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® BT 4N F 41T eCTD &G, & _FEE 7 + VA4 T RERE T &5 2
&

® EoEEIX. CTDAEDO 7 44 ("ml", "m2", "m3"., "m4" K O"m5") ZEE 5
e, L, BEEBEEUTOZ A AXICEBWTIE, TALZ 02 I 57 7
ANEFT- 0T IV F IR LAV 2 &y

® I 1IHOHERIZOWTIX, AED 1L EZSRTHZ L&,

® FAHE, EOSMWMAMT oML OMEFIT, —HMEFI LI T AN T LT D
&

®  EFHEA L AN T A RIRTHGEE 7 —Z X, ICHIG flfi D 7 4 v X HEiED
IBL"ME" T A NAARLTICHET D2 L, 20L&, Y ms" 7 L& LT A R
\ZRT 7 A VA EEO"MS" 7 A NV E 7 A ERM L, LU ORRICEE T 5 2
&

| 531-biopharm
| 532-pkbiomat
! 533-humanpk
! 534-pd
| 535-eff-safe
| 536-pms
! 537-listing
| 54-lit
| datasets
| [study id/iss/ise]

(LAF, Bty Rz 2 )

5.2 @4&RA|
FLHNLESIIZED DT+ NVEKROT 7 A4 MO TIE, JRAIE LTICH IG fiikd 7
FIWVERNT 7 A NG RANCHED Z &, eCTDVAOXML A vE—UnbREN 5 HiEE
FF =X OmA AN O TIE, BT A RIcieH 2 &,

5.3 ®mKRNRE
INZDIFREIVLICH IG OFHITHED = &,
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6.

1.
1.1

1.2

1.3

1.4

eCTD ICEEND 7741 LIEKICET HEH

eCTDVAOXML * v &=V BB T L7 7 A MDD I 5, HEEEST =2 D7 7 A VBN
ZOWTIEHIF AT A RE2 BT 528, HFEE T — X USNOLEE PDF R T
Microsoft Excel JE2U (xlsx) PASND 7 7 A AFER TR T 5 LERE U Ga1E, FailcsEa
LIRS D 2 &,

eCTD v4.0 XML A v E—2ICBET 2 EH
FySHPHA—ITra—F
UTF-8 Z# W5 Z &,

ryt—UAvE
A=« Ny XFOFEEFEIT, ICHIG IZMZ UL T OEMA#SRIEH S5,
® receiver.device.id.item@root JEMAEICIEET 2 FEET A RO OID 1E, %i%eCTDIZE &
NOHERHFED I B, bR VWHGEARLATHEN A= a VERET D 2 &, /42
— a2 OAZMIRIL [IP OID Listing) (2 CHIEHET 5,
® receiver.device.id.item@identifierName JBMEEIL 128 SLFLLTF 52 &, ok, FEY
SRSz E M 2 L 7R,

EEFLGTOVERRVEHEORY KL
eCTD VA0 XML A v &= D~ o — RIZBW T, integrityCheck EH Z i< £ THHEHEI(Z
FHEBLUSNONEEFF-EWnWZ &, £7o, WEZFZ/2V integrityCheck ZFH K OV I —1E
ZINAE L L TRi7- 872 integrityCheck R 42 H L7\ 2 &,
BYECOWTIE, & I —EXIIZEEE R B R LN &,

RAO—FIZEEND W EEZRVEEOERAZ

eCTDVAOXML A vt —YDAF—<id, FEYRDEH L WER L OEME, M s 6
RFENRRZERL OB, PNCHAROATHEAT 2EREL VB G, FEYFIC
2T % eCTD VA0 XML A v E—ICE £ 5 ERE KB MHEOHEHTIEIC DN TEARFEDRT
IS & &L, AEBICHRENRWVER L OREITRME L2 & 7B, 58478 RPSR2
AX—=llFaErTay s NETIV « AXF—BEFENTNDH0, YEOM, HFAY I
BWTatery7uH 7 METIL - AX—<IFHINRW, 2ETBX 7 NET VO
IZHLT D% A 22RO Z &,

7.4.1 WZEEZ (controlActProcess)

eCTDVAO XML A v E—T DA a— REBET 572 D222 7 control ActProcess %55 K
Wk, WONCFDFEZE L OEMEIL, ICHIG ICE#E D@, ICHIG ITit-> T4 2 =
L,
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7.4.2 submissionUnit
Submission Unit & 1%, —EDRHITAIZ X » THEEY IR SN D CE X OEFROES
Z 789, Submission Unit 1%, submissionUnit 22312 L » Tk 5,

7.4.2.1 XML EDsEE &R
submissionUnit 3 O RLaE EATIZ DWW T, ICHIG IZHEH Z &,

7.4.2.2 XML &5
LLUFIZ submissionUnit 2232 O XML Fe#lifsl 2 =3,
<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>
LT
</component>
<componentOfl1>
LT
</componentOfl1>
<componentOf2>
LT
</componentOf2>
</submissionUnit>
</subject>

7.4.2.3 ML ERRUVEH
submissionUnit 23k K N OB FOEFR, WRNZZEN L OREMEIZX, Loy,
BER B ZEE fEDEY S5
1EDH

submissionUnit [1..1] AREFZIT, FH Y IR
2 XELXOERE
AT 5,
id [1..1] ICH IG fta i@ v ,
root [1..1] %472 UUID ICH IG FLdk i@ v ,
#.
root="c64abdbd-
c052-439a-bbcc-
£00198139790"
code [1..1] ICH IG Fldk i@ v ,
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B3R

B

code

SEE

[1.1]

fEDH
1B DG
THA K

#1. code="jp_ctd"

WA

7 Submission Unit D ffZH
o a—R, a— NE
. P CV © TP
Submission Unit] =— K
A RNNGIBIRT 5,

codeSystem

[1.1]

#4472 0OID

4 codeSystem="
2.16.840.1.113883.
3.989.5.1.3.3.1.1.1"

JP CV @ [JP Submission
Unit] =— KU X hD
OID,

title

[0.1]

ICH IG F# D v

value

[1.1]

THFA R

i value=" /%"

ICHIG Rifidi@E v,

component

[0.%]

ABH T contextOfUse 22
FREMANT D,
contextOfUse T35 D FEH
FIAED 744 2B
5Tk,

componentO
f1

[1.1]

ZN 3 ES X
sequenceNumber % 3% K
Y submission 3 % #5#H
T 5,

sequenceNumber % D
FHAIAED 748 25
[ R R

submission Z5& DFEAMI
1492 HT25 2 L,

componentO
f2

[1.1]

AL L categoryEvent
BRENT D,
categoryEvent 3% @ i
MIIAED 7.4.19 518
T5HZ L,

BEREVREME B
DR FA

il Context of Use Z 23" 2855, IIBESF Context of Use % &,
Bl K OVE 9 5854 1%, Context of Use = & (2 component %3 4 2
9% Z &, Context of Use DFEMIIZ DWW TIX, AED 7.4.4 22T

5T &,

submissionUnit.title 258 OFEALIX R FEE PMEEIZHIBT T 5,
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BR EDH

1B DA
= =i > ICHIGRt#EoEABRANIIN A, LR #EH I N5,
A ® LIFOWFAIZiZY 1% Submission Unit [ZEI F 5,

< %D submissionUnit EENEL STV D,
< submissionUnit Z3E A3 RE ST e,
<% title@value JEMEEAS 1001 SCFLL ETH D,
> PIRRERHERC component EEZE MR LS LTV,

® submissionUnit.statusCode Z:3%[%ffi f S 4172\ , Submission Unit %
B T 5285813 EYRICHET S 2 &,

® JHHIL LT, FAYMEIL submissionUnit.title@value J&MEfE 24 L
20, Fm. KBMOEORIZOWTIE, KAED 25D [FF A K
B E U TR REZRR SCTFHE] I THRE SN XTFRICRE S /e
AN
FRAEITIN 2 THE O ~ X GEABLHNIERC 20,

DN R AABITIN 2 THE D ~ MBI AT R e,
RAEITIN 2 THE O ~ X GEABLHNIERIC 20,

7.4.3 priorityNumber for contextOfUse
Priority Number (X, =5 % Z b + 7 /L—7PN® Context of Use DFERIEF 2 EF L.
priorityNumber Z 2|2 L » CTH#Eflt X415, ContextofUse X, T F A K « Z—F T L |Z
Priority Number O S JIE CHRRIN D, 0B, HFHFE 7 —ZICOWTIREAIE LT, HFAY
JRTIETZ A NF L LT 7 A NVADFHIATER RS ND,

7.4.3.1 XML £ FC & &P
priorityNumber ZE OFLHEFEFTIZ OV CiX, ICH IG @ 8.2.5 Context of Use @ Priority Number

EGE I AR

7.4.3.2 XML &5
LLUFIZ priorityNumber Z58 O XML G 2 <7,
<component>
<priorityNumber value="1000" updateMode="R"/>
<contextOfUse>
L LD
</contextOfUse>

</component>

7.4.3.3 WML ERRUVEM
priorityNumber 238 k "2 DL T O %EFE | W NI Z N H DJEMEZLL T D@y,
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B3R B ZEE fEDE Bk

1B DA
priorityNumber [1.1] ARBEFRE T TF A -
7 V—"7"IN®d Context of
Use OFRRIBFF %2718
WMAEFANT D,
value [1.1] AT Context of Use ZEFE D FH

RIEF AT AT 5
i: value="1000" | #&¥ 4 fEET %,

updateMod [0..1] Eif Priority Number % & 3
e THEIC, "R"EIRET

updateMode="R" | 7

G VAN ERE > contextOfUse R A2t 5456 LITIINATH D,
DOIHFA ® priorityNumber@value
> BEHEH O Context of Use @ priorityNumber@value J&MEE A FEH+ 5 &
. UTFERETHD,
®  priorityNumber@updateMode
EH “ial > ICH IG it o EHIHANIN A, BLF2 M S5,
A ® LIFOWPIAICEEY T 2 Submission Unit IZAI F S5,

> RHFENT, 120arTXFRA L - ZA—TBT 58D
H7%h7¢ Context of Use 23 [FE > Priority Number % &>,

S PRI E SO T A T A 7 v EE L THO TS S
Context of Use (Z priorityNumber@updateMode J& i 23 f2 ik &
ncnsg,

< ZETEEZ priorityNumber@updateMode JEPEE A HRAE S T D
723, priorityNumber@value J&MEAE 23 BT S 40 TUVN R0,

® HIiEHE 17— %2 M7 % Context of Use |2 X 417z Priority Number
X, BEYRICBITDHFEETT — X ORBNEFITE L2,

® K & » Context of Use % HIBR 4 2 I ft4 2
priorityNumber@value J& A X, HIBR%5: D Context of Use @ Priority

Number CRMECTHDZ ENEFE LV, OEN RSN TH, 4

IR Y BRI S e BT R S v HIBR & 4D Context

of Use ™ Priority Number /%, [l Submission Unit SARE T H rIREIZ 72

Do

® EHE A D Context of Use % HH > Context of Use TE#d 5 BRI,

FALarFF A k- 27— Contextof Use & T/ LRVVED |

[EHAHT & L% 0 Context of Use ¢ Priority Number (%, T,

RlpoTWTH, ZELIXARV, £/, B[l L % T Priority

Number 73 %72 - TN T % | priorityNumber@updateMode J& ' % $2 ik

L2 &,

RERARITIN R THE O ~EEHBLANIERIC 20,

71.4.4 contextOfUse
Context of Use (X, XEFEDMESITZEFKT D, Context of Use I3 contextOfUse ZLFIZ L -
THRfEE., BT O code ZHHRIT K » THFEERNONALEST (CTD A L) ZfE L.
documentReference E3£(Z & > C 1 2™ Document Z {5 ET 5, ZHIZX V., FBESZ
Document 23 43 HGEIZHB\WTC, EDOCTD R LICBET 20BN ERIND,
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7.4 4.1 XML EDSRE &R
contextOfUse ZEE D E# B AT IZ- DV TiL,. ICH IG ™ 8.2.6 Context of Use %4 2842 =

&O

7.4.4.2 XML &5
PLUFIZ contextOfUse 3% > XML FR#k i 2 7~ 9,
<component>
<priorityNumber value="1000"/>
<contextOfUse>
<id root="7c5c61fd-5b88-4018-8323-h21f1a731880"/>
<code code="ich_3.2.5.2.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.2"/>
<statusCode code="active"/>
LR
</contextOfUse>

</component>

7.4.4.3 ML ERRUVEN
contextOfUse Zk N N OB T O E SR, I NZENHDEMEIT, ATo@E»,
BER B 2EE fEDEY |

1E DA

contextOfUse [1..1] AREHZ|T, FEYHICHE
H42xEL CTD A
L& BESIT 5 7= DfF
AT D,
id [1.1] ICH IG fL#iDiE v
root [1..1] #2472 UUID ICHIG FL# D v,
#.
root="7c5c61fd-
5b88-4018-8323-
b21f1a731880"
code [0..1] ICH IG FEdl D@ b
code [1..1] T ¥ A b ICHIG it#»i@ v, ICH
CV @ TICH Context of
A code=" Use] XiX JPCV @ [P
ich_3.2.5.2.3" Context of Use] 7>57%Y4
9% 32— RNABRIR Lt
T 5,
codeSystem [1..1] #2732 0ID ICH IG ft# i@ v, ICH
CV @ TICH Context of
A Use] @ OID X% JP CV
gggef{sltggng?é?-glgé @ [JP Contextof Use] &
A 0. /-
52110 OID ##fit4 5,
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B3R

originalTe
xt

B

SEE

[0..

EDH
(DG

ICH IG 5t# D

value

L.

1] FXZ

i
value="3.2.P.8.3-
1ll

ICH IG 5#H D

statusCode

L.

1]

ICH IG F# D v

code

L.

1] T

P
code="active",
code="suspended"

ICHIG FE# D@ v, 4%
Context of Use 23 %hT
ST Tactivel %, Bk
T 5 O T b iF
['suspended | % #2&fit 9
Do

replacement
of

[o..

*]

N gl e X
relatedContextOfUse %23
EAEANT D,
relatedContextOfUse 23
DFEAMIAED 745 %
ZRT5HZ L,

typeCode

L.

1] [ 7

typeCode="RPLC"

AJEMEIL replacementOf
PEE O DBRIC
HERENETH D,

derivedFrom

[0..

ZN b =S i
documentReference % %
AT D,
documentReference % 3%
DFEAMIAEFED 746 %
ZRTHZ L,

referencedBy

[o..

*]

AFEF I keyword EHE &
FART B,

keyword L& DFEMHIEA
D 147 BRI D
&

typeCode

L.

1] I

typeCode="REFR"

A JBMEIT referencedBy 22
F 2z MDD BRI LB
EHEETH D,
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il

B3R B ZEE fEDE B!

