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3.6 BFELOEYKL
FEYRIRNT 2ERHCE T EA M TR, UEBATAICL D BERRROMNENE
Y TRITIUT (B FENOCEAR, EBLTCER L OBNE, ky) | ETFBLENM
L7277 A V% eCTD ITHAM L THIRHT D Z L 13 L X220, 72720, Yik&kR 2 MBS
HIZHT- D FEELRBICL Y BLAERGEEZLE L T2ETBAITRO LN, BTELAICK
S THEELROEEMEICENHL5E1E, UKETEAETRET DL KET L2 &n
5,

3.7 arvhrAE—LLKR-KREx¥yTSY
ICHAHET S22 be— K- R¥x771 (LLF, [ICHCV] \9) 12z, Bli&
HETDHEARBEEOa br—L R R¥ry 77U (LLF, [IPCV] £\W9H) ZHEMT 5,
Ry 77 EEHT LB, Ui% eCTD IZEH TN DAREHFED O B b BV HIFE AR
THNeN—Varpa— R A NS L5Z L, %2 — Y 2 NoF2HRIE 1P OID
Listing] (ZCHET %, [JPOID Listing] % eCTD v4.0 [ENFER v 7 — I THIRAR &
no,

4. tXal) T«

4.1 FryvIHL
eCTD HI5EClE, eCTD V40 XML A vt =T 5 F = v 7Y LEf#H L7 7 AV
(sha256.txt) (LAF., [Fzy ¥ LT77A40] L), ) ZRRHTILELEBIT, F=v
LT 7 ANEER A DRIT 7 A NVDF = v 7% L% eCTD v4.0 XML A v & — UITFE
TH5ZE, Ty IV L7 7 ANVORETEKR DT eCTD vA.0 XML A v bE—IIZF = v 7 $ 4
Z R 2 1B DWW CE, ICHIG @ 5.1 Submission Unit DfiE KON 5.6 = v 7+ A %%
BRI HZ L,

4.2 TJ7ALNBEOEFL)TARE

JFRAIE LT, HEEH L eCTD OER 7 7 A MK L, 77 AL DE X2 U T 4 RIE
RNAT — FREO U 2w A LTI o7y, Flgke LT, FH3E. FHa4i. KO 5E
WZEENDSELEIZ OV T, FBEYRICL D3R T — RAS XUFFEAZEFEDOIERA T 72
LIZZ 7 A NVAEZMEST 2 Z R ThIVUE, thotX= 7 ¢ &E (R, SGEOZE
B, 728 NEAISNTWTHELIZRV, £, B 1HICSB MR E ENL5EITH
FREOTNE T2, 7ok, WFEZfE, FREYRORON&HLGEITHELMHITRETE 5 XL
IEIRIATREZR 7 7 A V&2 UM L TR Z &,

5. eCIDICEFENSTAILFRBERVT I 7AILIRICEHT H2EH
51 BRI+ ILFTHEE

BERT + VEREEIL, LTI 2 &,

® ICHIG fld#k D 7 + WA HEEIESEERT 52 &,
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® Document DI T 7 A IVOFFHIZ L > THEMNT 2 7 7 A VDBGFIE L2 WEGEATE.
TS CIDHFE DT VA EER LN &,

® [T L X 41E eCTD AT, B M 7 4 L A4 TR RS LT 5 2
&

® EPHEIX. CTD XD 7 414 ("ml", "m2", "m3", "m4" K N'm5") FELET D
&, L, BEEBLUTOTZ VA8 TIE, FALT 4V E TIN5 7 7
ANERZIWNT )V IIER LN L,

® 1 HOMMIZHONWTIR, AFED 15 2T 52 L,

® AL, HSIMAMKT AL OWMEEIL, WMEFEI LT A NVTEERT D
&

®  FEEHIEA L AT A RIRTHEE 7 —# X, ICHIG il D 7 4 /L X HEiE D
HSHL"MS" 7 A NAAE FICEET 528, 0L &, M " msS" 7 + L& LA R
RS 7 A NV AREEDO"MS" 7 AV E E /7 0 F L B L, LUTFORRICELE S5
&

531-biopharm
532-pkbiomat

| 533-humanpk

! 534-pd

| 535-eff-safe

. 536-pms
537-listing

| 54-lit

| datasets
| [study id/iss/ise]

(LLF, B4 F&2H)

5.2 @& RA
E LN BE STICEDDH T HNAEKROT 7 A4 MZHOWTIE, JFRIE LTICHIG it 7
FIWVERONT 7 A NG BANZHED Z &, eCTD vA.0 XML A vtE—U bR I 5 HFEE
T T =2 OmAHANTONTIE, HIF T A RIZHED Z &,

5.3 Y NAVS
IRADERFEIZICHIG OEHICHED = &
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6. eCIDICEFND I 7AMILEKICETIEHR
eCTD V4.0 XML A v =Y b BRI 57 7 A VvD 5L HEEFETFT —F D7 7 A NVIER
WZOWTIIEINBI T A FE22 T 52 &, HEEET7 —Z LS o3FH % PDF U
Microsoft Excel TX2U (xlsx) LIAND 7 7 A WA TR T 2 LN AE U541, FancEa
YRR T HZ &,

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

1.2 Ayt— Ay H
A=V Ny X OFEMEEIL, ICHIG (TN LA T OEABAIAEH S5,
® receiver.device.id.item@root JEVEMEIZHEE T 2 FEHA A RO OID 1%, 4% eCTD IZH &
NAHEBHFED OB, HbFWVHFEARLRTANRNN—Va VEBETHZ &, &N
— a3 OAZMIRIE [JP OID Listing] (2 CHIRHET S,
®  receiver.device.id.item@identifierName JEVEEIT 128 SLFUT ET52 &, 7ok, FAEY
JlT SRR 2 L 722w,

1.3 {ExHFEGTVWERRUBEMEOERY HK
eCTD v4.0 XML A v E— DA 1 — RIZEBW T, integrityCheck B35 % R £ TOEFRIZ
FHERBUNONEZFT-ERNWZ &, E7o, WEZFFIZ72\) integrityCheck FL55 K VY I —1E
N & U TR 7 integrityCheck R ZHEH Lo\ 2 &
JBHEIZOWTIR, ¥ I XTI EE R EEa R L w2 &,

1.4 RAO—FIZEFEFNZ NN EXRVEHEOFERAAZE

eCTD v4.0 XML A v =Y DA F—~ (%, FEYRBLEH LRNER KRN, s s 6
MFENRR ZERELOEE, WA AROATHEAT 2 EELVEEE T, FEYFIC
2T % eCTD v4.0 XML A v & —VIE 45 EHR K BEOHH A IEIZ DWW TIAE D
FICHED & &L, AREICHRED 2 VER L OEEIFIREE L2 &, 7B, 58472 RPSR2
AX—=< |l ZaErTaF T NETN - AX—RNEINTODA, YEORM, FEYRIC
BWTatr ey 7 NETL - AF—<IEHINRW, 357 v 7 NET VO
IZHL7 O A F 2SO &,

71.4.1 WZ7EEZHK (controlActProcess)
eCTD v4.0 XML A v E—T DA u— REBET 572 DIZME 7 controlActProcess 535 [
VEM., W FDOFEE R BEMIT. ICHIG IZE#HOE Y, ICH IG 121t » T 5 =
L,
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7.4.2 submissionUnit
Submission Unit & %, —EDIRHITAIZ L > THEEY IR SN D TEXEHROES
%79, Submission Unit 1%, submissionUnit 2352 L - TIN5,

7.4.2.1 XML L EEE &R
submissionUnit B35 OFHEE T OV T, ICHIG IZHEH = &,

71.4.2.2 XML 52451
LLURIZ submissionUnit 5% O XML Frai 5l 2 7~ 7,

<subject typeCode="SUBJ">
<submissionUnit>
<id root="c64abdbd-c052-439a-bbcc-e00198139790"/>
<code code="jp_ctd" codeSystem="2.16.840.1.113883.3.989.5.1.3.3.1.1.1"/>

<component>
LD
</component>
<componentOf1>
LD
</componentOf1>
<componentOf2>
LD
</componentOf2>
</submissionUnit>

</subject>

7.4.2.3 WL ERRUVEH
submissionUnit B33 X N OBEL T O, WNZENOOFEMIEX, LT OHEY ,

B3R BtE ZHEE fE DR B
2
submissionUnit [1..1] AREFRIT, FEYFITE
5 XELOEH %
AT 5,
id [1..1] ICHIG Fe# i@ v,
root [1.1] %472 UUID ICHIG ft# i@y,
W.
root="c64abdbd-
c052-439a-bbcc-
e00198139790"
code [1..1] ICHIG fe# @b,
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E2:

N

[1.1]

fEDTY
V2
T XXk

#1l: code="jp_ctd"

B!

/K Submission Unit O FiH
o4 a—R, a— Nl
. JP CV @ T]Jp
Submission Unit] =— K

U A FNBEIRT S,

codeSystem

[1.1]

%472 OID

#1l: codeSystem="
2.16.840.1.113883.
3.989.5.1.3.3.1.1.1"

JP CV @ T[JP Submission
Unit] =2— KU XA D
OID,

title

[0..1]

ICH IG ft#iooim v,

value

[1.1]

TFA K

Bl value="4#J/K"

ICH IG ft#iomm v,

component

[0..%]

ARHELFE I contextOfUse B
REkNT 2,
contextOfUse F:35 DFfAH
IARED 744 2T
HZ

componentO

11

[1.1]

N gl ES [
sequenceNumber %38 }%
O\ submission %258 % ¥
T %,

sequenceNumber %3 D
FEAIIAED 748 5
B35z L,

submission 3% DFFEHIT
149 22T 5T L,

componentO

12

[1.1]

ARBEE X categoryEvent
PRI D,
categoryEvent % 5% Ot
MIIARFED 7419 22
T5Z L&,

ERXREOVEY Be
OHHAR]

BT Context of Use # #2flt 3~ 5354 IFBETF Context of Use % & #i,
HIBR X O #9554 1%, Context of Use = & 2 component 37 % 4
95 Z &, Context of Use DFERIIZ OV TIX, AED 744 22T

LIk,
submissionUnit.title 3255 DIEALIT B 55

PEEIHIET 5,
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B3R

EH el > ICHIG sefi o @HIBIRNC N A . L F2NEH S 412,

FLAI ® LITFTOWTNMNIIEEY T 5 Submission Unit (FHEI T 45,
<> BED submissionUnit BHENEL S LTV 5,
< submissionUnit Z3EDRAE S LTV R0,
<& title@yalue JEYEIEDS 1001 SCF-LLETH S,
<> WINERHRFZ component B3 ML S U TUN R0,

®  submissionUnit.statusCode %3813 H 4172\, Submission Unit %
B P 25813 EYRICHET S 2 &,

o JFHIE LT, %A YRIL submissionUnit.title@value JEVEE A L
R, E, KBEHEOEORIZONWTIE, AED 250 [FFA b
AL U CHEH FTRE 72 U] I CTHUE SV SCF IR E S 47
AN

N FEO AN 2 THE S S EABANE T 22,

O FEE A2 TR D ~ & EAANEARC AR,

ELAARITIN 2 THE D N EEMHEANTFRIC 20,

7.4.3 priorityNumber for contextOfUse
Priority Number |£, =7 F X | « 7 /L—"7N® Context of Use DE/RINASF % E % L |
priorityNumber Z:33\2 L. > Tt S 415, Contextof Use [X, 2T FHF A~ « F—F T LT
Priority Number O S I TR RSN D, 723, HFHFE T —ZIZHOWTUIFEAIE LT, FAEY
RTREZ7 ANV ZHXITT7 7 A NVADRIATERSND,

7.4.3.1 XML L& &Err
priorityNumber %32 DFLEH PTIZ DWW CiE, ICHIG @ 8.2.5 Context of Use @ Priority Number

ERGE 3 AR

7.4.3.2 XML F2 & 451
LA FIZ priorityNumber 35 O XML Flalifi] 4 <7,
<component>
<priorityNumber value="1000" updateMode="R"/>
<contextOfUse>
DL
</contextOfUse>

</component>

71.4.3.3 XL EXRUVEM
priorityNumber 2233 X O DR T OEFHE | W NZEN S DOJRMEIZLL T D#E DY,
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R JE ZHEE BT . B
1B
priorityNumber [1..1] ARERIaTFA D -
T NV—"T7N®D Context of
Use OFRRNEFFZ 77 1F
AT D,
value [1..1] AT Context of Use #3#&DFE
RIERFAT FIZEEH T %
Bil: value="1000" | ¥ % 5T+ 5.
updateMod [0..1] [ & Priority Number % B 37
e THERIC, "R"EHRET
updateMode="R" | % _

G SSAONE e > contextOfUse R AL 2556 UITIRMATH 5,
DOFEHFEE] ®  priorityNumber@value
>  BEFEHI O Context of Use @ priorityNumber@value JETHEZ T 5 &
., UFIInAETH D,
®  priorityNumber@updateMode
i A cidl > ICHIG iEs o HEATHANZ N A . LAF2NEH S o,
A ® LITOWFINTHYST S Submission Unit [(ZHI T Sh 5,

& FA—HFENT, 1 203>y TX A b - FV—TIB/T 285D
H7%h7 Context of Use 23[AME @ Priority Number % -,

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

< ETHRIC priorityNumber@updateMode JEPEE N REES LT D
73, priorityNumber@value J&MEAFE DY T S TR0,

® HFEE T — ¥ & 2M3 % Context of Use |Zf} X 417 Priority Number
X, FBELRICB T HHHEETT — 2 ORFBIEFITEE LR,

® K & @ Context of Use % HIFR J 2 B ic 94 %
priorityNumber@value J&MEAE L, HIFR%F5: 0 Context of Use @ Priority

Number E[RMETHDH Z EREE LW, MOENREEINTEH, Y

A ISR Y ISRt S e ST R S L7, HIBR S 415 Context

of Use @ Priority Number |3, [F] Submission Unit LARE Cf H "I HEIZ 72

2o

® IR EAD Context of Use % B D Context of Use TEHLT 2 BRI,

RLCarTF AR Z7/L—7HNO Contextof Use & M LRWVRED |

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

o TWThH, ZLIRARY, £, EH#ATE EH#L% T Priority

Number 73 %72 5 TV T b | priorityNumber@updateMode JE 1 % 11k

L2 &y

1.4.4  contextOfUse
Context of Use I, SLEDNEDITZEFKT D, Context of Use I I contextOfUse EFZ\Z L -
TR S, BT D code TR L > THFEERNOALEDT (CTD R L) ZFEL.
documentReference %3312 5. > T 1 DD Document Z5ET 5, ZHUTED ., FHEEINT-
Document 723 43%HEEIZEBWN T, ED CTD A LIZET 200N ER S ND,
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contextOfUse B35 DFLEEFTIZ OV CIE, ICHIG @ 8.2.6 Context of Use 54 532 2

71.4.4.1 XML EECEERT
k o
7.4.4.2 XML 2

LUFIZ contextOfUse %535 XML

<component>

<priorityNumber value="1000"/>

<contextOfUse>

RLEH 2T,

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

<statusCode code="active"/>

RS
</contextOfUse>

</component>

1.4.4.3

WL ZERRUREME

contextOfUse B35 K OV OBL T DEFHE, WNZEN S D@L, L FO®y

B3R BE LHEE fE DR B
2
contextOfUse [1..1] AEFIL, FEYRHITHE
H3253xEL CTD AH
LA BESIT 7001
WERANT D,
id [1..1] ICH IG FL# D@ Y ,
root [1.1] %4475 UUID ICH IG Ft# i@y ,
M.
root="7c5c61fd-
5b88-4018-8323-
b21f1a731880"
code [0..1] ICHIG fe# @b,
code [1..1] T ¥ Ak ICHIG fe#mi@v, ICH
CV @ TICH Context of
#i: code=" Use] XIiX JPCV @ [Jp
ich_3.2.5.2.3" Context of Use| 7>5H7%4
95 a2 — Ra gl Uit
T 5,
codeSystem [1..1] %47 OID ICH IG fL# i@ Y, ICH
CV @ [ICH Context of
#: Use] @ OID X% JP CV
codeSystem="2.16. | ¢ [JP ContextofUse] O
840121;3]8;?323-989 OID ##&ffk9 %,
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B3R

originalTe
xt

W

[0.

