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BT

FIFA T g

ICH M8 OID List
IZH Context of Use 21684011138853353522111 -

2168401115885 35302211 2 -
216840111388335892211.3 | BREEAL 2022 F4 A1 H~20235F1 R27 BD R4

2168401113853.398922114 B Ebiz022 £4 A1 B LIS

[ICH Caont

R e B
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Bl 21X, M7% eCTD ITE £ L ARG O HFFE H 2% 12023 451 A 30 A T [JPOID Listing |
D EFREBRO X ICHESNL TV D5 A, Yi%eCTD THEATE 2=V a it l4) e s,
F72. 120D eCTD IZHEBOEKBHFENE LD EIL. 4i% eCTD ICE ENHEARHFFED
H, WA RS RVERHGEZ LEL T2,

3.7.2 I—FEDRT—4EX
a—RYZXMNDOFKa— RIAT—FANRHKESNTEY AR ERoma—RDA
F—% 2% [Retired] &72%, o T, TDONR—V g0 Da— R XA MIBWHEATE S0
IZ. CV @ T[Status] #AS TActive] Da— R ToHY, [Retired] ®=2— NiEfEHAL I n7e
[N
7e7Z L. [Status] A FELRVWa— RU X FOGEIE, gl WL a— RORT—4
X 4T TActive] & R,

4. Xal) T«

41 FIvsHL
eCTD HFETIL, eCTD V4.0 XML A v —VICk4 5 F = v 7 F 2 zig#i L7 7 AV
(sha256.txt) (LATF. [Fxov 7P L7740 E0nH, ) ZRHTILELEBIC, Fxv 7
TAT 7 ANERE A DIRHT 7 A VDOF = v 7% L% eCTD v4.0 XML A v — |27t
T528, Ty VL7 7 ANORNTEK R eCTD vA0 XML A v tE—UIZF = v 734
Z R 5 B OV TR, ICHIG @ 5.1 Submission Unit O#iE KON 5.6 F = v 744 %%
EBRTDHZ L,

5. eCIDICEFENSTAILFRBERV I 7AILARICEHT HEHR
51 BRI+ ILFTHEE

RT3V EMEEIL, LTIZED 2 &,

® [CHIG fl#lD 7 + VARSI SEERT 52 &,

® Document H D VMET 7 A VOFFHIZ L > THEMNT 2 7 7 A VIMFEE LR WA,
MU T DL CTD B H DT + VH EER LW &,

® F—[¥E T 4L F 4L eCTD ZfFE S, & a7 + VX 4T REERE T L9052
&

& FPEEIX, CTD FE D7 /04 ("ml", "m2", "m3". "m4" K "m5") ZEET D
Zl, L, BERREUTOZAAXIZEWTE, ML7 A4 F XI5 7 7
ANEETZRNT VR IIER LR N &y

® I 1 HOMMIZOWTIX, KED 15 ESHTHZ L,

® 4. HSHAMNKT O OREFEIL —WMEBEILICT AT EERTDHZ

HiEE 7 — 1%, ICHIG it#id 7 # VA HEED 9 BH"'ms" 7 4V A FICEE 5 =
L, TDOEE, YEmS" T A NH EHINHIT A RIORT 7 LV Z RO "MmS" 7 4 VA
ZRIZ A NVFERML, UTORICEEST S &,
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| 531-biopharm

| 532-pkbiomat

I 533-humanpk

I 534-pd

| 535-eff-safe

I 536-pms
537-listing
54-|it

| datasets
I [study id/iss/ise]

(LAF. Bty Rz 2 )

5.2 @& RA|
FIEHPLESEHIZEDD 7 4NV Z R OT 7 A MO TE, FATE LTICHIG ii#id 7
FIVE R ORT 7 A AL BANCHED Z L, eCTDVAOXML A vt —U bR BEN D5 HEE
TT =X OMARANTON T, T A RiZiE> Z &,

5.3 Y VAV.S
INZDEHERENLICHIG OFEICHED Z &,

6. eCIDICEFENS T 7AMILEKICEHAT HIEH
eCTD V40 XML A v b= NBBMT 57 7 A VDO b, HEEETT =2 D7 7 A /VEA
[ZOWTIEEIR T A RE22RT 52 L, BEEETFT —# U D GE% PDF BAXIT
Microsoft Excel JTE=\ (xlsx) DIAND 7 7 A WEX TR ET 2 ML E R AE U2 5A1E. FRNCHFER
RIS D Z &,

1. eCTD v4.0 XML A v E—2ICBET 2 EH
1.1 Fv394—IT2a—F
UTF-8 # W5 Z &,

1.2 FAytE—D-AyH
A= s Ny XOFRMEFIL, ICHIG (TN LI T OEMABAINEHN S5,
® receiver.device.id.item@root JEVEMEIZFEE S 24T RO OID 1%, [JP OID Listing]
(CCHEMET D (MAH AR R ORMICHEE T O -V a v EHHT L2 L,
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723, 120 eCTD IZHBOARHFENE EN L 5E1E, 4% eCTD ITE £ 2 KGR
OO L, HEEH RS VK HFEN AL I D,

® receiver.device.id.item@identifierName JEVEMEIX 128 U FLL R ET 52 &, ok, FBEY
SRSz E P 2 L 7R,

1.3 [EEHLGVERRUBEMEORY HKLY
eCTD v4.0 XML A »tE—T DA 1 — RNZEBWT, integrityCheck BEE %R 2 TDEFRIT
FHEBLUSNONEEFF-ERWZ &, £7o, WEZFFIZ/R\V integrityCheck B3 OV I —1E
BN L UTCRITZ 87 integrityCheck B #HEH L7722 &
BAEIZOWTIX, ¥ I —EXITEE AR B L vz &,

1.4 RAO—FIZEFEFND NN ERXRRVEHOFERAFZE

eCTD v4.0 XML A v &=V D AF —~< (X, FHEY MO LW ER K OEM, ik s
RFENRR D2 ERLOEE, WA ROATHAT 2ERZLVEEE G, FEYRIC
2T % eCTD v4.0 XML A v & —UIZE £ 5 EHRE K WEMEO A TIEIZ OV TEIARFDOR
e & &L, AREBICHRENRWER L OEEITRME L2 & el 58472 RPSR2
AX—2 |2 EAELTBA T FET IV AX—REENTVDE, JEmoM, HFEYF/IC
BWTatr7uy s hETL - AFX—<IMEHINRY, a7 vy NETILVOFEM
IZHL7 DY A FE2SZHROZ &,

7.4.1  WAEZHR (controlActProcess)
eCTD v4.0 XML A v E—T DA v — REBET 572 DIZME 72 controlActProcess 535 [
Watk, WS FDFEZ L OEMEIL, ICHIG ICE#E o, ICHIG IZit-> TiRftd 2 =
L,

7.4.2 submissionUnit
Submission Unit & 1%, —FEDEHITAIZ L > THERUY /IR SN D TENOEROES
% 7R3, Submission Unit (X, submissionUnit 352 L - TS 5,

7.4.2.1 XML EDSEEEFR
submissionUnit B35 DL EPTIZOWTIE, ICHIG IZHEH Z &,

1.4.2.2 XML EE 451
LU submissionUnit B33 0 XML el 2 747,
<subject typeCode="SUBJ">
<submissionUnit>
<id root="c64abdbd-c052-439a-bbcc-¢00198139790"/>
<code code="jp_ctd" codeSystem="2.16.840.1.113883.3.989.5.1.3.3.1.1.1"/>

<component>
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PR
</component>
<componentOf1>

PR
</componentOf1>
<componentOf2>

I
</componentOf2>

</submissionUnit>

</subject>

7.4.2.3 ML ERRUVEN
submissionUnit B35}, N OB FOERZ, WRNIZENSDOBEMEIZ, LFO®ED,
ER B 2EE fEDH #iEA

1EDH
submissionUnit [1..1] AREEFE T, BEYFEICTE
e 2 XLELXOHFRE
AT 5,
id [1..1] ICH IG FLdl D@ v,
root [1..1] %72 UUID ICH IG FLHi DB Y ,
4
root="c64abdbd-
c052-439a-bbcc-
e00198139790"
code [1.1] ICH IG Frdk D b
code [1..1] T ¥ Ak /K Submission Unit O Ff¥H

oda— R, a— NE
pl- code="jp_ctd” | 1% . JP CV @ [ JP
Submission Unit] ==— K
UA MBS 5,
codeSystem [1..1] %72 OID JP CV @ [JP Submission
Unit] =2— KU XKD
#- codeSystem=""| OID,

2.16.840.1.113883.
3.989.5.1.3.3.1.1.1"

title [0..1] ICHIG &# i@,
value [1..1] T ¥ A b ICHIG fe# i@ v ,
i value="7JHk"
component [0..*] AKEZZ T contextOfUse %
REMNT D,

contextOfUse 3% D7
IARED 744 2R
52 &,
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BR B ZEE fEDH B
1BDH]
componentO [1..1] /N B S [
f1 sequenceNumber 3%}
W\ submission %255 % 51
1%,
sequenceNumber %L3& D
FHAIAED 748 5
sz L,
submission F3% DFEANIE
149 25T L,
componentO [1..1] AREFRIT categoryEvent
§ 74 BEREEMNT 5,
categoryEvent F 3% O i¥
HIAED 7.4.19 25
T5Z L&,
U VO Rea > T Context of Use 427~ 2555, XIEBESF Context of Use % (& i,
DM A HIBR M OVHHT 3 5354518, Context of Use = & |2 component 3% % 12
4% Z &, Context of Use DFEMIZDOWNTIZ, AED 744 22T
5k,
> submissionUnit.title B33 DHE LT FEE DMEEIHWT 5,
> ICHIG it#o@EHBANTIN A, LT &5,
® LUITOWTNNIZiEY T 5 Submission Unit [THEI T S5,
> D submissionUnit EZ LI N TN D,
<> submissionUnit ZLZE MR S LT 7200,
< title@value JEVEIEDS 1001 SLFLL ETH B,
> WINER R component BSE D RL X LT R0,
®  submissionUnit.statusCode 25513/ S 4172\, Submission Unit %
Y T 5L EIXEEYRITHRTHZ &,
o Gl LT, %A YRIL submissionUnit.title@value JEVEE A L
0, Fio, RBEHEOHEOBIZOW T, AED 250 [7F A K
B U CHEHFTRE 72 SCFRE] IS CTHUE SN SCTFREICIRE S 17
VY,
DN EEEAARITIN X THE O N EEMBHNTFRFIZ 220,
ERARITIN 2 THE O ~ S GEHBLANIERIC 20,
RERARITIN R THE O ~EEHBLANIERIC 220,

7.4.3 priorityNumber for contextOfUse
Priority Number (X, 2> 7 F A k « 7 /L—7 D Context of Use DE/RIEFF % EF L.
priorityNumber %352 L. > TRt S 415, Contextof Use [, T T FHFA K « Z—F T LT
Priority Number O FIETERIND, ik, HHEETFT —ZIZOWTIFEAIE LT, HFA&Y
RTRET AN HNET 7 A NH DRI TEREND,

7.4.3.1 XML EoEREERT

priorityNumber 55 D FLHE FTIZ DWW Tl ICHIG @ 9.2.5 Context of Use ® Priority Number
FrZRTLI L,
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1.4.3.2

<component>

XML 52 &k 51
LUFIZ priorityNumber 5% 0 XML

FLEH 2R,

<priorityNumber value="1000" updateMode="R"/>

<contextOfUse>

LD

</contextOfUse>

</component>

1.4.3.3

XL ZERKRUVEM

priorityNumber %38 S N OFL T OYSE, WNZZN S DEMEIZLL T D@ Y,

priorityNumber

[1..1]

KEHFa o THA b -
T N—7"N®D Context of
Use DRRIEFZ 7~ 1%
AT D,

value [1..1] F BT Context of Use 3 DF
RIEFFAHTICERT 2

Bl: value="1000" | #&¥x A2 $8E4 5.
updateMod [0..1] [ Priority Number % 5 T
e THEIZ, "R"EZRET

updateMode="R"

%

DR

®  priorityNumber@value

% ~ Jy\—ch:‘/[Z‘ZE:VC:‘&)éo

CIE LSO Ea > contextOfUse TR iRt 256, UTNIIHATH S,

> BEFEHI O Context of Use @ priorityNumber@value JEVEE % B35 &

®  priorityNumber@updateMode
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{ll

B3R B ZEE fEDE Bl

1B DG
EH ==Vl > ICHIG stk oEHBANTINZ . LF23EH b,
A ® LITOWTIMNITiHEYT D Submission Unit [FH T &b,

> FA—HENT, 1 202 TX A b - =710/ 5850
H%) 72 Context of Use 23 [FIfE P Priority Number % 52,

S WIREHEZZOTA T A 7V EBELTHO TREET 2
Context of Use (Z priorityNumber@updateMode J&EE 2L X
ncTuns,

< ETIEIZ priovityNumber@updateMode JETEE RS LTV D
23, priovityNumber@value J&MEE DS BT ST,

® HEETT — ¥ 25M3 5 Context of Use IZff & 4172 Priority Number
%, FEEYRICBITDHFEETT — 2 ORBIAFITE LRV,

® fEH % & O Context of Use # HI kg 4 2 B it 3 %
priorityNumber@yalue JEVEAFE X, HIFRx4: D Context of Use ? Priority

Number L[RfETHDH Z EMEFE LV, LOENEEINATH, 4

EITEEA Y /IRt S e S IXRM S 72, HIBR 2415 Context

of Use @ Priority Number /& [F] Submission Unit LARE T F AIREIZ 72

Do

® P D Context of Use & k1D Context of Use Tl #id 2 BRI,

RLar7F AL Z/L—7NO Contextof Use & B L7V RY |

[EHART & [t D Context of Use @ Priority Number 1%, [FfEEiTH .

HpoTNTH, ZLXR eV, F£7o, E#ETE EH% T Priority

Number 73 %72 > TUWNT b, priorityNumber@updateMode J&1'E % H It

LgnZ &,

O BRI R THE 5 N ZEABANTRFIC 220,
RRAMRITIN 2 THE 5 N EEMAHANIFRIC 220,
ON RIS A THE 5 ~EEAHNTFF IS 220,

7.4.4  contextOfUse
Context of Use I%, XEDNE ST % EFKT H, Context of Use I T contextOfUse BT L -
TR E I, BT D code BFHRIZ X > THIFEERNONAEST (CTD A L) ZfRE L.
documentReference B33\Z X > T 1 2D Document Zf5ET 5, ZIUTLD, FHREINT
Document 23 43%ZHEEICEBW T, EO CTD A LICEBT 20BN ERIND,

7.4.4.1 XML £ ECE &R
contextOfUse E32 D FLEE FTIZ DWW TIE, ICHIG @ 9.2.6 Context of Use F4 S35 2

&O

1.4.4.2 XML EE k451
LLUFIT contextOfUse %35 0 XML Fl#iifl z =7,
<component>
<priorityNumber value="1000"/>
<contextOfUse>

<id root="7¢c5c61fd-5b88-4018-8323-b21f1a731880"/>
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<code code="ich_3.2.5.2.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.2"/>

<statusCode code="active"/>

Ll
</contextOfUse>
</component>
7.4.4.3 ML ERRUVEMH
contextOfUse B34 N DR T OEFE, WNZZN O DJEMIL, LFD#Eby,
R JE 2EE DR B
1EDH
contextOfUse [1..1] ARERIT, FEEYRICE
M9 53FLE CTD A
L ZBHEST 572 DI
AT D,
id [1..1] ICHIG stall D@ b
root [1..1] %272 UUID ICHIG fE# i@ v ,
4
root="7c5c6lfd-
5h88-4018-8323-
b21f1a731880"
code [0..1] ICHIG fe# i@ v ,
code [1..1] T XAk ICHIG ki@ v, ICH
CV @ TICH Context of
#l: code=" Use] XIX JPCV @ TJP
ich_3.2.5.2.3" Context of Use] 7>5Hi%Y4
95 a— N ER Uit
T 5,
codeSystem [1..1] ¥4 75 OID ICHIG Ftd#imiE v, ICH
CV @ TICH Context of
- Use|] @ OID X% JP CV
codeSystem="2.16. | o> [JP ContextofUse] @
840.1.113883.3.989 | OID % 244 %.
2.2.1.1.2"
originalTe [0..1] ICH IG FL# D@ Y ,
xt
value [1.1] T XA b ICH IG FL# D v
Ve
value="3.2.P.8.3-
statusCode [1..1] ICHIG & D v .
code [1.1] e P ICHIG ft# i, 2%
Context of Use A XN T
#i- HiLE Tactive] %, HIBR
code="active", T 5 0o T b h T
code="suspended" | T suspended | % #& i
5o
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B3R B ZEE fEDE B!