(DG
IS VA0 =R ea| > contextOfUse.statusCode@code  J& 1 fE 2 "active” T &H 0V . » D
DRI priorityNumber 25273 updateMode J& % & & 72 WA LU R IZMZAT

H5D,
® code@code
® code@codeSystem
® derivedFrom

> contextOfUse.statusCode@code J& 14 fE 73 "suspended" T & 5 . X I

priorityNumber@updateMode J& M EN RSN TS & &, LTFOW

TN OHZ & Fe Submission Unit IZH T &5,

code@code

code@codeSystem

replacementOf

derivedFrom

referencedBy

> 150 Context of Use ##i%%? Context of Use TEHAT DA%, B

9% Context of Use = & |Z replacementOf 235 #2492 Z &, Context
of Use DEHDFEMIZ DN TIX, AED 745 #5WT 52 &,

> 150 Context of Use (28D Keyword % {159 5 851%. 15795

Keyword Z & (T referencedBy 2235 - #2flk9-% Z &, Context of Use (21}
59 2% Keyword OFEAIIZOWTIE, RED 747 220352 L,
EH < ial > ICH IG RLdoEHIHANIN A, LR S 2,
FLAI ® LITFOWTIIi%Yd 5 Submission Unit IZH F X s,

< code.originalText@value J&MAE A 129 XFLL ETH 5,

< statusCode@code J&'EfE 23 "active" & OM'suspended" DT T $

720N,

< statusCode@code J& {73 "suspended" T& %5 Context of Use @

Priority Number (2., [FIFf(Z updateMode JE LN $REE S T 5,

VIREHE GO T4 7 A4 7V E2@BLTH O TRMET D

contextOfUse 252 statusCode@code J& 123 "suspended” T &

5o

WIRHE HEFIZ replacementOf ZEE MRS N T 5,

WA HRF I derivedFrom 235 % & & 72\ contextOfUse B33

kT 5,

B3R S 4u7- Context of Use & [6 U id@root J& Ml % £
contextOfUse ZHE ##E4t L CidZe b 72wy, EH ITHIBR S
Context of Use Z FFEHF N L= WE1%, #i#o Context of Use &
L CHIENT D2 &,

ERARITIN 2 THE O ~ S GEHBLANIERIC 20,

)N > code@code JEMEE A RT CTD FLH L2YES 5 ¥ 3 THITE S 2V A,

% @ Submission Unit IZH F &5,

RARITIN 2 THE O ~ETEHBLANIERIC 20,

> < %

°
g

7.4.5 relatedContextOfUse
relatedContextOfUse B3 1%, #£H 7 7 D Context of Use % ##Ld Context of Use T3 2
BRicfE I S5, relatedContextOfUse 223513, il Context of Use O —F 2238 & L CTHH S 41,
id EHRIZ L - TEH I D Context of Use ZH5ET 5.
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7.4.5.1 XML =R & RT
relatedContextOfUse Z3E O EE AT IZ- DWW Tid. ICH IG @ 8.2.7 Related Context of Use

(ContextofUse D7 A 74 A 7 V) EEBZHTHI L,

7.4.5.2 XML S22 /51
LLFIZ relatedContextOfUse 2535 > XML 5t#ifil 2 ~9,

<replacementOf typeCode="RPLC">
<relatedContextOfUse>
<id root="d981c6a9-d57a-43cc-a71b-a8e35a34a39a"/>
</relatedContextOfUse>
</replacementOf>

7.4.5.3 MLERRUVEH
relatedContextOfUse 3 &k N DOfL FOEE, WNZEN L DEMIL. LLTFTO#EY,

BER B Z2EE EDR Al
18 DG
relatedContext [1.1] AEFIL, B IND
OfUse Context of Use D% %
AT 5,
id [1..1] ICH IG ft# i@ v ,
root [1..1] %272 UUID ICH IG Ft# i@ v ,
#.
root="d981c6a9-
d57a-43cc-a71b-
a8e35a34a39a"
U N8N ea| > contextOfUse.statusCode@code  J& 1 i 7% "suspended” T & 5 . X I
% g5l priorityNumber@updateMode JEHEEAFREE SN TV D & & BLF O

A& te Submission Unit IZEI F &5,

® relatedContextOfUse

EH =<'l > ICHIG stk oEHBIANTIZ . LF3EH &b,

KA ® LIFOWTFNAIZiZY 9 5 Submission Unit (3HI F &b,

< id@root BMEE A /R Context of Use 23, BB 7H X | -
TN—TIZBLTW5,

< id@root JEMEAF A3 7759 Context of Use 3, 245% Submission Unit ©
et Tnb,

< id@root J&MEAE A3 759 Context of Use 23, eCTD 524 & A3 EMHE
ThHDHHEEOBEDORIIC L » TR STV,

< id@root JEMEE 254 Context of Use 73, eCTD 543 573 A
THDHHEOBMEORHIC X - THIBRSUTER SN TN D,
RERARITIN 2 THE O ~ S GEHBLANIERIC 20,

DN FELAAMITINZ THE D N EEMABANTRIC e,
FEEAARICIN 2 THE O ~ZGEMAFRNIFIC /20,
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7.4.6  documentReference
documentReference 2313, Document #5779 %, documentReference ZLF# |2 L - THRE S
A7= Document |%, HIEFE TH 5 contextOfUse T D code HHIZ L » THRE SN HiEEE
WNONLEDIT & BEESIT b b,

7.4.6.1 XML EDSRE &R
documentReference BEE O EFTIC DUV TiX, ICHIG @ 8.2.8 Document Reference %% %

S0 S TN

7.4.6.2 XML S22 /51
<derivedFrom>

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

</derivedFrom>

7.4.6.3 MLERZRUVEN
documentReference B3 &K N F OFL F O EFE, WNZZLLDEMER., LLFO@ Y,

BER B Z2EE EDR Al
18 DG
documentRefer [1..1] AL, Context of Use
ence L BE S 5 Document
DB+ Z ¥ 5,
id [1..1] ICH IG ft# i@ v ,
root [1..1] %272 UUID ICH IG Ft# i@ v ,
#.
root="al7b06a2-
a040-431d-8e5b-
1f678c83af3c"
CE LAON R > contextOfUse.statusCode@code  J& £ fiE 2% "active" T &H VD . O
DA priorityNumber %373 updateMode J&ME% & £ 7204, LLFITMAE

ThbH,
® documentReference
> contextOfUse.statusCode@code J& 14 fE 73 "suspended" T & 5 . X &
priorityNumber@updateMode BYEE RSN TN D & & LLF O
%4 Submission Unit IZHI F & 5,
® documentReference
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BR EDH

1B DA
= =i > ICHIGRt#EoEABRANIIN A, LR #EH I N5,
A ® LIFOWFAIZiZY 1% Submission Unit [ZEI F 5,

< id@root JEMAEANRJ Document 73, 47% Submission Unit & (X
B DT — H R Z2*O WP I HIEE L7,

< WIRREE R documentReference 3% % 5 £ 72\ contextOfUse
RN STV D,

*EA Y FIL, eCTD v4A.0 2 H U THEH & 4172 Document (22T, H3%H

FEOVERY T HNRWERY | JEAGTEA AT ECCEE BRI E O 2 W
(LT, THEOHREHM] Lo ,), 7T —FX—XREFE L TN D,

RERARITIN 2 THE O ~ S GEHBLANIERIC 20,

FEEAARITIN 2 THE 5 ~ZGEMAFRNIFC /20,

ROAEITIN 2 THE O ~ X GEMBLHNIERC 20,

7.4.7 Context of Use keyword

Context of Use |2 5- =415 Keyword (LL'F,  TCoU Keyword] & 95, ) I%, Contextof
Use 237~9° CTD R LIZxI 3 28001 &2 #2119 %, CoU Keyword (3 contextOfUse ZEFRAL
D keyword BT Ko TR, RESLUTO2HELH 5,

1) ICH UFHEAE Y FIC X - T Keyword OFEEE & BT STV D B D,
1 : ICH Document Type. JP Analysis Type. 72 &,

2) ICH XA M RIT X - T Keyword OFEFHA RO HAL TR Y, HFEEIMEE A
DD HD,
5] : indication, substance. group title, 72 &,

FFE 2)D Keyword & 53 28813, %5523 T Keyword Definition Z HCTZ O
% EFT 5, Keyword Definition DFFMIIATED 7418 BT 25 2 &, 7eds, HEFETFT —
ZIZOWTIHFAIE LT, BEYRFTIE 7 AV EL T T 7 A VA DOFRIETER RSN -
B, FAROERZ Keyword TSN A HFHRIIBE SN RN 1D D, HlzIX. HiEETFT
— X %23 % Context of Use |Z group title Keyword Zff5-L7- & LT%H, %% Keyword |2 K&
o> TS 7z Keyword R SUFHIOE#IL, grouptitle / — R & L TERENBRNI 0D
Do

7.4.7.1 XML L EE & & AT
Context of Use (253" % keyword 258 O FEHE FTIC DV ClE, ICH IG @ 8.2.9 Context of
Use @ Keyword 4245 Z &,

7.4.7.2 XML E2&5k45)
LUz, Context of Use (Zff5-9°% keyword Z5& D XML Fe#ifil & 77,
EFE D)o
<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>

R 2) o)
<referencedBy typeCode="REFR">
<keyword>
<code code="MANUOQ01" 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>

E o B 2) oA, Keyword D EFE% Keyword Definition & L T4 %, ZEfixAED
7418 T HZ L,

7.4.17.3 MLERRUVEMH
Context of Use (259 % keyword Z3E i N2 OFL FOEFR, WNZZN L OFEMX, LT
DY,

EDR
1EDH]
keyword [1.1] ARBEF L. Context of Use
DB WA ET D
Tz AT D,
| code [1.1] ICHIG FikDiE v ,
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BR B ZEE XLl iHA
(DG
code [1..1] FEZ b ICHIG Ft# i@ v,

A

code="ich_route_1

code="MANUO001"

codeSystem [1..1] F¥ A ICH IG Ft# i@ v ,

# :
codeSystem="My
list 001"

CE DO el BRRoo [ZEEE ) MEOR) KON T ORI A THE S XS
DA AllZ 72,

EH el > ICH IG i@ FHHANC N A, LU F2AEH S5,
FLAI ® URZHIFENICHEE O RAF W INE N FIE (1 DOFEE D CoU
Keyword (22T YL HFENICEE DN FE) L, ERZEhico
WTCEZRNT 25,6813, YikfEHO CoU Keyword % W T%
DRZERRT D 2L (B EEORAK 2 G e REEDO%EI1E. CTD i
HLU B, ®HIOXBI2AH< X 5. product Keyword % 15 LD
32P Z#IHN.TT D),
® LITFOWTINIZiEY 3 % Submission Unit (ZHIF S5,
< ICH CV @ TICH Context of Use] % JP CV @ [JP Context of
Usel 12X o> THRHFGRFRO 5TV 20 Keyword 23 5- 4T
WD (7272 L, HEEE 7T — X 22 L T\ 5 Context of Use ™
BaiE, AEO 110 212dH 5D Keyword (1615 &5 5),

< ICH CV @ TICH Context of Use] % JP CV @ [JP Context of
UselIZ X - THHLE STV 5 Keyword 235 E TV 720,

< 150 Context of Use {ZxF L C. [ UREED CoU Keyword 734
B TWD,

< ICH Study Group Order Keyword 73 ff5- X410 TW\ 2% 23, study
id_study title Keyword 23 5- X 41T 72200,

> HEETT X ZZ2M L T2 Context of Use (12, LA FDW
TN D Keyword 23 5T 5,
v" JP Study Data Category
v" JP Analysis Type
v' JP Terminology(Tabulation)
v" JP Terminology(Analysis)

> HEE T — X %22 L T\ 5 Contextof Use (2, JP Study Data
Category Keyword 23 G- 7L Tue

> TERREEFLEEE CIE 2T — % ) (Non-CP) LIS A R7 P
Analysis Type Keyword 735 41TV % Context of Use 732 i
LT\ % Document (2, text.description H3E 2 Mk X Tz
AN

FREAEARITIN A THE O ~EEHHANTAR IS a0,

N > JP Study Data Category Keyword 2 #Eft S T\ Wifs, =0
Submission Unit 1351 F &1 5,

» JP Study Data Category Keyword 2342k 41 TV 5354, % @ Submission
Unit lIZAI TS5,
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7.4.8 sequenceNumber
Sequeuce Number {Z. sequenceNumber B2 L » TS, FHFFENIZEBIT S
Submission Unit O A & KRS A R 3 e & 2 fefit 45, BRI T 5
Submission Unit (Z & > Tk S 72 iFHi, FEMRIZB W GBI SN D
Submission Unit {2 & > T&ET &4 5, Sequence Number %, Submission Unit & & 1ZBfH& X4,
RHIT L ITHEMT 2F ST TH D,

7.4.8.1 XML £ FEEk &R
sequenceNumber 23 O FLHE FTIZ OV TiE, ICH IG @ 8.2.12 Sequence Number %54 £ -4

5T &,

7.4.8.2 XML &5
LUFIZ, sequenceNumber Z5& D XML Gl 2 =7,
<componentOf1>
<sequenceNumber value="1"/ >
<submission>
LT
</componentOfl>

7.4.8.3 WL ERRUVEMH
sequenceNumber 2135 K OV OFL F O WNTEN L DOEMEIL, LITD@Ey,

B3R B ZEE EDR e
1EDG

sequenceNumb [1..1] AEHIL, FHFENICE

er \F % Submission Unit D%
HE Fr & KR 5 & 7~ 3
TR ZENT D,

value [1.1] AR ICHIG Ft#i i@ v,
4 value="1"

G DLRO R FELo [ZEA ) MEOR] RO [F ] OWNFITINZ THE ) N SR
DR HHA HIZ 72 vy,
EH ol > RIS IR U R RS 12 38 W Tk 7+ D Sequence
A Number ® 5 5, i RKOEIZ 1 22 L7-$fE % Sequence Number & L
THfMI 5, oL X, KK Sequence Number fE % 5> 42 it i 7
Submission Unit #$FE3 512867V . submissionUnit.code@code fE ™
BRI D720,
> LUFOWTci%Xd7 % Submission Unit IZEIF &b,
o AT ITETETFTD 1] b 1999999 DIEFLIS DA% Sequence
Number & U C#AfEL TV 2%,
® Sequence Number & 55 g 7 4 L X4 BN —F L7220,
® HINHRHIRFIC, TFRCIEMABAN @), b) & o)ZHI X 720 Vil % Sequence
Number & L TRl L TV %,
®  CETIEIZ Sequence Number 23 1] 28I L T\ 720,
® ETHEIC, BEHEH @ Sequence Number fiZ #2fk L T\ 5,
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fEDR

1B DA

IR HF D a)D Sequence Number 1% 1) &%,

> R L7z submissionunitxml Z H UE$ SUIEEH T 5 85481T
HUE L XX AR H k5 > submissionunitxml & [F]fE @ Sequence
Number Z #2925,

> PIREEHRFD b)D Sequence Number (X 1] &35,

> —ERH U b)&H LES UTFRE T 258 1%. Sequence Number
Iz ) &2,

> FIREEHRE D ¢)® Sequence Number 1% 2] &35,

> —EEH L o2 LET XIIFEET 535413, Sequence Number
BEIC 2] LT 5,

7.4.9 submission

Submission 1%, submission ZEF (2 L o T X7, YXHGEICE N5 0 E OEH 2 2t
%, Submission |% eCTD Z A& 512 K > CXAIZ v, 1-20 Submission 1%, HEC I
DO BERE G Z LT 5, Submission 2AEAET 2 8 HIZRSE9 % Submission Unit 1,
3% Submission @ MG L L CRE ST Hiu 273, eCTD VA0 XML A vt — i
submissionUnit 535 0 T2 %5 & L C submission BN E(ET 5, submissionUnit 1%, H
B3 BHiE-3 < Submission OfF# % . submission F3E & LTI 5,

7.4.9.1 XML EDEREERT

eCTD v4.0 XML A »&— I submission EH TR D L 5 IZEE SN D,
® controlActProcess >> subject >> submissionUnit >> componentOfl >> submission