HE

1]

fEDE
fE D6

LA

]

T FA b

il
value="3.2.P.8.3-

"

ICH IG ft#iomim v,
®

ICH IG it#imi@ v,

statusCode

[L.

1]

ICH IG ft#iomm v,

code

[L..

1]

AT

/}‘%

code="active",
code="suspended"

ICHIG FLdf i@ Y , 4%
Context of Use 23F %) T
HAUZL Tactive] %, HIFR
T 50 T dh X

['suspended | % fZfit 9
5,

replacement

of

[0..

*]

N 2 ES [
relatedContextOfUse 5%
T Do
relatedContextOfUse 55
DEFFMIAED 745 %
ZRILHI L,

typeCode

[L..

1]

[ 7

typeCode="RPLC"

ARJEMEIL replacementOf
RO D BRI L E
HIENBEMETH D,

derivedFrom

[O..

1]

N 2 ES [
documentReference % 3%
T Do
documentReference = 3%
DFENIAED 746 %
ZRILHI L,

referencedBy

[0..

*]

KESZ L keyword B35 %
KA %,

keyword ELFE DOFERIITA
HFHD 747 2RI L5
s

typeCode

[L..

1]

[ 7

typeCode="REFR"

AJBMEIX referencedBy
F a2 ML LB
EHEETH D,
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B3R Bt SEE fEDRY B!

1EDH
CESVEONERES > contextOfUse.statusCode@code & TE fE 73 "active" T & V | 2> D
DA priorityNumber %3275 updateMode J&":% & F 7255 LN IIHMZE T
b5,
® code@code

® code@codeSystem
®  derivedFrom

>  contextOfUse.statusCode@code J& V£ i 75 "suspended" T & % . X I
priorityNumber@updateMode JEVEE 2t SN TS L& LIFOW
T DONEH % & e Submission Unit [XHEI T L5,
code@code
code(@codeSystem
replacementOf
derivedFrom
referencedBy
> 120 Context of Use % ##® Context of Use CEMLT DA 1L, &t
9% Contextof Use = & |Z replacementOf %57 % f2{i:3 % Z &, Context
of Use DEHDOFEMUZ DOV TIL, AED 745 28T 52 &,
> 120 Context of Use [Z#% D Keyword Z 1+ 53 285461k, (1572
Keyword Z & |Z referencedBy %135 - f2Ht4 % Z &, Context of Use (Zf)
59 % Keyword DFEIICOWTIL, AED 747 #5BT 5 &,
EH “oid > ICHIG it o @A A, LFEH S,
ysAUl ® LITFDOWTIMNIZi%EY T % Submission Unit [TH T 415,
< code.originalText@value JEMAEDY 129 SLTFLLETH D,
< statusCode@code JEEAE )3 "active" 2 (N'suspended" DT 4L T
AR
< statusCode@code JEEAE73"suspended" Td % Context of Use D
Priority Number (2, [FIFFIZ updateMode EVEDM RS LT 5,
S REHEZOTA T A 7V EE L THO TRMET S
contextOfUse Z55 D statusCode@code J&EAE )N "suspended" T &
2o
WG HRFIC replacementOf B2 3 2L S LTV 5,
WIREE I IRF I derivedFrom 56 % 1 £ 72\ contextOfUse F327)
kI T s,
® EHLIHIFR S 4172 Context of Use &Rl U id@root J&TEAE % 5>
contextOfUse FH 7ML L CTlI b e, EHSUIHIR I -
Context of Use Z FHEAZNZ L2V IGEIEL, BTHLoO Context of Use &
LTHEET S L,
N EEO AN 2 THE S RS EABANE T 22,
»  code@code JENEEA RS CTD FHH LANE 5 58 3 HHITE S RWG5 .
% @ Submission Unit (ZH T S5,
OF BB THE D NS TEBANTEEIC A0,

<>
<>

1.4.5 relatedContextOfUse
relatedContextOfUse 5513, $2 57D Context of Use % #H#1D Context of Use TEHLT 2
BRI S D, relatedContextOfUse 223513, il Context of Use OF 23R & L THEH S 41,
id BRI K o> TEHLE D Context of Use ZFRET D,
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7.4.5.1 XML £ ER &L & A
relatedContextOfUse %3z DFLEE FTIZ DV TiL, ICH IG @ 8.2.7 Related Context of Use

(Contextof Use D7 A 7 A 7 )V) ZHEEBRTHI L,

1.4.5.2 XML EE 451
LLUFIZ relatedContextOfUse %55 0 XML fealif] &~
<replacementOf typeCode="RPLC">
<relatedContextOfUse>
<id root="d981c6a9-d57a-43cc-a71b-a8e35a34a39%a"/>
</relatedContextOfUse>

</replacementOf>

7.4.5.3 N ERRUVEM
relatedContextOfUse 2235}t N2 DL T OEFE, NI ZEN O OJEMIT, LLTD#EY,

R B ZEE fEDTY B
1B DG
relatedContext [1..1] ARELZT, BEHIND
OfUse Context of Use DIFH#H %
AT 5,
id [1.1] ICH IG FE#DiE v ,
root [1..1] %2472 UUID ICH IG FL# i@y ,
i
root="d981c6a9-
d57a-43cc-a71b-
a8e35a34a39a"
U NSO ERES > contextOfUse.statusCode@code & P E 73 "suspended" T & 5 . X I
ki dunysAEl] priorityNumber@updateMode EMHEN LS TWD & X LLTFDIF

¥ % &> Submission Unit IZHEI T 415,

®  relatedContextOfUse

EH cidl > ICHIG its o HEAHANZ N A . LAF2NiEH S o,

FH ® LITDOWTINZi%Y T % Submission Unit [TH T 45,

< id@root JBMAED 7R Context of Use 73, R LH a7 H A | -
ITN—TIE LT D,

< id@root JEMAEN 7T Context of Use 723, %4 7% Submission Unit C
fEftsh T o,

< id@root JEMAED 7T Context of Use 23, eCTD 5247 & 73 [FIE

T D HFHEOWMEDRHIT L » TREE SN TV,

id@root J&MAE D7~ 3 Context of Use 23, eCTD 5243 & 23 [FIME

T D HFEDOWEDIHIC L - THIBR UL ER STV 5,

N FEO AN 2 THE S RS EABANE T 22,

OF FEAMRITHNZ THE 5 S EAMANEC 220,

DN EE oz e S ~ & EABANIEERIC R,

<>
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1.4.6  documentReference
documentReference %3513, Document Zf5E T 5, documentReference B35\Z J > THE S
#172 Document 1%, BLEFE TH D contextOfUse E3E D code BFRIZ L - THRE SN I HFEEE
WONLEDT L BT B,

7.4.6.1 XML £ ER &L & A
documentReference F:3% DFLHEFTIZ OV TIL, ICH IG @ 8.2.8 Document Reference %5 % 2%

MIsz L,

7.4.6.2 XML FE&k

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

</derivedFrom>

7.4.6.3 N ERRUVEM
documentReference B35 i NV DOFL FOEZE, WRNZZEN O DOJEMIZ, ATD#EY,

R JE M ZEE fEDTY B
1B DG
documentRefer [1..1] ARBEFE X, Context of Use
ence L B35 5 Document
DRI ZHEHNT D,
id [1..1] ICHIG fe# i@ b,
root [1..1] Y72 UUID | ICHIG Fe# i@y
i
root="al7b06a2-
a040-431d-8e5b-
1/678¢83af3¢"
L VEONERES > contextOfUse.statusCode@code & £ {73 "active" T & VD | 2 D
DFHBA priorityNumber E357° updateMode &M% 5 F 72056 DL NIIAE

Th b,
®  documentReference
>  contextOfUse.statusCode@code J& V£ {E 75 "suspended" T & % . X i%
priorityNumber@updateMode JEVEEM RIS TS L x| LIT O
%G T Submission Unit IZEI TIN5,

®  documentReference
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B3R

EH e 4l > ICHIG re#llOERHHRANTIN A, LR A S5,

A ® LITFTOWTNNITEEY T 5 Submission Unit (ZHI T X5,

< id@root JEVEMEAN /R T Document 73, 47% Submission Unit K& O}
TA YL DT — Z = Z* DT IS S AETE LRV,

< WINRARHFFIZ documentReference %55 % 5 £ 72\ contextOfUse
RN STV D,

*EA Y I, eCTD v4.0 2 VW CTHEH S 4172 Document (ZDOUNT, Y44 H
NI T HARVERY | A B E T ECUEE B E 2 B
CAF. THUEDRESIHL W) ,), T—F_X—XIREFELTND,
N FEO AN 2 THE S R EEABANE T 2,

DN FE BRI Z THE D RS ERRANTERHC 220,

ON Rz THe > ~ S EABANIEEIC R,

7.4.7 Context of Use keyword

Context of Use |2} 5- & 415 Keyword (LLF,  [CoU Keyword] &V 9, ) %, Contextof
Use 2379 CTD FLHH LIZxd 285 # 2 #2935, CoU Keyword I contextOfUse Z:FHL T
D keyword BFEIZ Lo TR S, RESLUTO2HENH D,

1) ICH XUTFEA YR L - T Keyword DFESE S AR D S TN D H D,
5] : ICH Document Type, JP Analysis Type. 72 &

2) ICH XIXFEAEYJHIC L > T Keyword DFEFEN RO LN TEY |, HEHEMEE THEE
Wb b D,
5l : indication, substance, group title, 72 &,

52 2)D Keyword Z 4579 2 BRI%, Mi%4HGEIZHV T Keyword Definition % H T % DA

% iEFRT D, Keyword Definition DFEIIAED 74.18 x5 T 52 &, ks, HiFETT —
ZIZOWTHFRIE LT, BEEYRTIE 7 ANVA LT 7 7 A NVADRIETE RTINS -
B, FRDOERZ Keyword TSN ATERITBE S NN End 5, HlxiX, HEEET7T
— X %2 M3 % Context of Use (Z group title Keyword Z# 1 5-L72 & LTH, %i% Keyword |Z &
o> TRt S 72 Keyword R SUFHIOERIL, grouptitle / — K& LTRRINRNI LD
2o

71.4.7.1 XML £ ER &L &P
Context of Use (21592 keyword ZL3Z OFLAKE FTIZ- DU Tl ICH IG @ 8.2.9 Context of
Use @ Keyword %52 Z M35 Z &,

1.4.7.2 XML E2 & 451
LUFIZ, Context of Use \ZfF 595 keyword E56 D XML G5 2 ~7,
EEE Dos
<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>

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

</referencedBy>

* R 2)08E . Keyword DEFK % Keyword Definition & L THfitd 2,
7418 22T D L,

FRIAED

=111}

7.4.7.3 WML EZERRUEM
Context of Use (21 575 keyword B2 K OV F OBL T OESR, WNZZEN S OJFEMEIX. LT
DAY,

fEDE
1EDH
keyword [1..1] AFLFIL, Context of Use
DBMERERET D
THMEEINT D,
code [1.1] ICH IG FC#D#E b ,

Page 27 of 82



ZHE

N

fEDHY oL
BB
[1.1] T ¥ A bk ICH IG FL#D#E Y ,

M.

code="ich_route 1

n

code="MANU001"

codeSystem

[1..1] T A b ICH IG FL#DiEY

#i :
codeSystem="My
list 001"

BERERUVREM

DR HFIA

EReo TZERE], MEOR | KUY THH ] OWNFITNA THE > ~E e

HllX 720,

EH £
A

» ICHIG it#o@EHBANCIN A, LF2EH S5,

®  YEZ G NIC A E o B S0 5E JE S AEAE (1 D OFEE D CoU
Keyword (Z DWW T HEEHGENICEEDOMEMRFIE) L, T
WTXEZRNT 25613, 4%fEHO CoU Keyword & W T#
DRz 52 L (B EEOWK 2 Z e HEEDORE1X. CTD A
MU B BAIOXBIAfF < K5, product Keyword Z 5 L#EE D
32.P ZHENLTCTT D),

® LITNOWTNMIZEEY I D Submission Unit 1ZH NI 5,

<>

ICH CV @ TICH Context of Use] XL JP CV @ [JP Context of
Use] 12 &> TRE25D BTV R Keyword 231 5- 41T
W5 (o2 L, R 77 —# S L TV 5 Context of Use D
LAk, KEOD 11 0 2)I2dH 5 Keyword 1ZH14F L 95),
ICH CV @ TICH Context of Use] XL JP CV @ [JP Context of
Use ] IZ L o THZHE STV S Keyword 231 5- ST,
1 > ® Context of Use IZxF L T, [f UHEHD CoU Keyword 2315
P EEnTnD,
ICH Study Group Order Keyword 7235 Z 4L T4 23, study
id_study title Keyword 23 5- S 40T 70,
MEEE 7 — ¥ 22 L T 720 Context of Use 12, L FDW
T DD Keyword 3 5- ST 5,
v' JP Study Data Category
v' JP Analysis Type
v JP Terminology(Tabulation)
v JP Terminology(Analysis)
HEEE 77 — ¥ 22 M L T % Contextof Use |2, JP Study Data
Category Keyword 73 5- Z 41T 7L,

[ RO B AR T i3 227 — % | (Non-CP) LISt % 7”4 JP
Analysis Type Keyword 231 5- 34T % Context of Use 232
LT\ % Document (T, textdescription BEFZENRLI N T 7
AN

FREAEBITIN A THE 5 N E @ HRANTRRC A0,

> JP Study Data Category Keyword M fgffi S L TV WiGHE ., £ 0
Submission Unit [ZHI T S 415,

» JP Study Data Category Keyword 232 &4 TV 5455 € O Submission
Unit [FEF S5,
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7.4.8 sequenceNumber
Sequeuce Number | %, sequenceNumber E551Z L - Tt X, FRIMPFENICKIT 5
Submission Unit D2 AT & KR A /=3 T e 5 A 24t 5, MFERICRET 5
Submission Unit (Z X » Tt SN fF#IE, FEERICESWTEMMIZRE IS
Submission Unit {Z J > CTkiT &415, Sequence Number [%, Submission Unit = & (23 S 41,
RHITLITHEMT 2FZTH D,