1B DA
replacement [0..%] A 24 e X
of relatedContextOfUse %57

NI D,
relatedContextOfUse %57
OFMIAFED 745 %
ZHRTHZ L,

typeCode [1.1] i KIEVEIL replacementOf
LEE S FLAYAY A A
typeCode="RPLC" | ¥ BIETH 5,

derivedFrom [0..1] /N = # 8
documentReference % 3%
ZREANT Do

documentReference %37
DFMIAFED 746 %
ZRTDI L,

referencedBy [0..%] KERIL keyword B35 %
AN Do

keyword LFE DFEAITA
ED 147 2RI 52
&

typeCode [1..1] E AKIEVEIL referencedBy %
% O D BRIC B 70t
typeCode="REFR" | &gt CTdh 5,

LS VRO > contextOfUse.statusCode@code & 4 fE 73 "active" T & U | ZP )

(% Janys K] priorityNumber 327X updateMode J&1'7% & F 72056 LU R IZ4E
»5,
® code(@code

® code@codeSystem
® derivedFrom
»  contextOfUse.statusCode@code J& V£ & 75 "suspended" T & 5 . X I
priorityNumber@updateMode JEMHE RSN TS L& ITOW
TIDOIEH %A & T Submission Unit [ZH F S5,
code@code
code@codeSystem
replacementOf
derivedFrom
referencedBy
> 1 D® Context of Use Z %D Context of Use TEE T DAL, &
9% Contextof Use = & | replacementOf B56 #1235 2 &, Context
of Use DIEHLDFERIZ DU TIEL, $$®7A5%£%¢5:&o
> 120 Context of Use |2t D Keyword 5T 2 551%, 157925
Keyword = & T referencedBy B35 %42t 25 2 &, Context of Use ZfF
59 % Keyword DFEAIZOWWTIE, KED 747 220352 L,
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il

B3R B ZEE fEDE B!

1B DH
= = id| > ICHIG st#ioEABRANCIN A, LR #EH S5,
A ® LITFTOWTIMNTi%ZY T 5 Submission Unit IZH F &b,

<% code.originalText@value J& MBS 129 LFLLETH 5,

< statusCode@code JEMEAE "active" }2 (M'suspended" DWW T 4L T H
R,

< statusCode@code J&EME 7 "suspended" Td» 5 Context of Use D
Priority Number (2., [RIFFIC updateMode EVETRAL ST D,

S WREHZEZDTA 7V A 7 V@ L THD TRMET S
contextOfUse %55 D statusCode@code J&HAE )3 "suspended" T &
Do

PR REIC replacementOf B3 DR STV 5,

WIS IR IZ derivedFrom %235 % 5, F 72\ contextOfUse %5673

Rtz hTn5,

® [EHiIHIPR S 7z Context of Use & [A U id@root JEMAE % F5D
contextOfUse B 37 Z 42k L Tld7e 720, & THIBR S i
Context of Use & FFEEAH N L2 W IGA L, #HTH D Context of Use &
LTI 52 &,

N BRI R THE 5 N EEAHANTRFIZ 220,

DN > code@code JEMEAEN R CTD R ULASE 5 86 3 THIZE S WG4,

% @ Submission Unit [ZE N X5,

N BRI A THE 5 ~E EABANTRIC R0,

<>
<>

7.4.5 relatedContextOfUse
relatedContextOfUse 3213, #EH 7@ Context of Use & HHl D Context of Use TEHLT 5
BRIZMEH 412, relatedContextOfUse FF313. H#i Context of Use DF-EF & L TR & 41,
id BRIC L o TEHL S5 Context of Use ZFRET 5.

7.4.5.1 XML £ ECE &R
relatedContextOfUse %35 DFL#E PTIZ OV TlX, ICHIG @ 9.2.7 Related Context of Use
(Contextof Use D7 A 7H A 7 )V) FEEZHRTLHT &,

1.4.5.2 XML EE 451
LU FIZ relatedContextOfUse %55 D XML il 4 7~ 9,
<replacementOf typeCode="RPLC">
<relatedContextOfUse>
<id root="d981c6a9-d57a-43cc-a71b-a8e35a34a39a"/>
</relatedContextOfUse>

</replacementOf>

7.4.5.3 ML EZERXRUREMN
relatedContextOfUse 36k N E DRL T DOEHR | WNZZN L DML, LLFO@b,
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B3R B ZEE fEDE Bl

1B
relatedContext [1.1] ARERIT, EHIND
OfUse Context of Use DI %
AR 5,
id [1..1] ICHIG fe# i@y ,
root [1.1] #%Y72 UUID | ICHIG stk i@ v ,
4
root="d981c6a9-
d57a-43cc-a71b-
a8e35a34a39a"”
U LBV e > contextOfUse.statusCode@code )& 4 i 73 "suspended” T &H 5 . X I
DOFEHHA priorityNumber@updateMode JEVEETRIES N TS & & LT O

¥ % & Te Submission Unit (ZEIF S5,
® relatedContextOfUse
E A el > ICHIG Re#OE AN A, LR M S5,
A ® LITFTOWTNNZiZY T % Submission Unit IZHI T S41 5,
< id@root JBYEED 7R T Context of Use 73, #/eb a7 F AL -
TN—TIZF/L T 5D,
< id@root JEMEEN 7R Context of Use 23, *47% Submission Unit T
7tz h T,
< id@root JEMEAE 37~ 9 Context of Use 73, eCTD 513 = 23 [FIHE
ThLHFEOWMEDERMIC K > TREZ TR,
< id@root JEMEAE 7R T Context of Use 25, eCTD 52425 25 [AME
ThDHFEOMEDORMIC X > THIFR X ITER S LT\ D,
O BRI R THE 5 N ZEA BRI IZ 220,
RRAMITIN A THE 5 N EEAHANTIFRIZ 220,
N FEEAMRITIN A THE 5 N EBANTAIZ R0,

1.4.6  documentReference
documentReference %3313, Document Zf5ET 5, documentReference B35\Z J > THE S
A172 Document |%, BLEFE T D contextOfUse 3 D code FFHRIZ L - THRE I T- FEEEE
WONLEDIT & BT b b,

1.4.6.1 XML £ FC & &P
documentReference B35 DFLHEEPTIZ OV TIL, ICHIG @ 9.2.8 Document Reference %5 % 2%
i

7.4.6.2 XML E2&if1

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

</derivedFrom>
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1.4.6.3 XM ERRUEM

documentReference B35 e N OFL T OEFE, WNZZNODOJEMIT, LATO#ED,

B3R B 2EE EDHEL B
1B DA
documentRefer [1..1] ARHFRX, Context of Use
ence L B S5 5 Document
DR 12 AT D,
id [1.1] ICH IG FLdD#E Y
root [1..1] 44732 UUID ICHIG &y,
4
root="al7b06a2-
a040-431d-8e5b-
1/678¢83af3¢"
U VA0V REa > contextOfUse.statusCode@code & 1E i 73 "active" T & D | 2> D
DOIRHFHEA priovityNumber 23273 updateMode JEIE% & £ 7206, DLTFIZHZE

THd,
® documentReference
>  contextOfUse.statusCode@code J& £ {5 75 "suspended" T & 5 . X I
priorityNumber@updateMode EMHEN RSN TS & X LLTF DI
¥} % & e Submission Unit [ZEI N &5,
® documentReference
EH cidl > ICHIG it AN N A . LUR2SEH S s,
HHI ® LUIFDOWTNNIiEY T % Submission Unit [ZHI T S4L 5,
< id@root BYEME )R T Document 73, 47% Submission Unit Jz OY
FEYROT —F = AZ*OWNTIUT BTFIE LRV,
<> WINER R documentReference 5% % & £ 72\ contextOfUse
HRPREI ATV D,

*EA Y T, eCTD v4.0 % H W THEH S 4172 Document [ZDUNT, Hi%H

SN T HARWRY | RGBT BOCCEE BRI AN E O 5 B
(UAF. TBEOHREWIM &), T—FX—RREL TN D,

FEEAARITIN 2 THE O ~ZGEMAFRNIRC /20,

RAEITIN 2 THE O ~ X GEABLHNIERC 20,

RARITIN 2 THE O ~ETEHBLANIERIC 20,

7.4.7 Context of Use keyword

Context of Use |21 5- & 415 Keyword (LA, TCoUKeyword] &V¥9, ) (%, Context of
Use 2379 CTD H.HH LiZxtd 28001 #H 2 #2195, CoU Keyword I contextOfUse E3EHE T
D keyword EFHE I L o> TREES L, RESLUTO2H# ENH D,

1) ICH XUTFHEA Y FHIZ L > T Keyword DFEIH L A RD R TWD H D,
5 : ICH Document Type, JP Analysis Type, 72 &,

2) ICH XITFHEA Y FIC X > T Keyword OFEFENS RO HALTIH Y, HFEEMEE CEA
RO DHD,
1 : indication, substance, group title, 72 &,

FC 2)D Keyword % 59 HFRIE, MiZH 51235 T Keyword Definition % H T OfE
% EFT D, Keyword Definition DFEMIIAED 7418 M+ 25 2 L, 72, HEE T —
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ZAZHOWTIERRIE LT, %E%%Ti7¢Wﬁ%Xi774»%®ﬁﬁf%%éhét
O, FROBRIZ Keyword TR SN D ERITBE I NN B3 H D, Hl2IX, FEE T

— X % 2:M3 % Context of Use |Z group title Keyword Zf 5 L7-& LTH, %% Keyword 12 &
- Tift S 7z Keyword R SCFHIOE#HRIT, group title / — R & L TERRINZRNWZ &0 D
Do

7.4.7.1 XML EEEEHER
Context of Use (21532 keyword Z232 DFEHE FTIZ- OV Tid, ICHIG @ 9.2.9 Context of

Use @ Keyword ¥4 SM3 52 &,

1.4.7.2 XML 2 #5451
LAFIZ, Context of Use (24 59 % keyword %35 D XML sl il 2~
R DHH
<referencedBy typeCode="REFR">
<keyword>
<code code="ich_document type 65" codeSystem="2.16.840.1.113883.3.989.2.2.1.3.2"/>
</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>

FE 2) D4l
<referencedBy typeCode="REFR">
<keyword>
<code code="MANUO001" codeSystem="My list 001"/>
</keyword>
</referencedBy>
<referencedBy typeCode="REFR">
<keyword>
<code code="SUBO0O01" codeSystem="My list 001"/>
</keyword>
</referencedBy>
<referencedBy typeCode="REFR">
<keyword>

<code code="SDTMDATE" codeSystem="SDTMVer001"/>
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</keyword>

</referencedBy>

B )04, Keyword DEFE % Keyword Definition & U CHMT %5, FEMIIAED
71418 BT 5 L,

7.4.7.3 ML ERRUVEMH
Context of Use |21 575 keyword BESE N OB FOEFR, WRICENLDOBEMEIX, LIT

DY,
R B Z2EE DR B
1B DB
keyword [1..1] ARHFRX, Context of Use
DBMEREIEET D
THREENT D,
code [1.1] ICH IG kD v,
code [1..1] T XA B ICHIG & D@ v,
4
code="ich_route_ 1
code= "I\/I‘AN Uuool"
codeSystem [1..1] TF¥ A b ICH IG FidmiE v ,
# :
codeSystem="My
list 001"
VMO RS FEL o TR EE ) MEDOR) KO TEB) OWEITINA THE 5 R EfEHH
D HARA Allix7e v,
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{ll

B3R B ZEE fEDE Bl

1B DH
= = id| > ICHIG st#ioEABRANCIN A, LR #EH S5,
A O ULHFENIZHE L O RACWISAE N FE (1 DOFEED CoU

Keyword (Z DWW T Y HFENICHEEDMEAFIE) L, THLENITD
WTXCEZRNT 255813, Y%MEEO CoU Keyword & W TE
DRZBRT 5 2 L (f]  EEORK 2 Z e HEEDOSEI1X. CTD i
ML b B®AIOKBIAT < X 9. product Keyword % {5 LEEE D
32P HEHNTT D),
® UUTFDOWTNAIIF%YT 2% Submission Unit (TAI T &5,
< ICH CV @ [ICH Context of Use] XX JP CV @ T[JP Context of
Use] (12X > T G258 BTV Keyword 231 5- 4T
W5 (7272 L, HEEE 7 — ¥ # S L T\ 5 Context of Use D
BaiE, AEO 11 O 2)ITH 5 Keyword 13HI4 &3 5),
< ICH CV @ [ICH Context of Use] XX JP CV @ [JP Context of
Use] IZ & - THIH E TV D Keyword 235 3T,
< 1 -2® Context of Use {Zxf LT, [ UFEFHD CoU Keyword 238
B SNT0D,
< ICH Study Group Order Keyword 23} 5 S #1 TV 5 A3, study
id_study title Keyword 23 5- S 1T 7200,
> HEEETT— X ESM L T Context of Use 12, LLFDW
T DD Keyword 3 5- LTV 5,
v JP Study Data Category
v' JP Analysis Type
v' JP Terminology(Tabulation)
v' JP Terminology(Analysis)
& WEEE T —X &S L T % Contextof Use (2, JP Study Data
Category Keyword 23 5 LTV,
> TERRSEBESE CII 27— % | (Non-CP) LISt Z7R4 JP
Analysis Type Keyword 23 5- 241 TV % Context of Use 232/
L TV 5% Document |2, textdescription H3& 1AL STV
U,
N BRI R THE O N EEMHANTRF T 220,
UM > JP Study Data Category Keyword M2t S T2 W&, £ 0
Submission Unit [ZH! N S5,
U8 > JPStudy Data Category Keyword 2342k S 41T 5555 % @ Submission
Unit (ZH TS5,

7.4.8 sequenceNumber
Sequeuce Number (3, sequenceNumber 2552 & - TR I, RIHFFERNICEIT S
Submission Unit D A & RERA A2~ IR ke & 5 2 feft 35, HEERICRET 5
Submission Unit (Z X » TS N7 FHiT, FEBRICBWTEMICREIhD
Submission Unit (Z & > T&ET & 415, Sequence Number |d, Submission Unit = & (23 < 41,
M T LI 2F 5 TH D,

1.4.8.1 XML £ FC B &P
sequenceNumber 235 DFLE & FTIZ OV TIE, ICHIG @ 9.2.12 Sequence Number %4 24

5T &,
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7.4.8.2 XML 52 &k 151
LUTFIZ, sequenceNumber %55 0 XML flalif] % <9,
<componentOf1>
<sequenceNumber value="1"/ >
<submission>
LD

