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METLAAREFOa br—L K- RE¥x 77U (LLF, [PCV) L)) AT S,
RXr 77V EEHAT LT, Y% eCTD ICEHENLARBHFHFD I B, fedb FVHEE HRER
THEMNpN—=Varpa— R A MEHT2 8, £a2— N X Noa2#IRIX TP OID
Listing] ([ZCHET S, [IPOID Listing] 1% eCTDv4.0 [EWNIFEEE Sy r— I THLRAR &
o,

4. X274«

4.1 FzvIHL
eCTD H155ClZ, eCTDVAOXML A vt —IZxtT 56 F = v 7 LEm# Lz 7 7 AL
(sha256.txt) (AT, TFx=vZHLT77A0] W), ) ZRHTLILELBIC, F=v
P LT 7 ANER L DRE T 7 A VDF = v 7 Lk eCTD VA0 XML # v & — VI
T528, Txv VA7 7 ANORMNGEKDNeCTDVAO XML A v E—UICF = v 74 A
ZRLHT D HIEICOWTIE, ICHIG 2535 Z &,

4.2 T7ALNBEEOEFLYTAEE

JFHIE LT, HEEIXeCTD OB 7 7 A MK L, 77 AN LD E X2 U T 4 3%0E
RNAT — FREO Y2 L TldZe b 7ewn, filghE LT, % 350, 56 438, MO 5
ICEENDBELHRICONW T, FBEYBICED/NAT— RASNUTGEAEZSOFRA T 72
LIZZ 7 A NVAEEZREST 2 2 ENAREThIUL, thotX= V7 o &%E (FIl, SCEOZE
B, 28 DHEHINTOTHELIXZR, £72, H LBIIBERMNEENLIHLEICDH
[FERDOWNE T 5, 7ok, HEEZAME, FEYRORDN S H5EITHONITRHETE S X
IEIRIFTREZ 7 7 A W& Yl L TR Z &,

5. eCIDICEFENS IAILFRBERV I 7 ILARICEHT HEH
5.1 EXRI+I)ILFHEE
AR p VAT, LTSRS 2 &,
® ICHIGRHEHD 7 + VA HEEIIESEAERT 52 &,
® Document 5\ MX T 7 A VOFFIFIZ L - THENT 5 7 7 A VHBTETE L2 WA TR,
HUTDHCIDBEFD 7 ANFEER LN &,
® F—[EE T 4L 4IE eCTD A ES. & B 7+ VA4 IT R EERE T LT 5 2
L,
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® - [EEIL, CTDHWMO 7 444 ("ml", "m2", "m3", "md" K "m5") ZHELET 5
&, TEIEL, BEMEUTOZ 4V FZIZBWTIE, FAL7 A2 3T 57 7
ANEEERWT VX IIMER LN &

B LEORRIZ DWW TR, AFD 1523152 L,
AT, B 5EAEEKT AL OWEEIL, —WMEEZ LT A AVTEERT DS
&

®  SEHHIEMA K ORI T A RIS RTHEEE 1T —Z 1. ICHIG fiL#lid 7 + L X HEiED
IHL"ME" T A AT FICRET D 2L, TDL X, Y ms" 7 + L F LA A R
IR 7 A N REED"ME" T VB[R T7 VA E B L, L FORRICEREST S Z
&

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

(LUF, i A &2 R)

5.2 @4&iRAl
FLHNPOESEICEOD 7+ NV F R OT 7 A MZHONTE, FATE LTICHIG fi#o 7
FIVERORT 7 A AL BANCHED Z &, eCTDVAO XML A vt —UNnHBBEN 5 HiEE
T T =X OMAHANT O NI, BT A Ricie> Z &,

5.3 BRNARE
IRADERFIT ICHIG O E#IcHEd Z &,

6. eCIDICEFEND 774 IILERICEHETHIEHRK

eCTDVAO XML A v E—UMNBBBTH 77 A 0D O 5, HiFEFT —XD7 7 A VEX
WZOWTIIHEAN T A RE2ERT DL, BHEE T — X Lo EE PDF B X
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Microsoft Excel T2 (xIsx) LIAAD 7 7 A VB TR 2 LENE U580, FRNcHEE
WRICHRT D Z &,

1. eCTD v4.0 XML * v +E=—JICET 2 EH
1.1 Fx¥3948—1T2a—F
UTF-8 Zl\5 Z &,

1.2 FAytg—T-AvH
Ay— Ny XOFREEEIL, ICHIG M LA FoEARASEA S s,
® receiver.device.id.item@root B IEEICIEET 2 FET A KO OID 1%, %4i% eCTD IZ& £
NOERHFEDO I B, b RVWHGFEARRTHEN RN —Va VEARRET D2 &, £
—a COREZHIRIE TP OID Listing) (2 CTRIEHLET 5.
® receiver.device.id.item@identifierName JE P IX 128 XFLLT &35 2 &, 2B, FAY
TSR 2 L 72,

1.3 {EEHFELGTVERRUBEMEOERY HKU
eCTD V4.0 XML X v &—T D~ f 1 — R{ZEBW T, integrityCheck 23 & [ < £ TDEFHEIZ
FBERUNONELZ W &, £, WEZF -7\ integrityCheck ZEH#E K VY I —fE
ZWNE & U THR- 72 integrityCheck ZERZ IR LeWZ &, BYEIZOWTIE, # I —fEXZ
T Z Rl TR IR L2 2 &

7.4 RAO—FIZEFEFND W EXRUVEHEOFERFE

eCTD V4.0 XML A v &=V DA F—~ 13, FEYRPEN LW ER L OEME, ik &4
MFEN R DZER L OEME, WO HAROATHEAT 2 ERELVEEEZ G, FEYR[IC
2T % eCTD v4.0 XML A vt —UIZE £ EHR K OBRMEOH A HIEIZ W TEIARFEDR
D & &L, AEICHED R ONER L BT L2 & e, 52478 RPSR2
AF¥—lFaTr a7 FETIV - AFXF—BEENTWVDLD, HBiEOM, FEY ™I
BWCatr7ey 7 NETL - AF—<IfH IRV, 23E 7 v 7 NETILOFEM
I HL? D% A F 22RO &,

7.4.1 W7AEZF (controlActProcess)
eCTD V4.0 XML A v E—U DA 1— RZBHIET 5 72D 327 controlActProcess 3 &
VBN, WO FDOFERE L OBMEIL, ICHIGIZEHDEY . ICHIG ITHt-» T+ 5 =
B

7.4.2 submissionUnit

Submission Unit & (%, —EDRHITAIZ L » TEELYRIIRE SN D CE L TEHROES
%759, Submission Unit |, submissionUnit 238 |2 & > TRt SN %,
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1.4.2.1

XML £ D EE S &R

submissionUnit 223 DO EFTIZ DWW TIE, ICHIG IZHE 9

1.4.2.2 XML

FCEI

LLFIZ submissionUnit 252 0 XML st &l 2~

<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>

LS

</component>

<componentOfl1>
LR

</componentOf1>

<componentOf2>
Il

</componentOf2>

</submissionUnit>

ZE
— o

</subject>
7.4.2.3 XMEZRUVEH
submissionUnit ZFE K RN ORL T OEFR, ICENLORMEIZX, LTOmb,
BER B ZEHE fEDEL B
\ ivn
submissionUnit [1..1] ARERIT, FEYRITHER
925 3E L MEHR %
SRR
id [1..1] ICHIG EL# D@ b,
root [1.1] %24 72 UUID ICH IG fi#k i@ v
7.
root="c64abdbd-
c052-439a-bbcc-
€00198139790"
code [1..1] ICH IG FL# D b,
code [1..1] FEZ R ZK Submission Unit O FE %A
g a— R, 23— NA
Al code="jp_ctd" | i . P CV ®» [ JP
Submission Unit] =— K
UAIDBIEIRT 5,
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R B ZHEE fEDRY G
1E DG

codeSystem [1.1] #4472 OID JP CV @ [JP Submission

Unit] =— KU X oD
#: codeSystem=""| QID,

2.16.840.1.113883.
3.989.5.1.33.1.1.1"

title

[0..1] ICH IG Ft#i D@ v

value [1.1] V- 2SN ICH IG Fit# D v

#i- value="ZJik"

component

[0.74] ABEFE T contextOfUse 2
FRERNT D,
contextOfUse ZE35 DA
IAED 744 2B+
H L,

componentO
f1

[1.1] VN Cid ES %
sequenceNumber 2 3% &
X submission 2235 % 4% 4
T 5,

sequenceNumber &
FEAIIAED 748 25
B35z L,

submission Z3& DFEAMIL
1492422 L,

componentO
2

[1.1] A BEFE T categoryEvent
BEREEMNT D,
categoryEvent % 3 @ it
MIIAED 7419 251
THI L,

ERXREVEY Re
DORHIHEAI

HH Context of Use 75:%1 4234, XIZBETE Context of Use % & #i
HIBR M ONH 54~ B854 1%, Context of Use = & |2 component 235 % 12

fit9-% = &, Context of Use DA HOWTIE, AED 744 25T

5HZ L,

submissionUnit.title 23 ORI P FEE DMEEIHIWT 5,

ICH IG FEedEMHMANCINZ . LT EH S5,
LT OWF %44 % Submission Unit X8I F S5,
< %O submissionUnit BEE N STV D
< submissionUnit Z3E 2L XL TUZeny,
< title@value JBMEEAS 129 XL ETH B,
<> PRI RS component EE AL S LTV AR,
submissionUnit.statusCode ZE3&13f H S 4172\, Submission Unit %
B FF 28553 EEYRICHRT L Z L,
JFRIE LT, %Eé% 1% submissionUnit.title@value J& i 21 L
N, £, ABHEOHEORICHOWTIE, AED 250 [FF Ak
B e U CHEARRE 2 0] IS THRE SN2 SUTFRICIRE S 7e
l{\

AL BRI A THE 5 ~E B RANTAFIS v,

O EREEMRICINZ THE O ~ S EABANTAFIC 2V,

AL ARSI A THE O ~ S EA ARS8,
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7.4.3 priorityNumber for contextOfUse
Priority Number (X, =X 7 %2 k « Z/L—7PN D Context of Use D FRIEF % EF L.
priorityNumber 2312 X » Tt &5, ContextofUseld, =7 F Ak « Z—7 T L(C
Priority Number ® FNETE R S5, oI, HEEEFT —ZITOWTIRAIE LT, HFAEY
RTIEZ ANEL T T 7 A NVADOFIATRRIND,

7.4.3.1 XML LD EE & &R
priorityNumber % 3£ OFEH A FTICOW T, ICHIG #2425 Z &,

7.4.3.2 XML E2&k45)
LLURIZ priorityNumber 2238 O XML Fo &l 2 7~ 37,
<component>
<priorityNumber value="1000" updateMode="R"/>
<contextOfUse>
LD L
</contextOfUse>

</component>

7.4.3.3 XML ERXRRUVEM
priorityNumber Z23& &k M2 DR FOZEFR | WNZZAL L DEMEITLL T DO#E Y
BER 13 ‘ SEE ‘ EDH ‘ LA

fE DG

ABERIZa L THAL -
7 —"7WN®d Context of
Use OFRIBFFZ <7 1%
AT D,
value [1.1] PAHCT Context of Use B D #
RIBFFAPTICERT 5
51: value="1000" IR TET D,
updateMod [0..1] [ & Priority Number % & ¥
e THEEIC, "R ERET
updateMode="R" | 7 _
COE DVEeN A > contextOfUse B3 2t 2454, LLTIINATH D,

DOFRHHEA ® priorityNumber@value
> BEEH O Context of Use @ priorityNumber@value J& M % #9425 &

., UTIEHMATH D,
® priorityNumber@updateMode

priorityNumber [1.1]
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B

Tl

LB =1 2EE BRI
1B DG
EH c=vdl > ICH IG RLal o HHANCIN A, LA EH S5,
AH ® LIFOWPRAICIELT % Submission Unit [ZHI T S5,

> FH—HFENT, 12o0ar7TXA L« Z—TIZRT 585D
H7%h7¢ Context of Use 723 [RIfIEL® Priority Number % ¢,

S WBREHEZZDIA 7Y A7 Vv EBL THO CTRET 2
Context of Use (Z priorityNumber@updateMode J& M AE 23 F2 I =
ncnsd,

< CETHRIZ priorityNumber@updateMode J&PEE S HRAE S LTV D
73, priorityNumber@value J&MEAE DS BET S AU TV 7220,

® HiiE T —4 %#5M79 5 Context of Use (2} & 4172 Priority Number
X, FBEEYRICBITDHEEE T —F ORRIAFITE LRV,

® i H % A » Context of Use % Ml fx 4 2 BIic# 4t %
priorityNumber@value J& B I3, HIBR*T 5 D Context of Use @ Priority

Number ERMECTHD Z ENEE LV, OERFRIESNTH, M4

FEME TSR Y R PR S T SR S, HIBR S 415 Context

of Use @ Priority Number (. [F] Submission Unit LA CfEF RIREIZ 72

Do

® fEy A D Context of Use Z #8i> Context of Use THEH#LT 2 ERIL,

FALarTFA b Z70—7HO Contextof Use & B LRV RD |

EHART & B L% O Context of Use ¢ Priority Number (%, FfE T,

HipoTnTh, ZLEKZAR, F7o, EHETL EH#% T Priority

Number 73 572 > T T %, priorityNumber@updateMode J& ' % $:ik

L72nNT &,

RLAMRITIN 2 THE 5 NS EMHANTFRIC 220,

7.4.4  contextOfUse
Context of Use |&, LEDNLESIT A EFRKT 5, Context of Use 1T contextOfUse ZEFIZ L -
T EA, BT code BRI K- THEFERNONLEDST (CTD AHL) ZHEEL.
documentReference E3£1Z & > C 1-2® Document Z {5 ET 5, ZHIZL V., FBE SN
Document 23 43Z HEEIZHBWTC, ED CTD R LIZET 20BN ERIND,

7.4.4.1 XML LD EEE &R
contextOfUse ZE £ DO LHEFTICOWTIL, ICHIG 2+ 52 &,

7.4.4.2 XML E2&45)
LLUFIZ contextOfUse 2238 @ XML e #ifsl 2 <9,
<component>
<priorityNumber value="1000"/>
<contextOfUse>
<id root="7c5c61fd-5b88-4018-8323-h21f1a731880"/>
<code code="ich_3.2.s.2.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.2"/>
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<statusCode code="active"/>

L LFPRET L
</contextOfUse>
</component>
7.4.4.3 NWLERRUVEHE
contextOfUse LK K TN DEL FOEFHR, WNTENL L DEMEIL, L FD@Ey,
B3R B ZEE BRI FiAA
| fow |
contextOfUse [1..1] ARERL, F#EYUYPBIE
M3 23x#FEL CTD Al
LA BEESIT 50
AT D,
id [1.1] ICH IG i DiE v,
root [1..1] %472 UUID ICH IG Rt D@ v
A
root="7c5c61fd-
5b88-4018-8323-
b21f1a731880"
code [0..1] ICH IG kD@ v,
code [1..1] TEA B ICH IG it# i@, ICH
CV ® TICH Context of
#i: code=" Use] XiZ JPCV @ [P
ich_3.2.5.2.3" Contextof Use] 7>57%4
9% 22— A @I Lk
T 5,
codeSystem [1.1] #4472 OID ICH IG it#»i@m v, ICH
CV ® T[ICH Context of
#. Use] @ OID XX JP CV
gzgelsﬁ?g;;,gglgg @ [JP Contextof Use] &
i 9. =)
5911 0m OID % #2ft3 2%,
originalTe [0.1] ICH IG fL#kDiE v,
Xt
value [1.1] F X A ICH IG Fe# i@ b,
#i-
value="3.2.P.8.3-
1"
statusCode [1.1] ICH IG flfiDiE v,
code [1.1] e ffy iy ICHIG D v, 2%
Context of Use 23 H %) T
A HIZE Tactive] %, HIBR
code="active", T 5 o T b n X
code="suspended” | [ suspended | # #& 7
5,
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R B ZHEE fEDRY G

fEDH]
replacement [0..%] /N B2 # e
Of relatedContextOfUse Ziz

AT D,
relatedContextOfUse 23
DFMIIAFD 745 %
ST HZ L,

typeCode [1.1] [ & AP Ix replacementOf
L AV Al
typeCode="RPLC" | ity Btk T 5.

derivedFrom [0..1] VN G2 % [
documentReference i 3%
B REANT D,

documentReference i 3%
DFEMIIAED 746 %
ST HZ L,

referencedBy [0.*] AREFE I keyword H 3 %
AT 5,

keyword ZLE D FERIEIA
EO 747 2RI DHZ
s

typeCode [1.1] Il AJFEMEIT referencedBy %
e MDD BRI LB o
typeCode="REFR" | sspl@tt:Cd 5,

CE DYEeytia| > contextOfUse.statusCode@code J& £ il 7% “active” T &H W . O
DA priorityNumber 2 5%7% updateMode J& 4 % & £ 7255 DL NIZZE T
b5,
® code@code
® code@codeSystem
® derivedFrom
> contextOfUse.statusCode@code J& 14 fif 23 "suspended” T & %5 . X I
priorityNumber@updateMode J& ARt T o & &, LIFOW
THDIEH %5 e Submission Unit IZH T Eh 5,
code@code
code@codeSystem
replacementOf
derivedFrom
referencedBy
> 1250 Context of Use % #4? Context of Use TEHT H5A 1L, &t
9% Context of Use = & |Z replacementOf 23 & #2925 Z &, Context
of Use D EHEDFEAIZ DN TIX, AED 745 2BMT 5 &,
> 150 Context of Use |45 Keyword %+ 53 2 851%, 157925
Keyword = & T referencedBy %58 # #2325 Z &, Context of Use (Z £
547 Keyword DFEHIZOWTIE, AED 7472504252 L,
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BA

Tl

R B ZEE DR
fEDH]
EH c=vdl > ICH IG RLal o EHHANCIN 2, LB S5,
HH| ® LIFOWTINNZEZEY TS Submission Unit (ZHIF X5,
< code.originalText@value J&PEAE A 129 LA ETH 5,
< statusCode@code J& A 23 "active" & UM 'suspended" D W 341 T 4
720N,
<~ statusCode@code J& A3 "suspended”C 4 % Context of Use @
Priority Number (2. [RIFFIZ updateMode JEMED RS LT D,
> WIREHEEDTA 7Y A 70 EBE L THD TREET S
contextOfUse 5 @ statusCode@code J&M:AE A3 "suspended" T &
Do
<> FIRER RS replacementOf ZENMEAE S LTV 5,
< FIRERHEEC derivedFrom B35 % & & 720 contextOfUse 3R 7%
kT 5,
® KED 102 THRARDHGFET A 7V A 7 /T CTREEUIHIBR S
AU7= Context of Use &[] U id@root J& i % Ff> contextOfUse %3
ZHRHE L ClIe 7w, EHUTEIR S 472 Context of Use %
BT LA, Hifilo ContextofUse & L CHHRHT S Z &,
EEAEMRICIN 2 THE O ~EZEMABRNIEIC 220,
N > code@code J&MEfE2N RS CTD L ULASE 5 i 3 THICE S 2 WA
2 @ Submission Unit IZHI F &35,
EEAAARITIN A THE 5 N EGEABANTERIC 20,

7.4.5 relatedContextOfUse
relatedContextOfUse 3 1%, #2HI# A D Context of Use % 4> Context of Use TE#9 2
BRI S %, relatedContextOfUse 223213, #7#i Context of Use D F 2% & L T S,
id BRI X - TEHL S 41D Context of Use & FEET 5.

7.4.5.1 XML EOSR&E &R
relatedContextOfUse 3 D RE&EFEFTIC DWW TCIE, ICHIG 2245 Z &,

7.4.5.2 XML E2 &5
LLFIZ relatedContextOfUse 5% O XML FL#lfil /=3,
<replacementOf typeCode="RPLC">
<relatedContextOfUse>
<id root="d981c6a9-d57a-43cc-a71b-a8e35a34a39%a"/>
</relatedContextOfUse>

</replacementOf>

7.4.5.3 XML ERXRUVEMN
relatedContextOfUse 3 & N DL T OEE, WNZZENL L DEMEIL, LTO#E Y,
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R B ZHEE fEDRY G
1E DG

[1.1] AREFRIL, BEHINLD
OfUse Context of Use 1 %
AN 5,
id [1.1] ICH IG Gk i@ v ,
root [1.1] ¥ 72 UUID ICH IG Ft# i@ b,
-
root="d981c6a9-
d57a-43cc-a71b-
a8e35a34a39a"
U Naeyhea| > contextOfUse.statusCode@code  J& 14 fE A3 "suspended” T & 5 . X I
O] priorityNumber@updateMode &M TRt STV D & & LIT O

A & ¢e Submission Unit IZHI F & 5,
® relatedContextOfUse
EH cd > ICH IG RRdkoEABANCINZ . LA S5,
A ® LITOWTINTHEYT D Submission Unit IZH T &b,
|
|
|

< id@root J& MAE 239" Context of Use 73, #7252 F7 XA | -
TN—FIZJ@m L TWb,

< id@root J& MAE A3 779 Context of Use 73, 245% Submission Unit T
kI h s,

< id@root J& A A3 7759 Context of Use 73, eCTD 541 5 23 Al
THDHHEEOBEDORIIC L » TR STV,

< id@root J&PEfEH3779" Context of Use 23, eCTD 24 & 575 A/
THDHHFEOBEDIEHIC L » THIBRUIER SN TV 5,
EEAAARITIN 2 THE 5 N GEMABANTIERIC 20,

ON EREEMRITIN R THE 5 N E @RI IZ 20,
RRARITIN 2 THE O N GEABLANIFFIC 20,

7.4.6 documentReference
documentReference (%, Document Z fiE ¥ %, documentReference ZHIZ L - THIE I
A17= Document Id, HlZEF TH 5 contextOfUse FE D code EFHIZ L - THRE SN - & e
WONLEDT & BEESIT b b,

7.4.6.1 XML e & &R
documentReference Z3E O FE#EEATIC DWW TIL, ICHIG 22452 &,

7.4.6.2 XML E2 & 451
<derivedFrom>

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

</derivedFrom>
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7.4.6.3 ML EZRUVEN
documentReference 258 X N OFL FOESE, WNZENLDOEMIL, LLTFO#EY,

ER B SZEE BRI P
1B DG
documentRefer [1.1] ANEEFE L, Context of Use
ence L B 317 %5 Document
DR T % HANT D,
id [1.1] ICH IG fed#k i@ b,
root [1.1] %272 UUID ICH IG fR#i D v ,
#.
root="al7b06a2-
a040-431d-8e5b-
1f678c83af3c"
U Va0 hea] > contextOfUse.statusCode@code  J@ £ i 2% “active" T H D . O
DA priorityNumber Z3£73% updateMode JEVEZ & £ 72 WE . LR ITMAE

Thbd,
® documentReference
> contextOfUse.statusCode@code J& 14 fE 2% "suspended" T & 5 . X i%
priorityNumber@updateMode JEMEEA TR STV D & & DL T O
%G T Submission Unit IZHI F&h 5,
® documentReference
EA <S8 > ICHIG RR# o EMHANTI A, LTFAEH S D,
A ® LITOWTIMNIZIEY T 5 Submission Unit I(ZETT S5,
< id@root J@M:AEAN k3 Document 73, 43% Submission Unit & T
FEEYRHOT —H RXR=Z*OWNTIUTHIFE L7V,
<% id@root JEVEMEAN R Document A3, AED 102 (TR THIE
eCTD (Z L » CTH#Efit X 417= Document T 5,
<> IR R documentReference 2235 % & % 72\ contextOfUse
TENE SN TN D,

*FA Y SR, eCTDVA.0 % v CTHEH S 4u7= Document (2D T, 3%
FENEY T SR Y | A G 1T B BRI E D D HH
CLF, THEOHREMM) Lo ,), T —F_X—=XHRE L TN D,
RRAMRITIN 2 THE 5 ~ & EMAHANIFRZ 220,

FREAMRIIIN X THE O R EEABANTRC A2,

REARIIIN 2 THE O R ETERBANTEC A,

7.4.7 Context of Use keyword
Context of Use {2 {1 5- & 41 5 Keyword (LA, TCoUKeyword] &9, ) i, Context of
Use 2379 CTD FLH LIZxid 2 1B01EH &2 #2179 %, CoU Keyword (X contextOfUse 232 AL
? keyword ZRIT Lo TR S, RESLTO2HENH 5,
1) ICH IFHAE Y FIC L - T Keyword O FEEE S ENHD 5N TNWDH D,
5 : ICH Document Type. JP Analysis Type. 7% &,
2) ICH T AE MJRIC & - T Keyword O RO Hi1 TR Y, HFEEIMEE CTE%
WD D H D,
f5il - indication, substance, group title, 72 &,
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FC 2)D Keyword Z £ 53 2 BR1%, %5523 T Keyword Definition 2 FV\ T Off
ZEFRT H, Keyword Definition OFEMIIAED 7418 22+ 5 2 L, 2B, HiEE LT —
ZIZOWTIIREAIE LT, FBEYRTIE T ANTAXIET 7 A NVADFIA TR RIND T2
B, RAROERZ Keyword TREEINDFERITZBE SN RN 03D D, FIZIX, HFEFETFT
— X &% &4 % Context of Use (Z group title Keyword Z 75 L7 & LTH, 47% Keyword (2 &
o> TS 7z Keyword /R SCFF OfF I, grouptitle / — K& L TERREINRNT L35
ol

7.4.7.1 XML LD EE & &R
Context of Use (21 5-4" % keyword L3 DFLHkEFTICOWTIL, ICHIG 2235 Z &,

7.4.7.2 XML E2&545)
PLFIZ, Context of Use (241 5-9 % keyword 23 D XML Fi #5737,
kFE 1))
<referencedBy typeCode="REFR">
<keyword>
<code code="ich_document_type 65" codeSystem="2.16.840.1.113883.3.989.2.2.1.3.2"/>
</keyword>

</referencedBy>

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

</referencedBy>

EFE 2)o 4
<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>

Page 27 of 105



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

o kiR 2)084A . Keyword @ EF % Keyword Definition & L Tt 2, FEHIIEAED
1418 2T 5HZ &,

7.4.7.3 NWLERRUVEH
Context of Use |21+ 57" % keyword 3 K N2 Ofd FOHEFE, WNZZEN L OB, BT
DIEY

=R JE ‘ LEE ‘ BRI GG
1B D5
keyword [1..1] ARBEEF L. Context of Use
OBEMEREFET S
THMEAENT D,
code [1.1] ICH IG Ft# D@ v
code [1.1] T XAk ICH IG it& @b,
P

code="ich_route 1

code="MANUO001"
codeSystem [1.1] TX A B ICH IG ft# i@ v,

# :
codeSystem="My
list 001"

S VAN el BRI THEAE ], MEOR ) RO THH ] OWRITINA THE ) NS EHB
DRHFA Rl 720,
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B

Tl

B3R =1 2EE EDH
1B DG
EH =8| > ICHIG REHOEMMANTINA, LIF M s 5,
#H| ® YL HIFEWNIC o BF M IS E S FTE (1 DOFEH O CoU
Keyword (Z DWW CHELHFENICEELDOENF(E) L, 22 nico
WCCEAZRET 25 41%, YiHEEO CoU Keyword % T
DRZEWRT D 2L (B EEORA 2 G MEE0SA1%, CTD A
MU E, 8AIOXBIZA< X5, product Keyword % 5 LEH D
32PZHNLTT %),
® LUIFDOWTNNIiEY 7 % Submission Unit IZEIF X415,
< ICH CV @ TICH Context of Use] X|% JP CV @ [JP Context of
Usel (28> THREGNRFEDH LAV TV Keyword 235 &4 TC
W5 (72720, HEEE 7 — % 22 L T\ % Context of Use ™D
BAE, AED 110212 5 Keyword (3614 L95),
< ICH CV @ TICH Context of Use] X% JP CV @ [JP Context of
Usel IZX o THZEE &N TV % Keyword 235 Z TV 7200,
< 120 Context of Use (Zxf L C, [l UFEEED CoU Keyword 73 #
Bft5SnTng,
< ICH Study Group Order Keyword 723 f}5- X410 CTU 523, study
id_study title Keyword 23 fit 5- 4T,
> HEETT—ZZBM L TV Context of Use IZ, L FDW
FTIHND Keyword 235 I T\ 5,
v' JP Study Data Category
v" JP Analysis Type
v" JP Terminology(Tabulation)
v" JP Terminology(Analysis)
> HIEEFT—Z &S T 5 Contextof Use (2, JP Study Data
Category Keyword 23 ff 5- &AL T 720,
< THRAREEHGEE CIE2WwWT — %) (Non-CP) LISk % k9 P
Analysis Type Keyword 73 {1 5- S #1 TV % Context of Use 232 [
LT\ % Document (2. text.description ZLFEAHEHE STV
AN
RRAMITIN 2 THE 5 ~EEABANIFR 220,
9N > JP Study Data Category Keyword 28 £t S TWARWEE, £ 0
Submission Unit (ZHI F &4,
» JPStudy Data Category Keyword 73 #2{ik & 41T 54556 . & @ Submission
Unit IZHI T & s,

7.4.8 sequenceNumber
Sequeuce Number (X, sequenceNumber (2 X » Tt S, FFFFENICBIT S
Submission Unit O £ A & /51 2 =3 e o 2 1232, RRERICiRIET 5
Submission Unit (Z & - THeft L7z fFiiE, FEERICB W GBI IS
Submission Unit {2 & » CekiT &A%, Sequence Number [, Submission Unit & & [ZH& S 41,
T EITENT 2B 5 TH D,

7.4.8.1 XML LD EE & &R
sequenceNumber 258 OFE#EFTIZ DWW TIX, ICHIG 25§52 &,
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7.4.8.2 XML E2&f51
LUFIZ, sequenceNumber 2158 @ XML FL#l 5] & 7~ 7,
<componentOf1>
<sequenceNumber value="1"/ >
<submission>
LI

</componentOfl>

7.4.8.3 XML ERRUVEM
sequenceNumber Z23& & (N2 DL FOBEFHR | WNZZN L DREMEIL, LLFO@b,
Bt ‘ LEE fEDHY

1EDLG

sequenceNumb [1.1] KRBT, FIHZE
er i+ % Submission Unit D42
H B & KR8 & 9
TEM A ¥ T 5,
value [1.1] AR ICH IG fL#i»iE Y ,
#i- value="1

S VEONREE ERL o T EAE ) MEOR) KO TEH] OWFITINA THE 5 ~EfEHH
DR GUlESZN AR

EA S > WETT AW SETRRER IR RIS TR B EE IS 38\ THE (L% 7+ 0> Sequence
pszAz Ul Number @ 9 5, e RKOMEIZ 1 % /& L7=#ffi% Sequence Number & L
TR 2, Z & X, £ K Sequence Number i % £ HE ki 4
Submission Unit Z %5E 3 HI1Z& 720 . submissionUnit.code@code & ™
BRI D720,
> LUFOWT i3 5 Submission Unit [ZEI N &5,
® PATIETHTO 1] D 1999999 MIAL LIS DE % Sequence
Number & L Tt L T\ %,
® Sequence Number & & “FEfE 7 + L X4 B—EF L7220,
®  UIhRARHEEC, TREEAMAL a), )& Ot o)z Al & 72\ Ml % Sequence
Number & U T L T\ %,
® CLFTHEIZ Sequence Number 73 1) DAL TV 720,
® KRIHEIC, BESEH O Sequence Number fE Z#2f L T\ 5,

> HIERHEFD a)d Sequence Number 1 1) &35,

> —JEREH L7z submissionunitxml % H LB SUTEIRH T 285510
HUE L X HE x5 o submissionunitxml & [F i D Sequence
Number Z #2795,

> IR O b)d Sequence Number 1 1) &35,
> R L7 b)A I LB AT R 2581, Sequence Number
ENZ 1) 295,

> IR ) Sequence Number 1% 2] &35,
> —ERH L o) LE T IR T 55A1%. Sequence Number
R T2) &35,
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7.4.9 submission
Submission (%, submission ZFE (2 X - TS, YZHGEICE 5 0 H OFEH & it

O EERE G Z LN TE 5, Submission 23442 44 B (ZBE# 92 Submission Unit (3,
3% Submission @ FAMEE & L TEESIT Hiuo A, eCTD VA0 XML A v — BT,
submissionUnit B3& D FALE S & LT submission EE N {77ET %, submissionUnit 3 i1%, H
£ 73 B#-5 < Submission D # A, submission 3 & L THREAET 5,

7.4.9.1 XML £ ER & & T
eCTD v4.0 XML A »&— k| submission ZH XKD & 9 IZELE S5,
® controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission

7.4.9.2 XML E2&5k45)
LLFIZ submission 23 0 XML FL#l 5l =3,
<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"/>
L] L

</submission>

</componentOfl1>

7.4.9.3 ML ERXRUVEMN
submission EE K NZOE TOHEFE, W RNZEFNSDOEMEIILLTO®ED,

BT
1B

‘ B

submission [1.1] AFFIFY5% Submission
Unit (2 B3 S Tk &
5 EIE R KM
%

id [1.1] AREFZIT Y% eCTD HFE
DR T ZREHT D,
item [1.1] AFF L Y3% eCTD HiGh
DR T2 AT 5,
root [1.1] %472 UUID Z Submission @ UUID,
ICH IG Fo# DI HEH S
7. Bl 7=T7 vy XA
root="c4550245- | |z fE\VHEFE N KT
fa32-444e-8433- |
702fbba7a8d4"
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R B ZHEE D
1E DG

extension [1..1] SSEE & eCTD = &5,
#.
extension="201605
05001"
code [1.1] AFF L Y3% eCTD HIGh

DOALE ST (IEASRH.
SERM. 70 E) RN

T 5,
code [1.1] Va2 5% eCTD HFEDOALE D
J AR 2 — NMEAE
A ELTHRD, 22— FNEIX

code="jp_original” | jpCcv o [JP Submission)
a— KU 2 R HER

T 5,
codeSystem [1.1] ¥4 72 0ID [JP Submission] =t— I
J 2 k® OID,
#-
codeSystem="2.16.
840.1.113883.3.989
5.1.3.3.151"
subject2 [0.7] ABLFE T review B 2k
W5,
review 238 O I I ARE
D 7410 5B+ 5Z
L,
componentO [1.1] A %33 application B3
f AN 5,
application %3 D FEflIE
AED 7415 2RI 5
&
U VROV e > HT Review A HRILT 235G XIIBETE Review OfEHE AT 54
DA :I HEE# 2 & 1T subject2 E?’?%%Lﬁ‘é Z &, Review DAL ;Ob\

X, AED 7410 2B T5H 2 L,
EH 2% B ﬁEIJJ: LT, YLFDEMEIZOW T, submission Bt F OIF IO ZETIZ
psiaElll Bood, M2zl L CRICEZRET 2L, ZNOOEEEET
HMEND HGAEIL, FANCEEYRICHART L &,

id.item@root

id.item@extension

code@code

code@codeSystem*

*7=72 L. code@codeSystem J& 2379 OID O KEIZH FNH/N—

VarFEiE, —BL TV DMEITRN,

» id.item@root JEMEAEIX. A% Submission Z—EIZFkBITX 5 UUID &1
HIE,
> LPUTFIZR%¥% 9 5 Submission Unit ITEITEN 5,
® id.item@extension JEMEME AN M 5% 5 D eCTD i“ﬁ“%éﬁ ERID,
O > FIRAEHIRFIC subject2 E%?ﬁ)?ﬁﬁ'\:éﬂ’@ \RWA . @ Submission
Unit IZEITF &b,
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b)IC subject2 BH &G TIkA by, £i-.

D=5, % 0 Submission Unit [ZHI F & %,

> subject2 EENALEI N TV RWES. £ @ Submission Unit [Z#H F &
b,

subject2 EE % b)lZH

7.4.10 review

review 1L, S EHEREZERMT S, BEEET L1C 120 subject2 RN FEHE S,
subject2 235 Z L (12 1 O D review EHENRLEI N D,

7.4.10.1 XML L& &
review F 1% eCTD v4.0 XML £ »&— k., LUFOGATNCEE# S D,
® controlActProcess >> subject >> submissionUnit >> componentOfl >> submission >>
subject2 >> review

7.4.10.2 XML &4
LLUTFIZ review 235 0 XML Fe#if 2 <1,
<subject2>
<review>
<id root="c2a664fc-4b41-4425-8631-46b7bf1f58a6"/>
<statusCode code="active"/>
<subjectl>
S
</subjectl>
<holder>
e [FREET..
</holder>
<subject2>
e [FREET..
</subject2>
<[review>

</subject2>

7.4.10.3 XML ERRUEH™
review Z3E K N OFL T OESR, WNTZN 5 DBIEIZLL T O Y

B LB fEDEY
1EDH
review [1.1] AREFRIL, hEEHREH
W5,
id [1.1] ARBIHE LY review
DT 2 RN T 5,
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R

B ZHEE D
1E DG

root

[1.1]

%472 UUID

-
root="c2a664fc-
4h41-4425-8631-

46b7bf1f58a6"

DL

A Review @ UUID, ICH
IG ft#H o7 /LT X A
WCAEVHGE B DN IEEFT
Do

statusCode

[1.1]

NG A
HEOWRRE Z R T EH
AT D,

code

[1.1]

-

code="active",

code="suspended"

R OfR e & fﬁ“ﬂ
— K, B OREEE
e eCTD (2T,
DHEW T %G, H
#% ORI TIE YLD
TR0 Review (2%
L "suspended" % #2 fit 3
5o EDMDGEITIB
Tid active" & #2425

#ﬁB

subjectl

[0.1]

N 9 F s
manufacturedProduct %
REEMNT D,

manufacturedProduct 2
ROFFEMIIAFD 74.11

AT HT L,

holder

[0.1]

ARFEFR L applicant E
ZREANT Do
applicant 2235 D FE LA
EDT1413%BHT 52
L,

subject2

[0.%]

ZN g ES %
productCategory % 3% %
AT 2,
productCategory % 3%
FEIIAED 7414 25
B3nzk,

ERXREVEY Re

DR

>

KRR R, EREER R RO R THLHATH D,

BET I,

BIHEOETHRMETH D,
WETHRE, stautsCode@code J& PEAE 23 "suspended" C&H 5 & =, L F DWW
O H % E T Submission Unit IZEIF S5,

subjectl
holder
subject2

subject2 ZE3R T HIFE X5y

T 2 L,

statusCode@code J& EAE 23 "active" TH 5 & &, FHEEK W
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B

Tl

R B ZEE EDHEL
fEDH]
EH Sl > LR OWTIZEZ Y 9% Submission Unit [ZETF S 415,
FHHI ® (NIEHZEDTA TV A 7NV ERL CHOTIRMEET D review E
O statusCode@code J& P 73 "active™ T 72\,
® review.statusCode@code J& P44 73 "active" &z UM 'suspended" D V41 T
B,
® 4% review EF D statusCode@code J& A % "suspended" CTHEf L 7=
fE S statusCode@code Jg& PHAE 23 "active" T & 5 review FFHE 34 3% H
REICBWTIFE L2 72 D,
> id@root JBIMEMEIL. A Review Z —EITF#HI TX5 UUID £ 352 &,
> UGTRE AR HFENERCT T 62%“(:?0 6?“ FIZAFITEFE D720 review
BLFEIT ﬁﬁb&m:&o
> —EHFERTIFICL Y EL L 22572 Review &R T id@root JE A %
o review B %T:EE'@E LTl b, —ERFFIRT I LD HEehc
L 7= Review % FEA N LI2W AT, #H O Review & L T
TAH5Z &,
FLAMRITIN 2 THE O N TEHBANIFRIC 20,
O > b)IT review BEEZED TT R BV, F2, review EFE A b)IZE DT
YA, @ Submission Unit [ZH T X415,
FLAMRITIN 2 THE O N EGEHBANIERIC 220,

7.4.11 manufacturedProduct
manufacturedProduct 2L %, REERAZZUET 5, 1 DD review HEZLIZ 15D
manufacturedProduct 58 2324t <15, manufacturedProduct B3 1Xf FIZ[A4 O
manufacturedProduct 23 4 £ 6, AZE TILATHE 2 manufacturedProduct 2235 & FEOY, #%F %
manufacturedProduct.manufacturedProduct 5% & 53,

7.4.11.1 XML L& &ERr
manufacturedProduct 2313 eCTD v4.0 XML A vt — k| AT OLGATICRHE I D,
® controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission >>

subject2 >> review >> subjectl >>manufacturedProduct

7.4.11.2 XML 2651
LLFIZ manufacturedProduct 258 @ XML Fo#k il & 7~ 3,
<subjectl>
<manufacturedProduct>
<manufacturedProduct>
<name>
<part value="t 1 ¥ 7 % = — /L 10mg"/>
</name>
<ingredient classCode="INGR">
0

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

</subject1>

7.411.3 XNMEBEEXRUVEM
manufacturedProduct 23 Kk OV QR N OESE, W NZEN L O BMEIZLL T O Y

EBR B ZEHE DR B!
V=
manufacturedPr [1.1] AREEFRIL, BISLTE R AR
oduct W B,
manufacture [1..1] AREFRIT, BATERE#K
dProduct W5,
name [1.1] AREFRITIR T4 & #d
50
part [1.1] AREZRIIR TS & #T
5o
value [1.1] THA b AN DIRTEA
A4 value="+-1
o F g —LEF
10mg"
ingredient [1.7] VN C: % X
ingredientSubstance % 3%
5 IR

ingredientSubstance % %
DOFEMIAED 7412 %
ZRTHZ L,
classCode [1.1] I & AJEVEIL ingredient B35
Z O D BRI B T
classCode="INGR | pyj@tt:cd 5,

A0 > WUERRICEEND AR Z LIC, ingredient BHE AT D 2 L,

Sd > part@value BYEEIL, HFEELHOMNIENS L —BSED &,
> LUFIZE%Y49 % Submission Unit (X &I F &5,
® part@value JBMEAE 2 241 LU ETH 5,
AL 2 THE 5 ~Z @RI 220,

98 > b)iZ manufacturedProduct % 3% %* & bb “C TR bRy, F 7o,
manufacturedProduct 23 % b)IZ & 7455, £ 0 Submission Unit (%
HFshnb,

LM A THE 5 ~EHEHHANTIFRIT 20,

71.4.12 ingredientSubstance
ingredientSubstance ZEFH X, AT OAM A RIS D, 1 D0 ingredient ZEHE Z 21212
@ ingredientSubstance &M kXN 5,
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7.4.12.1 XML L& &R
ingredientSubstance (X, eCTD V4.0 XML A vt — k| LI FOHATITEEH SN D,
® controlActProcess >> subject >> submissionUnit >> componentOfl >> submission >>
subject2 >> review >> subjectl >> manufacturedProduct >> manufacturedProduct >>

ingredient >> ingredientSubstance

7.4.12.2 XML E2&545)
LLFIZ ingredientSubstance %58 D XML Flfi il % 7~ 97,
<ingredient classCode="INGR">
<ingredientSubstance>
<name>
<part value="A —7 A ¥ " code="jp_jan" codeSystem="
2.16.840.1.113883.3.989.5.1.3.3.1.7.1"/>
</name>
</ingredientSubstance>

</ingredient>

71.4.12.3 XML EZXRUREMH
ingredientSubstance ZLF# &k O OBL FOEF, WNT LD DRIEITLL T DY,
BER Btk LB ‘ EDH ‘ LA

1B

ingredientSubst [1..1] RKERIL, ARG D4
ance MERANT D,
name [1.1] KREFRIL, ARG D4
WEFANT D,
part [1.1] REFILH N5 D4
R R
value [1..1] T ¥ A b H NG DA TR,
4 value="~7"—>7"
1 T
code [1.1] T XA bk A N5y D 4 FR O Tl

ZRYa—R, JPCVD
Al code="jp_jan" | [ JP Substance Name
Type] =—FU AR D

/IR D,
codeSystem [1.1] %472 OID [ JP Substance Name
Type] = — RFU XD
A oID,
code="2.16.840.1.
113883.3.989.5.1.3.
3.1.7.1"

S VL0V A R [ZEE ), MEoR) KOt TR ORNBITIA THE ) <& HEL
DR AlE vy,
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2EE fEDE
1B DG
B2 > part@ualue BAEEOMEIE, FRIE LT, R Bk — gL & —H S
®5HZ L,
> LUFIZE%49 % Submission Unit (X &I F &5,
® part@value JBIEAE 2 241 LU ETH 5,
RE RIS R THE O N EEMBHNTFAIS A0,
ON > b) T ingredientSubstance ZEE A F O TIE R bR W, £ 7o
ingredientSubstance 23 % b)IZ & D785, % @ Submission Unit [ H]
TENnbd,

FREAEBITIN A THE 5 N EEHHANIFFIS 20y,

il
|

7.4.13 applicant
applicant 3%, HiHFEAHREZIRMET 5, review BHE Z L 1T 1 oD applicant EHE ) Rk &
nb,

7.4.13.1 XML LoEE&i &R
applicant 223%(%, eCTD V4.0 XML A vt — k| DLFOGFNIR#H I D,
® controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission >>
subject2 >> review >> holder >> applicant

7.4.13.2 XML &5
PLUFIZ applicant 35 > XML Fe#l 5] 2 ~9,
<holder>
<applicant>
<sponsorOrganization>
<name>
<part value="PMDA 3Rk 4E">
</name>
</sponsorOrganization>
</applicant>
</holder>

7.4.13.3 XMLERRUVEM
applicant ZL3 K OV OFL FOZEFR | W Z D DBEMEILLL T D Y
Bt ‘ 2HEE ‘ EDEY

1EDLH]

applicant [1.1] ARERIIHFEE 4 &K
EER

sponsorOrga [1.1] RKERIIHHEEL K
nization W9 B,

name [1..1] ARERIIHEEL K
R
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R B ZHEE fEDRY G
1E DG

part [1.1] ARERIIHFEEL 2K
W5,
value [1..1] TE A b MHHFEEDHFEE L,

#7- value="PMDA
B
G DNEO e FEL D TZEE ) MEOR ] KO TH] ONFITIZ TR S XS
DR AR AliE 72y,
= S| > part@ualue BUYEEIX, WEEERLEMOPHEEL L —BSEDH T &,
> LUTIZE%49 % Submission Unit IZE1 F &5,
® part@value JEVEE 2N 241 XFLLETH D,
AN 2 THE 5 N EEHABANTFC 220,
> b)IZ applicant B % 5 Tld7e 5720, F 72, applicant 3 % b)iZ
&thﬁm % @ Submission Unit IZH F &5,
BRI ZTHE D ~EGEHBANIFRIC 220,

7.4.14 productCategory
productCategory %35 (%, EF' Gy et 5, review HFE T &IZ 1 O IHEELD subject2
IR S 41U, subject2 E3& T L (2 productCategory E%z’»iﬂ b, 120 productCategory
BRIIFIZ L HODOH /\%ﬁ’)t&) BEOHFEX R OHEOLE . BRI 08 &
[F%X D subject2 EHREMNFRE SN D,

7.4.14.1 XML EFE&E &R
productCategory E 1%, eCTD V4.0 XML * vt — k. LLFOBEAHICE#E SN D,
® controlActProcess >> subject >> submissionUnit >> componentOfl >> submission >>

subject2 >> review >> subject2 >> productCategory

7.4.14.2 XML &5
LLAFIZ productCategory 238 0 XML FL# 61 2 ~97,
<subject2>
<productCategory>
<code code="jp_1_1" codeSystem="2.16.840.1.113883.3.989.5.1.3.3.1.6.1"/>
</productCategory>

</subject2>

7.4.14.3 XML EZRUEMN
productCategory %235 &k N OEL T DOEFR | W NTZIL D DJRMEIZLL T DM Y
ER JE ‘ LB ‘ fEDE

V=

productCategor [1..1] ARKERITHHEX D52 #K
y W5,
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R B ZHEE fEDRY G
1E DG

code [1.1] A EF T HFE XS %
2.
code [1..1] TRAR S

AR HFEEFICREOH
Al code="jp_1_1" | Xy % JPCV @ [JP
Product Category] =—
UASNHBRINT 5,
codeSystem [1.1] ®4 7 0ID [JP Product Category| =
— U A h® OID,

Vil
codeSystem="2.16.
840.1.113883.3.989

5.1.3.3.1.6.1"
VNSOV e FEL D [ZEE ), MEOR ] KO T ORNFITIZ TR 5> XS
DA HItx 720,
& “5d > code@code J&PEEAS T HIFEIX AL, HIGEERROREEX Y L B S
T5HZ &,
RRAARITIN 2 THE 5 ~ & EMAHANIFRZ 220,
> b)lZ productCategory E 32 % 5 CTld/2 721, F 7=, productCategory

BWHE A bIED =A% ® Submission Unit [ZH FEh 5,

ERLAMRITIN R THE 5 NS EMHANTFRIC 220,

7.4.15 application
Application %, application ZF#(Z & - T XL, Y% HFHIC L > TR SN D HROE
FROLEOFRKICHET HERZREET D, 150 submission ZFEITHEIZ 12D
application ZF# % & i,

7.4.15.1 XML EOiER&Ei &R
application ZE3% 1%, eCTDVv4.0 XML A v&— k. LATFOEFTICH#EEN S,
® controlActProcess >> subject >> submissionUnit >> componentOf1l >> submission >>
componentOf >> application

7.4.15.2 XML &5
LLUFIZ application 2255 ¢ XML Fe#kfi] 2 7~ 9,
<componentOf>
<application>
<id>
<item root="492462f7-81bf-46e0-9b59-b677a86c88a4" extension="sender-specified
value"/>
</id>
<code code="jp_nda" codeSystem="2.16.840.1.113883.3.989.5.1.3.3.1.8.1"/>

<reference>

L[S
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</reference>
<component>
0 Y
</component>
<referencedBy>
W a1

</referencedBy>

</application>

</componentOf>
7.4.15.3 XMLEZRXRUEH
application 2 M O DRL FOEF, WNZZN LD BIETLLFD@EY,
L B Z2EE BT WA
2
application [1.1] A EFE . Y
SubmissionUnit (25U
TR =+ 5 Application
DIFMEREANT D,
id [1.1] ARBEFRIT Y% eCTD HFh
DR T Z kT Do
item [1.1] AREFIT Y7 eCTD HiGh
DA Z AT D,
root [1.1] #2472 UUID | A Application @ UUID,
ICH IG E# o7 /v=Y
P A BITHE B & D35
root="492462f7- | k47
81bf-46e0-9b59-
b677a86c88a4"
extension [0.1] TXA b HEEE NP EET
HZEEZHEMELTH
P B4 2EE OfA,
extension="sender-
specified value"
code [1.1] AREFIT Y7 eCTD HiGh
DFEF A KNS D,
code [1.1] TXA K 3% eCTD WG OFEfH %
AYa— R, a— NEl
- code="jp_nda" | JpCV @ [JP Application
a— RFU A b biEiR
T 5,
codeSystem [1.1] %472 OID [JP Application] =— K
U X ko 0ID,
A
codeSystem="2.16.
840.1.113883.3.989
5.1.3.3.1.8.1"
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R

reference

B ZHEE fEDRY G
1E DG

[0.#] N % ES i
applicationReference 2%
ZFEANT Do
applicationReference 2%
DFFANIARED 7.4.16 %
ZHRTDHZ L,

component

[0.74] ABEF L document ZEE
AN D,

document 3 D FEHM I
AED 7417 BRI 5
&,

referencedBy

EXEUVBEME
% i anpshEl]

[0.%] ZEE X
keywordDefinition %55 %
AT 20
keywordDefinition 2235 D
HMIIAFED 7418 %S
B5dZ&,

YHZHFEICBEET SR 0BG (LIT., TBEBE] L1 o,) e o5
Al BEREE Z LT reference BEHR AT 52 L, £, BERE
1% Submission Unit = & [ZH 4T ORIE HGE 2 $2fik4- 5 = &, BREH
O OWTIIAED 7416 BT 22 &,

5% Submission Unit (Z & - THEAE3 2 88l Document 7% & 5 %513,
Document = & (Z component Z 3 A #2325 Z &, Document DFEHEIC
DNWTIHEARED 7417 22 W5 52 L,

WELHEBIC BT % # Keyword Definition % #2844 2 354 1%,
Keyword Definition = & |Z referencedBy % 3 & #2fft4-% = &, Keyword
Definition DFEMIZ DWW TIIAEFED 7418 BT 5H 2 L,

>

JFHIE LT, LR EMEIC oW TiL, application it F OB HR O H T
Bood, HiEzE L CRICELZRET 2L, ZNOOEEEET
HREND DAL, FRNCEEYRICHRTDHZ &,

id.item@root

code@code

code@codeSystem*

*7-72 L. code@codeSystem J& P23 79 OID DREIZEHE FN D /3—

VarFEHE, B LTV DAMETR,

id.item@root J& A%, A Application Z —EIZ#AI T& 5 UUID &7
HZ &,
id.item@extension BIEITHFEEIC L 2FHEZ B E LTS, HFEY
JOZHEH T % eCTD v4.0 XML A > B —VICARBEMHAZEZD 5 2 Li3E
LX RV, BEYRIYZBEEEEZEA L2, 2. KEMHD
EORNZOWTIEL, KFED 250 [FF A ML U CHEMHATREZR T
fi] 1T THUE SN2 SCFFRICIRE SAL7220,
PLFICE%24 3% Submission Unit IZHI F &5,

id.item@extension JE&MEAE 7Y 129 XF UL ETH S,

RIS A THE 5 ~EEHHHANTARR ISR,

EREEMRICN A THE 5 ~ S AR 20,

BRI A THE 5 NEEABRANIEFZ 220,
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7.4.16 applicationReference

applicationReference 225813, B HGE DI H A IRALT 5, Fl 21X, —HZ HE GRS DR

WZBERGRS H ORGEA SR 25T 226N TE S, 2oL &, BHEfG; X eCTD
v3.22 X va0 ZIER L L THFESNTWARITILUXZR 5720, eCTD VA0 & HW - HEED
applicationReference Z #7725, eCTDV3.2.2 Z HW-HiFED eCTD & ZE ST 5 Z L iX
ZELX R, BT 5 eCTD HEEN 254, applicationReference % 5 A #2193~ 2 MBI
S FRIET 25651, 150 application ZE3E1% 1 -5 T #EE D applicationReference % 5%
EROZ LN TE D, BET % eCTD HEELNEHEG 2 %5E 13, BEd 2 eCTD HFFZ &I
applicationReference # F# 7tk 4 5,

