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~O AT HEH A HIFE L7z eCTD (X, A Y HITHI—H L Tide b,
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3.6 TEFELROEYEL
FEY RN T 2ERNCEFBA M THEG. UEBLITAICL DERERROMRNE
EYRTRITIUEL B - N OCERGE, EBEEER L ORKWE, Y | EFEL LM
L7277 A4V % eCTD ITHAM L THRET A Z LidE LK 220, 72720, YEER &g
HIZHTVFEELRBICL Y BAETHGELZ LE L TOETERITRO DN, BETEAICEK
S THEEYROEGRRMEICENH 25613, YETFBLERET DL OKET 22 &0
b5b,

3.7 avhrA—LLEF-KR¥xxT3Y
ICHBBET Sy he— R -AR¥xx 77U (LT, TICHCV] &\9) 2z, Bli&
HETLHHABAEDa hr—/L K ARX¥y 77U (BT, [JPCV) &) EFEHT S,
AXY 77V EERT BT, Bi%eCTD ICEENIARBHFEDO O B, b FVHFEHRA
THN—=Varoa—RY XA T8, £a— R X NORMHIRIE [P OID
Listing) (ZCTHET 5, [IPOID Listing] 1% eCTD v4.0 ENFELE Sy &r— 2 THIB AR X
N5,

4. tXal)Tq

41 FIvsHL
eCTD HiETlE. eCTDVAOXML X vt —JICxdH5F = v 7 P aai#i L7 7 1L
(sha256.txt) (LAF, [FxzyZ7HLT77A0] LD, ) ZiHTHELEBIZ, Tz 7
T LT 7 A NERAE 2 DREH T 7 A VDT = v 7% L% eCTD VA0 XML A vt —JIZF#k
T528, Ty VLT 7ANORNTEKReCTDVAOXML A v tE—UIZF = v 734
%R 5 B OV T, ICH IG @ 5.1 Submission Unit O & 5.6 F = v 7 ¥4 %
BRI HZ L,

4.2 TJF7AINEBEEOEF2) TAHRE

JFAIE LT, &1L eCTD OB 7 7 A Vit L, 77 AL~ bDEF 2T 4 RE
RNAY — FMEEO—ZEH LTI b2, filskE LT, H3E. 545, KO 5
WCEENDEERICONTE, FEYRITE AR T — FAT XUTREHEFEDOHFHRA T 72
LIZ7 7 ANVNEBREZRET S Z ENFARETHIUR, thotX=U 7 o€ (HR, CEOE
B, 728) DEHAINTHNTHELIAR, £, H1LBICSENRDEZENLLGEITH
[FERDWNE T 5, 7ok, W%, FEYRORDNH HGEITHLNITRETE S &
I HIRIFTEEZ 7 7 A L& Hefi L TR < 2 &,

5. eCIDICEFNSTAILFRBERV I 7AILIARICEHT H2EH
51 BRI+ ILFTHEE

FERT A VARSI, LTICED 2 &,

® ICHIG LD 7 4+ VARSI S SRR T 5 2 &,
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® Document & 5V MET 7 A VORI Ko THEMNT 25 7 7 A W DBMFEE L 2 WA,
HUTDLCTID B DT A VF EER LW &,

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

® FoEEIX. CTDAED 7 44 ("ml", "m2", "m3". "m4" K O"m5") ZEE 5
e, L, BEBEEBUTOZ A AXIEBWTIE, TALZ 0 I 7 7
ANEFT 0T IV F IR LAV 2 &y

® I 1HOMMIZONWTIX, KRED L EZSRT L L,

® FAHE, EESIWMAMT oM OMEFIT, —HMEFI LI T AN F LT D
Lo

®  EFHIHA L AN T A RIRTHGEE 7 —Z1X, ICHIG il 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 AV [E 7 A E R L, DL ORRICEE T 5 2
&

m5
531-biopharm
532-pkbiomat
533-humanpk
534-pd
535-eff-safe
536-pms
537-listing
54-|it
datasets

[study id/iss/ise]

(LAF. Bty Rz 2 M)

5.2 @4&RA|
FBLHNOESEICEDD 7 A NVE RO T 7 A4 WZHOWTIE, FHIE LTICHIG fE# o 7
FIWVERNT 7 A NG BRANCHED Z &, eCTDVAOXML A vE—U bR EN 5 HFEE
TT =2 ORI O T, FfiT A RIciE> 2 &,

5.3 ®mKRNRE
INZDIFREIVLICH IG OFHITHED = &,
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6.

1.
1.1

1.2

1.3

1.4

eCTID ICEEND 771 LIEKICET HEH

eCTDVAOXML X v =V inb 2T D57 7 A VD55 HEEEFT —Z D7 71 VA
[ZOWTIEEIN A RESRT 52 L, HEEE T —#USNOES PDF AT
Microsoft Excel /&= (xIsx) LSO 7 7 A VTR T 2 BN A U618, FailcHEs
HRITHRT D &,

eCTD v4.0 XML A v E—2ICBET 2 EH
FySHP94HA—IT2a—F
UTF-8 Z# W5 Z &,

Ayt—U-AvE
Avt— Ny XOFTHEMEIL, ICHIG 1T LT oEHABRIZEH S b,
® receiver.device.id.item@root JEMAEICTEET 2 FEET A KO OID 1E, %i%eCTDIZE
NOHEKRHFEDO I B, bR VWHFEARATHEN A= a VEARET D 2 &, &2
— a2 OAZMIRIZ [IP OID Listing) (2 CHIEHET D,
® receiver.device.id.item@identifierName JBMEAEIL 128 SLFLLTF ET5 2 &, 7ok, 5FEY
SRSz E M 2 L 7R,

EEFLLTOVERRVEHEORY KL

eCTD VA0 XML # v — D3 1 — RIZEBW T, integrityCheck E 3 % [ < £ TOERKIC
FHEBLUSNONEEFF-ENWZ &, £7o, WEZFIZ/2V integrityCheck 23 K OV I —1E
AL L TRi7Z 872 integrityCheck R 42 H L7\ 2 &,

BAEIZOWTIE, XTI EE R B L w2 &,

RAO—FIZEEND NN EEZRUVELOERAZ

eCTDVAOXML A vt —YDAF—< %, FEYRDEH LA WER L OEME, M s
RFENRR ZERLVEE, WNCHROATHEAT 2EREL VB G, FEYFIC
2T 2% eCTD VA0 XML A v E—UICE £ 5 EE KB HEOMEHTIEIC DN TIEARFEDRT
IS & &L, AEBICHRENRWER L WEEITRME L2 & el 58478 RPSR2
AX—=llFaErTay s NETIV « AXF—BEFENTNDH0, YEOM, HFAY R
BWTaery7uX 7 METIL - AX—<IFEHINRV, 2E T BX 7 NET VO
IZHLT D% A 22RO &,

7.4.1 wZEEZ (controlActProcess)

eCTDVAO XML A v E—T DA a— REBET 572 D222 7 control ActProcess %55 K
Wk, WONCFDTFEZ L OEMEIL, ICHIG ICE#E D@, ICHIG ITit-> T4 2 =
L,
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7.4.2 submissionUnit
Submission Unit & 1%, —EDIRHITAIZ L » THEEY IR SN S CE X OEFROES
Z 79, Submission Unit 1%, submissionUnit 22312 L » Tk 5,

7.4.2.1 XML EDsEE &R
submissionUnit 3 O L EATIC DWW I, ICHIG IZHEH Z &,

7.4.2.2 XML &5
LRI 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 OFL FOEFR, WNZEFN L OREMEIZX, LLTo@E»,
BER B 2EE fEDEY e
1E D4

submissionUnit [1..1] AREFZIT, FH Y IR
2 XELXOERE
AT 5,
id [1..1] ICH IG ft# i@ v ,
root [1..1] %72 UUID ICH IG FLd i@ v ,
#-
root="c64abdbd-
c052-439a-bbcc-
£00198139790"
code [1..1] ICH IG Fldk i@ v ,
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B3R

Bt

code

SEE

[1.1]

EDH
1B DG
THA K

#1. code="jp_ctd"

At

7 Submission Unit O ffZH
g a—R, a— NE
T . P CV © TP
Submission Unit] =— K
URARNGI®EIRT 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 bD
OID,

title

[0.1]

ICH IG Ft# D v

value

[1.1]

THFA R

i value=" /%"

ICHIG RtfidDi@E v,

component

[0.%]

ABLH T contextOfUse 22
FREKANT D,
contextOfUse T35 D FEH
IAED 744 2B
5Tk,

componentO
f1

[1.1]

ZN 3 ES X
sequenceNumber % 3%
Y submission B3 % #4544
T 5,

sequenceNumber 3% D
FHAIAED 748 25
2 B R

submission 5 DFEMI
149 %2 HT25 2 L,

componentO
f2

[1.1]

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

BEREVREME B
DR FA

FHl Context of Use 232855, IIBESF Context of Use % &,
Bl K OVE 9 5854 1%. Context of Use = & (2 component %3 4 2
95 Z &, Context of Use DFEMIIZ OV TIX, AED 7.4.4 22T

5T &,

submissionUnit.title 258 OFEALIX R FEE SMEEIZHIBI T 5,
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BR fEDH

1B DA
= =i > ICHIGRt#EoEABRANIIN A, LR #EH I N5,
A ® LIFDOWFHAIZiZY 4% Submission Unit [ZHEI F 5,

< %D submissionUnit EENEL STV D,
< submissionUnit Z3E A3 RAE ST e,
<% title@value EMEAEAY 1001 SCF LA ETH D,
< PIRRERHERC component EEZE MR LS TV,

® submissionUnit.statusCode %% % F S 4172\ >, Submission Unit %
B P 2858 13BEY RICHET L 2 &,

® JFHIE LT, A Y FIT submissionUnit.title@value J& il 2 L
W, e, KBEOHEORIZONWTIE, AED 250 [FF 2 K
B E U TR REZAR U] I THRE SN XTFRICIRE S /e
AN
EROAEITIN 2 THE O N X GEABLHNIERC 20,

DN RO AAMRITIN 2 THE D ~EEAB AT R e,
ROAEITIN 2 THE O N X GEABLHNIERIC 20,

7.4.3 priorityNumber for contextOfUse
Priority Number (X, =7 % Z b + Z/L—7PN® Context of Use DFE RIEF 2 EF L.
priorityNumber 232 L » CTiEfit X415, ContextofUse (X, T F A K « Z—F T LT
Priority Number O S JIE CHR RIS D, 70k, HFHFE 7 —ZICOWTIREAIE LT, HFAY
RTIETZ AN T T 7 ANVBDOFIATRRIND,

7.4.3.1 XML £ FC & &P
priorityNumber 3 OFLHEEFTIZ OV CiX, ICH IG @ 8.2.5 Context of Use @ Priority Number

EGE i AR

7.4.3.2 XML &5
LLUFIZ priorityNumber 2238 D XML Fe#lifil 2 =37,
<component>
<priorityNumber value="1000" updateMode="R"/>
<contextOfUse>
LD
</contextOfUse>

</component>

7.4.3.3 WML ERRUVEM
priorityNumber 238 ik "2 DL T OZEFHE | WNZZNH DEMEZLL T D@,
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EDE

1B DH)
priorityNumber [1.1] ARBEFE T TF A -
7 —7HN®d Context of
Use OFRRIAFZ~T1E
WA NI D,
value [1..1] FAET Context of Use HE3# D
ANEF AT TR 5
#: value="1000" | &3 % F5E4 5,

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

updateMode="R" | #_

G DVEONERE > contextOfUse R A2t 545G LITIINATH D,
DM HA] ® priorityNumber@value
> BEHEH o Context of Use @ priorityNumber@value &1 % % 545 &
. UTFEIRETHD,
®  priorityNumber@updateMode
EH “ial > ICH IG iLa o EHIHANIN A LR S5,
A ® LIFOWPIAICEEY T 2 Submission Unit IZAI F S5,

> FHFENT, 120arTXRA L - ZA—FIBT 58D
H7%h7¢ Context of Use 23 [FIE > Priority Number % &>,

S WREHEEZO T A T A 7 v E2BEL THO TRET D
Context of Use (Z priorityNumber@updateMode J& i 23 f2 ik &
ncng,

< ZETEEZ priorityNumber@updateMode JEPEME A HRAE S TV 5
723, priorityNumber@value J&MEAE 23 BT S 40 TUN R0,

® HIFEHE 17— &2 M7 % Context of Use |2 X 417z Priority Number
X, BEYRICBITOHFEETT — X ORBNEFITE L2,

® i K & » Context of Use % HIBR 4 2 I ft4 2
priorityNumber@value J& A 1%, HIBR%F5: D Context of Use @ Priority

