
Lo REs. EHART & [EHL% O Context of Use fi] T, Keyword O N2 — RiL[Rl— T iF UL
IRBIR, ) e

</contextOfUse>
</component>
<component>
<priorityNumber value="EH"/>
<contextOfUse>
<id root="EI"/>
<code code="EJ" codeSystem="EK"/>
<statusCode code="EL"/>
<replacementOf typeCode="EM">
<relatedContextOfUse>
<id root="EN"/>
</relatedContextOfUse>
</replacementOf>
<replacementOf typeCode="EQ">
<relatedContextOfUse>
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<id root="EP"/>
</relatedContextOfUse>
</replacementOf>
<derivedFrom>
<documentReference>
<id root="EQ"/>
</documentReference>
</derivedFrom>

------- (fEH#LRT D Context of Use |Z Keyword 231 5- S TW DA, A Keyword 2 Z Z (2
FLi9 5, Keyword O FL#Hi LTI A~DFLH & FIERWD T, AED 1023 22452
Lo 7B, EHLET & E L% O Context of Use [#] T, Keyword O V= — RiZ[E— T2 T4
Y A A R

</contextOfUse>
</component>

DX: D a7 XA K« ZU—TBFEET LA, ZrlEFEZED HE (BEAFE LR
WA BT D 2 &), EH#LE D Context of Use [ZF1 Y 24T % Priority Number % FL#{
T5, MLarTFA L« Z)L—7HNO Context of Use & B LARVRY | EHAlE &
#14% @ Contextof Use @ Priority Number |&, FIfETH, Fe>TWTH, 22 LR R0,
FE7o. [EHLAT L [EHL1% T Priority Number 28872 - CTUNT % priorityNumber@updateMode
AR L 22 &

DY: &#it% D Context of Use ® UUID,

DZ: #E#i1%% D Context of Use 25 E T % Document ZE| V¥ T% CTD AHHLZ /R4 a— K

(ICHCV @ TICH Contextof Use] XX JPCV @ [JPContextofUse] #SH3 5 Z &),
Z OfEiE, B AT & % O Context of Use M CRIE T AL e H 72w,

EA: K Context of Use ®=— I (LFDZ:) ZEHKTH32—RFU A D OID, ZOfEIE, &
HLqi & B #1140 Context of Use Ml CRIE T/ iFuiX/e 672\ (72721, OID OKREICHE
FNHNN—Ta UFEFIE. —E L TV AHLETR),

EB: &#it% D Context of Use D AT —H A, fll "active" T2 1LIX72 B 72V,

EC: replacementOf %35 % F\ 2 BRIC LB iEE ) @, fEIZ"RPLC" T2 it Huid7Ze 5720,

ED: {&#4Ri1? Context of Use @ UUID, (& #4fij? Context of Use 238D 556, & TDEHL
fij Context of Use 73, replacementOf B35 & & HIZHGE I N5,

EE: EB: & [Flf%,

EF: ED: [Al£%,

EG: {##11% D CoU M Z M3 % Document @ id@root J&MEAE,

EH: DX: & [Fl%,

EL DY: & [AlEE,

El. DZ:k [FAl%%,

EK: EA: & [Flk,

EL: EC: & [Alfk,

EM: EC: & [FAlf,

EN: ED: & [Al£%,

EO: EC: & [Alfk,

EP: ED:t [Al£%,

EQ: EG: & [FlEk,

o UGIMHIHEEELMZ DI EEERTAHA. FAIL LT EROWFhrohik
Z T Context of Use ZEH#LT 5 2 &, UEEZELMZ DI L ZEKILRND,
Context of Use ZHlIfR L. ##l Context of Use Z 92 Z & IT#@ ) Clrdze v, (&
7§ X Context of Use (ZDWT, HIFRL OHHRHIC X W 6hs Lo & LT, 5%
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BICEHENH D LM S -84 . Submission Unit OFEHZROLZENHDH 2
LICHETDZ L,
3) submission B3 D FLHEB]

® UGETHE, B IEBIZE TN 72 S submission ZEEHEC N IXLL T ORI &/ INB O 15 )

DI % 5ed T D,

<componentOf1>
<sequenceNumber value="ER"/>
<submission>
<id>
<item root="ES" extension="ET"/>
</id>
<code code="EU" codeSystem="EV"/>

------- (Application ([Z DWW TCIIARIED 4) &S /H) —ame-

</submission>
</componentOf1>

ER: A Submission Unit O #EH# ki %5 (EATICSMH S 4172 Submission Unit (ZFC# L 72
sequenceNumber@value JEVEEIZ 1 2 /& U7 50H)