</componentOf1>

7.4.8.3 N ERRUVEM
sequenceNumber %35 K O DELFOEFE WNZ TN b DRI, LLTD@Ey,

B JE 1 LEE EDH B
1EDH

sequenceNumb [1..1]

er \F % Submission Unit D
A & KR A1 %2 =3
THEREENT D,

value [1.1] ke ICHIG fe# i@ v ,
#l value="1"

LRy e FRRo [ EE ) AR KON TEil) OWNEITINZ TR D N
DI A HltZ 72 v,

EA =S > GTTASA . SGTIRER R AU R RS I3 THRHEF A2 D Sequence
A Number D 9 5, e RKOMEIZ 1 Z /& L72HfE% Sequence Number & L
THM9 25, 2oL X, K Sequence Number fH % 5> $2 it 5 7
Submission Unit Z%FET HIZH72 Y | submissionUnit.code@code fE D
llEaiik oYANTAN
> LUFOWTNZEZY T % Submission Unit (ZHEIF S5,
® AT IETETO 1] 55 1999999 | DFEXLIA DA% Sequence
Number & L THEHEL TV 5,
® Sequence Number & 55 g 7 4 L X4 M —E L7200,
® {IRFRHFRHZ, FRUEMBIA a), b)) ZHI S 72V V% Sequence
Number & L THEHEL TV 5D,
®  KGETHEIZ Sequence Number 73 1] F DI L TV 72w,
® LETHRIZ, BEFEH @ Sequence Number fHZ 42k L T 5,

> W HFFD a)dD Sequence Number (% 1] &7 5,

>  —JEEH L7 submissionunit.xml % UE 3 SUIFERH T 254513,
H LB L X 42 i %F 52 O submissionunit.xml & [A]fE @ Sequence
Number Z #2925,

> HIEEHFED b)?D Sequence Number (% 1] &7 5,
> ERHLZ b)Z2H LB UIHRET 256 1%, Sequence Number
ez 1) 95,

> FIERHRFD ¢)® Sequence Number 1% 2] &35,
> ERH L oM UET UIHERZNT 58561, Sequence Number
EEIC 2] 45,
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1.4.9  submission
Submission (X, submission Z3R\Z X o> THRAL I, MEZHPGEITE 5 0 H OGR4 2k
9%, Submission /% eCTD 3% 512 L > TXHIS 4L, 1 20 Submission 1%, HECIIHEEL
O AEHMAEET 2 LN TE S, Submission 2392 5 HIZBSE 9% Submission Unit (3,
3% Submission O FAAEE E L TREESIT 51573, eCTD v4.0 XML A v &— Eid,
submissionUnit B35 O FALEFE & U C submission BENWIFET 5, submissionUnit B3E1X, B
Z73B1#E-5 < Submission DIE % . submission Z235 & L Tl d 2,

7.4.9.1 XML E eSS &
eCTD v4.0 XML A vt —= b, submission B3I R O L 9 ICEE S5,

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

71.4.9.2 XML 2 & 451
LLUFIZ submission %35 D XML ik il & =4,
<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"/>
gD L
</submission>

</componentOf1>

7.4.9.3 ML ERRUVEH
submission BN NZFOR TOESE, WRNZZNOOBMEIZLLTFO®EY ,

B3R B ZEE fEDR GG
1E DA

AREEFE 134 7% Submission
Unit (2B SV CHEfE X
L5 b G E R
5o

id [1..1] ARBIFR T Y5% eCTD HIGE
DR 1% AT D,
item [1..1] AREFTY5% eCTD H3E
DR T2 FANT D,
root [1.1] 2472 UUID A% Submission @ UUID,
ICH IG Gk A5 HEHLAE
Zh > =7 0Ty XA

root="c4550245- | |z PN EEFE N T4
fa32-444e-8433- 3.

702tbba7a8d4"”

submission [1..1]
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fEDE

1B DA
extension [1..1] oA BT eCTD =135,
4
extension="201605
05001"
code [1..1] ARFFIT Y% eCTD HGh

DALEST (EEARH,
ZERM, 2 E) M

T 5,
code [1..1] F¥ Ak W5% eCTD HGE DNLE D
JERT a— FMEZE
v L LTHE»D, o— FEIX

code="jp_original” | JpCV @ [JP Submission]
a— KU X bR

15,
codeSystem [1..1] w4472 OID [JP Submission] =— F
U X h®D OID,
Vi
codeSystem="2.16.
840.1.113883.3.989
5.1.3.3.1.5.1"
subject2 [0..*] RN review B3 % F5
W5,
review 3G DFEANIIAZE
D 7410 xZHRT5HZ
L,
componentO [1.1] AREFR L application B35
f T Do
application ZL3% DFEHIT
AED 7415 25HT 5
Z &,
CE OV E > TR Review AR T 256 UIBEAFE Review DFHZZ LT 5565
DFEHFAI 1L, HFEE Z LT subject2 %?? et % Z L, Review OFEAIZ DU

TIE, AED 7410 25T 52 L,
HH cova| > JRANE LT, BLFOBMEIZOWTIL, submission BE T DIE MO E |2

gLl Moo, Bz L CRCEZRET 2L, b DEEEET
LEND DAL, FANSEEYITHRET D2 L,
® id.item@root
®  id.item@extension
® code@code
® code@codeSystem*
1272 L. code@codeSystem JEIEDS7RT OID OREBIZH EFNDH/3—
Va rFFIE, —EL TV DB,
> id.item@root JEMEAEIL. A Submission % —FIZFkEI T 5 UUID &4
HZ L,

> LLTIZR%%49 % Submission Unit AT S5,

® id.item@extension JEVEE Y% HFED eCTD 13K 5 & £ie b,
SN > FIRIRHIREIZ subject2 B3R 75§Tm{i§ SINTWZ2WEEA | % @ Submission
Unit IZHF I b,
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EDH
1B

b)IZ subject2 B3R 7 F D TITR BV,
O 76, % @ Submission Unit | ifﬂ—l\_éﬂé

F£72. subject2 EFH% b)ITH

> subject? EEDPTEL TR
b,

. %€ ® Submission Unit [ZH] F &

7.4.10 review

review B3IE, dnHIEHRA RIS 5, HFEFILIC
subject2 B3 T L2 1 DD review BENEML S LD,

7.4.10.1 XML EoECEERT

1 DD subject2 B Rt S 41,

review 3L eCTD v4.0 XML A v — . LLTOEFHCEE# IS,

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

subject? >> review

7.4.10.2 XML &5
LUFIZ review 235D XML fi#ifil & 7~9,
<subject2>

<review>

<id root="c2a664fc-4b41-4425-8631-46b7bf1{58a6"/>

<statusCode code="active"/>
<subject]>

B 1S T
</subject]>
<holder>

S 1S
</holder>
<subject2>

[P
</subject2>

</review>

</subject2>

7.4.10.3 XML EZERERUVEM

review BE KON OFL T OEFZ, WRNZENS DJgEME

[ZLL T D Y

review [1..1]

LERAE

id [1.1]

ARESEIT Y 3% review B35
OB A% ¥ANT D,
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B3R

B

root

SHEHE

[1.1]

fEDH
1B DH
%% 72 UUID

4

root="c2a664fc-

4b41-4425-8631-
46b7bf1f58a6"

Wt

7K Review ¢ UUID, ICH
IG LT Y X2
CHEVHEEE DB REE T
Do

statusCode

[1.1]

N 73
FEEDIRE S
BREHNT D,

g B o H#
NG

code

[1.1]

M.

—n

code="active",

code="suspended"

HEEZE 0 RRE % ﬂ—"ﬁﬂ =
— N, B ORHEELY
i eCTD I ibuvt\-—+B
DHHERTT 5545, H
% OWET T Y FZEY
TIF*5 Review (Zx%f
L "suspended" % #i& fit 9
%, FOMOEAEIZE N
Tl "active" 2 24 %

subjectl

[0..1]

%N L # i
manufacturedProduct %
RN T D,
manufacturedProduct %
ROFEMIIAED 7.4.11
2RI HZ L,

holder

[0..1]

AKEFRIX applicant 55
ZFEINT Do

applicant B35 OFEMIIAR
HEDTABBEZRT L Z
L,

subject2

[0..%]

N U = [
productCategory L35 %
FART 5,
productCategory % 3& D
HMIAED 7414 5
B2z L,

ERXREUTREYE Be

DR

>

PRI R, EFRER LK VRO THRMEATH S,
WRTEE, statusCode@code JEMEED "active" TH D & &, EFEEFZ KL

JBPED T

ATH D,

RTIRE, stautsCode@code JETHAE )3 "suspended" CThH 5 & & LLF DWW
DGR % & T Submission Unit [ZHI F S5,

®  subjectl]
®  holder
®  subject?

subject? B3R 1%

HiEH

K45

: ‘-*El,f ‘a—é:ko
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B3R B ZEE fEDE Bl

Vol
= s > LLFOWT iz 3 5 Submission Unit IZHE1 N &5,
A 0 WHEHZED T A 7V A 7VEEL YO TRET S review 2

F D statusCode@code JEMAE DN "active" TR,
®  review.statusCode@code JEEAE D "active" & OM'suspended" DV NT 4L T
HIRN,
® 3K review H5E D statusCode@code JEHAE % "suspended" CTHEfL L 7=
,%?:.: %\ statusCode@code J&TEE )Y "active" T 25 review H3E 134 i%H
ICBWTHIE LR 72 %,
> td@root)E PRI, A Review & —EIZFkBI T % UUID &35 2 &,
> UGTREKRHELIR T o TE LT ET-ANRICEE DR review
PR ITRCH Liﬁb‘ Eo
> —EHFERTIFICL Y # L7257 Review & [R U id@root J&MEAE %
£ review E%%TZEET LCiEe b0, —ERFEIR T I L0 EZhIC
L 7= Review Z FHEA N LIZWEGE L, Hillo Review & L CHIEH
THZ L,
O BRI R THE O N ZEA BRI IS 220,
b) B b) T review HEETHOTUL R BV, ETo.| review BHR % b EH DT
Y. % @ Submission Unit [ZEI T &5,
N FEEAMRITIN A THE 5 ~EEBANTAIZ 20,

1.4.11 manufacturedProduct
manufacturedProduct B33, WEERZRUILT D5, 1 DD review R LIZ 1 DD
manufacturedProduct ZE DR SNV D, manufacturedProduct B35 130 T IZ R4 O
manufacturedProduct B35 % £5 5 | AFE TILATE % manufacturedProduct B35 L W18, #%H %
manufacturedProduct. manufacturedProduct %35 & -5,

7.4.11.1 XML Eoie&E&Err
manufacturedProduct %3513 eCTD v4.0 XML A v&— k. DLFOGANICRHEHK SN D,

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

subject? >> review >> subject] >>manufacturedProduct

7.4.11.2 XML &5
PLUFIZ manufacturedProduct F3% O XML FLak il 2 =4,
<subject1>
<manufacturedProduct>
<manufacturedProduct>
<name>
<part value=""t A ¥ 7 % = —/LEE 10mg"/>
</name>
<ingredient classCode="INGR">
21175 T

</ingredient>
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</manufacturedProduct>
</manufacturedProduct>

</subject1>

7.4.11.3 XM EXRUEMH

manufacturedProduct %38 i N OB FOESRE, WNZZN B ORYEZLL T OIE Y

EHR B ZHEE fE DL B!
1EDH]

manufacturedPr [1..1] AEHRT, WLHEREK
oduct W5,
manufacture [1..1] AREFIL, IR EE
dProduct W5,
name [1..1] AREFRITRTBA ZHEMNT
Do
part [1..1] ARERITIRTEA AT
50
value [1..1] TX AR A DIRTEA

#: value="t-1"
Y g — L EE
10mg"
ingredient [1..*] ZN 2% # [
ingredientSubstance % 3

ZFEANT D,
ingredientSubstance % 3
DFMIIAED 74.12 %
ZRITLH L,
classCode [1..1] E KIBMEIL ingredient %35
2 BRI LB G
classCode="INGR | @t Ch 5,

"

MRV R > YRS E EN DA RIS T LI, ingredient R A RMLT H T L,
DA

EH =SV > part@value EVEEIL, BEEEFCEORTS & —BSE DL T L,

gszhll >  LUFIZR%% 7 5 Submission Unit (ZH F S5,

® part@value JETHED 241 LT ETH D,

N BRI A THE D N & EA BRI AR,

> b)Z manufacturedProduct E 3% % & ¥ T TR bR v, X7,
manufacturedProduct %35 % b)IZ 5 74, % O Submission Unit (&
HFIhD,

N BRI 2 THE S N ER BRI 2,

7.4.12 ingredientSubstance
ingredientSubstance %3813, AR DAFRZRIET D, 1 DD ingredient ZFE Z L 12 1O
D ingredientSubstance EE PR E L5,
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7.4.12.1 XML EDEE&EEFT
ingredientSubstance %3513, eCTD v4.0 XML A vt — k. DLNOEFIZFLE S NS,

®  controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission >>
subject? >> review >> subjectl >> manufacturedProduct >> manufacturedProduct >>

ingredient >> ingredientSubstance

7.4.12.2 XML &5
LTI ingredientSubstance %35 0 XML sealif] % <97,
<ingredient classCode="INGR">
<ingredientSubstance>
<name>
<part value="A —7 A A" code="jp_jan" codeSystem="
2.16.840.1.113883.3.989.5.1.3.3.1.7.1"/>
</name>
</ingredientSubstance>

</ingredient>

7.4.12.3 XML ERRUVEM
ingredientSubstance %55 X N E OFL T OEFR, W ZNL O DBMEIZLLTDIEY
B3R =23 LHE R

Sk

1E DA

ingredientSubst [1.1] KRERIL, ARG D4
ance WaEFMNT D,
name [1..1] KRERIL, AR5 D4
W kT 5,
part [1..1] KBEFRITA NS D4
WaEFNT D,
value [1..1] T XA B BNy DA TR,
#l value="-+"—7"
1 LRI
code [1..1] T XAk A BN 5y D 4 B O FlELE
ZoRda— R, JPCV D
#i: code="jp_jan" | T JP Substance Name
Type] =— RU X F2 b
BT D,
codeSystem [1..1] #%4 72 OID [ JP Substance Name
Type] = — KU X D
Hi: OID,
code="2.16.840.1.
113883.3.989.5.1.3.
3.1.7.1"
G VRN ERE FELo [ZEHE, MEOR) KO T OWNEICINZ TR D &
DA HiZ 72 v,
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R | fEDE
1&g DA
EH =S8 > part@value JEVEEOMEIL, JRAIE LT,
AAI ®DHZ L,

>  LUTFIZE%%4 7 % Submission Unit [ZH T S5,

® part@value JEVEEN 241 XTFLLETH S,

DN BRI Z THE O & A BRI R,

» b))\ ingredientSubstance B FE & 5O TR LRV, F o,
ingredientSubstance %32 % b)IZ & 7254, % @ Submission Unit (A
TEhd,

DN FEDABITINZ THRE 5 ~ s LA 2L,

AL O — A & s

7.4.13 applicant

applicant Z3E1X, WEEEHRERAT D, review BE Z L2 1 OO applicant B3R 3L X
j’l‘/ 6 o

7.4.13.1 XML LoEE&iErT
applicant #3313, eCTD v4.0 XML A vt&— k. DL FOEAICEHE S5,
®  controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission >>

subject? >> review >> holder >> applicant

7.4.13.2 XML &5
PLUFIZ applicant 3% D XML Fe#if] %2 7~9,
<holder>
<applicant>
<sponsorOrganization>
<name>
<part value="PMDA HERE S 4L />
</name>
</sponsorOrganization>
</applicant>

</holder>

7.4.13.3 XML EXRUVEMS
applicant B3 K O O T OEZR, WWNTZEN S D RMHEIZLL FDE Y,

HR B 2EE B e
1E DG
applicant [1..1] ARBERITHIFE S &
MNT 2,
sponsorOrga [1..1] ARERITHFEL K
nization W9 B,
name [1..1] ARERIIFFET L EHK
W5,
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B3R B ZEE fEDE Bl