7.4.9.2 XML E2&ifl

LLUFIZ submission 232 XML Fr#k il 2 =<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"/>
LD L
</submission>

</componentOf1>

71.4.9.3 XML ERRUEM

submission Z 52 &K ONZF ORL FOESR, WONZZEN S OFEMEITLLTO@ED ,
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BER B LEHE fEDH B
1B DG
submission [1.1] AREESE 34 7% Submission
Unit (2 B S CHR ik &
L5 b G E R
%,
id [1..1] AREEHRIT Y% eCTD HIFE
DR T % AN D,
item [1.1] AREFITY3% eCTD H3h
DA% FHANT 5
root [1..1] %472 UUID N Submission @ UUID,
ICH IG FL#l D EEEHIE
P WCHl» 7273 X 4
root="c4550245- | |z VN EE S N R E T
fa32-444e-8433- | ~
702fbba7a8d4"
extension [1..1] oA BT eCTD = Af+%& 7,
A
extension="201605
05001"
code [1..1] AREH(IY5% eCTD 5k
DOALEST (EARTEH,
SERH, 70 8) M
T 5,
code [1..1] TXA B 5% eCTD HIFEDNLIE D
JERTa— NMEAZE
A L LTHD, 22— NEIX
code="jp_original" | JpCv ¢ [JP Submission
a— KU X M HER
ERCE
codeSystem [1..1] ®%¥472 01D [JP Submission] =— K
J X ~® OID,
A
codeSystem="2.16.
840.1.113883.3.989
5.1.3.3.15.1"
subject? [0..%] AR T review B3 2 4%
W5,
review B3O FEMIIAE
D 7410 W35 Z
L,
componentO [1.1] ARE 3 application Z 3
f AT D,
application ZL3E DFEAMIE
AED 7415 2R+ 5
Z &,
CE ALl > AT Review 75:?51 b~ 2858 . ULBETE Review DI A ZEH 4 554

DO

X, HE

i\$%®74m%%%¢5 &

Z subject2 EHE AT 5 Z &, Review OFEMIZ O
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{ll

B3R B ZEE fEDE Bk

Vol
= s > JRANE LT PLFOEMEIZ OV T, submission Bl F O RO EEIZ
psaall Bbod, Hiz@E L CRIUEZERTLIZE, ZNODHEEETT
HVEND DAL, FANCHEEYRICHRT D Z &,
® id.item@root
® id.item@extension
® code@code
® code@codeSystem*
*7-72 L. code@codeSystem J&M:23 <9 OID OKREBIZH FDH/3—
VarFEEE, B L TWDARETR,
> id.item@root JEMAEIX. AN Submission & —E ZF#kBI TE 5 UUID &9
LTk,

»  LUFIZE%Y44 % Submission Unit IZEI T &5,
® id.item@extension JBPEAE N YL HFED eCTD ZAFFK = & Br b,

> HINGEHFRIC subject2 BLE N RAE S LTV WA, £ O Submission
Unit IZHI TS5,

> b)IT subject2 BEHFREFZ O TILR BV, F72, subject2 EHR % b)ic
D= BA . % O Submission Unit [ZE1 F &5,

> subject2 R NEML I TV RV EA . & Submission Unit (3] T &
b,

7.4.10 review
review %ﬁ?% . in BT AR 5, HEEEZ L2 1 20 subject2 TR ARMES L,
subject2 3 Z L 1T 1 DD review EHHENFRAE S 2@%60

7.4.10.1 XML LR
review ZE#1Z eCTDVAO XML A vt — F. UTOEFFICTH#HINSD,

® controlActProcess >> subject >> submissionUnit >> componentOfl >> submission >>

subject2 >> review

7.4.10.2 XML E2&451
PLUTIZ review ZE3E O XML Fedi Bl 2 /<9,
<subject2>
<review>
<id root="c2a664fc-4b41-4425-8631-46b7bf1f58a6"/>
<statusCode code="active"/>
<subjectl>
I 21 P
</subject1>
<holder>
I 21 P
</holder>

<subject2>
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L[]

</subject2>
<[review>

</subject2>

1.4.10.3

L EZERRUVEM

review & N OV DR F O &,

B3R Bt

review

L.

WNZEN S DORIEIZLLT D@,

ZEE

1]

fEDE!
1E D4

B2

ARERIT
n‘li]ﬁ“éo

SR T

id

L.

1]

AREEFRIT Y3 review HHE
DB A ZFEHNT D,

root

L.

1]

% 7% UUID

#i.
root="c2a664fc-
4b41-4425-8631-
46b7bf1f58a6"

X Review @ UUID, ICH
IG HFHDOT L IY XA
WCIEWVHRGEE D RET
Do

statusCode

L.

ARERITLH5%Z A O
A B O IR A8 & 1
RN D,

code

L.

T

i
code="active",

code="suspended"

H 55 = DR RE & /??“3
— N, HHORHEES
70 eCTD 2T, —45
DOHHER T T 555, H
BOWET TIXYFZEERDY
TUIFX5 D Review (Zx%f
L "suspended" %Tm fit 9
%, FOMOEEIZEN
TlX"active" %Twﬁﬁ"é

subjectl

[o..

N UL e =
manufacturedProduct 2%
REHKWNT 5,
manufacturedProduct %
ROFFEMIIAFD 7411
T HT L,

holder

[0..

AFFE X applicant B35
ZFEANT Do
applicant 2238 D FE LA
EOT413 %2R+ 52
L,

subject2

[0..

*]

EN W ES I
productCategory % 3% %
T 2,
productCategory % 3% @
FEIIAED 7414 25
BIrz &,
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{ll

BER B ZEE fEDH B

1B DH]

CE RO e > IR, ERREREKOBEMEOSETHEMATH D,

DOEHHA] > &ETHE, statusCode@code JEIMEfE 3 "active" T 5 & &, EFRER KW
BYEOETHEMHATH D,

> &ETHE, stautsCode@code J&MEAE A3 "suspended" TH 5 & =, LLFDOWT
DG A & e Submission Unit IZEI F &5,

® subjectl
® holder
® subject2

> subject2 ZHRITHFEX S T LIRS H 2 &,
EH =l > LR OWTnZi% S35 Submission Unit IZHI T S5,
FLA ® UM ZEZEZEDTA 7H A 7 VEEL YD TS D review 2
& @ statusCode@code J& M E 23 "active" T2,
® review.statusCode@code J& 75 "active" &z UM'suspended” D341 T
H7R0,
® 43 review EFH O statusCode@code J&MEAE % "suspended” THEflL L 7=
?ﬁ%%\ statusCode@code J& M- ME /3 "active" Td 5 review EFE A3 Y% H
WZBWTHHEL 2 < 72 5,
> |d@root)§f$1ﬁ IZ. A Review # —EIZi#BITZ 5 UUID £ 952 &,
> CETHRE KGR ﬁ*HﬂTT%ﬂ’L’C:& 6ﬁii7‘ﬂﬂﬁé} ZAEFE D720 review
B 1ﬁbﬁm:k
> —EHFERTIICL Y B L 7572 Review LRI U |d@root BV %
5 review HH %Tmﬁibf IR B, —ERFERN I L0 i
L 7= Review Z FEA N LI2WIEA L, #HH D Review <‘: L CHfzt
THI L,
RLAEMXITIN 2 THE 5 N EEABANTRFIT 220,
DN > b)IZ review EFRZED LR LR, F72, review BEE b)IZE DT
%A, % @ Submission Unit [ZEI F S5,
AL MR A THE 5 N ZEAFANTR IS 220,

7.4.11 manufacturedProduct
manufacturedProduct 3%, ®inFHR AT 5, 1 OO review EHE T LIZ 15D
manufacturedProduct 23 232 =415, manufacturedProduct Z 313/ FiZ ﬁ% )
manufacturedProduct Z# 2 £iH | AFE TIXATE % manufacturedProduct 23 & FEOY, %% 4
manufacturedProduct. manufacturedProduct 25 & FE53,

7.4.11.1 XML LOs2&E &R
manufacturedProduct Z#|X eCTD V4.0 XML A vt — k. LITOEFRICEHEH SN D,

® controlActProcess >> subject >> submissionUnit >> componentOfl >> submission >>

subject2 >> review >> subjectl >>manufacturedProduct

7.4.11.2 XML s2&:45
L1 R manufacturedProduct 2235 XML k] 2 7~ 9,
<subject1>

<manufacturedProduct>
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<manufacturedProduct>
<name>
<part value=""t A ¥ 7 % = — L-§¢ 10mg"/>
</name>
<ingredient classCode="INGR">
L [HREED.
</ingredient>
</manufacturedProduct>
</manufacturedProduct>

</subjectl>

7.4.11.3 XN EXRUVEM
manufacturedProduct 23 & N2 OFE FOEFR, W NZZN O ORMEITLLFDHEY
.

EHR B Z2EE fE DR
1EDG]

manufacturedPr [1.1] ARERIL, BETERE K
oduct W5,
manufacture [1.1] AREF L, BEIHR 2
dProduct WA,
name [1.1] ARERITIRTCA 2N
2
part [1.1] ARERIIRTEA &R
é o
value [1..1] TF A b A DIRTEA

4 value=" -1
Yo F g — L bE
10mg"
ingredient [1.%] N o = [
ingredientSubstance % 3%

T D,
ingredientSubstance % 3%
DFEHNIAED 7412 %
ZHRTHZ L,
classCode [1.1] [ & AT ingredient HE3E
2 BRIC LB e i
classCode="INGR | jj@:Cdh %,

S DMEON TR > MRS E EN D ARG T LIS, ingredient 23R AR5 2 L,
DIEHFRA

EH c vl > part@value B IX, HFEERCHOKES & —BEEDH L,
A »  LDLTFICE%4 4% Submission Unit IZHI F &5,

® part@value JBVEfEA 241 LU ETH B,

N MR INZ THE D S EGEMA BN A0,
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fEDE
1BEDH
> b)IZ manufacturedProduct 2% % & ® CTIL 2 b2V, F 7z,
manufacturedProduct 3% % b)IZ & 784, £ Submission Unit 1%
HFEND,
ERRARRITIN A THE D N EEAHANTRIC e,

7.4.12 ingredientSubstance

ingredientSubstance ZLF# X, ARy DA FRZRUEST D, 1 D0 ingredient & T L (21D
@ ingredientSubstance Z#E 2\t 5,

7.4.12.1 XML L& & &R
ingredientSubstance (X, eCTD V4.0 XML # vt — k| LA FOBATICFEEHEH I D,
® controlActProcess >> subject >> submissionUnit >> componentOfl >> submission >>
subject2 >> review >> subjectl >> manufacturedProduct >> manufacturedProduct >>

ingredient >> ingredientSubstance

7.4.12.2 XML &5
LLUFIZ ingredientSubstance #2535 0 XML lalif] z <97,
<ingredient classCode="INGR">
<ingredientSubstance>
<name>
<part value="- —7 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 EXZRUVEM
ingredientSubstance ZL3& &k OV DL T OELZE | WNZEN O DJEMEIZLL T 0@,

ingredientSubst [1..1]
ance Ra RN 5,

name [1.1] KRERIL, AR5 D4
AT 2,

part [1.1] ARERITIA T D4
MEENT D,

value [1.1] FEZ b H WA 5T DAAFR,

#if value="-7—7
1 TP
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1B DG
code [1.1] THA b A BN 53 O 4 TR O TR
g a—R, JPCV D
Al code="jp_jan" | T JP Substance Name
Type] Z—FU A N5

CE S J& SEE D il

B/IRT 5,
codeSystem [1.1] %472 01D [ JP Substance Name
Type] = — KU A LD
A oID,

code="2.16.840.1.

113883.3.989.5.1.3.
3.1.7.1"

CE DSOS FERoo [ZEE | MEOR] KO TEB) OWNEITNA THE S R E B

DA HlIE 720,

EHA =58 > part@value BYEMEOMEIE, JFHAIE LT, AREEGTHO KA & —H&

HAN ®HZ L,

> LLUFIZE%49 % Submission Unit 1ZE1 F &5,

® part@value JBMEMENY 241 LT L ETH 5,

N BEARITIZ THE D & A BAITERC AR,

> Db) T ingredientSubstance % & & & O TlL e b 2w, F 7o,
ingredientSubstance %5% % b)IZ & 755, & Submission Unit (3]
Tahd,

DN FEO o2 THE S X EBANEEHT 2L,

7.4.13 applicant
applicant 3%, WA B RAIRMET 5, review EFHE Z L 1T 1 S D applicant EHE ) AL
j’l‘/éo

7.4.13.1 XML EFE&E&E T
applicant ZE3 (%, eCTD V4.0 XML A vt&— k. BLFOHAICE#E S5,
® controlActProcess >> subject >> submissionUnit >> componentOfl >> submission >>

subject2 >> review >> holder >> applicant

7.4.13.2 XML &5
LLUFIZ applicant 3 > XML re#lfl] z <1,
<holder>
<applicant>
<sponsorOrganization>
<name>
<part value="PMDA A S 4L />
</name>
</sponsorOrganization>
</applicant>
</holder>
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7.4.13.3 XML EXRUVEM
applicant ZLE K OV OFL FOZFR WNZZN b DBEMEITLL T D#E Y,

ER B Z2EE EDE B
1EDH

applicant [1.1] ARERIIHFFEEL T
EREE

sponsorOrga [1.1] AERIIHFEEL K
nization W5,

name [1.1] ARERITHFEL K
EREE

part [1.1] ARERITIHFFEET L EHK
W5,

value [1.1] T XAk UL HEEOHGEE 4.
#1- value="PMDA

CE DA OVEREE FEL T EEE | MEOR) KO B ORNEITINZ THE S N &R
DA HliE 720,
EH vl > part@value BYEEIX, HEELHOBFEES L —BIEDL &,
A »  LLTFICE%4 4% Submission Unit IZHI TS5,
® part@value BMEAEA 241 XL ETH 5,
FRLAIIIN 2 THE 5 N X IEAHANIERZ 220,
N > b)iZ applicant EFE & & TiX/2 b7\, £72, applicant E# % b)lZ &
WI=¥4A . % ® Submission Unit 1IZHI F &5,
FRLARRITIN 2 THE D N ETEAHANIERC A2,

7.4.14 productCategory
productCategory Z3 (%, HFEX DA #EMLT 5, review E3E Z & 12 1 D XIFHEHD subject2
DML XU, subject2 B I L (2 productCategory ZEE N L X5, 1 ->? productCategory
HRITWIZLOOHFEX G RO, EEROBFEX 2R OHFEORE, HiEK o0 L
A% subject2 ZEN I LD,

7.4.14.1 XML L& &R
productCategory %% (%, eCTDVAOXML # vt — k. LI FOBAICGERK SN D,
® controlActProcess >> subject >> submissionUnit >> componentOfl >> submission >>

subject2 >> review >> subject2 >> productCategory

7.4.14.2 XML E2&5k45)
PLFIZ productCategory 2258 O XML FL#ifsl 2 <9,
<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 XML EXRUVEM
productCategory ZL# Kk N2 OBl FDEHR, WNZZN L DRMEITLL T DIEY

ER B 2EE EoE .BA
1B DA
productCategor [1..1] ARERITHFXR D 52K
y WD,
code [1.1] ARERIIHFERX S EHK
WD,
code [1..1] T ¥ A bk Xy ERTa— K,