ES: A Submission Unit 23B4i#9~% Submission ® UUID, #IIRD submission.id.item@root J&1':
il & [FUIE T2 T UL 720y,

ET: eCTD A& 5, WIIMIZFEH L7z eCTD A& 5 & FME TR ITHIER B2,

EU: 7K Submission DAZE ST (f] : EAR, &M, 2 L) 2773 a—F (PCV @ [P
Submission| ZZMT 5 2 &), FIMICFEHE L7 code@code JEMEA & [FIfE C7e i) uid7s
YN

EV: &K Submission ® 22—~ (L5 EU:) #EFRTH=2— U A D OID, AIRIZF#K L 7=
code@codeSystem JEVENE & R T2 7UE 72 5720,

® UETHE, BFiGLE ZBINT 2545, submission BIEAL FIXLL N OFEIZEEHT 5,

<componentOf1>
<sequenceNumber value="EW"/>
<submission>
<id>
<item root="EX" extension="EY"/>
</id>
<code code="EZ" codeSystem="FA"/>
<subject2>
<review>
<id root="FB"/>
<statusCode code="FC"/>
</review>
</subject2>

------- GBI SN = 5 BIZEIHE 9 A Review Z itk U statusCode JEMAE %2 "active" & L
T+ 5, ) —o-

------- (WTFFonTsod, ZHELH 2V Review (Zicd# L7V, ) -

</submission>
</componentOf1>
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EW: A& Submission Unit OFH#EHEEF 5 (ERTIZZ5E S 172 Submission Unit (ZFC# L 72
sequenceNumber@value JEVEEIZ 1 2 /& L7 50H)

EX: A Submission Unit 7% B # 3 % Submission @® UUID , ] ik IZ 5 #& L 7=
submission.id.item@root JEVEAE & [FE T22T UL 720,

EY: eCTD %A% 5, HRRICFEH L7z eCTD Z A& 5 & FfE TRIFIUER S0,

EZ: A Submission DALESS (i : IEARH, Z5#M, 70 L) 24 a—F (JPCV O"JP
Submission" %295 Z &), FIMRIZFLEL L 72 code@code JEMEAE & [FIE TR IT UL &
720N,

FA: K Submission = — N (L7t EZ:) ZE&HRT2L2—FU R D OID, #AIZF# L7
code@codeSystem JEVEE & [FME TR T UL 720,

FB: #rfLBhndh B & B#d 2 Review @ UUID,

FC: A Review D A7 — & A, FRLEMG HIZBE S 5 Review DA BMEAEIL "active" T/ 1
N B0,

® BHIMBAMNEEN TS eCTD HEEIZEBWT, HEDBEEIZBW T M B D&
RHFEOAEZIY T 286, BUFTREZ RN L72% 0Kk bR OSGETRIC
submission BRI T 2 LN OFRIZELHE T 2, 728, eCTD f2HH DA XV it H D7k
HFEZ N2 Z 813 TERY, £/, eCTD ITE N DT Do H DK H
ERFT 556, BRI 242 L7212 eCTD Z42 17 2 M EIE 720,

<componentOf1>
<sequenceNumber value="FD"/>
<submission>
<id>
<item root="FE" extension="FF"/>
</id>
<code code="FG" codeSystem="FH"/>
<subject2>
<review>
<id root="FI"/>
<statusCode code="FJ"/>
</review>
</subject2>

------- (BHEOFHEPIRY TF LN TWDIGAEITL., subject2 335 & L HIZENZE 1D Review
Zatak L, R0 & [FIEEIC statusCode JEVEAE % "suspended" & L CIEfE3 5, ) o

------- (WTFFenTE 59, BF 720 Review 1Ticdk LRV, ) o

</submission>
</componentOf1>

FD: A& Submission Unit OFHH#EKEEF 5 (ERTIZZ5H 172 Submission Unit (ZFC# L 72
sequenceNumber@value JEVEEIZ 1 2 /& U7 50H)

FE: &K Submission Unit 7% B # 3 % Submission @ UUID , ] ik IZ 5 #& L 7=
submission.id.item@root JEVEAE & [FE T22T UL 720,

FF: eCTD & f1& 5, #IMIZHEEH L7z eCTD 52485 & A Cre it iuid /e 5720,

FG: A Submission DALESS (i : IEARH, ZE#RH, 70 L) 2y a2—F (JPCV O"JP
Submission" & ZH925 Z &), FINIZELH L 7= code@code JEMEAE & [FME T/ T T 72 &
720N,

FH: K Submission ®=— N (EFE FG:) ZE#FT 52— FU A Mo OID, HIHRIZFCH L7
code@codeSystem JEVEE & [FME TR T UL B 720,