Vol
part [1.1] ARERIIHFEL
W5,
value [1.1] T ¥ Ak BEHFEZE O PFEE 4,

#- value="PMDA
RS
S DLRO R FELo [ZEE ) MEOR] RO [F ] ONFITINZ THE ) R E R

DFEHFAI HtZ 72 vy,
HEH == ia| > part@value JEVERIE, HEEEGLHMOBFEES L —BIEDH L,
b5zl >  LUTFIZa%49 % Submission Unit IZH F &5,
® part@value JEVEEN 241 X TFLLETH S,
RRAMRITIN 2 THE 5 N EEMAHANIFIZ 220,
> b)IT applicant B35 % 5 TIEe B 72\, £72. applicant B3 % b)IZH
O7=8A . % @ Submission Unit [ZH T S5,
FRE ARSI A THE O N EEABHNTFICS A2,

7.4.14 productCategory
productCategory %3813, HiEX D Z4MT 5, review B3 Z L1 1 DT D subject?
DML Z AL, subject2 B3E Z & \T productCategory RPN SV D, 1 DD productCategory
BRI 1 DOHRFEX G RO, BEROBFEX D 2R OHEORE, WX o0k s
[R5 D subject2 RPN RHEES NS,

7.4.14.1 XML EiE&E&ERT
productCategory #3313, eCTD v4.0 XML A vt — k. DITOGATIZGEEH S5,
®  controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission >>

subject2 >> review >> subject2 >> productCategory

7.4.14.2 XML &5
LLUFIZ productCategory %235 O XML sealifsl] 2 =4,
<subject2>
<productCategory>
<code code="jp_1 1" codeSystem="2.16.840.1.113883.3.989.5.1.3.3.1.6.1"/>
</productCategory>

</subject2>

7.4.14.3 XL ERXRRUVEM
productCategory 23 K O DR T DO WNTEN S DBEMEIZLL T D#E Y,

productCategor [1..1]
y M 5,
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B3R B ZEE fEDE Bl

Vol
code [1..1] AR ILHFE X 55 & &
W5,
code [1..1] TEA b HEEX &2 rd a— R,
AR EICREE DR

Pl code="jp_1_1" | 31X %y % JP CV O [JP
Product Category| ==— K
UZA R HEIRT 5,
codeSystem [1..1] %472 OID [JP Product Category| =
— KU X o OID,

Vi

codeSystem="2.16.

840.1.113883.3.989
5.1.3.3.1.6.1"

G DLEON R FELo [ZEE ) MEOR] RO [F ] ONFITINZ THE ) R E R
DA R 720,
EH =SVl > code@code JENEMEAN R T HIGEX /0L, HEEELLHOFFEX D L —HS
RLRI ¥HI L,

DN FECAARITIN X THE O N EEABANTFRRIC 220,
> b)IT productCategory F55 % 5O TiX7e H7a\, F£7-. productCategory

FHE & DI E DA % O Submission Unit (3HI F &5,

ELAARITIN 2 THE D N EEABANIERIC 22,

7.4.15 application
Application (X, application B35\ X > TR S, HHEHFEIC L > TIRIHS WD IHEHRDOE
BLOLEOERIZEET DIERZRUET D, 1 DD submission EFITHIZ 1 -OD
application BB % 5 tr,

7.4.15.1 XML Lose&Ei&Err
application 351X, eCTD v4.0 XML A v E— b LT OSSN D,

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

componentOf >> application

7.4.15.2 XML &5
LLUFIZ application 35 D XML ek il 2 =4,
<componentOf>
<application>
<id>
<item root="492462{7-81bf-46e0-9b59-b677a86c88a4" extension="sender-specified
value"/>

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

L[]
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</reference>

<component>
[P
</component>
<referencedBy>
[T
</referencedBy>
</application>
</componentOf>
7.4.15.3 XML EZRRUVEMH
application B35 i N DB T OFEFHFE | WNZZN O DRBIEITILL T D@ Y
R =18 SHEE EDTY B
1EDH]
application [1..1] AEFRIT . Y
SubmissionUnit [ZFE-0>
THEfit =415 Application
DIFRERENT D,
id [1.1] AREFRIT Y7 eCTD HEH
DA Z AT 2,
item [1..1] AREEFRIT Y% eCTD HIFE
DR T 2T Do
root [1..1] #4732 UUID K Application @ UUID,
ICH IG &7 /nv=a Y
P: A LATHEV HFEE D3
root="492462f7- | &4 7%
81bf-46e0-9b59-
b677a86c88a4”
extension [0..1] 7% A K e N2 &
L2 EmHARE LTH
P: B4 2RO,
extension="sender-
specified value"
code [1..1] AREEZII Y% eCTD HIFE
DR NS D,
code [1.1] TF A b Y% eCTD HIGHOFEME &
R a— R, 32— NMEZ
- code="jp_nda" | JpCV @ [JP Application |
a— U X R bR
AR
codeSystem [1..1] %472 OID [JP Application| ==— K
U A k@ OID,
Vi
codeSystem="2.16.
840.1.113883.3.989
.5.1.3.3.1.8.1"
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B3R

reference

=13 2EE EDH B
1gDH

[0..%] A B OE T
applicationReference %55
ZFEANT Do
applicationReference %55
DFMMIAEFD 7.4.16 %
ZRITH L,

component

[0..%] AKRIFIT document 35
S IR

document %3 O A IL
ARED 1417 2 BBT D
&,

referencedBy

BRE VRS
DR HFA

a)

c)

[0..%] S = ES X
keywordDefinition 3% %
F&ANT 2,
keywordDefinition %35 D
FEIIAED 7418 25
WIHZ &,

> YURZHESICBET 2O E (UL, TBEREE &WH,) e
Bk, BIE G & \T reference HE L RMT 52 L, £, BIEHFE
IZ Submission Unit = & (ZHBE 42T ORIHERFE 24325 = &, AR
FHOFEMIZOWTIIAED 7416 BT D2 L,

> Y43% Submission Unit |Z X > THEET 5 ¥ H Document 23 & 2355 1%,
Document = &2 component Z3E 7 925 Z &, Document DFFEHIIC
ONWTIEARED 7417 2BRTDHZ L,

> YEHEEIZRB VT T % Bl Keyword Definition & #2132 55513,
Keyword Definition = & | referencedBy %35 % $2{lk9-% Z &, Keyword
Definition DFEMIUZ SOWTIFIATD 7418 25 M52 &,

> JRATE LT, BLTFORBEMEICOWTIL, application it T DI H DL
Moo, Rz L CRCEZRET L, ThoDEEEE T
HMEND DAL, FANCEEYRICHRTHZ L,

id.item@root

code@code

code@codeSystem*

*1272 L. code@codeSystem JEVEDRT OID OREICHE EN D/ N—

Va rF TR, B LTV DREIERY,

> id.item@root JETEEIL, A Application Z — & 2B T 5 UUID &9
HZ ok,

> id.item@extension JEVEIIHFEE IS L DR AEZHME LT D, FEY
JZEEHT % eCTD v4.0 XML 2 v E—VICARBMEEZ GO D Z L 1d%E
LX R 72V, BEYRITYZEEEZ R Lew, £/, KEMD
EORNZ ST, AEFED 25 O [FF2 ML L THATREZR CF
] 2 THUE SN SCFRRICIRE S a7,

> LUFIZR%% 7 5 Submission Unit [ZH F S5,

® id.item@extension JEVEMEAY 1001 LFLLETH D,

EREEBITIN A THE 5 N E @A RANTAFIS v,

FREARITIN A THE O ~EEHRANTAR IS0,

FREARITIN A THE O ~EEHRANTAR IS a0,
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7.4.16 applicationReference
applicationReference %3813, BIEHFEOERZMT D, Bl 21X, —5HE F A HGE OB

WCBEAGR S H ORGEEZ ST LA T 22 R TE 5, 2oLk &, BEFEILeCTD
v3.22 Fv40 ZIEAR L LTHEES LTV RTIEZR S0, eCTD v4.0 Z IV 72 HFED
applicationReference 357>, eCTD v3.2.2 Z W HIGED eCTD & 542 ST 5 Z L 1%
ZLX 27, BET 5 eCTD HFEN 24 . applicationReference 35 % H& {3 5 M 21X
R, BT DG EIE. 1 DD application B-3313 1 S X FHEHD appltcattonReference EHR
ARFOZENTE D, BET 5 eCTD HFEAEED 55613, B 5 eCTD HIFE I L
applicationReference B35 % ik 7%,

7.4.16.1 XML EDEE&E &R
applicationReference 3513, eCTD v4.0 XML #* vt — k. DUFOSGATIZGEE#H I NS,

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

componentOf >> application >> reference >> applicationReference

7.4.16.2 XML &5
LLUFIZ applicationReference H-5& > XML o5 & <7,

<reference>
<applicationReference>
<id root="20160103001"/>
<reasonCode>
<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 EZXZRUVEM
applicationReference %55k N E DBL T DFEFR | WNZZNLH DBIEIZLLT D@ Y

B3R B 2 EE EDR e
18 DA
applicationRefe [1..1] A B S 3 B R R R
rence AT D,
id [1..1] A E SR 3 B R B 0D R
B2 kAN D,
root [1..1] Hoffy G BE#E H 35 D eCTD 1%
73‘0
4l
root="2016010300
Iz
reasonCode [1..1] AREFRITEEOHEEA %L
AN D,
item [1..%] ARERITBE#EOFEEH %
SRR
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CES =18 SEE fEDTY GG
1gDH

code [1..1] TXFA b applicationReference.id@
root 3R B HFEE & D
A code="jp pca" | BIE DM 4 R 22—
R, 22— NEIXIPCV O

I JP Application
Reference Reason] = — K

UA D HEIRT D,

codeSystem [1..1] Z4 72 OID r JpP Application
Reference Reason] ==— K
#i- U A k@ OID,

codeSystem="2.16.
840.1.113883.3.989

5.1.3.3.1.9.1"
CE ROV > 1 SOBIERGENEBOREE FFOSE . 1 DO applicationReference
DM A BEEREL TS, Bh#E O = &2 reasonCode.item B35 % H2(it925 Z &
EH =8| > 4 Submission Unit OFEHRERIZIIT 22 TORE PG 2T 5 2
FHI Lo BIZIE, PG R BE RS 2 2 Sfeit L, &4 TR
HEEZ Ll LR o o6, MR R ICBIEM 2 Ko 7o LIRS

Do
»  LLUFOWFILNZE%2 7 % Submission Unit [ZH F & D,
® id@root JEMEEA RS eCTD S5/, 45% Submission Unit TH&
fkxhTnd,
® id@root JEVEIESRT eCTD ZATE S 2R OHFEN, FEYRDOT
—HNR=RAFTE LR,
® id@root JEMEAENRT eCTD 1B B 2 FFOHGEN, WMEITHERY T
FonTns,
® [il—® id@root JE&MAE % Fr DXL D applicationReference %55 %, 1
2@ Submission Unit (25 & T L T\ 5,
®  reasonCode.item@code 2 ® reasonCode.item@codeSystem™* D75
DHENFE—Th DEHD reasonCodeitem EFH 7% . 1 DD
applicationReference 551 T CHeflt L T\ 5,
*7-72 L. reasonCode.item@codeSystem J& 73753 OID OKJBIZH
ENDHN—TVa B SP—EL TR TYH, ZOMDFRN—
HF L T W v X .  reasonCodeitem@code }: T
reasonCode.item@codeSystem DFL75 > X [F— & FAgT,
® [IHEOMHE L LT MATEARHFERICRL T 2K B 2=
L TV 5 applicationReference %58 D id@root JEVEEIZ, AL ST
WIRWHEED eCTD A &E 5212 L T 5,
O BRI R THE 5 N ZEAFANTRF IS 220,
RRAMRITIN 2 THE 5 N EEMAHANIFRIC 220,
R AMITIN A THE 5 ~EEAHANIFRIZ 220,

1.4.17 document
Document |, &9 257 7 A MBI T D HR A 2T 5, Document I % document Fi351Z
S>THRLEN S, HEEEIL. 120 Submission Unit (2K - T 0 2B EED document B35 % 1
BTN TE D, |ETDHTZ 7 AL T L2 1 DD component B3 DM X L, component
BRI L1 DD document BEFDRAESND,
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7.4.17.1 XML L&
document B35 DL EFTIZ DWW T, ICHIG @ 9.2.15 Document 54224252 &,

7.4.17.2 XML 2 &5
LA FIC document 3535 0 XML se#i 5 & 7~ 97,

<component>
<document>
<id root="8505a8b2-7035-47cf-81ec-e8176e1d87be"/>
<title value="—f& & #H"/>

<text integrityCheckAlgorithm="SHA256">
<reference value="m3/32-prod/manuf-process-and-controls.pdf"/>
<integrityCheck>c0d5623550c997a70b62717d95fcalcada201754d1ed9fbbbbfa97bfd64c
8ead</integrityCheck>
</text>
</document>

</component>

7.4.11.3 XML ERXRUVEMN
document B35 K N DR FOESE, WNZENLOBMEL, LLTFTO#Ey,
BEBR B 2EE fEDH B

1EDH
document [1..1] AREHEIT, BEY I
M2 7 74 LDER
2T Do
id [1..1] ICH IG FE#Di@E v ,
root [1.1] #W72 UUID | ICHIG it b,
M.
root="8505a8b2-
7035-47cf-81ec-
e8176eld87be"
title [1..1] ICH IG FLdD#E b
value [1..1] THA K ICHIG FC#iDi@ v
M.
value="—HZ /g #"
updateMod [0..1] [ E Document O % A kL%
e HHT HERIC, "R"EHE
updateMode="R" | &34 %,
text [0..1] ICH IG FLa D v ,
integrityCh [1..1] I ICHIG FE# D@ v ,
eckAlgorith
m integrityCheckAlgo
rithm="SHA256"
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CE S =13 ZERE EoR B
1B
charset [0..1] TXA b HiEHE 7 — X =20
9% Document {23\ T,
P: MEHHESFT — 4
charset="jp_utf8" | &£ % HAHET — 4
DX Fa—F, ZRTS
HEEE 7 — #7° SAS
XPORT = (xpt) DY
. JPCV @ []P Japanese
Character Code | 7> 5%
THa— RERRT 5,
reference [1..1] ICH IG FrakDid Y ,
value [1..1] T ¥ Ak AKEMERTE ST
% submissionunit.xml 7>
P: 5O RAEAT, 7
value="./1/m3/32- | » 4 L OB EIEET
bodydata/32s- %,
drugsub/32s1-
geninfo.pdf”
integrityC [1.1] oA JEHCT ICHIG FL# D v ,
heck
Ve
<integrityCheck>c
0d5623550c997a70
b62717d95fcalcad
a201754d1ed9fbbb
bfa97bfd64c
Sead4<integrityChe
ck/>
thumbnai [0..1] ICHIG fe#i D b ,
1
value [1..1] T XAk ICHIG R v,
Ve
value="26145c7a-
3dc7-404d-91cl-
6ele5c71f816"
descriptio [0..1] ICH IG ALk D v
n
value [1..1] T XAk i PR S B B Bk oD FR G 7R
T =2 %R T D
#i- Document D5 24
value="PK AEPT/H | 5 MEEETT — X DN
FFtr b | KO,