7.4.16.1 XML LEE& &R
applicationReference Z#1%, eCTD V4.0 XML #* vt — b, DL FOEANCEH SN D,
® controlActProcess >> subject >> submissionUnit >> componentOfl >> submission >>

componentOf >> application >> reference >> applicationReference

7.4.16.2 XML E2&5k45)
LLFIZ applicationReference 5% D XML fL#l ol =3,
<reference>
<applicationReference>
<id root="20160103001"/>
<reasonCode>
<item code="jp_pca" codeSystem="2.16.840.1.113883.3.989.5.1.3.3.1.9.1"/>
</reasonCode>
</applicationReference>

<reference>

71.4.16.3 XML EZXRUREMH
applicationReference 3%} N OFL F O, I NTZN S DEMEIZLL FO@ Y

BHR B LHE EDH Bl
\ s |
applicationRefe [1.1] AR T B E I
rence AT D,
id [1.1] AR PSR X B S o0k
BT 2N 5,
root [1.1] S SEE & B3 35 0> eCTD 32413
o
-
root="2016010300
1
reasonCode [1.1] AERIZEEOEAY
AT 5,
item [1.7] AERIIBEEOREZ
AN 5,
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R B ZHEE fEDRY G
1E DG

code [1.1] TF¥ A b applicationReference.id@
root 73/~ BAEHIGE & D
#1: code="jp_pca" | BA# O FEFH & 9 2 —
Re =— FEIZ IPCV D
r JP Application
Reference Reason] ==— K
URA R HEIRT 5,

codeSystem [1.1] %% 72 OID [ JP Application
Reference Reason] == — K
#. J A k@ 0ID,

codeSystem="2.16.
840.1.113883.3.989

5.1.3.3.19.1"
S VO > 1 OORBEFENEROE A ORE. 1 >0 applicationReference
DRI SRR IC, BEOFE Z & (12 reasonCode.item B A #2425 Z &,
EH c=a| > 4% Submission Unit OFEHKESIZIIT 52 TOREHAFEZRZET 5 2
FHHI Lo BIZIX, WINGRHRFICBERFEZ 2 S48 L, %4z TR
HEE A FLIR L2 Do 72356, WINRER N2 IS BEEME & 2 o 7o L iR &

%,
> LUFOWTNnIzigXd9 5 Submission Unit (X5 F b,
® id@root B MM RT3 eCTD 33503, 4% Submission Unit T
fftxh T s,
® id@root JEMEMEA RT eCTD A& 5 2 FFOHGEN, FEYR/OT
— Z N AR LR,
® id@root BB RS eCTD &5 ZFFOHEEN, WMEICE]D T
FonTnd,
® [i— id@root J&MAH A FFO#E%L applicationReference &%, 1
> Submission Unit |27 & THAME L TV 5,
® reasonCode.item@code &% ' reasonCode.item@codeSystem™ O i 7~ &
bR NE— Tdh 5 H % D reasonCodeitem EHFE A2, 1 DD
applicationReference ZZ ! Tt L T\ 5,
*7-72 L. reasonCode.item@codeSystem J& 423757 OID O KREIZH
FNOENRN—=Va v FEENEL TR TYH, ZOMOFEHRN—
B L T wW & X . reasonCode.item@code & O
reasonCode.item@codeSystem D LI & L [F — & B3,

® [(LEOMIEE L T —HARKRHGEIICRE T 2BKRHFE LR
L T\ % applicationReference %5 @ id@root J& MEMEIZ, KGR ST
WZRWHGED eCTD A HF 5 2t L T\ 5,
FREARITIN A THE O N EEABANTFIS A2,

7.4.17 document
Document (X, #2795 7 7 A /W 2 1EH 24209 %5, Document I document 23R (2 &
STHEESN D, HiEZIL. 150 Submission Unit |2 & - T 075437 document 235 442
e pZ ENTE D, B/EHTDHT7 7 AT LI2 15D component Z3E 232k X1, component
TR T L2 1 o0 document EEPIEE D,
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7.4.17.1 XML L@ &i &R
document ZHE O EFTIZCOW T, ICHIG #2252 &,

7.4.17.2 XML E2&545)
LA FIZ document 23 D XML Fe#kfil & 79,
<component>
<document>
<id root="8505a8b2-7035-47cf-81ec-e8176e1d87be"/>
<title value="—f&{& ">
<text integrityCheck Algorithm="SHA256">
<reference value="m3/32-prod/manuf-process-and-controls.pdf"/>
<integrityCheck>c0d5623550¢997a70b62717d95fcalcada201754d1ed9fbbbbfad7bfd64c
8ead</integrityCheck>
<[text>
</document>

</component>

7.4.17.3 XML ERXRUVEM
document EE K RNZFOERL TOEZ, WRNIZENLDOEMIX, LTO®EY
fEDE

=k

1B

document [1..1] ARERIT, FEYRITHER
T 577 A4 NVDIEFH
ZREANT Do
id [1..1] ICH IG EL# D@ b,
root [1.1] %472 UUID ICH IG fL#kDiE v,
A
root="8505a8b2-
7035-47cf-81ec-
€8176e1d87be"
title [1.1] ICH IG Ft#i D v
value [1.1] F ¥ A ICH IG Ft# @b,
A
value="—#/Z#"
updateMod [0..1] [l & Document ® % A kL%
e BT LB, "R'E TS
updateMode="R" | &4 %,
text [0.1] ICH IG f#iDiE v,
integrityCh [1..1] [ ICH IG Ft# i@ b,
eckAlgorith
m integrityCheckAlgo
rithm="SHA256"
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LB =1 ZEE BT . B
1B DG
charset [0..1] T XA b HiEE T — ¥ 2]
9% Document {23\ T
A NHUHFEEFT — X1
charset="jp_utl8" | & ¥ % 0 AHET — ¥
DXFa— K, 2T 5
MERE 7 — 4 2 SAS
XPORT JZ 3. (.xpt) DY
AL JPCV @ [JP Japanese
Character Code] 7> 57%24
T Ha— RERNT 5,
reference [1..1] ICHIG i@y,
value [1.1] TF A b ARBEENTTH I LT
% submissionunit.xml 7>
P 5 OFERSAA T, 7
value="./m3/32- | » ¢ L O A5 ET
bodydata/32s- 3.
drugsub/32s1-
geninfo.pdf"
integrityC [1.1] e ICH IG ft#i»iE v,
heck
A
<integrityCheck>c
0d5623550c997a70
b62717d95fcalcad
a201754d1ed9fbbb
bfa97bfd64c
8ead<integrityChe
ck/>
thumbnai [0..1] ICH IG RE# D v
I
value [1.1] TF¥A b ICHIG i@y,
A
value="26145c7a-
3dc7-404d-91cl-
6e0e5c71f8f6"
descriptio [0..1] ICH IG iL# D v ,
n
value [1.1] T Ak i R S BBt oD G 7R
T =X BRI D
A Document D54, 24
value="PK #Z#i/ll | 2 Mg E 7T — 4 7 7
T—K > h A VORI DT,
(ADaM #Z=() "
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BA

Tl

BR B ZEE fEDHEY
1EDH]
U Yaeyea] > Document ¥ f ML EFHIT OGS ARE . text BRIIMNATH D,
DA > BE4EH @ Document @ title@value J& MEfE 2 H #r 9 5 & X |
title@updateMode JEEITMHATH 5,
> title@updateMode JEVEME AL SN T DH & & | text R EZ F L
Submission Unit [ZH T S 415,
> LVITOBEMIXICHIGIZRHEHA D 503, 245 &5 8 C Submission Unit
EREHLCH, FEYRICRME I & RSy,
® text@language
® text@mediaType
® text@updateMode

EH =l > ICHIGRi#ioEHMANCINZ . LA S5,
A ® LITOWTILNTEEYT D Submission Unit IZH T &b,

<> title@value JBMHAEAS 129 XF L ETH 5,

< description@value & EfE2Y 101 SCFLL ETH D,

< thumnail@value JBMHAE A 129 XFLL ETH 5,

S HIRIEEHEEDIA 7 A7 v EEL THO THRMT S
docment 235 (2 title@updateMode JEMEEATREE S LTV 5,

< title@updateMode JEMEAEATRAE XL TV 523, title@value B IE
ED T STV,

< title@updateMode J&MEAE M2 STV 722 023 | id@root J& A

MBI & 7= Document @ id@root JBMHAE & [Fl— T 5,
<> [A) Submission Unit @ Context of Use 7> H & XL TUWM W
document ZEHR N REEZ N TV D,
< reference@value JEVEMEN R TIGATICKHST 5 7 7 A VINFIE

L7,
< integrityCheck BERNENRTF = v 7 L3 FEEOT 7 A v
DF =y 7 LbRips,

< SAS XPORT JZ=\ (xpt) D7 7 A /LA Z M7 % document 23
Bl T2, text@charset BIEDTRAE LTV,
< TERRSEERGEIL ClX72vWT —# | (Non-CP) LI4h % R9 JP
Analysis Type Keyword 73 {1 5- S #1 TV % Context of Use 7225 %
HE TV D document ZEFEEL T2, text.description 2L 73 f2fik
STV RNy,
> JRHAIE LT, A4 )51E document.text.thumbnail@value J& 1A % 5
LRV, 72, KBHEDEORIZSOWTIZ, AED 25D [FF A |k
B & U CRE A RIRE 72 SUTFRE] 12 THUE SN2 SUTFREICIRE S ey,
> RIUF v 7B L7 7 A ANERGFETIHATH-oTH, £
NENDO 7 7 A )v%B W45 Document ® UUID (X725 2 L ICER
THZ L,

BRI A THE 5 NEEABRANIEFZ 220,

O >  LLFIZE49 % Submission Unit [ZHI F &1 5,
® reference@value J& PEME SR T I5HTA, HEEE 17 — X 2T~ =
AT CIE 0,

ON > LI TIZE%Y9 % Submission Unit XA F & 5,
® reference@value J& PEE 23R4T A3, HIGEE 7 — ¥ AT~ &
BT CH D,
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7.4.18 keywordDefinition
Keyword Definition (X, Keyword D E#& A #2955, contextOfUse &%, Bl T T Keyword
RO ENTE LN, keyword EHHEIT2— REEETHDOHT, TOa— RBRTHNER
IREIp, Ka—RiE, LFD 200 FEICE - TEFRSIND,
(1) ICH XIFFEEYRICE>Ta— FEAERERINLTND
(2) HEEENa—NEANREZERT D
ERE@)ICEE S T % Keyword % Context of Use |2 592854, %Fit~9°% Keyword Definition
AL L CldZe b0, EREQEICEEYS T 5 Keyword % Context of Use (2 59 5858, it
7% Keyword Definition % %4 4 {2 T- 5 B H 5,

7.4.18.1 XML boEE&iEmT
keywordDefinition 23 OFEHEEFTIZOWTIL, ICHIG &35 Z &,

7.4.18.2 XML &k
PLFIZ, keywordDefinition 255 > XML FL#ifl & <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="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>

Page 48 of 105



7.4.18.3 XMLERRUVEM
keywordDefinition 23% & N2 OEL T O#EFR, WNZZENH DEMIT, LLTD#EY,
B3R B ZEE fEDTY B
2Lk
keywordDefiniti [1.1] AZF L, Keyword D E
on TEEMNT D,
code [1.1] ICH IG FL#liDiE Y
code [1.1] VAR 2 ICH IG ft# @Y, ICH
CV @ [ ICH Keyword
A Definition Type] i JP
code="ich_keywor | cv » [ JP Keyword
d_type_1" Definition Type| 7> 57% %4
T 53— NE@EIR L
945,
codeSystem [1.1] %2472 OID ICH IG Fe# i@, ICH
CV @ [ ICH Keyword
A Definition Type | @ OID X
codeSystem="2.16. | | JpCV o [JP Keyword
840-1-113883?-989 Definition Type] @ OID %
2.2.15.2 it 7
statusCode [1..1] ICH IG Fit# D v
code [1.1] I & ICH IG Fe# i@ b,
code="active"
value [1.1] ICH IG Ft#i D@ v
item [1..1] ICH IG Ft#i i@ b,
code [1.1] T A b ICH IG Fe# i@ b,
HEEHE MEBICHEET
#. % a— N,
code="MANUO001"
codeSystem [1.1] TF¥ A b ICH IG fi#k i@ v
HEEH MEBICHEET
#. 5. 2— R U A hO#HI
codeSystem="My | -
list 001"
display [1.1] ICH IG Rt D@ v
Name
value [1..1] THA R ICH IG fL# D v
HEaENMEEICREET
#1- value="Big % . Keyword O #R:4,
Manufacturer”
updateMod [0..1] [ ICH IG FL# D v,
e Keyword O 37~44 %
updateMode="R" | 4~z |z "R"ZIEET
2,

L&, UTIRRATH S,

SIS DNEO ea > BERRH o Keyword Definition @ displayName@value J& i A B #9 5
DR HFHA

® displayName@updateMode
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B

Tl

LB =1 2EE BRI
1B DG
EH c=vdl > ICH IG RLal o EHHANCIN 2, LB S5,
A ® LITOWTILNTEEYT D Submission Unit IZH T &b,
value.ittem@code J& MAE 2 129 CFLL ETH 5,
value.ittm@codeSystem J& 1441 7% 257 SCF-LA ETH 5,
displayName@value J& A 2% 129 SCFLL ETH 5,
HIRIEHZ &5 74 7 A4 7 v EEL THO TRMET 2
keywordDefinition Z£3HC T (C displayName@updateMode J& Vi
DT 5,
WETHFIZ displayName@updateMode J&PEE 2L ST 5
73, displayName@value J& A2 BEHT S TU7ey,
< value.item@code } (" value.item@codeSsytem J& MAE DA A D
B3, A HEE O EIHEH L7= Keyword Definition & [Fl— T
%03, displayName@updateMode J& M 23 i S TuvZauy,
FREAMITIN A THE 5 N EEABANTFIC R0,
> by T % Keyword % iEF 7 % Keyword Definition (%, b) THefd
HZ L,
> displayName@updateMode J&%: % 7 Z» Submission Unit [ZHI N X5,
> ) THEAT % Keyword % iE#67 % Keyword Definition % b) THeATHzH
THZLIFTELIAR,
> b)THEMT 2% Keyword % o) THEMAT 254X, *ic325 Keyword
Definition % b) CO AT 25 = &,
> displayName@updateMode J& " % & &> Submission Unit IZHI N 415,

S

<>

7.4.19 categoryEvent
categoryEvent Z 31X, 4% Submission Unit 2 54 Y IR T2 % A 2 v 7 R ORI H
R DR A T, WIER RO & 1%, AFED 33117 F a), b), KO o)xfd, 120
Submission Unit (%, 1->® categoryEvent 2535 % &>,

7.4.19.1 XML EFE&Ei &R
categoryEvent Z 3%, eCTDV4A.0 XML A vt&— k. BLFOHATICEHE S5,
® controlActProcess >> subject >> submissionUnit >> componentOf2 >> categoryEvent

7.4.19.2 XML &5
LLUFIZ categoryEvent 3% D XML Fo#ifil 2 ~97,
<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 XMLEZXRUEMH
categoryEvent Z#E K U DL FDOEHE, WWNTZEN O DBRIEIZLL FD#E Y,
L & ‘ SEE ‘ fEDH ‘ 5L
1BEDH]
categoryEvent [1.1] ARERIT Y% Submission
Unit DI 2 1 X 7 K
NI AR 2 Y RF oo FlJE %
AT 5,
code [1.1] AREF T YM7% Submission
Unit DI & 1 I 7 %
AN 5,
code [1..1] FEZ b 7% Submission Unit 3%
TEDOEDE A I TT
P RS TOVD 0% T
code="jp_initial" | -2 — }r, =— RfEIL.
JP CV @ [JP Category
Event] =— N U X k)b
BT 5,
codeSystem [1.1] ®4 7 0ID [JP Category Event| =—
KU A kd OID,
-
codeSystem="2.16.
840.1.113883.3.989
b5.1.3.3.1.21"
component [0..1] AR R T W R R
24 3% Submission Unit DA
BT AT 5,
categoryk [1.1] ARER TR LRI
vent 24 3% Submission Unit O
&S E NI 5,
code [1.1] AR BEF T YRR R I
W 5% Submission Unit DA
BT E2EMNT D,
code [1.1] T XA b #OR PR ORE . Y %
Submission Unit & f&E%E %
Vi R a— R, a— NHE
code="jp_initial_a | jx  JP CV @ [JP Initial
" Submission Type] =— K
U2 RNNGEIRT 5,
codeSystem [1.1] %472 OID [ JP Initial Submission
Type] = — U XD
A oID,
codeSystem="2.16.
840.1.113883.3.989
5.1.3.3.1.3.1"

DORHFFA

>

component E R IMHTH D,
ETIE, component Z58 Z 42k L Tl e 720,

COE VO > WIRRERHEE, AEO 331 12RT a), b)ED o)WV TRIZEBWT Y,
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8.
8.1

8.2

BA

Tl

B ‘ LEHE ‘ EoH
1EDH]

sl > FHIE LT, TRREER . THEMBEAL. 3 M) 2077
componentOf2.categoryEvent.code@code J& H-AEIX, 7 A 7V A 7 L% i@
LT EoRRftEN D, 120 eCTD HFEICBW T, WDl
AR T D2 L1 B 256 1E, FANIEE Y RITHRT 5 2
o 722U, AFEDIILITFTHA 212 K HRINOSEIT. [
H | % 7~3° componenOf2.categoryEvent.code@code & PEAEIZ T A 7 4 A
7 VaE LT ERESND,

> ) KRR H BRI $2 H 9 % Submission Unit 2% a) TdH DA
component.categoryEvent.code@code J& M I% a)& /"9 22— R ThlTh
TR 5720,

> & M 4 %  Submission Unit 28 b) T »H b H A& .
component.categoryEvent.code@code J&MEAEIT b) & /~9- 22— KTl
ER B0,

> #® W 4+ %  Submission Unit 3 ¢ T &» % & A .
component.categoryEvent.code@code J& A I ¢) & /~9- =2 — R TAhlTh
R 6720,

BAHA
Document D& F A
eCTD v4.0 Z W= HIEFE i, WEIZHE M L7 Document % FFFIHT 2 Z LN TE 5,
Document O HAIHIFEIZOWTIXICHIG #2425 Z &, JHHl& LT, Document @ 5]
IXHFEFLE CTH D, Document Z FFIHT 28541E. ICHIG il A, LLF 1)k
VD 2)DFM a2 &,
1) FFIH S5 Document % E# L TV 2 Submission Unit & VA & 412 Document %
M4 % documentReference 235 % & e Submission Unit @ B7 3 AED 10.2 T2
HEETZ A 70 A4 7 VIZ| LT 5D,
2) U TFOWTFNrOLMtEwE=T,
1. THIH S35 Document % iEFE LTV 5 Submission Unit & OVF-FI|H & 415 Document
% 2 M4 % documentReference % 3% % 7 ¢» Submission Unit O 75 53 [Fl— D HFEIZ &
LTW5s,
2. UTOERMFEZETIHIZT,
® {HFIH S5 Document ZiEFE L TV D HEENBEIZAR S LTV 5,
® [HFIfl &5 Document ZEFE LTV D HEEL OFEFIH &5 Document %%
#8942 documentReference L A Lo HIGE DM 775, eCTD v4.0 fEARIZHI - T
EARE LTHREEN TV,

® FHFfl &5 Document ZEF L T D HFEE RN, A Y RIC Xk A8 E
DR THY . OBEDREHHNTEH 5,

274 ILOBEF A
eCTD V4.0 # VW= HEETIZ, BEICHERBLE7 7 A V2T N TE5, 77
ANVOEHFHFIEZOWTIXICHIG 22352 &, JFAIE LT, 77 A4 VOFFRHIZHGE
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FEETHD, 774 VEFART 25481, ICHIGRR#HOFH M4, BRIAENS 7 7
A NV ZEHEH LTV % Submission Unit 2 O\FFRIH S5 7 7 A VA& ST % document 255 %
Zrip Submission Unit 23 [Gl— D HEFEICE S 22U & 720,

9. group title Keyword MER#& LY
T Y JHITHR T 5 eCTD vA.0 XML A & — (2 group title Keyword Z i 4% &, &#&
BRELIZE 1T A CTD Y U —OFREmIZ sV T, %% group title @ displayName@value J& EfE
IYLE L/ — R (LR, Tgrouptitle / — ) &9, ) & LTHERIND, grouptitle
— R, %45% group title 231 5- X 4172 Context of Use ® CTD R L &, 473% Context of Use
75)723,%’\?5 Document D% A hVORIOMEEIZR RSN D,

CTDRHL
CTDRHL
E CTDRHL
= group title /—F
Document 21 )L
Document 21 )L
Document 24 )L

72¥. grouptitle &, =T XA L - Z—TEHENKT D Keyword D—2>ThH D Z LITHE
T5Z &, T72b5, [F U group title Keyword 23 £ 5- S 41TV 5 Context of Use TH-> T,
Z DD Keyword 28 /i T XA b« ZV—TRNEAe 572, [FMED group title / —
ROEHEFRTRIND,

10. A4/ ILEE

10.1 #=E
AAIZEITS eCTD DT A 7V A 7 VEBEL T, Hx OHFEICE VT, HiEEE OB,
EHEEOEHZAT) Z L ThHY, —EOFHAGEHRTE, — AT ATHHEEL LT
BT 25 HDTIIRY, Hx OHFEIZEWTIL, eCTD ZATHE S 7 4 /L # Bl T IZHE sk 5
T AL (M1 2n) DELE S AL, OB NICEE S S CTD OF L ENOHE S MO 7 +
LA ("mlt "m2t, "m3 "mdt. "ms") IZHEEERIRI S D, HEEERI AT 57 7
AMZDOWNT, GBI, BE, HIERMTONERIZ, HEER L LTEDT7 7 A AR ETH
H0ET 7 ANVBMNTEDOREEFERICEVEET LD TA 7 A 7 VEBROHKTH
Zals
eCTDVA.0 DT A 7% A 7 WVEBIZBWTIL, eCTDVAO XML A vtE—T K ONT 7 A VT
SN, JFHIE LT, ZoRHTREZRAT 2, FEE 3P #% o0 eCTD 2 Iz 0
T, FHICIRE I OF @ LT T 5 F MO L 2T 5, 220, HFRoOWEH 2
WITEIRE O b, ARENEWNERBEER LRI R R 0WEERSH Z L ICHET
HZE, HHIEIAED 104 22T 52 L,
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10.2 BEBESAITHYAVIWERESA THA1IIL

eCTD VA0 DT A ZH A I NI, WEET A 7 A 7V ERIET A 7% A 7 00 2 F88E)
HbH, HEET7A 7Y A 7L Lid. eCTD DR & UWFTIRD AT L » TR S D T A 75 A
INTHY, HEEEROEBIIRET A 7V A 7 NVDORE > TEBHARETH D, RIET A
THA 7N EE, FBEYRD O OMSHERICKT HEEICRFEE T — ¥ A L TR
%7212 eCTD V4.0 ZFIH L7-BRIZ, 7% eCTD VA0 IZ K> THEREIND T A 7V A4 7 LT
HY ., BEATETCOHGTET A 7Y A 7 AR BIREOSETIR) 2~2H. EO XKD REHE M
ZHNEDELTWAENEMEENICENRTL27-DOWETHS, MIETA 7 A7 0E, B
FEE T — 2L (B BIEORK, BIEIIRMNT 2 H5EE LT — X USNOETT 7 A V)
OEHIZHWD Z LT TE 220,

W& T A 7% A 7 VAITHIIR & SETI, SUTEETIR & B DO SGETIROBICAFIE L, SGETRZ
EEWTHEGE T 5 2 & idevy, BLTIC, HEE 74 7 A 7V ERIET A 734 7 VOEER %
Y,

BESAIITH19)L
MW&& JW&& HETHRIRH
BHEES 6 N E

I I i’

[EEICHEE EEICHEE EEICHE
BEFT—4% BFT—4% BFT—4%
RMELTIRE AT AL TIRYE

EZIZHE @Kl EE
BFT—4% E?T—’ﬂ’é
AMILTRE AMILTRE

—

mE&ESA4TH10)L B&ESA4TH1)L

ERIZRT Lo, REEGESIIHET A 7 A IV KROEIET A 7 A 7 VOl %
WL ESND,

HEETA 7V A I NI K DEEL, BET A 7 A 7 WX HEEL, TNEHIMSL LT
BHIND, HEET7A 7V A I NVOERNRIX, WG T A 7 A 7 VORI OHThH D,
—F. BETA T7H A7 BN TE, FREVERZMNZ D HLIIBFDORET HEIE T A
THA I NVORERY IXERTE TORGETA 7V A 7 AR TH D, 722l HETA 7
YA T NVBHFET A T A 7 IERICER % 52 586, YikZ BT EX LT Cldk
WV, HIEEEICEIA T 2 RHI L TIERICAE T A2 KBS T 5720101, YL E R & i o
WTA T A RS & UTHEIRH LTI 520,
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BETAIHA2IICKDEE
LEEDOXER

| iR |

1B EHES

| RUEGES1OEENR: - 5
| RHEHESI OLERR: 1 (1) :
| REEHES OEEANR: 1 (HIR) + 4 (KETHR) |

W, BIERICHEEER 7 — 2 Z UG LTI % eCTD (LLF,  [[H% eCTD) &
Vo ) WIS TUDRDIZEENMAOLNTNE D &b, HFEFEROIEXRLETRFET A 7
YA I ML > TORFITEND, B eCTD THH L7 ERHT & - THETH#03fE L T
WOSEE . BETIRE RN T 2BRICY SR 2 5D TiRIET 5, o<, EHhEeE s
2 KO3 DA% eCTD IZ Lo TR SN HEEE 7 —# 2, &G iet e LTy Tthn
(X, RHEGE S 4 OUGETIRIC Y REE T T — Y 2 BEGO CTIRET 2, 2oL X, 4%
HEEETT — X IIH S 3TEICEDDL 2L L L, BEFEE (5) RUBEFEIHT D EE
(5) LLTCIDHELIEIHEICED RN &, /-, YHHFEETT— 423 RT 5
Document } O} Context of Use (21, [HI%5 eCTD #HEF & 1372 % UUID 241545 Z &,

EESATH AL TR S ,
EEOHR | wRiRd

+

o

B EEES

EIE(I-#zE EIEIZHE EIEIZHE EIE(I-HE EE(ZHzE

REEREST OEFEHR: 1 (#IhR) + 4 (BEThR) + 5 (E]1&eCTD)
+6 ([E]%&eCTD)

BETTF—4% BT F—5% BIT—4% TFF—4% w BT F—45%

AL TIRE I AAELTIRE FELTIER I FFLTIEH I ARITLTIRE
REBHES1OTERNR: — BEEHESINETASR: 1(FR) |
I
RHERES2 OLENSR: 1 (44R) RIHEGEESS OEFRR: 1 (FHR) + 4 (BETHR) !
1 (4R + 4 (RETHR) + 5 (@ %eCTD) |
I

|
| RHESES OEENR: 1 (08 +2 (ABeCTD)  IRHBHESe DEERR:
]

B2 5 A 794 2 V15, [ eCTD IS & » TR S 7= M 17 — 4 OZER & B+
%, EROBITE, RHEEGEES 2 ORVE eCTD 11, MIIIRH S Nz MEE T — ¥ ~0%
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BOGEIN, HIBR, &L, B AdRdtd 5, RHERE S 3 Ol eCTD I, #IMR & U H
RS 2 ~OEHZRUET 2 2 LN TE D, PR SRHERE S 3 £ TIiX, BIET A7
YA I NDOEEL L TRES I, BT OIREE (FIRD & 42 ke d 5 3 £ Ta ik L7k
HE) NEE YIRS D, B eCTD THRIHLEELN R EOGENH(ONT-HFEEFT —
ZI%, TOHOWETIR FRHEGE S 4) ICHD TR SN D, RHERE S 5 Lol
Z eCTD L, B RBET A 7Y A 7NV EBKT D120, fRHERE S 2 3T 3 ~DZEH T
FATTER, 7ok, A% eCTD IZ L - CTHIFE eCTD @ Context of Use % &2 S OVHIBR L 72455
A HKE L OHIBROIT AL, Z % 34T L7z Submission Unit 28 &35 [EI& T A 74 7
JNZBWTORIBE, HET A 7 A 7 AR OFTITBR SN %k DA T A 7 A
7 IAZIIRME S e, Bl 2, SRHDERE S 2 DRI eCTD IZ L - TEH L QHIBR S iz
H35 eCTD (#RHEEE 5 1) @ Context of Use 1%, #&HH % 5 2 DA eCTD 78 &4 5 A
ETA T AT NVTIIEMENE e D03, ZOBROWETIR (FEHERE S 4) TMi% Context of
Use ~DEHUTHIFRZ EIT LRWIEEIL. BHRET7 A 7 A 7V RS2 ICB R S - %
DEEZ A 7FA 70 (FRHEGE S 5~7) Tl 2% Context of Use (T4 & 72 5,
[ eCTD DAERRIZ DWW TIIAFED 16 ST 5 Z &,

iy

=)

10.3  eCTD #IhRIRH BB D E
10.3.1 #¥hRIREED 7+ L5 HEE
RKEDOS SR LTI+ NVAEEEERTHZ &

10.3.2 #RIREEED 7 7 1)L
TROZ7ANERETDZ &,

® eCTD V4.0 XML £ »&— (submissionunit.xml)

® FxvulHYAT77 A/l (sha256.txt)

® WIUCEVIRIHTLT 7 AL*
*pk. AFEDIILITRT IR 2ICK2REOBLEIE, PRS2 7 7 A L2 ff
Bl b)E NI TR 5, FERlb)TIX, HEEE 7 —F DA L, Fjl c)T
X, CTD EENZ L > TED bNTZER DA T 5,

10.3.3 #IMRIZHEED eCTD v4. 0 XML 4 vt — JiEE
WIRERRE, AEO 33.1LITRT HFRN LI L2 ThHILTHER] a), FH 212X TH
FUEHER] b) e R Q)BT 5, 2Dk 7 a Tk, WD eCTD VA0 XML A v —2 D%k
KH)pEEE T, FEBLBEOFHEMICOWTIX, AFEDOTEZRTH I L,

10.3.3.1 AKX 11X 5¥hRIRH
AR TIIAED 3.3.11T-9 4550 11 K DAk I O FC sl 274,

1) submissionUnit Z 357> 5 categoryEvent B 3 £ TOREHEi)

| <submissionUnit>
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<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: A Submission Unit @ UUID,

B: & Submission Unit ® f@¥E % 42— K (JPCV @ [JP Submission Unit] Z&M4 2% 2
L)

C: & SubmissionUnit ® =— F (Li B:) #E&FT 52— KU A hD OID,

D: A Submission Unit N BERICBITHED X A I v 7 TCRE SN A rmdTa—F (P
CV @ T[JPCategoryEvent] &35 &) |

E: K CategoryEvent ® =2— F (L5 D:) #E#FK T 52— KU X Fod OID,

F: 7K Submission Unit 28 A& 33.1IZR"T g ThdZ & arga—kK (JPCVD [JP
Initial Submission Type] ZZM4 252 &) |

G: K CategoryEvent ® =— F (L F) #E€#F$T 52— KU X Fd 0OID,

2) contextOfUse 5% D Fo a5l

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

_______ (%> Keyword Z f2(it 3 285418, referencedBy %t V) K 97) -------

</contextOfUse>
</component>

——————— (#4® Context of Use Z {3 2554 1X. component & 0 i §)  -------
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H: #¥oa TR - JV—TRFEETHHEIC, ZRlEFZED L (EEGFEL
WA bRHET A L)

I: A Context of Use @ UUID,

J. /K Context of Use 23 f5 &9 % Document # %IV 4 T% CTD ARt L #~x73 =2— K (ICH
CV @ TICH Context of Use] XX JP CV @ [JP Contextof Use] #5422 L) |

K: A ContextofUse ® =z— K (ki) Z2EFTH=2— KU X +d 0OID,

L: A ContextofUse ® A7 —4 X,

M: A Context of Use 73 292 Document @ id@root J& -1,

N: referencedBy 23 2 H\ ) 5 BRIC LB R SR B MR, fEIX"REFR" T2 T ML B 720N,

O: K Context of Use (ZfF5- =415 Keyword @ =2 — R,

P: K Context of Use IZf}5- =415 Keyword # EF% 7 52— KU A k@ OID X% Keyword
Definition T & ¥ 7= £ & DA,

3) submission %3 D7k

<componentOf1>

<sequenceNumber value="Q"/>
<submission>
<id>
<item root="R" extension="S8"/>
</id>
<code code="T" codeSystem="U"/>
<subject2>
<review>
<id root="V"/>
<statusCode code="W"/>
<subject1>
<manufacturedProduct>
<manufacturedProduct>
<name>
<part value="Xx"/>
</name>
<ingredient classCode="Y">
<ingredientSubstance>
<name>
<part value="Z" code="AA" codeSystem="AB"/>
</name>
</ingredientSubstance>
</ingredient>

- (#%® Ingredient Substance # {3 235G 1%, ingredient Z#§ V) K J") -------

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

------- (%D Review Z f2it3 2854 1%, subject2 Z 0 K F) -------
</subject2>
——————— (Application [IZ DWW TIZLL F D 4) &2 B ) ------

</submission>
</componentOfl>

ZK Submission Unit O #& HEke s 7 (IR FETIE"") .

ZK Submission Unit 73 B89~ % Submission @ UUID,

eCTD = f1%& =,

K Submission OALE ST (i« IEARH, &M, ) Z2rda—K (PCV O
"JP Submission" & 452 L)

=@ R

U: & Submission ® =2— K (LR T) 2EFT2DH2—FU A Lo OID,

V: K Review @ UUID,

W: A Review D A7 —H# A (FIREEH Tl "active™) .

X Mo

Y: ingredient 235 & HI 5 BRIC LB G RY JEME, EIX"INGR" T2 T 72 720,

Z. HRR .

AA. BN 4 OFESE A~ = — R (JPCV [P Substance Name Type] #Z&MR+ 5% =
L),

AB: Substance Name Type =— F (LFE AA) ZEFTH=2—FU X D OID,
AC: HEEF 4,

AD: HiEX Sy & ~9 22— K (JPCV  [JP Product Category] #ZM4 252 L) |
AE: Product Category = — K (L5 AD:) ZEFdTH=2— KU X F® 0ID,

4) application & DO 7L

<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>

"""" (#2457 Application Reference Z #2{t~ 2 %5513, reference - 0 iK4, B A GE
(T, WK - SETRRICRR 3, #RHIZ LI, ZORE CRET 2 M2 2 CaRfd 5, ) -~
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</application>
</componentOf>

AF: K Application ® UUID,

AG: HEEF(EE DE,

AH: & Application O fE¥H (LEIRFEARHFE, 70 &) -+ =2—FK (PCV [P
Application] ZZH+5Z L) |

Al & Application ® =— R (F§E AH) 2EF#FT 52— KU X o 0ID,

AJ: K Application & Bl (—H# A AGRHEER L) 3% Application @ eCTD 5z {13 5

AK: EFE AL TTRTBIEFFEICOWT, TOEEOHZ<d=—F (PCV [P
Application Reference Reason] # &M+ 252 L) |

AL BEOFEO a2 — R (Li AK) 2E£T L2 — KU X Mo OID,

5) document & O Lk

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

------- (#%%» Document % #2924 1%, component Z k0 K4, ) -

AM: K Document @& UUID,

AN: A& Document NERT 57 7 A NDF = v 7V L2ORET VT Y XL, fEIZ"SHA256"
TRITUER 5720,

AO: A& Document 3BT 25 7 7 A LD/ A, 23 Z(F submissionunit.xml % 5 & U 7= A%t
INATIRTHIE R B2,

AP: K Document N 57 7 A NVDF = v 7 VL, fEIT sha256 X THRITFUER 57
AN

6) keywordDefinition %3 D FLHL

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

------- (#% D keywordDefinition Z 429~ 235451, referencedBy Z 0 K3, ) -------

AQ: & Keyword Definition 73 €369 % Keyword O (#] : MIGE, M4, BhE¥EE. 7
E) 32— K (ICHCV @ TICH Keyword Definition Type) XIiX JPCV ® [JP
Keyword Definition Type] Z&4 252 L)
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10.3.

10. 3.

AR: & Keyword Definition 23 €79 % Keyword ¥z~ 22— F (Eid AQ:) % EF
5a— KU XKD OID,

AS: A& Keyword Definition ™ 27— % A, fifi% "active" T2 1T L7 57200,

AT: A& Keyword Definition 23 363 % Keyword D N GlElJiIE D4, BAIOL T, 72
E) oY, HEFE EEDOa— R,

AU: & Keyword Definition 23 3595 Keyword D NEZ/~xT, HEEEEEOa—F (Lid
AT) ZERTLHa— U X ORI F, BZa— N R MIFFHEERIMRETL2HDT
HDHOT, HHTE HERTHUTERULE D2 (B - OID, HEEEEEDT X A
) .

AV: K Keyword Definition 723 E263 % Keyword D NE & /Rd, HiEE(EE D 32— RITxG
ERAE e IR

3.2 AR 2IZLZVNRIEH
AT TIIAED 33119 5K 212 X 2 0REEHEFOFLHE I 2 ~ T,

3.2.1  eCTD&ERI b) DARIZH
ARETIEAED 33117 THR 212 L 2 WIHEE RO eCTD R b)D 20 #i % 79,

1) submissionUnit £~ 5 categoryEvent 2 3% F T oL

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

——————— (contextOfUse, submission (Z2OWTIXZENZENARHD 2) K N )Z M) -

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

AW: 7 Submission Unit @ UUID,

AX: A Submission Unit ®fEfi % ~9 22— K (JPCV @ [JP Submission Unit] % &4 2% Z
L)

AY: 7 Submission Unit ® =— F (it AX) 2 EFT Ha— KY A D OID,

AZ: K Submission Unit NEAEICKITH EDX A I v 7V CREESNE=ENE T a— K (P
CV o [JP CategoryEvent] #ZM452Z L)

BA: K CategoryEvent ® =— K (Eft AZ:) #EFTH2— U A MDD OID,

BB: 7 Submission Unit 23 A& 331127 by THHZ L& T =2—R (PCVD [P
Initial Submission Type] Z#ZH4 52 &)

BC: /K CategoryEvent ® =— N (il BB:) #EFT 22— RFKU 2 Lo OID,

2) contextOfUse % 5& DR #

<component>
<priorityNumber value="BD"/>
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<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>

(%D Keyword % #2ff9- 2 851%

</contextOfUse>
</component>

(#%x D Context of Use Z #4553

X. referencedBy % #: V) iX9)

component % #§t V) ik 4)

BD: D TH A« FA—T N EET D8I

WA LRHT DS &),
BE: 7 Context of Use @ UUID,

« FORNEF 2 E D HE (BEAFE L

BF: A& Context of Use 23§35 Document ZE| Y 4 CT% CTD AL L&# /3 =2— K (ICHCV
@ TICH Context of Use] XX JPCV @ [JP Contextof Use] #4252 &),

BG: A Context of Use ® == — K (|50 BF:) #E#

BH: & Context of Use D A7 — & A,
Bl
BJ: referencedBy %% A& 5 BEL
BK: 7 Context of Use
BL: A& Context of Use |2

Definition T &% 72L& DE,

3) submission Z5& D FCHk

H=a— KUY XKD OID,

/K Context of Use 73292 Document @ id@root J& P41,

IR B M, EIX"REFR" T2 T U2 5720,
W2 5- &35 Keyword O 1 — R,

fHh&En % Keyword % &

#THa—RYU X ko OID XiE Keyword

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

(application (Z>WTIXLLF D 4)% B )

</submission>
</componentOf1>

BM: A Submission Unit & #H# i & 5 (PR F
BN: A% Submission @ UUID,

BO: eCTD % f3& =,

BP: < Submission D& 31 (i : IEATRH.

Submission" & &4 5 Z &),
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BQ: A Submission ® =— K (L BP:) #EFETH2—KFU A o OID,

4)  application 5% O FrHE5

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

</application>
</componentOf>

BR: A Application ® UUID,

BS: HIGEE A& DK,

BT: & Application D FH (BLEHRFEAGEHGE., 72 &) Zrd =— F (JPCV [JP Application)
2ZRTHZ L),

BU: A& Application ® =— F (k52 BT:) #&#HFT 52— KU A kD 0ID,

5) document & O Frfk

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

------- (#8359 Document Z #2324 1%, component Z#§ V K5, ) -------

BV: A Document @ UUID,

BW: & Document &M T 57 7 A NDF = v 7V LORET /NI Y XA, fEHIZ"SHA256" T
A DR AN ECAN SR AN

BX: A Document 23292 7 7 A LD/ A, 2 AT submissionunit.xml Z i & U 7ok S
ATRITIUER B 720,

BY: &K Document W& TH7 7 A VDF = v 7 H A, L sha256 TR iFE7e 57
AN

6) keywordDefinition %3 D LHL

<referencedBy>
<keywordDefinition>

<code code="BZ" codeSystem="CA"/>

<statusCode code="CB"/>

<value>
<item code="CC" codeSystem="CD">

<displayName value="CE"/>

</item>

</value>
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</keywordDefinition>
</referencedBy>

------- (#2452 keywordDefinition Z #2942 55513, referencedBy Z 0 i3, ) -------

BZ: A Keyword Definition 23 263 % Keyword OFEE (1] : w)iE, dhd, BhEses. 7 d)
Zx3 22— R (ICH CV @ [ICH Keyword Definition Type] Xi% JP CV @ [JP Keyword
Definition Type| &4+ 52 L),

CA: & Keyword Definition 28 €95 Keyword O ffiffiz ~d =2 — F (kL BZ) #EH#TDH
a— KU A D OID,

CB: & Keyword Definition O 27— % 2, fllZ active" T2 T HIE2 57200,

CC: K Keyword Definition 23 &9 5 Keyword DN GHEIIED 4 Fr, RAIOL TR, 72 L)
2T, HEEEEED 3 — |,

CD: A& Keyword Definition 23 €9 % Keyword O NEFZ/~7, HiEELEOa— R (ki
CC) ZEXTLHa—FY A LOBHITF, HUEa—FY A NIHFEBEDRETLHDOT
HDHOT, FHHTEDERTHITERIIR D220 (B : OID, HFEFEE DT XA 1),

CE: & Keyword Definition 23 763 % Keyword D NAEZ~d, HEEEED 2 — FIZHIGT
% RARILFH,

10.3.3.2.2  eCTDFEJ ¢) DHIRIZH
AEO 3311 HN 210 K D UMD eCTD FER o) DHEEIX, LI F&#FRE . AED
10.3.3.1 (TR FEA @)D s & AHEZR VY, LI 2 JUICHEE L TAFED 10331 25K+ 5 2

&
® F: /K Submission Unit "AED 43|(Z/RT ) THDHZ LA RTa—RK (PCVD [P
Initial Submission Type] ZZ&M4+25Z L)
® Q: /K Submission Unit O #2HHEReE B (WIRRHGE CTIE"2") .

10.4  eCTD HETHED E
10.4.1 WETHD I AILFHEE
BETRHE, FRRD 7 4 M H 2 RKEDO S ZZRUTERT L2 &,
® F—WET Ny (eCTD ZfMERE T ANTHETDHT HH)
® FUEET Y (CUMUGTOREEGE SE 7 A NT LT DT HNVH)
® YHUGTICE VT D27 7 A VDM N TND 7 AV E R OED EALT A 05

10.4.2 HETHD I 71 IL
TROT7 7 A NVERET L2 L,
® eCTD V4.0 XML A »&—1 (submissionunit.xml)
® Fxv /YT 7A/L (sha256.txt)
® VHUGTICLVIEET L7 7 AL

10.4.3 RETHFD eCTD v4. 0 XML A v E—THEE

WRTHED eCTD 1%, #EHWICED BT, AED 331 T a)z HWD Z &, WETHE
12, EAREEICOWTIL, ICHIGIZHE-> T eCTDVAO XML A v B —Y 2B+ 52 L, =
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D7 g o TIZETID eCTD v4.0 XML A v & — O RAR G 2 r1, FEHESEM
DFEICHOWNWTIE, AEOTE2ZBTH L,

1) submissionUnit Z 357> 5 categoryEvent B 35 £ TO REHif)

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

------- (contextOfUse, submission (Z DWW TILEANLENAIHD ) O ) A4S M) -------
<componentOf2>
<categoryEvent>
<code code="CI" codeSystem="CJ"/>
</categoryEvent>
</componentOf2>
</submissionUnit>

CF: & Submission Unit @ UUID, Submission Unit @ UUID 132 Z & 1At 53 5720, %=
\ZHEH L 7= Submission Unit & B L7200,

CG: A Submission Unit O ffi¥E % x4 =2— K (JP CV @ [JP Submission Unit] #& 845 =
L)

CH: & Submission Unit ® =— K (k30 CG:) #E#FHTH=a2— KU 2+ D OID,

Cl: K SubmissionUnit NHERIZKITHED X A I v 7 TRESNE=ENErR~rda—F (JPCV
@ [JP Category Event| Z&H35Z &),

CJ: K CategoryEvent ® =— K (LG Cl) ZEFETH=2— KU X ho 0OID,

2) contextOfUse % 5& D FE#

® ETHRIZHIICHRMET S Context of Use D RE# 1A, WIMI~DFEHT1E & FE R
W, AED 103310 QEBMTH L,

® [EHEH ™ Context of Use (25 L C CoU Keyword Z B, B X ITHIFRT 5 Z &3 T
720, BEHEH @ Document IZDW T, BB a7 %A b « Z—7 IS
T2 WGEIEL. 2% Document & 2 9 5 BE£ O Context of Use & HIBR L. il
Context of Use % #2925, 45%H # Context of Use X, BEHEH > Document 313~
TANEBAMBT 50, W7 7 A VEZFEE L. ZHE 8 Document & L TS
THIENTED,

® KR L7 SCEAHIBRT S Z &2 HAYE LT Context of Use & HIBR T 28555 D
RGN T DY,

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

CKiEHDarTH AL« ZN—TPEET DHEIC. RAIEFEZED D (BEAAE L2
WA LEEHEHT S Z L), HIFR%Z D Context of Use @ Priority Number & [FfETH 5 =
EDREE LWV, MOEAREES TS, HEIIFEE Y RISz LTS
VN, HIFR S 415 Context of Use @ Priority Number (&, [A] Submission Unit DLR& Cff H AT HE
272 %,

Page 65 of 105




CL: Hll%45@ Context of Use @ UUID,
CM: A& Context of Use ® A7 —# A, Context of Use % HllF&4 2 Bi%. AEMAHIZ "suspended”
it d 5,

® HETHRFCCEERAELMX D Z % HE LT Context of Use % [E#19 2454 . LIF
D 4EY DRV EZ HND,
1) 1507741V %, 1OO7 7 ANVTELEEZD
(2 15077 A4N%E, BEOT7 7 A VTELEZD
R) HE DT A NE, 1DODT7ANTELIZD
4) BEOT77ANE, BEOT7 7 ANV TELBEZD

o EnizonT, LTFICRT,

L) 12077 A40%E, 125077 ALTELEZD

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

------- (& 4R Context of Use (2 Keyword 231 5- ST 2541, A Keyword % Z Z 12
Rl 5. Keyword O FRE T EIIWIRA~DOFLHE & AHIER WO T, KED 1033525152
Lo IRF, EHLAT & E % O Context of Use ] C. Keyword O %} N — RIZ[E— T2 T
PRIV, ) weeeees

</contextOfUse>
</component>

CN: ¥ D a7 XA N « ZV—TDFET DA, RnEFEZED HE (BEAFAE LR
WA bEHEHT S Z L), E#E O Context of Use (23] V 24T % Priority Number % Ft#k
T5, MCarsxA L Z/L—7NO Context of Use & M L7RWRY | EHafT & &
#11% D Context of Use @ Priority Number X, [FIfETH, 22> T TH, EZLIKZ R0,
F7-. EHAET L B T Priority Number 73572 > T T % priorityNumber@updateMode
BEEERAE L2 &y

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

CP: &#1t% D Context of Use 2357E9 2 Document 2|V Y4 T2% CTD ALHHLAZ/RTa—FK

(ICHCV @ TICH Context of Use] 1% JPCV @ [JPContextof Use] #2452 &),
ZOfEI%, EHAET & B O Context of Use [ CRME T2 T UL & 720,
CQ: A& Context of Use ®=2— K (EFL CP) #EFT 52— KU A LD OID, ZDffEIX, (&
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LT & E % O Context of Use M TRIE T2 iU e 6720 (72721, OID OFREICH
ENDHN—Ta UFFIE, B L TWAHMETRNY),
CR: &#i1% D Context of Use D AT — & A, fllE "active" T2 13 LE7e B 72wy,
CS: replacementOf Z3& % FH 2 BRI EL &R B, fEIX"RPLC" T2 1T 1T 7e 6 720,
CT: &E#iai1o> Context of Use @ UUID,
CU: [&H#itk D CoU 23242 Document @ id@root J& A,

(2 1077 A NV%E, BEDOT 7 ANVTELIZD

<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>

------- (& #ani7> Context of Use (Z Keyword 231 5 ST 2 H41%. [A] Keyword % = Z 12
FLEi T %, Keyword O 5 T IEIZHIRE~DFLH & FER VO T, AED 1033 2215 2
Lo 7Rk, EHLAT & E L% D Context of Use ] C. Keyword O %t} OV — RIE[E— T2
A A

</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>

------- (& #2770 Context of Use (Z Keyword 23 5- S LT 28;41%, 7] Keyword % Z 212
FLHT D, Keyword D FLHITIEITHIRA~DFLH EFERN DT, KED 1033 22 W5 2
L. 7pds, EHLAT & @ O Context of Use [H] T, Keyword Ol OV — RIE[E— T2 T U
IRBTRN, ) e
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</contextOfUse>
</component>

------- (AFLH I TiX 2 > Congtext of Use 73 1 -5 Context of Use % & #i9~ % i 27~ L T
W5, FIZZ\> Context of Use (2 L - T 1 ->® Context of Use % &#id 2415, EHLE D
Context of Use ™ %472 1F component R Z#E 0 iKT 2 &, ) -

CV: D2 TF A « T)V—TNFEET DA, BRIERFZED HME (EEFE L
WIEA LT D Z L), EHEO Context of Use (2] 24T % Priority Number %
T5, ALz TF Ak Z—7PNO Context of Use & B LAV R Y | EHLET L &
#a1% @ Context of Use @ Priority Number (%, FfECTH ., o> TN TH, ZL K X720,
£7o. BEHARTE B T Priority Number 73 %72 > T T % priorityNumber@updateMode
BIE AR U222 &, % Context of Use T 1 > Context of Use % EH#14 5 54,
EH#L% D Context of Use D 9 B 1 D721F A, EHifo> Context of Use & [FfE Priority
Number # > L3 TE 5,

CW: & #i1% D Context of Use @ UUID,

CX: E&H#if% D Context of Use 23457E9 % Document ZE| VY4 T2% CTD ALHHLAZ/RdTa—FK

(ICHCV @ TICH Contextof Use] i3 JPCV @ [JP ContextofUse] #&fT 5 L),
ZOfEIE. EHLET L [E#% O Context of Use ] TRME TZTAULT 2 & 7200,

CY: K Context of Use ® 22—~ (52 CP:) ZEFKTH2— KU XD 0OID, ZDOfEIE, &
il & [BHLH% O Context of Use [ CRIE Te 7 AuiX7e 7220y (7272L, OID OKREIZH
ENDHN—T g FFIE, B L TWAMETRY),

CZ: & H#at% ™ Context of Use D AT — & A, fi T active" T 7T ALiE7e 5720,

DA: replacementOf 23 % 2 BRI/ B2 ER) B, fEIX"RPLC" CZ2 i3 AUE e & 22,

DB: & #imij> Context of Use @ UUID, %k Context of Use T 1 -2 Context of Use % (& #
T HE5A . B OEK% Context of Use DA B MEAENFIE & 725, Z OF#fTlx, DB:
& DIOMEIXFfE E 72 2,

DC: {EH#itk D CoU 23Z M4 % Document @ id@root J& M1,

DD: CV: & [Alfk,

DE: CW: & [FlE,

DF: CX: & [Alkk,

DG: CY: & [Flf¥,

DH: CZ: & [Alfk,

DI: DA: & [Al%%,

DJ: DB: & [Alkk,

DK: DC: & [Al#k,

R) DTy ANE, 1LODOT7 7 ANTELIEZXD

<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>
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<id root="DT"/>
</relatedContextOfUse>
</replacementOf>
<replacementOf typeCode="DU">
<relatedContextOfUse>
<id root="DV"/>
</relatedContextOfUse>
</replacementOf>
<derivedFrom>
<documentReference>
<id root="DW"/>
</documentReference>
</derivedFrom>

——————— (IE#LAT D Context of Use (2 Keyword 73 5 & TW A 5513, Al Keyword % Z Z 1T
LT 5. Keyword O FEHT IR~ DFLH & FIER WO T, AFED 1033 4B T 52
Lo i, EHLAT & @ O Context of Use [H] T, Keyword Ol OV — RIE[E— T2 T4
IRBIRN, ) s

</contextOfUse>
</component>

DL: D a T XA N « V=T RFEET D551, BrEFZ2ED HE (BEEAFE L
WA BRI S 2 L), EH#HE O Context of Use (2] Y 24T % Priority Number % 5T
T %, ALarTF AL« ZL—7NO Context of Use & FfE LW R Y | EHLET L &
#at% > Context of Use @ Priority Number (%, [FfEECH, 272> TV TH, ZLILZ R0,
F7o. EHLETE B T Priority Number 73 272 5 TV T % priorityNumber@updateMode
BEHEEZRE LN &,

DM: & #i1% ® Context of Use @ UUID,

DN: &#1#% D Context of Use 2357E 9 2 Document 2|V Y4 T2% CTD AHHLAZRTa—FK
(ICHCV @ TICH Contextof Use] X i% JPCV @ [JPContextof Use] Z&R4+ 252 L),
ZOOfEIL, BT & E % O Context of Use il TRUE T2 ML 5720,

DO: A Context of Use ® =— R (EFLDN:) #EFKTH2— RNU X D OID, ZOfEIX, &
il & [BHL% O Context of Use [H] CRIE Te 7 uiX /e 720y (7272 L, OID OKRBIZE
FNHN—Va rFEE, B L TWDRETRY),

DP: &t @ Context of Use D A7 — & A, flIX "active" T2 iF L7 5720,

DQ: replacementOf ZLFE % IV 5 BRIC VB2 ER B, EIX"RPLC" T2 1T AUIT7R & 720,

DR: {&#4H{10> Contextof Use ® UUID, &R Contextof Use N H 254, £ TOEH
Al Context of Use 23, replacementOf Z52 & & §IZHIGL S LD,

DS: DQ: & [Alf%,

DT: DR: & [Alk,

DU: DQ: & [Al%E,

DV: DR: & [FlEE,

DW: (& H#it% 0 CoU 23232 Document @ id@root J& A,

(4) D77 ANE, BREOT 7 A NVTELBZD

<component>
<priorityNumber value="DX"/>
<contextOfUse>
<id root="DY"/>
<code code="DZ" codeSystem="EA"/>
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<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>

------- (& #2770 Context of Use (Z Keyword 23 5- S LT 28541, 7] Keyword % Z 212
FLHT 5., Keyword O FLHITEIIHIIR A~ DR L AHERW O T, AFED 1033 22T 52
Lo B, EHLET & EHLZ O Context of Use fH] T, Keyword D} OV — RIE[E— T2 T 1uX
PRIV, ) weeeees

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

------- (EH#A7 Context of Use IZ Keyword 23 5- S 1TV 5354 1%, A Keyword 2 Z 212
FUHT 5., Keyword O FLHEITEIIHIIRA~ DR L AHERVWO T, AED 103322352
Lo 7. BT & E#L% D Context of Use ] C. Keyword O % OV — RIE[E— T2
A A

</contextOfUse>
</component>

DX D a L TxH A « FV—TNFET HHEIC, BRIEFEZEDHE (BEAELR
WIEA LT D Z L), EHEO Context of Use (2] 24T % Priority Number %
T%, MCarFF A2k« ZL—FNO Context of Use & B LR WEY . EHLET & &
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#a1% > Context of Use @ Priority Number (X, [FfETH, B2 o> TWTH, ZLIKZ RV,
F 7z, EHLAT & B T Priority Number 738 ¥ 7¢ - TV T % priorityNumber@updateMode
BYEARAE L7202 &

DY: & #1% @ Context of Use @ UUID,

DZ: &#11% > Context of Use 2357E 4 5 Document #%|04C2% CTD RHL & /R4 =2—FK
(ICHCV @ TICH Contextof Use| X (X JPCV @ [JPContextof Use] #4252 &),
ZOfEI%, EHAET & B O Context of Use [ TRE T2 T HIE e & 720,

EA: ’K Context of Use ® =— ' (152 DZ:) Z#E#T 52— RFU X hD OID, ZOfEid, &
Hag & E L% O Context of Use [l TRME TR ITHIXZR 720y (72721, OID OREICH
ENDN—=Va rFEFIE —BEL TV DLIRETRWY),

EB: E#if% D Context of Use D AT —#% A, fllE "active" T2 T A7 5720y,

EC: replacementOf ZE3& % V2 BRI A B ME R B, EIZ"RPLC" T2 72 & 72\,

ED: &#ifiio> Contextof Use @ UUID, fE#ifij Contextof Use N 8%k dH 2 HE. & TOEH
fi] Context of Use 73, replacementOf 235 & & (245 S5,

E: EB: & [Al%%,

F: ED: & [Al%k,

EG: E#itk D CoU 233 5 Document @ id@root Jg& A,

EH: DX: & [Al%%,

EL. DY: &t [Al%E,

EJ Dz L A%k,

EK: EA: & [AlkE,

EL: EC: & [FAlf%,

EM: EC: & [Alf%,

EN: ED: & [Al%E,

EO: EC: & [Flf,

EP: ED: & [FlkE,

EQ: EG: & [Al%k,

m

m

ITI

® UGIRICKEZELMZ D ZLEENTL5E. FAIE LT ERROWT IO SGE
Z MU T Contextof Use # B35 2 &L, LEEZELBEIDZELEZERLARND
Context of Use % Il L. #r#i Context of Use # &35 = & 1Tt Tlid/ev, @&l
X Context of Use (22T, HIBREK OFEFRHIC LV XS L7ofE R e LT, 5/
TITHEND D LW SN =84, Submission Unit O FHEHEZRO L Z ENH D Z
LICHEBETDHZ L,

3) submission %3 D 7Lk
® UGETHE, M EBHMICEE 2T T submission ZLEEEL N IXLL T ORI i/ NR O 17 R
DI % 5ea T D,

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

——————— (Application [IZ DWW TIIAIHD 4) & B ) ------
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</submission>
</componentOf1>

ER: & Submission Unit o #& H# e &5 (ELRTIZS 65 S 4172 Submission Unit (250 L 72
sequenceNumber@value J& MEAEIZ 1 % & L 72 4500H) .