FI. BCFdnA & BES 5 Review  UUID,
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Fl: K Review D A7 —& A, BUF T 725 B IZBE T % Review DA JEMAEIL "suspended" T 72
e b7,

® YGTHAHCH BIEHA I 540, submission EHEL FIXLL T 0 £ 5 2l %,

<componentOf1>
<sequenceNumber value="FK"/>
<submission>
<id>
<item root="FL" extension="FM"/>
</id>
<code code="FN" codeSystem="FQ"/>
<subject2>
<review>

<id root="FP"/>
<statusCode code="FQ"/>
<subject1>

------- (subject] ZRELTIX, FIMUCIEH L2 TOEZ L WEEZRAE L, ZRHTICIX
ERBEOEZFLHET D, [FSBIZEE GG EE S 25513, [ U subject] EFERL TIZ4T
DEW A KW 2%, EHEFTZ updateMode 13504 L 72V, ) ——mn

</subject1>
</review>
</subject2>

------- (EE DO B DEHRNEE SN TWAIEE, BEINTWVWAD A BIZEHET 5 Review
TR T D, ) e

</submission>
</componentOf1>

FK: A& Submission Unit O#EHH#EKEEF 5 (ERTIZZ5H 4172 Submission Unit (ZFC# L 72
sequenceNumber@yalue JEVEEIZ 1 % /& LT 5E) .

FL: A Submission Unit 23B4:#9~% Submission ® UUID, #IIR?D submission.id.item@root J& 1"
il & [FME T2 HIE 7 5720,

FM: eCTD %A%, HIMIZFLHL L7z eCTD Z A1 5 & R T2 iud e B,

EN: 7K Submission DALE-SE (B« IEATEH, 258, 72 L) Z/xy=— K (JPCV DO"IP
Submission"Z 295 Z &), FIMIZFLEL L 72 code@code JEMEAE & [FE CAIT L7 &
AN

FO: & Submission ®=— F (EFE FN:) ZE&KT 52— FU A b OID, HIIRICFCH L 72
code@codeSystem JEVEE & FME TR T UL B 720,

FP. W Z &t/ B & B# 7 % Review @ UUID,

FQ: K Review D AT —H% A, A& Giei BIZBE#H T 5 Review OAJEMAE X "active" T72
SF AN ECACL/AN

4)  application FL3% DFCHL

<componentOf>
<application>
<id>
<item root="FR" extension="FS"/>
</id>
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<code code="FT" codeSystem="FU"/>
<reference>
<applicationReference>
<id root="FV"/>
<reasonCode>
<item code="FW" codeSystem="FX"/>
</reasonCode>
</applicationReference>
</reference>

------- (#2%cD Application Reference Z 128t 9% 5518, reference Z it V) I, BE G
X, WA - SGETRUCIR B9, BH I LI, 2o cET s HFE 22 CRflit 5, ) -

</application>
</componentOf>

FR: A Application ® UUID,

FS: HGEEEE DOfE,

FT: K Application OFfFH (BUEIRFEARHGE, 72 L) Z7rd =— K (JPCV  [JP Application
BT 52 L), YIBICEEH LT code@code JENEAE & FME TRITHIZR B2,

FU: A Application DfEi¥f% /rd4 =2— K (LFLFT) 2EHETH3— KU A FD OID, #IlIZ

FL#k L72 code@codeSystem JEMAE & [FE T2 i iuiT7e H 720y,

FV: & Application DBHEHFED eCTD 521 &H 5,

FW: ERCFV: ORI RBERGEICOWT, ZOBEOEEZ "9 =2— K (JPCV [JP Application
Reference Reason] #2452 &),

FX: B OFEEDO 72— (L FW:) 2E#T 23— VU 2 ho OID,

5)  document 5 D FLHG
® UGTHRRCHTHICHEAIL T 5 Document DFLE FIEIL, HIKA~OFCHITIE & AHIEZR U,
AKED 1023 2ZWT 52 L,
® —JEHEH L7z Document (ZDOWT, #A MNLVOMTAEELETHI E&FRE, eCTD
DIATHA I NEE L TEERHIRET 52 LT TERY, 24 MV ORFEE
ET2HEFIAED 10342 22T 52 L,

6) keywordDefinition B35 D Fr.# 151
®  ETHFICHIICHRMLT 5 Keyword Definition D FLH 1AL, WIA~DFEHE 1A &
B2V, AED 1023 23RTL L,
® R L7z Keyword Definition (22T, displayName@value JE <3 F R
XFHNORLEAELET HZ L &BRE, eCTD DT A 7H A 7 V%l L TEECHIBR
ETDHZLIITERY, BRLTFHNORTLAELET 2 HIEITIAED 10343 25
T2 L,
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10.3.4 (BEEROEH

10.