Number CRMECTHDZ ENEE LV, OENRRIESNTH, 4

IR Y BRI S N LT R S 2 HIBR &% Context

of Use ™ Priority Number /%, [l Submission Unit CARE T H rIREIC 72

Do

® IR A D Context of Use % HH > Context of Use TE#d 2 BRiX,

A LarFF A k- 27— Contextof Use & T/ L7RVVEY |

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

BipoTHWTh, ZLIXRRV, Fio, BT L EH% T Priority

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

L7anWZ &,

ERARITIN R THE O ~EEHBLANIERIC 20,

71.4.4 contextOfUse
Context of Use (X, XEFEDMESITZEFKT D, Context of Use 13 contextOfUse ZLFIZ L -
TR E., BT O code ZHHRIT K » THFEERNONALEST (CTD A L) ZfE L.
documentReference E3£(Z &> C 1 2™ Document Z {5 ET 5, ZHIZX V., FBEESZ
Document 23 43 HGEIZHB W T, EDOCTD R LICET 20BN ERIND,
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7.4.4.1 XML E DR & &R
contextOfUse B3 D Z0#fH AT IOV TiL, ICH IG @ 8.2.6 Context of Use Z 2 &4 % =

&O

7.4.4.2 XML &5
PAFIZ contextOfUse L3 0> XML Fi#kf 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"/>
] S
</contextOfUse>

</component>

7.4.4.3 ML ERRUVEN
contextOfUse Z32 N N OB T O E SR, I NZENHDEMEIX, ATo@E»,
BER B 2EE fEDEY A

1E DA

contextOfUse [1..1] AREHRIL, FEYRITHR
M3 23x#EL CTD A
L& BESIT 57200
WERWNT 5,
id [1.1] ICH IG fL#iDiE Y
root [1..1] %472 UUID ICHIG FL# D v,
#.
root="7c5c61fd-
5b88-4018-8323-
b21f1a731880"
code [0..1] ICH IG FEdll D@ b
code [1..1] T ¥ A b ICHIG it#»i@ v, ICH
CV @ TICH Context of
4 code=" Use] XiX JPCV @ [P
ich_3.2.5.2.3" Context of Use] 7>55%4
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
codeSystem="2.16. | ¢ [JP ContextofUse] @
840.1.113883.3.989 OID Z#ft4 2%,
2.2.1.1.2"
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EDE

originalTe
xt

1D

ICH IG 5t# D

value

7T XA b

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

ICH IG 5t# D

statusCode

L.

1]

ICH IG Ft# D v

code

L.

1]

AT

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

ICHIG Fe# D@ v, 4%
Context of Use 273G %hT
HAUZL Tactive] %, HIFR
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 %
ZRTLHZ L,

typeCode

L.

[ 7

typeCode="RPLC"

A JEMEIL replacementOf
PEE O DBRIC
HERENETH D,

derivedFrom

[0..

ZN Cid =S i
documentReference % %
S R
documentReference % 3%
DFMIIAFTD 746 %
ZRTHZ L,

referencedBy

[o..

*]

AFEF T keyword EHE %
FART 5,

keyword ZL3E DFEMHIEA
D 147 BRI HZ
&

typeCode

L.

[

typeCode="REFR"

A BT referencedBy 22
Fh AV DB LB
HEHERETH 5,
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il

B3R Bt ZEE fEDE B!

1D
IS VA0 =R ea| > contextOfUse.statusCode@code  J& 1 fE 2 "active” T &H 0V . » D
DA priorityNumber 2373 updateMode JEME% & £ 72 W56 LN IZMZAT

»HD,
® code@code
® code@codeSystem
® derivedFrom

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

priorityNumber@updateMode J& M EN RS TV D & &, LFOW

TN ONHZ & T Submission Unit IZH T &5,

code@code

code@codeSystem

replacementOf

derivedFrom

referencedBy

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

9% Context of Use = & |Z replacementOf 235 Z #2192 Z &, Context
of Use DEHDFEMIZ SN TIE, AED 745 25T 52 &,

> 150 Context of Use |28 D Keyword % {159 2851, 1595

Keyword = & (T referencedBy 2235 - #2flk9-% Z &, Context of Use (24}
59 2% Keyword OFEAIIZOWTIE, AED 747 2203752 L,
EH cial > ICHIG RLdoEHIBANINA . LR S,
#LAI ® LITFOWTIIi%Yd 5 Submission Unit IZHI F X s,

< code.originalText@value J&EMEAY 129 XF LA ETH D,

< statusCode@code J&'EfE 73 "active" & OM'suspended" DWW T 4L T $

720N,

< statusCode@code J& {723 "suspended" T& % Context of Use @

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

VIIEHEZ GO T A4 7 A4 7 V2@ L TH O THRMT D

contextOfUse 252 statusCode@code J& 413 "suspended” T &

5o

HIREE R replacementOf ZEE AL STV 5,

WA H R derivedFrom 235 % & & 72\ contextOfUse B33

Rtz TV 5,

BT S 47z Context of Use & [6 U id@root J& Ml % £
contextOfUse ZEHE ##2H4t L Cid7e 6720y, EH ITHIBR S -
Context of Use & FEHHIZ L2V A1, #HiBlo Context of Use &
L CHIENT D2 &,

RERARITIN 2 THE O ~ S GEHBANIERIC 20,

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

% @ Submission Unit I3H F &5,

ERARITIN 2 THE O N TEHBLANIERIC 20,

> < %

°
I

7.4.5 relatedContextOfUse
relatedContextOfUse B3 (%, #£H 7 7D Context of Use % ##L™ Context of Use T3 2
BRiCfE I S5, relatedContextOfUse 223513, il Context of Use O —F 2138 & L CTHH S 41,
id EHRIZL - TEH I D Context of Use ZH5ET 5,
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7.4.5.1 XML = Ee& & RT
relatedContextOfUse Z3E O HEE AT IZ- 2\ Tid. ICH IG @ 8.2.7 Related Context of Use

(ContextofUse D7 A 74 A 7 V) EHEBZWTHI 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 E3 &k N DOfL FOEZE, WNZEN L DEMIL. LLTFO®EY,

BER B Z2EE EDH Al
18 DA
relatedContext [1.1] AEFIL, B IND
OfUse Context of Use D% %
AT 5,
id [1..1] ICHIG fta D@ 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
% aangsahill priorityNumber@updateMode JEHEAEAFREE SN TS & & BLF O

A& te Submission Unit IZEI FEn 5,

® relatedContextOfUse

EH =<'l > ICHIG stk oEHBIANTIZ . LF 3@ &b,

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

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

< id@root JEMEAF A3 7759 Context of Use 3, 243% Submission Unit ©
fEftEhTnb,

<% id@root J&MEAE A3 7159 Context of Use 23, eCTD 5243 & A3 A
ThDHHEOBEDORHEIC L > TRE STV,

< id@root JEMEE 29 Context of Use 73, eCTD 4% 573 M
THDHHEOBMEDORHIC X > THIBRUTER SN TV D,
ERARITIN 2 THE O ~ S GEHBANIERIC 20,

DN FELAAMITIN R THE D N EEABANTEIC e,
ROAEITIN 2 THE O N X JEABLHNIERC 220,
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7.4.6  documentReference
documentReference 2313, Document #5795, documentReference 2|2 L - THRE S
A7= Document (%, HIEFE TH 5 contextOfUse T D code HHEIZ L » THRE SNIZHiEEE
WONLEDIT & BE#ESIT b b,

7.4.6.1 XML EDSRE &R
documentReference BE3E O EFTIC- DUV TiX. ICHIG @ 8.2.8 Document Reference %% %

S0 S TN

7.4.6.2 XML S2 & /51
<derivedFrom>

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

</derivedFrom>

7.4.6.3 MLERRUVEH
documentReference E3& &X ONF OFL F O EFE, WNZZLLDEMER. LLFO@y,

BER B ZEE EDH Al
18 DA
documentRefer [1..1] AL, Context of Use
ence L BE S % Document
DB F 2 KA 5,
id [1..1] ICH IG fta i@ v ,
root [1..1] %272 UUID ICH IG Ft# i@ v ,
#.
root="al7b06a2-
a040-431d-8e5b-
1f678c83af3c"
CE LAON e > contextOfUse.statusCode@code  J& £ fiE 2% "active” T &H VD . O
DA priorityNumber %373 updateMode J&ME% & £ 7204, LLUFITMAE

Th b,
® documentReference
> contextOfUse.statusCode@code J& 14 fE 73 "suspended" T & 5 . X &
priorityNumber@updateMode JBYEE TRt STV D & & LI O
%4 Submission Unit XA F & 5,
® documentReference
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BR fEDH

1B DA
= “va| > ICHIG tdoEAMBANCIN A, LF2EH S b,
A ® LIFDOWFHAIZiZY 4% Submission Unit [ZHEI F 5,

< id@root JEMEAEAN R Document 73, 47% Submission Unit & (X
FEYRHOT —H RX—=Z*OWVFTIUTHTFE LRV,

<> IR R documentReference %35 % & % 72\ contextOfUse
WENEES TN D,

*EAE Y FIL, eCTD V4.0 2 H U THEH & 4172 Document (22T, H3%H

FEOERY T HNRWERY | JEAGTEA AT ECCEE BRI E O 2 W
(LT, THEOHREIM] Lo ,), 7T —FX—XRE L TN D,

RERARITIN 2 THE O ~ S GEHBANIERIC 20,

FEEAARITIN 2 THE 5 ~ZGEMAFANIFC /20,

ROAEITIN 2 THE O ~ X GEABLHNIERC 20,

7.4.7 Context of Use keyword

Context of Use |27 5- =415 Keyword (LLF,  [CoU Keyword] & 95, ) I%, Contextof
Use 2379 CTD AL LIZxI 3 28001 &2 219 %, CoU Keyword (& contextOfUse ZEFRAL
D keyword BT Ko TR, RESLUTO2HELH 5,

1) ICH XUFHA 4RI X - T Keyword OFEEE & B8 HD 5T 5 E D,
%1 : ICH Document Type. JP Analysis Type. 72 &,

2) ICH XA MR X - T Keyword DFEFHA RO HALTH Y, HFEFEIMEE A
WD Db D,
5] : indication, substance. group title, 72 &,

FFE 2)D Keyword & 53 2 B81%, %5523 T Keyword Definition Z H»CT% O
#EFRT 5, Keyword Definition DFFMIIATED 7418 BT 25 2 &, 7eds, HiEETFT —
HZWZOWTIHFAIE LT, BERYBD T T AN T4 LT 7 A NBOFRINECTEREIND T
B, RAROERZ Keyword TSN A HFHRIIBE SN RN 1D D, HlzIX. HiEETFT
— X %283 % Context of Use |Z group title Keyword Zff5-L7- & LT%H, %% Keyword |2 k&
o> TS 7z Keyword R SUFHOE#IL, grouptitle / — R & L TERENBRNI E0H
Do

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

7.4.7.2 XML E2&:45)
LTIz, Context of Use (Zff5-9% keyword Z3& D XML Fe#ifil & 73,
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>

kR 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 %, ZEfiIAED
7418 T HZ L,

7.4.7.3 MNMLERRUVEMH
Context of Use (21595 keyword Z3& i N2 OFL FOFFR, WNZZEN L OFEMEX, LT
DY,

fE DR
e
keyword [1.1] ARBEF L. Context of Use
DBMERZIHEET D
TR HENT D,
| code [1.1] ICHIG FLllDiE Y,
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BR B ZHEE E DR i
1D
code [1..1] FEZ b ICHIG ft# i@ v,

A

code="ich_route_1

code="MANUO001"

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

A :
codeSystem="My
list 001"

C O el BRLoo [ EEE ) MEOR) KON T ORI A THE S XS
DA AllZ 72,

EH el > ICH IG i@ FHHANC I A, LR S5,
#LAI ® URZHIFENICHEE O RF W INE N FIE (1 SO D CoU
Keyword (22T YR HFENICEE DN FE) L, ERZEhico
WTEERNT 25613, YaXfEHO CoU Keyword % W T%
DR ZEWRT D 2L (B EEORAK 2GR DO%EI1X. CTD i
HLUE, ®HIOXBI2H< X 5. product Keyword % 15 LD
32P #IHN.TT %),
® LITFOWTINIZiEY 3 % Submission Unit (ZHEIF S5,
< ICH CV @ TICH Context of Use] % JP CV @ [JP Context of
Usel 12X o> THRHFERFRO 5TV 20 Keyword 23 5- 4T
WD (7272 L, HEEE 7T — X 22 L T\ 5 Context of Use ™
BaiE, AREO 11 0 21I2dH D Keyword (1615 &3 5),

< ICH CV @ TICH Context of Use] % JP CV @ [JP Context of
UselIZ X - T L SN TV 5 Keyword 235 STV 70,

< 150 Context of Use {ZxF L C. [ UREED CoU Keyword 7348
B TWD,

< ICH Study Group Order Keyword 73 {5 X430 TW\ 2% 23, study
id_study title Keyword 23 5- X4 TU 72200,

> HEET— 2B L TR Context of Use (2, LLFDW
TN D Keyword 235 T 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 Tuheln,

> TERREEHELEEE CIX 27 — % ) (Non-CP) LIS A R7 P
Analysis Type Keyword 73 5- 41TV % Context of Use 732 i
L T\ % Document (2, text.description H 32 Mk X CTuze
AN

FREEARITIN A THE O ~EEHHANTAR IS a0,

N > JP Study Data Category Keyword 2 #Eft S T\ Wifs, £ o
Submission Unit [Z#1 F &1 5,