ES: 7% Submission Unit 73 B9~ % Submission @ UUID, #JilR® submission.id.item@root J& 4
B & FECRITIIZR B0,

ET: eCTD Z &5, WIWMIZFLH L7z eCTD Zf1&E 5 & [FME T ude S,

EU: A& Submission OAZE ST (il . [EATEN, Z2B#EM, 2 L) 27 =2—F (PCV O [P
Submission] ZZ&M4 5 Z &), FIMIZFCEHE L7 code@code J&MEA & FIME T2 i) i 7e
SN

EV: A& Submission ®=— F (it EU) ZEHFTLH=2— U R hD OID, HIRICFC#H L7z
code@codeSystem J& 4l & R T2 T X2 5720,

® CGETHE, HiELGH A BT 554, submission EHREL FIZLL T ORRIZEERT 5.

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

<id>
<item root="EX" extension="EY"/>
</id>
<code code="EZ" codeSystem="FA"/>
<subject2>
<review>
<id root="FB"/>
<statusCode code="FC"/>
<[review>
</subject2>

------- GBI BN S L= i B IS B9 5 Review # ik L statusCode J& P4l & "active" & L
TiMET 5, ) -

------- (TTFonTRELF, A H R0 Review (TFEH L2V, ) --mmm-

</submission>
</componentOfl>

EW: A& Submission Unit @ $2 HH# i 5 (B RTIZS 58 S 4172 Submission Unit (ZFR#E L 72
sequenceNumber@value J&PEEIZ 1 & & L 72 3#) .

EX: A Submission Unit 7% B 3# < % Submission @ UUID, #] ki |2 i #& L 7=
submission.id.item@root J& VA & [RIfE T2 1T AL 78 5720,

EY: eCTD %A% 5, FIMIZECHE L7- eCTD ZA+ &5 & FUE TR T U2 520,

EZ: 7K Submission OAZE ST (f] : IEARRM, ZFRH, 7o) 277 2—F (JPCV O"P
Submission"%z &35 Z &), HIRUICFEH L 7= code@code & MHAE & FME T vz &
QAN

FA: K Submission ®=— K (Lfd EZ) #EFTH2—FU A M OID, #IIRIZFLH L7z
code@codeSystem J& Al & [FME T i U7z 5720,

FB: #r#liEngh H & BE§ 2 Review  UUID,

FC: A& Review O 2T —& A, FHLEMMS B IZB# 4 % Review O A @M 1% "active" T 721
7R B 7R,

o BHMAMNEGENTVD eCTD HEFIZBW T, HEDBFRRICBWT—E DM HE DI
ZH T 556, BNTEE R L7k Ok b RO GETREC submission ZE/L T
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ZLLTFOMRICE#R T 5, 28, eCTDIRHOAIZLIV MBZRTFIFSZ LixTalr
VW, £7-, eCTDIZEENDIETCOMEZ T 2546, BFTFHEWEZRHE L=%
\Z eCTD Z fEH T D LB IT /R0,

<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>

------- (O BRI FIF 6TV AEE1EL, subject2 R & & 6221 D Review
ZeFtdk L. R0 & [FERIC statusCode J& 1A % "suspended” & L THflt 42, ) ---mmm-

------- (TP TFonTESF, AF H 7220 Review (TFEH LRV, ) —mmmv

</submission>
</componentOf1>

ED: A& Submission Unit @ $&HEfke &5 (BRI 86 S A7 Submission Unit (ZFR# L 72
sequenceNumber@value JEPEEIZ 1 % /2 L 7= %4fil) .

FE: A& Submission Unit 2% B8 3# 4 % Submission & UUID ., ] kR (2 & #& L 7=
submission.id.item@root J& :1E & FE T/ nuid e 5720,

FF: eCTD Z A&, WIMIZFLH L7= eCTD Zf1&E 5 & [FME T ud7e 5w,

EG: K Submission DALE-S (B : EASEH, ZEEH, 0 &) Z/Rxda2—F (JPCV O"IP
Submission"Z &35 Z &), #WIMUZECHE L 7= code@code J& M & [RME T2 T dLiE7e &
QAN

FH: A& Submission ®=2— K (ki FG) #EFTH=2—RU X~ OID, HIRIZEEH L7z
code@codeSystem J& B & FE T2 T uiE 72 5720,

Fl. HTFéhH & BEEd % Review @ UUID,

FJ. K Review D 27— % 2 BT 72t B ICB# 95 Review O A& M 1E "suspended” T 7
T 570,

® UGIFFCAM BB HRAEZLE T 556, submission ZHREL FIILLFO X 5 IZF#T 5,

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

<id>

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

<review>
<id root="FP"/>
<statusCode code="FQ"/>
<subject1>
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------- (subjectl ZEHEE Fid. PSR L2 TOEZL VEtE2EMt L, ZREHHCT
ERBOEETLET 5, FohEICEREINEED 52551%, [ U subjectl ZHEE NI4T
DIEE % K95, ZFEFEHTC updateMode IZ50# L72VY, ) -

</subjectl>

</review>
</subject2>

------- (300 5 B O BAVET SR TV 54, AT STV 56 B ICHET 5 Review
TNt S p—

------- (B FFHNTE LT, AHE SRV Review [FiC#i L7gV, ) -

</submission>
</componentOfl>

FK: A& Submission Unit @ #Z H#Hi 5 (EATIZS 68 S 417 Submission Unit (ZFE# L 7=
sequenceNumber@value J& B IZ 1 % & L 72 3fiE) .

FL: 7< Submission Unit 73 8#-9~% Submission @ UUID, #JkK? submission.id.item@root J& "
il & [FME T2 X e 5720,

FM: eCTD %1% 5, #IMICFL#E L7 eCTD Z A& 5 & [FME T2 uE/e 5w,

EN: A Submission OALiE S (B IEAEH, &1, 7o) 279 2—FK (JPCV O"IP
Submission"Z &M+ 5 = &), WIRICECH L 72 code@code J& MEAE & [FE T2T UL B
20N,

FO: A& Submission ®=2— K (L FN:) #E#T 52— Y X ~® OID, HIIRIZFLH L72
code@codeSystem J& MEfE & [FME T2 T UL 72 5720,

FP: ZH A5G Tedih H & BE 9 % Review @ UUID,

FQ: A& Review D AT —# A, EW Z&Teih BICEE T 5 Review OAJEM:fE X "active" T 72
FIUEZR By,

4) application & DO 7L

<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>

"""" (#%%®> Application Reference z #2{t~ 2 %5513, reference 2 0 iK4, B AIGE
(T, WK - SETRRICRR 3, #RHIZ LI, ZORE CRET 2 M2 2 CaRfd 5, ) -~

</application>
</componentOf>
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FR: A Application ™ UUID,

ES: HESE(LE OfHE,

ET: & Application D (BLUERFEKRHFE, 2 L) 2”3 a— K (JPCV [P Application]
LSBT 5 L), FIICELHE L7- code@code J& PEME & RME T/ HIE 2 B 720,

FU: & Application O ¥z /r3 22— K (LR FT) 2EFT 52— Y 2 FD OID, FIRIC
RC#Y L 7= code@codeSystem J& MEAE & [AE T2 Huid7e B 720,

FV: K Application @ EHi# 5D eCTD =+ =,

FW: E&C FVCRTEIERGEICOW T, ZOEOFEZ <9 22— K (JPCV [JP Application
Reference Reason] #Z 352 &),

EX B #OMEO = — K (L FW) Z2E#&T2=2— KU A h® 0OID,

5) document & O Lk
O  UGTERHIHIHICIRMET 5 Document OFLE FIEIL., FIMR~DREHETIE & FHER V),
AED 103352 THZ L,
® TR L7z Document (DWW T, # A MLOBRFZEIET HZ L AFRE, eCTD
DIATYA I NEE L TELRHIRET D Z LILTERY, A M ORTFEE
E 2 HEIAED 10442 288452 &,

6) keywordDefinition %3 D L
®  IETHRIZHTIRICHMET % Keyword Definition O FC#f ik, FIR~D i 1%k & A1
e, ARED 103328 THZ L,
® M L 7= Keyword Definition {22V T, displayName@value JEMHAED R 3R
LFHNORFLEEEET D L &RE, eCTD DT A 7% A 7 V%l L TERECHIBR
HFYHZ LiFTE Ry, FRITFIORLEEET 2 HETARED 10443 22
THZ L,

10.4.4 1REBOEH
ETHRE, LT OfF®EZ B4 5 2 L3 TE %,
1) 27X AR 70— Context of Use F/RIEF D2
2) Document # A kL DREFEIE
3) Keyword &R FHIDOERFUEE
2L, JFANE LT, Mo OLZ HEgE LT eCTD ZWET L2 &,

10.4.41 oY FFX b - JIL—TAD Context of Use RRIEFNEE
a7 X AN - Z/L—7NO Context of Use Z/RIEFF X priorityNumber@value J&MEAEIZ & -
TRFEDN, eCTD OWETRHIZC Y BMHEEZET T 52 LICKVRRIEFZERE T L2 LN T
& %, Contextof Use DFRIAFALEHIEIZOWTIZICHIG #2745 Z &,
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10.4.4.2 Document 2 4 FILDIREEIEIE

10.

10.

10.

document title@value JEVEAEIZ & > T/R &4 5 Document D % A R VICRREE DN 8 D556,

eCTD OUFTHHIC YL BIMEM A AR T 5 2 LIk VBEET S Z L8 T& %, Document %4 b
VOBGLEIETIEIZ OV T ICH IG 223 % Z L, Document # A ~LOFEHNIE, [F L
document.id@root fifl z 2 L Ty 2% 42C® Submission Unit (51]o> H & Submission Unit % &
te) ICEMT2BMZFF>b O LRI D, FrED Submission Unit @ 712 35T HUHT % ji
BT 2 EBEX%Z %5481, B document.id@root fif & £7-2#7 5 Document % #2932 = &
B LLFOWTAMNCEYS T 5851, Document % A R L& FHT5 2 LIXER0 S/
[

BIIFGE D Document % A kL& FHT 5,

FRRELOEIETIE A<, ZA MVEFNZ LY SCEDONEDIT N ED D,

4.4.3 Keyword RIRXFIDREIELE

Keyword Definition @ displayName@value JEMAEIZ L > TR &5 Keyword DR s SUF-51 %
EETLIULENDL5E, eCTD OWETRHICYBMELZZEE T 52 LICKVEETLZ N
T& 5%, Keyword 5 3CFHDORFMEIETIEZHOWTILICH IG 2545 Z &, Keyword #
ARILFHNORFMEEIL, [FFFEN TR EICHRH L7242 To Submission Unit 12 %1 H 95 EX
EROLO LRI D, FED Submission Unit D7D Keyword 3~ LD FE L& EIET
L&, #Hr721 Keyword Definition # E#%& 795 Z &, F7-. Keyword /R 3LTFHIDORFLEIE
T, BIHGEICIFREB LW LITHET D2 &,

4.5 eCTD v3.2.2 ™5 DF81T

W HERFIZ eCTD V3.2.2 & W56, FBAMIHFIZ eCTD VA0 Z HWTEGETT5 2 & 1T
T&ERW, FIREND T A 7Y A 7 VDET ETH—/ =23 D eCTD £ WD Z &,
v3.2.2 LUHTD/N— 3 & W THEH L 72 3CE O leaf ID % % v4.0 LIE D/ N— 3 & Wiz
HEENOEIT 5 Z LT b,

4.6 BETHICKITSBESE

UUID CTHFE S 415 120 Context of Use,” Review,/ Document <>, code } O codeSystem J&
PEAE DFL A A ToH CREE &5 120 Keyword Definition (Z5%F LT, [Al—¢ Submission Unit
N CRIRHCEIOEIE CoBlfRM & &, HIBRE B2 L) 217-o UL b0, Bz IXL
THID L 912, 150 Context of Use (Zxf LT, HIBRAZ HAY & L 7= contextOfUse E5& & FKRIIA
PO 4 B & L7- contextOfUse 3£ 4 . [A]— @ Submission Unit CIRIFFIZHEME L CTidie &
AN
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11.

[NG D]

<component> )

<priorityNumber value="1000"/>
<contextOfUse>
<id root=["7c5c61fd-5b88-4018-8323-b21f1a731880"}/>

<statusCode code="suspended"/>

Hibra HR9 L L7z
>—

contextOfUse B35

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

<statusCode code="active"/>

g AL L
contextOfUse %3

</contextOfUse>

</component> 7

eCTD v4.0 XML A v E—Oh L BEEFT— 2 2RI BEOBESIE
eCTD V4.0 TlE, 2T 57 7 A M X > T XML O E#HSTEEZ KB L TWhpnizo, Al
LT, AKEDOTEZBHLTeCTDVAO XML A v E—V%ERT 5, 72720, HEETT —
%% eCTDVA.0O XML A v E—U b5 LU TIRHT 25818 W TYH, REEE 7 —F 13k
WA RIZHEE L CWDAHENRSH D, #-T, eCTDVAO XML A v —U L HFEETT
— X %I DR, REEETT — X UN AT 256 L3, EABANCE R 28035 %
ZEICHETAIE, REE T X2 2RTOBEOREFHIILLTO®EY ,

1) HFEETT—¥ 223 5 Context of Use (215 X415 study id_study title Keyword @
studyid #8013, YL HFEE 7 — X DS TWDHRER ID 7 4+ VX DAFRE Rl — &
THZ L,

2) HEETT—¥%Z2Z2HT 5 Contextof Use (21X, LLFDiE Y IZ CoU Keyword % 159 2%

N

PIE S a—RY X | e [

ECOHGEFT —4 JP Study Data Category W a— R
JP Analysis Type WY a— K

SDTM 7 —# JP Terminology(Tabulation) | #4t)7s =2— K

=2

ADaM 7 —# JP Terminology(Analysis) | @&)7x = — K

Tk
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3) HFEETT—X&ZMJI 5 Document |Z1E, DL FOEY I ICER/EBEE2EIET L2 &,

PIES PR @ fiE

fife PR S B A4k oD FR G5 R - | document.text.description@ | 7 7 A LINE DA

T—X value

SAS XPORT £ = (xpt) @ | document.text@charset JP CV @® [ JP Japanese

HEHETFT —4 Character Code] 7> 5H7%4
T5Ha— Na8RT 5

4) WEEE T — % %279 % Context of Use (213, ICH Document Type Keyword % {f 5- L
L Th I, F2, MHETIHATH-TH, HFEETT —X 22T % Context of
Use & 5t d i £ %4 295 Contextof Use D [l T, 5 &+ TV % ICH Document
Type Keyword % [f]— & 92 MBI,

5) HEETT—H 2ZM+ 5 Context of Use &, MiZHiEE T — 4 LT Db ES
Z W3 2% Contextof Use [ZBH LT, LA TFSMEA-9 2 &,

5)-1 £+ 5- &4 % study id_study title Keyword @ code@code &% OF code@codeSystem J& A
X FW—&3252 L,

5)-2 HiiE T — X 25 M$ 5 Context of Use & . YiZHEBEFT — & &I o ME
LA BHT 5 Context of Use D H Hb7e by 1ok, DLFOERDEES &
DTR—ThdI &,
® Context of Use ® code@code % U code@codeSystem J& 4 fff *2
® LT CoU Keyword @ code@code 2 T} code@codeSystem J& 44

> ICH Study Group Order*2
» indication

MEIZIE, BEREETT —F LIS T O MEENERFEMEL, TR
7% CTD ZHHETICFET H2%E1E, YEPEETT — X2 RT 5
Contextof Use & FREMEHZ R —& T 2D, N oHEEFED > b—FH2Z M
4% Context of Use D 7T L\,

*2 Context of Use & TF ICH Study Group Order Keyword @ code@codeSystem J& £
DRT OID ODRRBICHEENDN—V a U FEFIE, —H L TWDHUEITZRN,

o2 L, AEO 33LICRT THX 2) ICX 2R MHEFHIZIVTIE, eCTD fR1] by
HIBG S ClIhiin§ 2 #asE 2 2 M4 5 Context of Use [X#2H S /e 7= | #4fED eCTD
FEBI C)DFEHFIZ I T EFD 5)-1, 5)-2 OFRMUNHZ S TWIUZ LV, F72, KED
10.2 (27797 [E]1% eCTD (2 L - CTHEH & 415 Context of Use (B L Cix, 43 L& ERtds
P2 72T BT 2R, £ 5 D Context of Use % it H 5% eCTD CTHHEH 1 2B
(i, BRI T RENHD ZEICHET A2 L,
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6)

7)

8)

[F—HFERNICRV T, B ID*N R 5B OREERM THIST 2HEEFT — 20
L TWAEAIE., FNFNOREEHIST DR ID 7 4 L2 &2 B LT- LT,
UTOWTNNOFETHIET D &,
® [ —OHFEETT X7 7 AN EENTNORR ID 7 + /L FITHMNT 5,
® 1OoDHWERID 7 A NFIIFHFEETT — X 7 7 A NVERML, 5 DRER ID
TANFETICIE, FEETT —F 77 ANVEEMA LI ID 7 1+ V¥ %5
B2 85Em LI CEEKMNT D,

YRR EE A ST 5 Context of Use (21 5- T4 TV 5 study id_study title Keyword o
study id #5323~ 9 5R 1D

HEEE 7T —ZICHT DN T = a VdBO7 7 A Ve —RBICRET 2720, HGE

BT T — 4 TIIET 7 A /LD "mbldatasets" LA D 7 7 A LS A —E Th H LN &

%, fEo T, RATREXILEIZ eCTD OFRHFHILL FICHET 5 2 &,

® HIHE T —¥aHHRtT 546
> HHURHT % Context of Use 23 BT % 7 7 A /b & "mb/datasets" LA RE D 7

7 A NRANE—D T 7 A VA2 BT H4%)7: Context of Use 75, 45%T
A THA I NVDOIEERG LI DM TPIAFIE LR L, 272 LIF(E
THHAETH, T 7 7 A NVEZR LT HREHEH O Context of Use
% . 43% Submission Unit |2 C4&CHIBR3 i3, "mb/datasets" LD 7 7
A NIRAWBE—DT 7 A VEBHS 5 Context of Use & Hi7- ICHEH LT
LA,

o [FiRHOHEE 7T — ¥ 2 EIRT HHE
>  [EHARTO Contextof Use NBIRT 257 7 A /L L EHE% D Context of Use
MBS 57 7 A4 LD M7 D "m5/datasets"LLFE D 7 7 A LS AN —F LT
WhHZ &,

HEEE 7 — % 227 % Document Z HAIHT 55613, AFED 8.LITMA, LLTD
STz 2L, B, HHEEFT 2BV TUL, AFED8ITRT 77 A
NOFFIITERD B,
® HAIf &N 5 Document =5 L T\ 5 4%h7: Context of Use 28, [A]FHFENIZ
BEAFAEL 72\,
® HHIH X35 Document 3B LTV D 7 7 A /L & "mb/datasets" LA D 7 7 A
NWRARE =D T 7 A NI, BT A T A 7RI DERNGR & 72Dk
R R KOS 5% Submission Unit (ZAF7E L7200,

B, HEBE T — % 215 Document Z A L7-841. HRIAESNS
Document NEFR L TWB T 7 A VDT 7 A VAN S TN D "mE" 7 4 /LA LT D
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7 FIVAEEOERIT. BAAZ L&A D, Bl ZIE, "misc" T F /LA B DT
7 A V& 2T % Document Z FAIH L7286 1%. %45% Document 32925 7 7 A L
IEFRHZ D, "misc" 7 A VAR TO7 7 AL LTHRYHbD,

9) HFEE T —#% 2532 Document }2 (8 Context of Use (Z-DOW T, LLFDIEHITEFER
LIRS K> TR S 7guy,
® priorityNumber@value
priorityNumber@updateMode

document.title@value

document.title@updateMode

12. ZOtOBEEE
12.1  #IERES(CH 5T % Col Keyword
CTD % 5 #IZ & o D IR OGS H 4 24 2 Contextof Use (Zxf LT, ICHCV @ TICH
Document Type| ZLLFOi@E D 153252 &,

REREELY 1 7 7 ANV TRHET 2846
W7 7 A NVEBHT 5 Context of Use |2 "ich_document_type 2"% {1532 Z &,

MBIEREE2EE 7 7 AV THER LIRHT 554
%7 7 A4 Va3 5 Context of Use 125 L C. [E3-Reference] DOFNIHIEIREEDIH
FTENELH I TS Code DHF L2 b DEHGT5HZ &,

1222 aYTXR b+ - JIL—TOREKL

aATFAN  TA—T1E, 1 OXITEED Context of Use & 415 @ Context of Use 2> 5
PR X415 Document (2 &> THERK X415, Context of Use & OF Context of Use (2 5- X415
Keyword M 5 @ code J& K& 8 codeSystem JEIEDIEDFA A HOHE T LT, 12O T F A
ke ZN—T7DHKER S D, codeSystem JEMEAD ICHCV XX IPCVD=2— RKY X ~d OID %
ALTHDHEIE, OD DKRBIZEENDN—Va VE SRR TNZE LTEH, 201
DIFRMA—F LU, code JBIEK O} codeSystem J& 1 DI DFAE HOEIXFE—TH 5 & A
fexid, - 7T, BlZIX, BLFO X 9 72 Context of Use =@ — K% £§-> Context of Use (., [F]
—DaAUTHRAL TV —TITRT D L R E NS,

Context of Use 1 Context of Use 2
contextOfUse ) 11 ) 11
Jp_mdl. jp_m1.
@code
contextOfUse
2.16.840.1.113883.3.989.2.2.1.1.1 2.16.840.1.113883.3.989.2.2.1.1.2
@codeSystem
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12.3

AMIEHMBSOREAE

B UEBCRBOBELRAICTHEDIC, MA 77 =2F 0T 4« R¥xa AL NROIP
CV @ [JP Contextof Use] THIEIIN7= CTDHFZ LY HLHINWRIEDOFER S (B : 3.2.5.2.3-1)
T B UESCHRBRICH LMEGT 52 ERARETH D, UigkE T, UFTOFETHET S Z
LRTE D,

1)

2)

Document Label (contextOfUse.code.originalText@value J&14:)
Context of Use @ code.originalText@value J& %, 47% Context of Use 232 L T 5
Document DLE OME4  (Document Label) #4#2f9- %, (L& O35 5% Document
Label & U CHEfEd 2% Z & T, Document HiZ CUMTERIE T 2595 Z LN T
%, LLATIZ Document Label @ FR#fH % 79,
<contextOfUse>

<id root="7c5c61fd-5h88-4018-8323-b21f1a731880"/>

<code code="ich_3.2.s.2.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.2">

<original Text value="3.2.s.2.3-1"/>

</code>

<statusCode code="active"/>
LD

</contextOfUse>

ICH Study Group Order Keyword
ICH Study Group Order Keyword (%, study id_study title Keyword # &&e = > 7 % A | -
I N—TRT-OFRIEF%2EFHRT DD Keyword T 5, #i%k Document (ZxF LT
AR ID AL CFE & O TIMTERRE S A2 5 L72WE 1%, ICH Study Group Order
Keyword # %325 Z L3 TXx 5, 723, ICH Study Group Order Keyword & Document
Label Z0FH L THEH L TH 2L 2 720>, LTI ICH Study Group Order Keyword %
£f5- L 7= Context of Use ™ Frifii il & 7~ 9,
<contextOfUse>
<id root="7c5c61fd-5h88-4018-8323-b21f1a731880"/>
<code code="ich_5.3.1.1" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.2"/>
<statusCode code="active"/>
<referencedBy typeCode="REFR"/>
<keyword>
<code code="ich_study group_order_1" codeSystem="2.16.840.1.113883.3.98
9.2.2.1.12.1"/>
</keyword>
</referencedBy>
<referencedBy typeCode="REFR"/>
<keyword>
<code code="STUDYID_TITLEOO1" codeSystem="StudyID list 001"/>
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</keyword>
</referencedBy>
BRI
</contextOfUse>

13. NYF—=3> - )L—)L
ICHIGFE#E DAY F— 3 v - b—LZIx, BARIZEIT S eCTD HFEIZKT 530 7 —
Ta v = UZOWTIE, ABICEEEOEABAE NEH NS, 2B, BRIZEITS
eCTD HEEIZx 4 2N 7 —3 3 O L) BIRRY 2 NEIZ SV Tt PMDA O Web # 1 |
(https://www.pmda.go.jp/) TAHT 25T = v 7 IHH B eCTD v4.0 fRGEY — /L O fE~ =
2T NVEEBBIZTDHI L,

4. BEUWEbHbEL
eCTD v4.0 DEMICEET 21X, TR TRTMIT 5, 7277 L. —REFHEICHOWT
1L, —BEOHRIKILTHIETHZ EITLEE L RN, ERERICEIENE LT 5 KL
O, AABBETREMSEOERHARZE L TRIET S 2 &, FFEDMBIZOVWTOERIZD
WTIEZORY Tix72<, FRICE> TR FTF o6 s,
ectd@pmda.go.jp
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15 fHi%1: 5 1 BMOERER
15.1 H=

eCTD v4.0 % IV T eCTD HiET 254, CTD & 1 50 HH 5 EO 2 TA 150 eCTD v4.0
XML A »vt—IIZ5i#liT %, & LEOEEHL, o &k & FERIC, Context of Use O 22—
NIZE->TCTD RH L EBEST b, hEO&EE 423 % Context of Use & [F] U eCTD
V4O XML A vE—JICRHE SN TIRE S5,

15.2 AL EFERLEVIZ T+ LT i8]

EALED T A IVERER KL N T NV FOmAITRAE LT TO 7 + VA REpk &+ 5, 28

IS U CHEH I "7 4+ VA FIC 7 4+ L F 2 ERR LT H B,

ml/jp

15.3 H1HD 774 )84

FBLHOZ7 7 AN, WTDOT7 7 A VAL ESE|

S

AxX &

T5ZL, 2L, UFO77 AL

HFBETHY, HEEHEIEEOAMENEGT 52 L TR LA,

SCEOFEIH 77 A VA M5
11-1 1 (B 22—/ 1) 230 HEEE | m1-01-01.pdf eCTD HGf CIERH AT E
o Bk LT 5,

1.1-2 R« m1-01-02.pdf

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

1.3 FEPIEHH m1-03-XX.pdf

1.4 FEEPiRIL m1-04-01.pdf

1.5 R S R Ok K& OV 38 O i m1-05-01.pdf

1.6 SMENZI T D6 AR OEIZEE T 5 &6 | m1-06-01.pdf

1.7 [RIFE[RI R — B m1-07-01.pdf

1.8 WA 3CE (%) m1-08-01.pdf

1.9 —RIIALFRICSR D S0 m1-09-01.pdf

1.10 I BRSO TEREELO F & | m1-10-01.pdf

111 I A 7 EHEEE (R) m1-11-01.pdf

1.12-1 iRfHEE—% (PDF) m1-12-01.pdf

1.12-2 iRfHEER—% (MS Excel) m1-12-02.xIsx

1.13.1-1 /KRBREDOE L

m1-13-01-01.pdf

BEHE & LT+ 5 2
Ll o THIRHTRE, BF
HIIAED 154 2B+ 5
Z &,

1.13.1-2 FA WL E

m1-13-01-02.pdf

B L LTI 5 2
LIk > THIRHTRE, 7%
HIAFED 154 2T 5
Z L

1.13.1-3 &R

m1-13-01-03.pdf

BEHF S L TR+ 5 2
Ll o THIRHTEE, B
FIAED 154 22T 5
L.

1.13.1-4 HATERE—E

m1-13-01-04.pdf

Bz e LT2RT5 2
LIZ &> THIEHEE, &
HIAED 154 22T 5
ze&,
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SCEOFEIH 77 A VA M5
1.13.2 {EERFERRCER (5 m1-13-02-XX.pdf
1.13.3 MEFH(F) K UORESFHITKT 5 | m1-13-03-XX.pdf
[ (5)
1.13.4.1.1 7&GRHGEE L oRLEFIEMICZE | m1-13-04-01-01.pdf
TZ) H R R A R % —
ik
1.13.4.1.2-1 iR BT 2 2 & B — | m1-13-04-01-02-01.pdf
T
1.13.4.1.2-2 {E51 5% B LR m1-13-04-01-02-02.pdf
1.13.4.1.2-3 #&RHEEH (5) m1-13-04-01-02-03.pdf
1.13.4.1.2-4 FushmZ B4 5 2 m1-13-04-01-02-04.pdf
1.13.4.1.2-XX BN B4 2 & 8 AT | m1-13-04-01-02-XX.pdf
B XX
1.13.4.1.3 = Ofh m1-13-04-01-03.pdf
1.13.4-2 JRETIBAE ~ O H R m1-13-4-2.pdf

15.4 EIRZEEXERICRIEHNOREAE
CTD % 1 #IZ & O DWAGREI MR D ERID 9 b, EKREFEOF L] KUY TBEIARFH
(PR D BRI R (FAHmEE. F2EICHY T 286 (CTD ol (P~ VU —) KORMNE
BH—%) ) 1 2oV TiE, UFOWT O FETIRET L ENTE D, 72720, JKAlE
LT, FA4 7P A7 NVOEP TRIHFRNEZER T2 Z LITRD b,
1) 4T 77A0E"mljp" 7 + VX I2E s, Document 7> 52 L, Context of Use (Z
Ko T#Y79 2% CTD A L L BESIT %,
2) AR EI7-HEE® Document Z FEAIF L, Contextof Use IZ X - CT%43 % CTD AL
EBESIT 5,
3) Application Reference @ id@root J& P12 5% BEKGE HIGE D eCTD 135 2 fil 3 2,

B, ERINDFHELRLIGEIL, R UBARERMLIRLER 2 1)L 22k ->T
eCTD D 1 I E O TIL7R B 7RV,

15.5 HBEzxE (B) RUBEFHIIHTLHIEE (B) ICEFEFNLIFBEEFT 2O Y KL

FABEICB W CTHRESFHICHT 5 RIZIC EF';%E'E%T—&#ainﬂ\f: Alx, HiEE
T —FERWIZEEEZREFHE (5) KORSFERICHT LEE (B) OHIZEDDZ
Lo HEETA TV A 7 NO—EE L TRETREHFFEFT—ZIL, BE5HICETDLZ &,
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16. {F8%2: BEEIEICHT HEZIZeCTD v4.0 ZFHI ENOEEEIE
16.1 M=
BEFHIZKT 2RIZICHEEE T — 4 2N 556, 4% $a@%?%&iaﬁo
v4.0 ZFIH U CHEREY ISR Ll o vy, Yo, BESFRITK3 2 RIEICE
W BEAT 7 A MIHONT, HEEETFT—Z LS (F Eé@KW [E1E \ZIRAHT 2 S
BT —HUNDET T 74 V) OERHIZeCTDVAO & HWD Z TR O Ly, £7-,
[71%% eCTD (ZJR Al & L CHIGEEF7T — X OEEREZRHT LI L ZAME L TNDZ &b,
FRTE N 2 LD\ B eCTD Z 42T 2B, FANCEE L RICHKT 5 2 &
AEIZB WL, HEE, AEO 1205 1512 CTRT eCTD &2 [HFS eCTD) &9, A
THRIL T ZRUWEARIZ DWW TIE, HI5E eCTD & fHE 2L,

16.2 A ILFHEBRIELICT+ LT a4 RA
[6]%Z eCTD @ 7 4 )V Z &L, BLFICHED Z &
® I WET A NALITYEATED eCTD Z &S, 8 BEE 7 4L X4 1342 i &
FETH L, HRHERESIIHGE eCTD & [ eCTD O Xi7e < —EH L THH53%
& BlzIE, eCTD HFEOFIRRIRHIC & » TR E S 1" L 2" (W 5
eCTD) ##2EH L7=#%(C[a1% eCTD #4213 25 A 1%, %%E%aND@%m@ﬁ%%
1"3" L 45, HIZZ DRI eCTD OUETHR (H5E eCTD) Z 12T 256, kG
IR DR e 13 L T D,

o FoREEIX., "M T ANV XDOHRERETDHI L,
® "Mm5" 7 AKX ULTIR. IR A RIORT 7 4 A AREEICRED 2L, DLTFIC, 741
K& DB &R,

| eCTDZ(1EE
| BHEGES
. mb5
| datasets
| [study id/iss/ise]

(LAF, B A R a2 )

16.3 [EZ eCTD v4. 0 XML A vE—DIZBHT 2 EH
% eCTD 1L, T4 7V A 7 UM BICEH S, FREEICRNT LHEETFT —2 0

HEEHT AL EZHME LTWDZ D, BECHANC DWW THEE eCTD & B2 5 HIH
bdhbH, IFTOHETIE, FZ eCTD 2 F T 5O EEFHIHE A RT,
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16.

16.

16.3.2.1 XML ERRUVEMH
A% eCTD (Z831F 5 submissionUnit B3 & N Ofd FOEZE, WNZZEIL L DEMEIE, L
N2
B B ZEE BT B
1B DG
submissionUnit [1.1] REF L, [FIZITHAT L
THEEYRICRELT S
HEEE T — ¥ 2K
T %,
id [1..1] ICH IG FE#i i@ v
root [1..1] %2473 UUID ICHIG RL# D v,
A
root="ch454b90-
9405-454a-add0-
ac473bc389fc"
code [1..1] ICH IG Ft# i@ v
code [1.1] fi5] 7 A Submission Unit D4
R a— R, a— N#
A . P CV o [P
code="jp;response Submission Unit] ==— K
UA I BIEIRT 5, [\
% eCTD T8 TIE[H
iEo
codeSystem [1.1] #4732 OID JP CV @ [JP Submission
Unit] =— KU X koD
#. OID,
codeSystem="2.16.
840.1.113883.3.989
5.1.3.3.1.1.1"
title [0..1] ICH IG Fe# i@ v
value [1.1] =% 2k ICH IG i DiE Y ,
P
value="Response
on 16 Feb"

3.1 W7EE%H (controlActProcess)
% eCTD VA0 XML A v EB—V DA u— REBET57-0

FROBME, WRNCEOFERE KRS, HiE

Z¢&
— o

3.2 submissionUnit
[5]% eCTD (2

1+ % Submission Unit & 1%

eCTD & FHiE 72\,

I B 7 control ActProcess 2L
KED 741 BT 5

. T EORESREITAIC X o CEE YIS

NHHEEFT —Z DESZ T, [B% eCTD @ Submission Unit @ A 22 IAR X 5E

eCTD & K& B LRV,

Lo, AR

T D EWMAEIE U T 2 HiEETT —
WCIEWRHLLZLICHETDHZ &,

RS Z
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R B ZHEE fEDRY G
1E DG

component [1.%] ARZEF T contextOfUse 2
FREKMNT 5,

contextOfUse Z35 D FEAM
IIAED 16.34 25T

HZ &,
componentO [1..1] 7N b3 = [
f1 sequenceNumber 2 3% }
Y submission 55 % #%fH
T 5,

sequenceNumber ZE 3
FEAIIAED 16.38 2
HInz L,

submission 23 DOFEMEI
AED 1639 2T 5

&
componentO [1..1] AR EFE L categoryEvent
f2 PR TN D,

categoryEvent % 3% @ 5t
MIAED 16314 25

Bsrz L,
SO VRO Ea > FT Context of Use & 2 it 92 854 XIZBETE Context of Use % & #2,
DI HAA] HIBR K ONBEET 4 5 354 1%. Context of Use Z & (2 component 235 4 12
425 Z &, Contextof Use DFEHMIC DWW T, AED 1634 254

5Tk,

> submissionUnit.title 232 OFE LT FEE PMEEIHIETT 5,

EZS > ICH IG Rt o EASANCIN A, LEAEH S b,

® LIFDOWTNMNIFEY T % Submission Unit [ZEIF b,
<> o submissionUnit EE NS TV 5,
< submissionUnit ZHE 3Tt S LTV RW,
< title@value JBMEAEAS 129 LF L ETH D,
<> component ZFHEEAE I LTV W,

® submissionUnit.statusCode T Jiv7evy, — R L7 RIZ
eCTD # BV FIF 2G5BT EE Y RICHRT L Z &,

® JFHIE LT, %A Y MIT submissionUnit.title@value J& M 26 H L
2N, RBMEDOEDORIZ SN TIL, KEO 250 [7F A MIL L
Tl FTRE 72 SO ] 12 CHUE S 72 SCFRRICBRIE S 720,

16.3.3 priorityNumber for contextOfUse
FEYRTIE, FFFEF 7T —F I 7 AN F LT T 7 A NADOFIRTERIND 2, (A
& eCTD O Priority Number |5 &4 fFIC & > TR EREWREZRF -7\, BEHEIX. a7
FAL « JN—THNTEELRVIRY . BFOFEEDOT-OIEEOHEEMND Z LR TE
%, Priority Number (3, priorityNumber 2232 L > TS5, A% eCTD @ Priority
Number @ £ HI 72 (EERIZHIFE eCTD & RE K AL LRV, fRIHT D IHFMRAEEIZHRAMA T 5
HEEEF7 —Z IR0 Z s, EHBRIFIGEVWR S D Z EICBET D2 L,
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16.3.3.1 XML EXERUEM
[1]% eCTD @ priorityNumber 23 &K OV OFL FOEFE, I NZEN S OBEYEILXLLT O

Do
EH [-1t3 ‘ LB ‘ fEDE B

V=

priorityNumber [1.1] K513 Priority Number
TarTEFA L - T —
Z'IN® Context of Use @
KRIEFZ T EH%E
SRR

value [1.1] AT HEETLE OB

ﬁiﬁvéﬂéo

#i- value="1000"

COE VO RER > contextOfUse LR A2 it 3 545G LITIINATH D,

ORI A ® priorityNumber@value

> [AI% eCTD 2B\ T, BEFEH @ Context of Use @ priorityNumber@value
JEMEAE 2 B8 L CIX 2 H 720,

EH EEEH > ICH IG RO EMBHN A, LFAEA S5,

LUBEEUSIRE e LU F o ci% 95 Submission Unit (XA F S5,
> F—HFENT, 120arTXA L« ZU—TIZR8T 58D

F %72 Context of Use 23 [FIfIEE?> Priority Number % 72,

< priorityNumber@updateMode J& MEE 2k STV D

® HIEETT — X 2B M9 5 Context of Use |21 & 4172 Priority Number
X, FBEYRICBITDHEEE T — 7 ORTIEFITHE LR,

® fE H % 7 » Context of Use % i b+ 2 BEIiC k9 %
priorityNumber@value J& B I3, HIBR*I 5D Context of Use @ Priority
Number ERMECTHD Z ENEE LV, OERREESNTH, M4
FEME TSR Y R SRR S T SR S i, HIBR S 415 Context
of Use @ Priority Number (%, [F] Submission Unit LARE D 2434 [R12Z T A
YA 7 VTR FREIC 2 D,

® {77 D Context of Use % H#1> Context of Use TEH#LT 5 ERIE
FALCarTFA b Z—FHO Contextof Use & B LRV RD |
[EHART & B 4% O Context of Use ¢ Priority Number i%, [EME T,
Rip-oTHNThH, ZLIARV, Fo, BEHTE EHRE T Priority
Number 73 572 - T T 4 | priorityNumber@updateMode J& I'E & #i2fit
L7anZ &,

16.3.4 contextOfUse
[1]% eCTD @ Context of Use (L, BT 2 HEEE 7 —F DILES T A ERT D, A
% eCTD @ Context of Use ® H A0 2 fEERIX H 55 eCTD & j(’a“ KEDLLRVD, T 21FH
MEFICRT T 2HEETT — X ICRons Z &b, EAFASICEWRH D Z LICHE
THZ L,

16.3.4.1 XMLERXREUREM

% eCTD @ contextOfUse B 32 K (N DFL F O, WNZZEN O OBMEIL, LT O
D o
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BR B 2EE fEDE A
1EDH]
contextOfUse [1.1] AREFRIT, FEYBICHR
My o2H@EETT — ¥
& CTD AL % B>
T 57 O IF & KN
45,
id [1..1] ICH IG FEd#i i@ v,
root [1..1] 2472 UUID ICH IG fL# D v
#.
root="73a24e2d-
Oace-4f41-b483-
957e96284a73"
code [0..1] ICH IG fE# i@ v,
code [1..1] TEA B ICHIG it#imi@Ebv, ICH
CV @ TICH Context of
P Use] XX JPCV @ [P
code="ich_5.3.1.1" | ContextofUse] 75 3%4
T 5 a— N&2 @R Lig
45,
codeSystem [1.1] #4472 OID ICH IG it#»iE Y, ICH
CV @ TICH Context of
#. Use] @ OID X% JP CV
gggels)ﬁtggﬁsz'gggé @ TJP Contextof Use] ™
i . =]
5911 0m OID % &9 5,
originalTe [0.1] ICH IG fL#k»iE v,
Xt
value [1.1] T ¥ A b ICH IG ft#k i@ v,
Al value="5.3.1.1-
1"
statusCode [1..1] ICH IG Ftdfk i@ v ,
code [1.1] g Yo ICHIG FL# DB Y , H5%
Context of Use 28 F%h T
B Tactive] %, Il
LT S-SR O A
code="active", | g icnended) % 4 fit 5
code="suspended %.
replacement [0.*] VN G2 F [
Of relatedContextOfUse 2%
ZRANT D,
relatedContextOfUse 2%
DFEMIAED 16.35 %
ZRTHZ L,
typeCode [1.1] fi] & AL replacementOf
BEREHAOVDLBEICLE
typeCode="RPLC" | 7@k T 5.,
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R B ZHEE fEDRY G
1E DG

derivedFrom [0.1] VN B = &
documentReference i 3
EREANT 5,

documentReference % 3
DFEMIIARED 16.36 %

ZHRT DL,
referencedBy [0.%] AREESE T keyword 23 %
F&ANT D

keyword ZFE DFEMIITA
ED 16375 T 52
L,

typeCode [1.1] fiE] A JEPEIT referencedBy %
FEMNDERICHER
typeCode="REFR" | #x&py )@ cb 5,

CE VR ON S ia| > contextOfUse.statusCode@code & MEAE 7S "active" Tdb 4. LA T34
DA HTHD,

® code@code

® code@codeSystem
® derivedFrom

> contextOfUse.statusCode@code J& £ 23 "suspended" T & 2 54, LT D
WD & & Te Submission Unit IXEH F &5,
code@code
code@codeSystem
replacementOf
derivedFrom
referencedBy
> 150 Context of Use % Context of Use TEHLT 5841, Bk
9% Context of Use = & |Z replacementOf 235 & #2942 Z &, Context
of Use DEHEDFEHIZ DOV TIZ, AED 1635 23T 52 &,
> 120 Context of Use IZ# % ® Keyword % {1 5-3 25613, 575
Keyword = & |Z referencedBy ZHR Z#flk9"%5 Z &, Context of Use (2
1592 Keyword D FERIIZ DWW TIL, AED 1637 #2252 &,
EH S > ICH IG Rt EMBANC N A, LFAEH s b,
SRz eCTD ® LITOWTINIZiZY 3 % Submission Unit (XZEITF =45,
< code.originalText@value J&"AE7% 129 SLFLL ETH 5,
< statusCode@code J&M:1E A3 "active" K& UM "suspended" D W 3741 T h
720N,
S TATHA 7 NVEEL THIO TERMET S contextOfUse ESE D
statusCode@code J& 1EfE 73 "suspended" T & %,
< code@code & PEAEAS /R CTD FLH LAY 5 #6 3TAIC R S 72\,
® —JEEH TN X7~ Context of Use & [ U id@root J& {2 £F
- contextOfUse B A 2L L Cid72 57200y, B ITHIBR S iz
Context of Use & FFEAZNC L= WIEA X, HHH O Context of Use &
LRI 52 &,

16.3.5 relatedContextOfUse
[[% eCTD @ Related Context of Use I, #&Hi# 7@ Context of Use % #7181 Context of Use
TEMHTARICHH S5, [\ eCTD @ Related Context of Use ® F i 7o f-kE X i35 eCTD
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ERELSEDBLRWA, IBRET DIEHEEAEIEICIRMT20EE T —ZIZROND Z &
5. EBHHAIEICEVWVRH D ZLICEETHZ L,

16.3.5.1 XNMLEZXZRUEBRHY
relatedContextOfUse 23 & TN DEL F O EZE, I NCEN L D@L, LLTFTD#E Y,
CES Bt ‘ LB ‘ fEDH ‘ B

V=

relatedContext [1.1] AERIT, BHIND
OfUse Context of Use D 1% %
KA D
id [1.1] ICH IG fed#k i@ b,
root [1.1] #2472 UUID ICH IG fR#i D v ,
A
root="97664hb8f-
df6e-47fb-8976-
b4c702619c4b"
L VR0 ia| > contextOfUse.statusCode@code J& T4 AiE 23 "suspended” D 354 LA T O1E
DR HIEA % Submission Unit IZHI F X 5,

® relatedContextOfUse

EA EIPSS > ICH IG RR#ioEMMANTIN A, AFA#EH SN D,

#H| COAPH @ LI FOWTIAIIEE YT % Submission Unit (XA N S5,

< id@root )& i 2N R Context of Use 78, E/pb5 a3 FF A | -
TN—TIZ@ LT3,

< id@root J&MEAE A3 7R3 Context of Use 73, 247% Submission Unit C
kI h s,

< id@root J& 23~ Context of Use 75, eCTD 2 f& 55 Al
THDHHEEOBEDORIIC L » TR STV,

< id@root J&PEfEH3779" Context of Use 23, eCTD 24 & 57N A/
THDHHFEOBEDIHIC L » THIBRULER S TV 5,

16.3.6 documentReference
[6]% eCTD @ Document Reference |%, Document Zf5E 3 5, [A1% eCTD ¢ Document
Reference O HANAY 72 EARIZH GG eCTD & K& K B LW T D IHFMB BRI 2
HEFE 17 —ZICRoND Z Lins, ERARUFICENRHD Z LICBET LI L,

16.3.6.1 XML EZRUEMH
[[]2 eCTD ¢ documentReference BLE K NFDOEL T OB WRICFNL SO EMEIL, LT

B ZEHE fEDEL
1EDH]
documentRefer [1.1] ABEF|L, Contextof Use
ence L B83# S0 % Document
DRI 2 HANT 5,
[id [1.1] ICH IG Ft#i D v

Page 91 of 105



R B ZHEE fEDRY G
1E DG

root [1..1] %X 72 UUID ICH IG Fit# D v

#.
root="b56¢h652-
860a-474f-a089-
1c87c9c2ade6”
CoE DNEeYea| > contextOfUse.statusCode@code J& P23 "active" D HiE . LA FIXME T
DR FFA H5,

® documentReference
> contextOfUse.statusCode@code J& A 23 "suspended” D 55, LT D1 #
ZE e Submission Unit IZHI TS5,
® documentReference
EH EFES > ICH IG RRdoEHBANCIN A, LA EH s b,
A eCTD ® Ul TFIZE%EY4 % Submission Unit [XEI F &5,
<% id@root BB <3 Document 3. 4% Submission Unit (Z1F
TEL720Y,

16.3.7 Context of Use keyword
[6]% eCTD @ CoU Keyword (%, #1792 HFEEF7 — & ~OBMEHREZ 7T 5, [FIE
eCTD @ CoU Keyword O Afiiy72 Ak IX, HFE eCTD & K& < B LRV T 2 [FHn
R T 2 HFEE 7 — X IZRond Z et EHABAIEICENDRH D Z LICHET
HT L,

16.3.7.1 XML EREUVEMH
[A]% eCTD @ Context of Use (21 5-3 % keyword B K ONF DR FOE#E, W ITEFNSD

BIEE, LT omY

B B 2EE BT B
V2l
keyword [1.1] AZEF L, Context of Use
DEBMEREIEET D
BREHMNT 5,
code [1.1] ICH IG fed#i i@ b,
code [1..1] TEA B ICH IG fL#Hi D v ,
A

code="ich_route 1

code="MANUO001"
codeSystem [1.1] TxA b ICH IG ft# i@ v,

# :
codeSystem="My
list 001"

S VRO el BRI THEAE ], MEOM) RO THH ] OWRITINA THE ) N EHB
DRHFA HlIZ 720,
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B

Tl

B3R =1 2EE EDH
1B DG
EH EP2S > ICH IG Re#OEMHANT I A, LT BEH S5,
A eCTD ® LITFOWTINIZiZY 3 5 Submission Unit (ZEIF 45,

< CoU Keyword 275 ST 7l

< JP Study Data Category Keyword 232t X 71T 7220,

& TERREEHGEIR Cid/e VT —# 1 (Non-CP) LIS % 7”9 P
Analysis Type Keyword 73 f 5- S 41TV % Context of Use 232
LT\ % Document (2. text.description ZLFEAHRHE STV
AN

< ICH CV @ T[ICH Context of Use] X|X JP CV @ [JP Context of
Usel (28> THREGNRFEDH LAV T2 Keyword 235 &1 T
W5 (72720, AED 110 2I2H 5 Keyword (X614 &4 5),

< ICH CV @ TICH Context of Use] X|X JP CV @ [JP Context of
Use] IZ X > THHE STV S Keyword 23 G- STV 7200,

< 120 Context of Use (Zxf L C, [l UHE¥ED CoU Keyword 73 #
BAHGEhTnb,

< ICH Study Group Order Keyword 23 ff 5 4L T\ 523, study

id_study title Keyword 23 - 5 S 71T,

16.3.8 sequenceNumber
[6]% eCTD @ Sequeuce Number (%, RIFFEPNIZISIT D Submission Unit D HEHIIESE & BF RS
TR B A TR AT 5, Sequence Number (%, [E]% eCTD & HiF eCTD DX |72 < —
B LTft5 a5, A% eCTD @ Sequence Number & Hifffi 22 AR IZHI 55 eCTD & K& K A
DHRND, T 2ERPEEICIRMI T 5 HGEE T — X IR oD Z b, BRI
BIEORHDLZEICHEET A L,

16.3.8.1 XML ERRUVEM
[0]% eCTD @ sequenceNumber 3%} N OFE F O EFHE, WNZZNHDJEMIL, LT

B ZEE fEDT
\ lon
sequenceNumb [1..1] AREFRIL, FPFEAICE
er i+ % Submission Unit ® 42
HIE P & KR 5 &2 R
THREAENT D,
value [1.1] St R ICH IG FLd D@ v .
2 value="3"
DAV Rl FELoo [HEE ) MEOR] KON THH ] ORNFITIA THE S NS ZHH
L
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B3R =1 2EE EDH
fEDH]
EH EIPSS > 293% Submission Unit $2 HRE AT [R] GG 1238\ THREAL WS 42 D Sequence
HH| eCTD Number @ 9 5, FROEIZ 1 22 L7-%fE% Sequence Number & L
TS5, Z oL X, &K Sequence Number fE % £f D> 2k A
Submission Unit Z %E3 5128672V . submissionUnit.code@code fi& ®
ISk oY AN
> LUFOWTHIZE%Y 9 % Submission Unit (ZETF S5,
® VAT TETHETO (2] /D 1999999 DIFEET LIS D% Sequence
Number & L Tt L T\ %,
® Sequence Number & & “FEfE 7 + L X4 B —E L7,
® Sequence Number 73 1] F2HIII L TR,
® 4R H ™ Sequence Number fE Zf2ft L T\ %,

16.3.9 submission
A% eCTD 1%, FBIFIZIRM T2 HEE T — X DIEROILZHHT 572, Submission (2
B~ 2 M OB ISP X[ eCTD 12 & - TIRH SN2V, fE- T, [\ eCTD @
Submission (%, f/NROTEHRD 224292, [A1% eCTD ¢ Submission @ £ fiffih) 2 (AR I3 H
it eCTD & RELEDL LRV, T D IERAEIE AT 2 0FEE T —F IZRbND
ZEnn, EABRAEICGENRDH D ZLICEET DL L,

16.3.9.1 XML EZRUEMH
[A]% eCTD @ submission B K NZF O FOBEZE, CEN OO BHIZLLTFO®EY

R B ZHEE fEDRY Bl
fEDH]

submission [1.1] ARFEHEIT Y% Submission
Unit [Z RSO CHEfE &
A5 B RAE RN
Do
id [1.1] AFF 1L Y7% eCTD HGH
DRI T2 ¥ANT 5,
item [1.1] ATEHIT Y% eCTD HFE
DR 2 ¥ANT B,
root [1.1] %% 72 UUID A Submission @ UUID,
ICH IG FL#iDIEHEHIAL
#. WCHl s 72702 XA
root="1ar290861- | |z i\ EEF N R E T
7138-47a2-9c7c- | 7
76d378eabafe"
extension [1.1] Ha A JEHCT eCTD % f13& 5,
#i-
extension="201605
05001"
code [1.1] AFEHIT Y% eCTD HFE
DOALEST (EARTRH.
SERH, 70 L) M
T 5,
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R B ZHEE fEDRY G
1E DG

code [1.1] THA R W% eCTD HIFEDOALE D
JERTa— NMELfE
A L LTHD, 22— Milx
code="jp_original" | jpcv ¢> IJP Submission
a— RU X M bER
T 5,
codeSystem [1.1] %472 OID [JP Submission] ==— R
U Z k@ 0ID,
A
codeSystem="2.16.
840.1.113883.3.989
5.1.3.3.1.5.1"
componentO [1.1] AREE (13 application E 3
f ZIEHNT Do
application ZZ3E D FEAMIE
AED 16.3.10 R
5k,
COE Ve Ria| > (A% eCTD IZ subject2 R K OVEL R review B A GO Tl 572
DRHFA] VW, F 72, subject2 FHE KO T O review 3 & [0]% eCTD 2 O 7=

4. @ Submission Unit IZEIF &5,
= Ea > JFHIE LT LFDJEMEICSUW L, submission fid F OB O ZE T (2
FHI eCTD Bood, HiEzE L CRICEZRZNET I L, ZNOOEEEET
HREND DAL, FRNCEEYRICHRTDHZ &,

id.item@root

id.item@extension

code@code

code@codeSystem*

*7=72 L. code@codeSystem J& 23~ OID DEKEIZE Fh D/ —

Ta rFEHIE. B L TWALET R,

> id.item@root J&MAEIL. A Submission Z —EICHkAI T 5 UUID &9
5k,
»  LLFIZi%Y% 4% Submission Unit IZHI F & 5,
® id.item@extension JE ML Y% HEE D eCTD 2 H/F = & i 5,

16.3.10 application
[0 eCTD @ Application X, 247% Submission Unit |2 > CIRIHEN D HEEEFT — X LD
Keyword Definition %z #2945, [H1% eCTD o Application DEAHTEI 224K 1L H 55 eCTD & K&
KEDLLRWD, BT DERBEIZFICI/MI T 2HFEEFT —ZICRond 2 &b, EH
HASICEV RS D Z LICHET L L,

16.3.10.1 XML EZXRUEMH
application 23 Kk M2 DOFL FOEFE, WNZZN b DBRMEZLL T D®E Y,
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R

application

B ZEE D
1EDH]

[L.