7.4.8.1 XML £ ER &L & A
sequenceNumber 558 DFLEL & FTIZ OV Tid, ICHIG @ 8.2.12 Sequence Number %% 24

5T &,

1.4.8.2 XML EE 451
LUFIZ, sequenceNumber %55 0 XML Flalifi] & ~9,
<componentOf1>
<sequenceNumber value="1"/ >
<submission>
LR

</componentOf1>

7.4.8.3 N ERRUVEM
sequenceNumber 3% K O OBL N OEF WNTEN L DML, LFO@EY,

R B ZEE fEDHY .
S

sequenceNumb [1..1] AREZIX, FHFERICE

er \F % Submission Unit DF&
A & R R 30 2 =3
T AT D,

value [1.1] Ll S ICHIG fi#imi#E v,
G- value="1"

S VRO PRI TREE | MEOR) RO THB ORNEITMA THE 5 ~EfEH#
DHHFHA AllE 72,
EH v > WETT A5G SGETIRER R AU R ES 12 3B W TR 4. Sequence
A Number @ 9 5, FRKOMEIZ 1 % /& L7=4#KfE % Sequence Number & L
T35, T & X, K Sequence Number fH % Ff D HE 7 7
Submission Unit Z5FET HIZHT72 Y | submissionUnit.code@code {57
=S oA AN
> LUTFOWTNMNIZi%2 95 Submission Unit [ZHI T S41 5,
& VAT IETHFO 1] 15 1999999 OFELLIS D% Sequence
Number & L THflt LTV 5%,
® Sequence Number & 25 “BEfE 7 4 /L X4 03 —E L7gu,
® HIRRFRHIREIC, TRCEMABIAN ), b)& N o)lCHI X 720 V% Sequence
Number & L THeflt L TV 5%,
®  {GETHFIZ Sequence Number 7% 1] F DI L TV 2w,
® GTIFIZ, BEFEHID Sequence Number fEZ#EL L T 5,
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PR HRF D a)D Sequence Number (% 1) &7 5,

>  —EHEH L7 submissionunitxml % H UE 3 XIIFEH T 55613,
HUE LI HER %4 @ submissionunit.xml & [F]fE @ Sequence
Number Z #2795,

> PIRIEHIRED b)D Sequence Number | 1] &35,

> ERHLZ b)ZH UET UIFHRET 558 1%. Sequence Number
IS 1 &2,

> HIEEHFED ¢)® Sequence Number [ 2] &35,

> —ERH L oZH LET IIERHT 25 81X. Sequence Number

I 2] &%,

7.4.9  submission
Submission (X, submission ZFR\Z X o THRAEZ L, MBEZHEEICE £ 5 00 E OFHR A 23t
%, Submission [ eCTD ZA1FH 512 L > TXHIZ 41, 120 Submission 1%, HECUIHIK
DO BIEHRAE ETe 2 LA TE 5, Submission 23272 HIZBI# 9% Submission Unit /3,
23% Submission O ML L L TRIESIT H 573, eCTD v4.0 XML A v — kT,
submissionUnit .55 D N %5 & U C submission B2 13F1ET 5, submissionUnit 3513, H
H A3 B# -5 < Submission DI Z | submission B3 & L CiRHET 5,

7.4.9.1 XML D Ee& &R
eCTD v4.0 XML A v & — b submission BEZE IR DO L H I EINS,

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

1.4.9.2 XML EE k451
PLURIZ submission %55 D XML slalifil 2~
<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"/>
DL
</submission>

</componentOf1>

7.4.9.3 MLEZRUVEN
submission B3N NE D TOEE, WRNZZENLLDBEMEIZLLTO®EY
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R B ZHEE BT .
1EDH
submission [1..1] AREFE (324 7% Submission
Unit |2 B# SO THEfik &
A5 b B A A
5
id [1..1] AFFILY3% eCTD HIFE
DRI ZAEANT D,
item [1..1] AFFIT Y% eCTD HIGFE
DR Z AT D,
root [1..1] %72 UUID A% Submission ¢ UUID,
ICH IG Fr#k D A HA%
i: WHl s =73 XA
root="c4550245- | |z L\ VH EE N KT
fa32-444e-8433- %,
702fbba7a8d4”
extension [1..1] Pty T eCTD =137,
/}‘%
extension="201605
05001"
code [1.1] AREEFRIT Y% eCTD HIFE
DALESIT QEARFRM,
ZERM, L) RN
15,
code [1..1] TX¥A B Y5% eCTD HIGEDALE D
J AR RT3 — NME % fi
i: ELTHRD, 22— NEIX
code="jp_original" | JpCV ¢ [JP Submission]
a— FU X ko bR
ERCE
codeSystem [1..1] w72 OID [JP Submission] ==— K
U X K~dD 0OID,
/}‘%
codeSystem="2.16.
840.1.113883.3.989
5.1.3.3.1.5.1"
subject2 [0..%] REEFZ T review B35 7%
W2,
review B3 DOFEIIAE
D 7410 ST 5HZ
B
componentO [1..1] KEF T application B35
S/ ZAEANT Do
application L5 DT
AED 7415 228+ 5
&

DFEHARI

Bl Review Z i7" 2355 . IIBESE Review DIEH AL E T 556
1%, HEEE 2 &I1T subject2 BHFR L 4RHET 5 Z L, Review OFEMIIZ DOV
TIE, AED 7410 2 BT D L,
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BEHR Bt SHEE fEDEY oL
g DB
EH Sl > RS LT IR OBIEIZSWTIE, submission BE T O HROZEHIZ
AN Bbbod| HF2WML TR UEZREESTL 2L, ZNODEEEET
HMLENDAHGAIL, FANCERYRITHRTHZ &,
® id.item@root
®  id.item@extension
® code@code
® code@codeSystem*

*7-72 L. code@codeSystem JEVED KT OID DKEIZEH ENDH/N—
Va rFEiE, —H LTV DLETRN,

> id.item@root JETEEIX, A Submission Z —EIZFAITE 5 UUID & §
LTk,
>  LUTFIZE%% 9% Submission Unit [ZH T &5,
® id.item@extension JEVEEN M5 H D eCTD ZIHF B L Rie D,

> FINRERHEREIC subject? BRI STV 720 5A . % @ Submission
Unit ZH TS5,

A\

b)IZ subject? BHE%a TGO TILR BV, £7o, subject2 BHFE % b)IHE
W1=3%E . %O Submission Unit IZEI TF I 5,

Y

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

7.4.10 review
review BFIL, M HEERERUET 5, HFEET LI 1 DD subject2 EHEPFRBES 4L,
subject2 B3 T L2 1 DD review BEN LI N D,

7.4.10.1 XML Eoi&EiErr
review 313 eCTD v4.0 XML A »vtE— E LUFOYATIZFLHE S D,
®  controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission >>

subject2 >> review

7.4.10.2 XML &5
LUTIZ review B33 0D XML G5 2 <7,
<subject2>
<review>
<id root="c2a664fc-4b41-4425-8631-46b7bf1{58a6"/>
<statusCode code="active"/>
<subject1>
L[FREE
</subject]1>
<holder>
L[FREE
</holder>

<subject2>
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7.4.10.3

review

G
</subject2>
</review>

</subject2>

XML ZERE VRS

review B3R M O OB T DY, WNZEN L DRIETILLTOEY,

EHR B

SEE

1.

1]

fEDRY
e

S|

AREEFRIT,
LAERAE

i H 16 2 7%

id

1.

1]

R Y5 review B
DR T2 KT 5,

root

1.

1]

%472 UUID

M.
root="c2a664fc-
4b41-4425-8631-

46b7bf1f58a6"

/K Review @ UUID, ICH
IG @7/ X A
WCIEVHGEE NHEEFT
Do

statusCode

1.

1]

ARERT LR E O
il i OARAE & s
AN D,

code

1.

1]

o S

/}‘%

code="active",
code="suspended"

HEsHEOREL RT =
— R, HEOREEES
tr eCTD IZHBWVVT, —Hh
DOHERTF T 5546, H
% OWET CIEHFEED
T %SO Review (Zxf
L "suspended" % #Z fit 9
%o TOMDEGEIZIB N
Tld"active" Z 245

subjectl

[0..

1]

N 2L = 8
manufacturedProduct
RERANT D,
manufacturedProduct &
FOFEAIAREFD 7.4.11
BRI HT L,

holder

[0..

1]

ARESZIL applicant F55
ZHEINT Do

applicant ZL3& D FERIITA
ED 7413 2T 5
Lo

subject2

[0..

*]

ZN i) ES X
productCategory % 3 %
KA %,
productCategory % 5& D
HMIIAEZD 7414 25
B45Z &,
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B3R Bt

W
N

H fEDTY . B

1EDH

G DRV > PIRGRHRE, ERRER L VEEORTRMNETH D,

O HF A >  UGTRE, statusCode@code J&MEAED  "active" T 5 & &, ERLER LDV
BIHEOETHRMETH D,

> WETIE, stautsCode@code JEMEAED "suspended" ThH 5 & & LLF DWW
D FEH %G T Submission Unit IZEI TIN5,

®  subject]
®  jolder
®  subject?

»  subject? TFITHFEX Sy T LIRS H T L,
EH il > LR OWTAIZi% 295 Submission Unit [E1I N 3415,
A o HIEHEEDTIA 7V A 7 NVEBL THIO TEMT D review &
F D statusCode@code JEMEAE D "active" T7R ),
® review.statusCode@code J&VEAE ) "active" & UM'suspended" DT 4T
B,
® Y3 review HFE D statusCode@code JEMEAE % "suspended" THEAE L 72
FER. statusCode@code JEVEAE 3 "active" T 5 review B3R 734 7%H
FHICBWTIHEL 2L 2 D,
> id@root BYEEIX., A Review & —EIZFAITEZ 2 UUID £ §5Z &,
> UGTRE EKGRHELRI T T o TE LT F-ARICET DR review
BRI L 2N &,
> —EHFERTIFICL Y B E /572 Review & [Al U id@root JEVE(E %
FFO review R Z ML TI R O, —EHFER NI XL 0 B
L7z Review & FJEF N LI=WEGE X, BBl Review & L CHEH
T5HZ L&,
O BRI & THE S S & EA BRI 2,
> b)IT review B A E O TR B2V, F72, review BE % b)IZE T
Y. % @ Submission Unit [ZEIF &5,
DN FEOARITHNZ THE 5 S EAALNIERT 220,

1.4.11 manufacturedProduct
manufacturedProduct %3313, BEERZ RIS D, 1 DD review BEHE T L2 1 DD
manufacturedProduct Z3E DM S VD, manufacturedProduct B35 131 T[R4 D
manufacturedProduct %35 % F5 5 | KE TILRTE % manufacturedProduct B35 L WY, #%FH %
manufacturedProduct. manufacturedProduct 535 & W-5,

7.4.11.1 XML Eoie&Ei &
manufacturedProduct E3513 eCTD v4.0 XML A v&—¥ L LLFOSFTICEE SN D,
®  controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission >>

subject?2 >> review >> subject] >>manufacturedProduct

7.4.11.2 XML &5
LU FIZ manufacturedProduct %55 O XML sl#llf5] 2 7~ 3,
<subject1>

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

</subject1>

7.4.11.3 XML EXRUVEM
manufacturedProduct %38 i OV OB T DR, WNTEN S DEMEITLL T D@ Y,
E:ES JE Z2EE EDR . B

fEDH

manufacturedPr [1..1] ARIEFIT, B R 2
oduct W9 B,

manufacture [1..1] ARERIL, WAIEHEREE
dProduct W4 D,

name [1..1] AREFRITIRTES Z AN
5,

part [1..1] ARERITRTL AN
50

value [1..1] TH Rk WEDOIRTE4

Bll: value="t 1
Y F g —LbE
10mg"”
ingredient [1..%] i iy = I
ingredientSubstance = 3

ZRINT D,
ingredientSubstance % 3%
DFFAMIARED 7412 %
ZHRITDHT L,

classCode [1..1] E KNIBVEX ingredient B
Z WD BRIC B2 i G
classCode="INGR | (@M 5,

14

CIENEONE RE > RIS E EN DB T LT, ingredient BFE A ARMT H 2 L,
DHHFHA

EH =il > part@value JEVEEIX, PEEEFLHORTES & —BSEDH T L,

FHI >  LUTICE%% 7 5 Submission Unit [ZH T S5,

® part@value JEVEE 241 SCFLLETH D,

N FREAMRITIN 2 THE 5 ~E EABANIFRIT 220,
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N > b)IC manufacturedProduct B3 % 5 TIX e b, F o,
manufacturedProduct B33 % b)IZ 5 D754 % @ Submission Unit (&
HFsIh2,

OF FREAEARITIN R THE 5 N EEAHHNTRFIT 220,

7.4.12 ingredientSubstance
ingredientSubstance %3813, AR DAFRERMIET D, 1 DD ingredient R Z L 1T 1O
O ingredientSubstance BRI 5,

7.4.12.1 XML LoEE&i &R
ingredientSubstance %3513, eCTD v4.0 XML A v&—Y k. DLTOSFNIIGEE SN D,
®  controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission >>
subject? >> review >> subjectl >> manufacturedProduct >> manufacturedProduct >>

ingredient >> ingredientSubstance

7.4.12.2 XML &5
LLUFIZ ingredientSubstance %535 0 XML fl#lif] & <,
<ingredient classCode="INGR">
<ingredientSubstance>
<name>
<part value="+ —7 A HEEEHE" code="jp_jan" codeSystem="
2.16.840.1.113883.3.989.5.1.3.3.1.7.1"/>
</name>
</ingredientSubstance>

</ingredient>

71.4.12.3 XL EZRRUEMH
ingredientSubstance 233} O DR T OEZE, WNTZEN S OFIEITLLTO@E Y,

B3R B ZEE B A
oo

ingredientSubst [1..1] ARERIL, BRI D4

ance PRER&EHIS 2,
name [L..1] RERIL, ARk 04

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

MREAEANT 5,

value [1..1] TX AR BN DR,
G- value="+1—7
A W
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CES Bt Z2HEHE DA B!