» JPStudy Data Category Keyword 234k 41 T 2354 . % @ Submission
Unit IZAI TS5,
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7.4.8 sequenceNumber
Sequeuce Number |Z. sequenceNumber 2352 L » TR S, FHFFENIZEBIT S
Submission Unit D A & KRS A R g e & o 2 f2fit 45, BRI T 5
Submission Unit (Z & > Tk S 72 i, FEBRIZB W GBI S D
Submission Unit {2 & > T&ET &4 5, Sequence Number |%, Submission Unit = & 1ZBfH& X4,
RHIT L ITHEMT 2F S5 TH D,

7.4.8.1 XML £ EEEk &R
sequenceNumber 23 O FLHEE FTIZ OV Tid, ICH IG @ 8.2.12 Sequence Number %5 % £ -4

5T &,

7.4.8.2 XML &5
LUFIZ, sequenceNumber Z3& D XML Gl 2 =7,
<componentOf1>
<sequenceNumber value="1"/ >
<submission>
LR
</componentOfl>

7.4.8.3 WL ERRUVEMH
sequenceNumber 235 K O DL F O WNTEN L DOEMEIL, LLITD@Ey,

B3R B ZEE EDH e
fEDH

sequenceNumb [1..1] AEHIL, FHFENICE

er \F % Submission Unit D $&
HE Fr & R R 51 % 7~ 3
TR ZENT D,

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

G VLR R FELo [ZEE ] MEOR] RO [F ] OWNFITINZ THE ) SR
DA HltZ 72 v,
EH ol > RIS IR U R RS 12 3 W) TRk 7+ D Sequence
A Number ® 5 5, i RKOMEIZ 1 22 L7-$fE % Sequence Number & L
THfMT 5, oL X, KK Sequence Number fE % 5> 42 it i 7
Submission Unit #$FE 3 512867V . submissionUnit.code@code fE ™
B D720,
> LUFOWTIZi%Xd7 % Submission Unit 1A F &b,
o AT ITETETFTD 1] 2vH 1999999 DIEKLIS DA% Sequence
Number & U C#AfEL TV 2%,
® Sequence Number & 55 g 7 4 L X4 BN—F L7220,
o YINHRHIRFIC, TFRCIEMABIAN @), b) & o) HI X 720 Vil % Sequence
Number & L TRl L TV %,
®  ETHELZ Sequence Number 23 1] 28I L T 7220,
® ETHEIC, BEHEH @ Sequence Number fiZ #2fk L T\ 5,
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fEDR

1B DA

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

> R L7z submissionunitxml ZH UE$ SUIEEH T 5 85E81T
HUE L XX AR H k5 o submissionunit.xml & [F]fE @ Sequence
Number Z #2925,

> PIREEHRF O b)D Sequence Number i 1] &35,

> CERHLZ b)E2H UET SUIERET 5841, Sequence Number
Iz ) 225,

> PR HRE D ¢) Sequence Number 1% 2] &35,

> —EEH L o2 LET XIIFERET 5385415, Sequence Number
BEIIC 2] L5,

7.4.9 submission

Submission 1%, submission ZEF (2 L o T X7, YXHGEICE N D0 E OEH 2 2t
%, Submission |% eCTD Z A& 512 L > CTXAIS v, 1-20 Submission 1%, HEC I
DO BERE G Z LN TE 5, Submission 2A2AET 2 8 HIZRSE9 % Submission Unit 1,
3% Submission @ MG L L CRE ST H7 273, eCTD VA0 XML A vt — ki
submissionUnit 535 0 T %3 & L C submission BN E(ET 5, submissionUnit 3%, H
B3 BHiE-3 < Submission DO fF# % . submission FE & LTI 25,

7.4.9.1 XML EDEREERT

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

7.4.9.2 XML Z2&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>

1.4.9.3 XML ERRUEM

submission Z 52 & N ORL FOESR, WONZZEN S OFEMEITLLTO@ED
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EDE

1B DG
submission [1.1] AREESE 34 7% Submission
Unit (2 B S TRk &
RN R T
5
id [1..1] AREEHRIL Y% eCTD HFE
DR T2 AN D,
item [1.1] AREFRITY3% eCTD 35
DA% FANT 5
root [1..1] ¥4 72 UUID X Submission @ UUID,
ICH IG FL#l DEEEHIFE
A WHI» 7273 X4
root="c4550245- | |z i\ EEH NIRRT
fa32-444e-8433- | ~
702fbba7a8d4"
extension [1..1] oA BT eCTD = f+%& 7,
A
extension="201605
05001"
code [1..1] AREHE(TY45% eCTD Heh
DOALIEST (EARTEH,
SERH, 70 8) M
T 5,
code [1..1] TXA B 5% eCTD HIFEDNLIE D
JERTa— NMEAZE
A L LTHD, 22— NMEIX
code="jp_original" | JpCv ¢ [JP Submission
a— KU X M58
ERCE
codeSystem [1..1] ®%¥472 01D [JP Submission] =— K
J X ~®D OID,
A
codeSystem="2.16.
840.1.113883.3.989
5.1.3.3.15.1"
subject? [0..%] AR T review B3 2 4%
M5,
review 3O FEMIIAE
D 7410 RS 5HZ
L,
componentO [1.1] AKEE 3 application Z 3
f AT D,
application ZL3E DFEAMIE
AED 7415 2R+ 5
Z &,

EXZRVEHE B
DO FA

X, HE

FEIys) Review 75:?51 b9 2 5. XITEEAE Review O A ZEH 4 554
Z subject2 B AT 5 Z &, Review OFEMIZ O
i\$%®74m%%%¢5 L
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{1l

B3R Bt ZEE fEDE Bk

Vol
= s > JRANE LT PLFOEMEIZ W T, submission Bl F DR OE T IZ
psaall Bbood, Hiz@E L CRIUEZERTLIZE, NODHEEETT
HVENG HGAE. FANCEEYRICHE T Z &,
® id.item@root
® id.item@extension
® code@code
® code@codeSystem*
*7-72 L. code@codeSystem J&M:23 <9 OID OKREBIZH £ DH/3—
TarFEEE, B L TWDLLET R,
> id.item@root JBMAE (X, A Submission & —EIZF#kAITE 5 UUID &3
LTk,

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

> HIREEHFRIC subject2 BLE N RAE S LTV R WA, % O Submission
Unit iIZETF v d,

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

> subject2 TR NRML I TW RV EA . O Submission Unit (3] F &
b,

7.4.10 review
review %?% . in B AR 2, HEEE D L2 1 D0 subject2 TR ARMES L,
subject2 EFHE Z L 1T 1 DD review EHENFRAE S 2@%60

7.4.10.1 XML LR
review E#1Z eCTDVAO XML A vt — F. UTOEFFICTH#HINS,

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

subject2 >> review

7.4.10.2 XML 2451
LPLUTIZ review ZE3E O XML Fedi Bl 2 <7,
<subject2>
<review>
<id root="c2a664fc-4b41-4425-8631-46b7bf1f58a6"/>
<statusCode code="active"/>
<subjectl>
o [RRED.
</subject1>
<holder>
L [RRED.
</holder>

<subject2>
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L[]

</subject2>
<[review>

</subject2>

1.4.10.3

L EZERRUVREM

review & N OV DR F O EFE

B3R Bt

review

L.

WNZEN S DORBIEIZLL T D@,

ZEE

1]

EDE!
1E D4

B2

ARERIT
#Pﬂﬁ“éo

SR T

id

L.

1]

AREEFIT Y3 review HHE
DB A ZFEHNT 5,

root

L.

1]

% 7% UUID

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

X Review @ UUID, ICH
IG FHDOT L IY XA
WCIEWVHRGEE DR ET
Do

statusCode

L.

ARERIT L% A DR
A & O IR 8 & o 1
RN D

code

L.

BT

A
code="active",

code="suspended"

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

subjectl

[o..

N T e =
manufacturedProduct 2
REKWNT 5,
manufacturedProduct %
ROFFMIIAFD 7411
T HT L,

holder

[0..

ARFEFE T applicant B35
ZFEANT Do
applicant 2238 O FE LA
EOTA413%BRTH 2
L,

subject2

[0..

*]

EN W ES I
productCategory % 3% %
T2,
productCategory % 3% O
FEIIAED 7414 25
BIrz L,
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{1l

BR B ZEE fEDH B

1B DH)

CE LR e > IR, ERREREKOBEMEOSETHRMATH D,

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

> &ETHE, stautsCode@code J&MEAE 23 "suspended" TH 5 & =, LLFDOWT
NDHE A & e Submission Unit IZEI F &5,

® subjectl
® holder
® subject2

> subject2 ZRITHFEX S T LIRS H 2 &,
EH =l > LR OWTNNZi% S 3 5 Submission Unit IZHI T S5,
FHLA ® UM ZEDTA 7 A 7 VEEL YD TS D review 2
& @ statusCode@code J& M E 23 "active" T2,
® review.statusCode@code J& 75 "active" 2 UM 'suspended” D341 T
H7e0,
® 43 review EFH O statusCode@code & MEAE % "suspended” THEfl: L 7=
?ﬁ%%\ statusCode@code J& M- AE 23 "active" Td 5 review EHE A3 Y% H
WZBWTHHE L2 < 12 5,
> |d@root)§f$1ﬁ IZ. A Review # —EIZi#BITZ 5 UUID £ 952 &,
> GETHRE KGR ﬁ*HﬂTT%h’C:& 6?1?717\?49} ZIAEFE D720 review
BRI 1ﬁbkm:k
> —EHFERTIICL Y B L 7572 Review LRI U |d@root B M %
5 review FE# %Tmﬁib'c IR B2, —ERFERN I L0 i
L 7= Review Z FEA N LI2W AL, #HH D Review <‘: L CHfzt
THI L,
RLAEMXITIN 2 THE 5 N EEABANTRFIT 220,
DN > b)IZ review EFRZED UL LR, F72, review BEEZ )IZEF DT
%A, % @ Submission Unit [ZEI F &5,
AL MR A THE 5 N ZEA AN IS 220,

7.4.11 manufacturedProduct
manufacturedProduct 2313, ®nEHR AT 5, 1 OO review EHE T L2 15D
manufacturedProduct Z5& 232k £ 415, manufacturedProduct 25813 TIZ ﬁ% )
manufacturedProduct ZF# 2 £i 5, AFE TIXATE % manufacturedProduct 23 & FEON, #%# 4
manufacturedProduct. manufacturedProduct 25 & FE53,

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

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

subject2 >> review >> subjectl >>manufacturedProduct

7.4.11.2 XML s2&:45
LI R manufacturedProduct 2235 XML k] 2 719,
<subject1>

<manufacturedProduct>
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<manufacturedProduct>
<name>
<part value=""t& A ¥ 7 % =2 — L-§¢ 10mg"/>
</name>
<ingredient classCode="INGR">
L [HREED.
</ingredient>
</manufacturedProduct>
</manufacturedProduct>

</subjectl>

7.4.11.3 XN EXRUVEMH
manufacturedProduct Z 3 & N2 OFE FOFEFR, W NZZN O ORMEITLLFDHEY
.

EHR B Z2EE fE DR
1EDH]

manufacturedPr [1.1] ARERIL, REIERE K
oduct W5,
manufacture [1.1] AREF L, BEIHR 2
dProduct WA,
name [1.1] AP TR Z NS
B
part [1.1] ARERIIRTEA &R
%) o
value [1..1] TH A b A DIRTEA

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

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

S DMEON T > MRS E EN DA RIS T LI, ingredient 23R AR5 2 L,
DIEHFRA

EH o8 > part@ualue BIEMEIL, HFEEGLEONRTES L —BIEHZ &,
A »  LDLTFICE%44 % Submission Unit IZHI F &5,

® part@value JBMEAEAS 241 LU ETH B,

N MR INZ THE D S EGEM BN A,
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fEDE
1BEDH)
> b)IZ manufacturedProduct 23 % & ® CTIL 2 b2, F 7z,
manufacturedProduct 3% % b)IZ & 7854, £ Submission Unit 1%
HFEND,
RRAMRITIN A THE D N EEAHANIRIC e,

7.4.12 ingredientSubstance

ingredientSubstance ZLF# X, AR DA FRZREET D, 1 D0 ingredient & T L (21
@ ingredientSubstance Z#E 2\ kX 5,

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

ingredient >> ingredientSubstance

7.4.12.2 XML &5
LPLUFIZ 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 DORL T OEZE | WNZEN L DJEMEIZLL T 0@,

ingredientSubst [1..1]
ance HEHT 5.

name [1.1] KRERIL, AR D4
AT 5,

part [1.1] ARERITIA T D4
MERENT D,

value [1.1] FEZ b H RN GT DLAFR,

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

CE S J& SEE D FiHA

BIRT 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 VROV FERoo [ZEE | MEOR] KO T WA THE S R E B

D HARA HlIE 720,

EHA =8 > part@value BYEMEOMEIE, JFAIE LT, AREEGTHO KA & —H&

AN ¥HZ L,

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

® part@value BN 241 LT LA ETH S,

N BREARITIZ THE D & E BRI AR,

> Db) T ingredientSubstance % £ & & O TlL e b 2w, F 7o,
ingredientSubstance #5% % b)IZ & 7854 % Submission Unit (3]
Tahd,