1]

S

K E R IT . Y i
SubmissionUnit (Z#E-2>
Tt 415 Application
DIGHEEANT D,

L.

1]

AREERIT L% eCTD HiFH
DB+ 2T D,

item

L.

1]

AREFR1T Y 7% eCTD HiGH
DT Z RN T D,

root

L.

1]

%4 72 UUID

P
root="ccab6ff73-
6ffb-409d-b60b-

39283dc89e2f"

A Application ® UUID,

ICH IG fL#io7 =3V
R BATHE B FE D5
FT 5,

extension

[o..

1]

THA B

-
extension="sender-
specified value"

HGE A 2 S 2 B BT
HZlxmHIE LT
54 DB DO,

code

L.

1]

ARELFEIT 4% eCTD HIGH
DI Z NS D,

code

L.

1]

TH A b

#1- code="jp_nda"

5% eCTD HIFE O &
R a— R, a— NMEX
JPCV @ [JP Application]
2 — KU R M HER
T 5,

codeSystem

L.

1]

%272 OID

A
codeSystem="2.16.
840.1.113883.3.989

5.13.3.1.8.1"

[JP Application] =— R
U A ~o OID,

reference

[0..

"]

%N Uy e 8
applicationReference %%
ZREANT Do
applicationReference 3
DFMEIAE O 16.3.11
AT HT L,

component

[0..

"]

AREFE (L document T
AT D,

document ZL3& D FEAM 1L
AED 16312 2T
5HZ L,

referencedBy

[0..

"]

A % = [
keywordDefinition %35 %
F&ANT 2,
keywordDefinition Z5& D
FEMIIAED 16313 &
ZHRTDHI L,
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B

Tl

B3R =1 2EE BRI
fEDH]
ERXEVEY Re éu’ HEHIZ Be‘ﬁL@‘%)%'JODEE%%E (LT, TBEHEE) LW o,) 3555
DA AlE, BEEGE 2 LT reference R AT H Z L, F7o, BHHIFGE
6i Submission Unit & k WCHERTORERFELRMLT 5 2 &, BEH
ORI OWTIIAED 16311 22T 52 &,
> 3% Submission Unit (2 & > THEH T 2 875 Document 23 & % %55 1%
Document = & {Z component 23 A #2495 Z &, Document @uifﬂi
SNT izl:icb 16312 2T 252 &,
> WUREHEE ISR W T A9 5 #H Keyword Definition % #2924 1%
Keyword Definition = & |Z referencedBy 5% # #2325 = &, Keyword
Definition D FEHIZ SOV TIIAEFED 16313 45T 52 &,
EH ES > JFHIE LT, LFOJ@MEIC oW TiE, application BE T O O ZE H (2
#H| eCTD b o3, i %:JE LCRIUEZIRHT A2 &, ZNOOEEZETET
HMENGHGAEIL., FANCEEYRICHERT L &,
id.item@root
code@code
code@codeSystem*
*7=72 L. code@codeSystem J& 23779 OID O KEIZH EN5H/N—
ValrFait, —HLTWDRBETRN,

> id.item@root J&MAE X, A Application Z —EIZH#AITE 5 UUID & 3
HZT &,

> id.item@extension BIEITHFEEICLAFHZERNE LTS, FAEY
JHCHEH T B E% eCTD vA.0 XML A v —JICARBMEZ G0 5 Z &
IFZE L XA 20, FEYRITYZBEEEEZEH L, £/, A&
PEOEDRNZ SN TIE, AED 250 [T & ML LCHA R
SCFFR] S THUE 7 SCFFRICBRIE S 720,

> LITIZE%44 % Submission Unit IZEI F &5,

® id.item@extension JEMEME N 129 LFLL ETH 5,

16.3.11 applicationReference
[F%Z eCTD @ Application Reference |3, BI#EHGEDIFHR A2t %5, [FI% eCTD O
Appllcatlon Reference O HfF A 72 (EERIZHIGE eCTD & K& < Eb L3, -7 2 1EHRAE
IR T DHEEE 7T — 2RO 2 Enn, EHBAAEIZEVWRH S Z LITEHET D
\al &o

16.3.11.1 XML EZXRUEMH
[6]% eCTD @ applicationReference B35 & N OFL F O EFE, W RNZZN L DEIETLLT O

fEDH

=3k ‘ ZEE ‘ DAY

applicationRefe [1.1] AR B3R 13 B 3 G 1
rence 2T Do
id [1.1] AN 3R 1% B R ook
BT Z KT D,

Page 97 of 105



R B ZHEE fEDRY G
1E DG

root [1.1] A R B 5 0 eCTD S %
%‘O
#.
root="2016010300
1"
reasonCode [1.1] AERIIEEOHE %
T 2,
item [1.7] AR ILR TR O FEIE &
F&ANT 2
code [1.1] TF¥FA K applicationReference.id@

root 23/~ 9 BE A GS & D
#1: code="jp_pca" | BA# O FEFH & x4 2 —
N, @— FfEIXIPCV D
r JP Application
Reference Reason] ==— K
U RNNHEIRT D,

codeSystem [1.1] %72 OID r JP Application
Reference Reason] == — K
#. J A2 ko 0ID,

codeSystem="2.16.
840.1.113883.3.989

5.1.3.319.1"
VRO e > 1 OO HEENEROREE A FO8A. 1 >0 applicationReference
DA SEFEL T, BEDORERE Z & 1T reasonCode.item S HE A #2425 Z &,

EH BZE B Submlssmn Unit OFEHEESICE T 22 TORERGEZ RIS 5 2
psiaElll eCTD Lo BlAIX, WIREEHIREIC F%@EF' ha 2 DR L, o TRgu
HEE A FLIR L2 Do 7256, WG N2 IS BEEME & o 7o L iR &
D
> LUFOWTNNICeZ2 9 % Submission Unit (IZETF S,
® id@root B A2 RT3 eCTD 13508, X4 #% Submission Unit T
fftxh T s,
® id@root JEMEMEA/RT eCTD Z &5 2 FFOHGEN, BELYROT
— Z N AR LRV,
® id@root JEMEAENRT eCTD AT &E S A FFOHGEN, WEIZIY T
FonTnd,
® [f— id@root J& M1l & FF o4k applicationReference E#E %, 1
> Submission Unit {27 & THEfE L TV 5,
® reasonCode.item@code &% ' reasonCode.item@codeSystem™ i 7 &
bR NE — Tdh 5B D reasonCodeitem EE 42, 1 DD
applicationReference ZF# i N TR L T\ %,
*7-72 L. reasonCode.item@codeSystem J&4:237~3 OID O KREIZH
FNDHNA=Va v EBER—HLTWARLTH, TOMOEHRN—
% L T w n ¥ . reasonCodeitem@code K& X
reasonCode.item@codeSystem D LA & L[ — & A3,

o [BHEOHIEE L T AR KRHGERIZRET 2BKRHFE LR
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ec063e82659a"
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Page 99 of 105



R B ZHEE fEDRY G
1E DG

integrityC [1.1] PR ICH IG FL# i@
heck
#:
<integrityCheck>
fa06926df12aec435
6890d4847d43f791
01c93548a6b65e4b
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T 5Ha— FE@ERLEE
42,
codeSystem [1..1] %472 OID ICH IG Ft#i»iE Y, ICH
CV @ [ ICH Keyword
A Definition Type] XI% JP
codeSystem="2.16. |cy » [ Jp Keyword
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2.2.15.2 I
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% 2 — N,
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codeSystem="My
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Name
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503K 85%iE L 7=,

B AR ITHEE IS LT eCTD IBRX CTOEFRIHGE 2R HSET 2 L RIS, & To
EVHHGEICERIT 5 eCTD EXDOHH 2 BEALT HT2DDRD AT v T HHNL LOOH D,

3.2.2 BXMES (EU)

1990 FEARATY:, AR — R DB LR FEOBFEIEIN TG S e, 20 & ERE S ERIL.
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Activities (ICH Ft°v 27 M1) ) ® CTD (> +F 7 =#H/+ RKF¥xaA> ]k (ICH hv 7

M4) ) 728, W ODOEERBERMERA~OIR A LED bz, 21 N thED &, FE

ICHHUIETO ICH HA RT A 2OV TD A a=lr—3 gV OIERCEROE RPN EEL 2D |
WZES TICHHIECO ICH A RT A VEEZRET LI EOME LT,

REILTT A FERRRE R BHIR VIR Y 10~15 FEIE, Bl & Hifinsdid L 2T, BEfFo s
A RI A OMEFFEBUICIREICE RPN EIND L9107, FHIEFIREEDOBHIIZ VTR
LKA & BT D MEME S TR B LT o, BE R BRI OER L | ICH FEHED U
WEANERIRT DO DOHLRER LV OB D, ICH IZEBRAY IR HE(LHA & @%ﬁ‘( Foh
LRRZFE# LI, HA FTA CBFICSINT 2 ICH M5 Z L2k, 295 Lt
JIBAFRI ICH Hisk 28 2 7= FAN DR HERIZ S D723 %,

ROEE LWEMRZ BRI, B ROERMICET D ERL I 572010, EFRRIHKE
AR AER PTREZAEEICE S S AP TR SN D 1 DOETF A v — /*“E%:%E?Lé Z
ETH D,

2006 4, fih OIEHE(LEER] (SDO) (M WIITEEAE (LR (1ISO) . HL7. BRINAE B i
(CEN) ) &, WA T 2700 EKRT m v ZDFENER Sz, T4 TList of Critical
Conditions for the SDO Message Standard Development Process (SDO A v & — UHEHERIR 7' & A D

ASMEY A RN) 75§/\“~7<¢:7‘£0Tb‘60 ZOEHET ICH #EEZ B4 (Steering Committee :
SC) 1%, SDO 7ut AZFHEI§ 57-HIZ, SDO 22> Y —3 7 AEILZE2B (R) BLUNMS5 A »
VORI EHED D T & EIKGE Lto

2007 4£ 10 H. FETO ICH 28128 W T, eCTD ARICHE TR EE MZ TR~ A F— « A
—YarThd 333 £T5bviz, SDO L/ Lfb’tﬂ;ﬁ% Tx— e "=V g OB EHED
DHWEN T STz, 200846 H, "— K72 R TOD ICH ZETHEEEZBESIE, ICH S HL7 &
WL BO(EN+ﬂ7®@#aiéiﬂ%%%@bfeﬂD@ﬁ%f/k%-ﬂwVay%%
KT HHEIZONWTH#ET L Z k%ﬁkn L7, BAR SNIAEEOZFMEZFHMEIT 572D, ICH X
BHIE OB ZUEE L, ICH B —EDORREE L TE LT,

2010 4= 11 A, B THOEA T, eCTD DRIAA P v — « N—V g VIZHAT 572D ICH HEfH
FIE¥ME (EWG) & FEfifE¥ER4 (Implementation Working Group : IWG) 723§ jéi{bto 2011
HF6 H., #Frax Sz ICH EWG/IIWG M8 %, ¥ v i T 42BNV T I NL—T7L LTOHDT
ijj‘ﬁxﬂﬁ%ﬁﬁb\fuo

M8 237 L7-iEAIE, ICH 7’r& A Step 2 £ T eCTD v4.0 Z#BA%3 5 L 3Lic, BEfFD RPS
Release 1 IEHE 2 589 5 72 DI HLTEEHEDB R 7o v A bi#ED H L VW) LD Th o7, T DA
T, SR bXRE D HL7 RPS FEHERIAS 13 1ISO MUl Tl CF2 H S 41, & 2 T/RGR S VU EBE ) 7078w
AT ISO Hikk &7 h, ZHEWATL T, ICH M8IX ICH 't 2 &k L. &, {I4f, 5
%\ﬁ;w—ﬁw?x%%%ﬁbf\%%%ﬁ@ﬁOﬁ%@%‘%i%ﬁéo:mimeaﬁ
AP Step 3 BE Step 4 OIFENE L TRIEIS AL, 26 DIEFEHIZIH - T, HL7 Version 3 RPS
Release 2 Normative F=%#E(Z F-3u 7= 1SO Hikk & [ICH eCTD v4.0 23 7]4 R W3ITS 7,

H

20154F, ICH MBI/ "7 Y w7 3 A NaR©ODH7-DIZ Step 27l ICH eCTD v4.0 2T A RE R
KL, £Fo TV T aRr e FEKBLT, Y CELKET L, 201549 A, HL7 /X RPS
Release 2 Normative f&2#E 2 /A L7=, HL7 B LDV ISO D~ HJZXO)WE J: » . RPS Release 2 %
B CIE 1ISO Bk TIEZovy, 2 Step 4 FEEEH 4 RARKDOIREIZ . —E O TiL 1SO
RPS MEVEHIFE 23 AR X415 £ Tid eCTD v4.0 2S5 2 kﬂf%ﬁw L EEE LT T,
K- ik eCTD VA0 FEX COHGEDFEIEL LT ANEH#ED DL Z ERAlEL 725,
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3.4 eCTD v4.0 DRI &

eCTD v4.0 ~BAT3 D F]0%, eCTD v3.2.2 D34E & BRI E SV TR & S 728 L
FHBLOWERIZHIG LTS Z EThD, HifilZD CHBRE T, FREESORIT &L
ZAEIC U, B EsE L SHABHROZHIZ W THIENY B TR —MEE2 m o 57212, Bl
OFALEBEIZIZ T, HRRBROEROEERKZHER T2 Z LAk 55, eCTD v4.0 122k
ETDHZ L DESE EOBERELRFSITILLTO®EY,

FAF0 E 7z Submission Unit : eCTD v4.0 TiX, sAfISizar 7 Y EEMEAD a7 )%
1LODKEHA v E—VIHEEND, 2FV, TV 2=V 1~5DLaLT VYN 1L ODKHA
VI EINDS, A vE—UlE, 1OOHEN (T2 12O XML T 7 A V) =47
Loz 3384 5 Z L2 AN E T OH—DA X —< (Tt > TER SN D, S HIT, TDXR
F—~EFINLZOT, #HILIZAXF—~ E2 - TRET 2 0B3220,

Document DFFIF : eCTD v4.0 Tix, —J Document 23 gH &5 & £ Document % %72 %
Submission Unit, Submission, = 7-i% Application [ W TR CALEST CTHAHT 2 &, RU
Submission Unit £ 7-1% Application [ZIWTERRDME ST THAIMT L Z L, b LIITRRD
Submission Unit %7213 Application (ZEBWTELRDAE ST THAMT L Z 8RO OND, K
Document {ZxF L, HHIYBORENTHIIZE Z 0 THLERTEX 5 —ED ID 2% 0 Y THZ
& T, Document O FRHIHNAIREIZ 72 5

Context of Use @ A 7% A 7 )L : Context of Use DBEIC LV . BERT A 7 A 7 VEF)NA]
BEIC2 Dy TA 7V A 7R EB LT, 120 Contextof Use % 1 -0 7= 132 Context of Use
BHREEHRTE, ZOW (DFEDZHENDL 1HO~DER) LEZARETHD,

eCTD v4.0 TlX, eCTDVv3.22 (28175 new) . [replacel . [delete] &9 A~Xb— 3 0%
PAR—=FInsd2s, Tappend) 1 THAR— kS, 72720, lappend] ZHWTRIHSNZY
—7BIOBEHET L) =T EZFRHCT A 7 A 7 VERT L5 L1, v3.22 000 VA0 IZBITLT
#%TH, v40 O lreplace] BEEEZ VD Z EICL VW ATRETH D, FHMIIAED 827 25D =
Lo

eCTD v4.0 TiZ, Keyword Definition @™ Display Name OfEZ B Hr§ A2HE L EA I N D, B 2 I,
WELH) 72 7 7 A /L £ 7213 Contexts of Use EHR Z FRf2 M L 72 < Th, JRH/MRA | G, AlF.
B, BIAl, TN—"7 « ZA M EORFLETHT LI LR TE D,

aVTFRAR e TN—7OR%EE : eCTD v4.0 TlX. Document | Context of Use |2 - TEHE
%, Context of Use I%, FEXGOME L RKILT HHE. Document 2 CTD/eCTD @ HIR D & ZIZfd
AT HWERET D,

AVTHRAR  TA—TOHBRO DI, TV 2—/LAB I O5IZH1) 5 Study Tagging File (STF)
ERIBOZREIZH S Z ERET oD, 2K Y, eCTD ik (v3.2.2) OBLUEICHES T, H—
DEFRABRICBE T 2EHO 7 7 A N EFEDH Z LN TE D, STF 1L, RBRONEEZEYNCFER L

BRI E CE A RE T D7D ERT R TOAZ T =2 2735 L) RN T

XML S 7 38— M 2 TR Dy o ToBERE & il O 72 DIZBAZE S 4172, eCTD V4.0 Ti%, Context of
Use @ Code 5 & T Keyword @ Code DfA& > Z & 12 Document % 7 /L— b5 Z L3 TX

%

AR EEOEMICHOW TR, B2 238216 BB &,
35 TEEHE

eCTD v4.0 fHEkIE. 4N SDO., HL7 3 QN4 BIFRFIARIZ K - TR E S 4172 HL7 Version 3 RPS
Release 2 FE#E|23-5< . eCTDVA.0 A ¥ —~< 3D & ZF Ul FEH A4 FETOE(LICHOWT

3eCTD VA0 EETH A ENDZ AF—<ITHLTIC k> TEHLEN S,
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IZ. ICH M8 BFAZIEER S (EWG) B L OFEMIEELTS (IWG) (25| &/ i, BH FIETKR
TEFEHD eCTD VAQ ZEHEH T 0 AIHEH) b D LT 5, EHERMKOIEIEZ LI L T HE T 21T
AL, SDO DIREBRAEREH T ot RIS LD ET D 4,

'ICH M8 eCTD EWG & IWG Roles and Responsibilities (ICH M8 eCTD EWG 5 & Y IWG D%
B L) | SICHEV, ICH M8 EWG 1 LA T & 4 5,
i. SDO 7'm & A4 K% i L T ICH O ERERY R X Ok B g 12 F b d Z &
EIRAET D,
ii. ICH ®4MHH 5 SDO 7' & RTHERE ST Hrll B 2 3l L, ICH Hklz BT 5
R L OZFN S OFED ICH OFELE L FJE LW ZMERT 5,

ICH M8 EWG DA THA LT ZHERIZOWTIE., FOEEERDVER S 4L7-H 5T ICH M8
TR—=FA WA ENDIRETH D, THR—F|TRAESNTEFELA L, iR LU0
ICH M8 EWG £/K|Zi2r i d,

EHENEZ ICH Ul &R TH—T 20BN H 5854, ICH FHUK T A FTEROER, BREEO
TEREB LN ICH M8 TR —H ~OEFER N r— VO & W) HIkEA O 7 e A2 RKET
LHZLEMNTED, b0 e A L, [HIRIEOFREY A K] 72132 0MmoHg = L IZ/E
T AT CEICKEHT A ENTE B,

eCTD V4.0 AFX—v B I OEEN A1 N2 52 58K E LT, LFRFETNE, 72721,
ZINBIZIRB 720,
o [FIUFEFHIL~LOIEHINBMEND D, 2T Y EBEEICOWTE LIZEEMZRERN
BMENDZ &L, CTDOa T Y NEREIND
eCTD THEH N TV DAEHEHIFE A SDOIZ L > THH T =ND
eCTD DOERSAE IS A I 72 8T LUWEERS MR E S LD
T BARY; YOS A=) I Ry g0
eCTD DIEMRBRDOEFEICL V. T_XTOD ICH X—TF N EDOMLEM: 2B 5

eCTD V4.0 DA% B 2 Z8 B HNILLFO®EY
o ICHMWEHIAaL fo—L K RF¥xT7T7UDLEHE

ICH B EACIZHRIET B2 OERH], BLOHLTEEE IR Y77V (EFV 7 L0
i, A7 T7ANTI7F v A=V 7 Rxx7 7V, BLORPSIEERREGTe) IT
W52 HBFHNILLTO®Y

ZRIGHET VOEH

RPS Refined Message Information Models (RMIM) 3 X O% 3% CMET OAH

HL? AEBT 52 ha—L K- R¥xx 7 7 U DERH

RPS TRl &5 F —#OZEHE (1 1 Z DA 1S0 21090 7 — & UK O 28 5§ 4 5
720 HL7 7ot A LHEB) L TEEIND)

ICH A H/EH 7 0 ADOFEMIT, #M53CE [Change Control Process for the eCTD (eCTD Z°& &2
TrtX) ) ICEREINTWD, MR EEEROETICONTIE, [HlkZ L DFETA K]
RO &,

YRNR—=D g OFEN A RIZEFED HL7 Version 3 RPS R2 Normative 2 #5 L N2 O A HEH 7 o+
R EBRT D,

5 M8_eCTD_Concept_Paper.pdf {% ICH 7 = 7%+ K CAFHHE,

64T ICHeCTD ZH &L CE|T, ich.org £7-1% estriorg 7 =71 b THERTE 5,
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4. ECTD v4.0 DIEMRER
AKtr g TlE, eCTD v4.0 fEERO FHARBERRE SR ICHOW TR T 5, ERMERER T T O
|y,
o A7 V=7 Nl (Object Identifier : OID) I35 X O H—E##HIF (Universally Unique
Identifier : UUID) (&2 3 3> 4.5 CTHE#L)
F—a2R (7 g 4.6 THER)
ik L 0FET AR (87 v a v 47 THEEL)
TrANE TS GEITIEZ a5 BB a 0 11 2B R)
ayhr—L R -RxXx¥y 77V GEHlZEYZ >3 6x2BR)
ICHeCTD v4.0 XML A ¥ —~ (GEfliZt® 2 v a v 7 25H)
eCTDVAO XML A v&— GEiZ 7 v a v 8 & &H)
eCTD V322 L OB T vy B 7 « X vt—Y GElITEZ v a 108Xk v e
> 13 &)
o eCTD v4AOMGEERAI Gt > a v 12 25H)

£ 0 ICH eCTD V4.0 48 r — I & M 5 CE—EIZHOWTIL, ICH M8 D EHEFHHIE RO
fREIZBE T % 8 THIEEHE  (Electronic Standards for the Transfer of Regulatory Information : ESTRI) @
V7Y A FEZROZ L,

UTFOEZ > a TR b ORMEREZICOWTI L, eCTD v4.0 D EEIZ BT DHERK
BEOEENZFERT %, eCTD V40 IZERICHERL L7 A v — V2B T HI2IX, RFEEH A K
ONEEMOBEOETHET DLENH D, AETIX eCTD v4.0 O FEERELERZFHIT 5
ZEICEEAEEX, HHIA v E—VHNO CTD OFE Y 2 —/L 2~5 OVERIC SE R IEHRICE X 2 &
NWTUW5,

4.1 T7AINETHILE

TZ7A XML Ay E—UN6SINTWVAHILE) IIXML A vye—UEHIZHEIND, &
77 A%, eCTD v4.0 THEINTWA 7+ LA HEEICE LD B L5, Document D #)[a%E(E Iz,
eCTD v4.0 XML # vt —IND4 document.text I, BEADOT 4 L7 ~ U OBFTNRHE S
e WBRT7 7 A NDMERNSILD 7 A VA BFRESND, ZO MY 7 OFEFIZOWTIX, B2 v
a5 EBRDOI L,

4.2 ayvkO—)LE-R¥x¥yIT5Y

gy ba—/L K« ARE¥y 77 V(L eCTD v4.0 D EERERERZDO—>TH Y, MAEEHME, 372
HbhH XML A v —UDEEVAT A LEZIEY AT LB ORMENSHPEZRE(E %2 /RIS D,
XML BRIZa— FMEREGENTWDIHEIL. TOMEOEEEET H720Ilar hr—/L K-
ARXYy 77 UNRMELRD, £a—Rlda—F-- VA7 ARSI D, 2— K+ VAT A
ICH, ik, F7IFHFEEICL o TEEIND, 32— R« Y27 MED BARHYZ2E D 4 TIZOW0
T, ODBLXP=zr br—L R« REx¥ 77U DOFMEHZSREO Z L,

Ay b= R RFY T T VIEA v E—VLSAOEFRTERSN TS, a— L, a— Rl
RO H HEEANCERT 50O LTRSS, ZREMEHLT, T XTOVAT
HE XML A v 2=V THESNTHHRERRT D, 2 br— VK- Rx vy 77 V2O TR
7 a6 T L, REHEBNITEY T 5 XMLAERREZR O IR T,

ICH ZMEHd2ar ba—/L R« REr 77 V22O Tk, M8 BLN M2 BEFIZFIEEAMN

eCTDVA0 > hr—)L R« RX ¥ 7 7 VDEHAHFEEREST S, ZOMMMoOTXTHOa hr—
VR R Y 7T U, SHHRY R E 72X PTE O AR N E BT S,

TEANZOWTIXESTRIOU = 7% A bSO Z L,
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T2 g 62 THBT BB =2 fa—iL N« RF 77 JDEFZO0 T

/L, [t = DERED S ] 22D L,

@

4.3 ICH eCTD v4.0 XML R ¥—<

Kt 73Tl ICHeCTD v4.0 A v B — IR AR —< « T 7 A JUZDOWTHEET 5,
WDORIZ, AF—~Z2 7TV T HTIVHNIRT, FTitDAF—<XESTRIOY =7
H A4 N TAFTE 2,

a7y s AFx—< .

3 X T D HL7
Version 3 X v & —
vk BEO A F —
~-tvh

datatypes-rX-cs.xsd
hl7-r2_datatypes.xsd
infrastructureRoot-r2.xsd
NarrativeBlock.xsd
voc-r2.xsd

AF—=< - T7A)V

2 | RPS RF¥—=< ;
eCTD v4.0 HAF—
~ +% v I -RPS
WD A v —

HEA v E—VE
RAF—< 8.

= VA= /AN
£ 5 VFE =1L RPS
AFx—<IZL»oT
ZH X5 CMET

AVEZITav:
PORP_IN000001UV .xsd

Ay—TR
PORP_MT000001UV01.xsd

COCT_MT030203UV07.xsd
COCT_MT040203UV09.xsd
COCT_MTO070000UV01.xsd
COCT_MT090100UV01.xsd
COCT_MT090108UV .xsd

COCT_MTO090300UV01.xsd
COCT_MT090303UV01.xsd

BREAF—< - T7 AL

ayvka—)LFTT b
MCAI_MT700201UV02.xsd

535
MCCI_MT000100UV02.xsd

COCT_MT150000UV02.xsd
COCT_MT150003UV03.xsd
COCT_MT150007UV .xsd

COCT_MT710000UV07.xsd
COCT_MT960000UV05.xsd

4.4

eCTD V4.0 XML A wt—

eCTD V4.0 A v — X ICH eCTD v4.0 A —< A UL LT . ARFEEH 4 RE=IT [HE
TEORENA R THRESNTWAEEOAGKZZT 5, 120 Submission Unit (2% LT 1
SO XML A vE—U R ERE NS,

4.5

OID & UUID

A -121X OID & UUID @ 2 i 8 %, IRDH 7k 7 2 2 Tld, ICH eCTD v4.0 TP OID &

UUID Ofi 7 iEIC W TR 5,

8 52472 RPS R2 2 % —~|Z/%. Common Product Model 2 % —<= 25 BTH 5, FEMIZOWTIL [

BILoFEELTA R 2Oz L,
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45.1 ATz H FEMNF

OID ¥4 7 v =7 b & —EIZi#BT 2k Lo ¢, BEMIZEI D Y Con-4riZEl 2 EE
95, OID 1%, EREESXEEES O ASN.L A % fH L CERICER SN TWSD, OID OFqE
LA FICRT,

o UV UAFRNTRUILN —EHOET : 2.16.840.1.113883
o 7T FDHIEE . {joint-iso-itu-t(2) country(16) us(840) organization(1) h17(113883)}

ICH RAA U THASNDBUED OIDIZITLL FAEEND,
e ich-estri—2.16.840.1.113883.3.989
e ich-estri-msg-stds — 2.16.840.1.113883.3.989.2
e ich-estri-msg-stds-m8-ectd — 2.16.840.1.113883.3.989.2.2
e ich-estri-msg-stds-m8-ectd-code-lists — 2.16.840.1.113883.3.989.2.2.1
e ich-estri-msg-stds-m8-ectd-code-list-valueset-version — 2.16.840.1.113883.3.989.2.2.1.x.y

ICH eCTD v4.0 Tid, ICH IC X > TEHE SN, O3 — REZMELTAHKERIIL L, N—TV =
YODEMHLCa— R VAT MEEZRET D, OID ZHEET 2HLERH L5, KM HEE
FLa—RFTmRaENd, SHILEZIFINBHBNAEHR T2 — R« VA7 AT, BEIniz
OID MEASIND, 1 : EEHIX. EEEEHRTI— RO OID ZHEEKTHNEIDERET D GE
MZHONWTITEZ v a 652D L) |

= M o b0 OID DBz T /x/ /2 code system &, /y/ /7 code system version &
T RLTNS,

45.2 ARA—EEANF
UUID 1%, 8-4-4-4-12 XD LFF] (RHTDFHT-L 4 D>D A 7 2 ETeT X A ME) TRl L
72 16 DT A N TH D 19 UUID I, ISO/IEC 11578:1996 33 L TN ITU-T Rec X.667 | ISO/IEC
9834-8:2005 (2 L » TIERIZEFIN TS, UUID OEFLELL FIZRT

o NATUTRYILNT—HOILTH| : 25635f23-a3a4-4ce0-9994-99¢5f074960f

ICH eCTD v4.0 Ti%, UUID %51 root MM & L CEHAT 5, UUID 25 ET D ERH D
BAid, S0EESE LT (dEHRERE) TREIND,

4.6 T—53

7T — 28T eCTDVAOHEARD & 5 — D DOHEERMREFRE TH D, XML A v E— V0BT T
DEHRERTI2OI, BREARBLOBRHEHEIIREE SN T — 2/l End, BER LB
RIS T BT — XA ELITFIZRT
o Text—UTF-8 (% (HAFEXFZEET) ZHEHTES,
e Alpha-T7 /N7 57Xy NILFOREFEHTED Bl : A~Z272L)
e Alpha Numeric - SCFFNZT V7 7 Xy b (A~Z) | $fli (0~9) #EHTE 2%, T
EIZBI LT, XML 1% W3CHEHEIZHED D & F 5,
e Numeric — SCFFNEFOHZEHTE (B : 0~9.E+-) | BEI L O EZRT,
e Boolean —true ¥ 7-1% false DEZFEE TX 5,
e nullFlavor - %ZEDEZ 22 A2 T 2 5A 12T %, Null Flavor (X HL7 A v & — UEEHEIC
FEONTED, £ XMLERIZET HIKPEES N TWD, BIRFATlL, eCTDV4A.0 T
Null Flavor 13 H & LTy,

S EBSEAGEIEEH A, x680 : [ HELT — Abstract Syntax Notation One (ASN.1) : FEAGIIED LR
10 [ BREEAORIEE A, X667 : IF ST — BRAE S 2 T AR HLAERE — OSI &R m o F TFIE - UH —
BB (UUID) DR E Bk, ASNIAT Y =7 halkBI TR E SR L L Cofny
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(=) £ HLIRPS o7 =5t IS0 21090 : [RELENEITH - 1§ HACHD /= D DBEL T
L =T THESA TS, 7L AKeCTDVAD ELEL 1 FOLEH 57T,
ST S XML ZEEFE 72 (T EE o L, 81T L7 THAT L7z il 7 — 5 20 5,

4.7 i ZEDREHA K

[ & & DFIET A B 1%, FEEICET 2 EHER RIS S 5 A THRERKE RS, &
HERIIELE L TEYVa— L ITEASND D, [HilkZ L 0FET A R THY HFbitd,

{:> EREZ DM EFIH - ANICHeCTD V4.0 ZELE D1 FOIF#ITLZE TIEH 5703, 215
HHDERLZ XML X =22 E T SITIT 15 Th S, B2 XML X > t—2
FRETBICIT, [T F DEEL 1 ) B3R AX Th S,

[t =& DEHEL 1 FJ 1ZICHESTRI D 2= 7% f &3 L TAFTE 3,

4.7.1 igEEDER

Mg 7 IXEEA OBEFR EEAHANT, HEICES TE A~ O [THilk Z & 03T 14 ] IC5id s
LTW5

e application
O subject.reviewProcedure
o reference.applicationReference
o holder.applicant C45%EFIIBIT v L T« A=V D0l SN 5D, 3
MixkZ v 21051432 L, )
o informationRecipient.territorial Authority
e submission
0 subject2.review
= subjectl.manufacturedProduct
= holder.applicant
= author.territorial Authority
= subject2.productCategory
= subject3.regulatoryStatus
0 subject3.mode
0 subject4.regulatoryReviewTime
0 subject5.submissionGroup
e componentOf2.categoryEvent
0 component.categoryEvent
(=) HWEEIZEIZB T SFFMITHRICE E S EFEC, B DOEMFIRS L OB
o EFEOBEHHANC OV TIE, [ DELED S R BB L,

4.7.2 ICH RSV E%

VAFD Y Z 253 1E ICH eCTD v4.0 2 HERA S TWD, HEEE F 23S HIE XML £ v &
—VHO N DOEFZORFICE T HEE EOREBEFHIIEY 2 &,

A= e Ny ANOEFITLLTDOEY -
e id
e creationTime
e interactionld
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processingCode

processingModeCode

acceptAckCode

sender.device.id

(} FERZ~DIEBFE : CHOEDHEFIA > =250, b7 a—22 080
T 9, BIEEES L OEIEDOMEIZZ OR8N &, XF—v P EE T SXMLZ

FIZONTIIHG A v =V « ~y XOXMUEE 2D = &, T 6 DEFERS

N IHEZEE T S VB IEDKML X > &= ICF FN S 56 RIGHICL VIR I

Do

XA —FR - Aye—UNOERIILLTOEY -

e document
o referencedBy.Keyword
e submission
0 subjectl.regulatoryStatus
EREA~DIEBFE : 15 DEFELR DS N IEEER S NEHEPXML A > —2
I(CEENSHE RIGEHIZL VRIS,

4.8 BEAShBERTOER

M E A OEM 7 12w 2IAREOHPIN TH D, HIKEA OEM 7 7 & ZIIFITLL T35 &
NDHR, ZHDITIRL W

o XHTAE(E - MiHI 4 )R & HEEA TR OEEICET o HEN G £ b,

o HFEBOEBEMAREHD T A 7% A 2 L —Submission Unit, Submission 5 & OY Application (2
T 2HAIRNEEND,

e Grouped Submission — HUIZ L > THEI 7T v AN R 5720, WOFONELHHEE
238 %, Grouped Submission (IZIZLATO X 972 b D H 5,

o %™ Submission & BEsEif} < Hi—0 Submission Unit

0 1 ODOEENEICHEED Submission Unit &£ 5 (725, Submission = &
12 1 -2 Submission Unit)

=

—‘ HIG F 75 (T F G DRI X B 7 2 R 200 T, [T DELED 1
- R #ZRBD = &,

5. TAHLE, 7274 ILVERBEYOEE

XML A v =V b ELERETIHIEDITHERHT LI 74NV ETBINT 7 A VOREEX, Kt
7 va Tt T Ak A Itk EHANSIE SO WERH B,

5.1 Submission Unit Q&
Submission Unit Z #2325 3L TOMEEFEH T 5 -
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B 1: Submission Unit ® 7 # )L ¥ #iE
4 1 regicnspecifiedfolder
4 | sequencenumber

| sha256.td
| submissionunit.xml

> g ml
. ml
. m3

o

§ m5

LI 7 /14 (Region Specified Folder) 1XHUS/E = L IZED LN TS, EIZ OV T
[Hk =L 03T A R] 22ROz L,

TR R 5 7 4 /0% (Sequence Number Folder) @ 7 #+ /X 41X 3 T O HIKIZ BT
Submission Unit D42 HE##Ki % 5 (Sequence Number) 723 fH ) TuyZeiF #uid 72 5 720y, Sequence
Number O SEEEDOfEIL 999 72 X272 % (Submission Unit (284 Submission 23 & £ 55414,
[l = & DI A F] THMEZRTL52L) , B2 LMD T7HAFIFTLUTOa T~
VEEDD,

e [submissionunitxml] &4 T 572, 4 Submission Unit (Zx%f)t~3" % ICH eCTD v4.0
XMLA Y E—=UZ2EOLZ 8, FEEEIFAXT—~ - T A NVZFHELTUIRLR
W, VAO TiRutil 7 A VEBAREICR Y . XMLIZERAYT oA 2T v ay s A¥—=
BT D, ¥7 v ar8l1EBRO L,

e XMLEeCTD A > A# > A (submissionunitxml) OF = v 7 % L% [sha2b6.txt] &£
TTXRARNT7ANMIEDD L, TOTFANT 7 A VIREHGEBEE 7 04 (T
b, XMLeCTD A v AZ VA LE—DFT 4 L7 FURN) ITEGHDH L,

o EVa—/LI~SHOT 3 LF L Y5 Submission Unit iIC&®H b a7 Y, a7 oz
IZEL T OBRAIA A b

0 mlO7FVEREEIL, TNFho [HE T & oFEEDT A K] 265 2 &,

0 mM2~m5 D7 /LA HEREIX, AETHHT HAMEEICNEI 2L, BZ7 v a 54k
FONtEZZHoOZ &,

0 INHLDOT7FNFIIEENTNDETRTDT 7 A/IDONT, XML A vtE—
Wit EnCnp Z L 12

o0 VIRNIEE L7 7 A NV EFERET D240 18,

ELEH A~ DJEEFIE - submissionunitxml 7 7 7 /L/d, V322 TH O A vE&—2" 77
/L (index, regional 5L CNSTE XML 7 77 /L) DREF %5/ i<,

0

FEREE D IEEFIE » B F~DIZHIICTD & 22 — L DN & Fir 7 4/ X
D& TR X B, 527 4/ X Z 1R 50000 = F,

9

WARHAIOFISMZ OWTIE [HlkZ & 0T A F] 25O &,
2,
B,
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5.2 A Ral

eCTD v4.0 F2ETIT 7 + VX OmA AN ETE Sz, ©Y 2 —/ 2~5 D72 7 v Z 4 i
HIZHOWTIE, BZ7 a2z L,

Y77 g THRESHLTW ARV RN B 28R 2 L FIRT

o TFNEH{ETFANLIHERAINDET VT 7 Xy MINLFORTERIRTHZ &,

o TRTOIZF7ANAIITANINT—ELETDHI L, 77 A NVIRFEDLARIZIT S Z
ENERINTWDEA, 7ANLVFOBMPKEL DGR Y,

o FTRTOT 7 ANWMIILEFZ LT 1 OTEITHNDZ &,

o Ty ANMEETEHEALTZ 7 AN T —~y FNERT I L,

o HIL LD T FNEITHONTIL, lHxr 0 [HilsZ & 03R4 K] OIS =
B

5.2.1 ERATTREA XX
TRTCOFEET, 7HAEXFEITT 7 A 412D T IETF @ Uniform Resource Locator (URL)
HANZHED (VA RETRAZY 27 %R<) o WEFITTXTHERARETH D, FFERSCFITIR
DRI LT HDIZRET 5,

% 5. ATTRE X B IR X F
BRI i
$ Vi, YRl

- INATU Ay va
ToH—=Rar T, TH—7F
Ay, A=K via

+ 7T AG s

! TR

' TIRA a7 4 —EHG|HFF

( o2

) HmoZ

IETF @ /Uniform Resource Identifier (URI): Generic Syntax RFC 3986/ &=/ D= &,
(=

EH AIRER XL FDERR Y X P (G 17— X IS FIRER X F 5 5 de) 1200

T, [HHZ & DELED 1 P #2502 &,

5272 T77ANBELRFIFINVLFTROES
T 7 AN ETNXT A VE L OF SHIRIZLL T OHARIZHE D,

o UEH (THDLHLTFANL) OERKRE 64 3F JLETEET)

o T HNHELDERKE 643

o NRADEKE (HE1LVO7H+AXEET) 180 3LF

o i AKBUEICH D = & T, FEIGEDIREFIZINS U T LD T 4 /0 S804 7 BE N2

oA TD TN T 4/ S TE S, NADLRXI180 X FDHIIRE 7= 13 i TE
D FIREE R BBE, HFEE B L 7 4/ 255l N7 71 1380 S5
NETH S,

o T7ANAIET =3 E T 4 LT

T ANKGETLNI T A NTZORIITONWTOFEME, Tkt nFREHT A K] 220z &,

14 ELO
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5.3 RRAZDOBAERR b - TS59F4 X
WAL OHAITIE, ZANVENAT v a () TRUGNTHER T AV Z « R2AESZHT 5,
5l 21X Tm2/23-gos/introduction.pdf ] &9 /X244 1%, submissionunitxml 7 7 A /L% FEHEIZ L 7= 4
K727 7 A WALIE Z RT,
5.4 THILTHEE
FREomAHAI & R DOBBNZES T2 9 2T, EBEED 7 4 )V X TEE OWERARESEIZ DWW Ttk
a1l e [HRZTEDFEETA ] OFBICHE) Z &, WOKICEY 22—V 3DHZRT,
B2E2a—IL3DT7+ILTEREG
4 m3

32-app

32-prod

32-reg

32-sub

33-Iit

FV 2 — )L 2~5 DM T A N K EBIZHONWTITEZ 2 a2 10520 BB = L,

(} I BT O 7 4 A SRIE, T LN FER 5 T 4 A E R o Tl 60 (5
FU, 6 L~NXNEFHZIAINTIEEITEH TER0)

ABEIZHE 5 = & T, 1509660 THE XA EHIRHS8 88 < T L E 55k &[al#E T
&b, EE FIEEFLIIZIEED T 74 Tp L2 YIS, pELR T gL E
BT S E b EREIC 25,

5.5 274K

eCTD v4.0 A v tE—TTiX, 77 A NMVERIHBES N TR, HEE T — 228500005

I HOWT, EHTRER 7 7 A MBIz oW TiE, THI S L oEEH A4 ] 2Bz L,

&) ENCHBBIP S 7 74 ADIRIZ D0 Tl [EFL=E> « 77 =0 - FF
=2 X2} @CTD) IEZOBEF T 71 ] #2752 &,

5.6 Fxv oYL

eCTD v4.0 XML # v&—ZiE, 3T ? document.text.integrityCheck B2 (Zx T 5T = v 7
PR EEND, SHA-256 T = v 7 « 703U X AR T, ATE? Submission Unit @ document
BRTCBRINDIET 7 ANIHIET AT =y 7Y LE2TGT 5 &,

F v 7 LAOABELTIIRT

e XML X vt—YTC#HHENTEF 2w 7V oE, ZEMNVATLATHEINZF =y 7
LEHETHZET, 77 ANDEEMERIETE 5,

o Fxo Y AEMEALT, HAEIMEICBT2EHMOGEETICT 7 A ARERE I TN
RN EERAETE 5,
5.7 EE7T—h4T

JEMET — A 7 1%, 1 ODOT —hA TIBEMENTZT7 7 ANVDODEESTHDH, T—0A 7 ZEH
THZET, 7—HAT 774N (Zip 77 AV, targz 7 7 A V72 E) OV A AHHE/N ST
W5, BV a— )L 2~5 TIR_HTDa T UV IEMET — A TRH - T b7au,
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6. avkA—)LF-RE¥¥ITS5Y

Uy a 42 THRARZEY . eCTDVAO A v E—COERIICIZZ Fa—L R - R¥x 75V
DHEZICFIH SN D, ROV Tv 7 aTlE, eCTD VA0 A v E—VOERIZEHA SN 2
Fr—V R ARXr 77 VIZOWTHET 5, 2 he—/L K« R¥ vy 77 VITEEROREERH
Hieh, WFCiEarr oy 23 2RI EN S %2583 %, ICH eCTD v4.0 [EfH O HGE,
THRODLICHNERE L2 be— L R - R¥y 7T V&8 3 61105R7,

ERH~DIEBHEE : 22 po—/L R - 5F 77 Y /dgenericode 7 71 b X T
Ly For—= 7 74D 7 TREIEE 1S, ICH 5L OB EH S5 =2 — U X
R IFEIAEA e S CAFTE B,

ICH 7713k A > FF o 2%24FH9a ba—L R« RX 75V 33— g VEBLOXE L
25, Fa—RUZARMIEID Y TENZOIDIZZEDNR— g U BESE G, REy 771 2H
THECIE, WU A=V a v aRMtT A 2 b, AEEHOGEMIIOWTITEZ v ar 35 &
oz &,

6.1 ICHAET Sa>vbA—ILE - RFxx TS5

ICH M8 7% eCTD V4.0 [AIFICHE L7z=2v b —L K« R¥x 77 U ELITIRL, HEEOMHE
TRF L B RO AT AT, ICH=2 Y Fe—L R« R¥ v 75 U L9 XT eCTD v4.0 FEiE
N lr—ICE 45 genericode 7 7 AV E AT Ly RU— N7 7 A VOl TR E LD,

e eCTD v4.0 — Context of Use ==— K : Context of Use fllZxind 52— K « v b &$EET
A, ZHUX CTD#EE (BAMICIZEY 2—/L 2~5) 28T AR LICHY T 5,

(=) #JHAIREZ Context of Use Kk 77 J DZER42 U X MEDWD T/, [l = D%
: FHA R SO L,

e eCTD V4.0 -Keyword =— R : =2 ha—/L K « RE ¥ 77 U 2> Keyword OFE¥E (H)
WfE, BehRls, M. SRR E) 2o T, ToMERTa— RERET 5,

= 1/ 7] EE 7 Keyword Definition A+ =77 U D520 UV X MIZO0 T, [Hil =~
" DFELEY A R 2D L,

e eCTD v4.0 - Keyword Definition =— K : keywordDefinition TE# 3415 Keyword OFEEH
(RE¥EF, A, B, @E, SCEORE, Zv—7" - 24 bR E) ITxIsT 5
keyword == — RZ$57ET 5, 11 : KEE D EFET D Keyword Definition D JEMEDEIZ-DU
TiE, BZ7 v a 6525 &, Keyword Definition DFEEHIZ DWW T, T Sy r—
PHOaryhu— R RFXYTIY - ATy FU— RO L,

”—_‘ /1 7l gE e Keyword Definition A+ 77 1 DFEED 5520V X MZo T, [H
L BT DEEY S R FEEDS L,
e eCTD v4.0 — Media Types : i EDLED T 7 A WIERE4EET D, ZOBIFE#RIZ, =
T UVNIR U TCREBI AW A RIRE & T A R A T 2B I TRE & 72 B,

&) AR Media Types K+ 77 Y DR Y R MZDO T, [HESE DFE
S RUT R EBMOZ L,
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6.2

SHMEABET Za 0 FA—LE - RKEx¥y TS5

eCTD v4.0 HICH MR CTHESN/-a L ba—L RN« R¥ v 75 U 2L FICR7, codeSystem J&

PEIE,

T = & DFEEH A F] TERINDHET—F - By MIHIET S OID %29 2,
eCTD v4.0 — Application =— |
1/ 7] EEZ2 Application A+ 777 U DsEE2 U X MZOuTiE,  [HitZF DFERE
A R 20 L,
eCTD v4.0 — Application Reference Reason = — K
1/ 7 pE 72 Application Reference Reason 5+ 77 U D5E470 1V X MZOU Tl
[ =& DELED 1 P M0 = &,
eCTD v4.0 - Category Event == —
/1 Al gE 2> Category Event 5+ =77 U D5E270 Y X MZOW Tty [Hilk="2 o
FELED A P SO L,
eCTD v4.0 - Contact Party == — K
1/ Al pEZ: Contact Party A + 77 U DoE£/0 U X MNZoupTld,  [Hi =~
DEREDAL ] #ZHDZ &,
eCTD v4.0 - Context of Use =— K : CTD #iEIC BT A R LZRT2— R - &y MNEHEE
75, ZOa— NEFHkOHBI Y Bl THRESNS (BENIZIFEEY2—11)
&/ AIEZ: Context of Use A + 777 U D720V X MO T, [l =8 D%
FHT R #ZH0Z &,

eCTD v4.0 - Keyword = — K : = ha—/L N « AR¥ ¥ 7 7 U ZFf> Keyword OFEFAIZ D
W, FOlEARTa— REHBET D, 20— Rid, #Hlo Y B Xk - RN
ESNDHGEND D,

1/ ATREZ Keyword A+ 7°F U DSER VX MO T, [l =8 DFEREY
7 R #FHDZ &,
eCTD v4.0 — Keyword Definition =— K : Hulsk o> Hifi 24 /2 X » THRE 7= Keyword O FE
HIZxHeT 5 Keyword =2 — RZFRET 5,
&/ 7lE 7 Keyword Definition A+ =77 IV DZE#0 ) X MZO0 T, [H = ¢
DELEGL F] S D &,
eCTD v4.0 - Ingredient Role = — K
&7 ATREZ Ingredient Role = — A« NF + 77 VU DSERLR Y X MIZO0TIE,  [H
W =L DELELG S N MO L,

eCTD v4.0 — Manufactured Product = — K
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(=) #Jf#REZ Manufactured Product A=+ =77 J DSER2 U X MEOW TR, [HEZ
. EDEREY S N FREDZ L,
e eCTD v4.0 — Media Types
(=) EHAREZ Media Types 5 F + 77 U D547 U X MIZD0 T, [ =8 0%
G N EEMEDZ L,
e eCTDV4.0-Mode =— R
= 1/ BJFEZ Mode A F + 77 U DSER2 U X MZOWTld,  [Hl =& DFELRLD
F] #ZHoZ &,
e eCTDV4.0-Place =— R
= & ATREZR Place NF + 77 U DSELR Y X MIZOWTIE,  [Hil T8 DFERELD 1
F] #ZM0Z L,
e eCTD v4.0 — Product Category == — K
(=) &/ FREZ Product Category A =77 I DSER2 Y X MEDWTE, [ =&
L DERYS R FREOZ L,
e eCTD v4.0 - Regulatory Status == — K
(=) /] ATiEZ Regulatory Status &5 77 I D55/ U X MZD0 T, [ =&
. DELEL 1 N #ZHo = &,
e eCTD v4.0 - Regulatory Review Time == — R
(=) (Z/f]#[hEZ Regulatory Review Time 3+ 7' U D5 /e J X MZO0 Tty [H%
. TEDELEG S ] EEEOZ L,
e eCTD v4.0 - Review Procedure == — |
(=) &/ 7iE/ Review Procedure 5= 77 U DFERL Y X MZO T, [HEZE
: DEHEGA P D= L,
e eCTD v4.0 - Submission == —

(=) A FREZ Submission 25 77 U DSERA Y X MZONTE,  [HI = E DF5E
' TA R DL, EFE, BITV B e X =2 DD F 7T
(Z0UV T, 223210561212 D= L,

e eCTD v4.0 — Submission Unit =— K

o

(=) @ AREZ Submission Unit B+ 77 U DsE242 U X M EON T, [HBES &
T ERY S R RO L, F BTV B Xt — TR T SR
TZVIEONTITE S 921056422 20 = F
e eCTD v4.0 — Substance == — K
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i)
N

_'|
"

o
=

6.3

1 A REZ> Substance B + 77 U DSERL U X MZOW T, Itk E DFELRED
1R #2FHDZ L,
eCTD v4.0 - Territorial Authority Role = — K

& 7 5E 7 Territorial Authority Role =— /"« SN+ 7' F U D554 U
X MZDNTIE, [HlE S E DERED 1 R B0 = &,

eCTD v4.0 — Territorial = — K

1/ AIEEZ Territorial = — N« RF 4 7 F UDERLR U X MO TiE, [
EDELELG S ] D= L,

HL7 AETda>r brO—ILEK - RExw TS5

HL7? MRE L7z ha—/b R« R¥ v 7 Z VU ZLUFIOR L, HIEORE R & FEER O A
T EAT,

@

6.4

HL7 Document Type 2 — K : ZDARF ¥ 7 F U L HL7 Version 3EHETHE I L TE Y,
XML A v t—UNT—EHOEFROD typeCode JBHEIHEHATE 5, Zhbd=z— Kk, XML
AF—v THREIN TR typeCode BHEDHTHE LD, XML X v E—T 0
typeCode J&MEIZ codeSystem OID [T M2\, 0 ZHUSIXEEME TH Y . typeCode DR
EPLERBEEFIZONTIEIAREFEDE 7 > 282 TR,

HL7Status = — K : ZDOAR ¥+ 7 Z UL HL7 Version 3FEHECTHE SN TR, XML A >
T — VN THEREEFE O statusCode RN TE L, ZHDHLDEIZXML X v E—T D
statusCode.code (2 3% = &, Status Code (Z codeSystem OID (F44 372\, 7 : Status =
— RTHEHHL7 BEPICHIZ L > THESNEOAZEHTE 5,

HL7 Update Mode == — R : Z DA%+ 77 UL HL7 Version 3 IEHETHEINLTE Y,
XML * v & — YN THMEEE D updateMode EMEICHEH T 5, Zh b0 a— KX
updateMode JBYETHE L 70D, AF—~<ILHflFI S 41T, updateMode & 32 & §- 5 & 2R
T O FTRE 22 i 2 A P2 7R4, Update Mode (IC 2 3EIICOWTIX, B2 v a v
8223 %zZMDZ L,

EREH~DIEEEIE  HLT RPS FZHEHIIE T L S S T fir— N RF 7
FUYIE, SR TABEEEAREICT S D TH Y, S XTADS T T G e 2—
Ve g5 —Tx 4% GUI) ICBESFZTT 35055 L TL4T L bRl ThSE
(TR0, GUI IZITEFTG 02— REH RN LE DICHERET 52 &, tP VI,
FHHG g 03 [Ht =& DFERLD A R TIHE L 7EHE T 12l L7 & D3 e
754,

SNEARSRET ZaFA—ILFE - RKEx¥y TS5

FOMDOHIEIZ L > THESNTZ (T2 5 ICH, £ ICH#l5, F72IXHL7 2MFFLL TV Ly)
arbe—L R - ARXY 7TV ELUTIRL, YE%EE, HEOB RPN, FEMEROATg

A,

15 fif FRTRE 72 fif 1. HL7 Version 3 RPS R2 #E#E D BEFE |2 L » T2 5, ICH eCTD v4.0 BRIz

[ANGES

genericode 7 7 A VB L RNATF Ly Ry —h « 7 A V2B MO &,
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o [EFSREMELHIE (1SO) -2 XFOEFHEI—F : TSRS L THRES N 2 XFD
a— RC, ISO630LEHETHESNTWND, ZDOARF¥ v 7 7 Ui text@language JEMED E
BIMEHESND,

e ISOEz—F-2XFOEz—F: ZHITI1SO3166-1 EHTHESINTWAEI—RNTH
60

6.5 REENERTHRFYITSY

Ktrvaro bty 7 T, RENBIOERERTHIFICO DBREO —BMELHERT 5720,
BEEDERT DEEZ XML ERIZEN Y B TOHEROERA LT A X X ey, FMEEDER
DT~ TR TRANROLFHE L, AEERERFE RN TELLOICTDHI L,
HEEEPERT DMIITCFED FIRIZRWD, RV —VORIFNT A—F 2 BZ 556 13ME
DEREN BB EN o5 MBIZ X > TRRLGAENRH D) .