AR HFEEICTE O H
Al code="jp_1_1" | 35X/ % P CV ®» [JpP
Product Category| ==— K
URA R HEIRT 5,

codeSystem [1.1] %272 0ID [JP Product Category | =
— RU X ko OID,
A
codeSystem="2.16.
840.1.113883.3.989
5.1.3.3.1.6.1"

SRR FRL o T EAE ) MEOR) KO T OWFITINA THE S ~EfEHM

DA EUlEeAqAN

EH == '8l > code@code JEMEMEA R T HFEX 1L, HEETLHOBFEX S L —HS

HAN FHI L,

FRE AN R THE O N EEABANTFIC A,

N > b)IZ productCategory ZH# 4 & 8 CTlL72 H 72\, £ 7z, productCategory
& )& =54, % @ Submission Unit IZH F S5,

FEE AT R THE O N EEHBIANTFRIC A0,

7.4.15 application
Application X, application ZEFR(Z L - TR I i, HHEHGEIC L > TRIE SN DEHROE
B R OCEOERIZBEET HIEREHRMLET D, 150 submission EHIXHFIZ 1 DD
application F3# % & e,

7.4.15.1 XML LoEE&E R
application (%, eCTD V4.0 XML A vt — k| LLFOHFTICHEE SN D,
® controlActProcess >> subject >> submissionUnit >> componentOfl >> submission >>
componentOf >> application

7.4.15.2 XML E2&545)
LLFIZ application 5% D XML Fe#ifil % 7~ 9,
<componentOf>
<application>

<id>
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<item root="492462f7-81bf-46e0-9059-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 [HEED.
<[reference>
<component>

L [HEED.
</component>
<referencedBy>
L [HEED.
</referencedBy>

</application>

</componentOf>
7.4.15.3 XL EXRUVEM
application L K O OFL F OB, WNZZN O DBRMETLL T O#E Y,
CEES B 2EE EoR B
1EDH
application [1.1] A EE T, Y &
SubmissionUnit (ZHE-S 0
Tt =415 Application
DIEMEFANT D
id [1..1] AREFRIL Y% eCTD HGH
DR T Z kT Do
item [1.1] ARIEF LY eCTD HIFH
DR T Z kT Do
root [1.1] %72 UUID | A Application ¢ UUID,
ICH IG e 7 /=3
1 R BTG B 5
root="492462{7- | &4 7.
81bf-46e0-9b59-
b677a86c88a4"
extension [0..1] T ¥ A b e N G2 &8
L2 ExHEBELTH
#i 53 B4R O,
extension="sender-
specified value"
code [1.1] AREHIT Y% eCTD H 54
DR Z AN D,
code [1..1] T ¥ A bk W3% eCTD HFEOFE %
R a— R, a— NMEX
#. code="jp_nda" | JpCV @ [JP Application]
a— RFU X bR
T %,

Page 40 of 82




CES =13 LHEE EoR B

1B DH]
codeSystem [1..1] R4 7% 01D [JP Application] ==— K
J X ko 0ID,

A
codeSystem="2.16.
840.1.113883.3.989

.5.1.3.3.1.8.1"

reference [0..%] ZN i F [
applicationReference %55
ZREANT Do
applicationReference 2%
DFFAIAED 7.4.16 %
ZHRTDZ L,

component [0..%] AREEFE L document &
AT D,

document %% @ G 1L
ARED 7417 22BT D
ik,

referencedBy [0..*] VN L e s
keywordDefinition 58 %
AR 5,
keywordDefinition Z35 »
FEIIARED 7418 25
WIn L,

BEREUVE%E Be %’F HEE Fa”éi_ﬁ‘é%U@EF'%% (AR, TBHEEGS 2vo,) e r8

DOFEHFAI Arid. BHEEGE Z L 1T reference R EZIRMLTH Z L, £, BIEHFE
6i Submission Unit = & (A EE AT OBE S 242492 2 &, BIER
FHOFEICOWTIIAED 7416 BT 52 L,

> M45% Submission Unit |2 & > CTHEAET % Hi#l Document 73 & 5 5413
Document = & (2 component E55 Z #&fit3° 2% Z &, Document 0)#1’*&1
OWTIEIARED 7417 25T 52 &,

> CYRLHGE ISR T 5 B Keyword Definition Z #2854 2 85413
Keyword Definition = & |Z referencedBy BB 242425 = &, Keyword
Definition DFEMIZ HOWTIIAED 7418 22T 52 L,
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{ll

BER B ZEHE EDHE B
Vol
EH S > JFRANE LT LT oBMEIZ W TIL, application B FOEH O T (2
b5 sl b7, HErE L CRIUELZRETLIZE, ZNHOEEERET
NS DAL, BANCEEY RICHET 2 &,
® id.item@root
® code@code
® code@codeSystem*
*7-72 L. code@codeSystem J& 23 ~d OID OFKREIZEH £ DH /83—
VarFHE, B LTV ARMETR,

> id.item@root JBMEMEIL. A< Application % —EZ#%BITE 5 UUID &9
5Tk,

> id.item@extension JEMEITHFERIC L AFIHAZBRNE LTV D, FBAEY
JHIZEEHIT % eCTD v4.0 XML A v E—VICARBMEEZ GO D Z L1137
LX 2720V, BEYRITYZBEEEZER L2y, £, KEMHED
EDOTRNZDOWTIEL, AEFED 25D [FF A MIE L CHEHATREZR T
FiE] (2 THUE SN SUFRRICERE S 41720,

> LATIZE%49 % Submission Unit IZEI F &5,

® id.item@extension EMEME Y 1000 SLFLL ETH 5,
RERARITIN 2 THE O ~ S GEHBLANIERIC 20,

7.4.16 applicationReference

applicationReference Z3&1%, B HFGE DO MA TS 5, Fl2 X, —H AT KGR HFE OB
WCBEARA B ORGEEZSBT 28R T R TE 5, 2oL X, BERFEIXeCTD
v3.2.2 XiT va0 ZIEAL L THEESN TWRITHIER 57220, eCTD VA0 Z MW HEED
applicationReference Z 372>, eCTDVv3.2.2 # W /- H55D eCTD %1 FEH 22 MT 5 Z LT
ZLX 272\, BET 5 eCTD HEEN W4, applicationReference #55 # i3 2 M BT
NS, R B EA1E. 1 oo application 23T 1 > XX # % D applicationReference 23
AROZLNTE D, BET 5 eCTD HEENEHED 2 HE 1. BET 5 eCTD HFFZ &I
applicationReference EH# % 5tk 45,

7.4.16.1 XML EiE&ERr
applicationReference 3% i%, eCTD V4.0 XML A vt — b, LI FOEFHICEEH SN D,
® controlActProcess >> subject >> submissionUnit >> componentOfl >> submission >>

componentOf >> application >> reference >> applicationReference

7.4.16.2 XML E2&k45)
LLFIZ applicationReference 258 M XML L]z 7~
<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 EXRUEMH
applicationReference 23 e N DEL F DO EFE, WNTEN L DJRMEZLL T D@ Y,
BER B Z2EE DR B!
1EDH
applicationRefe [1.1] A S 13 BE R 1 R
rence AT D,
id [1.1] A LS 1 B oD Rk
BT 2 AT 5,
root [1.1] o PR B G5 D eCTD 32413
o
A
root="2016010300
1n
reasonCode [1..1] AREFITEEEOMEE %
AT 5,
item [1.7] ARERIIEEDOFEH %
AT 5,
code [1..1] TX A b applicationReference.id@
root 23~ B HIFE &
#i. code="jp_pca" | B D Z R ¥ 2 —
K, 22— FEIZIPCV D
r JP Application
Reference Reason] =— K
U RNNBBEIRT D,
codeSystem [1..1] #%4 72 OID [ JP Application
Reference Reason] ==— R
. J 2 ko 0ID,
codeSystem="2.16.
840.1.113883.3.989
5.1.3.3.1.9.1"

ERXREVEY Be
% danps )il

1 SOEHERFENEB OB Z FF O E
AL TS, Bh#EOMEE = & 12 reasonCode.item B 2 #2fit4- 25 = & |

1 2@ applicationReference
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{ll

B3R B ZEE fEDE Bk

1B DA
EH == ya| > 4 Submission Unit OFEHEERIZEIT 22 TORERGE 2T 5 2
FH Lo BlZIE, PIRER RIS B EE A 2 SR L, Bkt o4t TR
HEE A FLIR LR Do 72356, MR I B2 ko 7o S IR S

Do
> LUFOWT ez % Submission Unit IZETF Sivd,
® id@root BYEEART eCTD S A% 573, 245% Submission Unit THg
flLEhnTns,
® id@root BMEEART eCTD ZfIHE S FFOHGEN, FHEYIRHOT
— F = ZAFIE LRV,
® id@root JEMAEN T eCTD ZAE B A FF OGN, MEIZHRY T
FohTna,
® [f—® id@root B MAE A FF># %D applicationReference 3£ %, 1
> Submission Unit |27 & THAME L T\ 5,
® reasonCode.item@code % U} reasonCode.item@codeSystem* Dl 75
HOENFE —Td 5 EH D reasonCodeitem EHE A2, 1 DD
applicationReference ZHEL T CHREfL L T\ %,
*7=72 L. reasonCode.item@codeSystem J&4:237~9" OID OKEIZH
FNENR—=V g UEREND—HL TR TH, ZOMOFERN—
B L T w #u i¥ . reasonCode.item@code J O
reasonCode.item@codeSystem DA & HEILIF— & BA%d,

® [IHEOME L LT MATARHFERICHRM T 2K B 2R
L T\ % applicationReference %3& @ id@root JEIEfEIZ, AFE 4T
WRWHIEED eCTD A E At L T 5,
ERARITIN 2 THE O ~ S GEHBLANIERIC 20,

7.4.17 document
Document (%, #2957 7 A /MBI A2 #2089 %5, Document | % document 231 &
S>TRAEEN D, HEEIL. 120 Submission Unit (2 & - T 0 2> 585D document 23 % 2
e 2 LR TE D, #BHTL7 7 AL 2212 150D component B3 342k X 41, component
PR T L2 1 >0 document BRI D,

7.4.17.1 XML EoOsR&iEmT
document EFE O EFTIC OV TIX, ICHIG ™ 8.2.15 Document 2645425 Z &

7.4.17.2 XML E2&5k45)
PLUFIZ document 2258 O XML Fe#ifil % 7~ 9,
<component>
<document>
<id root="8505a8b2-7035-47cf-81ec-e8176e1d87be"/>
<title value="—f% & #"/>

<text integrityCheckAlgorithm="SHA256">
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<reference value="ma3/32-prod/manuf-process-and-controls.pdf"/>
<integrityCheck>c0d5623550c997a70b62717d95fcalcada201754d1ed9fbbbbfad97bfd64c
8ead</integrityCheck>
<[text>
</document>

</component>

7.4.17.3 XN EXZRUVEMH
document BEFE K NZEDOE T OEFE, NCENLOEMEX, LLFD@EY

ER B ZEE DR B
1EDH
document [1.1] AREHEIT, BEYFIHE
32774 1DIGEH
AT D,
id [1.1] ICHIG it »iE v,
root [1.1] w4472 UUID ICH IG & @ v,
#i.
root="8505a8hb2-
7035-47cf-81ec-
£8176e1d87be"
title [1.1] ICHIG stk i@ v,
value [1..1] T ¥ A b ICHIG ft# i@y,
4.
value="—#/7#"
updateMod [0..1] I Document ® % A kL%
e FTHT DB, "R AR
updateMode="R" | 5=4- % _
text [0..1] ICH IG FE# i@ v ,
integrityCh [1..1] [ & ICHIG FL# D v,
eckAlgorith
m integrityCheckAlgo
rithm="SHA256"
charset [0..1] T A HigHE 7 — X% =2
9% Document {23\ T,
. BHHEETT — X I
charset="jp_utf8" | & % n 5 A KET — ¥
DOXFa—K, T2
HEEE 7 — Z 2% SAS
XPORT B (xpt) D3
4. JPCV @ [JPJapanese
Character Code| 7 5%
THa— RERRT 5,
reference [1.1] ICH IG Fe# D v
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CES =13 LEE EoR B
1B DA
value [1.1] TXA R RFHENTLEH STV
% submissionunit.xml 7>
A O DX ANATEA T, 7
value="./1/Im3/32- | » 4 L O LT A 8 ET
bodydata/32s- 3,
drugsub/32s1-
geninfo.pdf"
integrityC [1.1] e ICH IG ft#i»iE Y,
heck
8
<integrityCheck>c
0d5623550¢997a70
b62717d95fcalcad
a201754d1ed9fbbb
bfa97bfd64c
8ead<integrityChe
ck/>
thumbnai [0..1] ICHIG ftd @Y,
I
value [1.1] TF¥ A b ICHIG ftfimiE v,
Vi
value="26145c7a-
3dc7-404d-91c1-
6e0e5c71f8f6"
descriptio [0.1] ICHIG ftdfk i@ v,
n
value [1..1] TEA B B PR K BRAE Ik D FH 35 5B
SRR B (B S
A Document DA BT
value="PK #E#T /1 | 2 B LT — % DN
Tty b | EOHRY,
(ADaM JE=() "
CEMEONea] > Document ¥ A ML EEHTT A ARE ., text BRIIMNHTH 5,

DRI >

BE 2 @ Document @ title@value J& M fE 2 W #H + 5 & = |
titte@updateMode JEYEIZNZHTH 5,
titte@updateMode J&MEME ARt S LTV d & x| text R 25T
Submission Unit 1351 F &1 5,
LR O BT ICHIG IZRE#N B D23, 25 % & 8 T Submission Unit
ML TH, YRRt & s,

text@language
text@mediaType
text@updateMode
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{ll

BER B ZEHE EDHE B
1B DA
EH == ial > ICHIG it oEHBANTIN A, LA S5,
A o LUIFDOWTNMNITEEYS T 5 Submission Unit X1 F &5,
title@value JBM:AE A 1001 XLF LA ETH 5,
description@value J& M2 101 XL ETH 5,
thumnail@value JEMEAE2S 1001 CFLLETH 5,
MBI EEED T 7 A 7V EBLTHO THREET 2
docment %35 title@updateMode & MEE2 ML STV D,
title@updateMode J&MEME DR XL TV D 23, title@value J& M
EAEH STV eu,
< title@updateMode J& AN HE 40TV 728 | id@root J& HEAE
M EZETHEH E 7= Document @ id@root JEMEAE & [F—TH 5,
< [A] Submission Unit @ Context of Use 75 & XL TN 720
document R TV D,
< reference@value JEMEMES R TIGATICHINT D 7 7 A IV DMFLE
L72u,
< reference@value JEMAEIZ eCTD Zf1&FK 57 + V& LV Lo
J& (v b7 A0 B L ER o EE) o7
TANNARREIN TV D,
< integrityCheck EENENRTTF = v 7 AN FEEOT7 7 ()L
DF 7Y LERRD,
< SAS XPORT 20 (xpt) D7 7 A /L& &M T % document 23
Bl T, text@charset BMEFEME S LTV,
& THR R EEEEK TiZ 722V — 4 ] (Non-CP) LISt % 7R9 P
Analysis Type Keyword 73 {} 5- 41 TU % Context of Use 7> 5%
X4 T 5 document ZEEHED T, text.description L5E 23 Hieflk
STV RN,
> JRAIE LT, A YR document.text.thumbnail@value J& 4 it % fif FH
LW, £, ABEOHEORIZ SN TIE, AED 250 [FFA K
L U T TR SO fE] 10 THUE S U2 SUFRELICRRE S gy,
> FUTF =y IV Lufo7 7 AVBEHGEETIHAETHoTH, £
NEND 7 7 A V%59 % Document @ UUID [ XE 725 = L ICHER
T5HZ L,
RAEITIN 2 THE O ~ X GEABLHNIERC 20,
O > LLUTFIZE%249 % Submission Unit 1Al F &N 5,
® reference@value BV R T 50 HEEE 7 — & T~ &
i CldZen,
9N > LLFIZ#%249 % Submission Unit 1A F &5,
® reference@value BV R4 B0 HEEE 7 — & RN T~ &
B Ch b,