TEDH]
code [1..1] THA b W5y D 46 R 0 FEHH
R a— R, JPCV D
#: code="jp_jan" | T JP Substance Name
Type] =— U X F D

EIRT 5,
codeSystem [1..1] %472 OID [ JP Substance Name
Type] = — KU A D
pi: OID,

code="2.16.840.1.
113883.3.989.5.1.3.
3.1.7.1"

VRO RS FRLo [HEE ), MEOR) KO TEH] ORFITINA TH O ~E 2B

DRHFR] AlE 72 vy,

EH <58 > part@value BYEEOMEIL, JFHAIE LT, HFEETHO k4 & —Hs

AAI THZ L,

>  LUTIZE%% 9 % Submission Unit [ZH T &5,

® part@value JEVEE 241 SLFLLETH D,

N EEO AN 2 THE S RS EABANE T 22,

> b) T ingredientSubstance & % 5 TlX e b7, F 7
ingredientSubstance %35 % b)IZ 5 D 7=, % @ Submission Unit [ %]
TaNnbd,

OF BRI THE D N E AN A2,

7.4.13 applicant
applicant 23813, HiEE IR EIRUET 5, review B5E Z L2 1 DO applicant B3R HEAE X
n5,

7.4.13.1 XML LoEE&i &R
applicant 23313, eCTD v4.0 XML A v&— k. DL TN OGATICGL#E S b,
®  controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission >>

subject2 >> review >> holder >> applicant

7.4.13.2 XML &5
LUFIZ applicant 255 D XML l#k il Z =,
<holder>
<applicant>
<sponsorOrganization>
<name>
<part value="PMDA SR A 4"/~
</name>
</sponsorOrganization>
</applicant>

</holder>
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7.4.13.3 XL EXRUVEM
applicant %35 K O DELF O EFE, WNCZN D DRMAEIZLL T D@D,

ER B ZEE EDTY oL
1EDH
applicant [1.1] AERIIHFESL 2K
M35,
sponsorOrga [1..1] RKERZRIIHFEEL K
nization WA,
name [1..1] ABERIIHFE L &K
W35,
part [1..1] AREZRITIHFELHEHK
W5,
value [1..1] T ¥ A b BLEHFEEORFEE 4,
#1: value="PMDA
LR

CE DOV RE FELo [ZEE ] MEOR] KUY [EH ] OWNFITIA TR 5 ~E 2B
DA X720,

EH <558 > part@value BYEIL, HEEELHOBHEEL L —BEED T L,

KA >  LLFIZR%%9 % Submission Unit (ZH F X5,

®  part@value JEMEAEN 241 SUFLLETH D,

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

DN > b)IT applicant BSE % EH TIX /e B2V, £72. applicant B35 % b)IZE
W1-%54 . % @ Submission Unit [ZH TS5,

ON Rz THe > ~ S EABANEEIC R,

7.4.14 productCategory
productCategory B331%, HFEX3ZRRHET D, review B5E Z L 12 | D XUTHILD subject?
DR X4, subject2 B3R T L\ productCategory BZZ MR S5, 1 DD productCategory
BRITHEIZ 1 DOHFEXD RO, EEOHGEX 2R RGOS, HiEK 0K E
[FI%D subjecr2 EFR BRSNS,

7.4.14.1 XML EoiE&EiErr
productCategory %3513, eCTD v4.0 XML A vt — k. DL FOSGANCEHEH SN D,
®  controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission >>

subject2 >> review >> subject2 >> productCategory

7.4.14.2 XML E2&545)
LT IZ productCategory L35 0 XML Frali il 2 7~
<subject2>
<productCategory>
<code code="jp_1 1" codeSystem="2.16.840.1.113883.3.989.5.1.3.3.1.6.1"/>
</productCategory>

</subject2>
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71.4.14.3 XL EXRUVEM
productCategory L3 K N DR TN OB, WNZZEN L DREMEITLL T DIEY

B3R BHE ZEE fEDRY i
1EDH
productCategor [1..1] ARERZRITIHFFEX 52K
y LIS
code [1..1] ARERITHFEX D %
W5,
code [1..1] T XA b Xy ERTa— R,

ARHPFEFICELEOH
Bl: code="jp_I_1" | X4y % JP CV @ [Jp
Product Category] 22— K
UARDHEIRT D,
codeSystem [1..1] 2472 OID [JP Product Category| =
— U X ~® OID,

il

codeSystem="2.16.

840.1.113883.3.989
5.1.3.3.1.6.1"

CEVEONERE RRLo [ZEEE) MEOR] KO THE) OWNRITIZ THE O N B
DA X720,

EH =S8 > code@code JENMEMEN AR T HGEX L, RS EGCHOBFEX D L —HE
FH HHZ L,

D) FEARRICINZ THRE S ~EERBAIIEHC AR,

DN > b)IT productCategory Fi5i % 5O Tl b7V, £7-. productCategory
TR & b EEA . O Submission Unit (FHI T X5,

D) FEAEBICINA THE 5 N E AN A2,

7.4.15 application
Application (X, application B33\ X > CTiRE S, YHEHFEIC L > TIRIHS LD IEHRDOE
FROLEORRIEET S ERLERMET D, 1 DD submission HFRITHIZ 1 OO
application %36 % 50,

7.4.15.1 XML Eoie&Ei &
application %5513, eCTD v4.0 XML A »&— E DAFOGFTICEE I D,
®  controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission >>

componentOf >> application

7.4.15.2 XML E2&5k45)
PUFIZ application %35 O XML o# il 2 ~97,
<componentOf>
<application>

<id>
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value"/>

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

</id>

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

<reference>
[T
</reference>
<component>
[T
</component>
<referencedBy>
[T
</referencedBy>
</application>
</componentOf>
7.4.15.3 XML EZRRUEH
application B36 X O OB T QRS W NZZN O DJEMEIZLLFOm@Y
B B LEE EDTY L]
1EDH]
application [1..1] A EFIT . Y &
SubmissionUnit (250
Tt =415 Application
DIFHREREMNT D,
id [1.1] AREEFRIT Y% eCTD HIFE
Dkl T 2T D,
item [1..1] ARERIT Y% eCTD HFE
DT 2T Do
root [1..1] %72 UUID /K Application @ UUID,
ICH IG fL# D7 /=Y
p: R BITHE B GE A%
root="4924627- | &4 %,
81bf-46e0-9b59-
b677a86c88a4"
extension [0..1] T ¥ A b MEEE NP ErEHET
L2 EHHAME LTH
p: B4 5RO,
extension="sender-
specified value"
code [1.1] AREFRIT Y% eCTD HIGH
DR EEMNT D,
code [1.1] 7X A b 25% eCTD HIFE DM &
AT Aa— R, 32— NEX
#: code="jp_nda" | JPCV @ TJP Application)]
a— RU X R bR
ERAE
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B3R

N

fEDE
fE D6

codeSystem [1..1] w472 OID

Bt ZHE

-

codeSystem="2.16.

840.1.113883.3.989
5.1.3.3.1.8.1"

B!

[JP Application] ==— K
U A k@ OID,

reference

[0..%]

N 2L ES [
applicationReference %55
ZHEINT Do
applicationReference %5
DFEMMIAED 7.4.16 &
ZHRIH L,

component

[0..%]

AREFIX document 35
ZRENT D,

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

referencedBy

HERE VB
DFEHARI

[0..%]

A L3 ES [
keywordDefinition 5% %
KA %,
keywordDefinition 3% D
FHMIIAREFED 7418 25
BT &,

DOWTIIARED 7417 BT HZ L,

YELHGEICBET 2O (LT, TBERFE] &no,) 325
Bk, BIEMEE Z LT reference B x5 2 &, £, BIEHIGEE
I% Submission Unit = & (24 C OB E HFE AL 92 2 &, BER
FHOFFANCOWTIEIAREFED 7416 2245 2 L,

47% Submission Unit (2 X > THMES 2 8L Document 723 & % 5613,
Document = &2 component B35 7 1295 Z &, Document DFFEHEIZ

WY EE 2B T 3 % B8l Keyword Definition Z #2132 85513,
Keyword Definition = & |Z referencedBy 535 % #2925 Z &, Keyword
Definition DFEMICOWTIIATD 7418 #2352 &
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BES JE SEE fEDTY G
1EDH]
EH Sl > FRAIE LT, LUFORYEICOWTIE, application Bt T DIEH O
Al Bobd, HFEzE L TR UEZRIET 2, ZALDEZZERT
HMLENDAHGAIL, FANCERYRITHRTHZ &,

® id.item@root

® code@code

®  code@codeSystem*

*7-72 L. code@codeSystem JEVEDRT OID OKREIZEH EFNDH/N—
Ta rFTE, B LTV DRETRN,
> id.item@root JEMEEIL, A Application Z —EZik5 T 5 UUID &9
HT kL,
> id.item@extension JBEMEIIHFEE I L DFHEZBERNE LTS, FAEY
JZHEHT % eCTD v4.0 XML A v E—VICRBMEEZ GO D Z &3
LXZ720A, BELRITYZEMEME AR LRV, 2, KBtk
EDORNZONTIL, AEFED 2.5 O [F7F A ML LT H ATEEe 05
FE] 12 THUE SV SCFREICIRE S v,
>  LUTFIZE%% 9% Submission Unit 1ZEI F S5,
® id.item@extension JEEE A 1000 SLFLL ETh 5,
N EEO AN 2 THE S RS EABANE T 2,
DN FE BRI Z TR S RS ERRANTEHC 220,
O FEEAMBITZ THE D N & EAAANIEARC R,

7.4.16 applicationReference

applicationReference %3513, BIERGE O RARMT 5, Hl2IX, — A HFEORR
WA B ORGEEZSZRT D50 T 22818 TE 5, 2oLk &, BEHFEILeCTD
v3.2.2 T v4.0 ZIEA L LTHFE SN TWRITIIEZR 5720, eCTD v4.0 Z W2 HFED
applicationReference %3575, eCTD v3.2.2 Z W\ HFED eCTD % &E S E ST 25 Z L 1X
=L X270\, BT % eCTD HEEN /254, applicationReference 533 % HEfi 3~ 2 B 1%
N, I D5E1L. 1 DD application E3E1Y 1 S XIIHEED applicationReference %55
ERFOZLNTE D, BET 5 eCTD HEENEE D 25613, BE T 5 eCTD HFE 2 &1
applicationReference %35 % itik 4 5,

7.4.16.1 XML Eoie&EiErr
applicationReference %5813, eCTD v4.0 XML A v&— E DLTFOEGFTICHEL S D,
®  controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission >>

componentOf >> application >> reference >> applicationReference

7.4.16.2 XML &5
LUFIZ applicationReference 555 D XML Fr#ifs] & 7~ 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 EZXZRUEM
applicationReference %55 K OV DFL T DEESE, WNZ TN HDBIEIZLLTO#E Y,
R Btk L2 EE fEDRY S
1EDH
applicationRefe [1..1] AR B FRT B B S
rence AN D,
id [1..1] AR BT B S 0%
BT 2 AT 5,
root [1..1] e B BEE 5D eCTD 243
o
-
root="2016010300
] "
reasonCode [1..1] ANBEE TR E O ME %
AT 5,
item [1.%] AERIIEEOHE L
A3 5,
code [1..1] T XA applicationReference.id@
root 737 BEFGE & D
#i: code="jp_pca" | B O FEF 4 = d 2 —
R, =— NEIZIPCV ©
r JP Application
Reference Reason] =— K
U RNNBERT S,
codeSystem [1..1] %47 OID r JP Application
Reference Reason] =— K
Bi: U 2 k@ OID,
codeSystem="2.16.
840.1.113883.3.989
5.1.3.3.1.9.1"
CEE LR > 1 DOBEHFENERORE A oW A, 1 OO applicationReference
DA BERE IS, BEOFEE = LT reasonCode.item 335 # HEt4 5 = &
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B3R Bt SEE fEDRY S

1EDH
= “xitd| > 4% Submission Unit O SIZEIT 52 TORMERFE 24T 5 2
A Lo BlZIE, PGB ERGEZ 2 S L, %o TR

FHA LR LR o 1o G, WINER R ICBIEME A Ko 7 LIRS
» LT OWTNMNIZi%2Y T 5 Submission Unit [ZEI T S 415,

® id@root JBVEIESRT eCTD ZA1E 5723, %% Submission Unit THz
fflksnTnsg,

® id@wroot RYEMEN/RT eCTD ZfEHEZFFOHFEN, FEYROT
— A R=RITFFE LRV,

® id@root JEMAENRT eCTD ZATHF B2 FFOHGEN, WMEICHRY T
FohTnos,

® [l —® id@root JEMAE ZFFO1EELD applicationReference B35 % | 1
2@ Submission Unit |27 & T L T 5,

®  reasonCode.item@code %} reasonCode.item@codeSystem™ DiH 75
DENE—TH DED reasonCodeitem EHFH % . 1 DD
applicationReference Z235H. T Tl L T\ 2,

*7-72 L. reasonCode.item@codeSystem J&'E73 7R3 OID ORKJEBIZE
FNDHNR—=Ta VB FN LTV TH, TOMDIERN—
B L T W v ¥ . reasonCode.item@code }2 T
reasonCode.item@codeSystem DFH75 01X [F— & A,

o [HOMIE L LT A E/KRHGERIZR LT 2B 2w
L T\ % applicationReference 58 D id@root JEMEEIZ, KGRI T
WIRWHIEED eCTD A F 5 A21ft L TV 5,

N EEO AN 2 THE S RS EABANE T 22,
DN FE BRI Z TR S RS ERRANTEHC 220,
ON Rz THE > ~E EABANIEEIC R,

v H

1.4.17 document
Document [, #&HHT 27 7 A /WIZET 215 HA RIS 5, Document Id document FLF1Z X
> Tiefits s, HWEEEIL, 120 Submission Unit (2 X 5T 0 2> HHEED document 555 % 4
BT ENTES, B/EHT D77 AL T L2 1 DD component EHENHEME S, component
BHR T L2 1 DD document BEFREPIEE S NS,

7.4.17.1 XML LoOse&E&ErR
document B35 DFLHEE I OWTIE, ICHIG @ 8.2.15 Document 5% B4 5 = L

7.4.17.2 XML &5
PLUNIZ document Z55 D XML Fra il 2 <9,
<component>
<document>
<id root="8505a8b2-7035-47cf-81ec-e8176e1d87be"/>
<title value="—x% & " />
<text integrityCheckAlgorithm="SHA256">
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<reference value="m3/32-prod/manuf-process-and-controls.pdf"/>

<integrityCheck>c0d5623550c997a70b62717d95fcalcada201754d1ed9tbbbbfa97bfd64c

8ead</integrityCheck>

</text>
</document>
</component>
7.4.17.3 XMLEZXZRUEMN
document B35 O OEL T OEZE, WNZENLLDEMIL, LLFO#EY
ER Bt ZEE EDT B
1EDH
document [1..1] AERIT, FEEYRHICHER
3277 A4 LOIEH
AN D,
id [1..1] ICH IG FL# D@y ,
root [1.1] #%¥M72 UUID | ICHIG fe#koi@ v,
/}‘%
root="8505a8b2-
7035-47cf-81ec-
e8176eld87be"”
title [1.1] ICH IG ki@ v ,
value [1.1] T XA bk ICH IG FL#D#E Y
-
value="—# |G "
updateMod [0..1] [ Document O % A kL%
e WH T DI, "R"& 5
updateMode="R" | =4 7%,
text [0..1] ICHIG Fe# i@ v,
integrityCh [1.1] E ICH IG FL#D#E b ,
eckAlgorith
m integrityCheckAlgo
rithm="SHA256"
charset [0..1] TXA B HEEE 17 — 4522 W
9% Document {23V,
i: MHEHEETT — I
charset="jp_utf8" | & ¥h % HAFET — X
DX Fa— K, Z2RTS
HEEE 7 — # 1% SAS
XPORT £ (xpt) D
4. JPCV @ []P Japanese
Character Code] 7> %24
T 53— NE@IRT 5,
‘ reference [1..1] ICHIG ft#»m» ,
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BR Bt SHEE fEDTY B
g DB
value [1..1] TX¥ AR KRFENTZH S TW
% submissionunit.xml 7>
pi: B ORI R AT, 7
value="./1/m3/32- | » 4 L OB A ET
bodydata/32s- %,
drugsub/32s1-
geninfo.pdf"
integrityC [1..1] SR e ICHIG fi#»iE v,
heck
-
<integrityCheck>c
0d5623550¢997a70
b62717d95fcal cad
a201754d1ed9fbbb
bfa97bfd64c
8ead<integrityChe
ck/>
thumbnai [0..1] ICH IG & D@ v
)
value [1..1] T XA K ICH IG FL# i@y ,
-
value="26145c7a-
3dc7-404d-91cl-
6ele5c71f816"
descriptio [0..1] ICH IG Fl#i D@ Y ,
n
value [1.1] THF A b kg PR S R i e o0 R G R
T2 %2R T D
- Document D355 S 4
value="PK fIEWT/H | 2 WzEETT — % DN
T=Hty b EOHM,
(ADaM ##=() "