6.5.1 Keyword Definitions
EEENERTI2RFT Y7 7Y (BEHIZIE keywordDefinitions.value.item.code) DA, A vt
— 1% code 38 LN codeSystem fEAZME LT 5, HEFEILZZNO OMEIZHBOH D Y TEEH L
THEV, Fo, HiEHEITEZ a0 451 TRLEZODEV S TEHEHALTH LW, %9 L
b EIUTHE D BT, ZDOOIDEID Y TE2EHT 256, HINMZREREN S D720, E0
FEOOID ZMHLTH IV, ZEFFTINLOMEE 150 Application DH TEHT 5, L7223
- T, H3% Application N T? keyword =t — NEDMEHIZE L CEEFEORBEN H > TXR LRV,
(} SEHE~DIEEHFE - 3 Application (4] - 20— (L SR HE) TEIFEDE
HTBHF VT T IDEPIGHT ZEHN T VT EL LG, TDOHE, FEE
Application /4 T Context of Use Keyword & L TOLFEKDIEH 2 2575 7201,
#2#¢ Application /27 T Keyword Definition & & 2295 = &b BHREI 5, FEHIZ D0 T
1L, [ ="E DFELREG Y ] 220 &,

7. ICHECTD V4.0 XML R ¥—<%

7.1 a7 - A¥x—<

a7 « A% —<|LICHeCTDVAO XML AF—~ DI TH D, a7 « AFXx—<[XEESRINS
WA, FHA SIS ICH eCTD v4.0 A —~ O CRIEMICSIB AN,

7.1.1 InfrastructureRoot-r2
IDAF—<E, MOTRTOAF—<ICEENLITNTOEEBICY TCLE 2 FMEEZERT 5,

o AREBEN A FTIE. Z2OAF—<OEZRIZHOWTEIEERY EIF7eu,

7.1.2 is0-21090h17-r2_datatypes

TOAF—<X, BRLBEOERICHHSIND 1S0-21000 T — XA EEET D, DT 7 AL
[ZAX—<NTOD 1S0-21090 7 — X O ZEF L TBY, A V7T AT I F v « L—Fh -
AF =~ OHFITEEND,

o ARFEN A R Tl ZOAX—<OEFE|IZHOWTIREERY FiF2au,

7.1.3 Voc-r2

CDOAFX—< L, EERKICEEINIEARAXTYy 7 7Y OHEAAZRET S, 21Tl eCTD v4.0
XML A% —< THEEITRE SN TVWAETRTORITYy 77 U NEEND,

o ARFEEN A R Tl ZOAX—<OEFE|IZHOWTIREERY FiF7u,

Page 20



7.2 eCTDVv 4.0 R¥—7

eCTD V4.0 AX—~ I, A X T 7 a3 A v b—URICHEIND A —~ THER S

%, B#ET 5 eCTDVAO AF—~ A2 Kt 7 T g SR T,

7.2.1 eCTDVv4.0qM4 2593y R¥F—%

AL ET gy AFx—<ITiE, 5B XML A v —I2nElly 3 OMRESR, Thbb

AETIvay s Ax—< [RETyX— AF—<, BLOParta—nL - T7 k-« AF—

~INEFEND,

7.21.1 Submission Unit Sent (PORP_INO00001UV.xsd)Submission Unit Z/&
(PORP_INO00001UV.xsd)

ZDOAF—<F. EEE D BZ(EE ~ submission unit ZEET B DITTTD eCTD v4.0 A >

T varyrCHEEING, TOAXF—<IA - ThbbTEELSM o — K« A% —

~ EWHADARIET v R—EFRET D,

7.2.1.2 Transmission Wrapper (MCCI_MT0001000UV01.xsd) &5 w/¥—
(MCCIl_MT0001000UV01.xsd)

ZDOAF—<IL, TXTD eCTD V4.0 A v B —JICRBEREET v =2 ET 5, HEFHF L

EHEICETHEREEME L. KA v =V OMERINEZ A[REIZT D,

AR RTIE, ZOAF -~V OMATROH LT D, LHBERIZONWTUIES Vs

V8l1EZMDZ L,

7.2.1.3 I ra—) 7o, 5v/¢— (MCAI_MT700201UV01.xsd)

ZOAF—=E, EETEIAE—VDONI A= AR o ba—)L T Y NfRTET D,

7.2.2 eCTDV4.0 R/ A—F - RFx—7

7.2.2.1 N O— R - Xyt&—2F (PORP_MT000001UVOL.xsd)

ZDAFX—<% eCTD v4.0 DEMETH Y . eCTD v4.0 DT R TOMBEHEEZENGEND, ZTDOAF
—<lL, IFTOH T NETI c AF—wRl A v VHEEAT R Y AR Lo
ZHOAX—< 2R TDH, BREDAXF—<|ZONTIIAETHH L, Fo, HEENZ
NEDAXF—<|ZHEET 7 BATHI EHR0,

8. ECTDVA.OXML Awt—

eCTDVAOXML A v —I%, A7 v a r TEREIN TS LY L EZ L OMAETHER IS,
ZZTlX, CTD DE Y 2—)L 2~5 THLEREREED L ZTY FiF 5,

8.1 IAyt—TAys

A=« Ny XDOFRITIT, BEHLEZEEOREICLE R, HOERIINZ, AvE—v
VERGIC W= ICH B L OIS O FIET 4 RONR—2 g AFRNEGEND,

8.1.1 4> 7L XML

KD XMLIZ, AF—=Io TA v —VEZRAET 5720 OMHEFRB LORMELZ =T,

REAVE—T - AYED XML 1EE

<PORP_INO00001UV ITSVersion="XML_1.0" xmIns="urn:hl7-org:v3"
xmlns:xsi="http://www.w3.0rg/2001/XMLSchema-instance" xsi:schemaLocation="urn:hl7-org:v3
PORP_INO00001UV .xsd ">
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<id/>
<creationTime/> [

<interactionld/>
<processingCode/>
<processingModeCode/>
<acceptAckCode/>
<receiver>
<device classCode="DEV" determinerCode="INSTANCE"> —
<id>
<item root=
</id>
</device> _
</receiver>
<sender> -~ N
<device classCode="DEV" determinerCode="INSTANCE"> sender.device.id (&
<ldr> — 772812
</device>
</sender> _

INHOEHEIT, T CRLELIICELT .
JTa—U 7 AT TRT L,

N
receiver.device.id (‘&

""" identifierName=""/> — 252812)

8.1.2 WEER
AFx—<I2iE, LFE2E0R/INEOERE Y BLETH D -
e ITSVersion: XML 10] ZfET5Z L,
e xmins: [lurm:hl7-org:v3)] ZfETHZ &,
e xmins:xsi : Thttp://Awww.w3.0rg/2001/XMLSchema-instance] Zf8ET 5 Z &,
e xsi:schemaLocation : fxH DA > H T 7 a « Ax—< -« 77 A )b
(xsi:schemaLocation="urn:hl7-org:v3 PORP_IN0O00001UV.xsd") Z#ZM4 5 Z &,
e receiver@typeCode : [EEME [RCV] & 6D, A vE—IIZEDHMLEITR,
e receiver.device@classCode : [DEV] %#¥5ET5HZ &,
e receiver.device@determinerCode : [INSTANCE| Z{EE+5Z &,
o UUTOE#HEEZT 2 o0 iditemEEE2EZHDH I L
o receiver.device.id.item@root : A v & —IAERRIZHWEARTZLE T A RE1T [Huk
TLDEEIA N ©OID ZHEET D,
0 receiver.device.id.item@identifierName : * v — UAERRIC WV ARERE DT A RE7-
I THU 2 & DEET A R ONR—D g VB SEIRET D, BEY HIIARB MM
ZREH L7220,
e sender@typeCode : [EEME [SND) ZHD, A vE—VIZEDDHLEITR,
e sender.device@classCode : DEV] Z#I5ET5HZ &,
e sender.device@determinerCode : [INSTANCE| #45ET 5 Z &,

8.1.2.1 XML DY

UFIC, Avb—y e Ao FICEEND id BEDXMLEIZ 79, receiver.device.id BZ T EE T A K
D=2 a3 NEREZLTND

<id/>
<creationTime/>
<interactionld/>
<processingCode/>
<processingModeCode/>
<acceptAckCode/>
<receiver>
<device classCode="DEV" determinerCode="INSTANCE">
<id>
<item root="2.16.840.1.113883.3.989.2.2.1.11.1" identifierName="ICH eCTD v4.0 IG
v1.2"/>
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<item root="0ID for Regional 1G" identifierName="Regional/Modulel IG Version
Number"/>

</id>
</device>
</receiver>
<sender>

<device classCode="DEV" determinerCode="INSTANCE">
<id/>
</device>
</sender>

8.2 RAO—FK - AytE—
W23 eCTD V4.0 XML £ v & — DRk ZEFE 1%, HL7 Version 3 RPS Release 2 Normative standard

SN TWD, FERZRICEHTHERIZTENZENERIDOEZ > a RS TEBY, XML A%
—< DL DI AN THEEIZIT o T Zeu,

8.2.1 I ye—CBEEYMOBERE

UTFOKIZ, AvEe—VIlGEFNIBEEBIOZENLOEEZ/RT, HANOKERTANA o —
ReXAvbE—UTHOVGLRS,
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8.2.2

H3BREFEOBMEZETIL

Priority Number

Submission Unit

IH Category Event

Context of Use

Document Reference

H Keyward

Related Context of Use

Sequence NMumber

g Application

iVl Document

INE Keyword Definition

A O0— FLRICETH5EREEER

Submission Unit— 1 eCTD ¥/
—irTUR

Priority Number — Context of
Use D& RIERF

Context of Use—CTD RH L

Document Reference — CTD
RHELEEEMTEND
Document #5 ¥ %

Context of Use Keyword —
CTD R LEETOREYD
fHntEsR

Related Context of Use — &
MR LG DHBEDREY
F i)

Sequence Number — eCTD *
vE—DICHEEINEES

Submission - B F 1= [$48
# D Submission Unit A 5 1&
RSN BRHEE

Application — BAE{F 7= (18
D Submission M DB =
N5 EREMTHY . %D
hoETIE, 8
Application Z4ET
Document- XE(ZET 5
MAMERES LT+ ILTHE
ERNOKMIGEMEET
Keyword Definition — 3% {5 %
MEZET S Keyword Z1Z1Ht
EEO)

Category Event— > —%4 >
ZADOREIZxT B FHER

10

11

12

v ray 823 ICEHORAME—F s Avb—UICEENAKEZIZHONT, UTFTEEET S

Z &
— o

8.2.21

8.2.2.2

BEEFE
XML A v =T DA v— RERGT 5701213, LFTOBRERMLETHD -
controlActProcess@classcode :

conrtolActProcess@moodCode :
controlActProcess.subject@typecode :

BEE

[ACTN] ZHETHZ &,
[EVN| Zf5ETH I &,
[SUBJ| #HETHZ &,

XML DAF—~<i%, AvE—VICHEENDIBERICEHAL TFr— 2 HELHK LV, KEOH
ARTA N, AvE—VICEENIEROERERMZRT, ZEHENERZ(TEL LTNDY
ATH-oTH (T72bH, 0.1 £721F 0.%) . HESINIZRHCL > THRALRDIGAER D D,
HESHEREEADETEVLYTONEZEELEETDH &,
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8.2.2.3 Update Mode

eCTD XML % vE&—VNOBEAFOT —X HEIFIZ1E, LLATO Submission Unit (Zx3 2 A H 2K 9
updateMode % & ® % Z &, updateMode 23 4B 72457 — Z B % Update Mode 73 FIRE72 7 — & B
FORITTT, 728, updateMode ERITMEIZIL U CHANEZEET H2HAICOAHEHAT D
e, ELEINDZEICHEET AL, EBERE LW T — X HERIT OV TIX, Update
Mode (3£ H L7220,

8.2.3 XML A wt—SDiEE

RDOFKIZ eCTD v4.0 XML OFEfitEE (F72bbH, XA r— K- Avyt—Y) & XML AF—~
DT RTOEFZLEZRT, ZOFRIFT, Y%MBIEICE T 5 controlActProcess, submissionUnit,
submission 33 X 0% application D E THERL ST\ 5,

MEHLDOTFADS - Ry 7 ZZEREA L, ZERICHETOMEREREZ =T 20I2, 2%k
ELTAE (Baed T L, 7 varFoaif) £03 TR o%Er0 M (B
M Aff T, HEAOEB THD Z & ART) ZRilT D,
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£ 7: v4.0 XML A vt&—EE
eCTD v4.0 |31 1 — K XML A v & —® controlActProcess 75 BtA9 5, MZEBEFE T BT
(B7 v 22821 Oilbh THY, submissionUnit T DOFNIFLE I D,
<controlActProcess classCode="ACTN" moodCode="EVN">
<subject typeCode="SUBJ">

submissionUnit 32 (21%, LA F® Context of Use 3 & Z D EMENEEND -
e component.contextOfUse
o primarylnformationRecipient. Territorial Authority
o replacementOf.relatedContextOfUse
0 derivedFrom.documentReference
0 subjectOf.submissionReference
o0 referencedBy.keyword
o RFEETA FITE IO DERN T XTSI N TV D DT TIEARW, MOV T,
[Hk =L DFEH A K] 2RO L,
<submissionUnit>

::;%/geb submissionUnit (&2 >7.2-824) BLW
<title/> il =& DFEIEH A RBH
<statusCode/>
<component> — —
<priorityNumber value=""/> priorityNumber (#2253 .2-825)
<contextOfUse>
<id/> .
<code/> contextOfUse (&2 > =5.-8.2.6)
<statusCode/>

<primaryInformationRecipient> ™\
<territorial Authority>

<gov<ei:jr}!1 gAuthority> primarylnformationRecipient.terr

<name/> itorial Authority
</governingAuthority> itk & & DAL A FHR
</territorial Authority>
</primaryInformationRecipient> _“/

<replacementOf typeCode="RPLC">™
<relatedContextOfUse> )
>

<id/> replacementOf.relatedContextOfU

</relatedContextOfUse> se (&7a821)
</replacementOf> )
<derivedFrom> ™
<documentReference>
<id/> —
</documentReference>
</derivedFrom>
<subjectOf>
<submissionReference>
<id><item/></id> —
</submissionReference>
</subjectOf> _
<referencedBy typeCode="REFR"> ™
<keyword> . N
<code/> | keyword (&2 z:2-829)
</keyword> \ )
</referencedBy> —
</contextOfUse>

(" N\
derivedFrom.documentReference

(2 >32828)
N J

_
-~

4 N
submissionReference

Hiilk = L OFET A RZIR

(. Y,
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</component>

XML D Z Dt 7 2 3 1% submission ZFE DOFREIZEIFR T S, Submission D IZ#HE < FIRITK
DY
e sequenceNumber (submissionUnit & Submission DR Z R4 8HEL L TEEND)
e callBackContact.contactParty
e subjectl.regulatoryStatus
e subject2.review
0 subjectl.manufacturedProduct
0 holder.applicant
0 author.territorial Authority
0 subject2.productCategory
0 subject3.regulatoryStatus
e subject3.mode
e subject4.regulatoryReviewTime
e subject5.submissionGroup
I RFEETA FIZIXZNDHDOBERP TN TR SN TV D DT TIERY, FEIZ OV TR
[Husk L DFENA Rl 28RO &,

<componentOf1>
<EequenceNumber/>}[ sequenceNumber.submission (&2 2= 2-8.2.12) 7?55@]

<submission>
<id/> }[ submission ik = b DI G A4 KEH ]
<code/>
<callBackContact> N
<contactParty>
<id/>
<code/>
<statusCode/>
<contactPerson>
<name/>
<asAgent> >_ callBackContact
<representedOrganization> ik = & DFIETTA R
<id/>
<name/>
</representedOrganization>
</asAgent>
</contactPerson>
</contactParty>
</callBackContact> _
<subject1> Y
<regulatoryStatus> regulatoryStatus
<code/> >—| ICHeCTD v4.0 45 1%
</regulatoryStatus> 23N
</subject1> _ J
<subject2>

<review> ] h
<id/> review

<statusCode/> Mk &L DFIETA B
<effectiveTime/> J
<subjectl>
<manufacturedProduct>
<ma2ufactL;LedProduct> manufacturedProduct
name N SN
Hhis = L ok Z
</manufacturedProduct> i = & OFGTTA
</manufacturedProduct>
</subjectl>
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<holder>
<applicant/>

</holder>

<author>

<territorial Authority/

</author>
<subject2>

<productCategory>
<code/>
</productCategory>

</subject2>
<subject3>

<regulatoryStatus>
<code/>
</regulatoryStatus>

</subject3>
<[review>
</subject2>
<subject3>
<mode>
<code/>
</mode>
</subject3>
<subject4>

<regulatoryReviewTime>

<code/>

</regulatoryReviewTime>

</subject4>
<subjects>
<submissionGroup>
<id/>
</submissionGroup>
</subject5>

>

P
review.holder
Ml = & DIFEAET A R
N\

( 7\
review.territorial Authority

I = & DFEIET A PSR
-

LA Yy

J
( )
productCategory
Hisk = L DRIET A FEM
- J
regulatoryStatus
Hihel &L DEAET A FEM
mode
Hidel = L DEAET A FEM
( . . 7\
regulatoryReviewTime
L Hiel =L DEAET A FEM )

submissionGroup
Hile = & DFIET A NS
-

XML &

XML D Z D& 7 2 3 Tl application 23R 2 57E 79 5, Application &7 2 3 Zid, LLTFD

UREXTORBMENPZTEND
holder.applicant
informationRecipient.territorial Authority
subject.reviewProcedure
reference.applicationReference
component.document
referencedBy.keywordDefinition

<componentOf>
<application>
<id>
<item/>
</id>
<code/>
<holder>
<applicant>

J

<sponsorOrganization>

<id></id>

<name></name>
</sponsorOrganization>

</applicant>

</holder>

_/

AN

application (&2 >z
S| 8214) BLUMH T L 0%
A N

> holder.applicant
Hidk &L DEAEH A FHM
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> 3282.15)
2
N\

-
document (&2

|

J

-
keyword

e 5 1TERSL
-

ICH eCTD v4.0 &

~
—~

keywordDefinitio

n (#z>a>
8.2.18) &

—~

—
_—

~—

<informationRecipient> RN

<territorial Authority>
<governingAuthority>
<id/>
<name/>
</governingAuthority>

informationRecipient.territoria
|Authority
Hi = L DEAEH A FEM

</territorial Authority>

</informationRecipient> _

<subject>
<reviewProcedure>
<code/>
</reviewProcedure>

reviewProcedure
Ml = L DFETTA RBH

</subject>
<reference>

<applicationReference>
<id/>
</applicationReference>

applicationReference
ik = L DRIEH A FHM

</reference>
<component>

—  <document>

<id/>

<title/>

<text integrityCheckAlgorithm=
<reference/>
<integrityCheck/>

<[text>

<keyword>
<code/>
</keyword>
</referencedBy>
</document>
</component>

<referencedBy>

<keywordDefinition>
<code/>
<statusCode/>
<value>
<item code=
<displayName/>
</item>
</value>
</keywordDefinition>

\</referencedBy>

</application>
</componentOf>

</submission>
</componentOf1>

<referencedBy typeCode="REFR">

codeSystem="">

mediaType="" language="">

LLF1ZeCTD VA0 A v B — YV DEBERERICKINT HEFE DK T % 7Tl %, Submission Unit
M Category EventiZ, SubmissioniZxtitsd™ 54 7 4 27, componentOf2.categoryEvent (35 K UM

7 717 = U component.categoryEvent) D% AIZH B,
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<componentOf2> TN
<categoryEvent>
<code/>
<component>
<categoryEvent> > subject.categoryEvent
<code/> il =& DFEIET A RBH
</categoryEvent>
</component>
</categoryEvent>
</componentOf2> 7
</submissionUnit>
</subject>
</control ActProcess>
</PORP_IN000001UV>

K7 g DT _XTOERIT., AF—~WTeCTD VA0 XML ORERLELZE NS HELT 5 IEFE THERL
EhTnb,

8.2.4 Submission Unit

Submission Unit |, 1 [FIOEE THEIY R~ZH SN D CEOEASTH S, submissionUnit E3 X,
1 OOMMSE L7 eCTD v4.0 XML X v E—VIZEET A1F#®EZ R~ L TW5H, -2F Y, Submission Unit
T 1EIC1OFFITHEETE S,

JE - submissionUnit ZZ5/3 7 X TDFE 2= — T BH ST 5, Hitth 55 DFEIZ SO0
T4, M T, DERED 1 P 2D &,

8.2.4.1 XML £DEE
XML A »t&—® submissionUnit E3EITKR O X H ITEET D -
e controlActProcess >> subject >> submissionUnit
XML OFLRIFIEIZ DN T, R T VAOXML A v E—UiEEZ S RO Z &,

8.2.4.2 XML EF

W DFIZ . submissionUnit B3 CTHER T X TO XMLEZRB L OVBEHEZ R L, BURERND D
LAIX I AN,

Q classCode & moodCode /ZeCTD v4.0 XML X » & — 2 T/E A2 Th 5, classCode /7
/ACT/ , moodCode /& /EVN/ (Z/EE S TS, 6 DFEIEIZHDMER & Fi
BHE, FTDXML X >t —F X F— [T L TEY TR,

submissionUnit 235 (20 H S LA SEIZLL T O@E Y -
e submissionUnit EFE|ZA v —TVNIZ 1O HEETX 5,

8.24.2.1 submissionUnit.id

id [1.1] ARERIT, AvE—YTEEEND
Submission Unit = — & #5132 =
VTTEETHD,

root [1.1] %72 UUID | id 23R O root JEMEIE,
submissionUnit Z3& D 7 1 — /N L—
I il R g Y L A
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B JEE L EEE fEDE LA
4 F-Zn

EPEE id@root [IMEDEMETH D,

EHBE id@root (9T submissionUnit EHEIZxf L T—ETHDH Z &,

BRIV BEF B 1 eCTD v4.0 TAREZRBMEIZLL T D@ Y ,

e jd@controlinformationExtension

id@controlInformationRoot

id@displayable

id@extension

id@flavorld

id@identifierName

id@nullFlavor

id@reliabiity

id@scope

id@updateMode

id@validTimeHigh

id@validTimeLow

id@xsi:type

8.2.4.2.2 submissionUnit.code
EDE

41
code [1.1] ABLFE X Submission Unit D =2 >
TYVEERTHIA—FDALT
JTEETH D,

code [1.1] TXA b KEMEFZa— FRETH Y, Hulik
Darba—/LR--Rxx 77V
regional_sub_un | {233 T submissionUnit © = >~

it type 1208 | 7Y XA TEEET HIHE
(original 72 &) Th 5,

[k = &
FAEH A K]
2 M
codeSystem [1.1] #2472 OID | codeSystem Jg&1iL= > hm—/L
ReR¥y 77V« VAT hEe—
BEAZRA 280 T2 R ET 2,
ARBEHEOMEIZa— K« VAT AL
gk X7 OID Tl iude b
TRV,
EFEE | code & codeSystem JBIEITME TH 5.,
EHHA | submissionUnit =— RIZSWCIE, [ S & oFEAA K] 28O &,
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=2 Z2EE fEDHEL B
A R
BRA ] B eCTD v4.0 TAHRERER L BEMEIFLLTOEY

e code.displayName

e code.originalText

e code.translation

e code.source

e code@codeSystemName

e code@codeSystemVersion

e code@codingRationale

e code@controllnformationExtension
e code@controllnformationRoot
e code@flavorld

e code@id

e code@nullFlavor

e code@updateMode

e code@validTimeHigh

e code@validTimeLow

e code@valueSet

e code@valueSetVersion

o code@xsi:type

8.2.4.2.3 submissionUnit.title
fEDTY
A
title [0..1] ARERITEEEREDLFFHID =
VT FHEETH Y Submission
Unito a7 2 2335,
value [0.1] T A B AJEMEIT title Z2FE D value JBIET

& Y . Submission Unit Z B4 %
EBEFERED | XTIMEEFRET 5,

SCTH|
Presubmission
wE
HENHE | title (ILEIEEDEHRThH .
EHHR title IZXEENEE LT-METH Y . Submission Unit ® B Z BT 2D TH 5,

AEZB L OBEMHEITIFEELYRICL > TEREND O TIEARY, FEMICONT
X TH = & DRET A R 23R+ 252 L,
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B LEE EDE L)
A B
BRIV [BIE eCTD v4.0 TRERZER L BIEIZLL T DM,
o title.data
o title.xml

e title.reference

o title.integrityCheck

o title.thumbnail

o title.description

e title.translation

o title@charset

o title@compression

e title@controllnformationExtension
o title@controlInformationRoot
o title@flavorld

o title@language

o title@integrityCheckAlgorithm
e title@nullFlavor

o title@mediaType

o title@updateMode

o title@validTimeHigh

e title@validTimeLow

o title@xsi:type

8.2.4.2.4 submissionUnit.statusCode
JE LEE flE D%
A

statusCode [0.1] ABEFE T, Submission Unit DIRHE

ERTarTFEETHD,
code [1.1] TNT7 7y | REVET statusCode EFE D code
EBMECH Y. Submission Unit M4k
active, ez~ 7,

suspended ¢ &

[Hi = & D5
BHA K] %%
e

EYWFETE statusCode R MEE SN TV LA, code BIEIINETH D,
ETHA A — U HITCR(E &5 Status Code (3 active & 7213 suspended DN LD Fx

Thbd, itB X OEHFRERMED —EIC O W TIE, [k & n3EET 1 K]
PEROZ L,
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BRIV B B eCTD v4.0 TARERZEHR L BMIZLL T O#E Y,
e statusCode@controlInformationExtension
e statusCode@controllnformationRoot

e statusCode@flavorld

e statusCode@nullFlavor

e statusCode@updateMode

o statusCode@validTimeHigh

e statusCode@validTimeLow

o statusCode@xsi:type

8.2.4.3 JHE

Q T NTODICH = p 12— N« NF 77 J/dgenericode 7 7 7 /Ll ONR 7L > N
= T AR SIS,

8.2.4.4 PRV EFE

submissionUnit B3 TSN D 7 7 A BEHEIT RV, SO WL TR S L o FET 1 R
MO L,

8.2.5 Context of Use @ Priority Number

Priority Number X, =7 % 2 | « Z L — 7N ® Context of Use D £ RIEF%2EFKT D,
priorityNumber ZF I LT E L2 T X7 572w, EE D Context of Use 23 [F U
contextOfUse.code@code & keyword.code@code DFLA GO Z o84, £ b DEEDO R RIEE
Db L. priorityNumber 255 H S5,

8.2.5.1 XML LDEE
XML A »t&—® priorityNumber EH IR O X 5 IZEET S :
e controlActProcess >> subject >> submissionUnit>> component>> priorityNumber

XML QR FEICONWTIE, FT:VAOXML A v —UREE2 BBz L,

8.2.5.2 XML ZEF

RODOFIZ, component.priorityNumber 2238 T2 3 X TO XML EHFEIB L OVEHEZ R L, ol
ERANV/AToRAR i R gV b R A

typeCode/ZeCTD v4.0 XML X v & — " C/d 2 Th 5, typeCode/dt /COMP (Z/EHE
TS, XMLX =212, ZDEIEICHIDER FENSHE, €DX > t—
SRR (A L TR TR,

priorityNumber 2238125 FH S D SRAFIFLL T OB -

o XD Context of Use E# )3 [ U contextOfUse.code fif % #2354, Priority Number % i
9% Z & T 150 Application {Z331F %5 Submission Unit N, & 7= 1% Submission Unit i CZE
FRENEFFFHTTE B,

e Context of Use & (2 Keyword 2378k S 41TV 5854513, Context of Use & Keyword D A
A Z LT Priority Number % ] L CIEFEAT 45,

16 ki) 70 FEAEHZEMEIZ ESTRIO 7 = 7Y 4 MIB#H S 5,
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8.25.2.1 priorityNumber
B

B A

priorityNumber

ik -
[1..1] A L3217 Priority Number & % Ofi
DarTFHERTH D,

value [1.1] Bl priorityNumber o value J@ 13
1000, 2000, Context of Use ZL3E DJIEFAF 1T 1T
3000 2 & R AR ET 5,

updateMode [0..1] 77 7> k| updateMode JEMEIL, Context of

R = Replace 7 £ | Use @ priorityNumber 735 51 S 41
TeinE D kRt a— NMaEL$EE
T,

FEMFR

priorityNumber@value & 1T MH Th 5,

ESHHR

ZNEND contextOfUse F32 2%} L C Priority Number Z$5E3 5 = &,

Z OEITRK 6 HT D IEDOTEEL (1~999999) T, [F U Context of Use =1— R &
Keyword = — RfEDHL A G 8 % £§5 contextOfUse 2R I T 5,

[i] U Context of Use =— K & keyword = — FO#LAAHHE %A LT 5 Context
of Use D] submission Ti&, 10005 75 BH#A LT 1000 ¢ >8I &+ 5

( T2000) . 13000) 72 &) Z &AHERESN D, ZHITX Y, Context of Use A ilf:
NEEZBHEAT D L XIC1, 10, 100 OESSEAL AT TE 5,

Priority Number 23l S WA (F7eb b, E#E 72 1XHIFR S 7u7- Context of
Use BHICEHE T 5554) £ 72I3E(F D Context of Use B & i1 28454, &5
13245 % Priority Number % #77= 7% Context of Use = — K & Keyword = — R D# 7
AOBICHESID ¥ TTH XV, [T Context of Use =— K & Keyword =2 — R DO#A
F G @ T Priority Number 238 L CTid72 572\, Priority Number O #4112
BT D HBANZ YW TIE, [HIkZ 0 FET A R 220z &,

[dl U Context of Use =— K & Keyword = — R DOfHAG > % £F-> Context of Use 2L
FHEEZRTRT D, ENOOERZIAFAHT T 5 72912 Priority Number % 4
2o

AT UV DIEFEEET 50NN 5555, Context of Use W~ 2 572,
priorityNumber 73 887 X 41TV 5 57> updateMode B HE &2 L CORTHER H
% (updateMode ="R") ., HETF® Context of Use DA T XL CTUVRW R D |
updateMode (IfEHI L7g\Z &, -DF D . BEAFED Context of Use {87 L\ Priority
Number i 2 %1 0 24 T T~ 2 2 RPLLAFMZ, Update Mode ZfE ] L Cid7e 72
VY,

FHICOWTITE Y 38210 L,
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R

BRI B 1 eCTD v4.0 TARERZSR L RIEIILLTO@E Y,
e priorityNumber.expression

e priorityNumber.originalText

e priorityNumber.uncertainty

e priorityNumber.uncertainRange

e priorityNumber@controllnformationExtension
e priorityNumber@controlInformationRoot

e priorityNumber@flavorld

e priorityNumber@nullFlavor

e priorityNumber@uncertaintyType

e priorityNumber@validTimeHigh

e priorityNumber@validTimeLow

8.2.5.3 A&
Q Y2 A T ot A=A W=ty Sy S = e s

8254  BRHNEF
priorityNumber 2232 TR S D 7 T A BRI 720,

8.2.6 Context of Use

Context of Use 1%. H&® A H L (contextOfUse.code) & % o HLH LI BT T & u7- & BRI
Document D RR % EFT 5, Context of Use (ZZNH SNz —7 o AT BN,
=/ 2 A2, submissionUnit TR &L D 1O F 7213 #HEED submission A& EN S,

Context of Use =— K35 X WVdocument ~D £ (724> 5 documentReference) (. Submission Unit
DarTFrI e 1OFIFEHOBR EO R LEMTT A7-OIEH IS,

Q contextOfUse Z55/4, 1 ->¢D submission unit CAZEL7E1T#E D KI5, OF 0, 1
DD XML X & — 22 Z# D contextOfUse ZLE 2 5005 Z L TE S,

Q F & contextOfUse ZE55/Z 5 L T4 priorityNumber z 75 L, Context of Use
NN X BNEF & FEE L 22174072 5 720, priorityNumber /2, /A C
contextOfUse.code@code & keyword.code@code D4 5t & L THMH IS
contextOfUse ZZE 2 IF/7 1117 & 7= DIZfEH 75,

8.2.6.1 XML LDEE

XML A & —® contextOfUse EFH XKD L 5 IZELET 5 :
e controlActProcess>> subject>> submissionUnit>>component>>priorityNumber> contextOfUse

XML DR FTFEIZONWTIE, FT:VAOXML A v —UREE2 BBz L,

8.2.6.2 XML ZEF

WD, contextOfUse BB THUE/ARTXTO XML EEB L OBMEEZ R L. BBRER~NH 5
BATonE2AT,
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Q classCode £moodCode/ZeCTD v4.0 XML X > & — " T/E A2 Th 5, classCode/T
/DOC/ , moodCode/Z /EVN/ (Z/HE STV B, T4 56 DFIHIZHIDMEN & F i
BLEE, TOXMLAX »&— )T R F—~ (T L TR TR,

contextOfUse ZHRIZH#H SN A KMIFILL T D@ Y -
o 1 OFITHEED contextOfUse ZE3E % 1D submissionUnit (125 8 CTiEfE TE 5,

8.2.6.2.1 contextOfUse.id
Bt 2EE EoR A
B
[1..1] AL contextOfUse Dkl 1% 1
Y Ha T FEETHD,
root [1.1] %472 UUID | id E3E O root JEMIX, contextOfUse
FERO Y v — )L —Eilh 1 & et
1%,
TEEIE id@root /ZLZHDJENETH 3,
EHHE id@root [, #EH 35T X TD contextOfUse IZxf L CT—ETHD Z &,
BRIV ELF 1 eCTD v4.0 TREZRBIEIZLLT D@D -

e id@controllnformationExtension
e id@controllnformationRoot
o id@displayable

e id@extension

e id@flavorld

e id@identifierName

e id@nullFlavor

e id@reliabiity

e id@scope

e id@updateMode

e id@validTimeHigh

e id@validTimeLow

e id@xsi:type
8.2.6.2.2 contextOfUse.code

LEES B LEE B

-z
code [0.1] ARHEFHE T contextOfUse THM S h 5
AT e BAT DAy TFERE

Th b,

code [1.1] TX¥ AL | code BYEXRHLART 2— NE%E

FBET 5, ZOfEIZICH £72138
ich_3.2p23 | flM4EIc Lo TERIND,
i
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R B SHEE fEDR Bl

p 7E
codeSystem [1.1] %472 OID | codeSystem J&PEix, = hr—/b

ReRFXY 77V « VAT hx—K
(R D 2R E T D,

KIFHEDMEIT=Z— N« & X T AIZE
FRENEOID TRITIIL B 742
U,

code.originalText value [0..1] THA L value EMEIZ. Document DB % fif
Fi4 % 7= ™ Document Label % 7
3.2.P8.3-1 22| 7,

&
TEMEIE code EENEE SN TWAHEATE, code B L8 codeSystem J@ME &5 ET 2 M ENH D,
EHHR code 233 Context of Use D E(EHFICNETH 5,

contextOfUse.statusCode 73 suspended D354 % 72 1 X855 priorityNumber 23 B S 5
%6, code 238 & originalText ZHHEITRETH 5,

originalText@value J&1'i% Context of Use Z5R D F < CTLETH U, Context of Use TZ

B & Tu % Document DREFR A 789,

o ZOMEIZIERFEEICIIEA LN S IcEET S 28 (EFEEEICHOWVWTX

priorityNumber Z& D Z &) , £72, value (ZLIED Y —7 0 A TIXEH TE 20
(originalText@updateMode JEH:IIAE LR A RIZI T HEH OGN THH Z LITHER

T5ZE) .
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R B SHEE fEDR Bl
4 7

gk Sl dias| eCTD v4.0 CAE B3 L BIEIZLL F @Y -
e code.displayName

e code.translation

e code.source

e code@codeSystemName

e code@codeSystemVersion

e code@codingRationale

e code@controllnformationExtension

e code@controllnformationRoot

e code@flavorld

e code@id

e code@nullFlavor

e code@updateMode

e code@validTimeHigh

e code@validTimeLow

e code@valueSet

e code@valueSetVersion

e code@xsi:type

e code.originalText.data

e code.originalText.description

e code.originalText.integrityCheck

e code.originalText.reference

e code.originalText.thumbnail

e code.originalText.transtation

e code.originalText.xml

e code.originalText@charset

e code.originalText@compression

o code.originalText@controlInformationExtension
e code.originalText@controllnformationRoot
e code.originalText@ flavorld

e code.originalText@integrityCheckAlgorithm
e code.originalText@languange

e code.originalText@mediaType

e code.originalText@nullFlavor

e code.originalText@updateMode

e code.originalText@validTimeHigh

e code.originalText@validTimeLow

e code.original Text@xsi:type

8.2.6.2.3 contextOfUse.statusCode
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statusCode [1..1] AERZFar ba—/L F - R¥x
7Y - a—KKREENTa VT
JEEFETH Y, Context of UseD:fk
REZ R,

code [1.1] T7 7y k| code JEMEIE, Context of Use 2347
i, B WIFHIBR S iz d &R
active, TETEDEAEIEET 5,
suspended
i
TEFIE Context of Use 235 E S VTV 554130407 statusCode EE N MLETH D,
EHHE statusCode@code BT LT A v —VIZED TEETHZ &,

¥ : status code @ 9 5 Tobsolete] = — Ri{X XML X v B—UHFTEIR L TiEZR B 7220,
Contextof Use DNEZHL X HNT-IEE. VAT LANZFD AT —XF A% active 7> 5 obsolete
~EET D,

ok ghras eCTD v4.0 TRERESE L BIEIXLL T O -
o statusCode@controllnformationExtension
e statusCode@controlInformationRoot

e statusCode@flavorld

e statusCode@nullFlavor

o statusCode@updateMode

o statusCode@validTimeHigh

e statusCode@validTimeLow

o statusCode@xsi:type

8.2.6.3 JHE

Q T _TDICH = fz—sL N« F 4 77 U /dgenericode 7 7 7 /b5 s INX 7L > N
=R ARSI S, Y

& = P BRI L o TE S IZHFIPHE SN SBEN B S, #2475 [H
B =L DFERY A F] #2HT 52 &,

8.2.6.4 BRIV EFE
contextOfUse 35 CERAN S 4L D 7 T AR IT720),

8.2.7 Related Context of Use (Context of Use DS54 7Y 14 4)JL)

relatedContextOfUse ZE 3 & fii FHH L T, 515 & 1T contextOfUse EH# %2 1 D F - X #EHK D
relatedContextOfUse 232 ([Z B 11T 2 Z L 23 T& %, replacementOf & BEfRM: A fdi ] L T, Context
of Use BED T A 73 A 7 LNBIF S LD,

8.2.7.1 XML LDEE

XML # v+t —2 D relatedContextOfUse B35 13K D L 5 IZEEE T 5 -
e controlActProcess>> subject>> submissionUnit>>component>>priorityNumber>
contextOfUse>> replacementOf>> relatedContextOfUse

XML OFERTEEIZOWTIE, BT VAOXML A v —IUfEEEZ BB Z &,

17 Bk 70 FEAEHZEMEIZ ESTRIO 7 = 7 4 MIB#E S 5,
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8.2.7.2 XML EF

W DFIZ, relatedContextOfUse ZL3E TH IR 9 _XTHD XML HEB L OEMEZR L, Kl fa R
N LB E T,

Q classCode & moodCode /ZeCTD v4.0 XML X » & — 2 T/t ~ZTh 5, classCode /7
/DOC/ , moodCode /% /EVN/ (Z[EESH TS, T4 6 DFBIEIZHDMED & F
NSBEE, FDOXML X >t — L X F—~ (T L TR TR,

relatedContextOfUse ZE35 |2 H S5 SRR LA F i@ v
e AL\ contextOfUse |2 L » TEHE S LD EE, 1D F 721385 relatedContextOfUse 52 %
XML TR TX 5,

8.2.7.2.1 relatedContextOfUse.id

id [1..1] AHLFE 1T relatedContextOfUse ¢ =1
PTFERTHY ., WHFICEoT
ZRIh D,
root [1.1] 472 UUID | AJEMET id B O root |\ TH

n . BEHLII D relatedContextOfUse
BEED S 10— )L —F R A i

T %,
EMEIE id@root [IMZEDEMETH 5,
EHEE 1 >® contextOfUse ZEFR1T 1 D F 72135 D relatedContextOfUse EE 4 & 6D 5 =
EWTED,
BRIV ELF 1 eCTD v4.0 TAREZRBEMETLL T D@D

e jd@controllnformationExtension
e jd@controlinformationRoot
o id@displayable

e id@extension

e jd@flavorld

e id@identifierName

e id@nullFlavor

o id@reliabiity

e id@scope

e id@updateMode

e id@validTimeHigh

e jd@validTimeLow

o id@xsi:type

8.2.7.3 JAE

Q T _TDICH = pz—sL N« AF 4 77 U /dgenericode 7 7 7 /b5 s INX 7L > N
= AT ARSI S, B

8.2.7.4 BRIV EFE
relatedContextOfUse B3 TR LD 7 7 AR TR0,

18 Bk i) 70 FEAEHZEMEIZ ESTRIO 7 = 7 4 MIB#E S 5,
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8.2.8 Document Reference

Document | X% Contextof Use "B SR I 5 Z LN TX 5728, documentReference %57 % fifi
AL TENENO contextOfUse (Zx%fii~9"% Document Z+5E 3 5, [6 L Submission Unit ®H1T
Document 23 41 HERIZ, Document Offi%E (CTD L) BENENREL->TH LW, Z
FUZHEVY, #r7-72 Context of Use (3 72bhH, AT —H A « 23— R active 2 H D) (XENZE4 1
2@ Document ~DZ AR L CWR TR 5720,

8.2.8.1 XML L DEE

XML A v ¥&—® documentReference ZEE XKk D L 9 ICHET S
e controlActProcess>> subject>> submissionUnit>>component>>priorityNumber>
contextOfUse>> derivedFrom>> documentReference

derivedFrom ZEE ORIIZ 12 F 721385 replacementOf R 2535 Z LN TX 5,
XML OFERFIEIZ DN TIE, KT VAO0XML 2 v — U2 SO Z &,

8.2.8.2 XML ZEF

WD FIZ, documentReference T3E CTHLEL/L T _XTHO XML ERZB L OEM42 5~ L, B2~
HHBEE TN AT,

Q classCode £moodCode/ZeCTD v4.0 XML X > & — T/~ Th 5, classCode /T
/DOC/ , moodCode/s /EVN/ (Z/HESIL TS, T4 5 DEFEIZFDE Z
FASHEE, FOXMLAX »— T R F—~ (T L T2 TR,

documentReference i H SN A RMIFLLF D@ Y -

e % contextOfUse (=2 0~1->" documentReference B35 4 24 T %, 1 : Context of
Use EHZ 2 HI9 5854, Document ~OZMRIIAETH 5,

e contextOfUse.statusCode@code = "active" ™ & & . documentReference B I MEHTH 5,

e contextOfUse.statusCode@code = "suspended”® & = . documentReference 3% % 5 E LTI
ANSRAN

8.2.8.2.1 documentReference.id

[1..1] AR 31T Document ~D 2 R 1% # %
BT DT EHETH D,
root [1.1] %472 UUID | root B PEIL, ZMSE document 255
DT v —)— BT A R
5,
EMEIE documentReference EHZE N ETE SN TV AEE . id@root BIEIZMNETH D,
A id@root | Submission Unit T24{5 & 415 Document, & 721 LLATD Submission Unit

TiE S4172 Document ~D SR TH 2,
Nl 22Oz &,
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B3R

BRIV B B eCTD v4.0 TRERJBMEIZLL T OMEY -
e jd@controlinformationExtension
e id@controlinformationRoot

o id@displayable

e jd@extension

e jd@flavorld

e id@identifierName

e jd@nullFlavor

e id@reliabiity

e id@scope

e id@updateMode

e id@validTimeHigh

e id@validTimeLow

o id@xsi:type

8.2.9 Context of Use M Keyword

keyword 223 (3, contextOfUse (ZBd3 2B R A XE T D72 DI S5, keyword (34N D
arhp—/L R RF¥Fy 7TV TERINDN, Ay E—TOHT keywordDefinition & L TiE#
b,

8.2.9.1 XML _£DEE

Context of Use D34, XML A v & —d keyword EHE TR D L 5 ICEET S -

e controlActProcess>> subject>> submissionUnit>>component>>priorityNumber>
contextOfUse>> referencedBy>> keyword

referencedBy % 3% @ Hij (2. primarylnformationRecipient, replacementOf, derivedFrom, = 7-0%
subjectOf EHE Atk 4 25 Z LN TE 5,

XML DR FTFEIZ DN TIE, ET:VAOXML A v —IUREE2 BB = L,

8.2.9.2 XML ZEF

WOFEIZ, keyword B THE R TN TO XMLEFRE L L OVEEEZ R L, FrilRfEm"ndH 2561
hEfT,

Q classCode & moodCode /£ eCTD v4.0 XML X » & — 2 T/ R Th 5, classCode
/% /ACT/ , moodCode /Z /EVN) /Z/EHEZH TS, ZiL6 DFIEICHIDE DY
BENBEL, FDOXML X vt — 2l X F— [THf L TR TR,

Q eCTD v4.0 XML X - & — 2/ /ZtypeCode 7344 2 T 5, typeCode/=/% /REFR) &
TEETSZE, XMLX > =212, ZDFEIEICHIDOEDR G EhS55, €DX
=T R = ITH L TR TR,

keyword S IZHH SN A EMIFLL T O@E Y

o 7% contextOfUse HE (DX 0 HEED keyword BHRE A XETE 5,

o contextOfUse 223 Tl I3~ & fll x D Keyword OFEFAIZ DWW TIE,  [HZ & DFELLT A
Nl #2Boz &,
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8.2.9.2.1
R

keyword.code

code

EMFEE
BRI

BRIV EEF B

JBiE SEE fEDR B
4 7E
[1..1] AFLF X keyword % iBF 5 21—
FoarT7FERTH D,
code [1..1] T XA R AJEMETT keyword O 21— RE %R
9 code EMETH 5,
ich_route 1,
MANUOQO1 %=
/4 MFR_001 7
& (BE
= DL
codeSystem [1.1] Tx AR codeSystem JEIEIZ =2 e —/1
KeARXx7 7V « VAT Lk —
Al :OID fE £ /2 | BIZ#RIT 2kl 7 &2 48 E 3 2,
|ZKIGE DIEZE
LIETFX |

code & codeSystem JEMEITMHATH 5,
keyword |IZFRETE 52— R 1 DDHLTH D,

codeSystem JEMAEIEL OID TARUTF UL B 720,

ICHfEED 2 ba—)L R « R¥ ¥ 77 U it#id keyword Z 29 2 54 .
FEHENERT D keyword (F251F
FIZE - THID Y THNTZOID £72137 F A M4 LT ude 5,

code DFERAIL, X THa—F « VAT ANLEGEIN5,

eCTD v4.0 TAREZREF L JEMEITLL T D@ Y
e code.displayName
e code.originalText
e code.translation
e code.source
e code@codeSystemName
e code@codeSystemVersion
e code@codingRationale
e code@controllnformationExtension
e code@controllnformationRoot
e code@flavorld
e code@id
e code@nullFlavor
e code@updateMode
e code@validTimeLow
e code@validTimeHigh
e code@valueSet
e code@valueSetVersion
e code@xsi:type
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8.2.9.3 JHE

Q T NTCDICH =2 fz—sL N« N F 77 J/dgenericode 7 7 7 /i L ONX 7L
> No—= P 7 7 A ICG#H IS, 1