R

<>

7.4.18 keywordDefinition
Keyword Definition i%. Keyword DE#Z 232, contextOfUse ZE3&1%, Al FIZ Keyword
RO ENTE DM, keyword BFEII2— REFEETLH2DOHT, O a— RORTHNEZ
IRER, K3 —KiE, LTFTO2 00 FEICL > TERIND,
(1) ICH IFEEYR/CL - Ta—FRENERERZINTWD
(2) HHEENa—RENFEERT D
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EREIZE%EY 9 % Keyword % Context of Use (261 592556 xit-9" % Keyword Definition
AL Tl by, ERRQR)ICHZYS T 5 Keyword % Context of Use (Zf1 59 2854, kit
9% Keyword Definition 2554 XY JICfR T 2 MWE N H 5,

7.4.18.1 XML LEE& &R
keywordDefinition Z3 OFLEFE T IZ- DUV TiX, ICH IG @ 8.2.18 Keyword Definition %% % %

oL,

7.4.18.2 XML &5
PLFIZ, keywordDefinition 2235 XML FC#l i & <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="MANUOQ01" codeSystem="My list 001">
<displayName value="Big Manufacturer"/>
<[item>
</value>
</keywordDefinition>
</referencedBy>
<referencedBy>
<keywordDefinition>
<code code="jp_keyword_type_2" codeSystem="2.16.840.1.113883.3.989.5.1.3.3.1.12.1"/>
<statusCode code="active"/>
<value>
<item code="SDTMDATE" codeSystem="SDTMVer001">
<displayName value="2017-01-01"/>
<[item>
</value>
</keywordDefinition>
</referencedBy>

7.4.18.3 XML ERRUVEM
keywordDefinition 2238 X M2 DR FOZEFR | W EN L DR, LLTFDOEY,

Z2EE
keywordDefiniti [1..1] AREZIL, Keyword O JE
on "M D,
| code [1.1] ICHIG ftfi i@ v,
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CES =13 ZERE EoR B
1B DH]
code [1.1] FE 2k ICHIG fC#i»#E v, ICH
CV ® TICH Keyword
A Definition Type] Xi% JP
code="ich_keywor | cy » T Jp Keyword
d_type_1" Definition Type] 7> 5%
THa— Faz@®IRLE
92,
codeSystem [1..1] %272 0ID ICHIG it#»i#E Y, ICH
CV ® T ICH Keyword
A Definition Type] @™ OID X
codeSystem="2.16. | |3 Jp CV » [JP Keyword
840.1.113883.3.989 | pefinition Type | OID %
2.2.15.2 I
statusCode [1.1] ICH IG FE D v
code [1..1] I ICHIG ft# i@y ,
code="active"
value [1.1] ICH IG FL#i D@ Y ,
item [1.1] ICHIG FLa Dl v ,
code [1.1] THA K ICHIG Fi#iDiE v,
HEEHE MMERICHEET
- % 21— N,
code="MANUO001"
codeSystem [1.1] TX A b ICHIG ftfimiE v,
HEEHE MMERICHEET
P %, a— KU 2 kO
codeSystem="My | 7
list 001"
display [1.1] ICH IG FL#i D@ Y
Name
value [1.1] F XAk ICHIG ft#i i@ v,
HEsE MERICHEET
#i- value="Big % . Keyword D R4,
Manufacturer"
updateMod [0..1] [ & ICH IG FEk i v,
e Keyword D ~44 % HHT
updateMode="R" | 4z x|z "R"Z#5ET
Do

RO e > BERRH o> Keyword Definition @ displayName@value J& M4 % 8 #1945
L&, UTFIIMATHD,
® displayName@updateMode

DI FAI
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ER =43 LEE EDH G|
1B DH]
EA e & > ICHIG RL#i O EHHAN A, AR EH S5,
A ® LIFOWFAIZiZY 1% Submission Unit [ZEI F 5,
value.ittem@code J& A2 129 SCFLL ETH 5,
value.item@codeSystem J& A A3 257 L5 LL ETH 5,
displayName@value &2 1001 SLFLL ETH 5,
IR EZED T A4 7 A4 7 v EE L THD TREET S
keywordDefinition ZE3& L T2 displayName@updateMode J& A
DTV D,
WETHEIC displayName@updateMode J&MEfE 23 HEAE S LT 5
73, displayName@value J&MEAE S B8 S 4L TUWeuy,
< value.item@code % O® value.item@codeSsytem J&MHAE DA 5 1>
A, [FHFEOREICHEH L 72 Keyword Definition & [7]—T®
%03, displayName@updateMode J& M 23 X TurZauy,
ELAARITIN 2 THE S N EEABANIERC 22,
DN > b)TEHT 5 Keyword % E#9 % Keyword Definition (%, b) THEffkd
LIk,
> displayName@updateMode J&¢: % 2 ¢¢ Submission Unit I3HE1 F & 415,
> ¢) AT % Keyword % £33 % Keyword Definition % b) T/EAT#H
THZELIFELILZRN,
> b)THHT 5 Keyword % ¢) CHEHT 25615, x5 7 5 Keyword
Definition % b) COAEMT 5 Z &,
> displayName@updateMode J&'E % 7 ¢ Submission Unit [IZH F S 415,

{ll

RS

<>

7.4.19 categoryEvent
categoryEvent Z3& 1%, 4% Submission Unit & A2 IR T 2 2 A 2 v 7 R OWIRERH
RFOFER A T, WIERHFREORE & 1%, AFED 3311277 a), b), KR o)&xd, 12D
Submission Unit [Z. 1 ->® categoryEvent 235 % £,

7.4.19.1 XML L& &R
categoryEvent Z3& (X, eCTD VA0 XML A vt — k. LIFOEATIZRRE I ND,
® controlActProcess >> subject >> submissionUnit >> componentOf2 >> categoryEvent

7.4.19.2 XML E2&5k45)
LLUFIZ categoryEvent 58 D XML FLfifil 2 ~7,
<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 EXRXRUVEM
categoryEvent & K O ORL FOESE, WNZEN L DBIEIZLL T Om@EY,
R JE 1t 2EE BT B
1B DB

categoryEvent [1.1] ARBEFRT Y% Submission
Unit g # 1 I 7 &k
OV i H B oo FlHE %
F&ANT %,

code [1.1] AT Y 3% Submission
Unitote ¥ 14 2 v 7 %
AN 5,

code [1.1] T ¥ A b 24 3% Submission Unit 235
tToLosr A4 I 7T

A FEHINTWD»ER
code="jp_initial" | 42— F, =— FEIT.
JP CV @ [JP Category
Event] =— U X k)25
EIRT D,

codeSystem [1..1] w472 01D [JP Category Event] =2 —
FU Z k@ OID,

A
codeSystem="2.16.
840.1.113883.3.989

5.1.3.3.1.2.1"

component [0.1] N EEC It L
4 3% Submission Unit D7
BT 2T 5,

categoryE [1.1] A B F L) IR H R L
vent 5% Submission Unit DAL
BT ERNT D,

code [1.1] K F R 10 A H B I
24 3% Submission Unit DA
EACIP RS ERR

code [1.1] T ¥ Ak W B MR L Y %
Submission Unit O FEXE %
A A~ a— kK, a— FN#E
code="jp_initial_a | ;3. Jp CV @ [JP Initial
) Submission Type] =— K
UANNHRINT D,

codeSystem [1.1] %472 0ID [JP Initial Submission
Type] =2 — KU A LD
A oID,
codeSystem="2.16.
840.1.113883.3.989
5.1.3.3.1.3.1"
S VRO ERE > PR EE, AEO 3.3.1 (2R T a), DA )W TRIZBW T,

DEHHA] component B3R IIHHTH 5,
> OGGETIRE, component Z5E 2 #24i L TIIR 5720,
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{ll

B ZEE fEDR Bk

2L
EH il > JFATE LT, TRIRRER ). THEMBEMNL. U TESM) 2R
gszhz Ul componentOf2.categoryEvent.code@code J& MBI, 7 A 7 VA 7 L% i@

LT—EOREHEND, 120 eCTD HFFIZBWT, WDl
AT D LEN S D GE X, FANCEE S RICHRT 52
Lo 2L, AFEDOIILITRT RN 2 I L 2BHOLEE, [HIRE
Hi ] %<4 componenOf2.categoryEvent.code@code JEMEAIL T A 7 VA
7 NVEELT JEREIND,

> MR AR H B # 4 5 Submission Unit 2% a) T D A .
component.categoryEvent.code@code J&EfHIT a) &~ 3 22— R TR T
E22 5720,

> # H 3+ % Submission Unit 28 b) T » 5 H A .
component.categoryEvent.code@code J& £ IL b) &2~ 3 22— R TR T
EA YRR

9N > & i 3+ % Submission Unit 28 ¢) T & 5 B A .

component.categoryEvent.code@code J& 4 AEIL ¢) & /~9- 22— KTt

e 6720,

8. BAHA
8.1 Document MFEFIH
eCTD v4.0 Z H\W\- IG5 Cld, iEICHE M L7z Document # FFIH 32 Z L3 T&E %,
Document @ FFI I 715122V T ICH IG 0 8.2.17.1 Document O F-FI 42425 Z &,
JEHl & LC, Document O FFFIHIXHFEE (TR Ch 5, Document % FFIH3 548451, ICH
IGFL#DOFMHITM A, BLF DEZIT 20OWT 0L 2iH-4 2 L,
1) FFIH S5 Document # EF L TV 2 Submission Unit & OVF-FI A X415 Document %
2[4 % documentReference 5% % 7 ¢ Submission Unit X J5 A3 [F— DO HIFEIZE L TV
Do
2) LTOFRMFEEZETHIZLTND,
® FfIH =415 Document & E# L TV 5 HFEBBEIZAR SN TV D,
® A I45H Document ZEF LTV 5 HEE K OVEFIH &4 % Document % R
% documentReference %255 A4 Z e IGE DM I3, eCTD v4.0 fEARIZHI > TIEA L L
TSN TN D,
® FfIH =415 Document & iE# L TV D HEEE R, A Y RIC X DR GEDOXF
LTHY ., POBEDREHHINTS D,

8.2 T7AIILDEFIA
eCTD v4.0 Z W= HFE T, BEIRH L7 7 ANV EFHHATHENTE D, 77
A NOBERATFIEIZOWTIXICHIG 0 82173 77 A VOHFAH G425+ 52 &, KAl
LT, Z7ANVOBHMAETREETE D, 77 A VEBAAT 2541, ICHIG fifk
DFEMETMZ, BRAIND 7 7 A4 V% LTV % Submission Unit X ORI S D 7 7
A V&S % document B3 A 5 e Submission Unit 23 [/ — DO HFEIZE S 2T e &7
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W, Lo T, document 3D reference@value BMEAEIC, e 7 + V4% (eCTD =f1%&
) BEEU/RAEREE LN L,

9. group title Keyword MEHKLY
T Y HITHR T 5 eCTD V4.0 XML A & — 12 group title Keyword Z {545 &, #H&
BREEICEHIT S CTD Y U —DORREEIZIBV T, 23Z group title @ displayName@value J&PEfE
UL E Lz — R (LLF, [grouptitle 7/ —RJ L9, ) L LTERSIND, group title
J— RiZ. %35% group title 23+ 5- X #17= Context of Use ® CTD L L & . 45% Context of Use
2323 % Document DX A MLOOFEEICE RSN D,

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

72¥. grouptitle &, 2T F AL - Z—TEHERT D Keyword D—2>TH 5 Z LIZHE
52 &, T70b5, [[ U group title Keyword 7234 5- S 41Ty % Context of Use Tdh > T,
Z DD Keyword A7 X T F A b« F—T R8I 5728, [FfEO group title / —
RIS EEFRIND,

10. 4240 IILEE

10.1 =
AARIZE TS eCTD DT A 7% A 7 VE L, Blx OBFEICE T, FEEEROBM,
EREOEHEITH) ZLThHY, —RAOHBUKRBFE, —MEAEARPHEL L F
T 55D TIEHRY, fHlx OHFEICEWTIE, eCTD Zf1E 5 7 4 /L Xl T ICHHE ke &
T (ML "2) DELE S AL, ORI TICEET S CTD OF L b E 5 HO 7 +
LA ("ml" "m2", "m3", "m4", "m5") ICHFEERIRRM SN D, HEEERI AR T D7 7
ANZHOWT, BN, ABE, BIBRPITONTERIC, HFEERE L TED T 7 A VBN TH
L% 7 7 ANVEMNTEDBERRICLVERST LN ITA T7HA 7 VEBHOBHRNTH
Do
eCTD V4.0 DT A 7% A 7 VEBHIZEWTIL, eCTDVAOXML A v &= K DNT7 7 A LT
DNT, JRATE LT, ZoRIE TR AT 5, HEE TP % O eCTD $#2HIZHB W
T, IR ST F O RN O AR T HIEROB AR T 2, 2L, HROMES S
WIFBE O B BEENEOEROEBERN L2TWE R0 nWEARNH L5 2 EICHE
52k, FEHIEARED 103 22T 5 L,
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10.2 eCTD #hARIRH BB D E
10.2.1 #ARIZRHEEED 7+ L5 HEE
RKEDSEZBR LT 7+ NV AHEETZERTHZ L,

10.2.2 #hRIEHED 77 1)L
TROZ 7 ANERETLZ L,

® ¢eCTDV4.0 XML A w&—1 (submissionunit.xml)

® Fxv/H¥LT7 A/l (sha256.txt)

® {IRICEVIRHT DT 7 A 1>

*RpB. AEOIILITRT LN 2K 2ZHOSEIE. PIERET 27 7 A L&l

B b)E NI T TR 5, FHlb)TiX, HEE 7T —FOAHEH L, Fillc)T
%, CTD BANZ L > TED bNT-EEOLERMNT 2,

10.2.3 #IRRIZHEEEFD eCTD v4. 0 XML # vt — e
W ER R, AEDO 331 IR T HANLICK R ThIVLFER ), FX 212K 28HTH
FUTFER b) e R o) &4t d 5, D& 7 v a Tk, WO eCTD VA0 XML # v E&—Y Dk
K REEE T, FEBALBMEOFHEMIZOWTX, AEFEDOTE2BZMT LT L,

10.2.3.1 AR 112K BHERIEE
ARIETIIAED 3.3.1 12773 HK LI X D WO S0#0 2=,

1) submissionUnit 357> 5 categoryEvent B3 & CToOFC#H

<submissionUnit>
<id root="A"/>

<componentOf2>
<categoryEvent>
<component>
<categoryEvent>
</categoryEvent>
</component>
</categoryEvent>
</componentOf2>
</submissionUnit>

% Submission Unit @ UUID,

7K Submission Unit Off¥E % <4 =— K (JPCV @ [JP Submission Unit] ZZ&M4 2% Z
L),

A Submission Unit ® =— K (EEEB:) #E#FT 52— KU X D OID,

A Submission Unit NEEICBIT D DX A I v TiREESN =02 RTa—F (P
CV @ [JP Category Event] #&M4 252 L)

% 2

910
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E: /K Category Event ® =2— R (L§iD:) #EHT 52— KU A LD OID,

F: 7K Submission Unit AAZE M 33.11Z"7T a)ThHZ &3 a—K (PCVO [JP
Initial Submission Type] &M+ 252 &) |

G: K Category Event ®2— K (EFEF) #EFRTH=2— KU X LD OID,

2) contextOfUse %3 D #i {3l

<component>

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

— (%D Keyword Z 4289 2541, referencedBy Z## 0 K 9) -------

</contextOfUse>

</component>

- (1% D Context of Use #2925 451X, component Z 4 V) i) -------

H: #Hoar7X2 L 7= HET D5EI1C, BRI ZED HE (EEAEL
WA bELET A L) o

1: K Context of Use @ UUID,

J. K Context of Use 235 €3 % Document #E| 0 45 CTD AL #~r9=2— K (ICH
CV @ TICH Context of Use] X% JPCV @ [JP Contextof Use] #&M4 252 &) .