10.

10.

10.

YT, U TFOEMEEH 52 LR TE 5,
1) =7 F AL - Z/—7ND Context of Use Z/RNEF DT
2) Document % A h/LDFAFUEIE
3) Keyword £/ L FHIORFEE
22, FHIE LT, HHMOEHFOALEZHEIE LTeCTD #HET LW &,

3.41 aAVUTHFRXb - JIL—THD Context of Use RRIBFDERE
a7 F AL« 7 /L—7NOD Context of Use ZK/RNEF X priovityNumber@yalue JEVEEIZ X -

TIREDD, eCTD DUGTRHI YL B A ZEL T 5 Z LICK WV RREFEELET L LN T
% %, Context of Use D /RIEAFZE T S5OV TIE ICH IG @ 8.2.5 Context of Use O Priority
Number %22+ 52 &,

3.4.2 Document 2 4 FILDIREMEE

document.title@value JEMAEIZ &> T/RE 4% Document D ¥ A M VIZFRFL & D55,
eCTD DGETHHI Y BMEAZ LT T A Z L ICXVEFTAHZ LN TX %, Document % 1 k
NV ORBGUEIEJFIEIZ DWW TIL ICH IG 0 8.2.17.2.1 Document % 4 RV O %% ST 25 2
&, Document % 1 hVOFEHIX, [l U document.id@root fifi %% ff L Ty % 4T D Submission
Unit (5D H 55D Submission Unit 5 Le) (M T 2 BXAFFOE O LRI D, FFED
Submission Unit D233 THFT 20 9 5 B Z £ 28513, B0 document.id@root 1%
Ff ¥ Document Z #2925 Z &, eI, LLFOWTNNIIEEE T 55E 1L, Document %
A MVEEHT D Z LR AL,

® GIHFED Document ¥ A ML EEH T 5,

® HELOBIETIIARL, Z A MEHNZ K LEDOILESITNEDL D,

3.4.3 Keyword RRXFIHIDRIIEIE

Keyword Definition @ displayName@value J&MAFIZ K - TR 415 Keyword DR R LFH %
BIET DM H 555G, eCTD OUGTRHIC S XBMEME LR 25 2 LICKVEBEIET L2 &N
T& %, Keyword /5 LD EFUEIEITHEIZ DWW TIX ICHIG @ 8.2.18.6.2 Keyword Definition
DERTLOER HE2BMT 52 L, Keyword HALFHNORGUMEIEIL, [FHPFENCTHEICER
i L7242 T? Submission Unit (ZH T2 EXZRSOH O LIREN 5, FFED Submission
Unit O 7D Keyword & L FHNDORFLAEIET 25613, #r721C Keyword Definition & E# 7
% Z &, F7- Keyword R T A OERFMEIE T, BIHGFEIITRE LW LICBETDLZ &,

3.5 eCTD v3.2.2 M5 DT

IR HRFIZ eCTD v3.2.2 & W26, HAMMPIZ eCTD v4.0 2 W THET T2 Z &1
TEARW, PIEEENS T A 7 A I NVD5ETETR—A—a D eCTD N5 2 &,
V322 LIRTD/3— 3 & W THE L 72 3CED leaf ID 5% v4.0 IED N— 5 U & iz
HEENDESMT 5 Z L ITBO LR,
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10.3.6 WETHHIZHITHBEEIE

UUID THFE S415 1 2® Context of Use,/Review,”Document X°, code S ) codeSystem J&,
PAE DR AA O THIE S 41D 1 DD Keyword Definition (2%} L C, [fl——¢ Submission Unit
W CRIRFIZEEROEME CITRITR M L B, HIBRE B E) Z21T- TR b, il ZIXE
THID X 512, 120 Context of Use 12k LT, HIFRZ HAYE L7z contextOfUse B3 & FKrIIE
FFOEH % HIE LT- contextOfUse 55 % . [Fl— @ Submission Unit ClRIKFIZHEHE L Tid7e &
720N,

[NG 0]

<component>

<priorityNumber value="1000"/>
<contextOfUse>

<id root=|"7cSc6 1fd-5b88-4018-8323-b21f1a731 880"I/>

pa HIBRZ By L& L7
contextOfUse Z37

<statusCode code="suspended"/>
</contextOfUse>

</component> _

BN

<component>

<priorityNumber value="2000" updateMode="R"/>

<contextOfUse> B
. \ mEEAMELE
<id root=|"705c61fd—5b88—401 8-8323-b21f1 a731880"|/> contextOfUse 5%