HERE VB
DFEHARI

Document % A "M ZEHTHLEERE | text BRITMNHEATH D,
BE#& H © Document @ title@value J& M'EE % T B9 5 & & |
title@updateMode JETEITVIHTH %,
tile@updateMode JEVEMENTRES LT WD & & text BEHR LT E L
Submission Unit IZHEI F S5,
PUF O @MY ICHIG IZREHE N H 523, 2415 % & ¥ C Submission Unit
EREHLCH, FEYRICEMIEI N & RSy,

® textwlanguage

® textwmediaType

® text@updateMode
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JE ZHEE fEDTY . B
1EDH
EH c=id| > ICHIG it EAHANI N A . LUR2SEH Sh o,
FHI ® LITFTOWTINICi%Y 3 % Submission Unit [ZH T 45,
title@value JEMEEN 1001 XFLLETH D,
description@value JEVEED 101 XTFLLETH 5,
thumnail@value JETEDS 1001 SLFLLETH D,
MRIEHEZED T4 7 A 7 v E2@ L THD TR T 5
docment %322 title@updateMode JEMEEN TR STV 5,
title@updateMode JEVEEN TRILS L TWD D, title@value &1
AR S TRy,
title@updateMode JEVEEDTEAE SV TWVR WA id@root JEVENHE
DI EIZHEH S 472 Document O id@root JEMEAE & [Fl— T 5,
< [A] Submission Unit @ Context of Use 7>HZH AL TUN 720
document ZLFH 3Rt STV D,
& reference@value JBYEEN R THINCKHET D 7 7 A VMFAE
L7puy,
< reference@value JEMAEIZ eCTD ZAfHE 7 A NZ L0 EORE
J& (v b7 ZinD U E BN S TZREE) b7
7 A NRABFRE SN TN D,
<> integrityCheck BLHENE DV RTF = v 7Y LD FEERDOT 7 A )1
DF =y 7 HhLiinD,
<% SAS XPORT B (xpt) D7 7 A VA2 BT 2 document H55
Bl TS, text@charset B TRHE S LTV,
< THRREBEFEE TIZ 22T — 4% ] (Non-CP) LStz /"7 P
Analysis Type Keyword 231 5- S 31T % Context of Use 72 5%
ST 5 document BSEBL T2, text.description B35 )3 HE it
SALTVRYY,
> JFHIE LT, BE YR document.text.thumbnail@value J&MAE % {4
L7, £z, ABREOHEORIZ SN T, AED 250 [FFA K
UL U Tl ATRE 72 SCPAR] (S THUE S AUV SUTFHEICBRE S 780,
> LTy VL0077 A NPDEBGET 256 TH-oTH, £
nNENDO7 7 A4 N%aZ KT % Document O UUID (T2 25 2 LITHER
THI L,
O FEARICIN X THE 5 N E SRS 20,
>  LUTFICE%% 7 5 Submission Unit [ZH T S5,
®  reference@value EVEE RIS, HEEE T — X 2T &
BN ESAY AR
>  LUTICE%% 7 5 Submission Unit [ZH T S5,
®  reference@value JEVEMED T AN MEEE 7 — X ZMT &
IS 2

RS

<>

<>

7.4.18 keywordDefinition
Keyword Definition (X, Keyword DEF A f2tT 5, contextOfUse 23z, Bl TIZ Keyword
ERFOZ ENTE DN, keyword BFRIT2— REREET HOHRT, O a— RHIRTHNEIX
IRE72, Ka—Rid, LTFD2 2O FIEIZL > TERIND,
(1) ICH XIFEBEYRICL - Ta—FEHNEREESIN TS
(2) HEENT— NENBEERTD
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ERL(DIZEE YT % Keyword % Context of Use |25 53 2854, %fI59 % Keyword Definition
R L Cide 6720, EFRQ)ICEE Y T % Keyword % Context of Use (2 592855, %t
7% Keyword Definition 552X It 2 M BN H 5,

7.4.18.1 XML L& &
keywordDefinition %38 DFLHEEPTIZ OV Cid, ICHIG @ 8.2.18 Keyword Definition 2§ % 2

MIsz L,

7.4.18.2 XML E2&k45!
LARIZ, keywordDefinition 555 D XML FL#k il % 7~ 9,
<referencedBy>
<keywordDefinition>
<code code="ich_keyword type 3" codeSystem="2.16.840.1.113883.3.989.2.2.1.5.2"/>
<statusCode code="active"/>
<value>
<item code="MANUO001" codeSystem="My list 001">
<displayName value="Big Manufacturer"/>
</item>
</value>
</keywordDefinition>
</referencedBy>
<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 ERXRUVEM
keywordDefinition B35 . O OFL T OB, WNZZEN S OEMEIL, L FO®Y,

B LHEE fEDTY
g D4
keywordDefiniti [1..1] AREFIL, Keyword DE
on TN D,
| code [1.1] ICH IG FL# DY
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BHR Bt LHEE fEDTY G
1EDH]
code [1..1] T XAk ICHIG i, ICH
CV @ TICH Keyword
Bi: Definition Type] X1 JP
code="ich_keywor | cyv @ [ JP Keyword
d_type_1" Definition Type ] 7> 5 %24
T5Ha— Fa @R LE
945,
codeSystem [1..1] %47 OID ICHIG Fe#»i#@ v, ICH
CV @ TICH Keyword
Bi: Definition Type] > OID X
codeSystem="2.16. | |3 Jp CV @ [JP Keyword
840.1.113883.5.989 Definition Type ® OID %
2.2.1.5.2 BT 7
statusCode [1..1] ICH IG Fe# D v
code [1..1] [ ICH IG FL# DY,
code="active"
value [1..1] ICH IG FL#lD# Y,
item [1..1] ICH IG FL#lD# Y,
code [1..1] T XA K ICH IG FL# i@y ,
H 3 & MRS E T
Bi: % a2 — R,
code="MANU001"
codeSystem [1..1] T A b ICH IG Fidmi# v ,
H 3 & BRI E T
#i: %, a—RU R Lokl
codeSystem="My | 7
list 001"
display [1..1] ICH IG FL#iDii v,
Name
value [1..1] TX¥ AR ICH IG FL# DY,
H 3 & PMEE ISR E T
#1: value="Big % . Keyword DFr4,
Manufacturer”
updateMod [0..1] iE ICH IG fL#i D@y,
e Keyword D744 % T
updateMode="R" | 4~ 7 (2 "R"% 5 &+
2,

DFEHARI

>  BEHEH O Keyword Definition @ displayName@value JEVEE A TH 35
L&, UTIIWATH 5D,
®  displayName@updateMode
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CHE S JE ZHEE fEDTY B
1EDH
EH c= '8 > ICHIG sefio@EABANI N A, LRSS %,
FH ® LITFDOWTINZi%EY T % Submission Unit [TH T 45,
< value.item@code JETHED 129 LT LI ETH B,
< value.item@codeSystem J&TEAEDS 257 LT ETH D,
< displayName@value JEVEED 1001 SLFLLETH B,
S R EEZOTA T A 7V EE L THO TRMET S
keywordDefinition B35 T2 displayName@updateMode J&VEAE
DRI TN D,
< WETWRIC displayName@updateMode J&TEE N2 STV 5

75, displayName@yalue JEVENES BT S 41TV 0,
< value.item@code % O value.item@codeSsytem JEVEE DK E
B3, [RIHFEOmEICHEH L7z Keyword Definition & [f]l—Th
503, displapName@updateMode JEPED AL STV,
FREAMRITIN R THE O N EEMBANTRIS A0,
> b)THEMHT % Keyword # EF 7 % Keyword Definition (X, b) THfitd"
HZ &,
»  displayName@updateMode &1 % ;5 Submission Unit |FHI F 45,
> o) CEHT % Keyword % iE# 9 % Keyword Definition % b) CHLITHEH]
T 52 LIFELIZRN,
» b THEMHT 2 Keyword Z o) THMEMT 25618, kST % Keyword
Definition % b) COA$EHET 5 Z &,
»  displayName@updateMode J& V% 5 {p Submission Unit [IH T 5,

7.4.19 categoryEvent
categoryEvent %3213, 4% Submission Unit & Y /I8 HT 2 ¥ A 2 > 7 R OWIhREEH
RO 27T, PRI O & (X, AFED 33.1127F a), b), KD o)&iET. 120
Submission Unit {%, 1 2 categoryEvent %55 % £§D,

7.4.19.1 XML L& &R
categoryEvent %551%, eCTD v4.0 XML A vt — b, LT OSHFTICEE I NS,

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

7.4.19.2 XML &5
PLUFIZ categoryEvent 235 D XML fl#lifil 4 7~ 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 EXRUVEM
categoryEvent B35 i N DR T OEFE | WM ZN O DEMEZLL T DO#E Y,

E:ES JE ZEE EDH . B
1EDB]
categoryEvent [1..1] AT Y4 3% Submission
Unit DI Z A I 7 Kk
O IR 42 R O i &
AN Do
code [1..1] AFLFEIF 7% Submission
Unit DR Z A I 7%
KA 5,
code [1..1] T X Ak 5% Submission Unit 735§
BEDEDIA I TT
pi: HHENTVD LR
code="jp_initial" | 42— R, 22— FfiIE.
JP CV @ []JP Category
BEvent] 23— KU X hp b
EIRT 5,
codeSystem [1..1] %472 OID [JP Category Event| = —
FU X~ OID,
/}y‘.
codeSystem="2.16.
840.1.113883.3.989
5.1.3.3.1.2.1"
component [0..1] AL F T IR H R I
4 3% Submission Unit (DA
BT 2T D,
categoryE [1..1] A B R R H R L
vent 4 3% Submission Unit (DA
BT E M 5,
code [1..1] AL F T IR H BRI
3% Submission Unit D7,
BT E M T D,
code [1..1] T XA B H) B R L Y %
Submission Unit O FffH %
pi: RYa— R, 2— N
code="jp_initial_a | |3 JP CV @ [JP Initial
! Submission Type| =— K
UARDHEIRT D,
codeSystem [1..1] #2472 OID [ JP Initial Submission
Type] =— KU A bD
p: OID,
codeSystem="2.16.
840.1.113883.3.989
5.1.3.3.1.3.1"
CE MEON e > PIERHEE, AEO 331 IR a), LD )DOWNTIUTE N T,
DR component B3R |IVHTH D,

>  WGETIE, component B35 % Ml L ClE 720,
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U]

JE ZHEE fEDTY B
1EDH

JRAE UL TR ). TR X TEaM 2R+
componentOf2.categoryEvent.code@code JEVEMEIT, 7 A 7 A 7 V% i@
LT EOAREHESND, 1 20 eCTD HFBICEWNT, WPl
AR 2 LR B 5 5L, FANCEA Y RICHRKT S 2
Lo 2L, AEO3IVITFRTHR 2 TR DBHOLEE, TR
H | 27~ componenOf2.categoryEvent.code@code JEMAEIL 7 A 7 A
7 NVEE LT ERES D,
B AR B YRR 42 9 % Submission Unit 2% a) Td 5 % & .
component.categoryEvent.code@code JEVEEIT a)Z 7~ T =2 — R TRITH
T2 5720,
8 1 7 % Submission Unit 2 b) T & % &% & .
component.categoryEvent.code@code J&AE X b) &/~ 9 22— R TR T
T2 5720,
8 1 9 %  Submission Unit 728 ¢) T & 5 H & .
component.categoryEvent.code@code JEVEEIT )&/~ d 22— R TRUITH
R B2,

8. HBFA
8.1  Document MDEFIH
eCTD v4.0 Z W - IS Tid, @£ IZH2 M L7z Document 2 FFIHT 5 Z LN TE 5,
Document O FFFH J71EIZ 2V TIX ICHIG @ 8.2.17.1 Document D FHFIH &S5 2 L,
JFHIE LT, Document O FFHIZHFEEAEE TdH 5, Document & FFIH T 5455 1%. ICH
IG FEE DRI Z, BLF DERIZ2)OWNT IO &MEA2T-3 2 &,
1) FFIHE4 5 Document % EFE L TV % Submission Unit & UVFIIH & 41 % Document %
M3 % documentReference %55 % 1 Submission Unit D X J5 23 [F]— D HFEIZE LTV
Do
2) LUTFOFEMHEETHIZLTND,
® HFIHI# % Document Z EF L TV D HEENBEICAR STV D,
® [R5 Document & EF L TV 5 HIEE L UHAIH 45 Document % 2 /i
% documentReference H5 % G e HEE DRI, eCTD v4.0 fEERICHI - TIEARE L
THREHIATN D,
® FfI|H 415 Document & EF L T2 HIGEEEID, BE Y I L ARE SCEDOXT
GThY ., POREDCREHHNTH 5,

8.2 T7AIILDEFA
eCTD v4.0 Z W= HEETIE, BEICRHE L7 7 AV EFFAT LN TE S, 77
A NVOFERAIFEZOWTIZICHIG @ 82.173 7 7 A VOHAA %4228+ 25 2 &, JFH
LT, Z7ANVOBAMEIHFELEETHDL, 77 A NVEHAAT 2561%, ICHIG it#
DT Z, BRSNS 7 7 A Vv ZHEH LTV % Submission Unit X ONFHFIH S D 7 7
A NWE ST D document B35 %5 Tr Submission Unit 236 — D HFEIZE S 2 uid7e &7
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W, Ko T, document E3E D reference@value JEMHEIZ, FH—FEE 7 + V44 (eCTD 1%
) BRELANAERELRNI &,

9. group title Keyword MER$& LY
T Y IR D eCTD v4.0 XML A v & — |2 group title Keyword Z{# f4 % & | A&
BREEICEIT S CTD Y U —DORREEIZIBV T, 23 group title O displayName@value JEVEAE
IV E LT, — R (LR, lgrouptitle /— K] W9, ) &L LTEREZID, group title
J— RiE, %5% group title 23fF 5- X 4172 Context of Use @ CTD FLHI L &, 247% Context of Use
ZHT % Document DX A LD DOREREIZR RTINS,