(ADaM 7#Z=(0) "
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{ll

BR =18 SEE fEDTY B
1gDH
CE LA e > Document # A MLVEA BT D50 A RE . text BRIIMATH 5,
DA > BE#R @ Document O fitle@value J& VEE % E#H T 5 & & |
title@updateMode JEVEIIVZHTH 5,
> title@updateMode JETEEDN RSN TVWD & & text BELE T
Submission Unit |ZHI F &5,
> UUTORMEIXICHIG IZFEHEN & 523, 245 %7 8 T Submission Unit
ZRH L TH, FaEYRICRIE S & RS hian,
® textwlanguage
® ftextwmediaType
® text@updateMode

EH c= i8> ICHIG L@ MR A, UF2s@M S s,
A ® LITFDOWTINNCTEEY T 5 Submission Unit IZEI N X415,
title@value JEVEEA 1001 XFLLETH 5,
description@value JEMAEDS 101 SLFLL ETH 5,
thumnail@value JEVEEDY 1001 LFLLETH D,
WL EZ GO T4 7 A4 7 Vv E2@ L THD TREET S
docment %322 title@updateMode JEMEEN TR S LTV 5,
title@updateMode JEVEERAL SNV TWD N title@value JEM:
EFH S AT,
< tile@updateMode JEMEESTEAL STV WD id@root J&VEE
D3 EAZHEH S 472 Document @ id@root JEMEAE & [Fl— T 5,
<> [A] Submission Unit @ Context of Use 7 5H &M ST/
document BF PRI TN D,
& reference@value JEVEEN R THATICKHET D 7 7 A VDMFAE
L7,
< reference@value JEMHAEIZ 4 7% eCTD @ eCTD 1% 7 & —F L
BRWVE—BEE 7 A VR G T 7 A NN ABREE ST
Do
<> integrityCheck HFEWNEPRTF = v 7 L3 FEEOT 7 A v
DF 7 LERRD,
< SAS XPORT B3\ (xpt) D7 7 A N EBHT % document Fi3z
Bl FIC, text@charset BIEDMERE S LTV 720,
< THERRFEPEEL CiE /2T — 4% ] (Non-CP) LAk %79 JP
Analysis Type Keyword 23 5- 241 TV % Context of Use 7 H %
HENTWD document ZLFEEL T2, text.description BL3E )3 it
I TV2RYY,
> JRAIE LT, A YR document.text.thumbnail@value J& A % i
L7V, F72, KBHEOEORNIZOWTIE, AED 250 [FF2 b
e UCE A ATRE 722 SCF-FR] 12 TRUE ST SCFRRICERE S a7,
> RILTF =y IV LEFfO7 7 ANVPEBGETIHETH-TH, £
NEND 7 7 A VEZHT % Document @ UUID ($#705 Z L I|ZEE
THZ L,

RS

&

N EREAEBISN A THE ) ~E EARANTRIZ 20,

DN > LITIZE%Y 4 5 Submission Unit IZEIFEN 5,
® reference@value JEVEMEN R TG WEEE 7 — & M~ &
i Cldze .

ON >  LLFIZE%Y4 9 % Submission Unit IZ#EH F &5,
®  reference@yalue JEMEE SR THITN, HEEE 77 — ¥ ZREMT &
ISR
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7.4.18 keywordDefinition
Keyword Definition (%, Keyword D EF #2325, contextOfUse E3E1%. B T Keyword
RO ENTE DN, keyword L2 — REEET HDOHKT, Z0Oa— FPRTNET
RERN, Fa—RiE, LTFD2 5O HEICL > TEREIND,
(1) ICH XIIFEEYFICL>Ta—RERNENERINTND
(2) HiEENRa—RFEAREERTD
ER(IZEE Y 5 Keyword % Context of Use |27 595354, %JIiad 5 Keyword Definition
ZRALL I 570, ERRQ)ICEEY T 5 Keyword % Context of Use (21 53 5356 ik
7% Keyword Definition % %5 & XY JSIZiRE 3 2 ME N H 5,

7.4.18.1 XML EFE&EE T
keywordDefinition E5& O FLH & FTIZ DWW TIL, ICH IG @ 9.2.18 Keyword Definition %% £

S0 B TN

7.4.18.2 XML &5l
LUFIZ. keywordDefinition 235 D XML sl <7,
<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="MANUO0O01" codeSystem="My list 001">
<displayName value="Big Manufacturer"/>
</item>
</value>
</keywordDefinition>

</referencedBy>

7.4.18.3 XL ERRUVEM
keywordDefinition Zi3% %k O DR FOEHR, WNCTEN O DRMEIL, LLTO@EY

Z2EE
keywordDefiniti [1.1] AFFHEIT, Keyword DE
on FEMANT D,
| code [1.1] ICH IG FLHDiE Y ,
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CES =18 ZEE fEDTY GG
1B
code [1..1] T XAk ICHIG ki@ v, ICH
CV @® TICH Keyword
#i- Definition Type] XX JP
code="ich_keywor | cyv @ T JP Keyword
d_type_1" Definition Type | 7> 5% 4
T 5 a— FaER LR
45,
codeSystem [1..1] %2472 OID ICHIG oy, ICH
CV @® TICH Keyword
Hi: Definition Type] @ OID X
codeSystem="2.16. | 3 Jp CV @ [JP Keyword
840.1.11 3883.3.989 Definition Type ] ® OID %
2.2.1.5.2 st 7
statusCode [1..1] ICHIG & D v .
code [1..1] [ ICHIG FL# DY,
code="active"
value [1..1] ICH IG FL#lD# Y,
item [1..1] ICH IG FLa Dl v ,
code [1..1] T ¥ A b ICHIG fe# i@ v ,
& PMER ISR ET
- % 21— N,
code="MANU001"
codeSystem [1..1] 7T ¥ A R ICHIG FL#iDi@ v
HEE & DNMEE ISR ET
Zh %5, 2— KU A hoO#R|
codeSystem="My | -
list 001"
display [1.1] ICH IG FLik DY
Name
value [1..1] T XAk ICHIG Rk D v,
HEE & PMEEICHRET
#- value="Big %, Keyword DFE R4,
Manufacturer"
updateMod [0..1] [ 7 ICH IG ©#i»m|bv,
e Keyword D=4 % BT
updateMode="R" | 4+ 7| "R"ZHEET
Do

LS VEO e > BERRH O Keyword Definition @ displayName@value JEMAE % 5814 5
L&, UTIEWATH S,
®  displayName@updateMode

DI AR
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CE S =1 2EE EDH B

1gDH

EH c= i8> ICHIG fedo@E AN A, LR S s,

A ® LITFTOWTIMNTi%ZY T 5 Submission Unit IZH F &b,

value.item@code JEMEAED 129 LTI ETH B,

value.item@codeSystem J&MAEDN 257 SLT-LLETH D,

displayName@yalue JEVEES 1001 SCFLL ETH S,

MBIRHZED 74 7 A 7 v %&EL THD TRELT S

keywordDefinition Z35F T Z displayName@updateMode J& L

DRk Tn D,

WRTFFIZ displapName@updateMode JEVEENTREI TS

75, displayName@yalue JEVENEN BT S 41TV R0,

< value.item@code % O value.item@codeSsytem J&VEE ORI D
B3, [RHFEOIEEICHEH L7z Keyword Definition & [f]l—Th
B3, displagName@updateMode JEPEDFEAE S 0 T7euy,

N ERL RIS R THE O N EEAHANTRFIC 220,

N > b)) THEMT % Keyword # E# 3 % Keyword Definition X, b) THfitd"
LTk,

> displayName@updateMode J&1: % ;¢ Submission Unit |[3HI F 415,

> o) AT % Keyword % EF7 % Keyword Definition % b) THEATHEMH
THZELIFELILZRN,

> b)THMHT% Keyword & o) CHEHT 25E1%. kT % Keyword
Definition % b) CO AT 5 = &,

> displayName@updateMode J&V'E: % 7 1o Submission Unit [IH F 415,

RS

<>

7.4.19 categoryEvent
categoryEvent 3313, *45% Submission Unit 2 %A IR T2 % A X 7 R OWIEEH
BFOMAH 2R, PR RO & 13, AED 33117 F a), b, KO o)&fid, 150
Submission Unit |Z, 1 2 categoryEvent %35 % £§,

7.4.19.1 XML LEE&iErT
categoryEvent %3313, eCTD v4.0 XML A vt —Y k. LIFOEFTICRE I NS,

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

7.4.19.2 XML E2&5k45)
LUFIZ categoryEvent B 56 D XML Fflifil 2 777,
<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>
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</componentOf2>

7.4.19.3 XML EXRUVEM
categoryEvent B3 K OV DR N OB, W ZEN O D RMEIZLL F D@D,
R B Z2EE DR B
1B DB
categoryEvent [1..1] AFEFIT Y% Submission
Unit DFEMHZ A I 7 K
O] Ji 2 HH IRs 0 Fl 40 %
AT D,
code [1..1] AREFRILY 7% Submission
Unit DIEMZ A I 7 %
AT 5,
code [1..1] TX¥A b 24 5% Submission Unit 735§
tToLos A4 I 7T
Pi: BIER TV D% TR
code="jp_initial" | -2 — F, 22— RFfEIL.
JP CV @ []JP Category
Event| =— RNU X k26
ERT D,
codeSystem [1..1] #4772 OID [JP Category Event| = —
KU X ~® OID,
4
codeSystem="2.16.
840.1.113883.3.989
5.1.3.3.1.2.1"
component [0..1] AN T W) R TR R
24 %% Submission Unit DAL
&S 2T 5,
categoryE [1..1] A SR T iR H IR L
vent 5% Submission Unit DAL
BTN T D,
code [1..1] AR BT W IRAR I
2 3% Submission Unit DA\
BT EZEANT D,
code [1..1] TX Ak WRR R L Y %
Submission Unit O fE%E %
- A~ a— kK, a— FN#E
code="jp_initial_a | {3 JP CV @ [JP Initial
! Submission Type| =— K
A RPBEIRT D,
codeSystem [1..1] %472 OID [ JP Initial Submission
Type] =— KU X hD
- OID,
codeSystem="2.16.
840.1.113883.3.989
5.1.3.3.1.3.1"

component BRIV IHATH %,
>  WGETIE, component B3k ZH2fI L Cld7e 7200,

E VROV E > IR EEE, AED 33.1 1ZRT a), AR ) OWTRIZEBW T,
DA
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{ll

B ZEE fEDR Bl

2L
EH vl > JFHIE LT, TohldR ). TEMmEM L. T s m) 2577
A componentOf2.categoryEvent.code@code EVEEIX. 7 A 7V A 7 L% E

LT—EOREHEND, 1 20D eCTD HFFIZBWT, WDl
BRI T AN EN B DAL, FRNCEE Y RICHEKT L Z
Lo 2L, AFEO33NITRT HR 2 IR 2R EOGEIE, TR
| % 7R3 componenOf2.categoryEvent.code@code JETENEIL T A 7 A
7 VL C RSN D,

> M RREE H BRI #E 9 D Submission Unit 2% a) TH 5 5 A .
component.categoryEvent.code@code JEVEEIT a) &~ T =2 — R TRITH
E2R 57220,

> #& M 9 5 Submission Unit 2 b) T & % &% & .
component.categoryEvent.code@code JEMAEIL b) &~ T 22— R TR
26720,

ON > & H 9 B Submission Unit 2 ¢) T H 5 &H & .

component.categoryEvent.code@code JEVEEIT )& ~d =2 — R TRITN

IR B0,

8. HFA
8.1  Document MDEFIA
eCTD v4.0 Z HIW7Z HEE Tld, 1@ZEIZ#H L7z Document Z T 25 Z LA TE %,
Document O FF]HJ7IEIZ 2OV TIX ICHIG @ 9.2.17.1 Document O FFIH %2232 2 &,
JFH & LT, Document ®FHAIHILHFEE(LE TH 5, Document Z HFIH T 5551L. ICH
IG FEH ORIz, UUF DERIZ2D)OWTNLOFRME LT3 &,
1) FHIHZ4% Document % EFE L TV % Submission Unit & OVEFIIH & 412 Document %
M85 documentReference 555 % 1 1¢ Submission Unit D M5 23 [Al— D HIFEIZJE L T
Do
2) DUTFo&EHEETHIZL TS,
® FfIH] 4% Document Z EF L TV D HEENBLIZAR I N TV D,
® [HFH 45 Document & EFE L TV 5 HIGE L UHAIH 415 Document % 2 M4
% documentReference 535 % 5T HIGE DM ITHS, eCTD v4.0 fEARIZHI > TIEA L L
TR T,
® FfIH S 415 Document & iE# L TV D HEFE R, A Y RIC K H0RE GEDOXF
LTHY ., MhOHEOHRELYMNTH 5,

8.2 J74AILDBEFA
eCTD v4.0 Z W= HFETIE, MEICRE L7 7 ANVEBAHTAZ LN TES, 77
A NOBERAIFEIZOWTIXICHIG 0 9.2.173 77 A VOFAH G220+ 52 &, KAl
LT, Z7ANVOFFIRITREELE TS D, 77 ANV EHAAT 25681, ICHIG it
DEMETMZ, BRAIND 7 7 A4 V% LTV % Submission Unit X ORI S D 7 7
A NS T D document 35 %5 Tr Submission Unit 23[F— D HFEIZE S 2 X7 67
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VW Lo T, document B35 D reference@value JEMHEIZ, *45% eCTD @ eCTD 135 & —E
LRWE P 7 A v F 4 e G " AERE LRV &,

9. group title Keyword MEL#K LY
FEYHIIRHET D eCTD v4.0 XML A v — 1T group title Keyword Z i i3 2% & | 5F4E
BREEICEHIT S CTD Y U —DRREEIZIBV T, 2% group title D displayName@value JEVENE
UL E L2/ — R (LT, lgrouptitle / —RJ L9, ) L LTERIND, group title
J— RliX. %5% group title 231 5- & 4172 Context of Use ® CTD W L &, 47% Context of Use
D32 M4 % Document DX A FMLVORDOREEICERIIND,

CTDRHL
CTDRHL
H cTDREL
= group title /—F
Document A ~JL
Document 21 k)L
Document A ~JL

72¥. grouptitle &, 2T F AL - ZA—TEHERT D Keyword D—2>ThH D Z LIZHE
T5Z &, T70b5, [[ U group title Keyword 233 5 S 41TV 5 Context of Use Th-> T H,
Z DD Keyword BN B2 UL T H AN « TA—TNEL D720, [FMED group title / —
RISEEFI RSN D,

10. 4240 IILEE

10.1 =
HARIZEIT S eCTD DT A 7% A 7 VEBR L 1X, [Hax OHFEIZBWT, HEEEOBI,
EHEEOEMZIT) L THY, —UROFHAGERE, — AT AEFFEL L TE
BT 25D TIERW, Hx OHFEICBWTIE, eCTD Z1E 5 7 4 /L X B TICHR HEHiE =
TAHE ("1, "2"e) BELE XA, TR TFIZENE T S CTD OF 1 b8 SEHHAO 7 +
4 ("ml", "m2", "m3", "m4". "mS5") \ZHFEERBSRMIND, HEEEREAMERT 5T 7
AWNZHOWT, B, AE, BIBRPITONTERIC, HFEERE L TEDT7 7 A VBN TH
L0 7 7 ANVEMTEDBERRICLVERST L2 NI4T A 7 VEBHOBERN TS
Do
eCTD v4.0 D7 A 7% A 7 VEHIZEB N TIL, eCTD v4.0 XML A v & —Y K TNT 7 A Vi
SOWT, JRANE LT, EoRf AR EA T 5, BHEE IR L% O eCTD #2H I W
T, FHICIRESUIBAFE OB ® N L E T 5 F MO B 22T 5, 2L, HFROWEH 5
WITHRE O AR B, ZERENEDNERBEERE L 2T ER 02 0WGER8H 5 2 L ITHE
HZ &, HIEAED 103 22T HZ L,
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10.2 eCTD #hRIBH B D E 4
10.2.1 #ARIZRHEEED 7+ L5 HEE
RKEDSEBR LT 7 ANV AHEELERTHZ L,

10.2.2 #MRREEO I 74U
TROT 7 ANERETHZ &,

® cCTD v4.0 XML A v & —1 (submissionunit.xml)

® Fxv/HLT7 A/ (sha256.txt)

® UIRICEVIHT DT 7 A 1%
ek, AREOI3NITRTHR 2 I L 2EOGAEIL, YIRREET L7 7 A L&
Blby& Nz THRET 5, R b)Y TIE, HFEETT — X OAdEH L, fillc)T
X, CTD BHNZ L > TED b ER ORI 5,

10.2.3 #WIhRIZHEF®D eCTD v4. 0 XML * vt — Dt
W HEE, AREO 331 IR THA LI L HIHTHIITHER a), HR 21X HHTH
FUSFER D) R o) &4t T 5D, D7 v a Tk, WD eCTD v4.0 XML A v — D5k
K72~ T, SFERLBMIEOFEMICOWTL, AEDTE2SRT L &,

10.2.3.1 AKX 1L 2ARIEE
ARIETIIARED 3.3.1 12775 11T X B WIRREEH IO #2571,

1) submissionUnit B-327)> 0 categoryEvent B35 F C O R # 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 Submission Unit @ UUID,

ZX Submission Unit OffifE % "9 22— F (JPCV @ [JP Submission Unit] #Z&4 5 =
L),

K Submission Unit ® 27— K (EFEB:) #E#F:TH=2— KU A hd OID,

A Submission Unit NEEICBITH EDX A I vV TiRBEESN =0 E2RTa— K (JP
CV @ T1JP Category Event] &35 &) |

% >

@12
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E: K Category Event ®2— K (L7 D:) #E#TH=2— KU X D OID,

F: 7K Submission Unit X AKED 33.1 127" T a)THDHZ LErxT2—R (JPCVD [JP
Initial Submission Type] ZZM9 25 Z &) .