8.2.9.4 BRIV EEFE
keyword 2238 TERAN S 415 7 7 AEHIT /20,

8.2.10 Keyword IZB§9 5 & EFEIR

—HOFIAD keyword ZfEH T 25 A1, FHICBET 20013 H D, LUTIZZbDEEFHOM
W& 274,

8.2.10.1 Keyword D##F : Study Group Order

KEENEEZIREL Ty TXFA b « Z—7HNORER IDBLORER S A hLd keyword (3
b HEER) OIEFEZEEL LD &3 258451F, "study group order"? keyword Z{EfH3 2 Z &,
Z OFEHE D keyword ZEH T 25 1E. LLFTOA—ITHHE D,

e study group order ® keyword Offifi%, ICH => hr—/L K « R¥+ 7 Z U D Context of
Use ICBIESNTVDEIIZarTHX b - Z—7 2Bk ID BLURERY A Mo
keyword 738 5555 DI & T %,

o R ID BLURERY A F/Ld keyword 72 L C study group order @ keyword % i F L 75
B ZEHICLVERSIND,

Z OFEFED keyword @ Keyword Definition DEDE| Y 4 TIZH>W\WTiE, B2 3821851 %%
oz L,

8.2.10.2 Keyword DELH : TIN—F- 51 FIL
EEAEVPKRFEBORHLL LTIy THFA N JA—T2SHICEHL LY LT84,
keyword OFEEH & L TEEDO 7 V—7 « XA MVEMHT S, ZOFEHD keyword @ Keyword
Definition DEDE| W Y TIZONWTIEEZ v a 82161 2B MO &,

8.2.11 XML ¥ > FJL : Context of Use

8.2.11.1  Context of Use ZF/Context of Use & Keyword

IRIZ Context of Use @ XML O fil%7~9, contextOfUse (& submissionUnit 235 component & L T
Rk S5, £ Component (213 Priority Number ZLEN & N TWAH Z &,

<component>
<priorityNumber value="1000"/>
<contextOfUse>
<id root="1f080afd-f5d4-4cec-8d09-2bfOeabbec66"/>
<1—Original Text/XContext of UselZ33 1 H{LE DR TH 5H-->
<code code="ich_3.2.5.2.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1">
<originalText value="3.2.5.2.3-1"/>
</code>
<statusCode code="active"/>
[L/‘——/////7 DHEFE J= 1T |BIE & Giah 75 5550
contextOfUse.primaryInformationRecipient D7 /= 7vh X415, ]

19 Bk iy 0 FEAEHZEMEIZ ESTRIO 7 = 7 4 MIB#H S 5,
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=N

<replacementOf typeCode="RPLC">
<relatedContextOfUse>
<id root="25fdfdcb-a2a2-4f2b-a2aa-9cch4c096ach"/>
</relatedContextOfUse>
</replacementOf >
<derivedFrom>
<documentReference>
<id root="8dc27e78-41ef-4b8d-960d-2626b743f194"/>
</documentReference>
</derivedFrom>

[E D Z3E F 7= 13 F 14 2 st 75 2553 subjectOf.submissionReference D7/ 7
WED, KEFIZONTIE [ = E DERED 1 P #2752 5, ]

<referencedBy typeCode="REFR">
<keyword>
<code code="MANUOQO01" codeSystem="2.16.840.1.113883.3"/>
</keyword>
<[referencedBy>
<referencedBy typeCode="REFR">
<keyword>

<code code="SUBO0O01" codeSystem="2.16.840.1.113883.3"/>
</keyword>
<[referencedBy>

</contextOfUse>
</component>

Context of Use 2keyword /7~ THIRD HH) TDZN T, (G AJRELM A 5

9 (EDNTIE, 22 ha— b N R 77 V5L NCH MA [ DR a8 75
DEDOD T« 77 =G« NF2 X2 p (CTD) D) 7 71 L&D
Z &,

FEtT ~DVEEFH : FOPITIE, FEEIFOFIE R LD, ZGEMD > X7

Q ADz—WPERE L L TR TS #EH97 Document Label (777 %, Document
DHIEFR) # Context of Use @ original Text F#E T L TS, AEHIZMEH 5740
DINTIE, [ =S DELEG S B S0 &,

Q G DIEI T 34Z 20 TIF XML TOEDFENfI % R D = &,

#4 Context of Use ZF )3 [F U contextOfUse.code@code & keyword@code D#4 & it % FF o4
Priority Number Z £ /] L T Context of Use ZLR Z IH/FA11T L. R T DIEFZ4EET 2 Z &2
T&E %, RO XML Y7z, Context Group NIZF31F % Priority Number A il 2 7747,

<component>

<priorityNumber value="1000"/>
<contextOfUse>
<id root="27c069e1-8fec-4b07-907e-cf691543cf66"/>

<code code="ich_3.2.5.2.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>

<derivedFrom>
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<1--"Controls for Material YYY" & N9 # A h LD L E-->
<documentReference>
<id root="26a7e20a-b7b6-4729-adcf-75fb90097d68"/>
</documentReference>
</derivedFrom>
<referencedBy typeCode="REFR">
<keyword>
<code code="MANUOQO01" codeSystem="2.16.840.1.113883.3 "/>
</keyword>
</referencedBy>
<referencedBy typeCode="REFR">
<keyword>
<code code="SUBO001" codeSystem="2.16.840.1.113883.3 "/>
</keyword>
<[referencedBy>
</contextOfUse>
</component>
<component>
<priorityNumber value="2000"/>
<contextOfUse>
<id root="749e6f91-797b-4aeb-89c6-7cf7b9402c15"/>
<code code="ich_3.2.5.2.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<derivedFrom>
<!I--"Analytical Method #234" X\ 9 % A k)LD L E-->
<documentReference>
<id root="57e00a6f-5425-4c0e-98ad-ca4b2e0befea"/>
</documentReference>
</derivedFrom>
<referencedBy typeCode="REFR">
<keyword>
<code code="MANUOQO01" codeSystem="2.16.840.1.113883.3"/>
</keyword>
</referencedBy>
<referencedBy typeCode="REFR">
<keyword>
<code code="SUBO0O01" codeSystem="2.16.840.1.113883.3"/>
</keyword>
<[referencedBy>
</contextOfUse>
</component>

Q Context of Use @ keyword /£ 7~ CTHIRD AH) TDHRR T, (EH AJRELF A5 I
DNVTIE, = N R F 7T V5L ONNCH M4 [ i D7 GR 7 D 7
ODIE « T2 =Y+ NFz X2 (CTID) DIk 771t EFHDZ L,
Q B DEH LEZ 20 TIEAXML TOEDEHIf B D = &,

8.2.11.2 XML #> /L : Stugy Group Order & Keyword

WIZ, AEE D keyword OFEXETH 5 study group order 2 %10 4T AHEROM G 2R, ZDHEE
baATHRRL - TN—THNO AT Y OEFHEEIZIE Priority Number 2442 2 & IR
T5H5Z &,

<component>
<priorityNumber value="2000"/>
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codeSys

<contextOfUse>
<id root="3b60de11-5277-4a62-beda-6ac87e046elb"/>
<code code="ich_4.2.3.1" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<derivedFrom>
<documentReference>
<id root="be916755-a4bc-454a-b1cl-b1cOb2cf76cd"/>
</documentReference>
</derivedFrom>
<referencedBy typeCode="REFR">
<keyword>
<code code="STDY1-TITLE1" codeSystem="2.16.840.1.113883.3.989"/>
</keyword>
</referencedBy>
<referencedBy typeCode="REFR">
<keyword>
<code code="ich_document_type 4"
tem="2.16.840.1.113883.3.989.2.2.1.3.2"/>
</keyword>
</referencedBy>
<referencedBy typeCode="REFR">
<keyword>
<code code="ich_species_2" codeSystem="2.16.840.1.113883.3.989.2.2.1.7.1"/>
</keyword>
<[referencedBy>

<1—Study Group Order (FEZE Dkeyword DEETH 5 -->

<referencedBy typeCode="REFR">
<keyword>
<code code="ich_study_group_order_1"

codeSystem="2.16.840.1.113883.3.989.2.2.1.12.1"/>

@
@

</keyword>
<[referencedBy>
<referencedBy typeCode="REFR">
<keyword>
<code code="ich_route_1" codeSystem="2.16.840.1.113883.3.989.2.2.1.6.1"/>
</keyword>
</contextOfUse>

</component>

Context of Use @ keyword /27~ CHIRD HHI TDHRT, fEH AJRELF A B I
DT, T pr— L N N F 7T V5L ONICH MA R DR GR35 D T
ODIEL « 77 =G/ NF2 X2 (CTD) D) 771 /MDD &,

FHNDIEEFIH : LOPITIE, #RHE TR E S 5 ICET 572617 keyword D
F#E#7 & L T Study Group Order /71T 3, ZDfa/, Priority Number D7 G & /2
RHZ20,

EEDER 712120 TIFIXML TOE DR G| Z /D = &,
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8.2.11.3  Context of Use ZEFDEHE

Kt a Tk, contextOfUse DT A 7% A 7 )VEFRIZHOWTCEHLAT 5, contextOfUse 78 id &
LIz I D L, FD contextOfUse DT A 7HA 7D bhE D, ICHIZBWTGHME L TWS
HANFILL T oY

e Contextof Use ZE&H#i+ A4, BEHLTH 25D A A% 2 A |Z1Z[F U Context of Use == —
K& Keyword = — ROMAGOEPMEH IR TIUX R bR (DF D, BEEZICHRK
W TORIEMOFRRMEDNEDL /RN L)

e Context of Use Z EH#i- 25 &, W EITERH &L/~ contextOfUse 23 (+72b b
relatedContextOfUse Z23%) XN & 72 5,

contextOfUse 7N 8 LA EHIZLA T D@ Y -

e Context of Use DEHL : H72 % Document % 7= 1% documentReference EE 1 Tilm = IC S L
7= Document % 89~ % #17- 72 contextOfUse Z #2174 5.,

e Context of Use Ol : Submission ® F A 7 A 27 JLHZ Context of Use % BB 3 5 M B0
4= U 72854 . Submission Unit T statusCode ZE#E A A H 425 Z 212X D, Context of Use ™
HIbR 23 5,

e H LW Keyword : Context of Use ® Keyword #ZH 520N ENHHHH (T7bb,
Context of Use =— R~ & Keyword = — RO#AGHOEDZERE) | BifED Context of Use 4 HIl
B L CTHr LU Context of Use Z#2H 3%, %5747 Keyword Definition @ Display Name &
HEEHT LA, a— FEZR—OFETHY ., H LV Keyword & 137472 S7pu,

8.2.11.3.1 ZrL V> Context of Use ZEFEDHFA

submissionUnit (Z[A] U contextOfUse == — K & Keyword == — R & £5-># % Context of Use 23 & F i
%% . component 223812 Priority Number Z3% & L, BHi# 9% contextOfUse ZER I 1T 2 FHxf
H7RF LB ZFRET D,

<component>

<priorityNumber value="1000"/>

<contextOfUse>
<id root="fd28ce84-651a-437f-b7f0-5171ad21057d"/>
<code code="ich_3.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<derivedFrom>
<l-- 225 1>

<documentReference>
<id root="0ac0295e-766f-4567-9d63-40b8180de0cQ"/>
</documentReference>
</derivedFrom>
</contextOfUse>
</component>
<component>
<priorityNumber value="2000"/>
<contextOfUse>

<id root="d27a4269-eebc-449f-9f33-645907f964984"/>

<code code="ich_3.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>

<derivedFrom>

<l-- 225 L jik#2-->
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<documentReference>
<id root="839235d5-1409-46¢c6-a144-e4fc3988e313"/>
</documentReference>
</derivedFrom>

</contextOfUse>
</component>

ETHERICEEH 4% Submission Unit TiZ. giEID > —4 > % LR U contextOfUse.code & {# /0 LT
Context of Use 23BN L 2 T X2 72 WEERH 5,

i U contextOfUse.code@code & keyword.code@code M FH7x & o1 % £5->%r L\ Context of Use % jB
T 260% . #itg0H %z AW TLL NIRRT, REREORBEIC Va7 3 TR LIS LT
BINED DT, Priority Number 23BEfED =2 07 Y N TORELE % 7< 3, 2 @ Context of Use I3,
PLRIZFER &7z 2 D Context of Use ZLE DA S5,

Context of Use DA
<component>
<priorityNumber value="1500"/>
<contextOfUse>
<id root="d5528cfc-15f8-479e-ab59-562c0aa3a5d8"/>
<code code="ich_3.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<derivedFrom>
<l-- 2°5 L ik#3-->
<documentReference>
<id root="1982f2bf-bd82-45c6-83d7-8838598c971f"/>
</documentReference>
</derivedFrom>

</contextOfUse>

</component>
‘) B DRI 7751200 TIZ XML COE DN 5B D = &,

8.2.11.3.2 Context of Use DiF~RE 2z
contextOfUse EE N W& - 72 FRIEFF CTiRE S, BEFNZDIEFZELE LTIZWEERH 5,

W~z 13, BEFED Context of Use DEIZHET LV Context of Use Z3 AT AERIC H MBE|Z/ B Z b
N5, contextOfUse BEFE DWW ~NEE 2 DN BERGAIL, L TFTOREAFANHEY Z & -

o X AATH L XITH LV Context Of Use 21BN 54, Mi% contextOfUse B (2
contextOfUse.priorityNumber@updateMode J& £ 2 fi i L 72\,

e Context of Use &I U2 D LN H D30, ERHEHDIEFIZHGT 2L ODHTHD Z
L ERT) . Y% contextOfUse 2312 contextOfUse.priorityNumber@updateMode % Ff >
Do

M EICHEH L7 Context of Use DJIEFF A3 )& > CTWZBRICIAR 2 B3 5 61 % DL NIRRT,
Context of Use D~ 2 |Z13 contextOfUse.code, documentReference.id 5 & OF keyword.code D%
FRIEENRNVWZEICEET AL, 2T U VIFIELWIEFCRES NS (] @ i#212 Priority
Number 5000 & U CHHH L7235E) o I 0 FEEH L contextOfUse EFE DI~ x DAz HAYE L
“C Submission Unit #1255 L7V Z E R HERE SN D,
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<component>
<priorityNumber value="900" updateMode="R"/>
<contextOfUse>
<id root="d5528cfc-15f8-479e-ab59-562c0aa3a5d8"/>
<statusCode code="active"/>
</contextOfUse>
</component>

LI FIZ, AT Contextof Use = — K & Keyword DfLAGHOEEHT H a7 Y FEOHC, Priority
Number 75/)s& vy (fi : Priority Number 2% 1000) Context of Use D& (ZBID =27 Y ZRLiET 5

(Txbb, WX D) Hlerd (F: EofEH cilER S XU O Keyword & & (2
m3.2s.2.3 ZH L7ZHEE)

<component>
<priorityNumber value="1500" updateMode="R"/>
<contextOfUse>
<id root="1f080afd-f5d4-4cec-8d09-2bf0eabbec66"/>
<statusCode code="active"/>
</contextOfUse>
</component>

e L8 DI 7750220 TIF XML TOE DG 0 = F,

8.2.11.3.3 Context of Use ZEFDHIER

ETHF Submission Unit Ti. BEED Context of Use ZHIi&3 A MLENET S (DF 0 BEFD
Context of Use 23tL> Context of Use ICEHL I L72VY) Z &R D, FDOHEE. BEFED Context of
Use iT active & L TERREINL 22 B,

Context of Use D HIIER
<component>
<priorityNumber value="900"/>
<contextOfUse>
<id root="d5528cfc-15f8-479e-ab59-562c0aa3a5d8"/>
<statusCode code="suspended"/>
</contextOfUse>
</component>
v3.2.200 EVA.0/ZFETT L Z=Application /2 D0 Tid, 27 2 BRI S < o 7
Q a5 F 1387 Ly va.0DContext of Use 7 — A EKeyword = — ND#A 5D TIZ
PE SN SLERD S5, 2T PRSI E = ERD S, FHICo0 T
12, 228216450 L,

Q B DIESH L7507 20 TIIXML TOE DS 3 RIED = &,

8.2.11.3.4 Context of Use ZFEDEME (/— 3 2 F#)

SZETHED Submission Unit Ti. 7 L\ contextOfUse B3 12 L - TEEHEH @ contextOfUse B35 % &
VT HZVENELDZ ENRB D, BEROEHIIILLTO 280 OEEARH S :

1. HEEEBNA (BEhTWATE) NEESNT,
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2. HIBRLZZHGEERIZFRET D20 EN D L%,

*a T Y EEEH LU b0 E & O Contextof Use D& % A v E—IZ&HT
Document Dk B+ #4208, W 7 7 A VT FHR T D L5370,

LU contextOfUse EFHR 21T, #H LW—E OB 72352 b, T 52T X CTORMEDFEE S
N5, 51T, relatedContextOfUse E3E A fli ] L T, &EH#i X415 Contextof Use Z45ET 5, T4
X2 2 B AR L TR Y | relatedContextOfUse O —E DBl 42422 L DAx B L
L TCTW%, relatedContextOfUse [ A7 A2 XV [#%) (obsolete) | &~—27 Ib GEMICD
WCIEEZ v a 82725 &) , 1F —EEH IS (obsolete) 72 Contextof Use I,
UK, FOE#RTE W (T/hbb, TR (obsolete) | & ~—27 &#/= Context of Use %
relatedContextofUse ZLHEHN TS L TIT72 H72\Y), B3RO priorityNumber Z 45 /H LT, LIATIZH2
HESNT RN TOBY R LEICESE, 20T Y EELWERFRCTEETS2 2, FBER
BEAF DE DRI F 721314125 5 &2 [73>97) Priority Number Z F B £ 72 138721280 4 CTH Xy,

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

<id root="b205bb7c-a222-4557-a954-0363dc122ca8"/>
<code code="ich_2.7.1" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>

<statusCode code="active"/>
<replacementOf typeCode="RPLC">
<relatedContextOfUse>
<id root="78b2f721-25f0-474d-914b-5efb026cc7{7"/>
</relatedContextOfUse>

</replacementOf>
<derivedFrom>
<l--Document-->
<documentReference>
<id root="6ee97feb-8cd1-4991-8c38-002f16102fca"/>
</documentReference>
</derivedFrom>
</contextOfUse>

</component>

£ Eoflix, LLETO Context of Use (9 724> relatedContextOfUse ZEEIC L W I 5
Context of Use) TV 7= Priority Number % FEEE| V) 24 T 54,

v3.2.272H5VA.0 /27T L Z=Application iZo0 T b, & Hi/4 /7] CContext of Use = — A
Q EKeyword 7 — FD#A 5P HDContext of Use DJE] TOREITA[FETH S, iFAlIC
DNNTIE, T2 a2 8216450 L,

Q B DIESH L0720 TIIXML TOE DS 3 RIED = F,

8.2.12 Sequence Number

sequenceNumber@value (Tl (7272 L. ®IZTiEZewy) o BN 25E T, 1 >F 0T
%k > Submission TIEFF & BRI ZHERFT 72D SN D, Ziid 1250 Application (2330
T—HBOETHD, HiEH D Sequence Number DIEH HEIL v4.0 THIRIL TH D,
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Q FERZ~DIEBEHIE - W iilE O—# L L THFT 715 Sequence Number /220
Tl M DEREY 1 R 2D, ZHHIFA vt — DR EFE DS
Dkl TE BT L Je—EDEE D (206, Z DEIFEZGEFE R THH I
20,
8.2.12.1 XML fDEE

XML # v+ —® sequenceNumber B3 3R D L 9 ICEET 5 -
e controlActProcess >> subject >> submissionUnit >> componentOfl >> sequenceNumber

componentOf 235 DRI subject 35 & TF component 3% %2 (Z DJERF@E D 12) ek 452 &N TX
Do

XML DR FIEICONWTIE, FT:VAOXML A v —JRE2 SRz L,

8.2.12.2 XML ZEF

WDFIZ, componentOfl.sequenceNumber E3E CHE /29X THO XML ER B L WEMEZ R L, #F
MR o DG I ha i,

Q typeCode/#eCTD v4.0 XML X = & — 2 T/F R ETh 3,
typeCode/Z /COMP/ /[Z/HEZXF1 T S, XMLX > t&—12, = DFIEICHIDOME DS
EFEFNSBEE, TDX = ld X F =T L TRE TR,

8.2.12.2.1 sequenceNumber
R B LHEE B B
#1 7B
sequenceNumber [1..1] ARFSZ 1T Sequence Number & & D
EoarTFHEETH D,
value [1..1] HE sequenceNumber Z5% @ value J& 4

IZ. submission EZENT
1, 2, 3724 | Submission Unit ZIESATT 4 %7
OIEHENL28BETH D,

EYPFEE sequenceNumber@value @M 1T METH 5,

EHHER sequenceNumber |[ZIEDOFEH, ZOfEIX T1) »HEEE D, 1>THON+T 5, 2D
flElE 1999999 A Hix Tide H7RuN,

BRIV B B eCTD v4.0 TARELRER LJFMEIILLTOHY -

e sequenceNumber.expression

e sequenceNumber.originalText

e sequenceNumber.uncertainty

e sequenceNumber.uncertainRange

e sequenceNumber@controllnformationExtension
e sequenceNumber@controllnformationRoot
e sequenceNumber@flavorld

e sequenceNumber@nullFlavor

e sequenceNumber@uncertaintyType

e sequenceNumber@updateMode

e sequenceNumber@validTimeHigh

e sequenceNumber@validTimeLow

e sequenceNumber@xsi:type
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82123 FHE
D COEEIWEST S22 f b B Ry T T VIR0,

8.2.12.4 BRI EF
sequenceNumber 2238 TERAN S D 7 T ZAZEFR T2\,

8.2.13 XML %> FJL : Submission Unit
OB Submission Unit 2235 & . 97T Submission Unit (2% /95 & @& 73,

<subject typeCode="SUBJ">
<submissionUnit>
<id root="0d84467e-f20b-42ad-a69a-63e61a4f7ear"/>
<code code="regional_sub_unit_type 1" codeSystem="2.16.840.1.113883.3.989.x.x.xX"/>
<title value="0Original Submission for pain medication - acetyl salicylic acid tablets"/>

<statusCode code="active"/>

(BN D ZFEFE =1L @R H 5 54T statusCode, title #7=/4 code ZZFED I 7k
S5, #Iz/E, Submission Unit DFEFEIZ L - T/4, subject 5 /4 compoenet
HFEZERNTE S, ]

<componentOf1>
<sequenceNumber value="1"/>
<submission>

[submission ZZE/Z 5 5 B NDEFE E 7= 1B 1R S5, FERT [k =2
DERLLG T N #ZH0= L, ]

<componentOf>
[application Z5E/(Z 75 8D HFE F 7= 1 BIHEP 7 S S, FERIdE 2 > g >
8.2.14 F /=14 [l =, DELED 1 N D= L, ]

</componentOf>
</submission>
</componentOfl>
<componentOf2>
[categoryEvent ZEE(Z [T S BN D FEE F /- 12 /FIER b S S, qERE [Hitl =
EDEREL A F] D= E, ]

</componentOf2>
</submissionUnit>
</subject>

Q G DEH 72120 TIE XML T DS 3 BRI D = &,

LDV T TR X4 T S codeSystem OID /2, IS D =22 p 2 —s1
R e RF 77 U OID KT Y T TH S,
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Sequence Number DFEME DU Tt [l ZF DELELD 1 R 2D = & (4F
/2, 1 -5 Submission Unit /= #4¢ Submission 35 %71 5 54

8.2.14 Application

application ZF X XML A » & —IZ281F % document E5% & keywordDefinition 3% Z & N2 F %
HbDOTHLHID, K7 a T4 %, application Z 3 OME ST HIkIZ L 0 #x 5,

7 A, Application /2l |5 B DOBES T 5720,  [Hith =& DFERED 1 F] ToHHI ST
0‘50

8.2.14.1 XML _fDEE

XML 2 v t&— 0 application EH TR O L 9 ICEET S -
e controlActProcess>> subject>> submissionUnit>>componentOf1>>submission>>
componentOf>>application

XML OFLR FIEIZOWTIEL, RT:VAOXML A v —UREEZ SO Z &,

8.2.14.2 XML EF

W OB Application fE#H D XML Z 777, Z @ Application X, submission F3& & % O @D D
componentOf & & L CRtid ST %

[Application ZZFE#ZIZ XML F7)&#2 0 &7, Submission ZE/1 Application ZEED L ZE TH

Do ]

<componentOf>
<application>
<id>
<item root="f23c558f-cd58-41bc-bf6f-c6d230d3d665" extension="NDA987654"/>

<|--|tem BENFTNRINE RS, -->

<lid>
<code code="us_application_type_1" codeSystem="2.16.840.1.113883.3.989.5.1.2.2.1.1"/>

</application>
</componentOf>

Q G DIEIH 7402 00 TIIXML T DIE i & RIED = &~

DT, application EFE THE/RTXTOHO XML ERB I OEMEZ R L, Flefirsnd o8
HlxZnzH7,
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@

— SRR F AL TRY TR,

classCode #moodCode /2eCTD v4.0 XML X > & — > T/ ~ZEThH 5, classCode/d /ACT/
moodCode/Z /EVN) (Z/EHE S TS, Zi6 DFFEICHIOEN Z E S5 5, €OKMLA v &

8.2.14.2.1 application.id
R =4 L EEE B B
7 T
id [1.1] AEFIT item ERZFnT 0 =2
TITHEETH D,
id.item [1..%] AL TFAEMED a7 3R
Td V. Application Z — & (kA
T 5 HR A AT 5, Application
(ZITHBR I K > TR % 72585103
BESNDB, ZO—ED
Application #5111 EIITx L
T1o0 id.item ERAEHHT 24
ERb D,
root [1..1] #%%7¢ OID or | id.item ZL5& D root J& 1%
UuID application R D 7 1 — 3 )L—F
Akl 2tk %,
extension [0..1] TX AR id.item 2232 D extension BT,
Hiuis% [ 4 > Application B =%
NDA123456 | NI GEET&fEET %,
(Sample U.S.
NDA value)
NDA123456
(CK/[Z/NDA fe&
DA TI)
e

EWMFEE

id.item@root /% application ZE DM EHEMETH 5,

EHGRY

Application #5357 DE V24 TH XX OID £ 721% UUID DWW TN DfE % id.item@root
[k = L DFEL A F] 23RO L,

T RE NV TR,

application.id.item@root (= OID 4 FIZEM NG N D HA .

application.id.item@extension OfEIZHUR O BFIZHE D LD LT 5D,
A R] 2RO L,

[k = & o3z

Page 56




R

BRIV B B eCTD v4.0 TAREZRJEMIZLLTO®Y -
e id.item@identifierName
id.item@scope
id.item@reliability
id.item@displayable
id@validTimeLow
id@validTimeHigh
id@controlInformationRoot
id@controlInformationExtension
id@nullFlavor
id@flavorld

id@updateMode

8.2.14.2.2 application.code

code [1..1] AT Application D 21— RE %
kT Da T ERZTH D,
code [1.1] T XA R code @M1%, HugmpD = b u—
VR ARX¥ 77U (NDA,
us_application_ | MAA, Art-8-3, Art-10-17¢ &) 2
type 1 2 &" | K-S\ Application D=2 > 7
Vo I A TR T —EOHETH
[ i = & %o
DFRYETTA
r] R
codeSystem [1..1] %272 0ID | codeSystem J@EiL, =2 ha—/1
ReRF¥xTIY - VAT hH—
BRI 22 e 2.
KEEDEIT = — ] - > X7 AIC
BERI 1= OID TRITIUER & 7%
v,

Application |Z 1% code@code JE A 3" 1 DI HRET H Z &

M EE |
EAB

FEANCOWTE THU T L 02T A ] 22D L,
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E:E S J=J ZHEE EDoR B
p 7E
BRIV B B eCTD v4.0 TARERZEHR L BMIZLL T O#E Y,
e code.displayName

code.original Text

code.translation

code.source

code@codeSystemName
code@codeSystemVersion
code@codingRationale
code@controlInformationExtension
code@controllnformationRoot
code@flavorld

code@id

code@nullFlavor

code@updateMode
code@validTimeLow
code@validTimeHigh

code@valueSet

code@valueSetVersion

code@xsi:type

8.2.14.3 fHEE

T _TDICH = fz—sL N« F 4 77 U /dgenericode 7 7 17 /b5 s INX 7L > N
= AT A RS S, P

@ application & 7 =7 « = — FIZ RT3 [ DIFHRIC OV Tid, #2575 [ =
EDELEGS N D L,

8.2.14.4 BRHEF

application R TErAN S D 7 7 ZAEF T, FEMIZOWTIX [HkZ L oFET 4 K] 2%
oz L,

8.2.15 Document

document E 51X, Application (ZBH# 3% 4 Document (2R3 5 1HH &2 559 D 7= O HT 5,
Document (PDF 7 7 A V72 &) 1%, BN RIC L D2FBEDOTDICHFEEIC I » TER SN D,
Document |3 # R CE T INDHBENH D, 120 Document (25D contextOfUse 23 % [
AT D Z N TE D, F£72. 150 Documen HE%r Submission Unit TEH SN2 &b dH
Do

Document & ZAUIxIT 5 —HOER/EMEZ WD TEE L= & &, £ Document 3MERL S 7=
LR EN %, Document NZEMIS AT DT ko TSNS & LI R IX3%8 7T
% @ Document # 2 Tx %,

8.2.15.1 XML _fDEE

XML A »&—® document EHEIIRD X 9 ITEET D :

20 BALf) 0 FEAEHEEMEIL ESTRIO 7 = 7Y 4 MIB#H S 5,
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e controlActProcess>> subject>> submissionUnit>>componentOf1>>submission>>
componentOf>>application>> component >> document

component Z 52 O IjIZ holder, subject, %7213 reference BHEZ ik 352 LN TX 5,
XML OFER FIEIZ DN TIE, R T VA0 XML 2 v — Uiz SO Z &,

8.2.152 XML E#F
W’ DZFIZ, document BEFETHLE/2T_RTO XML BEB I WEMEZ R L, BRI REH H5EE
[ g B O

Q classCode & moodCode /#eCTD v4.0 XML X » & —CT/HAZEThHh 5, classCode
/4 /DOC/ , moodCode /Z /EVN/ /Z[EHE S TS, Zi16 DFEIEIZHIDME DY
EFNBLEEL, FDOXML X vt —F R F—~ (T L TE2L T,

document & IZi#H S D RFHTLL T O@EY
o 1OF1IHE D document B35 % application EE D% I T HZ LN TE D,

8.2.15.2.1 document.id
=4 ZEE (X%t} B
Z T
[1..1] AL X Document DF&BIF-D = v
TITHEETH D,
root [1..1] 272 UUID | id 3O root &ML, document &
7 u— I —EifilF Th D,

TEHLEIE id@root IZMZEDEMETH 5,

EHBE id@root | L3 XT? document HHR|ZXf L CT—ETHHI L, 2FD, [HL
id@root fEE 2 Fl L T 2 -2 Document Z4&H L Tl7e 5720,

TE o HEE D EEHRIC £ 7228 % Document Z & HL L TW A A, EEhEkIC £
7273 % Document #5511 % T H LUWa3, Document BER L UOWEL 7 7 A Vi
K HuE F 7T HHIY RIS T 5 Z & FEEMIC W T THUR S & o3EET 1
N 22z &,

BRIV B B eCTD v4.0 TAREZRJEMIZLLTO®Y -
e id@controllnformationExtension
e id@controllnformationRoot

e id@displayable

e id@extension

e id@flavorld

e id@identifierName

e id@nullFlavor

o id@reliability

e id@scope

e id@updateMode

e id@validTimeLow

e id@validTimeHigh
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8.2.15.2.2
R

document.title

title

FEMFR
BRI

BRIV EEF B

8.2.15.2.3
R

B Bk
p F-Zn
[1.1] AHEFE T Document O title Z35 D
aTFHERETH D,
value [1.1] TXA b AJEMEI title ZEFE D value JEME
T, Document DX A ~ILZEFEE
BEENRE | T2,
L72ZA kv
KB VED 1T 215 2 737 document
/General IEXT L THET B THh S,
Information./
&
updateMode [0.1] 7L 7 7~y | document.title B3 & BT 554
I\ I% updateMode &M 4 %,
R = Replace 72
e

titte@value J&M:1X 9T ® Document THLZETH 5,

Do

Uy,

&o

title Z3E D HH 2 1X(5 T 5455 1%, title@updateMode JEMEIZ
Z &, BEfFD Document % A M LSEHT AU TV R WER D | updateMode 13 L
RNk, DFEY ., XA MUENFE CHE 1T updateMode & ffEH L CTiE 572

title R AMH LT, XET 7 AV E2FTT L E ST AMBTD DM EET

R) DIEAEIEET D

document.title D FEHIZEHT DI OV TR, B2 v 3082172258 =

e title.translation

title@flavorld
title@language
title@nullFlavor
title@validTimeLow
title@validTimeHigh

eCTD v4.0 CARELRER L EMEITLLTO@ED -

title@controlInformationExtension
title@controlInformationRoot

document.text

B

fEDRY

v

G
s

text

SEE

[0..1]

AEF T Document (2 B4 53BN
B AE Ty T TEETH
60
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ER JBftk SEE EDH BB
4 F-Zn
integrityChec [0.1] JEHCT AJEMIL, integrityCheck 23 T
kAlgorithm HESNTWDLTF =y 7 AHE
SHA256 22 & | IZfEHl ST
integrityCheckAlgorithm D% ¢ &
Do
language [0..1] TNT 7y~ | ARJEMEIL Document IZfEH 41T
W5 ERE&E T language J& 14T
2UTFEEa— | DD,
Rz oW Tix
1S0639.1 &%
M,
[ irdek = & D32
B4 K] =5
M
mediaType [0.1] T XA b mediaType J& %13 g [ TR
HID T 7 A IVOBIMLEED 7=
send, sdtm F7= | ®OERHEEFRET 5.
/% adam o &
[ ek = & D32
L4 K =5
e
charset [0..1] THA K charset J& %1% Document |Zf#
S TWbHFrra— Rxfg
"jp_utf8"E72iL | T D
"jp_shift_jis" 72
b
[tk = & o3
o g N
s
updateMode [0.1] 77 7w k| updateMode JE 11T text RO &
OB DL THDLINE D0
R=Replace 2 | Zd 2 — NMEZEET 5,
o
text.reference [0..1] AHLFE X Document @ text E3E |
EENbarTTEETHD,
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ER JRftk SEE fEDR LA
41 7
value [1.1] TXA b Z Ul text.reference 32 0 value
JEMETH Y . Document DFHX /N
Document © 7 | AL 7 7 A N EEH L TCE
71 DO fEET 5,
s e NX
/../m3/32-
bodydata/
32s-drugsub/
32s1-geninfo.
pdf/ Zo&
text.integrityCheck [0..1] JEHT integrityCheck J&*£(3% Document
DOF = v 7% MEERBET D,
/618102bf0706
5bc
€1250594201fe4
485
15fofa6l/ 72 &"
text.thumbnail [0.1] thumbnail ZF X, EEENLE S
D AT LT Document % it A
TH-DICHHT D,
value [1.1] TXA b AEPEIL, HEEELABHEDO VA
7 LN THIH T %% Document
26145c7a- | (2P 5T 5729 @ value JEMETH
3dc7-404d-91cl- | D, IE : XAEEIXZ DOE M
6e0e5c71f8f6 / L72u,
(UUID) £ /7=/3
A1234567 (X5
HEEDE) 72
L
[k = & o3
AR =5
st
text.description [0.1] description ZH X, FEH D
Document % #BH 9% 7= D12 H
T 5,
value [1.1] TXA B AJEMEIE, HEEE 2 Doument
WAzt 7 % 72D @ value J& %
SDTM 7>5 ThbH,
ADaM &5/t 7"
B0 SAS =
g

[l = & o
LA R 2%
e
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EHGRY

BRAF B B

J=J ZHEE fEDEY A
41 7
2 TOHHL Document [ZITLA T DER & BENMATH D -
o textBE
o text@IntegrityCheckAlgorithm J& "
o reference@value J& 1
0 text.integrityCheck %35

#H LU Document #2326 1 text BE M HT 5 2 &, BEFD document
FZOEHTIE, AEZBIIARERGAELH D,

Document % 4 R /LOFHTiX, text@integrityCheckAlgorithm J& s L OY
text.integrityCheck R IIRECTH 5, H L1 document R (219 T text H3R &
text@integrityCheckAlgorithm J& %433 L OF text.integrityCheck B3R 2 & 05 = &,

Document % A ~ /LD FEH Tl text.reference EHRIIARE THHN., FDMT
document EFE ZFEH T LA IZHLHETH 5,

SZAZH 1T text.thumbnail B4 L7V, value BYEIZEEZEHHTHY . £E
F DT text.thumbnail % £ 35,

text.description@value &Ik = & IZHEE S D (FFFEE 7 — & @ Document
WCETHREMAR ) . THHRZ L 0EED A F] 23BOZ L,

%< OA . text@language JEME, text@charset J& M3 L O text@mediaType J& 4D
FERHIMEETH D, text EHEOEFICEAT LFEMICHONTITE Y v 3 8217.2.2
SO &, B L OMEHFTRRZRMED R —BIZ oW T Mk = & p 3
LA R 2o &,

77 ANVEFHART2I2IE, BARNCH_ 1 S 4072 document E5E & R U
reference@value, text@ IntegrityCheckAlgorithm, 35 X O text.integrityCheck M1l %
text TR CTHeoR L7221 R 7Ze 5720, reference@value (X 3CEA~DFEAR /XA 95
Z &, [AL Submission Unit N CHEFIHT 256, M SAXEEE 725, EHD
Submission Unit |Z % 72723 > THAIH T 2556, fixf S 2 1Z1% Sequence Number %
IRTMENH Y | AT X > Tid Application Number & /r 3 4B H 5,
text.reference BE DO FHICHT 2 2EMICHOWTITE 7 29 82173 2B =
&

eCTD v4.0 TAREZREF L JEMEITILL T D@ Y -
e text.data
o text.xml
e text.translation
o text@compression
e text@controllnformationExtension
o text@controllnformationRoot
e text@flavorld
o text@nullFlavor
o text@validTimeHigh
e text@validTimeLow
o text@value
o text@xsi:type
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8.2.15.3  fHiE

T NTDICH = pz—sL N« F 4 77 J/dgenericode 7 7 1 /b5l OFR 7L N
S R T AR E NS,

8.2.15.4 BRHEF
document B TR SN D 7 T AR IT 20,

8.2.155 XML #> /L : Document

PLTF® XML > 7z, Application (245 7E S 4172 document ERICOW UEEOERCEMEL S
D TRY,

<document>
<id root="973d9293-77b9-4f45-b62e-aae62d7ce814"/>
<title value="Process and Controls"/>
<text integrityCheckAlgorithm="SHA256" mediaType="sdtm" language="jp" charset="jp_utf8">
<reference value="m3/32-prod/manuf-process-and-controls.pdf"/>
<thumbnail value="identifier for document from sender's document management system"/>
<description value="Additional description of the document contents"/>
<integrityCheck>c0d5623550¢997a70b62717d95fcalcada201754d1ed9fbbbbfad97bfd64c8ead</int
egrityCheck>
</text>
</document>

Q £ DEIH 71T 00 TIZXML T L DI D = &,

8.2.16 AVTFEXR L - TIL—TOEBR~ADRMAE

Z ZTiE. [F—® Context of Use ==— F33 LU Keyword = — K (Keyword 23 FET 2 854) Ol
BEbEERS 1 D213 Context of Use THEK S22 T F A b « ZL—T7 73, Kl
ORI LE - TEE I NT-HA1T, contextOfUse BLEE 2 ¥+ 4 1k #H 5,

B4avTFxA+-JL—T-ETIL

AVTFFRM-OI—T

Priority
Number

Context of Use

Keyword (ft532354)

WDt 7 v aTlE, Keyword Z i LT 1->F 721385k Contextof Use B % 7 /L—7 kT 5
FiEE . ar T U UHROETE, T8 5 150 Context of Use BB EN 5 1 TEAEHD

2 Bk e FEAEHEEMEIL ESTRI O 7 = 74 MBS 5,
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Contextof Use OB EN A LEHENS R D 1 TNV —T~, FHITFOHW~EFT 5 5E2HHA
15,

8.2.16.1 JN—F - &1 FITDKeyword DEH L%

E(EA X Keyword #fEH LT, Z/v—7+ XA kL% Context of Use (21BN L. H&DORLH LIZ
KRINDALT UV EERSTHZLENTESD, BEHICLST, CTDRABLB I V—T - XA
MUTEBINDLEN D D & iS55G, contextOfUse RN 1 D7Z 1T Th-Th,
Keyword & i\ % Z &, Contextof Use ICiH T 5 7 /1—7" « A4 ~vd Keyword [ X 1-DDFH &
5T &,

<component>
<priorityNumber value="1000"/>
<contextOfUse>
<id root="1f271446-8d56-4ddc-b730-eaee208c7053"/>
<code code="ich_3.2.p.7" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<I—Z M <41 % Document/X"Analytical Procedure 1" C&H %, -->
<derivedFrom>
<documentReference>
<id root="164af1e4-f625-4621-8d69-ca56b8f7dc7h"/>
</documentReference>
</derivedFrom>
<1--C001i% = 7 F D Keyword Definition T"PVDC Blister Pack" 7z %<3 =1 —
FTho, >
<referencedBy typeCode="REFR">
<keyword>
<code code="C001" codeSystem="2.16.840.1.113883.3 "/>
</keyword>
</referencedBy>
<1--GTO0L/XZ 7 /v—=7 -« % A4 /LD Keyword Definition C"Analytical
Procedures"##£3 2— R TH V. LEDOkeywordDFEFETH 5, >
<referencedBy typeCode="REFR">
<keyword>
<code code="GT001" codeSystem="2.16.840.1.113883.3 "/>
</keyword>
</referencedBy>
</contextOfUse>
</component>
<component>
<priorityNumber value="2000"/>
<contextOfUse>
<id root="4a5c97e1-4448-47e2-90ff-2d6a264167c0"/>
<code code="ich_3.2.p.7" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<I—Z M X 41 % Document/X"Analytical Procedure 2" C&H %, -->
<derivedFrom>
<documentReference>
<id root="0127b8b6-5510-45c5-93fd-9a3a6e9735aa"/>
</documentReference>
</derivedFrom>
<1--C001/% = 7 F D Keyword Definition T"PVDC Blister Pack" % 3¢9 =1 —
FTho, >
<referencedBy typeCode="REFR">
<keyword>
<code code="C001" codeSystem="2.16.840.1.113883.3 "/>
</keyword>
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</referencedBy>

<I--GTOOLIZ 7/ /W—"7 « %A | /1/0>Keyvvord Definition T"Analytical
Procedures"##£3 2— K TH V. LEDOkeywordDFEFETH 5, >

<referencedBy typeCode="REFR">

<keyword>
<code code="GT001" codeSystem="2.16.840.1.113883.3 "/>

</keyword>

</referencedBy>

</contextOfUse>
</component>

Context of Use 2keyword /£ 7~ CTHIRD HH) TDH T, (EH AJRELMA G IZD
Q NWTIE, T2 fr— b B R F+ 77 V5 L NCH MA | 5 i D ARG 75 D 7 60 D
ZFE e TI=H e NFE2 X (CTD) D) 774 FRMED S L,

Q B DIEH 4720 TIIXML TOE DN & B D = »,

82162 B—TrLIHHEETFAIADEE

ZOYFTIUATIE, 1 2O 7 7 A /L (Document) %4 Document 755 227 Y TiE i
THEHAED, 2T UV HEROEFEIZOWTHAT S,

=R
#)[El> Submission Unit TiZ. Context of Use 2> H &M X415 Document 2R R9 57212, LLFD
Context of Use Z#2H 4 %,

<component>
<priorityNumber value="1000"/>
<contextOfUse>
<id root="1f271446-8d56-4ddc-b730-eace208c7053"/>

<code code="ich_3.2.p.7" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>

<I—Z M <41 % Document/X"Analytical Procedure 1" C&H %, -->

<derivedFrom>
<documentReference>

<id root="164af1e4-f625-4621-8d69-ca56b8f7dc7b"/>

</documentReference>

</derivedFrom>

</contextOfUse>
</component>

V=R 2

WOHITIX, 7D —7r o A TH:H 47z Context of Use 2 2 D H L\ Context of Use 535 T
#i9-%, 4 Context of Use HFEIZZFNZ DD Document Z2 R LT\ 5 (Thbb, ooy
232 5D LU Document (243 EI X575, —J5 0 Document 232457 TH D . 1 H —J57 D Document
BIMTH DA, HDHVIEE SO Document 3 Fi7-72 227 Y &5 Te854) . Related Context
of Use I, HID L —747 > A THEH &H7- Context of Use DB &2 245, ZiUIFRCAHLO
FFE. 150 Document 73 2 -0 Document TEBLIND Z & &#FKT, 1 LLFOFITIX, Bz
® 2 >? Context of Use HE D 5 5, D 71T Priority Number 3 FEEI 0 4 THN D, BEHE
23T L Priority Number 250 4 CTTWAEHELH 5,

<component>
<priorityNumber value="1000"/>
<contextOfUse>
<id root="0c0abab8-cbfa-4d2f-9793-2b30ea51b8f5"/>
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<code code="ich_3.2.p.7" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<replacementOf typeCode="RPLC">

<relatedContextOfUse>

<id root="1f271446-8d56-4ddc-b730-eaee208c7053"/>

</relatedContextOfUse>
</replacementOf>
<I—£&:ff X741 % Document/X"Analytical Procedure 1" Co %, -->
<derivedFrom>

<documentReference>
<id root="164af1e4-f625-4621-8d69-ca56b8f7dc7b"/>
</documentReference>
</derivedFrom>
</contextOfUse>
</component>
<component>
<priorityNumber value="2000"/>
<contextOfUse>

<id root="4a5c97e1-4448-47e2-90ff-2d6a264167c0"/>
<code code="ich_3.2.p.7" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<replacementOf typeCode="RPLC">
<relatedContextOfUse>
<id root="1f271446-8d56-4ddc-b730-eaece208c7053"/>
</relatedContextOfUse>
</replacementOf>
<I--Z: [ = 1% Document|X"Analytical Procedure 2" C&h 5, -->
<derivedFrom>
<documentReference>
<id root="0127b8b6-5510-45c5-93fd-9a3a6e9735aa"/>
</documentReference>
</derivedFrom>
</contextOfUse>
</component>

‘, B DI 70220 TIIXML TG DIE I 3 B8 0D = F,

82163 M IFAINDEE—T7LI~ADEE

ZOVFIUFTHE, BEOT7 A NVTHERESRZaryT Y E, 1 O2O7 7 AV THERSNS 2
VT BT A EEABAT D, RO —4 o A TEED contextOfUse B3 (72 b b
¥ Document) ZEE L. BRDL—F7 LV ATIXLOD 7 7 A VAR LEZWES, av Ty
Z1ODMET 7 A KA T 5,

—hr R 1 -BEO document RENEFNBR EN S
DY TN, ENENDBIO Document 2 &9 2 2 -5 contextOfUse B3 2 7”74,

<component>

<priorityNumber value="1000"/>

<contextOfUse>
<id root="0c0abab8-cbfa-4d2f-9793-2b30ea51b8f5"/>
<code code="ich_3.2.p.7" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<1--Z 8 X 1% Document!X"Analytical Procedure 1" C& 5, -->
<derivedFrom>

<documentReference>
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<id root="164afle4-f625-4621-8d69-ca56b8f7dc7b"/>
</documentReference>
</derivedFrom>
</contextOfUse>
</component>
<component>
<priorityNumber value="2000"/>
<contextOfUse>
<id root="4a5c97e1-4448-47e2-90ff-2d6a264167c0"/>
<code code="ich_3.2.p.7" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<I--Z: [ = 1% Document|X"Analytical Procedure 2" C&h 5, -->
<derivedFrom>
<documentReference>
<id root="0127b8b6-5510-45c5-93fd-9a3a6e9735aa"/>
</documentReference>
</derivedFrom>
</contextOfUse>
</component>

V=R 2-BRINDHE—D Document

WOHITIX, FiD > —4 o ATHH Sz 2 50 Context of Use &4, 1 -0 Document % 2 i
4% 150 Context of Use TE#L 2 (L7273 ->TZ® Document (21X, RO —4 » A THH X
iz 2 >O%7e% Document THRHEH SN2 T oY NTRTEEND) o 1 LTFOFITIL,
L\ contextOfUse 2252 (Z Priority Number S FFEEI D 4 TH 5, E{FH 238 LU Priority
Number ZE| D 4T TWAEALH D,

<component>
<priorityNumber value="1000"/>
<contextOfUse>
<id root="49e18e35-fe1b-4929-bf30-ea58c81ec30f"/>
<code code="ich_3.2.p.7" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<replacementOf typeCode="RPLC">
<relatedContextOfUse>
<id root="0c0abab8-chfa-4d2f-9793-2b30ea51b8f5"/>
</relatedContextOfUse>
</replacementOf>
<replacementOf typeCode="RPLC">
<relatedContextOfUse>
<id root="4a5c97e1-4448-47e2-90ff-2d6a264167c0"/>
</relatedContextOfUse>
</replacementOf>

<1--Z M & 1% Documentld "Analytical Procedure Consolidated" C & % -->

<derivedFrom>
<documentReference>
<id root="e8e44446-de99-4324-ha9c-502fe8d729ba"/>
</documentReference>
</derivedFrom>
</contextOfUse>

</component>

e G DIEIH 702 00 TIIXML T DIE i & RIED = &~
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8.2.16.4 [BEEEDETF
BHYNREESNT-HE. 203580 eCTD FETIXYFZ AL LNES L 2> 7254, CTD A
HLOBEBEBEDODEENNELRDZ 0D, D eCTD 22115 CTD A Lo kL
X ICH 3¢ TEHGOABRFEO-DOAET « T/ =5 FXx a2 A2 (CTD) Ok T
ED LTS, EHEYOROET |, 4 CTD R L Cffif 7JR27: Context of Use =— RE 7=
1% Keyword (22284 2 AlReME N B B, BEJEREIE OZZ B IZKHIL B B0 Fad# 2 LL FIoRd,
8.2.16.4.1 LUBTIFES 5T BE T o 7= CTD B H L DR
(LLRM3FE ATRE Tdh o 72) CTD L LMEMARREL oo 1256 LUF DT T U ANEL S

o MHWIMGFORHBLOTTHLEIEmEMEHINDIN, BIOHERORMEN VIR E,

0 HLWIRHMEH L 227 Context of Use =— R LT Keyword & & & IZHEH
T52 &,

o #EHWITA CTD A LB LU Keyword O FTERINLD,

o BEfFOREMEFH LWIEDOMOBMRMY (bbb T4 7014 7)) 3<%
%o

o MEFOHEWIIMEHIN/RL 720 FLWIREVMOREN LIRS EA
o BEfFEOREMENIRT IVNENDD (B v 38211335 H1) |

0 HL\WEY7: Context of Use =— REB L Keyword & & 612, B LWEHY 218
35,

o HIBREINT-#EHWIT active T72< 720 FH LW H LW CTD AH LB L)
Keyword @ T C active & 72 %,

o BEFOREY LB LWREMOR OB (bbb T4 7317 0) 1372
éo

o WMHMEEXWAZ ZNENDH DN, CTD R LB L OV E 1T Keyword D28 A2 /3
725 E,

o HMFOHEMEZHIRTAIVNENDD (B a3 8211338K) |

o Hr L\ CTD AH L., Keyword 3 X OBEAF DY D Document il - ~D S &
& B2, B Ly Context of Use 2MH S5,

o fREROI—Fr AT, WUCTD R L, Keyword B L UBEFED 2T Y ~D
ZW (F72 5. related Context of Use) Z {5 #1 L\ Contextof Use D F T, #HiL
WY AR ET 5,

o fEH®IE. H LW CTD AH LB L Keyword O F T, BEFEOIRHY & H L
H) O ORR % 7~
8.2.16.4.2 LUBTIFESTFBE Th o 72 CTD LZH L DB

(RN HAREE CTH-7-) CTD R LAMEAAREE 720 . HiLw CTD AHLO FTIRE Y &
NEFE TR O O J7 058 L TV D4,

o HWIIETFORHLO T CHEIEHEMEHINDGN, HLV CTD AH LD F TIdiBmm
DIFRDOIEEENMLILIRIGE,
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o HLWIRHMEH L2472 Context of Use =— N LU Keyword & & & I2HEH
THZ L,

o EHWITS CTD A LB L O Keyword O FCTEREND,

o BEFORLYER LW OMICER (ThbbI A4 7H A7) 1375,
o BEAFDRHEMITMEM SV B LWRIHD ORI LB R 6,
PR ORI A HIRT H0EN S D (B7 3821133 5H)

0 HL\WEY7: Context of Use = — REB L Keyword & & 612, B LWEHD 212
32,

HIBR S 7= f2 13 active TR <7220 I LWEHSZAH LW CTD AU LB LT
Keyword @ T T active & 72 %,

BEF R &8 LW ORI OBRRYE (T7bb T4 79 A 7 1) 1372<7
Do

o

o

o

o IRHWMOBEMMNMIETH L), CTD FH LI L OVE 7213 Keyword OZ F 3G I L E 724

AN
Ho

o O EZHIRTAILENDD (7228211335 M1)

o Hr L\ CTD A L., Keyword 35 X OBEAFD# Y D Document il - ~DZ i &
& B2, Hr LU Context of Use 2MH S5,

o fRROI—F o A2TiE, FLUCTD AL, Keyword B LU FED 2T Y ~D
ZM (725, related Context of Use) % 9 #1 L\ > ContextofUse ® F T, L
WiEH AR ET 5,

o HMIL., HrLv CTD A LB L Keyword © T T, BEFEOFEHY & H LUWE
H#) O ORAR % 7~

8.2.17 Document ERICET 5EFEEIE
8.2.17.1  Document DFEFF

Application O Z A 79 A 7 L OHF T, 1 50D Document NMIEHLBZHMINDZ R’ H D, TDI=
., Document O FFIHIL eCTD v4.0 DEELFERETH 5, Document O FFIHIL, XED= T
VY E AT =N HFIFHT 5 Context of Use (26 3 A[RER A DA ARETH H, iz,
Document OFFIHIZHT=»> T, LEARE LTRUESNIZRBESC, " RX—=TFTF 2K+ U
VI NEGELAETOa YT YR, BRI TRITIUE R SR, YR HICBIED 2 CE
~DOZREGTRER & 72 585615, Document Z FA 3 _& TldZpwvw, A7 v a Tl
Document FAIH O e & —ixi 726 &2 7=,