CTDRHL
CTDRHL
EH cTDRHL
= group title /—F
Document A k)L
Document 2 A )L
Document 24 )L

72¥., grouptitle &, 2T F AL - ZA—TEHMEHRT D Keyword D—2>ThH D Z LITHE
T5ZE, T7bb, [ U group title Keyword 231 5- S 41TV % Context of Use T > ThH,
Z DD Keyword AR/ UE T T F AR « Z—T RS 7, FRMED group title / —
RREEFREND,

10. 4224140 IILEE

10.1 #=E
AAIZEIT S eCTD DT A 7HA 7 VEFLIL, Hx OHFEICE VT, HiEEEOBIN,
EHEEOEMZITH)ZLTHY, —HAEOFBKRHAFE, —MATAKRHESEL B LTE
B2 OTIERY, fllx OHFEICIBVTIE, eCTD ZA4E 5 7 4+ /L X Bl TICH2 e
T s ("1 "2") DELE S AL, F OB TIZELE TS CTD O 1 EH 5 5 M D 7 +
VA ("ml", "m2", "m3", "m4", "mS") \ZHFEEEMMIND, HEER AR T DT 7
A INZDNT, B, EE, HIBRDBITONERC, HEERE LTEDTZ 7 A ABFEHTH
H0ET 7 ANVBATEDORMEERICEVERT LI ENTA THA 7 VEEHORNTH
Do
eCTD v4.0 D7 A 79 A 7 VEBIZIHBWTIL, eCTDv4.0 XML A v & —Y RO 7 A VT
SOV, JFHTE LT, ZoRE R EwMAT 5, HEE ISR L% O eCTD f2 ik
T, FHUHRE IR FOE BN DAL T HIHERO A 2R T D, 722, FROMWEH D
WIEHE OAR B BENEOEROBERD LR TE RO RWEARS L 2 LICHET
DT, FEHHIIAED 103 22BTHZ L,
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10.2  eCTD #hRIRHFEDEH
10.2.1 #hRIRERD 74 L5 HEE
KED S EHBB LTI ANAREEEERT A L,

10.2.2 #MRIBEEDO I 74
TRO7 7 ANERETHZ L,

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

® FxvI Y AT77 A/ (sha256.txt)

® MIRIZEVIRIHT DT 7 A 1*
B, AEFEDIINVIRT HFR 2 ICKLBEOEEIEL. WIERET 27 7 A V27l
ALY E NI TR T S, R b) Tl HEEE T — X OREH L, 5] )T
X, CTD BANZ L > CTED b= EROAENT 5,

10.2.3 #WIRHEE®D eCTD v4. 0 XML 4 vt — D&
WINFEHRE, RED 331 IR THR L IZ L 2 ThHIUTFER a), X2 ICL 5 TH
AUTFER D) N o) &4t T 5, 2Dk 7 v 3 TlE, WO eCTD v4.0 XML # v & — Dk
K EEE T, FEBLBEOTHEMIZOWTIX, KAEFEDOTE2BRTH L,

10.2.3.1 AKX 112Xk 2UERIELE
ARIETIIAED 33.1 127375 112 X D WIRREEH IO 06 2 7~

1) submissionUnit 327> categoryEvent H5% F C O F0HF

<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 % R4 =2— K (JPCV @ [JP Submission Unit] #Z&M4 25 2
L),

A Submission Unit ® 21— R (LFEB:) ZEFRT DH=2— KU X hd OID,

K Submission Unit NEAICBITH EDX A I vV TiRESNEZ0ERTa2— R (P
CV @ TJP Category Event] #4252 L)

% >

@12
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E: K Category Event ® =2 — R (LFED:) Z#E#FTH=2— KU XKD OID,

F: 7K Submission Unit X ARED 3.3.1 1777 a)ThHhHZ LEZ T a—R (JPCVD [JP
Initial Submission Type] ST 52 &) |

G: A& Category Event ® 2 — R (EFLF:) ZEHKT H2— U X LD OID,

2)  contextOfUse 5% D i

<component>
<priorityNumber value="H"/>
<contextOfUse>
<id root="1"/>
<code code="]" 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 Z 12T 25515, referencedBy %%V K 9) —--mmm-

</contextOfUse>
</component>

------- (8%? Context of Use Z #2325 5513. component %z V) iX4") -

H: BEOarTFAN « ZV—TPNFETDHEIC. BRIEFEZED DM (BEAFEL
BRWEEbRHT LI E) .

I K Context of Use ® UUID,

J. K Context of Use 235 E 7 5 Document ZH| VD 4 T2 CTD Wi L Z~rd 22— R (ICH
CV @ TICH Context of Use] XX JP CV @ [JP Contextof Use] &I 25 L) ,

K: K Contextof Use ®=2— K (L5 )) #EFKTH=2— KU A FD OID,

L: K Contextof Use D AT —H& A,

M: & Context of Use 732 H27 % Document @ id@root J&MEAF,

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

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

P: K Context of Use |21 5- 4% Keyword #7521 — KU X @ OID Xi% Keyword

Definition CJiE & 7= {F = DA,

3)  submission E5E D FLHEG

<componentOf1>
<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>

——————— (#3454 D Ingredient Substance Z &9 2551%, ingredient %Y K T) -

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

——————— (%D Review Z 2T 28551, subject2 %) K T) -
</subject2>

------- (Application [ZOWTIZLAT D ) S M) —mme-

</submission>
</componentOf1>
Q: K Submission Unit OFEHHEKEER S (FIRKHFETIE"")
R: A Submission Unit 3B:# 3% Submission @ UUID,
S:  eCTD %A% =
T: 7K Submission DAZE-ST (] : IEA#RM, ZE#RH, 72E) 2R-9=2—F (JPCV O
"JP Submission"Z &I 5 L)
U: 7 Submission D=2 — K (FFT:) 2E#FET 22— KU A D OID,
V: K Review ® UUID,
W: A Review D A7 —H A (FIRFEH TlE"active") .
X: Woe4.
Y: ingredient B35 % 1\ 5 BRI LB RS R, X INGR" T IT LR B 2wy,
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Z. RS

AA: B4 DR Zx3 2 — R (JPCV [P Substance Name Type] # &5 Z
E) o

AB: Substance Name Type = — R (Eil AA:) ZEFRT H2— NU X LD OID,

AC: HEEE4,

AD: HFEX & 7xd 22— R (JPCV  [JP Product Category] =& 52 &)

AE: Product Category =— R (EFLAD:) Z#EFTH=2— KU X D OID,

4)  application B3 D FLH

<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>

——————— (#2809 Application Reference Z 123 235513, reference Z i V) x4, BIEHFE
(X, PR - ETRICIR 37, BRI L2, 2ol 5 HEs 2 CGElid 5, ) —-

</application>
</componentOf>

AF: K Application ® UUID,

AG: HEEFAEE O,

AH: K Application OFES (HLEARTFEAFEHF, L) 29 =2—F (JPCV [P
Application] ZZH$ 52 L)

Al K Application ® 21— R (EFL AH:) Z#EFTH=2— KU X D OID,

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

AK: EFE AL TORTBIEAEHIZOWT, TO#EOHEEZ /R =—F (JPCV [P
Application Reference Reason| &35 L)

AL: BR#HOFEED 7 — F (LFL AK) Z2E#FTDH=2— U X b OID,

5)  document F5& D FLEG

<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 NBMT 57 7 A NDF = v 7 LOFEET /N Y XL, {EIZ"SHA256"
TRITHIEZR 720,

AO: & Document 3BT 5 7 7 A /L D/3A, 23 A | submissionunit.xml Z £ & U 7= 4%
IRATIRITIUTZR B 720,

AP: K Document NEMT D57 7 A VLDF = v 7 ¥ L, fHIL sha256 A TRITUT R B2
/AN

6) keywordDefinition H5% D FC &l

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

------- (B4 D keywordDefinition % 123 25518, referencedBy Z i 0 IK¥, ) -

10. 2.

10. 2.

AQ: K Keyword Definition 23 EFs 9 5 Keyword OFEEE (] : WISAE, M. BEES. 7
) 42— F (ICHCV @ [ICH Keyword Definition Type] X (X JP CV @ [JP
Keyword Definition Type | &4+ 52 L) .

AR: K Keyword Definition 23 E#s 9 5 Keyword DfE¥i%Z ~3 22— F (L5 AQ:) % EF:
Ha—RU A LD OID,

AS: A& Keyword Definition O A7 — & A, fHIEX"active" T2 1T IT 72 6 72\,

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

AU: & Keyword Definition 23 E# 3 % Keyword DINEZ 3, HiEELED2— R (LFL
AT:) ZEFRTLHa—FU A POEHTF, Y%= — ) XA MIHFBEEPRETLHOT
H2HDOT, WHITE DM THMIEATMDAe (Bl OID, HEFEEEDT F A
) .

AV: K Keyword Definition 23 E# 3 5 Keyword DINEZ /R, HEELEDO 2 — RIZx&
T D RAR LTS,

3.2 ARK 212k ZUMIEH
ARIETIIAFD 33.1 1T R 212 K DR R O FEH B 2 79,

3.2.1  eCTD #&5l b) D #IkRiR H
A TIEIAEFED 33113952 12 K DA EZ D eCTD )1 b) DL fil 27~

1) submissionUnit 327> categoryEvent H5% F C O FHF

<submissionUnit>
<id root="AW"/>
<code code="AX" codeSystem="AY"/>
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------- (contextOfUse, submission |\Z O\ CIXENENARED )L N3 S M) —mmmm

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

AW: AR Submission Unit @ UUID,

AX: A Submission Unit DfEi % "3 =2— K (JPCV @ [JP Submission Unit] %S9 2 =
E) s

AY: K Submission Unit ® 27— K (E5E AX:) ZEFTH=2— U X FD OID,

AZ: K Submission Unit NEE®IZBITH EDX A I v TiRHENTZ0ERT2—F (P
CV @ [JP Category Event] #&M3 252 &) |

BA: K Category Event ® 2 — R (k5L AZ:) #EFTH=2— KU X KD OID,

BB: A Submission Unit AAED 331 12737 b)THDH I LxrTa—FK (JPCVD [P
Initial Submission Type] #ZH$T 5 &) |

BC: A& Category Event ® = — R (LFIBB:) #E# T 52— KU X KD OID,

2)  contextOfUse %57 DFCHH

<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>

——————— (#2455 Keyword Z 4295355 1X. referencedBy %4V IK9) o

</contextOfUse>
</component>

——————— (#4D Context of Use A 42 25513, component %V KS) -

BD: D a T XA L« TNA—TNFET DHEIC, IR EZED HE (BEGTE L
WA bHRHET A2 &),

BE: K Context of Use ® UUID,

BF: A Contextof Use 23MEE 9 % Document &V 24TAH CTD A L #~xd=2— K (ICHCV
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@ TICH Context of Use] (X JPCV @ [JP Contextof Use] #ZH4 52 &),

BG: A Context of Use ® 2 — K (L3 BF:) #E#& T H2— KU X ~® OID,

BH: K Context of Use D AT — & A

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

BIl: referencedBy %35 % I\ 2 BRIC LB/ HE R B L, EIZ"REFR" T2 T FULIE7Z 5720,

BK: A& Context of Use (2 5-Z 415 Keyword O =1 — R,

BL: A& Context of Use |Zff G- 415 Keyword €K7 52— KU A ~® OID X|% Keyword
Definition CiE ) 7o & DfHE,

3) submission %3 D FLEB]

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

------- (application \Z D>V TIZLL T D 4) 2B H)  —-mmm-

</submission>
</componentOf1>

BM: A Submission Unit OFE a5 E 5 (FIHFE TIE""),

BN: K Submission @ UUID,

BO: eCTD =& =,

BP: /K Submission OfZ{E ST (f 1 IEAR#RH, &R, 72L) Z27-32—F (JPCV O"JP
Submission"Z &35 &),

BQ: A Submission ® 21— K (EFEBP:) #E#FT 52— KU X hdD OID,

4)  application B3 D FLH

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

</application>
</componentOf>

BR: A& Application @ UUID,

BS: HGEE(EE DfE,

BT: K Application OFEH (BUEMRIEARHFE, 72 L) Z/~d =— K (JPCV [P Application]
BT L L),

BU: /K Application ® = — K (EFEBT:) #E&%T 52— KU A hD OID,

5)  document %% DFLHH

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

------- (#2552 Document % 23 555 1%. component % V) K7, ) --—---

BV: /K Document ® UUID,

BW: A& Document NEHT 57 7 A NDF = v 7V LORET /NI X A, fEIZ"SHA256" T
RIFAULR B2,

BX: A& Document 2T 25 7 7 A )LD/ A, X AT submissionunit.xml & FE i & U 72 AH%S /S
A TRITIUTR B 720,

BY: A Document NEMT 257 7 A NVDF = v 7 W A, fEIL sha256 X TF X267
/AN

6) keywordDefinition FL5% D Fra 151

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

——————— (H3%2D keywordDefinition % HEfli 9 545515, referencedBy % # V) ¥, ) -

BZ: A& Keyword Definition 23375 Keyword OFEE (i : @IE, dnd, BUEES, 7 L)
%/x9 22— K (ICH CV @ [ICH Keyword Definition Type| X! JP CV @ [JP Keyword
Definition Type] #ZMT 52 L),

CA: & Keyword Definition 23 E# 3 % Keyword DffifE%4 ~d =2 — K (EFBZ:) ZEHKRT D
a— KU X M® OID,

CB: A Keyword Definition D 27— 4% A, fH[X"active" T2 1T FUIX72 57200,

CC: K Keyword Definition 23 EF%7 % Keyword DN GHEIEDLFR, TAIOLFR, 72 E)
R, HEEE RO a— K,

CD: A& Keyword Definition 23E#9 5 Keyword DNE A ~9, HiFETLEDOa2— K (L
CC) ZiE#£TDH=a— YA POFEHIT, Y%=a— Y2 MNIHGFEDRATLHDOT
&% DT, I TE DHHRTHTTEAII D22 (B OID, HEFHEEDT F A b,

CE: K Keyword Definition 737 % Keyword DINE Z 7, HEEETE D 23— RIZRHIGET
D RRILFH,

10.2.3.2.2  eCTD #&RIl c) D ¥ ERIZH
RED 331 IRTHR 212 L D UIRREEHEO eCTD FER o) OREE L. LI FA#Rx, AED
10.2.3.1 IZ/RTFER] a)DAEE & AHEZ2 VD, ITF 2 I BE L TAED 1023.1 228452
&O
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® F: 'K Submission Unit NAEFD 43 27T ) THLZ L ZRda—F (JPCVD [P
Initial Submission Type] #Z&MT5Z &) ,
® Q: K Submission Unit O HIHRER 75 (KIARHEE TIE"2")

10.3  eCTD HETHDEH
10.3.1 WETHD 7+ LA HEE

BRI, FRED 7 AN F a2 RKED 5 22U TERT 5 2 &,
® F—MET N (eCTD ZfFEZFE T ANLHET DT HLH)
o F _WET 4+ NY (UHUKGETORMNERESE 7+ NI ET DT 3 LH)
® UUUGIICKVIEET 57 7 A NDBIESINTND T ANV F R ORED LT V5