<statusCode code="active"/>

</contextOfUse>

</component> 7

11. eCTD VA O XML A v E—C o BEEFT— 2 S RITLEBOBEEE
eCTD v4.0 Tl, 2T 257 7 A MIZ L > T XML OFEEFIEE KB L Tz, JRHI
ELT, AEDTAEZHLTeCTD VA0 XML X v E—V % BT 5, 72750, WiEE 1T —
# % eCTD v4.0 XML A v & —UMBSR L TRIHT 2588V TH, HFEEF7 —Z 13K
WA RIZHEE L CWDLERSH D, 1> T, eCTD A0 XML A v & —U b HGEE T
— X2 E BRI L. WEEE LT — 2 UNESRT G A Lk, ERABANCRR S 58D 5
ZEIHETSHZE, HEE T X 2RI OBEOREFHIILUTO®EY
1) HFEE 7T — ¥ %275 Context of Use |21 5 X415 study id_study title Keyword @
study id F3531%, MR HGEE T T — X DM STV LRER ID 7 4 L X DA4FR L [Fl— &
THIE, 2L, WFEORLF/NLFIT B ESELMEIT R0,

qht

BT — % ST 5 Contextof Use (Z1%, LA F DY IZ CoU Keyword Z 1595

k={1113

2) H

(v
w

o
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pSE a—RJ Xk a— R
2CORGEETFT —X JP Study Data Category Whl7ea— R
JP Analysis Type Whl7ea— R

SDTM 7 —% & v k JP Terminology(Tabulation) | #)7e=— K
("sdtm"F3 & OM'sdtm_j" 7

FNABLTFD T 7 A V)

ADaM 7—4%t v b JP Terminology(Analysis) w7 a— R
("adam" 35 X (*"adam j"

TANEBLT DT 7 A )V)

3) HIEETT—HX 2235 Document (1%, LA T O 0 (CHEFZ/ 225 2 &,
PO ERIBME ([

it PR SEBRAE I O G5 #E 1+ | document.text.description@ | 7 7 A /LN D
T—H value

SAS XPORT 3\ (xpt) @ | document.text@charset JP CV @ [ ]JP Japanese
HEEE 7T —4 Character Code| 7>5 %4

T 53— FEERT 2

4) WEEETT — X 2 ST % Context of Use (21, ICH Document Type Keyword % {5 L
< ThHEW, Fo, METHHEATH-oTH, HEFE 7 — ¥ 22 M7 % Context of
Use & %S T 2 HEELE ST 25 Context of Use D] T, £ 5-Z 41TV 5 ICH Document
Type Keyword % [f]— & 3 % MBI 720,

5) HWEEETT — X &#2M3 % Context of Use &, YiZHFEE 77 — ¥ LRhbhT o @bEEL
£ B84 % Context of Use IZRI L T, LLTFEMHAMI=4 2 &,

5)-1 15 &1 5 study id_study title Keyword @ code@code % 1 code@codeSystem &1
E Fml—&352 &,

5)-2 HEEE 7T — % =BT 5 Context of Use &, HUikHiEE 17 — ¥ ERHLT 528
HEZZBMT D Context of Use D 9 H DM 7 &b 1 D% X, LITOEHRPAES S
WCRE—ThoHZ L,
® Context of Use @ code@code KX code@codeSystem J&E{E*?
® LI} CoUKeyword D code@code 2" code@codeSystem J& M1

» ICH Study Group Order*?

» indication

P2 X, YEHEE T — X LT D WMEENMEEAFEL., FNEhnR
725 CTD HEE FICHEAETHHEE. YSHFEESFT X2 WRT 5
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ContextofUse & FitfE#Z Rl — L T5D1F, N oWmEED I HL—HFE=5MR
9% Context of Use DF T L\,

*2 Context of Use K& O ICH Study Group Order Keyword @ code@codeSystem J& 1
WY OID ORRBIZEENDN—V a UFFIL, —E L TWDHRMETR,

72720, AEO33.1IRT THR 2] 12X 2UBERHEHZI VLTI, eCTD FER b)DH
HEE S ClIstind 2 HEE L2 S M9 5 Context of Use [THEH SN2V = %D eCTD
FERI )DHEHIFIZ IV T EFE 5)-1, 5)-2 DEREN - S ThiuE kv,

6) [FAl—HFENICZIN T, B ID* 2R MO REER CTHIST 2 HEEEFT — &0
L TV DEEIE. ENENOREEICHISET 2R ID 7 4 VX ZER LT- ET,
LT OWTFNNDOFIETRHGT 52 &,