G: A& Category Event ® 2 — R (LFLF:) #EHRTHa2— KU X LD OID,

2)  contextOfUse F55 D FLHL ]

<component>
<priorityNumber value="H"/>
<contextOfUse>
<id root="1"/>
<code code="J" codeSystem="K"/>
<statusCode code="L"/>
<derivedFrom>
<documentReference>
<id root="M"/>
</documentReference>
</derivedFrom>
<referencedBy typeCode="N">
<keyword>
<code code="Q" codeSystem="P"/>
</keyword>
</referencedBy>

------- (D Keyword ZI2tT 5551, referencedBy % iV K 9) --—m-

</contextOfUse>
</component>

------- (5%t Context of Use Z 127 54551, component Z# V) IK§) -------

H #EoarT7XA L 7= HET D5EIC, BRI ZED HHE (EEAEL
WA bELET A L) o

I. K Context of Use ® UUID,

J. K Context of Use 235 E 7 % Document %V Y4 CT5H CTD AL Z/r9 22— F (ICH
CV @ TICH Context of Use] XX JPCV @ [JP ContextofUse] Z&MT 252 L) ,

K: A Contextof Use 22— K (L5 )) Z2EHRTH=2— KU A LMD OID,

L: K Context of Use D AT — & A,

M: K Context of Use 735 /4% Document @ id@root J& A,

N: referencedBy 2235 % M\ 2 BRIC AL BE I E R J& M, fEIZ"REFR" TR T IR B 720,

O: K Context of Use (2T 5 & 415 Keyword @ 21— R,

P: K Context of Use |Zf} 5- & 415 Keyword ZEFT 52— KU A k@ OID Xi& Keyword

Definition TiE ¥ 7= & DA,

3)  submission 3% D7

<componentOf1>
<sequenceNumber value="Q"/>
<submission>
<id>
<item root="R" extension="8"/>
</id>
<code code="T" codeSystem="U"/>
<subject2>
<review>
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<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>
</ingredientSubstance>
</ingredient>

——————— ($54 D Ingredient Substance Z 2B 25513, ingredient Z#0 IKT) -

</manufacturedProduct>
</manufacturedProduct>
</subject]1>
<holder>
<applicant>
<sponsorOrganization>
<name>
<part value="AC"/>
</name>
</sponsorOrganization>
</applicant>
</holder>
<subject2>
<productCategory>
<code code="AD" codeSystem="AE"/>
</productCategory>
</subject2>
</review>

------- (D Review Z T 255518, subject2 %A Y IKT) ———mm-
</subject2>

——————— (Application (ZDOWTITLLFD H)Z S M) -mmm-

</submission>
</componentOf1>
Q: K Submission Unit O¥EHHERE S (PR FE TIE"1") .
R: 7S Submission Unit 2351895 Submission @ UUID,
S:  eCTD &A=
T: K Submission DALEST (] : IEARRL, Z2FEM, 2E) 2R+ =a—F (JPCV @
"JP Submission" &= Z T 5 Z &) |
U: K Submission ®=— K (LR T:) Z&EH£T 52— Y X hD OID,
V: K Review @ UUID,
W: KReview D AT —4% A (YIRHEH TlE "active") .
X: W,
Y: ingredient 35 % 5 BRIC LB EERY B M, EITX"INGR" TR T NIT7 6700,
Z: B4
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AA: R4 OFEAZ 32— K (JPCV  [JP Substance Name Type] & S35 2
&) o

AB: Substance Name Type = — K (Ef2 AA:) Z#EFTH=2— KU X hd OID,

AC: HEEHFE4,

AD: HF5X 3%~ 9 22— K (JPCV [P Product Category| &4 252 L)

AE: Product Category =— K (L2 AD:) ZEF T 52— KU X ~® OID,

4)  application %3 DT

<componentOf>
<application>

<id>

<item root="AF" extension="AG"/>
</id>
<code code="AH" codeSystem="Al"/>
<reference>

<applicationReference>

<id root="AJ"/>

<reasonCode>
<item code="AK" codeSystem="AL"/>
</reasonCode>
</applicationReference>
</reference>

------- (8% Application Reference A #2HT 255138, reference Z#%V IK9, BIHEHFE

(T, WIAR - BETRRICIR S 97, $2H T 12, TR TREET 2 iz 2Tl 5, ) -

</application>
</componentOf>

AF: K Application ® UUID,

AG: HEEFALE DO,

AH: & Application OFE¥H (REHFEAR PG, 72 L) 2t =a—FK (pcv P
Application] ZZHT 52 &)

Al & Application ® 2— R (EFEAH:) #E#FTH=2— KU X~ OID,

AJ: K Application & B (—EHAGRHGEZ: E) 75 Application ® eCTD =1 =,

AK: B AL CARTBEREBGEIZOWT, EOREOMEH%Z R~T 2— K (JPCV [P
Application Reference Reason| #ZM4 252 &)

AL: BiEOFE O = — F (LR AK) #E#T 52— FJ X o OID,

5)  document E57 DL E

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

——————— (#2552 Document #1232 551%. component % 0 iIKT, ) -—----
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AM: A Document @ UUID,

AN: K Document NE2RTEHT7 7 A NDF = v 7V LAOHEET /NI Y X A, EHIZ"SHA256"
TRITHITZR 6720,

AO: K Document NEZRT 5 7 7 A L D/XA, 73R X submissionunit.xml % F& i & U 72 FE %}
INATRITIUTR B 720,

AP: K Document NE2MRT D7 7 A NDF = v 7 % A, {EIZ sha256 X TRITIEXR S
/AN

6) keywordDefinition B35 D FCH

<referencedBy>
<keywordDefinition>
<code code="AQ" codeSystem="AR"/>
<statusCode code="AS"/>
<value>
<item code="AT" codeSystem="AU">
<displayName value="AV"/>
</item>
</value>
</keywordDefinition>
</referencedBy>

——————— (8D keywordDefinition % 124 535513, referencedBy %) XY, ) -

10. 2.

10. 2.

AQ: K Keyword Definition 23 €79 5 Keyword OFEEE (] : WISAE, mdh . BEES. 7
E) 32—k (ICHCV ® [1CH Keyword Definition Type] X3 JP CV @ []P
Keyword Definition Type] #ZHT25Z &) |

AR: K Keyword Definition 23 E7% 9 5 Keyword DfifH%Z ~d 22— K (L5 AQ:) ZEF
Aa— KU A ~oD OID,

AS: & Keyword Definition D A7 — 4% A, fE[L"active" T/ 1T 72 & 7200,

AT: K Keyword Definition 23 EF% 9 5 Keyword DNZ (GEIED LR, TAIDOLFR, 72
E) Y, HEAEEDa—T,

AU: & Keyword Definition 23 E# 3 5 Keyword DINEZ /R, HiEETEDOa—F (ki
AT) ZEFTDHa—FU X O+, Y%=a—F) X MIHFEERRETLHDT
HDHOT, WHTE AR THOIVTERUIR D2V (B - OID, HFEFETEDT £ R
)

AV: K Keyword Definition 23 E# 3 5 Keyword DINEZ /R, HEEETE DO a2 — RIS
T 5 R LTS,

3.2 ARX2IZ&ZUMIEH
AIETIEARED 331 (- 212 X DR RO FR#f] 2 =3,

3.2.1 eCTD #& 71l b) D #hRkiEH
ARIETIIAEFD 33,1152 18 K 20RO eCTD 51 b) DRk f 2 7=,

1)  submissionUnit B33 7> categoryEvent B5% & C O F0HF

<submissionUnit>
<id root="AW"/>
<code code="AX" codeSystem="AY"/>
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——————— (contextOfUse. submission |\Z O\ TIXLNENARHD 2) e D 3) 2B M) —--aemv

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

AW: K Submission Unit @ UUID,

AX: A Submission Unit Df#if% /~r9 22— F (JPCV @ [JP Submission Unit] #Z/3 25 Z
L)

AY: A Submission Unit ® = — F (EFAX:) ZEFRTHa— KU Z D OID,

AZ: 7K Submission Unit NEEICIBIT DL EDX A I V7 TSNP ERTa— R (P
CV @ [JP Category Event] #4252 L)

BA: & Category Event ® 2 — N (L7 AZ:) ZE#TH=2— KU X~ OID,

BB: A Submission Unit AAED 33.1 IZR"T b)) THLHZ & ERmd=2—F (JPCVDO [JP
Initial Submission Type] ZZM$ 52 L) |

BC: A& Category Event ® 2 — K (LFEBB:) #E#T 52— KU A h® OID,

2)  contextOfUse %35 D 7L

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

——————— (%D Keyword Z #2925 513, referencedBy % V) iK7) -—-----

</contextOfUse>
</component>

——————— (#2%? Context of Use Z 123" 55513, component %z V) IX97) —-----

BD: D a T XA b« FV—TPEET H5GI0, BRIAF A2 ED D (EEFE LR
WA bRIHEHT A Z L),

BE: K Context of Use ® UUID,

BF: X Contextof Use 23§ E 7 % Document ##| Y X4 C5 CTD i L Z/~rd 22— K (ICHCV
@ TICH Context of Use] XIZJPCV @ [JP Contextof Use] Z&M4 52 &),
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BG: A Context of Use ® =1 — R (5 BF:) #E#HT 52— KU A D OID,

BH: A Context of Use D A7 — & A,

BL: A Context of Use 73Z /4% Document @ id@root J&MEAE,

BJ: referencedBy F3E % I\ 5 BRIC LR HEIERY B ME, EIX"REFR" CRUTIULR 720,

BK: A Context of Use |25 415 Keyword D 21— R,

BL: A Context of Use (215 X415 Keyword # EF%9 52— KU A h® OID X% Keyword
Definition CiE % 7o {TE DA,

3)  submission %35 O LA

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

<code code="BP" codeSystem="BQ"/>
——————— (application \[Z DWW TIZLL T D )% S M) —m-

</submission>
</componentOf1>

BM: A Submission Unit DfgHE KR = (WK FE TIE"1"),

BN: /K Submission @ UUID,

BO: eCTD %Zf1& =,

BP: & Submission D& D) (fil : EA$EH, &M, L) 23 =2—F (JPCV O"JP
Submission" & ZHT 5 Z &),

BQ: A Submission ® 27— K (EFEBP:) #E#F9 22— KU A ~® OID,

4)  application %3 DT

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

</application>
</componentOf>

BR: & Application @ UUID,

BS: HEEHIEEDE,

BT: & Application DFfifH (RUEARFEAKRBHFE, 72 L) &~ 22— K (JPCV  [JPApplication|
BT L2 L),

BU: A& Application ® 21— R (EFLBT:) ZEFKRTH2— KU X LD OID,

5)  document 35 DL

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

——————— (#22D Document ZH2t9" 255 1%, component %4V KT, ) -

BV: /K Document @ UUID,

BW: A& Document NBHT 27 7 A VDF = v 7 B LORET /LAY X2, EIT"SHA256" T
DR N E AR AN

BX: A Document N T 5 7 7 A /LD /XA, 7N A [ submissionunit.xml Z 555 & L 72 %X
ATIRITUT R B 720,

BY: & Document T 57 7 A VDT = v 7 ¥ A, fllL sha256 X TRITIXR 7%
AN

6) keywordDefinition %57 D FCH 15

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

——————— ($5H D keywordDefinition % 1243 2 551X, referencedBy % #:0 K3, ) -

BZ: & Keyword Definition 23 EF 7 5 Keyword OFEFE (i : @ISAE, fdh ., BE¥ESE, v L)
%3 22— R (ICH CV @ [ICH Keyword Definition Type| X% JP CV @ [JP Keyword
Definition Type| &35 L),

CA: K Keyword Definition 23 EF% 7 % Keyword Ofifiz ~9 22— K (ki BzZ:) 2 E#T D
a— KU X ~d OID,

CB: A& Keyword Definition D A7 — 4% A, fE[L"active" T2 1UT 72 57200,

CC: A& Keyword Definition 73 EF£ T 5 Keyword DINE  (EIGIE DA R, BBIOLFR, 72 L)
ZRT, HEEHEED 3 — |,

CD: & Keyword Definition 23 E#% 7 % Keyword DNAFZ T, HEEHFLEO=2—F (ki
CC:) ZEFRTL2a— U X ORI, HE%a— N A MIFFEEBMRET HHDT
HDHOT, BT AERTHTEULI D2 (B : OID, HFEEEEDT F A R),

CE: A& Keyword Definition 23 EF£ 7 % Keyword DINAE % ~7, HEEHLEO 32— NITHHST
% RRILTH,

10.2.3.2.2  CTD #&AI c) D ¥R H
ARED 331ITRT HR 21T K DR HIED eCTD R o) DR EIL, UT2BRE, AED
10.2.3.1 (2 FlR a) O E & FHIER VY, DLT 2 RICEE L TAED 10231 23T 52

&
® F. /K Submission Unit 3AED 3.3.1 27T ) THDHZ L EZnRTa— R (JPCV D [P
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Initial Submission Type] #ZM+ 52 &) |
® Q: /K Submission Unit D& HERER S (WIRHEE TIX"2") .