K: A Contextof Use D 2— K (L5 ) 2EHETHa2— KU X D OID,

L: K Contextof Use D AT — & A,

M: K Context of Use 23232 Document @ id@root J& 1,

N: referencedBy 5 % I\ 5 BRIC LR HEIER B ME, EIX"REFR"CRIT LR 720,

O: A Context of Use |2 5- =41 % Keyword D =1 — R,

P: K Context of Use (Zf} 5 &5 Keyword Z2 €95 22— KU A @ OID X Keyword
Definition T/ 72L& DOfE,

3) submission %3 O AL

<componentOfl>

<sequenceNumber value="Q"/>
<submission>

<id>

<item root="R" extension="S"/>
</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>

------- (#2%® Ingredient Substance % #2fft9~2% 5413, ingredient Z V) iX97) ----m--

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

------- (%D Review Z #2324 1%, subject2 A4 0 IKF) -------
</subject2>
——————— (Application IZDOWTIZLL F D )2 B M) -

</submission>
</componentOfl>

A Submission Unit O ke a5 (FIH S TIE"L") o

/K Submission Unit 23E51#9% Submission @ UUID,

eCTD A& 5,

A Submission DALE-SIF (il - EALRH., &, b)) Zoxd=2—F (PCV O
"JP Submission"Z &35 L) |

A Submission D2 — K (LR T) 2#EFETHa2—FU A LD OID,

N Review @ UUID,

A Review D A7 — & A (FIh$ZEH TiX"active™) .

k544,

ingredient B35 & F W D BRIC LB 2SR B M, X" INGR" T2 T 17 & 720,

=« Do

< XSS
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Z. G4

AA: BRI 4 OFfE A2 ~9 22— K (JPCV  [JP Substance Name Type] #Z 45 =
&) o

AB: Substance Name Type =— F (ki AA) Z#EFT 52— KU A LD OID,

AC: HEEFE4,

AD: H55X 5y & ~9 22— K (JPCV [JP Product Category] #4252 L)

AE: Product Category =— K (ki AD:) %ZEFT H=2— KU X ho 0ID,

4) application Z3& OFEH

<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%o Application Reference Z #2fft9" 5 %5513, reference Z#4 V ix9~, BHIE HI5E
X, PR - SGTRRICIR 597, & T &1, ZORECHEET 2 B4 2 TR T 2, ) -

</application>
</componentOf>

AF: 7 Application ™ UUID,

AG: HEEFATLE DO,

AH: 7K Application OFE¥H (RLEMGEAR PG, 72 L) 24 a—K (PCV [P
Application] ZZ+ 52 &) |

Al: K Application ® == — K (L2 AH:) 2E# 9 52— KU X o 0ID,

AJ: 7K Application & B (—HIA ARG /2 L) 9% Application @ eCTD {13 5

AK: EFE AL CORTBIEAFEICHOWT, ZOMEOME A R =2 —F (PCV [JP
Application Reference Reason| #ZM4 452 &) |

AL: BEOFHEO 2 — 8 (ki AK) 2E#£T 52— KU A Lo 0ID,

5) document Z5& D Fr k5

<component>
<document>
<id root="AM"/>
<text integrityCheckAlgorithm="AN">
<reference value="AQ"/>
<integrityCheck>AP</integrityCheck>
<[text>
</document>
</component>
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AM: K Document @ UUID,

AN: K Document NEHT 57 7 A NVDF = v 7 LORET VT U XA, fHIZ"SHA256"
TRIFIER 6720,

AO: & Document X425 7 7 A4 LD 3 A, 23 A (L submissionunit.xml % 555 & U745
INATRITIULR B 720,

AP: K Document &M T 57 7 A VDT = v 7 Y A, fEHIT sha256 B T L7 &7
/AN

6) keywordDefinition %55 O 5 # 51

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

------- (#%5® keywordDefinition Z #2ft9- 235613, referencedBy &V k¥, ) -----m-

10. 2.

10. 2.

AQ: K Keyword Definition 23 &9 % Keyword OFERE (B : #ISE, M4, BE¥EE, 7
E) &t a—F (ICHCV @ TNICH Keyword Definition Type] XX JPCV @ [JP
Keyword Definition Type] #7352 L) |

AR: & Keyword Definition 73 &7 % Keyword Offifi% /x4 =2 — K (EFE AQ) %2 EH:
Aa— KU A ~odOID,

AS: A& Keyword Definition 27 —# A, {E{X"active" T2 11 1LIE 72 57220,

AT: 7K Keyword Definition 73 €759 %5 Keyword DN GEINE D4 FR, BAIOL R, 72
&) T, HEEEEEDOa— R,

AU: A& Keyword Definition 237 €79 % Keyword DNE A /~xT, HigEEEOa—F (ki
AT) ZE#T L a3— U X b+, H%a—FY X MNIFFEEDRATLHDOT
HDHOT, WHTE AR THOTERUIR D2V (B OID, HFEFETEDT R
K)o

AV: 7K Keyword Definition 73 €79 % Keyword DINE %/~ T, HEEE(LE O 22— RITHRHG
ERAE - e ]IN

3.2 AR 2L ZUMIEH
ATHTIIAED 3.3.1 (R 5 212 & AR o se 5 2 =4,

3.2.1  eCTD 33 b) D#ERIZH
RIECIIAED 33.1 1R T L 2 1 L B HIEE D eCTD R b) o Zo #2733,

1) submissionUnit 357> 5 categoryEvent 3% & T oL

<submissionUnit>
<id root="AW"/>
<code code="AX" codeSystem="AY"/>
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——————— (contextOfUse, submission (Z DWW CIEENENATHD 2) KD 3) & B ) -------

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

AW: A Submission Unit @ UUID,

AX: A Submission Unit DfEfi %4 ~9 22— K (JPCV @ [JP Submission Unit] #7425 =
L)

AY: & Submission Unit ® = — K (LFL AX:) #EFTH=2— KU A LD OID,

AZ: 7K Submission Unit BNERICBIT D EDX A I v 7V TRE SN2 E T a— K (P
CV @ [JP Category Event] #4252 &) |

BA: K Category Event ® =2— N (LF2 AZ:) ZEFKTH=2— KU X +® OID,

BB: 7 Submission Unit 3 A 331 IR T D) THLHZ L& R"dTa—F (PCVDO [JP
Initial Submission Type] Z#&MT 52 &)

BC: & Category Event ® = — K (L3 BB:) ZE# T 52— KU X ho OID,

2) contextOfUse %55 M i #

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

------- (%5 > Keyword Z #2f9~2 551%. referencedBy Z 4V i J) -------

</contextOfUse>
</component>

------- (#2%? Context of Use Z 1242 554512, component Z i ¥ ik §7) -------

BD: 5D a7 XAk« Z—TNFETIHAIC, FRIEFZED HME (EETFE LR
WA LRLHEHT D2 L),
BE: 4% Context of Use @ UUID,

BF: K Contextof Use 7359 % Document ZE| VY 24 C% CTD A L &#~x73 =2— K (ICHCV
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@ TICH Context of Use] (X JPCV & [JP Contextof Use] #Z4 5= L),

BG: A& Contextof Use ® =1— K (32 BF:) #/EF#T 52— KU X ~® OID,

BH: 7K Context of Use D AT — & A

Bl: 7 Context of Use 2321892 Document @ id@root & 1E,

BJ: referencedBy %3 % M\ 2 BRIC LB &R B, fEIZ"REFR" T2 T FLiE 72 B 720,

BK: A& Context of Use |2} 5- =415 Keyword @ =1 — R,

BL: 7 Context of Use |Zff5- 415 Keyword ZiE#F T 2 =2 — KU A hd OID X|E Keyword
Definition T/ ¥ 7= {5 D1E,

3) submission Z5& D FCHEL

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

——————— (application (Z DWW TIELL T D 4) & B M) -

</submission>
</componentOfl>

BM: A Submission Unit O ke = (FIH S TIEL") .

BN: &K Submission @ UUID,

BO: eCTD =A% 75,

BP: & Submission D& -S1F (il : EA$RH, &8, 2 L) 23 =2—F (PCV O"P
Submission" &35 Z &),

BQ: /& Submission ® =2 — K (LF BP:) #EFT Ha— KU A LD OID,

4) application Z3& OFCH B

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

</application>
</componentOf>

BR: A Application @ UUID,

BS: HIGEE A& DA,

BT: & Application DFifE (BLUEAR7EARHFE, 70 L) "3 22— F (JPCV [JPApplication]
EBRTHZ L),

BU: /& Application ® 22— K (EFEBT:) #EHFT 52— KU A LD OID,

5) document E5& D FrHk

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

------- (#%® Document % #2924 1%, component Z#: 0 K4, ) -------

BV: & Document @ UUID,

BW: A& Document N2 T 57 7 A NDF = v 7B LORET VI Y XA, fHIT"SHA256" T
DR AN E AR AN

BX: A& Document NE&HRT 25 7 7 A LD /XA, 2N AT submissionunit.xml & sl & L 72 FH%f /)
ATRITHIT R B0,

BY: A& Document N 57 7 A NVDTF = v 7% A, fHIL sha256 X TR ITIUXR 7%
VY,

6) keywordDefinition 235 O 5t # 5

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

------- (%D keywordDefinition Z #2432 35G 1%, referencedBy Z## 1 i3, ) -------

BZ: & Keyword Definition 73 E 7695 Keyword OFEXE (5 : WIS, fhd, SLEE ., 72 L)
%3 2— R (ICH CV @ [ICH Keyword Definition Type] i% JP CV @ [JP Keyword
Definition Type] =&+ 252 &),

CA: & Keyword Definition 2374 % Keyword Dfii¥E % /x4 =2 — F (EFEBZ) ZEHET D
a— KUY 2 ko OID,

CB: & Keyword Definition ™ A7 — % A, fE X" active" T/l F LT 7e 57200,

CC: & Keyword Definition 2857592 Keyword DINZ  GHEIGEDL TR, BFIDOLFR, 72 L)
T, HEEEEED 2 — R,

CD: A& Keyword Definition 23E#£3 % Keyword ONEZ T, HigEEEOa2—F (kid
CC:) ZEHTLHa— NI X MO#HIF, Mi%a— FJ X MIFHEEIRATLHDOT
&5 DT, #hlTE DFHRTHITERULR D220 (] : OID, HEFEEEEDT F A 1),

CE: & Keyword Definition 23 €79 % Keyword DINAE Z x4, HiEEEE DO 2 — RIgx st
% FRARLTFH,

10.2.3.2.2  eCTD &35! c) D ¥R H
AED 331ITRTHR 21T K D HIMER D eCTD R o) OMEIL, LI F&RE, AED
10.2.3.1 (2R3 HE] @) OIS & AHEZR VN, LU 2 RICHEE L TAFED 10231 228152
ko
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® F: K Submission Unit N AEFED 431277 ¢)ThDLHZ LA RTa—F (PCVD [P
Initial Submission Type] #ZMH4+ 52 &)
® Q: A Submission Unit O e %5 (FIRHFE TIE"2") o

10.3  eCTD RETHFDEH
10.3.1 WETHD 7 A IILFHEE

BETHRHE, TRO 7 ANV F e ARKED S ZBMUTERT S Z &,
® HWET Ny (eCTDZMEZE T ANTHLET DT FNVH)
® H O WET ALY (CUMRUGTORMERE S A 7 A NVF B ET DT +VH)
® YHUGTICKR VBT L7 7 ANDPEHESNTND T A VR NED AT 4 V5

10.3.2 HWETEHD 774U

TROT7 7 ANVERETDL &,
® eCTDV4.0 XML A v E— (submissionunit.xml)
® FxvJHYLT7 AL (sha256.txt)
® YHUGIICKVEHTLITZ AL

10.3.3 CRETHFD eCTD v4.0 XML A v & — D&

AT eCTD &, fRHEIICBID O, ARED I3LITRT M a)Z V5 Z &, taThy
12, FEAREEICOW T, ICHIGIZHE-> T eCTDVAO XML A v — V% Ek T2 2 &, &
DE 7 > a o TIEUETHRO eCTD v4.0 XML A v E— Y ORI G R, FERCBM
DFEMIZONWTIEL, AFDOT 2RI DL,

1) submissionUnit 237> categoryEvent %3 & T e #Hf

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

——————— (contextOfUse, submission (Z DWW CIEENENATHD 2) KN 3) & S ) -------
<componentOf2>
<categoryEvent>
<code code="CI" codeSystem="CJ"/>
</categoryEvent>
</componentOf2>
</submissionUnit>

CF: K Submission Unit @ UUID, Submission Unit @ UUID IZ#&H = & 1A 535720, wE
\ZHEH L 72 Submission Unit & B4 L 720,

CG: A Submission Unit ®f¥E % 3 22— K (JP CV @ [JP Submission Unit] #9425 =
&)

CH: K Submission Unit ® = — K (EF CG:) #EF T D =2— KU A +® OID,

Cl: K Submission Unit 3B &EICK T DX A I v VTSN E T a— R (JPCV
@ [JP Category Event| #Z&i4 252 L),

ClJ. K Category Event ® =2 — K (EFECL) 2#E#FTH2— KU A LD OID,
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2) contextOfUse %35 D Fi#

® WETHRICHTHICHRME T 5 Context of Use DFE#E 1AL, WINI~DFEHEIT1E & FHE 2
W, AKED 10231 D EBRTH L,

® JEHEH ™ Context of Use (ZxF L T CoU Keyword & iBAl, BEH#ITHIRT 2 Z 1% T
7evy, BEFEH O Document (Z2DOW T, Epb a7 xRk« F—TZBEST
WA, 243% Document & 2[4 2 BEA7 D Context of Use ZHIIFR L. #rki
Context of Use Z#&fit3" 5, %4#%#1H Context of Use (%, BE#EH @ Document L~
TANEBMMAT 50 A7 7 AV E2FELE L, 2 A8 Document & L TS
THZENTED,

® BEICHRM LI CELAIRT 52 &2 HE LT Context of Use ZHIFRT 255 D
FLEFNILL T DM Y,

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

CK: D a7 XA« ZV—TDHET D5EC, BRRIAFZED D (EEAE LR
WA bR 5 2 L), B4 Context of Use @ Priority Number & [BIfE T % =
EMEE LW, OSSN TH, YA RICRE I SRz
VY, HIFRE L5 Context of Use @ Priority Number (%, [A] Submission Unit LA G FTHE
272 %,