® [Fl—DOHFEEST—XEZNTNORERID 7 4+ /VHITHMNT 5,

® —HDORERID 7+ NFIITHFEE 7T —Z kML, o oRER ID 7 + /v
RO "misc" 7 AV ZIE, FEEEFT — AL ID 7 4 VX S
BT 2EE2F LI CEEBMNT D,

BT E A ST 5 Context of Use 127 5- 4T 5 study id_study title Keyword @
study id #5323 77 3738k ID

7 HEEFT —XICET AN T a v RBOT s A N —BIRRET D720, HGE
BT —H TIEE T 7 A4 /LD "mS/datasets"LAFED 7 7 A WX RAI—H T HULENRH
%o o T, BEIRFIFLLTICEET S Z &,

® HEiE T — ¥ 2 RN T 555

> FrHiRHT 5 Context of Use WEIRT 5 7 7 A /L & "m5/datasets" UL D 7
7 A NWINANE—DT 7 A4 VA ST 542072 Context of Use 23, Yi%ie
HERE R SRR DT A 7 A ZVHRI(FIELRNWZ &, DED | LREID
FTATHA T NVTEDL D7 Context of Use ZHEH L TWEHATH, Y4
#% Submission Unit (Z T2 THIBRTAUZX, "mS/datasets"LARE D 7 7 A /L%
ANE—DT 7 A V2 BT 5 Context of Use Zfi7-IZfEH L THE LXK
TR,

o [RHOHPEETTT —X BRI 56
> [EHfLRTO Context of Use NEMT 25 7 7 A /L & EHL% D Context of Use
MBI B 7 7 A )LD MI7D"m5/datasets"LAED 7 7 A LR AN —FH LT
WAHZ &,

8) HWiE 7 — ¥ %2925 Document Z FF|HT 25613, KAED 81 I1TMAX., LLTD
STl 28, B, HiEE ST —ZIZBWTE, AEDS2IIRT 77 A
JVOBAITERO b,
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® A S5 Document ZZ R L TV 5 H %7 Context of Use 23, 4%z Hik
RSO T A 7Y A 7 VHITHEEAFIE L 720,

® HHIH 45 Document ZZ ML TV % 7 7 A /L & "m5/datasets" AR D 7 7 A
JLIRAME—DT 7 A VE B L TV BE%)72 Context of Use 75, 4%t
T B D T A 7 A 7 NVHIZIFIE LR,

7eB, WEEE T — ¥ 223 5 Document Z FAIH L7261, A IS
Document N L TWD 7 7 A VDT 7 A WA S IV TN D "m5" 7 4 VA BT D
7 A VAHEEOEHIT. FARE LSS D, BIAIE, "misc" 7 VAR O T
7 A NV %&Z T % Document Z HHH L7255 1%, 2i% Document 23257 7 A /L
EEAIHZ S, "mise" 7 VAR DO T 7 AL E LT b d,

9) HFEE 7T — ¥ %279 % Document &2 Y Context of Use IZ2V\T, LA FOEFHITHEA
BIRIZ X o TRIH S0,
®  priorityNumber@value
priorityNumber@updateMode
document.title@value

document.title@updateMode

12. ZOtOBEBEXRIA
12.1 #EREE(24453 5 Col Keyword
CTD % 5 #0C& & D IBROMBILH S & 2 Z M9 % Contextof Use (ZXf L T, ICHCV @ [ICH
Document Type| # LA FO#@EO 5352 &,

REREELZ 1 77 AV TRET 2856
Ui 7 7 A N E BT % Context of Use (Z"ich_document_type 2" #1595 Z &,

BEREEZEE 7 7 ANV TER LEET 256
%7 74 V&SI 5 Context of Use IZ%F LT, [E3-Reference] DFNIHRFEIREFEDIH
FEHNGEH SN TS Code DFMNSLEYR G D& HT5H 2 L,

1222 avTFR b - FL—TOEIEL

AT HRAR - T—T1, 1 DXIHEED Context of Use & Z 415 D Context of Use 2> 5
Z M X% Document (2 & > THERK S 415, Context of Use M O Context of Use (2 5- 415
Keyword M5 D code JEM: )% X codeSystem JEME:DIEDMAEHOHE T EIZ, 1 DO T XA
ks TN—TBHEREID, codeSystem JEVED ICHCV XX JPCV O=2— KUY X ~@ OID %
TLTWDHEIE, OID DRRBICEENDHN—Va VESFHERSTNZE LTH, Z0ft
DIEBRN—F L TOIUE, code JBNEF O codeSystem JEVEDIEDOMAADOEILFE—THDH & A
fxinsd, 16-7TC, HlxiX, LLFDX 9 72 Context of Use = — K% F#> Context of Use (%, [F]
—DALTHFRAL  TN—TIET D LSS,
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Context of Use 1 Context of Use 2
contextOfUse . i
jp_ml.1 jp ml.1
@code
contextOfUse
2.16.840.1.113883.3.989.2.2.1.1.1 2.16.840.1.113883.3.989.2.2.1.1.2
@codeSystem