Document % £ 9% 72 @ Document £rE 51k & AN SW i, T Z & oS A K]
AHRROZ L,

Al CSCEE 1O F 721384 Submission Unit 125D CEET 5856, Uk LEOHH 2% ET
% document EFX 1 LTI IZI W, ZD%IE. ED contextOfUse BEFENH THED
Document Z & TX 5,

WD XMLIZ, CTEOF#BIF1Z X - TH U Document & /4% 2 2™ contextOfUse BL3% %7179,

= A1
Context of Use 2235
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<component>
<priorityNumber value="1000"/>
<contextOfUse>
<id root="7480bcla-6486-4714-8d32-a3bd41de9be6"/>
<code code="ich_3.2.5.2.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<derivedFrom> document.id
<documentBeference> = RX1T
<id roof="3d1084fb-56¢6-4923-a1e5-8al5e4fdcIcs"/> fRE
</documentReference>
</derivedFrom>
</contextOfUse>
</component>

Document ZZ#
<document>

<id root="3d1084fb-56¢6-4923-ale5-8al5e4fdc9c5"/>
<title value="Excipients X"/> document.id

<text integrityCheckAlgorithm="SHA256">
<reference value="m3/32-prod/excipients.pdf"/>
<integrityCheck>c0d5623550¢997a70b62717d95fcalcada201754d1ed9fbbbbfa97bfd64c8ead</int
egrityCheck>
<[text>
</document>

V=R 2
Context of Use ZZF
<component>
<priorityNumber value="2000"/>
<contextOfUse>
<id root="47939431-1acl-4e17-b44d-dcea7ce43050"/>
<code code="ich_3.2.5.2.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<derivedFrom>

<documentReference>
<id roof="3d1084fh-56c6-4923-ale5-8al5e4fdc9c5"/> document.id
</documentReference> —AH A1 THE
</derivedFrom>
</contextOfUse>
</component>

Q G DI 712 00 TIIXML TOE DI & R0 0D = &,

Document ZZ&

document Z32 1% Z @ Submission Unit TIEiE(E S 472V, Z @ Document |3 —74 > A 1 T3 TIZ
EEHELTH D, Lol Tk, Document (X[7 U Application PN E 72134 Application 7> 5%
I Tud, Document O FFIHIZET 25EMICOWTIE [k Z & DF2ET 4 F] 25RO
ZE,
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8.2.17.2 Document ZEDEFEH

document B, KA ERICE BT HAEEERNH DN SO0 EEE T, BT, 4
7% Document OFIEIFEHIFICE EN D VAR I OMEEOERIZEHIZESWTIEITIN D LEER H
%, document EE DK 2T R TOMNAB I MEEOHEEZL L OEMELE & HIZLL FIRT,

document D EAFIDHEH
<document>
<id root="ceb05f3d-ebb0-4547-9734-056efal34a7a"/>
<title value="Process and Controls"/>
<text integrityCheckAlgorithm="SHA256" mediaType="sdtm" language="en" >
<reference value="m3/32-prod/manuf-process-and-controls.pdf"/>
<integrityCheck>a4c828974a7d177137d69aedfc453792694611ef317c6¢c1741a935aa9555¢c57d</in
tegrityCheck>
<[text>
</document>

Document EROEHITOWTIL, Document ¥ A ~LOFEHT, text EEOHEHFE L OHEZOT
BT AU TOY 7' v a Tl T 5, LTFTORMEE, text BREBIRZ A MLOEHO
Fﬁﬁ WHINS -

o text@integrityCheckAlgorithm, text.integrityCheck 35 X O reference@value 73 % 1 ~ /L35 LY
[ETIT text HREOEF L & BICREINTEHGEG, TALOHEITIZEEICLVEHR NS,
)0 Document DFEHTE, ZALD OEFEELITBIEDEITEET TE 220,

8.2.17.2.1 Document &1 f/LDEH

document.title EHE |7 — 25 7~ document EZENEEINT-HEES. ZEHFITZ. HrLn
Document # {Eik LIE3{R 0 12, documenttitle EEA HHITH LN TEDH, K7 ard
BN, YR N R EHEE R T,

updateMode 2#&/F L 7z Document &1 /LD EHT

document title@value EIEEDOFE Y (fl : 327 Z#EET 53A. Document @ id@root fEIZ R U F
FCTHDH, Document ¥ A FLaETFHTHE . Hi% Document NS I TWND DT X TOREPTT
T Enb,

<document>

<id root="ceb05f3d-ebb0-4547-9734-056efal34a7a"/>

<title value="Manufacturing Process and Controls" updateMode="R"/>
</document>

document.titte@value 73 4&< B2 554 (T74bb, LW A MOIRELZEXTHHE) . #

LV Document &7 v =7 hEfEHTHZE, Z0Lx, ZrAANRHEAHINAEZ L RS
(kDT 7 3 BH)

8.2.17.2.2 Document Text D &E#r

mediaType 35 & U* language J& 723 BT S 4u, Rl U updateMode J& %z 2453 %,

document.text@mediaType = 7= (% document.text@language J& M O = F — £ 72 I KM ZEIE L T
H Document @ id@rootfEIZRI LEFTH D, ZDO&®T v a HOHICIIYLETEIOVHEERE %/~
R

<component>
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<document>
<id root="ceb05f3d-ebb0-4547-9734-056efal34a7a"/>

</document>
</component>

Document @ text B3 & F 3 ([EDOBIMIEHZRID22V) 2584, updateMode (2 TR OfE
ERE L, FEHEVLANCRE LERO EEXZER L2 L2737,

mediaType ¥ X OF language ZEE DEWHIZET 2 RICOWTIE THUIRZ L 0 F 01 R] 25
oz &,

8.2.17.2.3 Document &7 pPBLINTF X FDEE

Document @ title 33 XN text RO HF O EFH &= BT L5568, TNENDOFEH HiLEE HAE DY
60

document.title@value, document.text@mediaType ¥ 7= 1% document.text@language BEH D~ F7 —F
72X RIEEZEIE L T8, Document @ id@root fHIZF CE EF THDH, ZDk® T a3 HoflTik
UL H OVHER 2R,

<component>
<document>
<id root="ceb05f3d-ebb0-4547-9734-056efal34a7a"/>
<text mediaType="sdtm" language="en" updateMode="R"/>
</document>

</component>

() & DI 712 20 TIIXML TOE DI & BR800 = &,

8.2.17.3 Z71 /L DEFH

77 AVITEE ., 120 document B TR I 4, £ D document EIHRITHELD contextOfUse HE
FNHLBTX D, 2OV TIE IDocument OFFFIA) &2 v a TR LT\ 5, FRED
R FTIE, FCT7 7 ANVEHBICEL > TR S H51E (725 Document # A kL) TR 7T
WIER BN ERH D, ZOXIRRBUCB VN TIE, 7 7 A V& 7272310 document H3E T
TR TAMERD S, Z D=, #E D document.text B IZ[E U7 7 A LS AN HELT B A0
D, TOT7FAMITANTEEICED T 1ERLTEETLILERDD, ZIZONTIE

'Document O FFIH] THHAL TS (B7 v a2 82171%25H)

Hr LV document EHEZEFRT HHE, AN L7 7 A VO ARRAERET D L. EHD
Submission 3 & Y Application (FRLOFEZZ) X CRICL 7 7 AV EHHHATE S, 774
T, M7 7 A NVDEBRICIRHA SN 7 A VX OGS 5, BESNLBEFHO Y
TV AT TO®EY
EPEEO T VNS (o Application NICTEET D) 7 7 A LD FEFIH
o FMWRBOT FNENELD (D Application DD > —r L ANIZIFET D) 77
A LD HFIH
o FHPEED T +ENEL (L Submission Unit NICIE(ET D) 7 7 A LD EFIH

E: 77ANVEHMNHTLIEE, 2FE0., TOT7 7 ANV ET TIRRHBEATO I HE6. 744045
WELELOT7 7 ANNEZFEVICEBIETIOEFEH L 25, 2872 5 Submission Unit,
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Submission, F7-i3% Application IZE D TRMHT LT XTOT 7 AN, [FL 7 4/ FHEENITIF
ET 5 ETRER2VNETH D,

T 7 7 A VOBERFICEET 2 IR OFHRICHOWTIE, [l & oFEEDT A K] 220z
&o

WD XML B> 7wz, [Reportfor Study 1] &9 # 4 ~/L® document B2 %7~

<component>
<document>
<id root="bab246ef-7d8e-4042-bd8h-ad9769f4589h"/>
<title value="Report for Study 1"/>
<text integrityCheckAlgorithm="SHA256" language="en">
<reference value="../m5/531-biopharm/reportl.pdf"/>
<integrityCheck>5b94eb14cd31031a4d4539d0bcfbef028a91c04d2d2575990c4422947a9f437a
</integrityCheck>
<[text>
</document>
</component>

D document EFE (21X, FEOFIERIC 7 7 A AR EFH 725 Document # A ~L e & (23R
INTW5D, ZO document EHE L, 7 7 A LOPIEIEEHEZICHEH L7=%B Submission Unit (2
Yo TERENTWS, ZNHDORITIHREENTWS 7 7 A LR AFROBEWVICEET DL Z &,

<component>
<document>
<id root="79da2f37-02a8-4dcd-8552-54565b093c08"/>
<title value="Summary Report for Study 1"/>
<text integrityCheckAlgorithm="SHA256" language="en">
<reference value="../sequencefolder/m5/531-biopharm/reportl.pdf"/>
<integrityCheck>5b94eb14cd31031a4d4539d0bcfbef028a91c04d2d2575990c4422947a9f437a
</integrityCheck>
<[text>
</document>

</component>
‘, B DN L7512 00 TIIXML TOE DI B D = &,

8.2.18 Keyword Definition

keywordDefinition |ZiXEH 2V EFT 5 Keyword Z 2T 2720 S, A v & —T DOMOH
T — R TR a5, Keyword Definition D E7 M HBAIX, 2 ha—L K« RExx 77
U TEH SN T2 Keyword GXEHAH O Keyword 72 &) Dz EHT 5 & THD,
Keyword Definition {2 {344 T & fE73%HZ 72 o> TH E41TH D . Context of Use T Keyword % 5 &9
BIOICHMA S5, Tk : Ha#ko Application i I /THE72 J774C Keyword Definition
ZEFZELTH IV, ZOHA1T Application Z & 1Z[A U Keyword Definition Z#2H9 2 X803 &
Do

8.2.18.1 XML LODEE
Keyowrd Definition ™54, XML A v & —? keywordDefinition 3 2R D X 5 IZELET 5,
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e controlActProcess>> subject>> submissionUnit>>componentOf1>>submission>>
componentOf>>application>> referencedBy> >keywordDefinition

referencedBy 23 D HjIZ. informationRecipient, holder, reference, & 7=13 subject E3& %5tk 92
ZEmTES,

XML DR FEIZONW TR, FT:VAOXML A v E— kG2 BBz L,
8.2.18.2 XML EF

WDFIZ, keywordDefinition B3R CTHLE2 3 _XTHD XML BREB I WEMEZ /R L, #Bl7efERn
bHERIT I NEAT,

Q ClassCode #moodCode/7eCTD v4.0 XML X > &— 2 T/ 2 Th 5, classCode /T
/ACT/ , moodCode/Z /EVN) (Z/EHE X TS, Zi16 DFHEIZHIOMED Z E i
BHE, TOXMLAX > t—)F X F—~ (2 L TEE TR,

% keywordDefinition 1%, i1 H & @ keywordDefinition R (25 TiEET S, AXF—~Tlk, &
keywordDefinition ([Z#E DMEZ L T 5 2 EBFAI SN TS, eCTD v40 TiE 1 2D
keywordDefinition 232D & 1 DDEDAFLHT D Z L BFFA S D,

keywordDefinition 2525 ] S AL 5 SAFIELL T O Y -
o % application ZH(Z-DX 07 HHEED keywordDefinition ZH# 4 X (ETE 2,

o XEHEMNEET D Keyword Z T 25513, 53 % keywordDefinition & fi &4 % 4%
DD,

o keywordDefinition |% Application ® 7 A 7 A 7 V%8 L C LERZTFRHTIUI IV, oF
v . Keyword Definition % 1 FEEF T 4uiE, A U Application N CHILIXEID ¥ THhi-=
— NMEZEH L CENEZSRT 52 LN TE S, I« keywordDefinition 1% Application =

LICERTDVERD D,
8.2.18.2.1 keywordDefinition.code

R B LHEE X%t} B

Z 7T
code [1..1] AR X Keyword Definition DOFE%E
T D IE RN o T

EETH D,

code [1.1] TX¥ AL | AEMET Keyword Definition O fE%E

ich_keyword_ | T %,
type_1 22 &
TRPH5
ICH ZE7=/%
Mt = —
DFEFH

[k = &
DFIETTA
K] =%

HA

W o

Rt a— NMElZ x5 code &
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R B SHEE fEDR Bl

p 7E
codeSystem [1..1] %272 OID | codeSystam J@g:1x, => hr—v

ReRFrT 7V« VAT hHx—E
(R DR 2 R E T D,

KEIEDWEITZ— N« > X T AIZE
I 7Z0ID TRUFIILZR 672
%

EMEIER code & codeSystem |ZMHEDEMTH 5,
R code |% %472 ICH Keyword = — RO THH Z &,
BRIV B B eCTD v4.0 TARERZEHR L EMEIZLL T O#Y -
e code.displayName

e code.originalText

e code.translation

e code.source

e code@codeSystemName

e code@codeSystemVersion

e code@codingRationale

e code@controllnformationExtension
e code@controllnformationRoot

e code@flavorld

e code@id

e code@nullFlavor

e code@updateMode

e code@validTimeLow

e code@validTimeHigh

e code@valueSet

e code@valueSetVersion

e code@xsi:type

8.2.18.2.2 keywordDefinition.statusCode

ABLFE T, keywordDefinition @
REEEZ RS TTEHETH D,

statusCode [1..1]

code [1..1] TN7 7| REMI AT — % A% R4 a— R
v b Th b,
active 72 &

EMFEE
EHGRY

statusCode |ZMEDEFETH D,
code BMEDMEILHIZ Tactive] THDHZ L,
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R

BRAZESE R

SHEE

eCTD v4.0 TAREZREFR LJFMEIILL T OHY -
e statusCode@controlInformationExtension
e statusCode@controllnformationRoot
e statusCode@flavorld
e statusCode@nullFlavor
e statusCode@updateMode
e statusCode@validTimeHigh
e statusCode@validTimeLow
o statusCode@xsi:type

8.2.18.2.3 keywordDefinition.value
R =4 ZEEE B B
#1 Er
value [1..1] AR X keywordDefinition {8 ©
Keyword Z Bl 570D a— K
DarTFHFETHD,
value.item [1.1] ARFEFHEII(E % O Keyword Bl 7%
HWETH VT TEETHD,
code [1.1] TH¥ AR AJEPEITER S D Keyword (Z%F
I 9% code JEMETH 5,
FIEHDPIEZE L
Vel
MANUOQO01 & Z=/2
MFR_001 7 &'
codeSystem [1.1] TXA K AEMZ=a ba—/L R R¥y
TTY e VAT ARSI
FIEEPEZEL | D codeSystem L TH 5.,
e
value.item.displayNam [1.1] ABLFE I displayName % F57E 95
e arTFTHERTH D,
displayName & |3,
keywordDefinition = — R{Zx%f)id
LETLTHD,
value [1.1] Tx A b ABEPEIX, EESNDH Keyword D
value 3 @ displayName J& 4 T&
/Big Do .
Manufacturer/ 7
EKIGE D IERE
L7EfE
updateMode [0..1] T)v7 7~y k| updateMode (%, Keyword
Definition (D3 ~44 Ol 2 T HT 7
R =Replace 2 & | 27T %,
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B ZEE (X%t} B
p 7E
keywordDefinition.value [XM/ZHDO R TH 5,

value.item@code, value.item@codeSystem, value.item.displayName@value [ X250
BHETH 5,

keywordDefinition.value.item@code 238 E 7 5
keywordDefinition.value.item.displayName DfEN —ZIZEE B0 & & (T7b
5. updateMode % W2 B 22 BT M T 40T, BEfFO a2 — RISkt LTl
displayName@value 232 S 7o & %) | ZORRIITHI TSNS,

EHHR % keywordDefinition (ZIZIE(EH M EFE L= Keyword 2 1 D721 &H 5 Z L3 T
2o

displayName@value % Keyword Definitoin 23> 150> 5 & FH nlRE7eME— D J@ M
ThHV. BHT5EE1E displayName@updateMode 12 [R] DIEAFEET S Z &,

displayName@value 73 587 S 7L TV RV R Y | updateMode 13 L7swnZ &, o
F U YEENEH SN TV ARWEE T update mode 2 LTl 57200,

B ID B L ORRER ¥ A F LD keyword OFEEAICEI Y Y4 THIL TV A IEOFEMIZ D
WTIE, BZ7 332821851 %D b,

BB B 1 eCTD V4.0 TAREREHR L BIIIUTO®Y -

o displayName@controllnformationExtension
o displayName@controllnformationRoot

e displayName@flavorld

e displayName@Ilanguage

e displayName@nullFlavor

e displayName@validTimeHigh

o displayName@validTimeLow

8.2.183 &

Q T RTOICH = p 2 —sL N« ¥4 77 J/dgenericode 7 7 7 /s Jo IR R 7L
W Ro— N T RS A S, 2

8.2.18.4 BRHNEF
keywordDefinition 252 TR S 2 7 T ABEFR TR0,

8.2.18.5  Keyword Definition DE/ZET 3417 #2 X

Kt s a Tk, EAD Keyword Definition OFEHH (72 b, REENTET HME) 2B
T 2R R OIS 2T, BFHIRCIERNELLEHEND LS., ZOHA RIA I2H/D
L (BINDANY F =g e 2O T, [ TS DEREYD 1 R #ZED0=E, )

8.2.18.5.1 Study Id Study Title

AR ID B L URERZ A F LD keyword DEZ TR T 2556, R ID_$HBRZ A D X 51z 2
ODEENAT A —AaT L FAis ($) A TORITS,

RIZ keyword definition fE D%l 2 7~ -

22 PRy 0 FEAEHEEMEIL ESTRI O 7 = 7Y 4 MBS 5,
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<referencedBy>
<keywordDefinition>
<code code="ich_keyword_type 8"
codeSystem="2.16.840.1.113883.3.989.2.2.1.5.2"/>
<statusCode code="active"/>

<value>
<item code="STDYID_TITLE001" codeSystem="2.16.840.1.113883.3">
<displayName value="Study0001 $StudyABC"/>
</item>
</value>
</keywordDefinition>
</referencedBy>

8.2.18.6 XML #> /L : Keyword Definition

BiRF5CL Keyword D EFR I 120 Application DEIFAICB W TOAFHN TH D, UL, Mk
HOEHFT VA (B : 7 —7{b S 7= Submission) % & & L. [A U Keyword Definition (=
— RBLOMEDORY) %450 Application THEZH L TH L, ROEZ v a o TlE, Keyword ©
ERBIOHRIZBIT S XMLA VA 2Dy F U 4209 5,

8.2.18.6.1 Keyword Definition
WD XML Y7z, keywordDefinition OfEFHD—->Th 5 Manufacturer 2 7~79°,

<referencedBy>
<keywordDefinition>
<code code="ich_keyword type 3"
codeSystem="2.16.840.1.113883.3.989.2.2.1.5.2"/>
<statusCode code="active"/>

<value>
<item code="MANUO001" codeSystem="2.16.840.1.113883.3">
<displayName value="Big Manufacturer"/>
<[item>
</value>
</keywordDefinition>
</referencedBy>

I AF—< TIFHEED item EREZFTRTDHZ LRRBDOHHIALTVDA, eCTD v4.0 TiX 1 2D
Keyword Definition |2 & 1 72 RET 5 Z &,

Q L8 D F7540Z 20 TIEXML T DfE ] 3 B D =

8.2.18.6.2 Keyword Definition D24 D B

%15 L7z Keyword Definition IZERV N EENTWDH Z 3B 5, 5550 Keyword Definition 13
A EEET DHENHL5E (R CHESFENORLE (RO 72 E) 2 ETHARE) X, 20
TR HHTE 5, Keyword Definition == — RIZEE TX 7200,

Y=y A1

<referencedBy>
<keywordDefinition>
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<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="2.16.840.1.113883.3">
<displayName value="Ace Manufacturer"/>
<[item>
</value>
</keywordDefinition>
</referencedBy>

S—hUR2

<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="2.16.840.1.113883.3">
<displayName value="JAcme Manufacturer™ypdateMode="R"/>

<[item>
</value> displayName % 1E L \»
</keywordDefinition> Bl
</referencedBy>

T FRAEEHT 5854, [F L Application PN 3~=T Submission Unit GEZEIZIRH L7ZH D
HEte) (XL TCHEGDEA IS, ZOFEH Mo Application ¢ Submission Unit |2 13 H Z 4
72\, FEED Submission Unit (2 DA FETRA O EF 2T 55545, # LV Keyword Definition %
ERTDHI L,

8.2.18.7  #&# D Submission Unit /Z# (18 Keyword Definition DE&EH

EEHIZE - T 1 ERE Sz Keyword Definition |, = DEFRNEH SNRWIR Y kT D4
ZE720, Keyword =— K%, Application N3 =T Submission Unit Z i L TR U CARF UL
2BV, DFED, BHTEXLDIEIRTALDHATH D, llx OEEEIZx L, Keyword Definition =
— REFRRLOME 1L ORTEFRTDLZE, 2F 0. 150 Application O Cla] UE& 2 #5k(n]
ERTDHI LT TERN,

v—FR1
= R 1 TEZE I Keyword

<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="MANUO003" codeSystem="2.16.840.1.113883.3">
<displayName value="Simple Manufacturer"/>
</item>
</value>
</keywordDefinition>
</referencedBy>
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v —7r A 1@ Context of Use T i S 7z Keyword Definition

<component>
<priorityNumber value="1000"/>
<contextOfUse>
<id root="8c590801-c4ca-4940-bb4d-5a4cd32685d7"/>
<code code="ich_3.2.5.2.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<derivedFrom>
<!I--"Controls for Material YYY"& U9 % A kLo 30 E-->
<documentReference>
<id root="d0c6463c-7538-4ac8-827d-65b083¢c3893d"/>
</documentReference>
</derivedFrom>
<referencedBy typeCode="REFR">
<keyword>
<code code="MANUO003" codeSystem="2.16.840.1.113883.3 />
</keyword>
</referencedBy>
<referencedBy typeCode="REFR">
<keyword>
<code code="SUBO0O01" codeSystem="2.16.840.1.113883.3 "/>
</keyword>
</referencedBy>
</contextOfUse>
</component>

Context of Use 2keyword /£ 7~ CTHIRD HH) TDH T, (EH AJRELM A 5P IZD
Q Tl T fr—b e 3F 77 V5L ONCH M4 [ DR GE 75 D 72 60 D
TES T =Y PFE2 X b (CTD) D) 7 7 A ESHEDZ L,

Q B DS 200 TIIXML T E DI 3 B8 0D = F,

= R 3 TEEINT Keyword
Z @ Keyword Definition {Z-2V T XML TEET 2BIMEHRIZ RV, ¥ —F 2 1 THE STl
MANU003] & #7544 [Simple Manufacturer] 785] &fi<FIFFARETH D,

v —7r A 3@ Context of Use T i S 7z Keyword Definition
<component>
<priorityNumber value="2000"/>
<contextOfUse>
<id root="64e51fb8-4608-4c3a-af52-68b5cc02345b"/>
<code code="ich_3.2.5.2.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<derivedFrom>
<I--"Controls for Material BCD" &\ 9 % A k)LD 3L FE-->
<documentReference>
<id root="23967c61-99bf-4090-863c-15b524ee242¢" />
</documentReference>
</derivedFrom>
<referencedBy typeCode="REFR">
<keyword>
<code code="MANUO003" codeSystem="2.16.840.1.113883.3 />
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</keyword>

</referencedBy>

<referencedBy typeCode="REFR">
<keyword>

<code code="SUBO001" codeSystem="2.16.840.1.113883.3 "/>

</keyword>

</referencedBy>

</contextOfUse>
</component>

Context of Use 2keyword /7~ THIRD HH) TDHRNT, (EH AJELM A G E 12D
Q T, Z = F e N F 477 V5L NCH M4 [R5 DA GE g D 72 80 D

ZE e T =G e NFE2 X2 b (CTD) D) 7 7 A4 /3D = F,

Q G DI 712 00 TIIXML T DI & R0 D = &,

9. BHFEEHOEE

HFEERIOE B L (X, Submission Unit, Submission, 35X % Application ®Z A 74 A 7 WVEH %
59, ZhiE eCTD v4.0 12L& » TIHRICEEREA Th O, AEETA FO#HASNTH D, T
A 7Y A 7 IVOEFRITIEIC B 5 HHIR° Submission Unit 28 DA & D IEfE 72 & F 13T Huek = & 1 7
D, ZOEHRIT THsk S L oRED A R THRY#FEbND,
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10. ECTDV322 A wE—UhoDBITIVEVT » Ayvte—P

eCTDV3.22 A vt —775 eCTD VA0 A v b — U ~HEGER A BT T HI2hT-> T, LLTFIC%

DD HBINRE D

o BATvoELS Avk—VIHEHAMNORIMEHAIND, BITvy BV« AyE—

DA AKX AZIE RPS R2 Normative A —<NFIH SN TWDH R, BiT~ v BV
T e A=V VA0 A v E—U L LTHEET D Z EE2EKRTH2LOTIERY, LA
STRATY Yy B« Avt—U ORI, REET A FOTZEH/7ITFLHE LTV D HL
HNZHED O TIiEAeW,

o BiT~v VLT Avb—UEEHTDHI LT, (EREMEZFERIC— LV AITE
WERTTHZENAREL D, T 1ODOY =/ TV322HB LT vA0 DHIE AV
A= TDZENAREE D, BTy BV « A vb— U TIHEHORRITIHFH X
MR, RSN T — 2 BREZHEH L TUTDO 2 OORZERTE 2 ¢

0 eCTD ®/X— 3 [#C Contextof Use DT A 7V A 7 )V E#EFFTHZ ENTE
Do

o eCTD ™4 Application N, F7=1% Application [ ¢ Document % I3 2% Z & 23
TE %,

o JERMIZIE, WTNORERTV322 DEHZZRIEILT HZ2MERSH L1280, BITT
7 u—F TIEVv3.2.2 DEMIIREE I LY R— b 42, SDED, HDHET, BB
BRICHOIRBELEELT X TCORBELEELELIIBITTO2LERDH D,

o BATY UL T c Ayt —VERBHTEL00E I NIHIC L > TIRES LD,

FELELT A DIEFFI - Ll DT HFE DEETT~ B2 o X ot — T
TS, X vt —IZ)FF TG DR E AR E S5, FFiZ o
Tl [t = F DERLLD S N D= L,

10.1 BIIIVEYT - Ay—COBE

V3227035 VA0 ~DIT R REBT D HiEIT—>Th D, HiEH L4 Application ® [Current View |
AvE—VERNTHIZEIZE ST, 1 2OBTv Yy BT « Ave—VEHWTBET 77 4
T _XTOarT Y & VA0 ERIZEITT 5, Current View [Tk DO K 9 IZEFKSND -

o BiTvybt U - XAyk—UiliE, HlERICRHSNRZREYDOHRZZD 5,
o HZICHIFREZIXEHR I N TORWRIEMIX, €D T 7 7 V10 2 L5556 Th 575>
E DN BRI ST RTRATT %,
o HIBRF/mIIBHEI N — 7 HEFEERL,
e lappend] RED Y —T7HELBLIONZOBEY —7 25T,
o i REMEERIL. V3221 5FEA DT 7 AL (B 1 index.xml F 77 i Hikg
T LA LTS regional xml) (2 FENTWDAEEMENH S,
o BiT~vo LS+ Ayb—UHFTOCTD AHLOEEITRD L/,
o F—T 7L T AN V322D A vE— « 77 AL (index.xml F 72 ikl = & (A
LTW5% regionalxml) OV —T7ERZNLZMINTWRNWT 7 A0, £ F—T 7 -
T 7 ANDE ENTREWITZE < OHIBIZIBWTEAIF Sh b,

BIT~o BT « Aob—UTIH22o0D7 744 (submissionunit.xml 3 1 U sha256.txt) DA% &
M3 52 e GECOWTITEZ v a v 1035 M)  HEEEIESHIDIER ¥ 2 — /L ZiE-
T. %4 Application OBIT~v v BT « A v —VEEHT L ENTE S, LITFD v3.22 b
V4.0 ~DBIT7rERIZLD, v40 A v E— T EDEED Document DA L OMEHM O Z
AT AT VPMEREEIND Z EBRFES LD, Current View DT _RTHO a7 Y 3BT~ v B
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VT e Ay —UTEETAHZ L, CurrentView 1%, 1 OF 7 IIEH DO V322 A v E—TF N TC
w‘BHanr-arrso Y EEi,

B 5Ty bEyy - Ayvk—S0FOotR

I5—HL

Warning
DFH

Rejection %
Exn

— -

Bit~o 7« Avb—T0RH
o HIFEHII R LR D HFED Current View DREIT~Y v B 7« X v —U 2T 5,
o MRLRDIWFHEOBITY Yy BT « A v —U % HEIY RDNBEICAFE L TV D IRET,
BT~ BT« Av—UEEBHL IR, Thbb, #7587~y B
T e Ay —VIEHERICLOORTH D,
o MIEHEHLIEIT, FRRHOBNICHIBIOBIT Yy T « X vt —UZI0 FIF, 2k
el 452 &,

BT~ B0 7« A=V ONEINY) F— g
o BHIMRIIBITv Y EY Y - Avb—VOHBUEERE T T 5,
o NUF—=var =KD T BT LhEETL, N T —var s LIR—FATT
Z—7% Tlrejection] F7-1% Twarning] & L ClEI7 5,
® Rejections - A vt —T 22T HANIGTENLERT T —Z2RT,
e Warnings - A v E—Y OB E LT IRV T —EIRT,
o E:1o0ONUF— g« LAR— NI Rejection & Warnings 2 & HIZETeGAN
b5,
e HBHMRBIIFEELIBITv Y EL T - AvE—VZAITT L, 305, BiTvy B
T e Ay—UIE 1 o0ORERHAETH D,

NYF—r gy LR— FO®ERFE
o BHMURIBIT~ Y VLT - Ave—VOREEZRTHE(LI NN T —v a3 - b
RN—FE2RET D,
e TT—/pL
o BATv o BV T« AvbE—UNIZZ T —0RWEA, HEEE X eCTD v4.0
Ay =V DRELEHRBELIIBIT BT - Ay =T FRY T
%, B0 FIFOEKIEITRYID eCTD VA0 A v & — I NG SN DHENT DI
ARETH D, eCTD v40 22T Y NG ST, B FIF o IE
ST Bz,
e Warning A vt&—
o BIT~o b« Auk—VDTT—0FKE, Warning 3L 7254
FHE I Warninig A v — Y 2 4] L CeCTDVAD A v B— VDL 2Bk
TEDLN, BiTwy B 7 - Avte—UERD T, BEHKEZR-ST
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H LV, B T ORI eCTD v4.0 A v — U NEZIE S AHREIIC
DHARETIH D, eCTD VA0 I T Y NEAE S-%id, B T oK
I AT B,
e Rejection # vy z— (Warning A vt —Y2EG0EALH D)
e NUF—i 3 - LAR— NI Rejection £721% Warning L0 5 T —
MEFEND, TDOLAR— KL, Submission Unit 2352 # X117, Sequence
Number S FEEID Y THND Z & 2R,
o TT—DOfR, BTy oy BT Ay bE—UNRAITINTHGE., PEE
(HMEEHEL > TREEZ R L, Ay bE—V2BRETI0LEND D,
o HFEBENPRDAT v THZ#RETHILNTEDLLIIC, N TF—var s LR—F2Hdl
RMNIZETLHZ L,

BIT~o 7« Ayvb—V 00 T
o HFEBWRBIT~yE LV - Avt—VZ2WMY FTIFL2HATH, BiTvybE 7 - Ayt
— VNN SN ETOM, eCTD V32X A v E—VDRFEEHMGET 5 Z LN TE 2,
o Bitvv bt/ Ayb—VOmRY FFEBIIILITO®Y
o I T Y Current View (ZIEFEIZ~ » T L7212 & % Warninig A v &— AR
THht. TRbb, Avk—VLT7 7 A VNOREMOBIIA—ERH Y | v4.0
A= TDTATHA 7 VORFHCEK R EEE LETHA,
o HHEZIIZHENTEBITY Yy E LY « AvE—VHREIY FIFLZEMNTE S,
o BHIMFBIIBITY Y E LS - AvbE—URERITHIRINTZ L OREZXFE L2 T
T2 6720, ZORT v FIIREEERHERSNDANTIT) 2L (V82X A v =T Dk
B, FEFROBIT~ Y BT - Ay E—VDRIETH LI 0b 6T,

EEHEOE T

o  HFEF X, Rejection £7-1% Warining IZBET 527 —%EIEL, BiT~y BT - XA vk
—UEBRHTAIENTE D, HEETEHLOBITY Yy E VT - A vt —URZES
NDHETIE, VB2X A v EB—VDBEZME LT LU,

o HiEIOBIT~Y Yy B « X vE—[Submission Unit 1ZEIF £7213H0 FiFshnTnbd iz
O, FHEHEFC Sequence Number Z FFIH £ 72 13HHIML T Z LB TX 5,

o (BIEIIXRE 72D HFED Current View |[Zxf L CHEAT 252 &, L7an- T, By —4> v
AZNZ2X TCRRMT OMENRH H5H, KICIRHT BT~y B 7 - Ayt =13 T
~TO Current View 27 UV B EHD LT L,

HEEE LT~ v B 7« A vt — VMR CIRETE®IE, v40 Ay t—YZ2HnT, K
HOWREY DT A 7 A 7 NVEHEITH Z &,

10.2 AEx—7

BT~y 7« A=l END RPS AR —< LT R TCOMNEEZENGEND, AF—
< ITEMOHIFKISCH I ETEXKOBIETE TNV, Birv oy B 7 « Avb—T 8 v40
A=V DOMFGICFE LA —~ZHHTEX 5,

Q)  FEAOREIIT - EEX A~ I OMIE S 125~ BENERS S, BT &
L P DI T IR B A B B,

10.3 RNy H—
BT~y B OISO Ny r—121F XML A vt — (submissionunitxml) 3 X OF =
v 7 (sha2bbixt) D7 7 A NDIHEEDHDH I L,
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FEREH A~ DFEEF : submissionunitxml 7 7 7 b/E, v3.2.2 T I A > t—32 77
/L (index, regional 5L INSTF XML 7 77 /L) DREF & 5] i<,

B6BITIVvEYY - Avt—S0 T+ LT HEE
4 | regicnspecifiedfolder
4 | sequencenumber
| sha25b.bt

|| submissionunit.xml

Sequence Number 7 A /L X NIZIX 7 AV H H@ENRWZ &, D7 7 A NVFETNLT 4V F BFTE
2556, TORHITATIND,

10.4 Ayt—SAys

A= e Ny XOERIZIE, EEEEZEEORFTBICHNER—EOERIZNZ, AvE—
VERRICH W - ARELET 4 B IO THEKOFEE T A4 R] ONR—2 g VIERREENS,

WO XMLIZ, AF =I5 TA y U= V2RI 5 Id OUAEHES L ORIEE 7T,

ROBITIIVEUT - Ayt—D - Ay FO XML &
XML Structure
<PORP_INO00001UV ITSVersion="XML_1.0" xmlIns="urn:hl7-org:v3"
xmins:xsi="http://mww.w3.0rg/2001/XMLSchema-instance" xsi:schemal.ocation="urn:hl7-org:v3
PORP_INO00001UV .xsd ">
<id/>
<creationTime/> ]

<interactionld/> INHOHEHFIT, T ORLEXIICEL
<processingCode/> T oma—=T T X TTRTIE,
<processingModeCode/>
<acceptAckCode/>
<receiver>
<device classCode="DEV" determinerCode="INSTANCE">
<id> receiver.device.id (&
<item root="" identifierName=""/> 5 2-104.1.1)
</id>
</device>
</receiver>
<sender>
<device classCode="DEV" determinerCode="INSTANCE"> sender.device.id (&
<id/> 223 2-104.1.1)
</device>
</sender>

10.4.1 DABRBLUVEM
AF =<2, LN ZER/NMROEBRE y FBAKLETH D ¢
e ITSVersion: XML _1.0] ZfE+5Z L,
e xmins: [lurm:hl7-org:v3) ZHETHZ &,
e xmlns:xsi : [http://www.w3.0rg/2001/XMLSchema-instance| Z#f8E 325 = &,
e xsi:schemaLocation : FxHT DA X T 7 a « Ax—~< - 77 )b
(xsi:schemaLocation="urn:hl7-org:v3 PORP_IN0O00001UV.xsd") Z#Z&M34 25 Z &,
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e receiver@typeCode : [EEfE TRCV] =D, A vtE—UIZEDDHMLEIL/R,
e receiver.device@classCode : [DEV] #¥5ET5HZ &,
e receiver.device@determinerCode : [INSTANCE| ZiEE+T5Z &,
o UTORHEEGT 2 o0 iditem BELZEZDLHZ L
0 receiver.device.id.item@root : A v — JHERIC I ARFZE S 4 Rk i [Hieg
TEnFEELIA R O OID Z45ET D,
o receiver.device.id.item@identifierName : * v — UAERRIC W ARERE D 4 RE 7=
X THUE 2 & DEET A R ONRN—2 9 UFRSEIBET S, FBEY HIIAB MM
A L2,

e sender@typeCode : [EEE [SNDJ 8D, A vE—IICEDDHMEITRN,
e sender.device@classCode : [DEV] #fEET 52 &,
e sender.device@determinerCode : [INSTANCE] Z#4§E9 5 Z &,

10.4.2 XML Dl

UTFIZ, Avbt—y e Ao FIZEEND id BEEDOXMLEZ7~7, receiver.device.id ZLF |1 FLEH
A RON—=V g U NEREEZLTND

<id/>

<creationTime/>
<interactionld/>
<processingCode/>
<processingModeCode/>

<acceptAckCode/>
<receiver>
<device classCode="DEV" determinerCode="INSTANCE">
<id>
<item root="2.16.840.1.113883.3.989.2.2.1.11.1" identifierName="ICH eCTD v4.0 IG
v1.2"/>
<item root="0ID for Regional 1G" identifierName="Regional/Modulel IG Version
Number"/>
</id>
</device>
</receiver>
<sender>
<device classCode="DEV" determinerCode="INSTANCE">
<id/>
</device>
</sender>
10.5 RAA—F - AyE—

WIZ9 eCTD v4.0 XML £ v &— T O akZEFE X, HL7 Version 3 RPS Release 2 Normative (235
WTW5, FERICETIERITENENERNOE Y >3 AT, DFED, XML AF—~<D
L AN FHEEIZIE 2 o T uy,

10.5.1 TMM RA A—F * Ay E—CEERYOHSE

UTFTOKIZ, AvE—VICGEFNIBEEBIOZENLOEEZRT, MANOKERITNA 72—
ReXAvbE—UTHOGLRS,
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B 7.8 TIvE T AvtEt—CHEBREROBZETIL

Submission Unit

Priority Number

Category Event

Context of Use

{ Document Reference

Keyword

'—ﬂ Related Context of Use

Sequence Number

Contact Party

Person

Organization

12 Application

W Document

IS Keyword Definition

Submission Unit— 1 eCTD &
—7r YR

Priority Number — Context of
Use D RIERF

Context of Use—CTD R Hi L

Document Reference — CTD
RH L EBE&EFITEND
Document 5B 9 3

Context of Use Keyword —
CTD R LEETOREMO
fHintEk

Related Context of Use — &
xR LG LHBEDREY
*SRTD

Sequence Number — eCTD *
=D 5 EINDES

Submission — B FE 1= (X418
£ Submission Unit H 51
K Eh BIRG1EE

Contact Party — Submission

BT HEHEE

Contact Party — E#& £ D&
ANEHTET H1ER

Organization — E#& St DA
BEEET H1ER

Application - E# F =588
D Submission H SR &
hBEHREGTHY . %D
MO TIE, B
Application ZHET S
Document- XEIZET %
AMERE LV T+ LEHE
ERNOERMEREET
Keyword Definition — 3% {5
WNEET B Keyword Zigfit
EX)

Category Event— > —% >

ZDOARITxT B fHniER

10

=
=

[y
(%]

[
L

; .H .
. -b

1

un

v3.22 6 VAO IZBATT ABRICHE T 2T vy B 7 « A vt—IZid, LTFTOEENHLET

o,

AylE—=T e~y X
0 receiver.device.id
SubmissionUnit

o id

0 code

Context of Use

o priority number (Context of Use = — K & Keyword = — R D#AG ot T & 14 E)

o id
o code
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0 status code
o document reference
o keyword

e Sequence Number

e  Submission
o id
o code

e Contact Party for Technical Contact
o Contact Party type
o Person identifier
o Person name
o0 Person telecom

e Application
o id
0 code

e Applicant
o id
O name

e Document
o Id (version4.0)
0 Reference value
o Leafreference (URI 7 /L= U X A - SequenceNumber.xmltype.leafld
(0032.ich#NLAS57D17EB601C9EDCA 732 &) )
e Keyword Definition
o0 Code - type
Code for keyword value
Status Code
Value for display name

[eleole]

10.5.2 R O—F2RICEAT2EEEE

BT~y B0 T« Xy —UIid, BATICRERE/NROER L EHOL N E Eh D,
10.5.2.1 BAEF

XML A =D v— RERET 57-01I2%, LTORESVLETHS -

e controlActProcess@classcode : [ACTN] Z¥5ETHZ &,
e conrtolActProcess@moodCode : EVN| ZiEETHZ &,
e controlActProcess.subject@typecode : [SUBJ) Z#FRET 5 Z &,

10.5.3 BIITYEVYT XML A vE—S D

ROFIZ TMM XML OFFME (Tebb, ~frn—F: Ayt —) L XML AF—<DF
RTCOERE T, ZOFRF, Y%EEICE N5 controlActProcess,  submissionUnit
submission 33 X 0% application D ZE THERL ST\ 5,

MEHMLOTHFAD « Ry 7 ZZEREZAT L, BRICET 2MERIFREZ ~T 72012, ZHE
ELTAE BBeECHL, B2 v a U Baitdl) 03 Mk LoET 1 K] (B
MAa T d, fkEAOHEEH ThDZ L E2RT) Ziidid 5,
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ROBIATYEVY - AyE—DOEE

XML Structure

BITw o BT « XA vbB—0F % 27— KXMLA v & — DcontrolActProcess’» 5 BT 5,
WEBEFIT R (8723 2104) ©OEY TH Y, submissionUnitZE & OFTIZFEH S 41D,
<controlActProcess classCode="ACTN" moodCode="EVN">
<subject typeCode="SUBJ">
submissionUnit 35 (21%. LA F® Context of Use BEHE L Z O BEMENE D -
e component.contextOfUse
o primarylnformationRecipient. Territorial Authority
o0 replacementOf.relatedContextOfUse
0 derivedFrom.documentReference
0 subjectOf.submissionReference
o referencedBy.keyword
o AREETA FIZIZINOGOEENT R TR INLTVD DT TiERy, FEMc oV TiE, TH
W OFRENA K] 2oz b,
<submissionUnit> - N
:::?)/;eb submissionUnit (&2 > 5 >~10.5.4)
- ,—l—,}H: N “Z%B'E
<tit|e/> L ﬂﬁf@jz\— k 0)%2217/]) }\ Z 2 J
<statusCode/>
<component> (.. )
<BriorityNumber value=""/> } priorityNumber (&2 2=z >~ 10.5.5) )
<contextOfUse>
<id/> ( o )
<code/> | contextOfUse (&~ 2z 2~10.5.5.3) ]
<statusCode/>
<primaryInformationRecipient> —
<territorial Authority> N
<gov<eirdr}glgAuthor|ty> primarylnformationRecipient.territ
<name/> orialAuthority
</governingAuthority> Hil = & DRI A FHH )
</territorial Authority>
</primaryInformationRecipient> __~
<replacementOf typeCode="RPLC™
<relatedContextOfUse> replacementOf.relatedContextOfUse
<id/> 1 BITvy BT AykE—UT
</relatedContextOfUse> EA L
</replacementOf> . J
<derivedFrom> ™ P N
<do<its$§ntReference> - derivedFrom.documentReference
</documentReference> L (7322 .710563) )
</derivedFrom> _/
<subjectOf> ) - N
<SUET£S<'%2§3§:ZZC:> - submissionReference
e [==PEe Q&
</submissionReference> 5 Ml =L D REH A RBH )
</subjectOf> _
<referencedBy typeCode="REFR">)
<keyword>
<code/> >—[ keyword (&2 27 >-10.5.7.3) ]
</keyword>
</referencedBy> _
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</contextOfUse>
</component>

XML D Z D& 7 2 =5 i3 submission EFEDOFREIZEAMRT S, Submission D% ITHE < ZEFR TR
DY
e sequenceNumber (submissionUnit & submission DR Z /R TEHFE L L TEEND)
e callBackContact.contactParty
e subjectl.regulatoryStatus
e subject2.review
0 subjectl.manufacturedProduct
0 holder.applicant
0 author.territorial Authority
0 subject2.productCategory
0 subject3.regulatoryStatus
e subject3.mode
e subject4.regulatoryReviewTime
e subject5.submissionGroup
o AREEET A RITZ I D OEEPTH STV D DT TR, IOV T [ S
EDEEHA R 2RO L&,

<componentOf1>
<sequenceNumber/>
<submission>
<id/> }[ submission (2 >z >-10.5.12) ]
<code/>
<callBackContact> —~
<contactParty>
<id/>
<code/>
<statusCode/>
<contactPerson>
<name/>
<asAgent> - callBackContact (&~ =~
<representedOrganization> 7.2-10.5.12.2)
<id/>
<name/>
</representedOrganization>
</asAgent>
</contactPerson>
</contactParty>
</callBackContact> —
<subject1> ™ B
<regulatoryStatus> regulatoryStatus — 517~
<code/> > vbErT e AyE—TT
</regulatoryStatus> VIER L7eu,
</subjectl> _/ %
<subject2>
<review>
<id/> [ review — #ililk & L D FET A REMH
<statusCode/>
<effectiveTime/>

}[ sequenceNumber.submission (&2 >z >-10.5.11) ]
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<subject1>

<manufacturedProduct> ~
<manufacturedProduct> manufacturedProduct — Hiifik
<name/> Tl DFENA KB]
</manufacturedProduct> =
</manufacturedProduct> /
</subjectl>
<hotj:;;|icaml> [ review.holder —Hiul = & g% )
</holder> | A FBH )
<aUt2'?err>ritorial Authoritv/> ( review.territorial Authority — sk )
</author> g L T OFIIA FEM )
<subject2>
e N —
<producgc7tegory> productCategory —Hilik = & o %
<code/> SE T ¢ A
</productCategory> (A A REIR )
</subject2>
<subject3>
e N —
<regulat8r3//8tatus> regulatoryStatus -l = & D&
<code/> N
</regulatoryStatus> (A A REIR y
</subject3>
<[review>
</subject2>
<subject3>
<mode> [ mode ik = & OEIEH A 5 }
<code/> i
</mode>
</subject3>
<subject4>
<regg::e;t3?//>ReV|ewT|me> [ regulatoryReviewTime —fiilgk = & }
=t \\&
</regulatoryReviewTime> DIEHA RS
</subject4>
<subjects>
<SUb<rTi]c|;ilonGrOUp> submissionGroup —Hitjik = & D5
</submissionGroup> BAA RS
</subject5>

XML Structure

XML D Z D& 7 2 = i3 application 23R DR EIZEIRT 5, Application £ 7 2= ZiE, B
TOHERLEBUENZEND

holder.applicant

informationRecipient.territorial Authority

subject.reviewProcedure

reference.applicationReference

component.document

referencedBy.keywordDefinition

<componentOf>
<app|_|gat|on> application (&2 >z >
- ><item/> 10'5"1:}) et o o e
<ids Bl = & DFAEN A B
<code/>
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document (&~
25 2-105.17)

keyword - 17~
BT Ay
=TI
L72uy,

keywordDefinitio
n(tzzg>
10.5.18)

—~

<holder> TN
<applicant>
<sponsorOrganization>
<id></id>
<name></name>
</sponsorOrganization>

</applicant>

</holder>
<informationRecipient>
<territorial Authority>
<governingAuthority>
<id/>
<name/>
</governingAuthority>
</territorial Authority>
</informationRecipient>
<subject>
<reviewProcedure>
<code/>
</reviewProcedure>
</subject>
<reference>
<applicationReference>
<id/>
</applicationReference>
</reference>
<component>
~— <document>
<id/>
<title/>

_/
™

-
N

<text integrityCheckAlgorithm=

<reference/>
<integrityCheck/>
~— <[text>
—
<keyword>
<code/>
</keyword>
</referencedBy>
</document>
</component>
<referencedBy>
( <keywordDefinition>
<code/>
<statusCode/>
<value>
<item code=
<displayName/>
<[/item>
</value>

N—

(__ </keywordDefinition>
</referencedBy>

</application>
</componentOf>
</submission>
</componentOf1>

<referencedBy typeCode="REFR">

codeSystem="">

holder.applicant (&2 > =7 >~
10.5.14.3)

informationRecipient.territor
ial Authority —Hils = & 032
A N

DEENTA R

applicationReference ik
L FEETA NEH

[ reviewProcedure — i = &
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<componentOf2> N
<categoryEvent>
<code/>
<component>
<categoryEvent> ~ >—
<code/>
</categoryEvent>
</component>
</categoryEvent> _/
</componentOf2>
</submissionUnit>
</subject>
</controlActProcess>
</PORP_IN000001UV>
K7 arOF_NTOERIT, AF—~HNTBAITY BT« XAy — U OMIRERPHHET
DIERF THER STV D,

10.5.4 Submission Unit
BAiT~ v B« A —3 0 Submission Unit 3213, U TOEENEGENS

subject.categoryEvent —Hihik = &
DFIETA N

e submissionUnit.id
e submissionUnit.code

LLF Z&Te, Submission Unit T—fXAICIRH SN D ZDOMOT X TOEZLEH LSS, Zh
LOERITEHIND

o title
e statusCode
e componentOf2.CategoryEvent

INHOERIFIBEIT~ v B L7 O Submission Unit TIXARETH 5D, BELR W THA S 5551
BIXYa—NMEOALNVETH S,
10541 XML LDEE
XML A ¥ —? submissionUnit Z3E Ik D X H ICEET S -
e controlActProcess >> subject >> submissionUnit
XML DL FIEIZDONW TR, RIEZSROZ &,

105.4.2 XML ZEF

W DFIT, submissionUnit B3 CTHEE/R2 T _To XML EHFEL L OVgEtk & BARK 72 i k2 R
—g—O

Q ClassCode #moodCode/#eCTD v4.0 XML X > & — > T/ ZTH 5, classCode /L
/ACT/ , moodCode/Z /EVN/ IZ/HE S TS, ZH6DFENEE L THIDMENE
FASEE, FDOXML A w7 —d X F—~ I L TR TR,
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10.5.4.2.1
R

submissionUnit.id

B SEE

A

#Er

id

EMFER
B 5RY

[1.1]

AEHEIT, AvE—UTEEIND
Submission Unit Z2 — & 275325 =
CTTERBTHD,

root [1..1]

F4 72 UUID

id 23 ? root J& M1,
submissionUnit ® 7 @ — /3L — &5
BT Z PRt 5,

id@root (XM HEIETH 5,

id@root I%Z2L-F D submissionUnit I L T—E=THhDH T &,

10.5.4.2.2 submissionUnit.code

B3R B ZEE EDoR i

U T
code [1.1] AHLFZ L Submission Unit D 7= 8 D
a— NMEZMENRT 227 FEHR

Th b,
code [1.1] THA L code J&M: 1% Submission Unit % o
NO a7 oy OfEEY R~ —E
ich_sub_unit 1 | DIETH 2,

codeSystem [1..1] Y72 0ID | A@EMEIX=a hr—L R s Ry

EWMFEE
B 5RY

TTV e VAT KBS
% codeSystem @ OID T 5.,

KFHEDMEIF=Z— N« XTI
BIREX A OID TRIFHIER 62
b,

code@code &% Submission Unit lIZ 2> X 1 SORIEET 5,

ZOa— REEIBITY Yy B S - Ay E— D7) O Submission Unit 279,

10.5.4.3 fFE
Q T XTDICH =22 pz—sL N« A+ 77 J/d genericode 7 7 7 /Lo L ONR 7L
Nor— P77 A SRS, B
10.5.4.4 BRI EF

submissionUnit Z3E TR SV D 7 7 AERIT 7200,
HEROZ L,

FEANZ WL Ttk = & o3 1 K]

10.5.5 Context of Use @ Priority Number

BAT~ v B 7« A v &—I2iF Priority Number 23435 Cd %, Priority Number 134 # ONEF-+
FEFRRIER IS,

10551 XML LDEE

XML A »t— @ priorityNumber B3 IZR O X H ICEET S :

28 A7 FEAEHEEMEIT ESTRI O Y = 7 A MBS 5,
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e controlActProcess >> subject >> submissionUnit>> component>> priorityNumber
XML OFLR FIEIZHOWTIE, RIZZHDOZ &,

10552 XML EF

ROFIZ, component.priorityNumber 2238 T2 3 X TD XML ZHFEIB L OVEHEZ R L, Fiolze
i RANV/AT oY i R gV B A A

Q typeCode/ZeCTD v4.0 XML X > & — 2 T/L 2 T 5, typeCode/d /COMP (Z/EE
I TS, XMLX > &—2Z, ZDFMHE L THIDEN G ENSHE, €D >
T IT R = T L TR T,

10.55.21 priorityNumber
R B ZEEE fEDEL B
i B
priorityNumber [1.1] AHEFE T Priority Number & Z DOfEIZ
MIETBHarTFEHETHD,
value [1.1] Bl priorityNumber ¢ value J& 13
1000, Context of Use %58 DA 1T (24H
2000, 3000 | HT 28EAEfRET S,
P
TEMETE priorityNumber@value J& 11T HETH 5,
ESFHAY % contextOfUse B33 (2 5%f L C Priority Number Z457E 4% Z &,