10.3.2 WETHD 774U

TRO7 7 A NVERET D &,
® cCTD v4.0 XML A v &— (submissionunit.xml)
® Frv/HAT7 A (sha256.txt)
® YHUGIICLVRHET LT 7 AV

10.3.3 CRETHFD eCTD v4.0 XML A v+ —THEE

UGETHRED eCTD 1, fEHICE D 5T, AEO 331 IRTHEN a)Z WD Z &, G
(2, FEAREE IOV TIE, ICHIG 12> T eCTD v4.0 XML A v — Y Z{ERT52 L, 2
DY 7 v a r TIHSETHD eCTD v4.0 XML A v & — Y DR G2 rd, SERSCEME
DFEMZONTIEL, KEDTEZZRTDHZ L,

1)  submissionUnit Z327)> 0 categoryEvent B5& ¥ C D FL# 5]

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

------- (contextOfUse. submission |\Z O\ CIXENENARED )L N3 S M) —mmmm
<componentOf2>
<categoryEvent>
<code code="CI" codeSystem="CJ"/>
</categoryEvent>
</componentOf2>
</submissionUnit>

CF: 7% Submission Unit ® UUID, Submission Unit @ UUID /& H Z S 1253 57-%, #E
(\ZFEH L 7= Submission Unit & B L 720,

CG: & Submission Unit DA <7 =2— R (JP CV @ [JP Submission Unit] ZZH$ 52
&)

CH: 74 Submission Unit ® 2 — F (FFCG:) Z#EFT H2— KU X+ OID,

CI: K Submission Unit NBEEICBITDH EDX A I vV TiREENZ0EZ7RT2—F (JPCV
@ [JP Category Event] Z#Z&M4 252 L),

CJ: K Category Event ® 2 — R (EFLCL) ZE#:TH=2— KU X h® OID,
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2)  contextOfUse B35 D i

®  UGTRRZHHICIEMET 5 Context of Use DFLEH FIEIL, WIRA~OFLHE L & AHER
VW, AED1023.1 D2)ESRT L L,

® FEFEMH D Context of Use (2%} L C CoU Keyword #1801, &#AITHIBRT 5 Z L1 T
720y, BEFEH O Document (IZDOWT, B7pnar7x Ak« Z—7ZBEST
ToWGATE, 7% Document & Z /4 2 BEA7E D Context of Use ZHIFR L. #riil
Context of Use Z 4275, X45%## Context of Use I%, BEFEHI D Document X1~
TANEBHMPT 50, W7 7 AV E2HFEE L, 22 8H Document & L THH
THIENTED,

® HEITIRMLIECEELHIRT S5 Z &2 HYE LT Context of Use ZHIFRT 2555 D
FLHGNILL T oY,

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

CK: EHEDa L THFAN « ZN—TPNEET DH5EIC. RIEFTZED L (BEEAFE LR
WA HREHET 5 2 &), HIBRRIED Context of Use @ Priority Number & [FfETH 5 Z
EMHEFE LV, MOEIREIN TS, YEITFEELS /IR I LT RME 72
VN, HIIER S 415 Context of Use @ Priority Number (%, [F] Submission Unit LA T H Al HE
(272 %,

CL: HIBRXF5D Context of Use ? UUID,

CM: K Context of Use D A7 —# A, Context of Use & HIFRT 5 EE1%. AEIEAEIZ "suspended”
ZiEftd 2,

0 UGTHRIXEEZZELMZ DI EAEHME LT Context of Use # BT 5356, LT
D418 DRVBFZZBIND,
1) 12077 AN%, 12O 7 7 A NVTELHEZD
Q) 15077 ANE, EEOT7ANTELIEZD
B) HEEOTrANE, 1ODT 7 A NTELBRZD
4) BHEOT77ANE, HROT 7 ANTELBZD

EioFENFIZHOWT, LLTFICRT,

1) 12077 ANE, 1OO7 7 A/VTELEEZD

<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>

------- (fE#LRT D Context of Use |Z Keyword 231 5- S TW DA, A Keyword 2 Z Z (12
FLi 95, Keyword O FL#Ei LTI A~DFLH & FIER WD T, AED 1023 22452
Lo 7B, EHLAT & E L% O Context of Use [#] T, Keyword O} V= — RiZ[E— T2 T4
IRBIRN, ) e

</contextOfUse>
</component>

CN: HE D a7 XA N« ZV—TBFET LA, ZrlEFEZED HE (AL
WA BELHET 5 2 &), EH#LE D Context of Use (ZF1 Y 24T % Priority Number % AL
T5, MLar7FA L« Z)L—7HND Context of Use & B LARWVRY | EHAlE &
#14% @ Contextof Use @ Priority Number /&, FfETH, B> TWTH, 2L IR R0,
F 7o, [EHLET & EHL1% T Priority Number 23 #7¢ - TV T b priorityNumber@updateMode
BEZRAE L 2N T &y

CO: E#H#it% D Context of Use ® UUID,

CP: EH#i1% D Context of Use 2 E T % Document ZE| V4 T% CTD AHHLZ /R4 a—F

(ICHCV @ TICH Contextof Use] XX JPCV @ [JPContextofUse] #5325 Z &),
Z OfEik, B AT & E % O Context of Use [ TRIE T2 ALid7e H 720,

CQ: A Context of Use ®=1— F (LFE CP:) #E#KT 52— KU XD OID, ZOfEIE, &
il & & Ha1% O Context of Use B ClRME T/e 7 uE 72 572\ (7272 L. OID ORBICHEH
FNHN—=Ta F ST, B LTV ARLETR),

CR: [EH#11% D Context of Use D AT —H A, fH|T"active" T2 T LI B 720,

CS: replacementOf %35 % F\ 5 BRIZ LB IS B, EIZ"RPLC" T2 il uiE 72 6720,

CT: [&H#4RI1D Context of Use @ UUID,

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

2) 1207 7AN%E, BROTZ7 7 A NVTELHZD

<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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------- ([E#LAT D Context of Use |2 Keyword 234 5- STV 4551, Al Keyword & Z Z 1
FLik 7 5., Keyword O FCHE AT IEIIHIRA~DFLHE & FLER WO T, AED 1023 25352
Lo 7B, EHLET & EHL% O Context of Use [#] T, Keyword O V= — RiX[E— T2 iU
A SR /A VAV Que—

</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>

------- (IE#LATD Context of Use |2 Keyword 234 5- STV 4551, Al Keyword & Z Z 1T
Rk 5., Keyword O FLHE AT IEIFIHIMA~DFLHE & FER WO T, AED 1023 252352
Lo RFs. EHART & [EHL% O Context of Use fi] T, Keyword O N — RIL[Rl— T2 iF UL
ZAJ SR/ VAV Que—

</contextOfUse>
</component>

------- (AFLHA TIX 2 2D Congtext of Use 73 1 2@ Context of Use % &7~ 5 1] &7~ L T
W5, FIZZ\W Context of Use |2 > T 1 -2 Context of Use & [EH#L T H5A 1%, &Lk D
Context of Use DX72 1) component BHE %40 iIKTZ L, ) —mmmm

CV: DT XA N« ZV—TPBFEET LA, ZrlEFEED HE (AL L
WA bRLHET D 2 L), EH#% D Context of Use (2| Y 24T 2% Priority Number % L&
T5, ALarTHRA K« ZL—7HNO Context of Use & A L7RWRY | EHfap] L &
#14% @ Contextof Use @ Priority Number /&, FfETH, B> TWTH, 2L IR RU,
F7o. EHAAT & [EHLE T Priority Number 25272 > TUWNT b priorityNumber@updateMode
B L7222 &, #5 Context of Use C 1 2 Context of Use & & #9554
[E 1% D Context of Use D 9 6 1 D721F 28, EHARTOD Context of Use & [FIfE O Priority
Number Z > Z LN TX 5,

CW: & #i1% ® Context of Use @ UUID,

CX: EH#i% D Context of Use N EET % Document ZE| V¥ T% CTD AHHLZ /R4 a2—FK

(ICHCV @ TICH ContextofUse] XI%JPCV @ [P ContextofUse] #SM$ 5 &),
Z OfEik, B AT & E % O Context of Use [ TRIE T2 ALid e H 720,

CY: K Context of Use ®=1— K (EFL CP:) ZEXTH2—FY R LD OID, ZOfEIE, &
il & & Hat% O Context of Use [l CRME T/e 7 uE 72 572\ (7272L. OID OREIZHEH
FNDH A=V a rFFIE, B L TODHEERND),

CZ: [EH#11% D Context of Use D AT —H A, fHIT"active" T2 T IR B 720,

DA: replacementOf %35 % I\ 5 BRIZ A B E ) @M, EIL"RPLC" T2 i Huid 72 6720,

DB: & #4811 Context of Use ® UUID, #3447 Context of Use T 1 -2 Context of Use % & 4
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THEE . B OB Context of Use DA BIEENFME & 72 5,
& DIOfEIZEE & 72 5,

DC: E#it% D CoU & W4 % Document @ id@root J& A,

DD: CV: & [FlEE,

DE: CW: & [AlkE,

DF: CX: & [AlE%,

DG: CY: & [Al#%,

DH: CZ: & [FI£%,

DI: DA: & [Al%E,

DJ: DB: & [AlE%,

DK: DC: & [Fl#%,

B) BEDOT7ANE, 1 ODT7ANTHELIEZD

Z OFc#HF T, DB:

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

------- ([E#LATD Context of Use |2 Keyword 234 5- STV 4551, [l Keyword & Z Z 1T
FLi9 5, Keyword O FL#Ei LTI A~DFLHE & FIERWO T, KED 1023 22452
Lo RFs. EHART & [EHL% O Context of Use fi] T, Keyword O N — RIL[Rl— T2 iF L

IRBIR, ) e

</contextOfUse>
</component>

DL: B D =27 XA b+ FA—TBAHET BHAIC, EAMFEED B WHAFE L7
WIS BELIT D 2 &), EH#LE D Context of Use (ZF1 Y 24T % Priority Number % Fr#{
5, ML TFA L« Z)L—7ND Context of Use E EHMELRWRY | BRI & &
#11% @D Context of Use @ Priority Number |%, FfECH, Ble> TN TH, 2L XAV,
F 7o, EHAAT L [EHLE T Priority Number 25272 > TUNT b priorityNumber@updateMode

EEZRAE LN T L
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DM: & #41% @ Context of Use @ UUID,

DN: & #it% D Context of Use 235/E T % Document Z#| Y ¥ T3 CTD RHLAZ/rda2—F
(ICHCV @ TICH ContextofUse] XX JPCV @ [JPContextofUse] #ZM¥ 5 Z &),
Z O, EHLET & EHLE D Context of Use [t TRME T2 iF ALiX 72 57200,

DO: A Context of Use ® = — ' (EFLDN:) ZE&TH=2— KU A D OID, ZOfEIE, &
il L & #21% 0O Context of Use B CRME T/ b iuE 2 572\ (7272 L. OID OREIZHE
ENDHN—T 3 UEFIE, B L TV DB,

DP: [&#11% ® Context of Use D A7 —# A, fllT "active" T2 1 I 5720,

DQ: replacementOf %35 % F\ % BRIZ LB B, fEIF"RPLC" T2 T Ui 7e 720,

DR: EH#iRi1? Context of Use @ UUID, EH#iFjD Context of Use N H DA, & THOEHL
fif Context of Use 73, replacementOf B35 & & HIZHIFE S5,

DS: DQ: & [Flk,

DT: DR: & [Alfk,

DU: DQ: & [FlE%,

DV: DR: & [AlEE,

DW: #E #if% D CoU M & M3 2 Document @ id@root JE& A,

@) BEOT7rANE, BEOT7 7 A NVTELEZD

<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>

------- (fE#LRT D Context of Use |Z Keyword 231 5- S TW DA, A Keyword 2 Z Z (12
FLi 95, Keyword O FL#Ei LTI A~DFLHE & FIERWD T, AED 1023 22452
Lo RFs. [EHART & [EHL% O Context of Use fi] T, Keyword O N — RIL[Rl— T2 iF UL
IRBIR, ) e

</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>

------- ([E#LAT D Context of Use |2 Keyword 234 5- T4 551X, [l Keyword & Z Z 1T
Gk 5., Keyword O FLHE AT IEIFHIMA~DFLH & FER VDT, AED 1023 252352
Lo TREs. EHART & [EHL% O Context of Use fi] T, Keyword O N — RIL[Rl— T2 iF UL
foc E chl/ \o ) """"

</contextOfUse>

</component>

DX: D a TR A~ « TNA—TNFET DA, ForIEF2ED 5 (BEEE LR

WA LT D 2 &), B D Context of Use (ZHI Y 24T % Priority Number % Frl#,
T5, MUz TFA b ZL—7HND Context of Use & T LRWRY | EHAFT & &
#14% @ Contextof Use @ Priority Number /&, FfETH, B> TWTH, 22 LI RU,
F 7z, EHLAT & E L% T Priority Number 73 %72 > TN T 4 priorityNumber@updateMode
BYEZRAE L 2N T &y

DY: & #i1% ? Context of Use @ UUID,
DZ: &#it% D Context of Use 235/E T 5 Document Z#| Y ¥ T5 CTD RHLAZ/rda2—F

(ICHCV @ [1ICH ContextofUse] XiXJPCV @ [JPContextofUse] #4252 &),
Z OfEIT. ELET & BEHLFE O Context of Use [B] CRUE T/ T L2 H 720,

EA: K Context of Use ® 21— R (L5 DZ:) #EFKTHa2— KU XD OID, ZDfEIL, &
AN
=]

EB:
EC:
ED:

EE:
EE:

Hifi] & E L% O Context of Use [ CRME T2 UZ7e 6720y (7z72L, OID OKEIZE

ENDHN—T 3 UEFIE, B L TV DB,

&% D Context of Use D AT — 4 A, fE[X "active" T72 1T 1UIX72 720,

replacementOf i35 % H\ 2 BRIC LB HEER JEYE, EIX"RPLC" TRT UL H 720y,
EHLETO Context of Use @ UUID, (&7 Context of Use 235 H 556, & TDEH
fif Context of Use 73, replacementOf B35 & & HIZHIFE S5,

EB: & [Alf,

ED: & [F£f,

EG: [EH#11% D CoU 233 5 Document O id@root J& A,
EH: DX: & [Alk,

ELL
El:

EK:

EL:
EM

DY: & [AlEk,
DZ: & [FlEk,
EA: & [FlfE,
EC: & [Rl%E,
: EC: & [FlfR,

EN: ED: & [flkE,
E_O: EC: & E*%o

EP:

ED: & [Al%E,
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EQ: EG: & A%k,

® UGIRICXEZELMR DI LEENT 5E. JRAIE LT EROWT IO SE
Z HNT Context of Use Z &9 52 &, CELAZAZLMIH I LZERLEND
Context of Use Z HlIfR L. H#l Context of Use Z #2925 Z &3t Cld7zev, (&t
J X Context of Use (22T, HIFRE BRI K OIS LR E LT, 57
BICENH D & S L7254, Submission Unit O g ZRODHZ LB DH 2
LITHETDHZ L,

3)  submission %35 D FLHE]
® ETHE. S HERICETFE N 721U submission HHEBE T IXLLT OFEIC R /B O R
DR % FLHT 5,

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

------- (Application ([Z DWW TIIARIAD 4) &S M) —-—mm-

</submission>
</componentOf1>

ER: A Submission Unit D& H#E#HiE S (EANISHH S 4172 Submission Unit (ZFE# L 72
sequenceNumber@yalue JEMEEIZ 1 % /& LT 5E) .