DN FE0 Mo 2 THE S X E AR 2L,

7.4.13 applicant
applicant 3%, HiEAHERAIRMET 5, review B Z L 1T 1 S D applicant EHE ) AL S
ﬂéo

7.4.13.1 XML EFE&EE T
applicant Z23: (%, eCTD V4.0 XML A vt&— k. BLFOEAICE#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 S4E" />
</name>
</sponsorOrganization>
</applicant>
</holder>
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7.4.13.3 XML EXRUVEM
applicant ZLE K OV DR FOZFR, WNZZN O DBEMEITLL T DO#E Y,

ER B Z2EE EDE B
12 DB

applicant [1.1] ARERIIHFFEEL T
EREE

sponsorOrga [1.1] AERIIHFEEL 2K
nization W5,

name [1.1] ARERITHFEL K
EREE

part [1.1] ARERITIFFET A EHK
W5,

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

D VPR OVEREE FEL T EEE ) MEOR) KON B ONEITINZ THE D N E R
DA Hlix 720,
EH vl > part@value BYEEIX, HEETLHOBFEEL L —BIEDH &,
A »  LLTFICE%4 4% Submission Unit IZHI T &5,
® part@value BV A 241 XU ETH 5,
FRLAITIN 2 THE 5 N X IEA AR 220,
N > b)IZ applicant EFE & & TiX72 b7\, F7z, applicant E# % b)lZ &
WI-4A . % O Submission Unit 1IZHI F &5,
FRLARRITIN 2 THE D NS TEAHANIERC A2,

7.4.14 productCategory
productCategory Z3 (%, HFEX DA #EMLT 5, review Z3E Z &L 12 1 D XIFHEHD subject2
e X 41, subject2 B Z & 12 productCategory EE AL X315, 1 -5 productCategory
BRITWITLOOHFEX RO, EROBFEX 2R OHFEORE, HiEK o0 L
[AI% D subject2 ZEN S5,

7.4.14.1 XML L& &R
productCategory %3 (%, eCTDVAOXML # vt — E. LI FOBATICGERK SN S,
® controlActProcess >> subject >> submissionUnit >> componentOfl >> submission >>

subject2 >> review >> subject2 >> productCategory

7.4.14.2 XML E2&545)
PLFIZ productCategory 2255 O XML FC#ifl 2 7~ 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 NZ DRl FDEHR, WNZZN L DRMEITLL T DIEY

ER B Z2EE B .8
1EDH
productCategor [1..1] ARERITHFXR D 52K
y WD,
code [1.1] ARERITHFER S EK
W5,
code [1..1] 7 ¥ A bk Xy R R a— K,

AR HFEEICRE O H
#. code="jp_1 1" | 35X 4% P CV @ [JP
Product Category| ==— K
URA R HEIT 5,

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

S VMRONERES FRL oo T EAE ) MEOR) KO T OWFITINA THE 5 ~EfEHM

DA EUlEeAqAN

EH == '8l > code@code BB ST HEE X 1L, HEETLHOBFEX S L —HS

AN FHI L,

FRE AN Z THE O N EEABANTFIS A,

N > b)IZ productCategory ZH# 4 & 8 CTlL72 H 72\, F 7=, productCategory
& )& O T=84A . % @ Submission Unit IZH F S5,

FEE AT R THE O N EEHBIRNTFRIC A2,

7.4.15 application
Application X, application ZEFHR(Z L - TR I I, HHEHGEIC L > TR SN DFEHROE
B R OLCEOERIZEET HEREHRMET D, 150 submission ZHIXHFIZ 1 H>D
application F 3 % & e,

7.4.15.1 XML LoEE&i&ERT
application (%, eCTD V4.0 XML A vt — k| LLFOHFTICHEE SN,
® 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 ZLF# K O DL FOEHE, N ZEN O DRMEIZLL DY,
CEES =43 ZEE EoR A
fEDH
application [1.1] A EFR T, Y &
SubmissionUnit (Z#fE-Su»
Tt =415 Application
DIEFMEFANT Do
id [1..1] AREF T Y7% eCTD HFE
DR T Z kT Do
item [1.1] ARIEFIL Y eCTD HIFH
DB 2 FANT D
root [1.1] %72 UUID | A Application > UUID,
ICH IG &7 /L3
- R BAZAE NG DS R
root="492462{7- | &4 7
81bf-46e0-9b59-
b677a86c88a4"
extension [0..1] T ¥ A b HEEE N2 &
L2 ExHEBELTH
#i: G B O,
extension="sender-
specified value"
code [1.1] ALY 5% eCTD H G4
DFEIA L KNS D,
code [1..1] 7 ¥ A bk W3% eCTD HFEOFE %
R a— R, a— NMEX
#1. code="jp_nda" | JpCV @ [JP Application]
a— FU X bR
T %,
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EDE

1B DA
codeSystem [1..1] ®*%472 01D [JP Application] ==— K
J X ~®D OID,
A
codeSystem="2.16.
840.1.113883.3.989
5.1.3.3.1.8.1"
reference [0..%] 7N i F# [
applicationReference %55
T Do

applicationReference 2%
DFFMIIAEFD 7.4.16 %
ZHRTDZ L,
component [0..%] AREEE L document &
AT D,

document ZZ3& D FEAH X
AED 7417 #BWT D

Z &,

referencedBy [0..*] N E:2 = g
keywordDefinition 5% %
AT %,

keywordDefinition Z35 7»
HIAED 7418 %5

425z,
ERXREVEY Be %’ué REEICRIE T 2o MEE (LR, TBIERGE ) ,) B dY
DM A Elx. BERGE T L ;reference RS L Fo, BEPE

6i Submission Unit = & (A EE AT OBE S 2324925 2 &, BIER
FEOFEMIZOWTIIARED 7416 # 5T 52 &,

> 3% Submission Unit |2 & > THEHET 2 84 Document 23 & 2 35513
Document = & (Z component E58 Z #&fit3° 2% Z &, Document 0)#1’*&1
OWTIEIARED 7417 25T 52 &,

> CYRLHGE ISR T 5 B Keyword Definition Z #2454 2 85413
Keyword Definition = & |Z referencedBy B8 242425 = &, Keyword
Definition OFEMIC DWW TIIARED 7418 ST 5H 2 &,
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{1l

BR B ZEHE EDHE B
Vol
EH S > JRANE LT LR oBMEIZ W TIL, application Bid FOEH O (2
b5 sl Bbod, HErE L CRIUELZRETLIZE, ZNHOEEERET
NS HGEIT, FANCHEEY RICHKT S Z &,
® id.item@root
® code@code
® code@codeSystem*
*7-72 L. code@codeSystem J& 23 ~4 OID OFKREIZEH F4H /83—
Ua rFEHIE, B LTV DAREER,

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

> id.item@extension JBEMEITHFEFIC L AFIHAZBERNE L TWVWD, FHBAEY
JHIZEEHT % eCTD v4.0 XML A v E—VICARBMEEZ GO D Z L1137
LX 2720V, BEYRITYZBEEEZER Ly, £, KEMHED
EOTRNZDONWTIEL, AEFED 25D [FF A MIE L CHEHATRER T
FiE] (2 THUE SN SUFRRICERE S 41780,

> LUTIZE%249 % Submission Unit IZEI F &5,

® id.item@extension JEMEAE DY 1000 3LFLL ETH 5,
ERARITIN 2 THE O ~ S GEHBANIERIC 20,

7.4.16 applicationReference

applicationReference #3213, BIEMFEDOE RARUT 5, HlZIX, L EAGEHFEDORE
WCBEARM B OWGEEZSBT 28T R TE5, 2oL X, BERFEIXeCTD
v3.2.2 XiT va0 ZIEAL L THEESN TWRITIIER 57220, eCTD VA0 Z MW= HEED
applicationReference Z 372>, eCTDVv3.2.2 # W /- H5ED eCTD %1 HFE B2 &M+ 5 Z LT
ZLX 272\, BET 5 eCTD HEEN W4, applicationReference 255 # i3 2 M 2T
S, BRI 25451, 120 application Z3E 13 1 -5 XX #E# D applicationReference 3
ARFOZLNTE D, BET 5 eCTD HEENEED 2 5HE 1. BET % eCTD HFFZ &I
applicationReference E# % 5tk 45,

7.4.16.1 XML EOE&ERT
applicationReference 3%, eCTD V4.0 XML A vt — b, LU FOEFRICEEH SN D,
® controlActProcess >> subject >> submissionUnit >> componentOfl >> submission >>

componentOf >> application >> reference >> applicationReference

7.4.16.2 XML E2&k45)
LLAFIZ applicationReference 258 M XML Ll 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 EZRUVEH
applicationReference 25 i N DEL F DO EFE, WNTEN L DJRIEZLL T D@ Y,
ER B Z2EE DR B!
18 DB
applicationRefe [1.1] AN T B R EE S W
rence AT D,
id [1.1] A LSRR oD Rk
BT Z kAT 5,
root [1.1] R C B 55 D eCTD 213
o
A
root="2016010300
1n
reasonCode [1..1] AREFRITEEEOMEE %
AT 5,
item [1..%] AR SE LB O FHH 2
AR 5,
code [1..1] TX A b applicationReference.id@
root 737~ BB S & D
#I. code="jp_pca" | B D 2 /R ¥ 2 —
R, =— NEIZIPCV D
r JP Application
Reference Reason] = — R
A RPBEIRT D,
codeSystem [1..1] #%4 72 OID [ JP Application
Reference Reason] ==— R
. J Z Lo 0ID,
codeSystem="2.16.
840.1.113883.3.989
5.1.3.3.1.9.1"

ERXREVEY Be
o danps kil

1 SOEHERFENEBOREZ FFO5A
BHEEL TS, B#EOMEE = & 12 reasonCode.item B3 2 #2fit4- % = & |

1 2@ applicationReference
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{1l

B3R Bt ZEE fEDE Bk

1B DA
EH == ia| > 4 Submission Unit OFEHFERIZET 22 TORERGE 2T 5 2
psaalll Lo BIZIX, PIGE TR BERGEZ 2 Sfe L, o4z TR
HEE A FLIR L7220 o 72356, WIRER ISR E A2 k- 7o S IR S

Do
> LUFOWT ez % Submission Unit IZETF S b,
® id@root BYEEA T eCTD S A% 573, 245% Submission Unit THg
flrEhn T s,
® id@root BMEAEART eCTD ZfIH/E S FFOHGEN, FEYHOT
—ZR=ZTFIE LRV,
® id@root JEMAEN T eCTD ZAE S A FF OGN, MEICHRY T
FohTns,
® [f—® id@root B MAE A FF># %D applicationReference &%, 1
> Submission Unit |27 & THAME L T\ 5,
® reasonCode.item@code % U} reasonCode.item@codeSystem* Dl 75
HOENFE —TdH 5 EH D reasonCodeitem EHFE A2, 1 DD
applicationReference ZFHEL T TR L T\ 5,
*7=72 L. reasonCode.item@codeSystem J&4:237~9 OID OKEIZHE
FNEINR—=V g VRSP —HL TR TH, ZOMOERN—
B L T w v ¥ . reasonCode.item@code J O
reasonCode.item@codeSystem D& HEILIFE— & BA%d,

® [IHEOMIE L LT MATARHFERICHRN T 2K B 2R
L TV % applicationReference %3% @ id@root JEIEfEIZ, AFE 4T
WRWHIEED eCTD AT E At L T 5,
RERARITIN 2 THE O ~ S GEHBANIERIC 20,

7.4.17 document
Document (%, #2795 7 7 A MZBET 215 24209 %5, Document |% document 2L 12 &
S>TRAEEN D, HEEIL. 120 Submission Unit (2 & - T 0 2> 585D document 23 % 2
fed 25 2 LR TE D, #BHTLH 7 7 AL 212 150D component B3 342k X 41, component
PR T L2 1 >0 document EE BRI D,

7.4.17.1 XML LR EmT
document BEFE O EFTIC OV TIX, ICHIG @ 8.2.15 Document 28425425 Z &

7.4.17.2 XML E2&545)
PLUFIZ document 2258 O XML Fe#ifil & 7~9,
<component>
<document>
<id root="8505a8b2-7035-47cf-81ec-e8176e1d87be"/>
<title value="—f%I&#"/>

<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 EXRUVEMH
document LK ONZOFL FOEFE, WNZZILLDOEM L, LT o@EYy