10.3  eCTD KETHDEH
10.3.1 HETHD I+ LA HEE
BETRHE, TR 7 AN FEZRED S 2SR U TER T2 &,
& FH BT+ LY (eCTD ZfMEFE T ANFHLETDHT 4+ LK)
® F BT ALY (CURUGTORMNERE TE2 7 A NTHET DT HNVH)
® UHUGTICEVIBHT D7 7 A ADPKEMSINTNDE 7 AV E R RNED BALT 4 VA

10.3.2 HFRTHD T 74U
TROT 7 A NVERET 5T &,
® cCTD v4.0 XML A v &—3 (submissionunit.xml)
® Fxv/HhLAT 7 A/ (sha256.txt)
& UHUGTIZIVRHETDIZ 7 AL

10.3.3 TXETHE®D eCTD v4.0 XML A wE— &
BETRED eCTD 1E, #HMICBEDL BT, AED 331 ITRTEN )2 WD Z &, BETH
2, EAREIEIZ OV T, ICHIG 2> TeCTD V4.0 XML A v — V& EkT2 2L, =
D7 v a v TIHSEETHD eCTD v4.0 XML A v & — P OEEAN it 2 R4, FEESEME
DFMNZONTIE, AFED T 2T L5 L,

1)  submissionUnit Z357)>© categoryEvent %35 £ T O Fiai

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

——————— (contextOfUse, submission |\Z 2OV TIXLNENAREHD )L R3S H) —mm-
<componentOf2>
<categoryEvent>
<code code="CI" codeSystem="CJ"/>
</categoryEvent>
</componentOf2>
</submissionUnit>

CF: /& Submission Unit ® UUID, Submission Unit ® UUID [Z#&H Z LA 535 7-8, wE
|2 H L 7= Submission Unit & B L7V,

CG: A& Submission Unit Offifi%z /~r3 =2— K (JP CV @ [JP Submission Unit] #Z/3 25 Z
&)

CH: A Submission Unit ® 2— K (EFE CG:) ZEHFETH2— U X D OID,

CL: A& Submission Unit B A&ICBITH EDX A I v 7 ClRi Sz rd2— K (JPCV
@ TJP Category Event| Z#ZHT5Z &),

CJ: A Category Event ® 2 — K (EFECL) #EHKRTH=2— KU X D OID,

2)  contextOfUse 3% D 7L
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O  UGETIRFITHIRICEREME T2 Context of Use DFCHE 1AL, WIRA~DFCHE G & FHE R
W, KED 10231 D2)EBRTHZ &,

® JEFEHI D Context of Use (2% L T CoU Keyword #3801, E#IIHIFRS 5 Z £13T
X720, BEEH O Document (IZOWT, BippbarTx AR - F—TICBE ST
oW aiE. 2% Document & 2 M4 2 BEAF D Context of Use ZHlll L. #rfl
Context of Use Z #2675, MUi%#H# Context of Use |E, BEFEH O Document X ix~7
TANEBAAT 50 A7 7 A0 ZHFEE L, 2 8H Document & L TSR
THZELENTED,

® EEITIRH LI CEALAIRT 52 &2 HE LT Context of Use & HIFRT 2355 D
FLHHILL T O b

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

CK: DAL THx AN « ZNV—TPEET D5EIC. RRIEFEZED L (BEAFE LR
WA LRCHET D 2 &), HIERX 5D Context of Use @ Priority Number & [FfETH 5 =
EMEE LV, MOEPREIN TS, YKEITFEELS /IR I LT RME 7
VN, HIIFR S 415 Context of Use @ Priority Number (%, [F] Submission Unit LA T H Al HE
(272 %,

CL: HIFExI8 @ Context of Use @ UUID,

CM: K Context of Use ™D A7 —# A, Context of Use & HIFR3 5 B%1E, AEMAEIZ"suspended"
g4 2,

O UGTHRICEAZLMZ DI LA HME LT Context of Use # [E#LT D555, LLT
D 43EY ORIBE Z B D,
1) 12077 ANE, 1OO7 7 AL TELBEZD
Q) 15077 ANE, DT 7 ANLTELBZD
Q) BEOZ 7 ANE, 1DODT7ANTELIMRD
@) EEOTZ77ANE, EEOT7 7 ANTELIEZD

FERoFRLEFNICHOWT, LUFITRT,

() 125077 A4NV%E, 15077 A)LTELZD

<component>
<priorityNumber value="CN"/>
<contextOfUse>
<id root="CQ"/>
<code code="CP" codeSystem="CQ"/>
<statusCode code="CR"/>
<replacementOf typeCode="CS">
<relatedContextOfUse>
<id root="CT"/>
</relatedContextOfUse>
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</replacementOf>
<derivedFrom>
<documentReference>
<id root="CU"/>
</documentReference>
</derivedFrom>

------- (fE#LRT D Context of Use |Z Keyword 231 5- STV A 5E 1%, A Keyword 2 Z Z (1
R 5. Keyword ORI T IEIIHIIRA~DFLH & FHER VWO T, KED 1023 25T 52
L, Tods. EHLET L EHL% O Context of Use [T, Keyword O V= — RIL[A— Tl
IRBIRVY, ) e

</contextOfUse>
</component>

CN: BH D2 TH AN « T A—TPFEET 2560, RAEFZED L EEAFE LA
WA bREHEHT S 2 &), EHLE O Context of Use (ZE] Y 24 T2 Priority Number % Fr#
45, MCarTHFA b« ZL—7HNOD Context of Use & A L7 WRY . BRI & &
#11% @D Contextof Use @ Priority Number /&, [FETH ., o> TN TH, EZLIKZ RV,
F 7z, EHLAT & E L% T Priority Number 73 %72 > TUN T & priorityNumber@updateMode
BYEARA L2V &

CO: E#ifs D Context of Use @ UUID,

CP: {&H#it% D Context of Use 2357 25 Document ZE| Y 4 T% CTD AL Z/R4Ta—F

(ICHCV @ [ICH ContextofUse] XX JPCV @ [JPContextofUse] #ZM4 252 &),
Z OfEIE., EHLET & E L O Context of Use [ TRUE TR T UIX 72 57200,

CQ: A Context of Use D1 — F (LFE CP:) ZEFKT L= —FU XA~ OID, ZOfEIE, &
AR & B L% O Context of Use [ ClRME T2 T AUE 2 6720 (7272 L. OID OFEKREIZHE
ENDHNA=Va FSIE, —EH LTV DLHETRND),

CR: E#if% D Context of Use D AT —H A, fHIX "active" TR X2 7320,

CS: replacementOf %55 % I\ 5 BRIZ LB &) B, IX"RPLC" C22 T Ui 7e 5720,

CT: &#iRi1D Context of Use @ UUID,

CU: E#if% D CoU 3B M4 % Document O id@root JEVENE,

Q) 125077 AN%E, HEOT7ANTELIBLZD

<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>

------- (IE#LATD Context of Use |Z Keyword 231 5- I TV A 5E 1%, A Keyword 2 Z Z (T
R 5. Keyword ORI T IEIIHIIRA~DFLH & FHER WO T, AED 1023 25 T5 2
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Lo Teds, EHLET L EHL% D Context of Use H] T, Keyword O V= — RIL[E— T b hud
IRBIRN, ) e

</contextOfUse>
</component>
<component>
<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>

------- (A Context of Use |Z Keyword 231 5- S LTV 54 1%, Al Keyword & Z Z 12
FL# %, Keyword DFRLHEITIEIIHIRA~DFLH L AHERVWO T, AEFED 1023 22T 5 2
Lo Teds, EHLRT L EHL% D Context of Use H] T, Keyword O V= — RIL[E— Tl hud
IRBIRN, ) e

</contextOfUse>
</component>

——————— (RFCH MBI TIX 2 D Congtext of Use 7% 1 20 Context of Use % (& #2925 il & 7~ L C
W5, HIZZ U Context of Use (2 &> T 120 Context of Use & & #9255 1%, E#HLED
Context of Use D#K721F component BHHE %D iIKTZ L, ) ——mm-

CV: EHDaTx A~ « FT)V—TRFEET H5EAEIC, BRIAFEZED HE (EHEAAE L7
WA LREHET D 2 &), EHL% O Context of Use [ZF] Y 24 T% Priority Number % Frl#
T5, WLarTFA L Z/L—7HNO Context of Use & FHE LRVWRY | EHARTE &
#1144 @ Contextof Use @ Priority Number /&, FIfETH, B> TWTH, ZLLZ RV,
F 7o, [EHRAT & EHL1% T Priority Number 73 %72 > TN T b priorityNumber@updateMode
JBHEARAL L 22 &, #EED Context of Use T 1 O Context of Use & [EH#T D5
[E#i7% D Context of Use D9 H 1 DT A, EH#LATD Context of Use & [FIfED Priority
Number ZFf>Z LN TE 5,

CW: &#1% D Context of Use @ UUID,

CX: & H#ithk D Context of Use 2357 5 Document ZE| Y 4 T% CTD AL Z/R4Ta—F

(ICHCV @ [ICH ContextofUse] XX JPCV @ [JPContextofUse] #ZM4 252 &),
ZOfEIE., EHLET & E L O Context of Use [ TRME TR T UIX 72 57200,

CY: A& Context of Use ® 21— R (LFLCP:) #EFTH2—FU XD OID, ZDfEIE, @&
HiLpl & [EH#L1% O Context of Use Ml CRIE T T 1LiX72 6720y (7272 L, OID DREIZHE
FENHN=VarFEE, B L TWDRBEITRN),

CZ: &#it% D Context of Use D AT —H A, fHIZ "active" T2 1ULIE 72 720,

DA: replacementOf %55 7% F\ 5 BRIC LB 2GR B, fEIX"RPLC" C22 TN B 720,

DB: &#47ijD Context of Use @ UUID, %™ Context of Use T 1 -2 Context of Use % (&
T 5856, HEEOER% Context of Use DA B ARG & 725, Z OFL#HEMBITIL, DB:
& DIEOAEIXFIfE L 72 5,
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DC: E#it% D CoU 32 M9 % Document O id@root JEVENE,
DD: CV: & [AlEE,
DE: CW: & [Rl%,
DF: CX: & [Al£%,
DG: CY: & [Al££,
DH: CZ: &[R4k,
DI: DA: & [FIEE,
DJ: DB: & [Al£E,
DK: DC: & [Al£%,

B) HEOTZ77ANE, 1 DDT 7 A NVTELEZ D

<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>

------- (IE#LRT D Context of Use |Z Keyword 231 5- S TW A 5E X, A Keyword 2 Z Z (1
R 5. Keyword ORI T IE IV~ DFLH & FHER VWD T, KED 1023 25 T5 2
L, Teks. EHLET L EHL% O Context of Use [T, Keyword O V= — RIL[A— Tl
IRBIRVY, ) e

</contextOfUse>
</component>

DL: 5D a 7 XA L« ZV—THET D52, BRIAFZED 5 (EEAE LR
WA LREHET D 2 &), B O Context of Use [ZF] Y 24 T2 Priority Number % Frl#
T5, WLarTFA L Z)L—7HND Context of Use & HE LRVWRY | EHARTE &
#1144 @ Contextof Use @ Priority Number |%, FIfETH, Bleo>TWTH, ZLLZ RV,
F 7o, [EHLAT & EHL1% T Priority Number 73572 > TN T b priorityNumber@updateMode
BHEZRME LN &,

DM: & #4%% @ Context of Use @ UUID,

DN: &#if% D Context of Use 23EET D Document ZE| V4 T2 CTD ARAHHLAZ/Rd4Ta— K
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(ICHCV @ [ICH ContextofUse] XL JPCV @ [JPContextofUse] LT 5 &),
ZOfEIE., EHLET & E L D Context of Use [ TRME TR T UIX 72 57200,

DO: A Context of Use ®2— K (EFEDN:) #EFT 52— KU R hDOID, ZOfEIX, &
il & [EH#L1% O Context of Use [Hl CRIE T T 1LX72 67220y (7272 L, OID DREIZE
FENHN=VarFEE, B L TWDRBEITRY),

DP: E#it% D Context of Use D AT — X A, fEIE"active" TR IF AT/ 5720,

DQ: replacementOf %55 7% I\ 5 BRIZ LB &R B, fEIX"RPLC" C2R2 T NIX e H 7220,

DR: & #4R1 Context of Use @ UUID, E#47i1? Contextof Use 3EEH 25H. £ TOEH
fii Context of Use 23, replacementOf B35 & & HI\ZHIGE S D,

DS: DQ: & A%,

DT: DR: & [Al£E,

DU: DQ: & A%k,

DV: DR: & Ak,

DW: [EH#11% @ CoU 2323 % Document @ id@root J&MHAE,

4 BHEOT7rANE, BEOT 7 ANTELBRZD

<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>

------- (IE#LAT D Context of Use |Z Keyword 231 5- I TV A 5E 1%, A Keyword 2 Z Z
FLli T2, Keyword OFELHUTIEITVIRA~DRLHE L MER VWO T, KED 1023 22T 5 2
Lo 7k, EHLAT & B D Context of Use [H] T, Keyword O (V2 — RIZ[AE— TR IF4UE
A A A R

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

------- (IE#2AT D Context of Use |Z Keyword 231 5- I TV A 5E 1%, A Keyword 2 Z Z (T
R 5. Keyword ORI IEIIHIIRA~DFLH & FHER WO T, KAED 1023 25 T5 2

Lo 7k, EHLAT & E L% D Context of Use [H] T, Keyword O (X — RIZ[A— TR IF4UE
A A R

</contextOfUse>
</component>

DX: DT XA N« ZU—TFET DA, BRIEFEZED D (BEEGAE LR
WA bREHEHT D 2 &), B D Context of Use (ZE] Y 24 T2 Priority Number % Fr#
45, MCarTHFA b« Z—7HNOD Context of Use & A L7WRY . BRI & &
#11% @D Contextof Use @ Priority Number /&, [FETH, o> TNTH, EZLIKZ RV,
F 7z, EHLAT & E L% T Priority Number 73 %72 > TN T & priorityNumber@updateMode
BYEARA L2V &

DY: &#if% d Context of Use @ UUID,

DZ: &#it% D Context of Use 235ET 5D Document ZE| V4 T2 CTD ARAHHLAZ/RTa— K

(ICHCV @ [ICH ContextofUse] XX JPCV @ [JPContextofUse] #Z M35 Z &),
ZOfENE, EHART & [EHAL D Context of Use [ CRME T2 7 AUE 72 5720,

EA: K Context of Use ® 1 — ' (LG DZ:) Z/EFKT H2—FU X FDOID, ZOfEIE, &
i & & Hat% O Context of Use Bl CRIME T/ b huE 72 572\ (7272L. OID OKREIZHE
EFNDHN—Ta UEFIE, B LTV ARETRWY),

EB: {&#it% D Context of Use D AT —4 A, fH|L active" T2 T IX 72 57200,

EC: replacementOf %35 % I\ 5 BRIC LB oG B ML, EIX"RPLC" TR T NIER B 720,

ED: &#ifiD Context of Use @ UUID, EH#LFTD Context of Use NEH DG . T DEH
fif Context of Use 73, replacementOf B35 L & HIZHIFL SN D,

EE: EB: & [Alfk,

EF: ED: & [FlEk,

EG: E#it% D CoU A& M9 % Document O id@root JEVESE,

EH: DX: & [Flkk,

EL. DY: & [AlEE,

EJ. DZ:& [AlEk,

EK: EA: & [Alfk,

EL: EB: & [Alfk,

EM: EC: & [Alfk,

EN: ED: & [AlE,

EO: EC: & [Alf,

EP: ED: & [k,

EQ: EG: & [Al%k,
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o GIRFICFELAELMZLZLEZEMT LG, HAlE LTEROWTINO L
Z AW T Context of Use ZEHL T 52 &, LELZEILMRA LI L ZEMLRND,
Context of Use Z Ik L. #r#l Context of Use Z #9252 &I TlI7evy, (&t
F X Context of Use IZ DWW T, HIRKOHHHEHIC LIS LR E LT, F
TIZHEND 5 LYW S -84, Submission Unit OFFEHZRD D Z L3 HDH Z

LICHEET D &,

3)  submission %35 D FLHL]
® UGETHE. S BEIEHIZCETEMN 20T 3R submission BEERL T IXLL T OREIZ /DR OF#H
DI ZFLHT D,

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

——————— (Application (Z DWW TIIARIED 4) %S M) —mm-

</submission>
</componentOf1>

ER: & Submission Unit D#2H#H e % 5 (EATIZZHH S 47 Submission Unit (ZFRLHE L 72
sequenceNumber@value JEVEEIZ 1 % /& L7-3H) .