ES: A Submission Unit 23B4i#9~% Submission ® UUID, IR submission.id.item@root J&1':
fiEf & FME T2 T id e 57220,

ET: eCTD % f13& 5, #IMIZEEH L7z eCTD A4+ 5 & A Tl i iuiE /e 5720,

EU: K Submission OAZE-SF (i : IEA#RH, 2B, 72L) 2+ 2— K (JPCV @ [Jp
Submission] ZZM$ 25 Z L), FRUIFEEHE L7 code@code JEVENE & [FIfE T7221T AT 72
YN

EV: & Submission ® = — F (ki EU:) ZE#TH=2—RFU X D OID, #IRIZFEE#H L7
code@codeSystem JEVEAE & R T2 1UE 72 57200,

® UETHE, HHLNL A Z1BINd 234 submission BHEAL T IXLL T ORRIZEEHT 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>
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------- GBI SN =5 B IZEIE 9 A Review Z itk U statusCode JEMEAE %2 "active" & L
T+ 5, ) -

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

</submission>
</componentOf1>

EW: A Submission Unit Oz HEFeE 5 (ERTIZSMH S 417 Submission Unit [ZFC# L 72
sequenceNumber@yalue JEVEEIZ 1 % /& LT 5E) .

EX: A Submission Unit 7% B # 3 % Submission @ UUID , ] ik IZ 5 #& L 7=
submission.id.item@root JEEAE & [FE C2RT UL 720,

EY: eCTD %A% 5, HRRIZFEH L7- eCTD A& 5 & FfE TRIFIUER S0,

EZ: & Submission OLE ST (fF : [EA$EH, &M, 72 L) 23 =2—F (JPCV D"JP
Submission"Z 295 Z &), FIMRIZFLEL L 72 code@code JEMEAE & [FE T2 T L7 &
720N,

FA: K Submission ®=— N (it EZ:) ZE&RTDH2— U X MO OID, #IAIZFE#H L7
code@codeSystem JEVENE & R T2 1UE 72 57200,

FB: ##LENNG H & BIEd % Review ¢ UUID,

FC: A& Review D AT —4% A, FHHEBNM HIZES#E T 5 Review OAJEMEAE X "active" T2l
N B0,

° @@&Hﬁ@iﬂfnéanD$é IRWVWT, FAEOBBRIZIBNT—HoMH 0K
RHFEOHLZIY TF 556, M T FEEZRE Lok Ok b R OBETRIZ
submission %’%EET%L}T@% \ZRLHT D, 7eds. eCTD f2HOAIT LY fh H DK
WHEFEEZIT D Z LiFTE e, £72, eCTD IZE £ 52T O H O/KGRHEE
T 5546, BUNITRWAREH L721212 eCTD 4217 2 BT 20,

<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>

------- (B DM B NEY T BTV D5 E1E. subject2 B5E L & HIZENEILD Review
Zaidi U, bRC & [RERIC statusCode JEEAE % "suspended" & L CTHEET 5, ) -

------- (WTFenTE LT, EF 720 Review I Ticdk LRV, ) ——m-

</submission>
</componentOf1>

FD: A& Submission Unit O#HE#EKEE 5 (ERTIZZ5H S 4172 Submission Unit (ZFC# L 72
sequenceNumber@yalue JEMEEIZ 1 % /& LT 5E) .
FE: & Submission Unit 7% B # 3 % Submission @® UUID , ] ik IZ 5 #& L 7=
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submission.id.item@root JEEAE & [FE T22T UL 720,

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

FG: K Submission DNZE-SS (B : IEASRH, ZEEH, L) 2R"4F=2—F (JPCV O"IP
Submission" &£ 925 Z &), FINIZELH L 7= code@code JEMAE & [FME T2 T T 72 &
AN

FH: & Submission ®=— F (EfE FG:) ZE&FT H=2— KU X @ OID, HIRIZFLH L7
code@codeSystem JEVEE & [FME TR T UL B 720,

FL ICTAnE & BHET 5 Review @ UUID,

Fl: K Review D A7 —& 2, BUF T 725 B IZBE T 5 Review O AR JEMAEIL "suspended" T 72
e b7,

o WETHHCH B A LTI A4, submission HEHEAL FIZLLTFO L 9 IZ5t#H T 5,

<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] Z3RELTIX, FIMUCIEH L2 TOEZ L WEEZREE L, ZRHTIZIX
ERBEOEAFLHET D, [FSBIZEE GO EE S 25513, [ U subject] EFERL TIZ4T
DEW & KM%, EHEFTC updateMode 13504 L 72V, ) ——mn

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

------- (DO B DEHRENEEINTWAIGE. BEINTWA A BIZEHET 5 Review
e CRLET D, ) e

</submission>
</componentOf1>

FK: A& Submission Unit O#HE#EKeE 5 (ERTIZZ5H S 4172 Submission Unit (ZFC# L 72
sequenceNumber@value JEVEEIZ 1 Z /& U7 50H)

FL: A Submission Unit 23B4:#9~% Submission ® UUID, #IIR?D submission.id.item@root J& '
B & FEME TR TN B 70,

FM: eCTD %A &5, WIRKIZFLHL L7z eCTD Z A& & A TR SR B0,

EN: K Submission ONZE-SF (B : IEASRH, ZEEH, L) 2R"F=—F (JPCV O"IP
Submission"Z 295 Z &), FIMRIZFLEL L 72 code@code JEMEAE & [FE T2 T L7 &
AN

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

FP: ZH #&Tehh B & BE$ 2% Review © UUID,

FQ: K Review D AT — 4% A, EH &G BIZB#E T 5 Review OAJEMAE X "active" T72
SEANECACL/AN
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4)  application B3 D FLH

<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>

——————— (#2800 Application Reference Z 123" 235513, reference Z i V) x4, BIEHFE
(X, PIAR - SETRRICIR &3, BRI L2, Z oSy 5 HiEs 2 Cielid 5, ) —-

</application>
</componentOf>

FR: A& Application @ UUID,

FS: HFEHTEEOHE,

FT: K Application OFEFH (BUEMIEARHFE, 72 L) Z/~d =— K (JPCV [P Application]
LT H L), WIRICEEE L7 code@code JEMEAE & FE T2 T Uid e 6720,

FU: /K Application DfEffiz /r9 2 — K (LFLFT) 2#E&HTH2— KU A D OID, #HIKIZ
FL#l L 72 code@codeSystem JEVEAE & [ T2 hUE7e 5720,

FV: 7K Application DBHEHFED eCTD S+ % 5,

FW: EFC FV: O g BE S ICOW T, ZOR# O Z 72— K (JPCV [P Application
Reference Reason| # &3 52 &),

FX: Bh#OfEEDO 2 — K (LR FW:) 2E#KT 52— KU X~ OID,

5)  document %% DFLHH
® UGETIRFICHTHLICHEMET 5 Document DFLHE T LR, FIA~DFLHETIE & FRER VY,
AED 1023 22T 5 L,
® U L7 Document IZDWT, ¥ A RMVORBRTEEETHZ L EZFRE, eCTD
DIATHA I NEBLTEERHIBRET 5 Z LIXTERY, A M OBRTEE
ET 2 HIEIFAED 10342 22T 52 L,

6) keywordDefinition H5% D FC#

®  UGTERHHICIRMET 5 Keyword Definition D FRE 151, WIMR~DFE#E 1k & HH
R, RAED 1023 25T 5L,
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® JEHEH L 7= Keyword Definition (22T, displayName@value JE LN 1~ 3R
LFHNORFLEEIET D L &BRE, eCTD DT A 7H A 7 Vil L CTEESCHIBR
FI DI LETERY, FRLTHNORLEZAEIET D HTIEITIAETED 103.43 25
T5HZ &,

10.3.4 1BEEROEH

BETRE, LT OEREEHT 52 &N TED,
1) =7 F AN« Z/—7NOD Context of Use Z/RNAF DA
2) Document % A k/LDFAFUEIE
3) Keyword £ L FHIORFEE
il JFALE LT FHROEHOAZARYE LTeCTD ZWET L2 &,

10.3.4.1 aY>FXX b - FIL—THD Context of Use RRIBFEDLER

T X AR - Z—7ND Context of Use RRNEFFIL priorityNumber@value JEMEEIZ L -
THREDHD, eCTD OYGETRHT YiLBIMEEZER T 5 2 LICK WV RRIEFEZELE T HZ LN T
X %, Context of Use DF/RIEFZ {522V CTIL ICH IG @ 8.2.5 Context of Use O Priority
Number 5%2ZMT 52 &,

10.3.4.2 Document % A4 FILDIRECIELE

10.

document.title@value JEMAEIZ I > TR S5 Document D & A N VIZRRFLD & D555,
eCTD OUGET R YL JBMEZ AT T 5 Z LICKVIEET 2 Z &M TE %, Document & A
NV OREGUEIEFIEIZ DWW TIL ICH IG 0 8.2.17.2.1 Document % 4 RV OFH %% 50425 2
&, Document % A MVOFEHL, [ U document.id@root 18 % %:FF L T\ % 42T ® Submission
Unit (B0 HIEE D Submission Unit 5 ¢e) ([CHEHT2EMAF SO LRESND, FFED
Submission Unit D23\ CHEF A H T 5 B ZFO%55 1%, 3D document.id@root fiE %
FFOHTH Document Z #2325 Z &, Aol LFOWTNANIEEYE T 5555 1L. Document #
A MEEHT 52 EITRO LR,

® FIHFED Document ¥ A LV ETEHT D,

® HRLOBIETIIZRL, ZA MVERICL Y LEDNESTHLED D,

3.4.3 Keyword RRXFFIDRIBIELE

Keyword Definition @ displayName@value JEVEEIZ KX > TR S5 Keyword DFRR LFH %
BIET2HENH D5, eCTD OUGTRHIC S XBMEMEEZ LR 25 2 LICKVEBEET L &N
T& %, Keyword /5 LT D FUEIEITHEIZ DWW TIX ICHIG @ 8.2.18.6.2 Keyword Definition
DERTHOER EE2BMT 52 L, Keyword HALFHNORFUMEEIL, FHPFHENCTREICE
i L7242 T? Submission Unit (Z 6T 2 ERZRSOH O LFREN 5, FFED Submission
Unit O %D Keyword & LFHNDORFLAEIET 25513, F721C Keyword Definition % E# 7
% Z &, F72 Keyword R T A OERFMEIEIT BIHGFEIITRE LW LICBET DL Z &,
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10.

10.

11.

3.5 eCTD v3.2.2 M5 DT

WA RFIZ eCTD v3.2.2 Z W56, SFAMIFIHIZ eCTD v4.0 Z W CTHET 5 2 &1
TV, FIEEHNS TG A 7V A I VD5 T ETHR—/NN—T 3 D eCTD N2 &
V322 ARl /A= 5 & VDT L72 3CED leaf ID %% v4.0 LAED AS—2 5 & Ve
HEN BRI 5 Z LT3 bRy,

3.6 WETHICHITHBESEIE

UUID THFE S415 1 2@ Context of Use,/Review,/ Document X°, code K (X codeSystem J&
PEE ORI B THEE &5 1 20 Keyword Definition {Z%f L C, [A]—¢ Submission Unit
W CRIRFIZEEROEME CITBIR I LB, HIBRE B L) Z217- TR b0, Bl ZIXE
THID X 51T, 15D Context of Use (ZkF LT, HIFRZ HAJ & L7z contextOfUse E5E & FKnIIA
FFrO R & B L& LTz contextOfUse %55 %, [Rl—0 Submission Unit CRIFFIZHEME L Tide b
720N,

[NG D]

<component>

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

<id root=|"7cSc6 11d-5b88-4018-8323-b21f1a731 880"I/>

pa HIBRZ By E L7z
contextOfUse Z37

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

</component> _

™

<component>

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

<contextOfUse> L
: >_E%ﬁ€’ﬁl§’ﬂk L7
<id root=|"705c61fd—5b88—401 8-8323-b21f1 a731880"|/> contextOfUse 5%

<statusCode code="active"/>

</contextOfUse>

</component> 7

eCTD VA0 XML A v E—U o BEEFT— 2 SR HEOBEEE

eCTD v4.0 TlX, 2957 7 A M L > TXML OFL#HGTEEZ XKB LTV iz, A
LT, AEDTEZZMLTeCTDVAOXML A v —VaEKT 5, 72720, HFEETT —
%% eCTD v4.0 XML A v —U 065U TIRIET 255128V TH, HEEE 7 —F 13k
WA RICHEE L CWDLERSH D, 16> T, eCTD v4.0 XML A v &— U5 HGEE T
— X2 E BRI L. BEEETT — 2 UNESRT GA L. ERBANCRR S AR H 5
CLIIHETLZ L, PEEETT A 2RI ABOBEFHEIILITOMY
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1)

2)

3)

4)

5)

MEEE 7 — ¥ 23 2 Context of Use |2 5- X415 study id_study title Keyword ™
study id i 701%, ML HFEE T T —Z DM I TV DHERID 7 + VX O FRE [Fl— &
THZ L, EL, EFORILF/NLFIT—HIEDHLET R0,

HEEE 7 — ¥ 23 % Contextof Use (Z1E, LLF DY (Z CoU Keyword % {1 592

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

SDTM 7 —% ¥ v k JP Terminology(Tabulation) | #)7e=— K
("sdtm"¥3 & OV'sdtm_j" 7

FNABLTDT 7 A V)

ADaM 7—4%t v b JP Terminology(Analysis) WEZpa— R
("adam" 35 X (O "adam j"
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TR,

o MRHOHFEETT —F 2 EHRT 256

Page 76 of 82



> [EHETO Context of Use BT 5 7 7 AL &, EHF D Context of Use
MWET D7 7 A4 LD O"mS/datasets" LA D 7 7 A VX AN —F LT
WhHZ L,

8) HWEEE 7 — ¥ %2295 Document Z FHF|HT 255613, AED 81 I12MA., LLTD
SEERETWIZTZ L, B, HEEEFT —ZIZBVWTE, AEOB2ITRT 774
IVOFRMAIERRD G,

® I S5 Document ZZ R L TV 5 H%h7 Context of Use 23, 4%z Hik
ERASIERD T A 7Y A 7 VHITHEAFIE L7200,

® X5 Document SEHR L TUVD 7 7 A /L & "m5/datasets" LA D 7 7 A
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7 A NV%& 2T 5 Document & FFIH L7256 1%, 2% Document ST 257 7 A /L
EHEFA%ZD. "misc"7 ANV FETFO7 7 A0 E LTI bbb,
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