ER B Z2EE DR A
12 DB
document [1.1] AREHEIT, BEYFIHR
32774 1DIEH
AT D,
id [1.1] ICHIG it DiE v,
root [1.1] w4473 UUID ICH IG & @ v,
#.
root="8505a8hb2-
7035-47cf-81ec-
£8176e1d87be"
title [1.1] ICHIG stk »iE v,
value [1..1] T ¥ A b ICHIG ft# i@ v,
#-
value="—#/7#"
updateMod [0..1] I Document ® % A kL%
e FHT DB, "R AR
updateMode="R" | 5=4- %
text [0..1] ICH IG Fe# D@ v
integrityCh [1..1] 5 & ICHIG FLd D v,
eckAlgorith
m integrityCheckAlgo
rithm="SHA256"
charset [0..1] T A HiEHE 17 — X =2
9% Document {23\ T,
. BHHEETT —XIZ
charset="jp_utf8" | & % n % A KET — %
DODXFa—K, T2
HEGE 7 — Z 2% SAS
XPORT B (xpt) D3
4. JPCV @ [JPJapanese
Character Code| 7 5%
T Ha— RERRT 5,
reference [1.1] ICH IG Fe# D v
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CES &t LHEE EoR B
1B DA
value [1.1] TXA R RFHENTLEH STV
% submissionunit.xml 7>
A OO N ATEAT, 7
value="./1/Im3/32- | » 4 L O LT E 5 ET
bodydata/32s- 3,
drugsub/32s1-
geninfo.pdf"
integrityC [1.1] o AT ICH IG ft#imiE Y,
heck
A
<integrityCheck>c
0d5623550c997a70
b62717d95fcalcad
a201754d1ed9fbbb
bfa97bfd64c
8ead<integrityChe
ck/>
thumbnai [0..1] ICHIG ftd @Y,
I
value [1.1] T¥ A b ICHIG FefimiE v,
#i:
value="26145c7a-
3dc7-404d-91c1-
6e0e5c71f8f6"
descriptio [0.1] ICHIG ftdfk»iE v,
n
value [1.1] Tx A b i R S P B oD H RE R
SRR B (B S
A Document DA BT
value="PK #E#T /1 | 2 B LT — % DN
T=Hty b | EOHRY,
(ADaM JE=() "
CEMEONed] > Document ¥ A ML E T A ARE ., text BRIIMNHTH 5,

DR >

BE#2 HH @ Document @ title@value J& M:fE 2 W #H + 5 & = |
titte@updateMode JEPEIZVNZHTH 5,
titte@updateMode JE&MEME A2t STV d & x| text R A2 5T
Submission Unit 1351 F &5,
LR O BT ICHIG IZRE# B D23, 25 % & 8 T Submission Unit
ML TH, BEEYRICRMts T & sz,

text@language
text@mediaType
text@updateMode
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{1l

BR B ZEE EDHE B
1B DA
EH == ial > ICHIG it oEHBANTIN A, LR S5,
A ® LIFDOWFHAIZiZY 4% Submission Unit [ZHEI F 5,
title@value JBI4EME A 1001 XLF LA ETH 5,
description@value J& M2 101 XL ETH 5,
thumnail@value JEMEAE2S 1001 SCTFLLETH 5,
MBI HEEED T 7 A 7V EBLTHO THREET 2
docment %35 title@updateMode J&MEE2 MR E STV 5,
title@updateMode J&MEME ML XL TV D 23, title@value J& M
EAEH STV eu,
< title@updateMode J& AN R HE 40TV 8 | id@root J& HEAE
M EZEZHEH & 7= Document @ id@root JEMEAE & [F—TH 5,
< [A] Submission Unit @ Context of Use 75 & XL TR0
document R TV D,
< reference@value JBMEMES R TIGATICHINT D 7 7 A IV DMFLE
L7220,
< reference@value JEMAEIZ eCTD Zf1EK 57 + /L& LV LD
J& (v b7 AEnb B L ER ST EE) ho T
TANNARREIN TV D,
< integrityCheck EENENRTTF = v 7 Y AN FEEO T 7 ()L
DF 7 LERRD,
< SAS XPORT £z (xpt) D7 7 A /L& &M T % document 23
Bl FIZ, text@charset BMEFEME S LTV,
& THR R EEEK Tid 722V — 4 ] (Non-CP) LISt % 7R9 P
Analysis Type Keyword 73} 5- 41 TU % Context of Use 7> 5%
XL T 5 document ZEEHED T, text.description L5E 23 Hiflk
INTUVRUY,
> JRAIE LT, A YR document.text.thumbnail@value J& 44t % fif FH
LW, £, ABEOHEORIZ SN TIE, AED 250 [FFA K
L UCRE ATRE 72 SUFRR] 12 THUE SNV SCFRRICERE S 470,
> FUTF =y IV Luf0o7 7 AVBEHGETIHAETH-oTH, £
NEND 7 7 A V%57 % Document ®© UUID [X#E 725 = L ITHER
T5HZ L,
ELAARITIN 2 THE 5 N EEAHBANIERC 22,
O > LLTFIZE%249 % Submission Unit 1Al F &N 5,
® reference@value BYEEAN R T HTA HEEE 7 — & M~ &
i Cldze .,
9N > LLFIZ#%49 % Submission Unit IZAI F & 5,
® reference@value BV R4 B0 HEEE 7 — & RN T~ &
S Ch b,

RS

<>

7.4.18 keywordDefinition
Keyword Definition i%. Keyword DE# #2392, contextOfUse Z3%1%, Al FIZ Keyword
RO ENTE DM, keyword BHRIL2— REFEETLH2DOHT, O a— RORTHNEZ
IRERWN, Fa— RiE, LTFD 2 20 HEIC L > TEREIND,
(1) ICH IFEBEYR/CL - Ta—RENEREZINTWD
(2 HWEENa—RENFEEERTD
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EREIZEEY 9 % Keyword % Context of Use (241 59 286 xFit-9° % Keyword Definition
AL Tl by, ERRQR)ICHZYS T 5 Keyword % Context of Use (Zf1 59 2854, kit
7% Keyword Definition 2554 XY JSICf2( T 2 LWE N H 5,

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

5L,

7.4.18.2 XML &5l
PAFIZ, keywordDefinition 2235 > XML FC#i 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 &k M2 DR F OB WNZEN L DR, LLTFDOEY,

2EE
keywordDefiniti [1..1] AREZIL, Keyword D JE
on "M D,
| code [1.1] ICHIG ftfimi@ v,
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CES =13 ZEE EoR B
1B DH)
code [1.1] FE 2 R ICHIG D #E v, ICH
CV ® T ICH Keyword
A Definition Type] Xi% JP
code="ich_keywor | cvy » T Jp Keyword
d_type_1" Definition Type] 7> & %4
T5Ha— Fa@ERLE
45,
codeSystem [1..1] %472 OID ICHIG it# i@y, ICH
CV @® TICH 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 PRET 2
statusCode [1.1] ICH IG FE D v .
code [1..1] [ ICHIG ft# D@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 MERICEET
- % 21— NH,
code="MANUO001"
codeSystem [1.1] TX A b ICHIG FefimiE 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 X2k ICHIG it D@ v,
HEsE MMERICHEET
#i value="Big % . Keyword D R4,
Manufacturer"
updateMod [0..1] [ & ICH IG FCk i v,
e Keyword D3 7~44 % F 8T
updateMode="R" | 4z x|z "R"Z#5ET
Do

LR e > BERRH o> Keyword Definition @ displayName@value J& M4 % 8 #5195
L&, UTFIIMATH D,
® displayName@updateMode

DI FA
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ER &t LHEE EDH G|
1B DH)
EA e & > ICHIG RL#ioEHHAN A, LUF A EH S5,
A ® LIFDOWFHAIZiZY 4% Submission Unit [ZHEI F 5,
value.ittem@code J& A28 129 SCFLLETH 5,
value.item@codeSystem J& A A3 257 L5 LL ETH 5,
displayName@value &2 1001 SLFLL ETH 5,
IR EZED T A4 7 A 7 v E@EL THD TREET S
keywordDefinition ZE3&HEL T2 displayName@updateMode J& A
DI Tn 5,
WETHIZ displayName@updateMode J&MEfE 23 HRAE S LT 5
73, displayName@value J&MEAE S B8 4L T euy,
< value.item@code % O" value.item@codeSsytem J&MHAE DA 5 1>
WA, [FHFEOEEICHEH L 72 Keyword Definition & [7]—T®
%03, displayName@updateMode J& M 23 X TurZauy,
ELAARITIN 2 THE D N EEABANIERC 22,
DN > Db)THEHT 5 Keyword % E#9 % Keyword Definition |Z, b) THEffkd
HZk,
> displayName@updateMode J&¢: % 7 ¢» Submission Unit I3H1 F S 415,
> ¢) AT % Keyword % £33 % Keyword Definition % b) TAEATHH
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,

{1l

R

<>

7.4.19 categoryEvent
categoryEvent & (X, 45% Submission Unit 2 584 Y HIZHEH 92 % A4 2 > 7 R OWIKEEH
ReDFEFHZ R T, WINERIHREOREE & 13, AFED 33.1127R7T a), b), KVPo)xiET, 150
Submission Unit IZ. 1 ->® categoryEvent 235 % £,

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

7.4.19.2 XML E2&5k45)
LLUFIZ categoryEvent 58 D XML FLfifil 2 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 E3E X O ORL FOESE, WRNZEN L DBEIZLL T O®@Y,
R JE ftE ZEE BT A
1B DB

categoryEvent [1.1] ARBEFRT 5% Submission
Unit gt # 1 I 7 Kk
OV i B H B oo FlHE %
F&ANT 2%,

code [1.1] AT Y% Submission
UnitDte ¥ A 2 v 7 %
AN 5,

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

A FEHINTWD»ER
code="jp_initial" | 4-=— F, =— REIT.
JP CV @ [JP Category
Event] =— RN U X k)25
ERT D,

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

A
codeSystem="2.16.
840.1.113883.3.989

5.1.3.3.1.2.1"

component [0..1] AR W TR H R
2424 Submission Unit DAz
BT =N 5,

categoryE [1..1] A B F LM IR H R IS
vent 5% Submission Unit DAL
BT 2T 5,

code [1.1] KR 1 A H B I
24 3% Submission Unit DA
EACIP RS ERS

code [1..1] T ¥ A b 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] %4472 0ID [JP Initial Submission
Type] =2 — KU A KD
A oID,
codeSystem="2.16.
840.1.113883.3.989
5.1.3.3.1.3.1"
SV > PIRRERHEE, AEO 331 1R T a), DA )W TRIZEBWT Y,

DOEHHA] component B3R IIVHTH 5,
> OGETIRE, component Z5E 2 #24iE L TIIR 5720,
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{1l

Bt ZEE fEDR Bk

2L
EH il > JRANE LT, TRIRRER ). THEMBEML. U TESM) 2R
gszhz Ul componentOf2.categoryEvent.code@code J& MBI, 7 A 7 ¥4 7 L% i@

LTC—EOREHEND, 120 eCTD HFHIZBWT, WDl
AR T D LEN S D GE X, FANCEE S RICHRT 5 2
Lo 2L AFEDOIILITRT RN 2 1L 2BHOLEIE. [HIREE
Hi ] % 7~3" componenOf2.categoryEvent.code@code JEMEAIL T A 7 VA
7 NVEEL T JEREIND,

> ) RRCHE H BRI 42 H 9 % Submission Unit 2% a) T % A
component.categoryEvent.code@code J&MEMHIT )&~ d =2 — R TR T
E22 5720,

> # H 3+ %  Submission Unit 728 b) T » 5 H A .
component.categoryEvent.code@code J& i IL b) &2~ 3 22— R TR TN
E2R 57220,

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

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

e 6720,

8. BY A
8.1 Document MFEFIH
eCTD v4.0 Z H\W - g5 Cld, iEICHE M L7z Document # FFIH 32 Z LN T&E %,
Document @ FFI I 715122V CTiE ICH IG 0 8.2.17.1 Document O FFI 42425 Z &,
JEHl & LC, Document O FFFIHIXHFEE (TR Ch 5, Document % FFIH3 54451%, ICH
IGFL#DOSFMHITNZ, BLF DEZIT 20OWT oL 2iH=4 2 L,
1) FFIH S5 Document # EF L TV % Submission Unit & OVF-FI A £ 415 Document %
2[4 % documentReference 5% % 7 ¢ Submission Unit X J5 A3 [Fl— DO HIFEIZJE L TV
Do
2) LTOFRMFEEZETHIZLTND,
® FfIH =415 Document & E# L TV 5 HFEBBEIZAR SN TV 5,
® HFIHI4L5H Document & EF LTV 5 HEEK OVEFIH &4 25 Document % R
% documentReference %25 A Z e IGE DM I3, eCTD v4.0 fEARIZHI > TIEAL L
TS T D,
® FfIIH =412 Document & iE# L TV D HEEE R, A Y RIC X DR SCEDOXF
LTHY ., POBEDREHHINTS D,

8.2 T7AIILDEFIA
eCTD v4.0 Z W= HFE T, BEIRH L7 7 ANV EFHHATHENTE D, 77
A NOBERATFEIZOWTILICHIG 0 82173 77 A VOHFAH S22 W4 52 &, KAl
LT, 77 A VOBMAEREETETCHD, 77 A VEBANAT 2541, ICHIG fifk
DFEMETMZ, BRAIND 7 7 A VZHH LTV % Submission Unit X ORI S D 7 7
A V&S % document B3 % 5 e Submission Unit 23 [/ — DO HFEIZE S 2T e &7
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VW, Lo T, document 3D reference@value BIEMEIC, e 7 + V4% (eCTD =Zf1%&
B) 2ETe /AR E LN