CL: HIB&x}5:o Context of Use @ UUID,

CM: A& Context of Use ® A7 — 4 A, Context of Use % HlIE&d 5 BEid, AEMEAE I "suspended”
iRt d 5,

® WRIFFICEEELMAZ D L2 HIE LT Context of Use ZE #2546, LIF
D 438 DRWHAE 2 B D,
QD 12077 A N%E, 1507 7ALTELIEZD
2 12077 A NE, HHOT7 7 A NVTELEZD
B) BHDOZ7 7 ANE, 1DODT7 7 ANTELEZD
4) BEOZ77ANE, BEOT7 7 ANV TELEZD

FERoFRZENICHOWT, LUFITRT,

QD 12077 A NE, 1507 7ALTELIZD

<component>

<priorityNumber value="CN"/>

<contextOfUse>
<id root="CQ"/>
<code code="CP" codeSystem="CQ"/>
<statusCode code="CR"/>
<replacementOf typeCode="CS">

<relatedContextOfUse>
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<id root="CT"/>
</relatedContextOfUse>
</replacementOf>
<derivedFrom>
<documentReference>
<id root="CU"/>
</documentReference>
</derivedFrom>

------- (IE#LA17 > Context of Use |2 Keyword 231 5 TV 4541, A Keyword % Z Z (1
FLli T2, Keyword OFEHUT ATV~ DRLHK L FER VWO T, AEFED 1023 22T 52
Lo ¥, EHLAT & E L% D Context of Use ] T, Keyword O% (V2 — RIZ[E— T2RIF4UE
A N A

</contextOfUse>
</component>

CN: D a7 XA N « ZV—TFET D550, BREFEZED S (EEAE L
WA LRI D Z &), B D Context of Use (2E] Y 24 C% Priority Number % it
T%, MLarTFA L ZL—7NO Context of Use & B L7ARWVRY | EH#HapT & &
4% o Context of Use @ Priority Number |%, FfETH ., B> TWTH, Z LI RV,
F7o. EHLET & {E#LE T Priority Number 23272 > TV T % priorityNumber@updateMode
BRI LN &,

CO: &E#if% D Context of Use @ UUID,

CP: ®E#it% D Context of Use 23573 5 Document 2%V 24 T5H CTD RHLZRT =2 —F

(ICHCV @ TICH Contextof Use] X% JPCV @ [JPContextofUse] &35 &),
Z OfEIE, EHAET L [E % O Context of Use [ TRE T2 T HIE AR 57200,

CQ: A& Context of Use ®=2— K (EFLCP:) #EFTH=2— YA LD OID, ZOfEIX, &
Al & B a4 O Context of Use B CRIE T b i/ 6720 (7272L, OID OEKREIZE
ENDHNA=V g UEGIE —BLTVWDREITRND),

CR: & #i1% ™ Context of Use D AT — % A, fHEIE"active" TR T B 720y,

CS: replacementOf 223 % H\\ 2 BRIC L E s B E, EIX"RPLC" T2 IT T2 7220,

CT: &#anii> Context of Use ¢ UUID,

CU: E#it% D CoU &3 % Document @ id@root J& M,

2 12077 A NE, BEOT7 7 ANLTELIEZD

<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>
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------- (& #ani> Context of Use |2 Keyword 23 5 STV 2 551%, A Keyword 2 Z 212
R 5. Keyword OFLH A TP~ DFLH & FHER VWO T, AED 1023 25T 52
Lo 7Rp. EHLAT & EH#% O Context of Use il ¢, Keyword O% e (X — RiZ[E— TR F iU
IRBIRVY, ) 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>

------- (& #anii> Context of Use |2 Keyword 23 5 STV 2 551%, A Keyword 2 Z 212
R 5. Keyword OFLH ATV~ DFLH & FHER WO T, AED 1023 25 T5H 2
Lo 7p. EHLAT & EH#% O Context of Use i ¢, Keyword D% (V= — RiZ[E— TR TR
RO, ) e

</contextOfUse>
</component>

------- (AZLH T 2 5D Congtext of Use 7% 1 > Context of Use % [&#id~ 5 5] 2~ L T
W5, FIZZ\ Context of Use (2 X - T 150 Context of Use & & #i9~ 55415, E#HED
Context of Use M %472 1) component B &tV iK$ 2 &, ) -

CV: D a7 XA N« ZTU—TFET D50, BRIEFEZED D (EEGAE LR
WA bLEHEHT S Z L), EH#HE O Context of Use 2]V 24T % Priority Number % Ft#
T5, MUCarTF A b« Z/L—FHNO Context of Use & T LW R Y | EHFT L &
#14% o Context of Use @ Priority Number |%, FIfETH, B> TWTH, ZLLRZ RV,
F7o, [EHLFTE E L% T Priority Number 23 572 - T T # priorityNumber@updateMode
B L 222 &, 5D Context of Use T 1 -2 Context of Use % [E#13 554,
[EH#L1% D Context of Use ® 5 5 1 D721F 25, &A1 Context of Use & [FIfEEO Priority
Number Zff->Z LN TE %,

CW: B #i1% > Context of Use @ UUID,

CX: [EH#41% ? Context of Use 2357E 4 5 Document |04 T»H CTD AHL A4 =2— K

(ICHCV @ [ICH Contextof Use| X% JPCV @ [JPContextof Use| #&M4 25 &),
ZOfEIE. EHLET L [ O Context of Use B TRE T2 T HIZ R 5720,

CY: K Context of Use ®=— F (LFL CP:) ZEHFT L2 — KU XD OID, ZOfEIE, &
il & [EH#it% 0 Context of Use [l CRIE Te 7 uiX7e 720y (7272L, OID OKREIZHE
EFNDHNR—Ta UFFIT, B L TWDLETRNY),

CZ: [&#H#41% ® Context of Use D A7 — & A, fllE active" TR T AL B 720,

DA: replacementOf Z5& %2 FH\ 2 BRIZ LB & B M, fEIF"RPLC" C2R2 T T2 H 720,

DB: & #Aij? Context of Use @ UUID, ##4® Context of Use T 1 -2 Context of Use % & #
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T 586, HEEOE B Context of Use D AR B FIE & 725, Z OFL#HEMBITIL, DB:
& DEOMEIXFIfE L 72 5,

DC: ##it% ? CoU 23545 Document @ id@root J&PEfE,

DD: CV: & [Fl%E,

DE: CW: & [alkE,

DF: CX: & [Fl#%,

DG: CY: & [Flfk,

DH: CZ: & [k,

DI DA: Xl A%k,

DJ: DB: & [FlE,

DK: DC: & [Al#%,

B BEDOZ77ANE, 1ODT7 7 A NTELEZD

<component>
<priorityNumber value="DL"/>
<contextOfUse>
<id root="DM"/>
<code code="DN" codeSystem="DQO"/>
<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>

------- (&R Context of Use |2 Keyword 231 5 STV 2 3551%, [A Keyword 2 Z 212
FLHY 5. Keyword DFLHEITIEIZHIRA~ DR L AHERVO T, AFED 1023 22T 5 2
Lo 7k, EHLAT & E L% O Context of Use ] C. Keyword D% OV — RIZ[A— T2 IF U
IRDIRY, ) e

</contextOfUse>
</component>

DL: D arTx Ak« A=W EET HHEIC. KRBT EZED HE (BEAFE LR
WA bR D 2 L), EH% D Context of Use [ZE] Y 24T % Priority Number % Gt
T5, MACarTF AR« ZL—7HNO Context of Use & T LRV R Y | EHET L &
4% o Context of Use @ Priority Number |%, FfETH ., B> TWTH, 22 LI RV,
F 7o, EHLET & B T Priority Number 23272 > TV T % priorityNumber@updateMode
Bz Lz &,

Page 66 of 82




DM: [&#47% o Context of Use ™ UUID,
DN: {&#it% D Context of Use 23579 % Document 2#| 0 24 CT% CTD AL &Z/R4 a— K
(ICHCV @ TICH ContextofUse] XiX JPCV @ [JPContextofUse] #&MRT5Z L&),
Z OfEIE, EHET & B O Context of Use ] CRME TR T NIEZAR & 720,

DO: K Context of Use ®2— R (LEFEDN:) 2 EHFRTH2— U XD OID, ZOfEIX, &
Hag & E L% O Context of Use [H] CRME TR T UL B2y (72721, OID ORKJBIZE
EFNDHN—Ta UEFIE, B LTV ARETRWY),

DP: & #i1% D Context of Use O A7 —# A, fHIE"active" T/ T AT 72 5720,

DQ: replacementOf %3 2 IV % BRIC LB e E i B L, EIT"RPLC" TR IR B 72wy,

DR: &#ifo> Context of Use @ UUID, f&#if{10> Contextof Use 2385 d 5854, BT DB
fij Context of Use 73, replacementOf 3% & & 4 IZHIFE &5,

DS: DQ: & [FlE%,

DT: DR: & [FlEE,

DU: DQ: & [k,

DV: DR: & [,

DW: & #it4  CoU &4 % Document @ id@root JEPEAE,

@) BEOT77ANE, BEOT7 7 ANVTELEZD

<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 A7 Context of Use (2 Keyword 23 5- S LTV A 41%, [l Keyword % Z Z 12
FLHT D, Keyword OFCHE T IEIZWIE~DFLHE & FERWVO T, AED 1023 22T 25 =
Lo 7ok, EHLAT & EHL% O Context of Use M T, Keyword O# & OV — RiL[El— T2 F L
IRBTRVN, ) s

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

- ([&H#ari> Context of Use |2 Keyword 235 & TV 2 541E, [F Keyword & Z 212

FLHlT 5, Keyword DFLHETIEIIMIRA~DFLHE & HHIER VWO T, AED 1023 2SR+ 25 2
Lo 7F, EHLAT & E % O Context of Use il ¢, Keyword D% (X — RiZ[E— TR F U
RO, ) e

</contextOfUse>

</component>

DX:

DY:
Dz:

EA:

EB:
EC:
ED:

EE:
EF:
EG:
EH:

El:

%E%w):z VTFXA N T —TRNEET DHEAT ?%flllﬁf%ﬁ&)éf (BEEAFAE L7

WA bRHET 5 2 &), E#L% D Context of Use ZEIY) 24T 5 Priority Number % Fra

?‘60 FALC=aTF Ak« Z/L—7FHNO Context of Use EHEHBELRWRY | BT S E

#11% @ Context of Use @ Priority Number /%, [FETH, 2> TN TH, ZLIK XV,

F 7. BT L [E#% T Priority Number 23 %72 > T T % priorityNumber@updateMode

B L2V &

E#it% @ Context of Use @ UUID,

Btk D Context of Use 235 E 3 5 Document #%|0 %4C% CTD AL #/nd a— K
(ICHCV @ TICH ContextofUse] XiX JPCV @ [JPContextofUse] #&MRT5Z L&),

ZOfEIE. EHLET L &% O Context of Use B TRE T2 IT AT B 720,

A Context of Use D=2 — N (LFEDZ:) #EFRTH2— RNU X LD OID, ZOffIL, &

i & E L% O Context of Use il CTRME TZa il iuiE e 67220 (7=72L., OID ODEE)?% =1

EFNDL A=V a rFSIE, B LTV DLREITRWY),

EH#at% D Context of Use D A7 — & A, fElX"active" T2l uiE 72 5720,

replacementOf 232 % 2 BRIC LB 2 & J@ M, I IX"RPLC" C72 ﬂ’b AN

fE#arti o> Context of Use @ UUID, EH#iFT0D Contextof Use 233 H 5 35A. T DE#H

fij Context of Use 23, replacementOf E35 & & 4 (ZFGE S5,

EB: & [FlEE,

ED: & [Alkk,

B D CoU & H9 5 Document @ id@root J& A,

DX: & [Flkk,

DY: & [Flfk,

EJ: DZ: L [FElkE,

EA: & [FAlkE,

EL: EC: & [AlEE,
EM: EC: & [Alfk,
EN: ED: & [Al%%,
EO:
EP:

EC: & [FAlEk,
ED: & [Alk,
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EQ: EG: & [Al%E,

® UGEIRFIXEFELELMZ LI LABEMT 56, HAlE LT EROWTNAOTE
Z VT Context of Use ZEHA 5 2 &, LELZELMAL L ZEMLARND,
Context of Use Z HlIBx L, $rii Context of Use #4242 = L IXEEI CTldawy, &t
F_ & Context of Use [Z 2T, HIBRK OB IIC L 0 xS L7 e LT, #
TN EN D D LW S =854, Submission Unit OF$EHEZRD D Z LB D 2
LICEET D &,

3) submission Z5& D FCHEL
®  CETHE, B EHICEE A 22 1) 0T submission EHRAL T ILLL T OFEIZ i/ NR O
DFHEFHT 5,

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

------- (Application (2 DWW TIIATED 4) % B ) ---mmm-

</submission>
</componentOfl>

ER: & Submission Unit O & HEke &5 (ELRTICS 80 S 4172 Submission Unit [ZFC# L 72
sequenceNumber@value JBMEEIZ 1 & & L7 5E) .

ES: A< Submission Unit 23 B384 2 Submission @ UUID, il submission.id.item@root &4
il & [FE T U o220,

ET: eCTD &5, #IRICFLHE L 7= eCTD A& 5 & [RME Cre il nuid 72z 5720y,

EU: K Submission OAZ{E-DF (f : IEALEH, 2F#H, 72 L) 2R+ a—F (PCV @ 1JP
Submission] ZZMi4 25 Z &), FHUIFLHE L7= code@code J& A & [FIfE C7e it X7
SN

EV: & Submission ®=— R~ (Ll EU:) #E#&HTH=2— KU X~ OID, #RIZFLHEL L7
code@codeSystem J& A & [FE Ta T iuiE e 57220,

® ETHE. FHLEE 23BN 584, submission BWERL FILLLF OREICTE T 5.

<componentOfl>
<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>
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------- CErHllC BN S L= 4L B ICBEEd 5 Review Z ik L statusCode J& i 2 "active" & L
TR+ 5, ) -

------- (RFFHTEHT, AEH R0 Review (TR L7V, ) -

</submission>
</componentOfl>

EW: A& Submission Unit O & HEke &5 (ELRTICS 80 S 4172 Submission Unit [ZFC#E L 72
sequenceNumber@value JEMEEIZ 1 2 & L 72 50E) .