12.3 ANEMBSORBEAE
BEXECHROBTEERDIT 21D, M4 VT =2F7 U7 4« F¥a A2 FKOIP
CV @ TJP Context of Use] THUE &7z CTD F 5 LV bl W KIEDE S (B : 3.2.52.3-1)
Z, BESHBRITH LG T 52 ENFEETH DL, IMIEREFIL, Document # A /LT
GO TRINT 2 HIEL, UTFIORTHEOWTNANTHET L ENTE D,
1) Document Label (contextOfUse.code.original Text@value J&14:)
Context of Use @ code.originalText@value JEVEIT, *57% Context of Use "B L T 5
Document D{LE OWE4  (Document Label) # #2392, {15 O X F5|% Document
Label & L CHEHET 2 Z & C. Document iz TIR(TEBIEZ AT 5T 52 LA TE
%, LLTIZ Document Label O FC#kfl % 7~
<contextOfUse>
<id root="7¢5¢c61fd-5b88-4018-8323-b21f1a731880"/>
<code code="ich_3.2.s.2.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.2">
<original Text value="3.2.s.2.3-1"/>
</code>
<statusCode code="active"/>
S5

</contextOfUse>

2) ICH Study Group Order Keyword

ICH Study Group Order Keyword /%, study id study title Keyword & &de 2> 7 F A | -
TN—TRTOERRIEFZEFRT D720 Keyword ThH 5, EE Document [ ZxF L T
AR ID HLALCF & D TR ERRE S 2 115 L2 WiEE 1L, ICH Study Group Order
Keyword ZF|H 325 Z LN TX 5, 7235, ICH Study Group Order Keyword & Document
Label Z0FH L CTHEAH L TH 2L X 72V, LUTIZ ICH Study Group Order Keyword %
£} 5- L 7= Context of Use D FL# B % 7~
<contextOfUse>

<id root="7¢5c61fd-5b88-4018-8323-b21f1a731880"/>

<code code="ich_5.3.1.1" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.2"/>

<statusCode code="active"/>
<referencedBy typeCode="REFR"/>

<keyword>

Page 79 of 83



<code code="ich_study group order 1" codeSystem="2.16.840.1.113883.3.98
9.2.2.1.12.1">
</keyword>
</referencedBy>
<referencedBy typeCode="REFR"/>
<keyword>
<code code="STUDYID TITLE0O1" codeSystem="StudyID list 001"/>
</keyword>
</referencedBy>
L]

</contextOfUse>

183, NYF—=v3arv-i—i
ICHIG RO NY F— 3 v« —LZilz, BARIZEIT S eCTD HFEIZX T 53 7 —
Ta v o b= UZOoNTIE, AEICELEOEHRAIESEH IS, 2B, BARIZEBIT S
eCTD HIFEIZHIT 53U 7= a o L ) BEKMZRNEIZOVTIE, PMDA @ Web 1 K
(https://www.pmda.go.jp/) TAHT 25T = v Z7IHH &< eCTD v4.0 fiGEY — /L O#EfE~ =
2T NEEBEIITDHI L,

14. BUWEhtt
eCTD v4.0 OEMIZBEIT 2 EMSIEL, FRUST=IfHT 5, 72720, —RIFEIHIZ DN T
X, —REOHTKH L THET D Z LIFEFE L RN, ERMKRICEENE LT D X
o, AARBETERSFOREREEKZE L TRIHT 52 &, FFEDMBIZOWTOERICS
WTEZ DR Y TiE/e <, TRICK>TRITFMNTBND,
ectd@pmda.go.jp
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15, {81 : £ 1 BBOERERE
15.1 #H|E
eCTD v4.0 IV T eCTD 55T D84, CTD & 1 555 S HOETE 12D eCTD v4.0
XML A v — IC# T 5, #H1HoEENT, o0& R & FEEIZ, Context of Use D =1—
RiZ&k>TCTD A L & B#-SIF Hdu, D& R 2 27 % Context of Use & [F] U eCTD
V40 XML # v b— IR SN CTRIBER S,