9. group title Keyword MEZ{KLY
FA Y DI T 5 eCTD vA.0 XML A4 v &— 1T group title Keyword Zffi fi4- 2% & | A&
BREEICEIT S CTD V' U —DOFREEHIZIEW T, 243% group title @ displayName@value J&PEfE
Ll Lz — K (LLF, Tgrouptitle / — K] &5, ) & LTEREND, group title
— Ri%. %457% group title 23 5 X 417- Context of Use ® CTD R L &, 47% Context of Use
2323 % Document DX A ML OMOFEEICER RSN D,

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

728, grouptitle b, T XA b« S —T KT D Keyword D—2>TH D Z L IZHE
52 &, 7205, [F U group title Keyword 23fF5- X471 Cu % Context of Use TH - T,
Z O Keyword A E7p UL T A N « TA—TRER A7, [FMED group title / —
RISEEF RSN D,

10. 42240 IILEE
10.1 =
AARIZE T2 eCTD DT A 7% A 7 VE L, Hlx OBFEICEWNT, FEEEROBM,
EREOEHEZITH) ZLThY, —RAEOFBUKRBRFE, —MEAEARPHEL —fHLF
BT 25D TiERW, Hx OHFEICBWTIE, eCTD Zf1HE 5 7 4+ /L Z Bl TICHR HEHiE =
T x AL (M1 ") DELE S AL, ORI FIZEET S CTD OF 1 #6850 7 +
LA ("ml "m2", "m3", "m4". "m5") ICHIFEERIRRM SN D, HEEERI AR T D7 7
ANATHONWT, BN, EFH, HIBRPITONTZERIZ, FFEERE L TEDT7 7 A ADBATH
L% 7 7 ANVEMTEDRBERRICLVERST LN T4 T7HA 7 VEBHOBERN TS
Do
eCTD VA0 DT A 7H A 7 VEHIZBWTIE, eCTDVAOXML A v —Y KT 7 A LI
SOWT, JRATE LT, EoRt XA 5, BHEE IR L% O eCTD #2H I W
T, IR ST O RN O AR T HIEROLERET 2, 2L, HROMES S
WIFBE O B BEENEOEROEBERN L2TE R b nWEARH 5 2 EICHE
L2k, FEHIEARED 103 22T D52 L,
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10.2 eCTD #hARIRH B D E
10.2.1 #ARIZRHEEED 7+ L5 HEE
AEDOEZBRLTT7 + NV EEZIERT D 2 L,

10.2.2 #hRIEHED 77 1)L
TREDOT7 7 A NZERET D2 L,

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

® Fxv/HLT7 A/l (sha256.txt)

® WIZEVRIETDLT 7 A1*

*kB. AEOIILITRT LN 2K 2ZEOSEIE. PIERET 27 7 A L& fl

AIb)& N TR T 5, FRb)TIX, WHEEEF7 —Z OA4t L, Ml c) T
3. CTD BAENC L > TED LI ER O LRI T D,

10.2.3 #IRRIZHEEEFD eCTD v4. 0 XML * vt —SHgiE
W ER R, AED 331 IR T HXLICK HRH ThIVUTIFER] ), FX 212K 28HTH
FUTFER b) e R o) &4t d 5, D& 7 v a Tk, WO eCTD VA0 XML A v E&—Y Dk
KHREEE T, FEBALBMEOFHEMIZOWTIX, AEFEOTE2BRTHT L,

10.2.3.1 AR 1IZ&KBURIEE
ARIETIIAED 3.3.1 12737 HK LIS X 2 WO S0#0 2R,

1) submissionUnit 357> categoryEvent B3 F 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#FTHa2— KU R D OID,

A Submission Unit NEEICBIT D EDX A I v 7V TiRESN =02 RTa— K (P
CV @ [JP Category Event] #&M4 252 L)

% 2

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

F: 7K Submission Unit ’AZE D 3312”7 a)ThHZ &3 a—K (PCVO [JP
Initial Submission Type] &M+ 252 &) |

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

2) contextOfUse %3 D Fi#ifl

<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 4249 2541, referencedBy Z 4V K 9) -------

</contextOfUse>

</component>

- (1% D Context of Use & #2flt 92545 1X. component Z 4 V) i) -------

H: E¥HoarT7xA b~ ZV—7RNFEETH5AEIC, BRIEFEZED HME (EEAEL
WA LRET A L)

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: K Contextof Use ®2— K (L5 ) ZEFHRTH=2— KU A Fo OID,

L: K Context of Use D AT — & A,

M: K Context of Use 2323~ % Document @ id@root J& 1,

N: referencedBy %55 % H\ 2 BRIC LB A JB ME, X "REFR" C/2 i3 UL 72 H 720,

O: A Context of Use |2 5- =415 Keyword O =1 — R,

P: K Context of Use (Zf} 5 &5 Keyword 2 €95 22— KU A~ OID X Keyword
Definition T/ ¥ 7= 4F 5 D1E,

3) submission 3 @ Fr

<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) iX§7) -------

</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 (ZDOWTIZLL F D 4) 2B H) -

</submission>
</componentOfl>

A Submission Unit O e A5 (FIH S TIE"L") o

/K Submission Unit 23E81#9% Submission @ UUID,

eCTD =A+#& 5

A Submission OALE-SIF (il - EALRH., &8, b)) Zoxd+=2—F (PCV O
"JP Submission"Z &35 L) |

A Submission D2 — K (EFLT:) ZEFKTH=2— U X~ OID,

A Review @ UUID,

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

k74,

ingredient B35 & F ) 5 BRI 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) #EFT 52— KU A LD OID,

AC: HEEE4,

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

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

4) application Z3& OFEH B

<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>

"""" (#2%o Application Reference Z#2fft9" 2 %5513, reference Z#4 V ix9~, BHIE HI5E
X MIRR - SGTRRICIR 597, $&H T &1, ZORECTHET 2 B2 2 TR T 2, ) -

</application>
</componentOf>

AF: 7 Application ™ UUID,

AG: HEEFATLE DO,

AH: 7K Application OFE$H (RLEMGEAR G, 72 L) Zorda—K (PCV [P
Application] ZZM+ 52 &) |

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

AJ: 7K Application & B (—HIA ARG /2 L) 3% Application ® eCTD {13 5

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

AL: BHOFEFE O 2 — K (LR AK) ZE£T 52— KU X ho 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 N2 T 57 7 A NDTF = v 7V LORET NI Y XA, fEHITZ"SHA256"
TRITLZR B 720,

AO: & Document X425 7 7 A LD 3 A, 22 A (L submissionunit.xml % 555 & U7 4B%
INATRITIULR B 720,

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

6) keywordDefinition %55 O G # 1

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

------- (#4® keywordDefinition Z 2t~ 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 €79 % Keyword Offifi% /x4 =2 — K (LR AQ) %2 EH
Aa— KU A ~odOID,

AS: & Keyword Definition 27 —# A, {E{X"active" T72 i1 1LIE 72 57220,

AT: 7K Keyword Definition 23 €759 %5 Keyword DN GEINE D4 FR, BAI O, 72
&) moRT, HEEEEEDOa— R,

AU: A& Keyword Definition 73 E79 % Keyword DNEZ/~xT, HigEEEOa—F (ki
AT) ZE#T L a3— U X b, H%a— Y X MNIFHFEEDRATLHDOT
HDHOT, WHTE AR THOITERIR D2 (B OID, HFEFETEDT R
)

AV: A& Keyword Definition 737 €759 % Keyword DINE % /~x$, HEEEE O a2 — RIS
T D ERRILFH,

3.2 ARX 2L ZUMIEH
ATHTIIAED 3.3.1 (R 5 212 Xk AR o se #8527~ 4,

3.2.1  eCTD 33 b) D#ERIZH
RIECIIAED 33.1 1R A 2 1 L 0RO eCTD R by Zo #2533,

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 TIEENZENATHD 2) KN 3) & S ) -------

<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 DfEfE % ~9 22— K (JPCV @ [JP Submission Unit] #9425 =2
L)

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

AZ: K Submission Unit BNERICHBITH EDX A I v VTR SN2 ERdTa2— K (P
CV @ [JP Category Event] #4252 &) |

BA: K Category Event ® =2 — N (L2 AZ:) ZEFKTH=2— KU X +® OID,

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

BC: & Category Event ® = — K (L5 BB:) ZE#T5=2— KU X hd OID,

2) contextOfUse Z5& DR #f5]

<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>

------- (%> Keyword Z #2392 454 1%, referencedBy V) iK9") -------

</contextOfUse>
</component>

------- (#2857 Context of Use Z 1242 55451, component Z it ¥ ik §7) -------

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

BF: K Contextof Use 7353 % Document ZE| V24 C% CTD AL &Z~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:) #/E#T 52— KU X ~® 0ID,

BH: 7K Context of Use D AT — & A

Bl: 7 Context of Use 232 M9 % Document @ id@root &M 1E,

BJ: referencedBy %3 % M\ 2 BRI L B2 &R B, fEIZ"REFR" T2 T FLiE 7 B 720,

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

BL: 7 Context of Use |Zff5- 415 Keyword ZiE#F T 22— KU A hd OID X% Keyword
Definition C/& ¥ 7= {5 D1H,

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 TIELA T D 4) & B M) -

</submission>
</componentOfl>

BM: A Submission Unit O ke = (FIRHEE TIE"L"),

BN: &K Submission @ UUID,

BO: eCTD &A% 75,

BP: & Submission Of7E-S1F (il : EA$RH, &R, L) 23 =2—F (PCV O"P
Submission" &4 25 Z &),

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

4) application Z3& OFEHH

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

</application>
</componentOf>

BR: A Application @ UUID,

BS: HEEHIEE DIE,

BT: 4 Application OFffH (BLUEIKEAGRHFE, 72 L) Znd =— K (JPCV  1JPApplication)
EBRTHZ L),

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

5) document Ei5& D FC kB

<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 k0 K4, ) -------

BV: &K Document @ UUID,

BW: A Document 32T 57 7 A NDF = v 7B LORET VI XA, fHIT"SHA256" T
AR AN E VAN SR ATAN

BX: A Document 3235 7 7 A )LD/ A, 2N AT submissionunit.xml & s & L 72 A%
ATRITHIT R B0,

BY: A& Document BT 57 7 A VDT = v 7% A, fEIL sha256 X TR ITFIUXR 7%
/AN

6) keywordDefinition %35 O 5t #

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

------- (#5212 keywordDefinition Z #2925 55513, referencedBy Z## 0 4, ) -------

BZ: & Keyword Definition 73 E 7695 Keyword OFEXE (5 : WIIE, fha, SLE%E . L)
%3 2— R (ICH CV @ [ICH Keyword Definition Type] /% JP CV @ [JP Keyword
Definition Type] =&+ 252 &),

CA: & Keyword Definition 2374 % Keyword Dfiif% x4 22— K (EFEBZ) ZE&ETDH
a— KUY 2 ko OID,

CB: & Keyword Definition ™ A7 — % A, fE [T "active" T/l F V72 57200,

CC: & Keyword Definition 23 €79 % Keyword ODINE GEIGEDLA TR, BB OL T, 72 L)
T, HEEEEED 3 — R,

CD: A& Keyword Definition 23E#£3 % Keyword ODNEZ T, HigEEEOa2—F (kid
CC:) ZEHTLHa— NI X FO#AIF, Hi%=a— FJ X MIFHEEIRATLHDOT
&5 DT, il TE DFEHRTHITTERULR D220 (] : OID, HEEEEEDT F A 1),

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

10.2.3.2.2  eCTD #&5I ¢) D ¥R H
ARED 3311 T HR 212 L DHIRERRED eCTD FERI o) D#EEIL. T AR, AED
10.2.3.1 TR 3 HE] @) OIS & AHEZR WV, LU 2 RICHEE L TAFED 10231 228152
EO
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® F: K Submission Unit N AREFED 431277 ¢)ThHhDLHZ LA RTa—F (JPCVD [P
Initial Submission Type] Z#ZMH4+ 52 &)
® Q: A Submission Unit D2 %5 (FIRHFE TIE"2") o

10.3  eCTD RETHFDEH
10.3.1 WETHD 7 A IILFTHEE

SETHRFE, TRRO 7 A+ NV F e ARKEO S ZBMUTENRT S Z &,
o K PET+NY (eCTDZMEZE T ANETHLET DT HNVH)
o K _PET Y (CHEUUGTORMEREZEZ 7 A NFHET DT H LK)
® YHUGTICR VT L7 7 AP INTND T A VR NED AT 405

10.3.2 HWETEHD 774U

TROT7 7 ANVERETD &,
® eCTDV4.0 XML A v E—3 (submissionunit.xml)
® FxvuJH¥ A7y A/ (sha2b56.txt)
® YHUGIICKVEHTLITZ 7 A1

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

AT eCTD &, fRHEICBID O ARED I3LITRT M a)Z V5 2 &, taThy
12, FEAREEICOW T, ICHIGIZHE > TeCTDVAO XML A v —V Bk T2 2 &, &
DE T > a o TIEMETHR® eCTD v4.0 XML A v E— Y ORI G~ , FERCBM
DFEMIZONTIL, AFDOT 2RI DL,