ES: X Submission Unit 23B8:# 9% Submission @ UUID, #Jh D submission.id.item@root J& 't
B & FETRIT LR B 7220,

ET: eCTD %A &5, WIMRKIZFLHEL L7z eCTD Z A& & FfE TR AU 7e 6720,

EU: A& Submission DAZE ST (B : EARL, &R, L) 2R3 =2— K (JPCV @ [JP
Submission| ZZM$ 25 Z &), FIIRIZFLEHE L2 code@code JEMEAE & [FE T2 i iLid7e
By,

EV: & Submission ® = — N (LF2 EU:) ZiE#KT D=2 — KU A bo OID, #IHRICFEH L7
code@codeSystem JEVEE & [FAMECT/RT LR 5720,

o UGTHE, M HE Z BT 556, submission BE3ERL TIXLL T ORRICFEH T 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>

——————— CorlilzBEmENn =M BIZBE T A Review & it# U statusCode J&MAE % "active" & L
TR+ 5, ) -
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</submission>
</componentOf1>

EW: A& Submission Unit Dz HHEKEE 5 (ELRTICS M S 4172 Submission Unit [ZFC0# L 72
sequenceNumber@yalue JEVEIEIZ 1 % )& U7 RUH) .

EX: A Submission Unit 7% B8 # 7 % Submission @ UUID, ) MR IZ 52 & L =
submission.id.item@root JEAE & [FE T/ T UL 720,

EY: eCTD %% 5, #IICFEHEL L7- eCTD %2415 & RfE TR IUEe B 7w,

EZ: K Submission DALE-ST (F : IEASRH, ZF#H, 2 L) 24 a—F (JPCV ©"JP
Submission" &9 25 Z &), FIMRIZFLHE L 72 code@code JEMEAE & [FE T2 UL 72 &
AN

FA: & Submission ®=— F (LFE EZ:) #E#T D53 — KU X 0 OID, HIRIZFEHE L 7Z
code@codeSystem JEVEE & [FE TAT UL 7220,

FB: #r#liEMG H & B#E3 2% Review @ UUID,

FC: ZX Review D AT —H A, FrEiBIG HIZE#E T 5 Review D ARJBEMAE X "active" T2 7
A YAAN

® BHMHAMNEEN TS eCTD HEEIZEBWT, HEDBRIZB W T M B D7k
RHFEOARZRY N 586, BUFFHEZRE Lok b RO SETRIC
submission BRI T 2 LU N ORRICELHT 2, 7235, eCTD RO LV il B DK
WHFEEZI N2 Z LT TERY, £72, eCTD IZHENDLETOME OARH G
EWTF 256, BFTREOEZ# M L72%I2 eCTD 417 2 MBI,

<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>

------- (OB DI T BN TWDGEIE. subject2 B3z L & HIZENEIND Review
Zandk L. bFC & [RIBERIC statusCode JEMEAE % "suspended" & L CHEHET 5, ) ——mm-

------- (WTFFsnTEH6d, BHEE 7220 Review IZF0 L7V, ) ———mm-

</submission>
</componentOf1>

FD: & Submission Unit O ¥z H# % 5 (EATIZZH S 172 Submission Unit (ZRCHE L 72
sequenceNumber@yalue JEVEIEIZ 1 % )& U7 RUH) .

FE: & Submission Unit 7% B i# 9 % Submission @ UUID , #J] kiR (2 52 & L 7=
submission.id.item@root JEEAE & [FE T2 T UL 720,

FF: eCTD %% 5, #IRICFEHEL L7 eCTD %2 A& 5 & RfE TR B,

FG: & Submission D& -S1F (il : EA$RH, &M, 2 L) 23 =2—F (JPCV O"JP
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Submission" & ST 25 Z &), FIMRIZFEHE L 72 code@code JEMHAE & [FIE T2 F UL 72 &
AN

FH: & Submission ®=— N (LG FG:) #E#T D52 — U A b OID, #IRRICFEH L 72
code@codeSystem JEMAE & [FE T2 T UL B 720,

FL. HUF &0 H & BEd % Review @ UUID,

Fl: A Review D A7 —& A BRI 7t B IZBH#ET 5 Review DA JEMEAE T "suspended" T72
T b0,

® UGTHFICAAEMAZLE T 595G, submission ZRAL MILLF DO X O ICFE#T 2,

<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] EFHEL T, FIMUCIRH L2 TOEER WEEZRM L, ZREHTICE
ERBZOEAFLHET D, [FSBIZEEEGTAER D 25513, [ U subject] ZHERL FIZ2T
DERZ KM 25, EHEITZ updateMode 1FFLHE L 72V, )

</subject]1>
</review>
</subject2>

------- RO B OBEPIEE SN THAEA, BE S TN R HICEET 5 Review
2 CEHT D, ) e

</submission>
</componentOf1>

FK: X Submission Unit O e 5 (EATIZ 8 S 72 Submission Unit (ZFREE#EL L 72
sequenceNumber@value JEVEIEIZ 1 % /& U 72 5E) .

FL: A Submission Unit 23B8:# 7% Submission @ UUID, #JJh? submission.id.item@root J& '
fifl & R T2 U722 720,

FM: eCTD £ 5, PIRIZELE L7z eCTD 1385 & [RME T2 UL 5 7a0,

EN: & Submission DAZLE-S (B - IEATEH, 25 H, L) -4 =—F (JPCV O"IP
Submission" #2925 Z &), FIMIZFEHE L 72 code@code JEMAE & [FE T2 T UL 72 &
7200,

FO: & Submission ®=— F (EFE FN:) #E#T 52— U X b OID, HIRRIZFEH L 7=
code@codeSystem JEMEAE & [FE T/ 7 VX2 5720,

FP. AH A& Trhh H & BE 3 % Review @ UUID,

FQ: K Review D AT —H& X, EH &G tehh HIZEHE T 5 Review OAJEMEAEIL "active" T2
FiUE7e 6720,

4)  application ZL35 DL H
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<componentOf>

<application>
<id>
<item root="FR" extension="FS"/>
</id>
<code code="FT" codeSystem="FU"/>
<reference>

<applicationReference>
<id root="FV"/>
<reasonCode>
<item code="FW" codeSystem="FX"/>
</reasonCode>
</applicationReference>
</reference>

------- (#2%: @ Application Reference Z 12" 255513, reference Z# V i3, BAHEHIFE
X, PR - SGETRRICIR S 3, B 2 &I, ZorRS CRET 2 W2 2 Cie#d 5, )

</application>
</componentOf>

FR: & Application @ UUID,

FS: HEEEEE OfH,

FT: & Application DFfifH (RLUEARFEAKRHFE, 72 L) &~ 22— K (JPCV [JPApplication|
BT DI L), PIMICEEH L72 code@code JE AR & [RIE Cr/a it AuLE 72 57220,

FU: & Application Dfiifaz ~9 22— K (LFLFT) #E# T 52— KU X D OID, #IARIZ
FU#k L 72 code@codeSystem JE AR & [FIfiE T2 i UL e 57200,

FV: & Application DFHEHFED eCTD S 75,

FW: EECFV: O g BB RGEIC DWW T, ZO#OEE %2 ~7 22— K (JPCV [JP Application
Reference Reason] #ZM4 252 &),

FX: B OfE O a—F (L FW:) 2E&#KTH=2— KU X Fo OID,

5)  document 35 D FLHH
® GTHRFIZHTHLIZIRMET 2 Document DFLHE T IEIL, FIA~DFRLHE T 15 & FEZR VY,
AED 1023 225 L,
® JEEH L7z Document |IZDOWT, A MVOBMFEEETH I & ERE, eCTD
DIATHA I NEBL TEERHIBRET 52 LIXTERY, A FVORTEE
ET 5 EIIAED 10342 220+ 52 L,

6) keywordDefinition %55 D FC.Hi 15
® FETRRZHBLIZHRME T 5 Keyword Definition D FCHE I, FIA~DFEH 1L & A
ERV, AFED 1023 2B WTLH L,
® ¥ L7z Keyword Definition (22 C. displayName@value J& A D3 7~ FoR
LFEHNIDORLEEET D L &BRE, eCTD DT A 79 A 7 V%58 L TEESLHIR

Page 73 of 83




BT D EIITE RN, BRLFHNOELAELET D HFEIAED 103.43 221
THZ L,

10.3.4 1BHMOEH

SETHE, LR O E 575 2 L TE 5,
1) T FAR - Z—TFNO Context of Use /R IEFDZH
2) Document ¥ A KL OFEFLEE
3) Keyword /R TFHIOEKFUEIE
7272l JRANE LT, HFROEFHOHLEZ HIJE LT eCTD ZET LRV T &,

10.3.4.1 a>TFXFR b - IL—THD Context of Use RRIEFDEE

AT FR AR - F—THNO Context of Use FK/RNEF 1T priorityNumber@yalue JEMEAEIZ L >
TIREDD, eCTD DUETRHI Y EBMEEALEE T 52 LIV ERIEFEZERTLHZ &8 T
X %, Context of Use DF/RNEFZEF J7IEIC-OWCIL ICH IG @ 9.2.5 Context of Use O Priority
Number &2 &5 &,

10.3.4.2 Document # A4 ~JLDIRECIEE

10.

document.title@value J&MAEIZ X > TR &35 Document DX A b IVIZFRELD & D556
eCTD DUETRHC Y B A ZH T 5 2 LICK VIEET A Z LR TX 5, Document # 1 b
IV DREFUEEFIEIZOWTILICHIG 0 9.2.17.2.1 Document % A bV OFH &2 SHT 5 =
&, Document % A hVOFHIX, [l U document.id@root 5% %M L T\ % 4T ? Submission
Unit (BOHIFED Submission Unit 23 ¢e) (ZHEM T 2EXZFOL O LIRS D, FFED
Submission Unit D723\ CHEFT & H T 0 BREZFF 2551, 3D document.id@root 5%
FFOH Bl Document Z #2492 Z &, Zpds. AT OWT AN YT 556X, Document ¥
A MVEEHT DI LIERD B,

® JIHFE® Document ¥ A ML EHEH T 5,

® REOBEIETIEARL, XA MEHIZE D XEOLESTNED D,

3.4.3 Keyword R RXFFIDREIEIE

Keyword Definition @ displayName@value J&EEIZ L - TR S35 Keyword D3RR LFFI %
BIET 2MENHD5E. eCTD OUGTRHIC Y KBMEHEZ LR 5 2 LICLVEIET L Z &N
T& %, Keyword = SLFEH DO FRFMEIEFTEICHOWTIX ICHIG @ 9.2.18.6.2 Keyword Definition
DERLDOEH FEE2SHT 5 L, Keyword R LTFHIOERFLEEX, RRFATEREICHE
i L7242 T? Submission Unit (& & T 2 EXZRK>H O LRSS, F¥ED Submission
Unit D ® Keyword &R CFFHIDOEKFLZEET D561, #7212 Keyword Definition % & # 3
5L, F1z Keyword /R LT ORFEE LI BIHFEICITEE LW LITHETHZ &,
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10.

10.

11.

3.5 eCTD v3.2.2 M5 Di1T

WIFEHIREIZ eCTD v3.2.2 Z W24, FAMMAIZ eCTD v4.0 Z W CEkET 35 2 &1
TERV, FIHRENS T A 7Y A 7 VD5E T ETR—N—=Ya D eCTD ZHWND Z &,
V322 LARITDO/NN— g VB FIWTIRE L723CED leaf ID 2% v4.0 IO R—T 3 U & AW
HEENHLET 5 Z LIdsdd b,

3.6 WETHICHITLBEEIA

UUID THFE S 415 1 2D Context of Use/Review,/Document X°, code % O\ codeSystem J&
MEAE DFLAA D THREE S 415 1 2@ Keyword Definition (2%} L C, [A]—¢ Submission Unit
W CRIRFHICEEOERE CIrBfR & B, HIBRE B2 L) 21T TR b0, Bl IXL
THIO E 512, 12D Context of Use I1Z%f L C, HIbrZ HAY & L7- contextOfUse Fi35 & FoRIIA
FFOREF 7= B & LT2 contextOfUse B 55 %, [F]— @ Submission Unit T[RIFFIZIEHE L T2 6
7200

[NG o]

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

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

pa HIBRZ HAY & L7z
contextOfUse H55

<statusCode code="suspended"/>
</contextOfUse>
</component> _
™
<component>

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

<contextOfUse> N
>>Eﬁ%5%&bk
<id root="7c5c61fd-5b88-4018-8323-b21f1a731880")/> contextOfUse 3

<statusCode code="active"/>

</contextOfUse>

</component> 7

eCTD VA0 XML A v E—C o BEEFT 2SR LBEOBEEE

eCTD v4.0 TiX, 2T D57 7 A M L > T XML OFE#H FEE KB L Tz, JFA|
LT, AEDTEBHLTeCTDVAOXML A v —VEERT D, 2L, HiEBE LT —
# % eCTD V4.0 XML A v —U NS LU TRNT 258128\ TH, HiEE 77 —# ki
WA RIZHEA L TCWDARENRSH D, 5> T, eCTDvAOXML A v — VNG HiEE T
— X2 E BRI L. BEEETT — 2 UNESRT 56 L. ERBHANCERZ 83D 5
CEIHETAZ L, HHEE ST X 2RI ABEOREFHIILLTO®EY
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1)

2)

3)

4)

5)

HEEE 7 — ¥ 2 M3 % Context of Use |Zff 5 X415 study id_study title Keyword @
study id #35713, YEHEEE 7 —Z MM EN TV LSRR ID 7 4 /L Z O PR &R — &
T5HZ &, 2L, EFORILF/NLFIT—HSEDHLEITR,

HEEE 77— % 22 M+ % Contextof Use IZ1E, LLF i Y 12 CoU Keyword % {59 %

PIE3 a—RFUJU R R a— R
B2CORGEETT —F JP Study Data Category W a— K
JP Analysis Type W a— R

SDTM 5 —# ¥ v b JP Terminology(Tabulation) | #8172 =2 — K
("sdtm"3 K OV"'sdtm_j" 7

FNABLFDT 7 A V)

ADaM T —# & v k JP Terminology(Analysis) W7 a— R
("adam" 35 X O*"adam j"

THIWVEBTDT 7 A)V)

HEEE 7 — % 22 M7 2% Document |Z1%, LA RO 0 IZHFE/BIEEZRUET 52 &,
PIES BLR/ JR i
i R HEBLGE I O 55 FE - | document.text.description@ | 7 7 A VINE DFLH

T—H value

SAS XPORT # (xpt) @ | document.text@charset JP CV @ [ JP Japanese
HEEE 7T — 4 Character Code| 75 %4

53— FEERT S

HEEHE 7 — % # 23 % Context of Use (Z/%, ICH Document Type Keyword % 5- L
< THEW, £, METLHHLATH-TH, HiEETT — % 223 % Context of
Use & X g G EZ ST 5 Contextof Use D] T, 5 S #1 TV % ICH Document
Type Keyword % [A]— & 92 MET 720,

HiEE 7 — ¥ 229 % Context of Use &, MUiLHGEE 77 — ¥ L &HndT 2HEEL
295 Contextof Use IZBI L T, L TFEH -T2 &,

5)-1 5 &4 5 study id_study title Keyword @ code@code . U} code@codeSystem J&":1E
I R—s352 L,

5)-2 HEEE 7 — X 2279 5 Context of Use &, MUiLHGEBR 7T — % Lxnd DHiE
HEBMT D Context of Use DD H D7 &b 1 D% X, IFTOEHEPAES S
WTR—=ToHDHZ &,
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