15.2 AL EFERLEVIZ T+ IL 28
FB1EO T A VEHERE N7 AV OmAIFRAE LT TO 7 4V ZHik &35,

. . ml
ip

MBS U CHEEE IR p" 7 A VE UL FIC 7 AV Z 2B LCTH R, 72720, "ml/jp"%
TOMEBIZONWTFER LRV &,

15.3 F1EHDIT7AIL 0%
FBLEHOTZ77ANME, UTO7 7 ANLESEBIIRETHIE, ZIEL, ULTO7 7 AL
ZIIBETHY, HEEETLEOAREMNGTHZ ETELIZIR,

SCHEOFEE 75 A N4 e

L1-1 13 (£¥=2—v 1) 5L HEEE | ml-01-01.pdf eCTD WIS ClIfEH 2 EE
Bt HIR 15,

1.1-2 & m1-01-02.pdf

1.2 ARHFEE (5) m1-02-XX.pdf

1.3 FEHEHA m1-03-XX.pdf

1.4 FFEPIRPL m1-04-01.pdf

L5£EXi%ﬁ@Wﬁ&U%%@ﬁﬁ m1-05-01.pdf

1.6 SMENCF T 2RI (2RS4 2 &k | m1-06-01.pdf

1.7 [FIFE[RIZh G — B3R m1-07-01.pdf

1.8 Wsf3E (%) m1-08-01.pdf

1.9 —BINA PR D CHE m1-09-01.pdf

1.10 HE-BIEEOREFEEEOE L | m1-10-01.pdf

111 E3E G U R 7 EFEEHEE (5) ml-11-01.pdf

1.12-1 IRFTEE—% (PDF) ml1-12-01.pdf

1.12-2 iR —%  (MS Excel) m1-12-02.xlsx

1.13.1-1 AR EDEL ml-13-01-01.pdf Bl HZE L LT+ 5 -
Lk o THiRHATRE, #F
AEAREZED 154 2 BT 5
Z &,

1.13.1-2 HFAMREE m1-13-01-02.pdf B HGE L L CBRT 52
Ll ko THIRMATRE, &
HIARED 154 22RBT 5
L,

1.13.1-3 &M m1-13-01-03.pdf B HGEL L CEBRT 52

LlL-oCTHIRHARE, #
HIAED 154 2B+ 5
&,
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SCE DO 7 7 AN {4

1.13.1-4 HRATER—& m1-13-01-04.pdf BEHE L L TR 52
LlZL-oCTHERHEARE, &
HIIAEZD 154 #BWT 5

k.
1.13.2 inpMakeis () ml1-13-02-XX.pdf
1.13.3 MESFH(G) K ORSFHITRT 25 | ml-13-03-XX.pdf
% (5)

1.13.4.1.1 ARRFFEE EOREFEMIZE | ml1-13-04-01-01.pdf
% BB BB 5 —

Bk
1.13.4.1.2-1 Bz a4 2 2 & Bk— | m1-13-04-01-02-01.pdf
i
1.13.4.1.2-2 5 on B A 2R m1-13-04-01-02-02.pdf
1.13.4.1.2-3 ARHFHEE () m1-13-04-01-02-03.pdf
1.13.4.1.2-4 FriRmiZ B4 282 m1-13-04-01-02-04.pdf
1.13.4.1.2-XX Bl iz B3 2 &8 - i+ | m1-13-04-01-02-XX pdf
R XX
1.13.4.13 = Ot m1-13-04-01-03.pdf
1.13.4.2 JEA 3838 ~ D HE R ml-13-4-2.pdf

156.4 BIRFEERICERIEHDRHEAE
CTD % 1 & O ZBARIEIR MR LB D 5 B HEKEEEFEDOE L] KO TBAGEFE
IZFR DB R (RAWMEE. F2MICHEET 5288 (CTD OMZE (P~ VU —) KORMNE
B—%) ) | 220 TE, LFOWT O HFETERETS2 Z N TE S, 72720, FHAlE
LT, FA47HA 7 NOBRPTRIEGREZZET 5 Z LT8O bR,
) &4 T577A0E"ml/jp" 7 A /VFIZE D, Document 7> 5L, Context of Use |Z
Ko TRZY T 2% CTD R L L BE ST 2,
2) KGR INTZHEED Document % FAIH L, Context of Use |2 L - Ti%¥4 7% CTD AL
LBEST 5,
3) Application Reference @ id@root JEVEIZ 5% EEAFE G D eCTD ZA1HF 52 i# T 2,

2B, ERNOFHEEZEDILGEIL, F UBEAGRERMLIRDIERZ )X 22k > TCTD
D1 EIZE D TR DRV,
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