1) submissionUnit #3575 categoryEvent %3 & T e #H

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

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

CF: 7 Submission Unit @ UUID, Submission Unit @ UUID IZ#&H = & A 5457, i
\ZHEH L 72 Submission Unit & B4 L 720,

CG: A Submission Unit ®f¥E % ~3 22— K (JP CV @ [JP Submission Unit] #9425 2
&)

CH: A Submission Unit ® = — K (k2 CG:) #EF T D =2— KU A h® OID,

Cl: K Submission Unit 3B &EICK T DX A I v VTSN ERrdTa— R (PCV
@ [JP Category Event| #Z&4 252 L),

ClJ. K Category Event ® =2 — K (EFECL) 2#E#FTH2— KU A LD OID,
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2) contextOfUse Z3% D Fi#

®  WETHRICHTHICHRME T 5 Context of Use DOFEHEI T 1AL, WINI~DFEHEIT1E & FHIE 2
W, KED 10231 D EBRTHZ L,

® JEHEH ™ Context of Use (ZxF L T CoU Keyword & BN, BEH#ITHIRT 2 Z 13T
X720, BEREH O Document (IZDWT, EipparTX AR - F—TICBEST
T2 WAL, 2% Document 29 2 BE{F D Context of Use ZHIlBR L. #ikil
Context of Use Z#&fit3" 5, %#%#71H Context of Use (%, BE#EH D Document X%~
TANEBMMET 50, A7 7 A VEFELE L, 2 A8 Document & L TS
THZENTED,

® BEIHRH LI CELAIRT 52 & &2 H L 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 D5EIC, RRIAFZED D (EEAE LR
WA bR 5 2 L), B4 Context of Use @ Priority Number & [BfE T % =
EMEFE LW, ORI TS, YikEIIFEEYRICRE I 3Rz
WV, HIFR &5 Context of Use @ Priority Number (%, [A] Submission Unit LA G FTHE
W27 %,

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

CM: A& Context of Use ® 27— A, Context of Use % HlIExd 5 BRiE, AEMEAE I "suspended”
iRt d 5,

® KRIFFZCEEELMAZ D L2 HIE LT Context of Use ZE #1254, LIF
D 438 DRWHAE Z B D,
QD 12077 AN%E, 1O5OT7 7 ALTELIEZD
2 12077 A NE, HHOT 7 ANVTELEZD
B) BHDOZ7 7 ANE, 1DODT7 7 ANTELEZD
4) BEOZ77ANE, BEOT7 7 ANV TELEZD

FERoFRLEFNICHOWT, LUFITRT,

QD 12077 A N%E, 1O5OT7 7 ALTELIEZD

<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 STV 4541, A Keyword % Z Z (1
FLli T2, Keyword OFEHUT LTV~ DRLHK L FER VWO T, AFED 1023 22T 52
Lo ¥, EHLAT & E L% D Context of Use i T, Keyword O% e V2 — RIZ[E— T2RIF4UE
IRBTRN, ) s

</contextOfUse>
</component>

CN: D a7 XA N « ZU—TFET D550, BRIEFEZED S (EEAE LR
WA LRI D Z &), B D Context of Use (2E] Y 24 CT% Priority Number % it
T%, MLarTFA K ZL—7NO Context of Use & B L7ARWVRY | EHapT & &
4% o Context of Use @ Priority Number |%, FfETH ., B> TWTH, Z LIV,
F 7o, EHLET & L T Priority Number 23272 5 TV T % priorityNumber@updateMode
EMEERAE L2 Ly

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

CP: &#af% D Context of Use 2345E 3% Document &V 4 T% CTD AH LA RTa—F

(ICHCV @ TICH Contextof Use] X% JPCV @ [JPContextofUse] &4 52 &),
Z OfEIE, EHLET L [E % O Context of Use [ TRE T2 T HIEAR 57200,

CQ: A& Context of Use ®=2— K (EFLCP:) #EFTH2— YA LD OID, ZOfEIL, &
Hagi & E#at% O Context of Use Ml CRME TR T IZAR 720y (72721, OID OKREIZE
ENDHNA=V g UFEGIE, B LTV DREITRND),

CR: & #i1% ® Context of Use D AT — % A, fHEIE"active" TR T U7 B 720y,

CS: replacementOf 223 % H\\ 2 BRIC L E SR B IE, EIX"RPLC" T2 IT NI 72 7220,

CT: &#anii> Context of Use ¢ UUID,

CU: E#it% D CoU &35 Document @ id@root J& M,

2 12077 ANE, 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 T IE TP A~DFLH & FHER VWO T, AED 1023 25 T5 2
L, 7eks. EHLET & EHL% O Context of Use [T, Keyword O V= — RIL[E— Treif il
RBIRVY, ) 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>

------- (& #ani> Context of Use |2 Keyword 23 5 STV 2 551%, A Keyword 2 Z 212
R 5. Keyword OFLHE ATV A~DFLH & FHER VWO T, AED 1023 25 T5 2
L, 7eks. EHLET & EHL% O Context of Use [T, Keyword O V= — RIL[E— Treif il
RO, ) e

</contextOfUse>
</component>

------- (AZLH I T 2 5D Congtext of Use 7% 1 > Context of Use & [&#id~ 5 5] 27~ L T
W5, FIZZ\ Context of Use (2 X - T 150 Context of Use & & #9554 1%, E#HED
Context of Use %472 1) component B &0 iKJ 2 &, ) -

CV: DT XA N« ZU—TFET D550, BREFEZED S (BEEGAE LR
WA LEHEHT S 2 L), EH#HE O Context of Use (2] Y 24T % Priority Number % Ft#
T5, MCarTF A b« Z/L—FHNO Context of Use & T LW RY | EHFT L &
4% o Context of Use @ Priority Number |%, FIfETH, B> TWTH, ZLLZ RV,
F7o, EHLFTE E L% T Priority Number 23 72 - T T priorityNumber@updateMode
B L2 2 &, 5D Context of Use T 1 -2 Context of Use % [E#id 554,
EH#L% D Context of Use D 9 5 1 D721F A, [EHLFiT Context of Use & [FIiE Priority
Number Zff>Z LN TE %,

CW: & #at% @ Context of Use ¢ UUID,

CX: [EH#41% ? Context of Use 2357E 3 5 Document |04 T»H CTD AHLEZR"d 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 ®=1— F (LFL CP:) ZEHFT L2 — KU XD OID, ZOfEIE, &
HLal & [EH#t% O Context of Use [l CRIE TAe 7 AuiX7e 720y (7272 L, OID OKREIZHEH
ENDHN—Ta UFFIT, B L TWDELEETRNY),

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

DA: replacementOf Z5E %2 FH\ 5 BRIZ LB & @ M, fEIF"RPLC" C22 1T MuiX e H 720,

DB: & #Aij? Context of Use @ UUID, ##?® Context of Use T 1 -2 Context of Use % & #
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T 586, HEEOE B Context of Use D ARBMAEAFIE & 725, Z OFL#HEMpBITIL, DB:
& DIOMEIXFIfE L 72 5,

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

DD: CV: k [Fl%E,

DE: CW: & [flkE,

DF: CX: & [Fl4%,

DG: CY: & [FlEk,

DH: CZ: & [k,

DI DA: Xt A%k,

DJ: DB: & [FlE,

DK: DC: & [Rl#%,

B EEDOTZ 7y ANE, 1 DODT7 7 ANTELIEZ D

<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~DFLH L AHERVWO T, AFED 1023 225 2
L. 7k, EHLAT & E L% O Context of Use ] C. Keyword O¥ e OV — RIZ[E— T2 IF U
IRDIRY, ) e

</contextOfUse>
</component>

DL: D2 T XAk« ZV—TWEET H5EIC. RARIEFEZED HHE (BEAFE LR
WIEAbEHT D 2 L), EH#% D Context of Use [ZE( Y 24T % Priority Number % Gt
T5, MLarTF AR« ZL—FHNO Context of Use & T LRV R Y | EHET L &
#14% o Context of Use @ Priority Number |%, FfETH ., B> TWTH, LI RV,
F7o. EHLET & B T Priority Number 23272 > TV T % priorityNumber@updateMode
Bz Lz &,
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DM: [&#17% > Context of Use ™ UUID,
DN: [&#it% D Context of Use 234579 %5 Document Z#| VY 4T3 CTD AL AZ/R4 a2— K
(ICHCV @ TICH ContextofUse] (% JPCV @ [JPContextofUse] #4252 &),
Z OfEIE, EHET & B O Context of Use il CRME TR T NIEZAR & 720,

DO: K Context of Use ®2— R (LG DN:) 2 EHFRTH2— KU XD OID, ZOfEIX, &
Hag & E#L% O Context of Use [H] CRME TR ITUZZR B2y (72721, OID ORKJBIZE
EFNDHN—Ta UEFIT, B L TWARETRWY),

DP: & #i1% D Context of Use O A7 —# A, fHIE"active" T2 T ALIT 72 5720,

DQ: replacementOf 238 & H\ 2% BRIC LB &G @ M, fEIF"RPLC" T2 T T2 H 720,

DR: &#if7o> Context of Use @ UUID, f&#if(10> Contextof Use 235 dH 58534, BT DB
fij Context of Use 23, replacementOf Z5g & & §IZHIFE S5,

DS: DQ: & [Fl%%,

DT: DR: & [FlEE,

DU: DQ: & [k,

DV: DR: & [k,

DW: & #it4  CoU &9 % Document @ id@root JEPEAE,

@) BEO77ANE, BEOT7 7 ANVTELIEZD

<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 541%, [l Keyword % Z Z 12
FLHT D, Keyword OFLHE T IEIZWIE~DFLHE & FHERW O T, AED 1023 2215 2
Lo 7ok, EHLAT & EHL% O Context of Use M T, Keyword O# &% OV — RiL[E— T2 F L
IRBTRN, ) 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 23 5- & TV 2 541%, [F Keyword & Z 212

FLHlT 5, Keyword DFLHEUTIEIIMIRA~DFLHE & HHIER VWO T, KED 1023 2SR T 52
L, 7eks. EHLET & EHL% O Context of Use [T, Keyword O V= — RIL[E— Treif vl
RO, ) e

</contextOfUse>

</component>

DX:

DY:
Dz:

EA:

EB:

EC:
ED:

EE:
EF:
EG:
EH:

El:

’FE%ZOD:! VTRA R TN—TINEET HIBEIC i%/?lllﬁf”%ff&béf (BEEAFAE L7

VN FLET D T L), EHifk D Context of Use ZE|Y 24T 2 Priority Number % Fr#

?‘50 FA a7 F Ak« 70— Context of Use EHEHBELRWIRY | BT S E

#11% @D Context of Use @ Priority Number /%, [FETH, B> TWTH, ZLIK XV,

F 7. [EHLET & EHL% T Priority Number 73572 > TV T % priorityNumber@updateMode

B L2V &

E#it% @ Context of Use @ UUID,

B4 D Context of Use 235 E 3 5 Document Z%E|0 %4C% CTD WL #/r~d a— K
(ICHCV @ TICH ContextofUse] (% JPCV @ [JPContextofUse] #4252 &),

ZOfEIE. EHLET L [EHi% O Context of Use B TRE T2 T HIZ R 57200,

A Context of Use D=2 — K (LFEDZ:) #EHKRTH2— RNU X LD OID, ZOffIL, &

HaR & &% O Context of Use [A] CRME T2 AuiX7e 7220y (72721, meﬁa =y

EFNDO A=V a rFSIE B LTV DLREITRWY),

&% D Context of Use D 27— & A, fElX"active" T2 T uiE 72 5720,

replacementOf 2138 2 % BRIC LB &G A J@ M, I3 "RPLC" C72 7‘2}% AN

& HiETD Context of Use @ UUID, &1 Contextof Use 2385 28534, 2T DEH#

fii Context of Use 23, replacementOf Z52 & & HIZHIFE S D,

EB: & [FlEE,

ED: & [Alf,

BEHALtL D CoU 232 R4 % Document @ id@root J& A,

DX: & [Flkk,

DY: & [Flfk,

EJ: DZ: L [FlkE,

EA: & [k,

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

EC: & [AlEk,
ED: & [FlER,
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EQ: EG: & [Al%E,

® UGEIRFIEFELELMZ LI LABEMT 56, HAlE LT EROWT IO E
Z VT Context of Use ZEH#A 45 2 &, LEZELMAL L ZEMLARND,
Context of Use Z HlIB& L. #r# Context of Use #4242 = L IX@EEI Iy, &t
F& Context of Use (22T, HIBRA OSBRI L O xhS L7/ & LT, %
TN EN D D LW S =854, Submission Unit OF$EHEZRD D Z ERH D 2
LICEET D &,

3) submission %5 D FCHEL
®  CETHE, B EHICEE A 22 1 0T submission FHRAL T ILLL T OFEIZ i/ NR O
DFHEFT 5,

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

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

</submission>
</componentOfl>

ER: & Submission Unit O 2 HEke &5 (ELRTICS 80 S 4172 Submission Unit [ZFC0# L 72
sequenceNumber@value JEMEEIZ 1 & & L7 5E) .