EX: A& Submission Unit 7% B 3# 4 % Submission ¢ UUID ., #J il & 7C # L 7=
submission.id.item@root JEMAE & FE T/t uid e 5720,

EY: eCTD %A% 5, HIMIZFLHE L7 eCTD Z1& 5 & RIME T2 nuEe 5720,

EZ: & Submission ONZE S (il : EA$RH, &8, 2 L) 253 =2—F (PCV O"P
Submission" & &35 Z &), WIIIZELE L 7= code@code J& MMl & FME T iF uid7e &
7200,

FA: /& Submission ® =2 — K (k5 EZ) #EFKRTH2— KU R hD OID, #IRRIZFLHEL L7
code@codeSystem JE AR & [RMfE T2 i L7 H 720,

FB: #r#liEmsn H & B4 % Review ¢ UUID,

FC: & Review ® A7 —& A, FHLEBMM HIZEE#E S 5 Review OAJEMEAE X "active" T/l F
g b7,

° fﬁ%aﬁQEMTmémnD$ EICBWT, HEOBRRICBWT—E0 M B DK
HOHEIY FF 256, BNTREEZRD L% ORk b ROWETREIC
submission %%EET%UT@% ZRLET D, B, eCTD f2HHOAIZ LV i H DK
WHFEEZI T2 Z L3 T&E v, £72, eCTDIZEEN D2 TOME OEAR
ZIWF T 2546, BFTREWZIRH L7212 eCTD Zi£H T 2 MEIT /20,

<componentOfl>
<sequenceNumber value="ED"/>
<submission>

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

------- (BEHEDOSEPIRY T b6 TWDHEEIE, subject2 ZFH & & I ENZE D Review
Zo# L, _bF0 & [RIERIC statusCode J& 1M % "suspended” & L T4 %, ) -------

------- (BFFbsnTE 67, BHFE 720 Review IZE0# L7V, ) —-—mm-

</submission>
</componentOfl>

ED: A Submission Unit Oz HEkeE 5 (ELRTIZS 80 S 4u7c Submission Unit (ZFC# L 72
sequenceNumber@value EPEEIC 1 % & L 7= 5kfi) .
FE: A& Submission Unit 7% B & 4~ % Submission ¢ UUID ., #J il T 3¢ # L 7=
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submission.id.item@root J&M:AE & [FIfE T2 i LT 728 5720,

FF: eCTD &A1& 5, FIICECHE L7- eCTD 241 & 5 & FME TAR T IR B 72wy,

EG: K Submission OALE ST (f] : EATEN, &8, 72 &) 2R3 2— K (JPCV O"P
Submission" & 245 Z &), WIIZELHE L 7= code@code JEMAE & FME T2 T uiE7Ze &
720N,

FH: A& Submission ®=— K (L5 FG:) %#EFTH=2— KU A FD OID, #IRIZFEE L7z
code@codeSystem JEMEAE & [RME T2 AL 7e 5720,

Fl. BUF &L E & BEd % Review @ UUID,

FJ. A Review ® A7 — & A BUFIF 725 B IZBSH# 9 % Review O A& MEAE I "suspended” T 72
TR B0,

® UG AEMAZLE T 556, submission ZEHEAL MEILLF D & 9 ICF#T 2,

<componentOf1>
<sequenceNumber value="FK"/>
<submission>

<id>

<item root="FL" extension="FM"/>
</id>
<code code="EN" codeSystem="FQ"/>
<subject2>

<review>

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

------- (subjectl ZEHEAL T, MR L2 TOEZL OB AR L, ZFEEATICIX
EHELEOME 2T D, A B ICE LRI EED 25613, [7 U subjectl ZHREL FIZ4T
DEW 2 k45, 28 EFEHTIC updateMode 1XF0HE L 722V, ) —---m-

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

------- (BEDOHBDERNEFE SN T DHE, AESN TS0 HICEET % Review
EETR#T 5, ) -

</submission>
</componentOfl>

EK: A Submission Unit Oz HEke 5 (ELRTICS 80 S 4u7c Submission Unit [ZFC# L 72
sequenceNumber@value BIHAEIZ 1 % & L7 2l .

FL: 7S Submission Unit 23B89~ % Submission @ UUID, il submission.id.item@root &
B & FMET2RT TR 5720,

FM: eCTD 5% 5, HIMIZFLHE L7= eCTD Z1& 5 & R T2 auEe 5720,

EN: & Submission Of7E-S1F (il : EA$RH, &8, 72 L) 253 =2—F (PCV O"P
Submission" & &35 Z &), WIIIZFLE L 7= code@code J& MMl & FME Tt uid7e &
7200,

FO: & Submission ®=— R (ki FN:) #E#THa2— KU X ~® OID, FhRIZEEH L7
code@codeSystem JE AR & [RMfE T2 i L7 H 720,

FP: ZH Z5iedn H & BE 7 % Review @ UUID,

FQ: A& Review D A7 —% A, B A& Tefh HIZBE 3% Review OAJEMEAE T "active" T7¢2
FHUE7e 570,
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4) application Z3& DOFCH

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

------- (#8%4® Application Reference # #2{tJ~ 2 %513, reference 2 v i3, B HIGE
I, BIR - SGTRRICER &9, 2 2 &0, T ORES TR 2 B2 2 iy 5, ) -

</application>
</componentOf>

FR: A Application @ UUID,

ES: HEEHEALE DOfE,

FT: K Application OFEfH (RLUEIKFEAGRHFE, 72 L) Znd =— K (JPCV 1JPApplication]
G52 L), FIMIZFELH L7z code@code JEVEAE & [FME T2 T LT e H 720,

FU: K Application ®ffiffz k42— K (LR FT) 2E€&HT 53— KU X FD OID, #IKIC
FL#k L 72 code@codeSystem JEMEA & FME T2 17 U7 5720,

FV: K Application @ BJEH 5D eCTD 413 7,

FW: E5E FViCRBIEAFEIC DWW T, ZOB#OFEHA 79 = — K (JPCV [JPApplication
Reference Reason| # &4 252 &),

EX: BEOFE O a2 — K (LR FW) 2E#T 52— KU A o OID,

5) document %3 DL
® GETIRFICHTHLICHRMLT 2 Document DELHE T EIE. HIA~DFLHE T IE & FER Y,
AED 1023 22T HZ L,
® JEFEH L7z Document [IZ DWW T, A MVOBMFEEIETH I & A2FRE, eCTD
DIATHA 7 Nal L TEERLHIBRE S S Z LT TR, XA MLOBT&E
ET 2 HEEAED 10342 250552 L,

6) keywordDefinition 23 7 FLHi 5

®  GETHRZHIHICHEHE T % Keyword Definition D FC#k 7L, FI~DECHE 5k & 4H
BV, AED 1023 BT H L,
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® —JEFEMH L 7= Keyword Definition (22U T, displayName@value BMHAED R TR
LFHNORTLEEETDHZ L EZRE, eCTD DT A 7% A 7 V% L TEHELHIBR
FYH I LiIFTERY, BRUFINORLAEIET 2 7ETARED 10343 22
T2 L,

10.3.4 1BHMOEH

10.

10.

10.

RTIE, AT O @mZ T2 2 L3 TE D
1) T FA R - 70— Context of Use & /RIEFF D2 H
2) Document % A /L OREFMEIE
3) Keyword &/R3TFHIOEKFUEIE
L, FRE LT, HROEHROAZHRE LTeCTD Z8ET LA &,

3.41 aVTXR b - FJIL—TAD Context of Use RRIBEFNEE
AT FR AR - F—T7HNO Context of Use K/RNIEF 1T priorityNumber@value J&HEAEIZ L >

TIREDN, eCTD ODUGTRHZC YR ZER T 5 Z LICL WV ERREFZEE T L LRT
X %, Context of Use DZFI/RNEFFZ T J7{EIZ- OV TIL ICH IG @ 8.2.5 Context of Use @ Priority
Number 22+ 5 2 &,

3.4.2 Document # 4 ~ILDFREIELE

document.title@value EMAEIZ L > TR E 5 Document D X A VAR B DA
eCTD DUETHHIC Y B A BT T 5 2 LI L W EET A Z LN TX %, Document % A
JVOREFHE IEFIEIZ DWW TIL ICH IG @ 8.2.17.2.1 Document % A M VO R a2 B3 25 2
&, Document % 1 h/LOFEFHIX, [ U document.id@root fE % 2 fR L Ty 54T d Submission
Unit (B> HFE Submission Unit 25 de) (AT 2 BEKZRF SO RIS, FFED
Submission Unit O 723\ CTHEHT A4 H 3 5 B &2 o545, 5l document.id@root fii %
Fro#Hl Document Z #2092 Z &, Zpds. AFOWT AN T 55613, Document %
A MVEREHT D Z EIEFRD LR,

® 5™ Document % 4 L& FEHT D,

® HELOEIETIT AL, #A MVEFICK Y CEOMESITRED S,

3.4.3 Keyword RIRXFIIDRIIEIE

Keyword Definition @ displayName@value J& A IC L - TR S 415 Keyword DR T4 %
BIET 20BN S D6 . eCTD OWGETRHI Y BMEZ ZH T2 Z LICXVBEET L Z &N
T& %, Keyword #7R SCFEH DO FRFMEEFTEIC OV TIX ICHIG @ 8.2.18.6.2 Keyword Definition
DERLOER G529 52 L, Keyword R SUFHIORFMEIET, FIFGFEN T = ICH#
i L7242 To Submission Unit IZ &3 2 BEXZRK>H O LIRS 5, FFED Submission
Unit DA D Keyword R SUFHI DR FLAIEIET 841X, #7212 Keyword Definition % &2
5 Z &, F7-, Keyword R UFHIORDEEIL BIRFEICITHE L2V LICBETHZ L,
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10.

10.

11.

3.5 eCTD v3.2.2 M5 Di1T

W HIREIZ eCTD v3.2.2 Z W 2354, FRAHIMIHIZ eCTD V4.0 Z W THGET 5 Z &%
TERV, FIHRENS T A 7Y A 7 VDT ETR—A—Ya D eCTD Z D Z &,
V322 LRI D /=2 g 2 W T L723GE D leaf ID %% vA4.0 LIED S —2 5 & Ve
HEENHLET 5 Z LIgRdd b,

3.6 METHICHITHBEESE

UUID THFE S 415 1 5D Context of Use,/Review,Document <>, code X U} codeSystem J&
PEAE DFL A A CTHREE &5 1 -5 Keyword Definition (Zxt L C, [d]—@ Submission Unit
W CRIRFHICEEOEAE CIrBlfR & EHL, HIBRE B2 L) 217> TR b7, Bl IXL
THIO X 512, 120 Context of Use IZxf LT, HIFrZ HAY & L7z contextOfUse ZE3& & FRRIIA
FroO B F a2 B & L7z contextOfUse Z5& 4, []—0¢> Submission Unit TREIKFIZHEML L Tid7e &
720,

[NG D]

<component>

<priorityNumber value="1000"/>
<contextOfUse>
<id root:I"705c61fd-5b88-4018-8323-b21f1a731880"|/>

<statusCode code="suspended"/>

>_ HIBRZ HBY & L7z
contextOfUse %3

</contextOfUse>
</component> %
TN
<component>
<priorityNumber value="2000" updateMode="R"/>
<contextOfUse>
<id root:I"705c61fd-5b88-4018-8323-b21f1a731880"|/>

<statusCode code="active"/>

>_ WA HE L
contextOfUse %3

</contextOfUse>

</component> _

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

eCTD V4.0 TiE, 2T D7 7 A M L > T XML OFE#H FEEZ KB L Tz, JFA
LT, AEDTZZMMLTeCTDVAOXML A vE—VEERT 5, 72721, HEEE T —
%% eCTDVAO XML A v E—U 623U TIRET 25818V TH, BEFE 7 — 213k
WHIH A RIS L TWDHRENRDH D, #->T, eCTDVAOXML A v &—Y 0L HGEE 17
— 2 %I DRI, BFETT —FUN AT 256 &3 EHHANCR R 80355
ZLICHETAIE, HEETT Y EZRTABOREFHIILLTOEY,
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1)

2)

3)

4)

5)

HEEE 7 — ¥ %27 % Context of Use (2} 5 & 41% study id_study title Keyword ¢
study id #301%, MZHEEE T — 2 DEM I TWLER ID 7 4+ VX O FRE Rl — &
THZE, IEL, EFORILF/NLFIT B IE 20T,

H5E 17 — % 227 % Contextof Use [Z1%, LLF i ¥ 12 CoU Keyword % {453 %

POE a—RY Xk a— K
B2CORGEETT —F JP Study Data Category W a— )
JP Analysis Type W a— K

SDTM 75—+t v k JP Terminology(Tabulation) | #t)7c=— K
("sdtm" 33 L OM'sdtm_j" 7

FIWVEB DT 7 A )V)

ADaM 7 —# & v | JP Terminology(Analysis) | #t)7c = — K
("adam" ¥ X UM "adam_j"

TANEBTDT 74 )V)

HEHE 7 — % 22 M7 % Document (Z1%, BL ROV ICER/EMEA =T 52 &,
PIES G )R i

i A S F G 4 0 FR 55 FE F | document.text.description@ | 7 7 A LN DA
T—H value

SAS XPORT £z (.xpt) @ | document.text@charset JP CV @ [ JP Japanese
HEEE T —4 Character Code | 7> 57%4

53— FEERT S

MG 7 — % # 23 % Context of Use (Z1%, ICH Document Type Keyword % f}5- L
< THEW, Fo, METLILATH-TH, HiEETT —¥ 22 M7 5 Context of
Use & %fisd™ DA #4242 Contextof Use DR, {75 &3 TV % ICH Document
Type Keyword Z [f]— & 92 BT,

HEiEE T — X %59 5 Context of Use &, MEZHEEFT — X LXnd 2EEL
Z W3 2% Contextof Use IZBA L C. VA TSR3 2 &,

5)-1 fi+5- X415 study id_study title Keyword @ code@code } (" code@codeSystem J& 44
X F—&352 L,

5)-2 HiEE 7 — 4 #5125 Context of Use &, YiHEE T — & Lxind oMk
EE LT 2 Context of Use D5 Lo 7e & 1o* Tk, LTOBEHE/AEDL S
WCRE—ThsZ &,
® Context of Use ® code@code } O} code@codeSystem J& P fE*?
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® LI CoU Keyword ™ code@code % UF code@codeSystem J& MAE
> ICH Study Group Order*?

> indication

B2 IE, YRR TT — ¥ LT A MEENEBFEL, TN R
7% CTD FSE FICHEET 25 81T. UWHPHEFT — 24230 T2
Contextof Use & FEtiE#H AR — &L T 2D1%, TN HWMEED I HL—H 25
9% Context of Use DA T L\,

*2 Context of Use } O ICH Study Group Order Keyword @ code@codeSystem J& £
WY 0ID OKRBIZEEND N—V g VF L, —H L TODMETAR,

72720, AED 331 T THRX 2] 1L 2 0MERHEFZEHB WV TIL, eCTD FERI b) D
HBE S LIkt 4 2 #5354 2 B4 % Contextof Use I3 H S\ 7- %%t eCTD
FERI ) DHEHIFIZ BT EFE 5)-1, 5)-2 DE&EN - S ThiuE L,

6) Al —HEENIZIBWN T, BB ID* N2 5B OREEM CHRT 2 HEE 7 — & 5
LB L TV HAIE. ENENOREZFITHIET 23 ER ID 7 4+ Vv Z2{Fk L7z £ T,
UTOWT PO FIETHIET D &,

® [F—DOHFHETT—XE2ZNTNORERID 7 4 /VHITHEMNT 5,

& —HOMBRID 7 A NHIITHEEE T —F kML, s ORERID 7+ v
X RO "misc" 7 AV F NI, HEETT — X 2R LTERRID 7 VX 25
BT 252 LI CEEHRMNT D,

*UE A E A ST % Context of Use (2 5- S 41TV % study id_study title Keyword ¢
study id #5723~ 33k 1D

7) HEEETT XTI T = a i ROT7 7 A Ve —BICEET D2, 5
WAT — X TIEE 7 7 A /L O"mb/datasets"LAED 7 7 A LR AZ—ETHLHLERH
Do o T, WETRIIML FIZEET D 2 &,

® HIETT —XEWERENT LI5S

> BTS2 Context of Use 282925 7 7 A /L & "mb5/datasets" LA D 7
7 ANNARE—D 7 7 A Va2 BT 5 HL)7 Context of Use 75, Y%
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