ES: A< Submission Unit 23 B384 2 Submission @ UUID, il submission.id.item@root &4
fill & AME T Ui 72 5720,

ET: eCTD %A% =, HIMIZFC# L7 eCTD ZA1& 5 & FME T2 AT 5720,

EU: 7 Submission OALE ST (B : EART, &8, 72 L) 2”3 =2— K (PCV @ [P
Submission] ZZMi4 25 Z L), FIKHUIFIHE L7= code@code J& A & [FIfE C7e it X7
SN

EV: & Submission ®=— R~ (Ll EU:) #E#&HTH=2— KU X~ OID, #RIZFiHE L7
code@codeSystem J& MEAE & [FIME T/l AL 57220,

® ETHE. HHLELE 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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------- Gl E -5 BICRE 4 % Review % it L statusCode J& M4 % "active" & L
T35, ) -

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

</submission>
</componentOfl>

EW: A& Submission Unit Oz HEke &5 (ELRTICS 80 S 4172 Submission Unit [ZF0#E L 72
sequenceNumber@value JEMEEIZ 1 2 & L 72 50E) .

EX: A& Submission Unit 7% B i# 4° % Submission ¢ UUID ., #J il & 72 # L 7=
submission.id.item@root JEMAE & FME T/ uid e 5720,

EY: eCTD %A% 5, HIMIZFLHE L7 eCTD Z &5 & RIME T2 auE e 5720,

EZ: K Submission OfZE S (il : EA$RH, &8, 2 L) 23 =2—F (PCV O"P
Submission" & &35 Z &), WIIZFLE L 7= code@code J& Ml & FME T2t uid7e &
720N,

FA: /& Submission ® =2 — K (L5 EZ) #EFKRTH2— KU R LMD OID, #IFRIZFLHEL L7
code@codeSystem JE AR & [RfE T2 i 1L 72 H 720,

FB: #r#liEmsn H & B4 % Review ¢ UUID,

FC: & Review ® A7 —& A, FHHLEBMM HIZEE#E 5 Review OAJEMEAE X "active" T/l F
N7g b 7w,

° fﬁ%aﬁQEMTwémnD$ HICHBN T, FEOBBRIZIBWT—HO 5 H DK
FHOBERY T 556, BNTHAZRH LB OR b R WVOIETRIC
submission %?’%ﬁET%U\T@B@ ZRLET D, B, eCTD fEHHOAIZ LV i H DK
WHFEZI T2 Z L3 Ty, £72, eCTDIZEEN D2 TOME OEAR
ZIWF T 2546, BFTREWZIRH L7212 eCTD 22T 2 MBI/,

<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>

------- BEEOFEPIRY FF 5N TWAEEAIL, subject2 B & & HICENE D Review
Zo# L, _bF0 & [FIERIC statusCode J& M % "suspended” & L CTHEffd %, ) -------

------- (WFFsnTE 67, £HFE 720 Review IZi0# L7V, ) —-—mm-

</submission>
</componentOfl>

ED: A Submission Unit Oz HEKeE 5 (ELRTIZS 80 S 417 Submission Unit (ZFC# L 72
sequenceNumber@value EPEEIC 1 2 & L 7= 4kfi) .
FE: A& Submission Unit 7% B 3# 4~ % Submission ¢ UUID ., #J il T 3¢ # L 7=
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submission.id.item@root J&MAE & [FIfE T2 i LT 728 5720,

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

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

FH: A& Submission ®=2— K (L5 FG:) #E#FTH=2— KU X LD OID, #IRIZFEE L7z
code@codeSystem JEMEAE & [RME T2 AL 7z 5720,

Fl. B dhE & BEd % Review @ UUID,

FJ: A Review O 27— % A, BUF IS 7= B IZESH#E 5 Review O A& PEE L "suspended” T 72
TR B0,

® UG AEMALE T 556, submission ZHERL MEILLF D & O ICFE#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 THRAL T, FIMUCIRE L2 TOERL OB E AL, ZFEHITIIX
EHEEOME AL D, A B ICE LRI EE D 25 61%. [7 U subjectl ZHREL FIZ4T
DEW 2 45, 28 EFEHTIC updateMode 1XF0HE L 722V, ) —---m-

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

------- (BEDOHBDERNEFE SN T D5HE, AESN TS0 HICEET % Review
EETRHT 5, ) -

</submission>
</componentOfl>

EK: A Submission Unit O & HEke 5 (ELRTIZS 80 S 4172 Submission Unit (ZFC# L 72
sequenceNumber@value BIHAEIZ 1 %2 & L7 2l .

FL: A Submission Unit 738383 % Submission @ UUID, #Jfik? submission.id.item@root J&
B & [FMET2RT TR 5720,

FM: eCTD %% 5, HIMIZFLHE L7 eCTD Z1& 5 & [RME T2 auEe 5720,

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

FO: & Submission ®=— R (EFE FN:) #E#THa2— KU X ~® OID, FIhRIZEEH L7
code@codeSystem JEMAE & [RfE T2 i 1L 72 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
SR ECANSPANAR
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4) application Z5& O FCHH

<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%® Application Reference # #2{t -2 %613, reference 2 0 i3, B HIGE
X, B - SGTRRICER &9, 42 2 &0, 2 ORES TR 2 B2 2 iy 5, ) -

</application>
</componentOf>

FR: A Application @ UUID,

ES: HEEHE(LE O,

FT: K Application OFffH (RLUEIKFEAGRHFE, 72 L) 273 =2— K (JPCV  1JPApplication]
AT 5Z L), FIMIZFELH L7z code@code JEVEAE & [FME T2 T HLE e H 720,

FU: K Application Offiffz k42— K (LR FT) 2E€&HT 52— KU X hD OID, #IKIZ
FL#k L 72 code@codeSystem JEMEA & FME T2 17 1LiE 7 5720,

EFV: K Application @ BJ#EHF5 D eCTD 2413 7,

FW: EFE FVE ORI B SISOV T, ZOREDOHEZ R~ 22— K (JPCV [JPApplication
Reference Reason| # &4 252 &),

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

5) document %5 @ FEH
®  GETIRFICHTHLICHRMLT 2 Document DECHE T LR, HIA~DFLHE T IE & FER Y,
AED 1023 22T L5 L,
® JEFEH L7z Document [IZDOW T, A MVOBMFEEIETH I & A2FRE, eCTD
DIATHA 7 Nal L TEERLHIBRE S 5 Z LT TR, A A MLOBTZE
ET 2 HEEAED 10342 250552 L,

6) keywordDefinition 23 7 FL#if5

®  ETHRZHHLICHRAE 5 Keyword Definition D ER# 7 ikIE. FI~DH 71E &A1
BV, AED 1023 25HT52 L,

Page 72 of 82




® —JEFEMH L 7= Keyword Definition (22U T, displayName@value JBMHAED R R
LFHNORTLEEETDHZ L ZRE, eCTD DT A 7% A 7 V% L TEHELHIBR
FYH I LiIFTE RN, BRUFINORLAEIET 2 7ETARED 10343 22
ToHZ L,

10.3.4 1BHMOEH

10.

10.

10.

ETIE, AT O #mEZ #2052 L3 TE D,
1) T FA R« 70— N0 Context of Use & /RIIERF D2 H
2) Document % A ~/LOREFMEIE
3) Keyword /R FHIOEKFUEIE
L, FRE LT, HROEHROAZHAE LTeCTD Z8ET LA &,

341 aVTXRbE - JIL—TAD Context of Use RRIEFNEE

AT FR AR - F—T7HNO Context of Use & RNIEF 1T priorityNumber@value J&HEAEIZ L >
THRFE DD, eCTD OUGTRHICYHBMEEAZE T HZ LICK WV ERRIAFAERET L2 08T
X %, Context of Use DF/RNEFZF J7IEICOWCIL ICH IG @ 8.2.5 Context of Use ¢ Priority
Number 42452 &,

3.4.2 Document # 4 ~ILDFREIELE

document.title@value J&AEIZ X > TR & 4% Document D ¥ A IVIZRRREEN & 55
eCTD DUETHHIC Y B2 BT T 5 2 LI L WEET A Z LN TX %, Document % A
JVORRFHEEFIEIZ DWW TIL ICH IG @ 8.2.17.2.1 Document % A M VO FEHT %a B4 25 2
&, Document % 1 h/LOFEFHIX, [ U document.id@root fE % 2 fR L TV 54T D Submission
Unit (B> HIFE Submission Unit 2 & de) (AT 2 BEKZRF SO RIS, FFED
Submission Unit O 723\ CTHEHT 2 H 3 5 B &2 K>848 1%, 5l document.id@root fii %
Fr o #l Document Z #2925 Z &, Zpds. AFOWT ALY T 556 1%, Document %
A MVEREHT D Z EEFRD LR,

® 5™ Document % 4 L& FEHT D,

® FHELOEIETIEZRL, XA MVEHICE Y CEONESTNED S,

3.4.3 Keyword RIRXFIIDRIIEIE

Keyword Definition @ displayName@value J&":fEIZ & > TR &2 Keyword D3R U551 %
BIET 200 & D6 . eCTD OWGETRHI Y BMEZ ZH 5 Z LICXVEET L Z &N
T& %, Keyword £ SCFEHDOFRFMEE I 1EIZ OV TIX ICHIG 0 8.2.18.6.2 Keyword Definition
DERLOER G529 52 L, Keyword R SUTFHIORFMEIET, FIFGFEN ClEEICH#z
Hi L7242 To Submission Unit IZ &3 2 BXZ K> H O LRSS, FFED Submission
Unit DA D Keyword R SUFHI DR FLAIEIET 861X, #7212 Keyword Definition % & 2%
5 Z &, F7-, Keyword R UFHIOFRDE LI BIRFEICITHE L2V LICBETHZ L,
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10.

10.

11.

3.5 eCTD v3.2.2 > Di1T

W HREIZ eCTD v3.2.2 Z W 2356, FRAHIMIHIZ eCTD V4.0 Z W THGET 5 2 & 1%
TERV, FIBHRENS T A 7Y A 7V O5E T ETR—A—=Ya D eCTD Z D Z &,
v3.22 IRTD/N— g &2 HW TR L7 3CED leaf ID 25 % v4.0 IO N— a3 &2 W2
HEEN BT 5 Z LIgsdd b,

3.6 METHICHITHBEESE

UUID THFE S 415 1 5D Context of Use,/Review,Document <>, code X U} codeSystem J&
PEE DFLAA T THREE &5 1 -2 Keyword Definition (Zxt L C, [d]—@ Submission Unit
W CRIRFHICEE O CIrBlfR & EHL, HIBRE B2 L) 217> UL B0, Bl IXL
Tl X 512, 150 Context of Use IZ%F LT, HiIFRZ HAY L L7z contextOfUse ZLF & FRIIE
FFORE A4 Bt & L7z contextOfUse 22584, [Al— @ Submission Unit CRIKRFIZHEAE L Tl b
AN

[NG D]

<component>

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

<statusCode code="suspended"/>

>_ HIBRZ HBY & L7z
contextOfUse Zi3#%

</contextOfUse>
</component> _
TN
<component>
<priorityNumber value="2000" updateMode="R"/>
<contextOfUse>
<id root=["7c5c61fd-5b88-4018-8323-b21f1a731880"/>

<statusCode code="active"/>

>_ WA HE L
contextOfUse Zi3#%

</contextOfUse>

</component> _

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

eCTD V4.0 TiE, 2T D7 7 A M L > T XML OFE#H FEEZ KB L Tz, JHA|
LT, AEDTZZMMLTeCTDVAOXML A vE—VEERT 5, 7272 L, HEEE T —
# % eCTDVAO XML A v —U NS LUTRNT 25828\ TH, HiEE 77 — X I3
WHIH A RIZHEAE L TWDHRENRDH D, > T, eCTDVAOXML A v &—Y 0L HGEE 17
— 2 %I DR, BFETT — 2 UN AT 256 &3 EHHANCRE R 80355
ZLICHETAIE, HEETT A EZRTABEOREFHIILLTOEY,
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1)

2)

3)

4)

5)

HEEE 7 — % %23 % Context of Use (2} 5 & 41% study id_study title Keyword ¢
study id #8501%, MZHEEE T —Z BEM I TV LER ID 7 4+ VX O FRE Al — &
THZ L, L, EFORIF/NLFIT—HIEDLH0ET R0,

POE a—RY AR a— K
BTCOHFEETFT —4 JP Study Data Category WY7pa— R
JP Analysis Type Wh7ra— R

SDTM & —%+t v k JP Terminology(Tabulation) | #t)7z=— K
("sdtm"F3 L UM'sdtm_j" 7

FIVEB DT 7 A )V)

ADaM 7 —# & > K JP Terminology(Analysis) | @72 2— K
("adam" ¥ X UM "adam_j"

THNEBTDT 7 A V)

HEHE 7 — % 22 M7 % Document (Z1%, BL ROV ICER/EMEL RIS 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

HEEHE 7 — & & 203 % Context of Use (Z1%. ICH Document Type Keyword % f+5- L
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