Z OEITRK 6 HTDIEDOTEEL (1~999999) T, [F U Context of Use =1 — R &
Keyword = — R{EDH A G 8 % £§5 contextOfUse R I T 5,

[i] U Context of Use ==— K & Keyword = — FO#AAHHE %A L T % Context
of Use D #z 4] Submission Ti&, [1000] 75 Bi%A LT 1000 32N X & %

( 120005 . 13000 72&) Z &m#fEtisinnsd, ZiuZ XL b, Contextof Use # il
NERDHEEANT D L EIT 1, 10, 100 DL EAL A TE 2,

[i] U Context of Use =— K & Keyword = — K DO#i A5 3>+ D H1-C Priority Number
DNEM L CIE72 5720, Priority Number O A (2 B3 2 i AR AN DWW T,
Mk =L DFEED A K] #BROZ L,

[il U Context of Use =— K & Keyword = — R DOfLAA > % £F-> Context of Use 2L
FHERTT OB, 2RO OEFELNAFAHT 3 2 72912 Priority Number %452 /9
5 o

10553 FHFE
Q " DEFIZ|TE PR,

10554 BRI EF
priorityNumber 2238 TERAN SV D 7 7 AR T2\,

10.5.6 Context of Use

Contextof Use IC L > T, BEFEY —7 DT A 7V A 7 VAR %E 451 D eCTD V4.0 A vt — U THELT
TEDHXHThD, ZDO=w, Contextof Use IZBAT~ v BT « XA bB—UICRAIRTH D,
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10.5.6.1 XML _LDEE

XML A v t—® contextOfUse ZE3& (TR D K 9 ICELE T 5,
e controlActProcess>> subject>> submissionUnit>>component>>priorityNumber> contextOfUse

XML OFEIRFIEIZHOW T, RIEZSHRDOZ &,

10.5.6.2 XML ZEF
DT, contextOfUse BEE THE/ART RTO XML EEB L OBMEEZ R L. BRIRER~NH 5
LAIXINEAT,

Q classCode £moodCode/ZeCTD v4.0 XML X > & — T/~ Th 5, classCode /T
/DOC/ , moodCode/t /EVN/ [Z/EHESIL TS, Z4156 DBIEICHID NG EI
BBE, TOXMLAX & —)F X F— |28 L TR TR,

10.5.6.2.1 contextOfUse.id

SEE

[1.1] ABEFE T contextOfUse 7kl 1 % 1%
T5aTTHEETHD,
root [1.1] 2472 UUID | id D root JE 11T, contextOfUse
DT v — ) — s T A et
%,
TEHEIE id@root [ZMEDJEMETH 5,
EFHA id@root (%, #&H I 25T TP contextOfUse [IZxf L T—ETHDHZ &,
10.5.6.2.2 contextOfUse.code
R B Z2EE Xkl A
Z T
code [1.1] AL contextOfUse TE S 5
AT A TICHIETHa
TTERZTHD,
code [1.1] TX¥ AL | code BYEIXRHLART 2— NE%E

BET D, ZOEIEICH £7213H8
ich_3.2p.23 | 4 RIC L - TERSND,

o e
codeSystem [1.1] %72 OID | codeSystem J& (X, == hr—/L
BeRErT50 L7 05—
ZFAT 2B 2 R ET D,

KT — R« > X7 A
I P7Z0ID TRIFHILR 672
IR
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code 35 X OX codeSystem @ A2 HH+ 5 2 &, ZHODBIHIZEEGFEY — 7 Ol & —
FHLTWARTUER L2, a— NMEEBIT Yy B 7« A v — U OREGRRIC
BMiEENn5, Bir~y B 7 « A v —I N Tl Context of Use 2 — K & Keyword
a— ROMAGOEEREFT 2 2 L, 7272 L. Study ID & Study Title (X = DR Y
TIE7ew, FEfillEEZ >3 > 105.20 B,

EFHA code 3 1% Context of Use DE(ERHIMETH 5,
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10.5.6.2.3 contextOfUse.statusCode

B3R B 2 EE L
FZn
statusCode [1..1] ABEFIFaLr hr—L K- R¥xy 7
U - a—RRgEnNar T
FZTH Y. Contextof UseDIRFEE IR
D
code [1..1] TV 77X | code JEMEIE, Context of Use 234 %)
v b Dy, 3D WVITHIBR SRR TT
EDEEIEET D,
/active /
statusCode ZEF |F 4T HH L, 6% lactive] &35 &,
EHHR statusCode@code 1T T A v B —IZEDTEETH Z &,

10.5.6.3 FHEE

Q T NTDICH 22 pz—s N« F 77 IV )F genericode 7 7 7 L5k ONR 7L
Fo— b7 7 A # SRS, P

& =Rk BWHRICL o TESIZHRIP BRSNS HEP DB, BAT S [
W = b DELED S N 2T 5L,

10.5.6.4 BHEF
contextOfUse 35 CERAN S 4D 7 T AR I 7200,

10.5.7 Document Reference

ZOBEH#FIT, BHTABITY v - X v —@ Submission Unit, F7-I3LARTICIRE LB
1T~y 7 « A vE—T 0 Submission Unit Ti%(E & 1172 Document ~OZRIZHWH IS,
10.5.7.1 XML LDEE

XML A v &—® documentReference B TR D L 9 ICHET S
e controlActProcess>> subject>> submissionUnit>>component>>priorityNumber>
contextOfUse>> derivedFrom>> documentReference

derivedFrom & DRIZ 1O F 7213845 D replacementOf EHE A Gk 52 LN TE D,
XML OFLIl HIEIZ SN TCiE, RIEZSHOZ &,

10.5.7.2 XML EF

WD FIZ, documentReference T3E CTHLE/L T X THO XML ERZB L OEM42 5~ L, 82w~
HHBE TN AT,

Q classCode & moodCode /ZeCTD v4.0 XML X » & — T/t A2 Th 5, classCode /7
/DOC/ , moodCode /% /EVN/ IC/HES TS, ZHoDEFEE L THDMED
EENSEL, FOXML X v t— 1 X F—(ZH L TEE T,

24 A2 FEAEHZEAEIT ESTRI O U = 7 A MBS 5,
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10.5.7.2.1 documentReference.id

SEE

[1.1]

ARBFE T Document ~DZFEIEH %

BT bar T EEZETHD
root [1.1] %472 UUID | root )| E 7213 id BHR 1T, IRk
Document B3 D 7 11—/ 3L —E ik
BT Z T 5,
EMEIE id@root JBIEIXMETH 5,
EHHE id@root X, 2T ABIT~Y v B F « A v E&—0 Submission Unit, F 7~ 13 LLR(

HBTHd,

DOBAT~ v B F « A »&— 0 Submission Unit Ti%{F & 4172 Document ~MD %

10.5.7.3 FHEE
Q " DEFIZ )T E PR,

10.5.7.4 BHNEF
documentReference 3 TR XD 7 7 AEHRIT 72\,

10.5.8 Context of Use @ Keyword

v3.2.2 U — ZIZBHHEAT T B 7= T Keyword (3, referencedBy % F]H L T Context of Use 3=
BT 5, Znb o Keyword (213 ) — 7 EROBME, /— RIEEEIINB7 7 A V2 7L L
THEN TV b DL H D, TN TOREFEIL, Keyword Type ([ZBAfR7e < fRH S22 E7e
W, DFED arha— R R ¥y 7T Y E2iE Keyword Definition —# & L TR S 4
Do /J— RILEDBUANZEA AIRE Ch o 1ih. 7 v—7 « %A ~Ld Keyword Definition %
W, FMIUEZEET LI L, HEO / — FIKEMNFR U U E I AN TS THRE Sz
B, ENHDOEE 1 SOOI NV—TF « XA ;L@ Keyword Definition (ZiE#FET 5 2 &, 512, /
— RYEEOMREFR L /25T 2—/1 1 @ Context of Use AR v 77 VIZ2W L [Hik = & o5k
A R] 22ROz L,

FLWESRSBEMENTLE I D, BiTvy BT - X o—UNTH LU vA.0 Keyword D
A T EBEL TR B0,

10.5.8.1 XML LDEE
Context of Use D354, XML A v —? keyword EHE IR D X 5 ITALE T 5,

e controlActProcess>> subject>> submissionUnit>>component>>priorityNumber>
contextOfUse>> referencedBy>> keyword

referencedBy %52 O Rif |2, primarylnformationRecipient, replacementOf, derivedFrom, = 7213
subjectOf R AR5 Z LN TE S,

XML DFEIRITHEIZ DWW TR, RIZBRDOZ L,

10.5.8.2 XML ZEF

WDFIZ, keyword EHFE THE/RTXTHOXMLEREB L OEMEZ R L, B ERRH 25 51%
ZNEAT,
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Q classCode £moodCode/ZeCTD v4.0 XML X > & — " T/E A2 Th 5, classCode/T
/ACT/ . moodCode/Z /EVN/ (ZEHE ST 5B, Z#ab6DEHEE L THIDMEIPE
FASHEE, FOXML X »— T R F—~ (T4 L T2 TR,

Q eCTD v4.0 XML X » & — 2/Z /dtypeCode 73 2 T 5, typeCode/Z/+ /REFR) &75
ET S L, ZDFEIEE L THDMENZEND5E, EOKMLA e —d X F—
SIS L TEE TR,

10.5.8.2.1 keyword.code
B3R =1 ZEE EDE A
b1 BT
code [1.1] AT X Keyword % #5155 =
YTTEFETHD,
code [1.1] T XA b AJEMEIE Keyword 0 =1 — R %
9 code BIETH %,

/ich_route 1/ ,

/MANUO001,/ * /7=
/4 /MFR_001/ 72
E (BGEEL VT

rDLE)

codeSystem [1.1] T XA b codeSystem JgiL= > hw—/L
ReARF¥¥x7T 7Y « VAT L%
. OIDEE 721% | —EIZH#BIT 2i%k5 2 ET
EEENERLT | b,

T XA b
KBYEDOET =2 — ]« > X T A
TEEREI 72 OID TR LR
LRV,
EMEIE code & codeSystem JEMEIXMHTH 5,
Keyword IZfEETCEX 52— R X1 DOHRTH D,
EHHRY code DETLIE, LT DHa—R « VAT LANLEETHZ L,

Bii~v 7« A v—U N T Context of Use == — R & Keyword =— R DA
aoEERRFFTL 2L, 72721, Study ID & Study Title | Z DR Y TiEZRv, ¥
MixtEr v a 10620283252 L,

10.5.8.3 FHEE

Q T NTCDICH =2 pz—s N« F 77 V] genericode 7 7 1 /Lfs ko N X 7
Ly For— P77 A MIIC7# IS, ®

10.5.84 BRHIEF
keyword 2238 TERAN SN D 7 T ABERIT R,

10.5.9 XML > FJL : Context of Use EFE & Keyword BT Y EVS
ORI, BIT~ v BT« A v— IS Context of Use & Keyword O XML % 779,

B A2 FEAEHEEAEIT ESTRI O W = 7 A MBS 5,
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10.5.9.1 XEEZEHESHE L /- Keyword F# D Context of Use

<component>
<priorityNumber value="1000"/>
<contextOfUse>
<id root="d82eb3db-04ed-48d8-85db-4a83balefb6d"/>
<code code="ich_3.2.p.7" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<derivedFrom>
<documentReference>
<id root="3452ada4-7f91-49dd-be9d-fee71d0ca3e8"/>
</documentReference>
</derivedFrom>
<referencedBy typeCode="REFR"
<keyword>
<code code="PRD-001" codeSystem="2.16.840.1.113883.3 "'/>
</keyword>
</referencedBy>
<referencedBy typeCode="REFR">
<keyword>
<code code="DOSE-001" codeSystem="2.16.840.1.113883.3 "/>
</keyword>
<[referencedBy>
</contextOfUse>
</component>

T, I fr—Ib B N F 77 Vs L NCH M4 345 D AGR H 55 0D 7= 6D D
ZFE e T =G e NFE2 X2, (CTD) D) 77 4 a0 = &,

9 Context of Use 2keyword /27~ THIRD HH) TDZHRNT, FEH A[GEL#A G HHEIZD

Q G DIEIH 702 00 TIIXML T DIE i & RIED = &~

10.5.10 S ERBYEIFHR Z =T Context of Use

v3.2.2 OV — 7 I BRBE S (] - BBk ID, RERZ A hL, BRE) 2 EERC, REREDEH
DT 7AN 2T HELHEOLEHY . ZhbiE vA0 O Keyword IZBITTHLERH D (1
RO~y B 7R ICTMM BN y B IR T) o ZRVHLOEFERST 7 AV - X701, Wi
& BT 53TV % Study Tagging File (241 ST 5,

Bl ZIE mA231BF DY —7 OB 1%, indexxml lICEE S5 & & b2, FUEDOFER T8 STF
WChitd S, BETAHEENY v EnTWS (- idmd2111)

B 8: index.xml Z 71 ILAD')—72

<leaf checksum-type="MD5"
version="stf version 2.2" xlink:type="simple"
checksum="421e55366d62fad0e9510f6aed005272" operation="new"
xlink:href="m4/42-stud-rep/423-tox/4231-single-dose-tox/stf-jm-12-345.xml"
ID="idm42111">

<title>Study No. JM-12-345 STF</title>

</leaf>
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B9 vVv322ERBLUTFAIL- 5T

<study-identifier>
<title>Single dose oral toxicity study in the mouse and dog</title>
<study-id>jm-12-345</study-id>
<category name="species" info-type="ich">mouse</category>
<category name="species" info-type="ich">dog</category>
<category name="route-of-admin" info-type="ich">oral</category>
</study-identifier>
<study-document>
<doc-content xInk:href="../../../index.xml#m42111">
<file-tag name="study report body" info-type="ich"/>
</doc-content>
</study-document>

site-id -7 & m5.3.5.1 Bid F D leaf ZFE72 &, Property EHRE &2 BAT7 5 7-2901Z1%. Context of Use |Z
Keyword z £ 5- L. 7%>> Keyword Definition Z #24t L 72 (7 AuiE7e 5720,

B 10: v3.2.2 Property &

<study-identifier>
<title>Wonderdrug Study S107</title>
<study-id>S107</study-id>
<category name="type-of-control" info-type="ich">placebo</category>
</study-identifier>
<study-document>
<doc-content xlink:href="../../../../..[index.xml#r345">
<file-tag name="synopsis" info-type="ich"/>
</doc-content>
<doc-content xlink:href="../../../../..[index.xml#r346">
<file-tag name="study-report-body" info-type="ich"/>
</doc-content>
<doc-content xlink:href="../../../../..[index.xml#r347">
<property name="site-identifier" info-type="us">11</property>
<file-tag name="case-report-forms™ info-type="ich"/>
</doc-content>
</study-document>

£ : STEDTD X° STF A X A /L3 — MIGEMEN D/ ADKR T/ L)) 1 E STRA R Z
ADFEMGATNZ L > TED S,

INHDOHEBSLT 7 A« X T % VAO IZBAITT HI2HT7-V . Current View DIFHRIBEIT I 7=
ERRET A0, STF a7 YW SLND, LFOFRIZ, STFOa Ty BT~y
BT e Ay —VICEENDIERE EMST LD TH D,
1 : codeSystem JEM:AEAS keyword == — RZ4FET 572, 451 info-type (TRE L e %,

# 10: TMM Big<w v EV Y
v4.0 BEFR/EME A

v3.2.2 ZRIE M B!

Leaf

A leaf BT,
m4.2.3.1 T FIZH
HZ b, va0 D
Context of Use = — F
DIENEE D,

contextOfUse.code@code

AIBVEMEIX, v3.2.2
D leaf ELFRE M3
CTD RH L L&
T 5,
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v3.2.2 BE/E M

B

[ V4.0 EHIRIE

i

Study Identifier

Title

AR A PV ETR
R

keyword.code@code

AKEMEIL, v3.2.2
@ STF 23~4 kB
2 A RLEEET
%o

EoRBRYA ML
X, XEEEED
Keyword Definition
LTSN D
VEND DL, F
7=, A& A1 b
ILiBR ID LS &
nr-1-o0fEE LT
wons, 7
32 10520 =&
DIk,

Study -id

AER ID 27T,

keyword.code@code

AKEVMEME L, v3.2.2
@ STF 23~4 kB
ID LA T 5,

T RBR ID X, 25
g & £ B O
Keyword Definition
LTINS
WEN B D, F
7=, & ID 3R
A RV ERERE
N-1-o0fEd LT
wmbins, v7 v
a2 10520 =&
DL,

Category

AREFIT, ICH 1T X
> TEH IR D
Keyword (4
duration . route of
administration .
species ) % &l & 7
%, Category 23|
B F I3 B TF
L, TOETHE
ITENLH2RENH
Do

keyword.code@code

AKEYEME 1 Dli2o
&, 150 Keyword
ZBATT Do

v3.22 STFIZ XL - T
#£ i L 7= Category
DETINENIZTHON
T. 1-2>® Keyword
DRI D,

Study Doc

File-tag

AREEFIL, leaf It 5
SNHT7 AN X
TThHD, leaflZEd

keyword.code@code

AE 1% Document
Type Keyword & L
TieHsns,
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v3.2.2 ZR/@ Ik G| v4.0 ER/EYE G
H7 7 AN BTD
BABATR G T
%o
Property leaf 23R (2T 5- 3415 | keyword.code@code A WX site-id
site-id TH 5, Keyword & L T #%
Hans,
1E : site-id 1, XM
FEE D Keyword
Definition & L TH¢
HENn 20BN H
éo
STF OFEHr

1L, PIEHEHRBRICHE TSNS ARERH D, 77 A/ « ZFTRHEHINTWDHEA, BITICHT-
- TlX Current View ZHEHTA2MENRH D Z LD, OB MBBAITH R/ D Z LICHE

5T &,

B 11.EHF SNl STF

<study-identifier>

<title>Single dose oral toxicity study in the rat and dog</title>
<study-id>jm-12-345</study-id>
<category name="species" info-type="ich">rat</category>

<category name=
<category name=

</study-identifier>

"species" info-type=

"ich">dog</category>
"route-of-admin™ info-type="ich">oral</category>

INK 1L IZHEH INTZIGA, BiT~ v BT « XA vB—THNDR%Y Context of Use B3 TS
< Species Keyword & L Cix mouse) Tix72< lrat) 2AMEHINDZRETHD, BHATONGHE
BTy B - AvbB—VICEGDgE, =7 —Hans,
10.5.10.1 XML #> 7
BAIT~w v B 7 -« X vE—0 Context of Use 35 & O Keywords ™ XML FRa ] & 7~ 7,

<component>

<priorityNumber value="2000"/>
<contextOfUse>
<id root="3b60de11-5277-4a62-beda-6ac87e046elb"/>

<code code="ich_4.2.3.1" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<derivedFrom>
<documentReference>
<id root="be916755-a4bc-454a-b1cl-b1cOb2cf76cd"/>
</documentReference>
</derivedFrom>
<referencedBy typeCode="REFR">
<keyword>
<code code="STDY1-TITLE1" codeSystem="2.16.840.1.113883.3.989"/>
</keyword>
</referencedBy>
<referencedBy typeCode="REFR">
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<keyword>
<code code="ich_document_type 4"
codeSystem="2.16.840.1.113883.3.989.2.2.1.3.2"/>
</keyword>
</referencedBy>
<referencedBy typeCode="REFR">
<keyword>
<code code="ich_species_2" codeSystem="2.16.840.1.113883.3.989.2.2.1.7.1"/>
</keyword>
<[referencedBy>
<referencedBy typeCode="REFR">
<keyword>
<code code="ich_species_6" codeSystem="2.16.840.1.113883.3.989.2.2.1.7.1"/>
</keyword>
</referencedBy>
<referencedBy typeCode="REFR">
<keyword>
<code code="ich_route_1" codeSystem="2.16.840.1.113883.3.989.2.2.1.6.1"/>
</keyword>
</contextOfUse>

</component>

o EEENERET D Keyword D Keyword Definition i3, BiT~ v 7 « A v —ICE&H 5
VBN B, #ER ID R ORBRZ A kLD keyword DFEIT/L— DWW T, ® 2 23 2 105.20
BT DH L,

10.5.11 Sequence Number

sequenceNumber X B FERIICIEINT % 2fE T, Submission PN & 72 1% Submission [ THEF & KR 51 %
MR -0l EN 5, Zhi 1 oo Application IZBWT—EDHETH D, BN FHIT LI
NYF =g v b= R85 L -Bbhbl-®, @ Sequence Number DFEIVD X4 Cix, %44
M2 R LT 7 m e ZITHE D, WHREE L. DRIV IELIEBIT~ Yy B « Ay =V D
Sequence Number % FREEEI D 4 TTH L L, 7 LU Sequence Number 2 5817 L CTH L\,
10.5.11.1 XML LDEE

XML 2 v &—® sequenceNumber & [FKR D K 9 ITEET S :

e controlActProcess >> subject >> submissionUnit >> componentOfl >> sequenceNumber

componentOf Z3& ORI subject 33 L UF component % %2 (ZONEFEY 12) fEikd 25 2 LN T
Do

XML OFER HFIEIZ DWW TR, RIZSRT L L,

10.5.11.2 XML ZF
RDFIZ, componentOfl.sequenceNumber 32 T B2 T X THO XML ER B L WEMELZ R L,
GIRAS =N/ RY oY i s SNl g Vo A

Q typeCode /7eCTD V4.0 XML X > & — 2 T/ 2 Th 5, typeCode/d /COMP ) (Z/EiE
ST S, XMLX > t—25(2, ZDFIEE L THIDER G EFRSBE, EDX >
=T X F =T L TR TR0,
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10.5.11.2.1 sequenceNumber

R B B
U T
sequenceNumber [1.1] A% Sequence Number & % D1E
ERNT a0 T T EETH D,
value [1..1] Bl sequenceNumber ZZ3& @ value J& 1

. submission PN T Submission
1, 2, 3£ | UnitzaFFH T3 a7z I N

HEKTHD,
TEMETE sequenceNumber@value I3/ ZED EMETH 5,
EHHR sequenceNumber [ZIEDQFEE TH 5, BiT~ v 7 « A v —T % RIT SIEA]

@ Sequence M FRFOFEHEKER B ORD IEQFEKZHE T 52 L, ZOMEMN
999999 # A% Tix/eH 7wy,

10.5.11.3 fFHiE
Q " DB (T E PR 0,

10.5.11.4 MR EF
sequenceNumber 2238 CTERAN S D 7 T ZAZEF T2\,

10.5.11.5 XML #> /L : Sequence Number
WD XML EEHEHHBNIC, BT~y B 7 « A v'— T B Sequence Number % 7R,
<componentOf1>

<sequenceNumber value="100"/>
<submission>

[submission ZEFE/ZfT S EMDFEFE E 7= (T EIEP A XS, FEMIT [ =
DERYA P #ZMDZ &, ]

<componentOf>

lapplication ZZF& (2B 73 ENDFE F /=1L B IR 7 S5, it > g
10.5.14 5 L OF [l =2 DERELY 1 R 220 = &, ]

</co.m”ponent0f>
</submission>
</componentOfl>
10.5.12 Submission
submission FEE|ZOW T [Hk = & 0 F23ET 1 Rl T I CW\W5b, 7272 L. Current View
OBIT~ v BT« A vb—TiE, idB L code BHFE LN DO Bl A2 AN HE 5 LER H
%o Submission # A FIZHOWTIE, ICHZ ha—L R« R¥ ¥ 77V E2EHTLZ L,

10.5.12.1 XML ZEF

RDOFIZ, submission EHE THE/RT X T XML EHRB L OBEMZR L, FlR$6Rm08H 55
BlEIhzfd,
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Q classCode £moodCode/ZeCTD v4.0 XML X > & — " T/E A2 Th 5, classCode/T
/ACT/ . moodCode/Z /EVN/ (ZEHE ST 5B, Z#ab6DEHEE L THIDMEIPE
FASEE, FOXUA >t — 0t X F =I5 L TG TR,

10.5.12.1.1 submission.id

B3R B ZEE fEDRY A
#1 B
id [1.1] ARERIITMEREZ#W T D27
THERTHD,

id.item [1.1] ARERIILLTOEFL LOREZ
WTBarTFERTHY,
Submission % —EZi%BI9 5.

root [1..1] %472 UUID | id B3O root @ MEIX 7 72— L —F&
Wl & R S,

TEHEIE id.item@root J&M: 1% submission EZEIZVED—E Th D,

A Submission A FlI—ETHDH Z &,

eCTD V4.0 A vt — Y OB 2EEMIC WL Tl = & o3t h 1 K] %
SO L, REIIBIT Yy BT « A= IR BET 5,

10.5.12.1.2 submission.code

LEES B LEE D i
Z 7T
code [1.1] AL X Submission D = — RfE %
W22 7T EETHD,
code [1..1] TxA D code J&M1E Submission % 1 7N D

a7 Y OEE R T EOfHE
ich.sub 1 24 | Thd

codeSystem [1.1] %472 OID | codeSystem @i = > hr—/L
ReRFrTTY « YRT Le—
BAZRAIS 2 @A T 2R ET 2,

KFHEDMEIF=Z— N« X T A
BIREX 72 OID TR 672

125
TEHEIE Submission = & IZME—?D code@code JBIMEAIRET A &,
EHHR a— NMEIFBIT~Y v B2 - A v t'—3 0 Submission Th b = & &7,

10.5.12.2 fHEE

T XTDICH =22 pz—sb N« i+ 7 F U/t genericode 7 7 7 /Lf5 L ONR 7L
Fo—F 77 S # SRS, P

26 Ak e FEAEHEEMEIZ ESTRI O 7 = 7Y 4 MIB#H S 5,
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10.5.12.3 BRHEF
submission B3 TR X5 7 7 AR TR0,

10.5.13  Hifif{E HEERE

BAIT~ o7 - Ave—U 77 A VTHRALEMEART 22BN E LT, BiTv o E
YT e Ayt —TV DT 7 A MTITEAME S E OERK A B D, EEE D LU T O A G
THZE,

10.5.13.1 XML ZE#F
WDFIZ, contactParty B THE/R T _TO XML ERZB I WEMEZ R L, 8RN H 58
Al hazfd,

Q callBackContact@typeCode /ZeCTD v4.0 XML X > & — " T/~ ZTh 5, typeCode/d
[CALLBCK / (Z/HESH TS, ZH6DEIEE L THIDEREFh 85, €D
XML X > = d X F = |25 L TR TR,

Q ContactParty@classCode /ZeCTD v4.0 XML X » & — > T/ 2 Th 5, classCode/L
[CONJ IZHEZH TS, ZhbDFEIMEE L THIDER G ENSEE, € DXML
A o= F RIS L TR TR,

ContactPerson@classCode /ZeCTD v4.0 XML X > &— " T/I A2 Th 5, classCode /T
PSNy IZ[EHE ST B, ZHEDBEHEE L THIDER G FiLE54, € DOXML
A = F RIS LT TR,

asAgent@classCode /ZeCTD v4.0 XML X v & — 2" T/Z 2 Th 5, classCode/L
INGNT ) IZEXIL TS, ZHbDEFEIEE L THIDMER G FEFS55. € DXML
A o= F RIS TRE TR,

representedOrganization@classCode /#eCTD v4.0 XML X » & — > C/Z AR ETH 3,
classCode/Z /ORG/ IZ[HEZH TS, ZH6DFEIEE L THIDMIED F Fir S5
B TOXMLA e —F R F—~ (T4 L TR TR,

D O L

10.5.13.1.1 callBackContact.contactParty.id

BR Bt SEE fEOR Gl
# B
id [1..1] AREFE X Contact Party D5l 1%
T 2arT7THEETHD,
root [1..1] 72 UUID | id ZEFE O root JBM:IE. contactParty
D7 — N )b— kA & R
Do
REFRBH STV 54 1L. Contact Party FAI -5 U E T 5,

10.5.13.1.2 callBackContact.contactParty.code
S EE DR

A

code [1..1] ARHLFE L Contact Party @ =2 — N
KT 52T FHERETHD,
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R

E A

10.5.13.1.3
R

B LEE EDE i
Z 5T
code [1.1] TEAD | KRBT, MR T b e —L
R R¥x 77 VIZESNT
regional_sub_c | Contact Party D% % /x4 —&F D =
ontact type 2 | — NMETH B,
nE
[Hiude = & o
FAETA R
Z IR
codeSystem [1.1] %2272 OID | codeSystem JEME(X, = hr—
ReRFrTTU « VAT Lde—
BAZFN T k] 2 E T 5,
KEIEDMEIF=Z— F « X T A1
BRI F1LZ OID TRITIUZZR 578
v,

DWEND D,

Contact Party ZERNEH SN TV DAL, Y E RO a— NMEERET

callBackContact.contactParty.statusCode

B

LEE

B

L

code

ES5R

10.5.13.1.4
R

name.part

active 2 &

U 7
[L.1] AKBE313 Contact Party D 25— X
A e a— NMEZHKT a7
FEHRThD,
code [1.1] | 7T TNy b RBMEE, HLT 3 hr—L K

R¥ v 7 Z JIZE- T Contact
Party DIRREZ R T —E D 2 — NE
TH D,

AEFE PR SN TV BB, code BIEEAUETH 5,

callBackContact.contactParty.contactPerson.name

B LEE fEnH A
Z 7
[1.1] ARERIIHFEE OERTOME 2 #ERk
T5arTTHFETHD,
type [1.1] THT TNy b | KBRS DX A T (Blx
IXEE 72134 E) BT BT
GIV e & H5D,
value [1.1] =]l AJE ML, Contact Party D4 Bijh
Jane 72 & DM %ERT,
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E A

N& DB, EAO name BEEE2EH5H 2 L, name.part@type BT HL7
DAy =)L R JAMHESE, AF—~ICFEND,

10.5.13.1.5

@

callBackContact.contactParty.contactPerson.telecom
telecom F £ DOxsitype/d, NE/FHEE DR Y X b, E/2/E BAG_TEL) L TIXPT 52

&
BER B ZEE K%} A
# B
item [1.1] AT Contact Party O &#& 1
W (BEEET. EX—NRE) &k
Y HarTFEETHD,
value [1..1] SCFH AJE ML Contact Party 08L& 1
W (BB, EA—ARE) OfE
tel:+1(111)9 | E AT RIETH 2,
99-9999
A&

ESTHR

BEER R OMITLL FORRIHES -

ENOEFEFE LIS E2BR 2N &, Ttel+] 287, koB4xH

Wo, TEES . (M%) . B#foRE) . - . [4HioEk
B . Tpostd:) . T10 HFLAN DO NHRE 5 |
o i : Ttel:+1(111)999-9999;postd:12345
o VESNDEFEESIL 20BN L, ROBERXEH NS, Ttel+] |
MEFRS] . (&) . Tvo—Hh®kES; Tpostd:) . [10HTLAN
DN
o : [tel:+011(123)1234567890) . &S AR WEEIT

ltel:+011()1234567890

E A=A OMIFLLTOIRAXITHE D,
value DIZRUIKRDE Y : mailto:;johndoe@acme.com]

10.5.13.1.6 callBackContact.contactParty.contactPerson.asAgent.representedOrganiza

tion.name

R

name.part

R SEE R 5
A A
[0..1] ABEFE T Contact Person Dk 4
Wt 5arTFFEETHD
value [1.1] b2l A JEPEIE Contact Person Ok D
EERrTRETH D,
Acme
Pharmaceuticals,
Inc. 2 &

E A

Contact Person IXHGEHF DEHEDUEXEB F L IXTE ="FE2RETLHOLEENH 5,
value JE 121 Contact Person OfHf 2 Bt X1 5 Z &,
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10.5.13.2 XML #> T/ : Biia4EEREE
PIFD XML #fIc. BT v B LY « A vt — T O Y EE GO I d it B4
RO HONTIL, [HI T 0REN 4 N 2RO &,

<callBackContact>
<contactParty>
<id root="20b45e49-a226-4bd4-a716-bb54eba3b0ec"/>
<code code="regional_sub_contact_type_2" codeSystem="2.16.840.1.11
3883.3.989.x.x.X"/>
<statusCode code="active"/>
<contactPerson>
<name>
<part type="GIV" value="Joe"/>
<part type="FAM" value="Smith"/>
</name>
<telecom xsi:type="BAG_TEL">
<item value="tel:+1(111)999-9999"/>
<item value="mailto:johndoe@acme.com"/>
</telecom>
<asAgent>
<representedOrganization>
<name>
<part value="Acme Pharmaceuticals, Inc."/>
</name>
<[representedOrganization>
</asAgent>
</contactPerson>
</contactParty>

</callBackContact>

Q B DIESH L7507 20 TIIXML TOE DS 3 RIED = &,

10.5.14 Application

application ZE5&1%, &£ @ Application NI T~ v B 7 « Ay —VICBBRL WD NEELET D
IZTHEICHETHD, TRXTORYFT— a3y - b—lF, ZOERICHE SN ERICHE
DWTIERR S LD,

10.5.14.1 XML LDEE

XML A »t—® application EF# IR O L 5 IZELET S

e controlActProcess>> subject>> submissionUnit>>componentOf1>>submission>>
componentOf>>application

XML DR HFIEIZ DWW TIE, RIEZBHT L L,
10.5.14.2 XML ZEF

RDOFIZ, application ZHE THE/RT X T XML EHRB L OEMZR L, Fl2$6Rm0H 55
Bz,

Q classCode £moodCode /ZeCTD v4.0 XML X > & — T/~ Th 5, classCode /T
/ACT/ . moodCode/t /EVN/ /C/HESA TS, ZH6DEMEE L THDMERG
FASEE, FOXML A ot —d X F—~ I L TR TR,
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10.5.14.2.1 application.id

R =4 B
7E
id [1.1] ABERIITMER L BEOa T
FHEFETH Y, Application Z — &
(Zatknl %,
id.item [1.%] AERIITABEO 2 7 FEFR

Td V. Application Z — & (kA
9%, Application (2T itk k-
THkA T8 BFDEE S b 7
b, — &0 Application il 1-Z i
ZHAZH LT 120 id.item EHE %
T HNERD D,
root [1..1] Z2 72 UUID | id.item Z3E D root JE M 1T
application R D 7' v — N L—&
il ARt 2,
extension [0..1] THA b id.item 2252 D extension BT,
HiIs[E 47 > Application ;BB % 5%
NDA123456 | =3 GaTafiEd %,
(CK/[Z NDA
1e) &

FeEDRRIC
DT [
WL o ELE
A Rl B
EMEIE id.item@root | application EZE DO MEDJEMETH 5,

ESGR] Application W3 T BT 5 FEHIIC SV TIE [HESR = & 0F3E 1 ] 2B Ho =
L

application.id.item@root (= OID 4 RiZEM NG TN D HA
application.id.item@extension O T IO B/ HED D L5, [HUIRZ & o3z
FNA R 22RO L,

10.5.14.2.2 application.code

B3R =1 ZEE (X%t} i
#1 Er
code [1..1] AT Application D 21— RE %
WRTDarTTEEZETH D,
code [1.1] T ¥ A b code JEM: 1T, HulgsD = hr—

VR - RE¥r 77U (NDA,
us_application_ | MAA, Art-8-3, Art-10-17¢¥) |
type 1 72 &" | K-S\ T Application D=2 > 7

Vo A A THR T EOETH

= o | %,

FALTT A R
Z
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LES =t Z2EE EDoR B

Z T
codeSystem [1..1] %272 0ID | codeSystem J@EiL, 2> ha—/L
ReRFx7T 7V « VAT hE—
BRI 285+ 2 fRET 5,

KIGHEDEIT =2 — N« > X T A
BEREX 72 OID TRIFIIER 672

125
TEAEIR Application |2 1% code@code JEM: % %43 1 72 fRET 5 Z &,
ESFHA 21— REIZBEE D Application D & —FH L TW5 Z &,

10.5.14.3 fFHiE

T _TDICH = pz—sL N« F 4 77 U /dgenericode 7 7 7 /b5 s INX 7L > N
= F T AR IS, Y

@ application & 7 7"« = — NIZ BT B Ml [ G DIF#RIZ o0 Tk, #2575 [k =
EDELEG L N] D= L,

10.5.14.4 RN EFE

application ZHE TERIN S 41D 7 7 AERITR W, FEMICOWTIE [HllkZ & 0 FEET 1 K] 2%
oz L,

10.5.15 Applicant

A ve—VIZEEND Applicant (X, BT~y BV « X vbB—UEEORER T Application D7
WDOTFANTDOIFEREFR T THDHZ L, Applicant DFkBIFB L OLHEIEETHZ &,
10.5.15.1 XML LDEE

XML # v t—® applicant EFH (XKD KL 9 IZEE T D,

e controlActProcess>> subject>> submissionUnit>>componentOfl>>submission>>
componentOf>>application>> holder>>applicant

XML OFLRFEICHOWTIE, RIEZHRDOZ L,

10.5.15.2 XML EF

WDFIZ, applicant BHHE THEARTRXTO XML BEEZB X WEMEZ R L, BRIRERND 555
[l gV o s

Q classCode /£ eCTD v4.0 XML X » & — 2Tl 2 TH 5, classCode /24 /SPNSR/ /=
EESH TS, ZALDENEE L THIDER G EFNSEE, FDXML X t—
(ZRF—=~ XL TEY TR0,

2 Bk e FEAEHEEEIZ ESTRI O 7 = 74 MBS 5.
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10.5.15.2.1

R B

SEE

applicant. sponsoringOrganziation.id

fEDR

A

999999999 ¢ &

4 7E
id [1..1] AERIITER L REO T
FHEFETH Y, Applicant 2 — &2
a3 %,
id.item [1.%] AERIITABEO 2 7 FEFR
TH . Applicant 2 — & 2k
D,
root [1..1] #2472 OID id.item Z5& O root JEMEILKAI 1%
FATY D4 AITZEM O OID 25 7E
1.36.14.15191 | %
P
extension [1.1] ST id.item 235 o extension JEM: 134

A ZE I FAT I D DI & 16
ET 5 o

EMEE

id.item@root |% applicant 2R DMHDEIETH 5,

EHGRY

&
N— o

A —IZ1% Application D72 O D 7 7 A LD Applicant ZH5ET 2 Z &, 5kl
T4 22 R i ATRE 2R B E DI W T THIs 2 & 3280« K] 22880

10.5.15.2.2

name.part

[1..1]

applicant. sponsoringOrganziation.name

B

U

AHFE T Applicant D4 FTOfE &

kT ba L TFEEZETHD,
value [1.1] A @M1 Applicant 04 BiTES 5y
Acme 7222 HEHRETHIEMETH D,

EMFER

name.part@value BED L ZfEET LD Z &,

EHGRY

Applicant O£ BiiEERBI BN E LIz ks T dfiEROTZ &

10.5.15.3 /fHiZ
o " DEFIZ|TE PR,

10.5.15.4 BRNEF

UTDr7 7 2A@HEIBIT~y BT « A= SND, WTROER R Sy

ATH, TNLIFEHR IS,

e applicant.sponsoringOrganization.addr
e applicant.sponsoringOrganization.telecom

HAG G A R E T 5 121E. Contact Party (2B 9 2 fERICHOWTHOE Y 23 > 105122 =& HD

&
N— [e]
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10.5.16 XML ¥ > 7L : Application & U Applicant
WOFNZ, BiT~ v BT « 2 vt—U281F 5 Application 33 L O Applicant 35 % /-7,

<componentOf>
<application>
<id>
<item root="f23c558f-cd58-41bc-bf6f-c6d230d3d665" extension="987654"/>

<l--ftem ZFE NGB I 5 = ERb S, >

<lid>

<code code="regional_application_type_ 1" codeSystem="2.16.840.1.113883.3.989.x.x.xX"/>
<holder>
<applicant>
<sponsorOrganization>
<id>
<item root="2.16.840.1.113883.3.989.x.x.X" extension="999999999"/>
</id>
<name>
<part value="Acme"/>
</name>

</sponsorOrganization>
</applicant>
</holder>

</application>
</componentOf>

Q B DIESH L0720 TIIXML TOE DS 3 RIED = &,

10.5.17 Document

document X v3.22 U—7EHREA~D Y 7 THY ., v40 A »&—7T Document % FF|HT 5

TeOICARAIRIRERThH D, BUED v3.2.2 DIEAREIZIX, Application PN ¥ 721 Application fi] O #

BOYV—=TICLoTRILZ 7 A NVEZZRT LN EZENTND, HEEH L. Document 47

=7 FNOEFR., BARMIZIE Document OFEHNT 2O/ 5> FiEZRET HIMLENH DH, @WHI

Document O FFIHIZEBWNTIEL, 1 7 7 A /ViEd 150 Document ik5l 12 Fi>, £ 95 LW

. WX, Document Z FHAIHT D7D ZEE# L, FFIH T %5 Document % #fFEigE4R

L2 F 472 5720, Document i3l 236% i S 415 &, Application BT~y 7 -« Ayt —
F1F5 %D VA0 A v — T v 4.0 D Document Dkl b EMEIBRTX 5,

10.5.17.1 XML LDEE
XML A v t&—® document ZEHE (RO L 9 ITELET S

e controlActProcess>> subject>> submissionUnit>>componentOf1>>submission>>
componentOf>>application>> component >> document
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component Z52 O FIfIZ holder, subject, %7213 reference BHEZ k352 LN TEX 5,
XML OFLR HFIEIC W TIE, £9E2SWT D2 L,

10.5.17.2 XML EF
WDFIZ . document EHE THELTRTO XML EBZB L OEMEZ R L, BRI T-NH 5SS
[ gV o

Q ClassCode &#moodCode/#eCTD v4.0 XML % > & — > T/ RZE TH 5, classCode /L
/DOC/ , moodCode/t /EVN/ (Z/HESH TS, ZHabDFEIEE L THIDE RS
FASHEE, FOXML A »— T R F—~ (T L T2 TR,

10.5.17.2.1 document.id

SEE

[1..1] ARBLFE X Document ik BIl1- % £ 5l
T5aTFTHERATHD,
root [1.1] 472 UUID | id E3E O root JEM:1%, document 2
ED o — L —EHNTF T
Do
TEHEIE id@root (XIMHEDEMETH D,
EHHR id@root |4 T® document EEIZ L T—BETHDHZ &, OV, L id@root
B A5/ LT 2 -0 Document Z £ H LTI 5720,

10.5.17.2.2 document.text

R B L EEE X%t} B
#1 Er
text [1.1] AT Document (289 % 8 N1E
WERTa VT FTERETHD,
text.reference [1..1] ARBEFE X Document O text B 25
FNLaTFTEETHD,
value [1.1] TX A b AJBVEIT reference EFHE D value J&

PTH V. Document ® URI /XA &
URI 72 | 7 7 A VA ZEH L CCEOST
RAZHEDS | BIEET D,

Y — TR

Nalid
xmltypes/ /=
DUV T/ZICH
code list 2=
Document IZIF LA F O EFE & RHENLETH S ¢

o textFE

o reference@value &
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R

BHHA text L, FEESN/ZURI 7= XA, $7ebb
SequenceNumber.xmltype#leafld (0032.ich#NLAS57D17EB601COEDCA 72 &) % fii
LTCY—7%2ZRT 2581 HT 5, Zd URI X Application @ Current View (Z
VHTHY, RWESIFHITIND,

10.5.17.3 /i

Q T _XTDICH = pz—sL N« F 4 77 U /dgenericode 7 7 17 /b5 s INX 7L > N
= h T ARSI S, B

10.5.17.4 BRIEF
document I TR SN D 7 T AERT 20,

10.5.17.5 XML #> /L : Document ZBEDPHBITVv v EL S
WOBNZ, BiT~ v BT « A vtv—UIZHV 5 Document 30 XML %27+,

Document B 5%
<component>
<document>
<id root="fe5fcddd-397b-4042-8fc8-c6163e76bab2"/>
<text>

<reference value="0032.ich#NLAS57D17EB601C9EDCA"/>
<[text>

</document>
</component>

Q G DT L 751Z 20 TIIXML TOE DS 5 R D = &,

10.5.18 Keyword Definition

BT BT« AytE—UT, v3.22 OV — 7 HEITK L CEEEDER LTBEFD 3.2.2
Keyword, 9 724> % keywordDefinition D &8 €T %,

10.5.18.1 XML LDEE
Keyowrd Definition D34, XML # & —3® keywordDefinition 3 Ak D X 5 ITELE T 5,

e controlActProcess>> subject>> submissionUnit>>componentOfl>>submission>>
componentOf>>application>> referencedBy> >keywordDefinition

referencedBy 5% M H{IZ, informationRecipient, holder, reference, 7-i% subject 23 % 5k 4%
ZENRTED,

XML DFLRTEICHOW TR, RIEBHTLH 2 L&,

28 B 0 FEAEHEEEIZ ESTRI O 7 = 7 4 MIB#H S 5,
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10.5.18.2 XML ZF
WDFIZ, keywordDefinition 3R CTHLE2 3 _XTH XML BERB I WEMEZ /R L, #Bl7efERn
HOGA T NERT,

Q classCode £moodCode/ZeCTD v4.0 XML X > & — " T/E A2 Th 5, classCode/T
/ACT/ . moodCode/ /EVN/ /Z/HESH TS, ZHbDENEE L THDEFE
FASHEE, FOXML A v — T R F—~ (T L T2 TR,

% keywordDefinition 1%, i1 H & @ keywordDefinition R (25 TEET S, AF—~Tlk, &
keywordDefinition |ZHEEDEAZFLE T H Z ERFAI SN TNDIN, BITv vy BV 7« Ayt—V
TIE 1 > D keywordDefinition B2 S & 1 7 A T LDOBRNHFAIS D,

10.5.18.2.1 keywordDefinition.code

B3R =1 ZEE i
Er
code [1.1] AHFE X Keyword Definition (DFE$H
A DR E T o T T
EETHD,
code [1..1] TX AN | AEMEIT Keyword Definition O FEH

ZeoRd o — REICKHRN 5 code J&
ich_keyword_ | T %,

type 1 2
codeSystem [1.1] %472 OID | codeSystem J&MElX, =2 hue—/b

ReBRFXF¥T7T TV« VAT LE—E
WA BT AR ET D,
KBMHEDEIT=— N« X T AICE
ERE 172 0ID TRITIULZR 672
[N

EMEIE code & codeSystem (X MHEDEMETH 5,

EHHRY code (ZA %72 ICH Keyword == — RAITHh 5 = &,

H BTy« Aye—UTIEEBR IDBLURERY A M EfAs bt
%, B ID B L ORERZ A R LD keyword OB HOWTIEEZ 3210520 &
SO L,

10.5.18.2.2 keywordDefinition.statusCode

LHEE EDR
U R
[1..1] AREFEIX, keywordDefinition Ik
A rRTar7TFEETHD,
code [1.1] TNT 7y b | KEHEAT—% 2 %R/k4a— NE
active 70 & Th b,

statusCode

EMEIE statusCode IZMEDEHFETH 5,
A code BMEDMEILHIZ Tactive] THDHZ &,
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10.5.18.2.3 keywordDefinition.value
B B SEE GG

7E
value [1.1] AHEF L keywordDefinition 25 {H
T Keyword Z il 4 572D = —
ROa 7 FHERTH D,

value.item [1.1] ARELFEIIAE % D Keyword #kBl1 %
RETDarTTEETHD,
code [1.1] T¥ A b AJEMEILE & S5 KeywordlZxf
I3 HeodelEMHETH D,

EEHENERL
e}

MANUOQO1 ¥ =
/% MFR_001 72
&
codeSystem [1.1] TX A b AEMEFa b — L R - R¥y
T« VAT MBI

KEHMNEFZL | D codeSystem 5 TH 5,

T fiE
value.item.displayNam [1.1] AFEF T displayName Z F5EJ 5
e a7 FERTH D, displayName
L 1x. keywordDefinition = — R{Z
KIS T HR AL THD D,
value [1.1] TXA B ARIEVEZL, EFES D Keyword D
value 3 @ displayName J& 4t CTH
/Big Do
Manufacturer /
R EFEIEHIIE
FLTE
TEHEIE keywordDefinition.value I3V ZEDEFETH 5,

value.item@code, value.item@codeSystem, value.item.displayName@value |25 D
BETH S,

EHHR % keywordDefinition |[ZIZIE(EH M EFE L= Keyword 2 1 D721 &H 5 Z L3 T
5 (T7bb 1 ODEICOET AT LAERIZLODORH) |

value.item@code & value.item.displayName@value D& A & 1%, BEAFD v3.2.2
DEMEZA TBEIMEE —H L TND Z L,

EIXZEEINDHRETIERY, flziX, KECH 7 +—~ v MI, BITRHIC=Z
—ZE LD A[REEN S D,

10.5.18.3 fFHiE

Q TRTDICH 22 piz—sb N« 77 J /% genericode 7 7 1 /bdo o MR =7
Ly No— 77 7S5, 2

10.5.18.4 RN EFE
keywordDefinition Z3& TR S 415 7 T AEFRIL R0,

29 Bk 0 FEAEHEEMEIZ ESTRI O 7 = 7Y 4 MBS 5,
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10.5.19 XML ¥ > 7L : Keyword Definition #ITTvEV Y
LLITIZ, keywordDefinition 4 —->C& % Product Name Ol % 7~k

<referencedBy>
<keywordDefinition>
<code code="ich_keyword_type 4"
codeSystem="2.16.840.1.113883.3.989.2.2.1.95.2"/>
<statusCode code="active"/>

<value>
<item code="PRD-001" codeSystem="2.16.840.1.113883.3">
<displayName value="Product A"/>
<[item>
</value>
</keywordDefinition>
</referencedBy>
H o AX—<TIIEEOT A T LNHFT SN TND2, 120 Keyword Definition (2> & 7 A 7
MMEZ LOTETHET 22 L,
Q BDES L7442 20 TIZ XML TOE D7 2D = &,
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10.5.20 XMLHY YT BB ID ELUVEHBRI A FLOBITIVEYYS

PLFIZEER ID B L OGERZ A F LD keywordDefinition 0 XML O RE#f) 2~ 35k ID & 35R
AA NTNAT oA —2aT L RAes (($) ZHEATRET 5, Bl STF EOBEFOE
MZEALEN"Study-001"3 LWV Title A" Th - 726, BIT~v >y B2« A v bB—I2iE"Study-
001 _$Title A" L5E# 5, —OOEOMICEAT VX —2a7 L FLiis ($) ZHATLHE
WEHEFICEETHY, ZNRRVWEBITvy BT « Avb—VRNRN T —va ko THIT S
nod,

<referencedBy>
<keywordDefinition>
<code code="ich_keyword type 8"
codeSystem="2.16.840.1.113883.3.989.2.2.1.95.2"/>
<statusCode code="active"/>

<value>
<item code=" STDY1-TITLE1" codeSystem="2.16.840.1.113883.3">
<displayName value="Study-001_$Title A"/>
<[item>
</value>
</keywordDefinition>
</referencedBy>

o AF—~ TIIHERD item ERZFLRT 5 Z LRRBOHATND2, TMM TiZ1->D
Keyword Definition |22 & 1 272 4RET 5 Z &,

Q L8 DI 7750220 TIF XML TOE DG 30 = &,
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11. HF1: EDa—2~5 AT - T7ALELVITA LY

eCTD v4.0 T Document 2MHEIZHFIH SN D720, 7 4 A ZHEIFR Y 245 LRd 5 2 T,
B CTELAN=ALE LTHEELR, TV 2 —/L 2~5 O 7 3 VAHEIEZ LI NIRRT, 74+
IV DIBINIBHRI LB D 556 (O 7 7 A VIZF CARTZ T 570 &) OHRFIATT
&5, UTOHEYTEZ T a OB, IBINT 4V Z 137 4V ZHEE DR T JE O TN
THZ L,

11.1 EPa—L2: BiE

F 22D T FNELIT m2) L35, KREV 22—V TTZ+VEZOBEINIARETHS, H—
D7 FNEELTOM2DT A NVAFEEEK 12:CTY 2 —/L 2 D7 4 )V ARG IR,

B 12:E2a—IL2 D7+ ILFIEE

m2

11.2 EFTa—)L3: BB
EFEVa—A3DTHNELIT IM3) ET5, EVa— L30T+ AXLIILULTOEDEY L35,
P, N2AOESOMEYR/INBIZIZ 572010, SOICEMERIZIER TN TEX S,
T A NE DB, B CARIOT 7 A4 VAT HHEDORIT O,

m3 D7 L AREER K 13:F Y 2 — I/ 3D 7 4 VARSI T,

B 13:EPa—IL3DT7+ILFiEE

4 m3

32-app

32-prod

32-reg

32-sub

33-lit

CTD® B T A NEL

7 varv
3.2.A Z D 32-app
3.2.P L 32-prod
3.2R B DB E R 32-reg
3.2.S J R 32-sub
3.3 23 ik 33-lit
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11.3 EDa—)4: FEKRRREBES

EVa— N ADT FNEHE Tma) LT D, BV a— N ADT 3 VEZITLLFORDEY &7 5,
7770, RAOEIOMEZR/IBICINZ 272012, SOICEMELITEK T ENTXx S,
md D7 F VA REEER 14:F Y 22—V 4 D 7 4 L X REEIZ TR,

14:FSa1a—IL4ADITF+ILEIEE

md
421-phm
422-pk
423-tox
43-lit
CTD®D B .
v av L 7 &NV
421 SEPREABR 421-phm
4.2.2 SR B REA TR 422-pk
423 R 423-tox
4.3 B EZ R 43-lit

R T 7 A NEEHT A0, 7NV EEBINTLIENRTE D, 74/VEDEIMNE, BED
77 ANMVICE CARTEFERT A2 S lonEi s, K 1I5RBR 7+ VX oflird Lo, 7
4 WV AITRBRGRA - 5 (study-id-1 72 &) ZMEH LA ZHIT 5, REY 2 —/WZBNT
57 FNVEIARD AN ONW L, THI T oFEED A K] 28BoZ &,

B 1538 7 + L DOHI

4 421-phm
study-id-1
study-id-2

11.4 EPa—)L5: BERRBREREE

EVa—AE5DTANAELIE TmE] LT5, EVa— L5077+ AALITUTORDEY L5,
elZL. NADREISOMBZ/NRICIMA 572012, S OIZEMEITEAT 52 LN TE S,

o CTD#ETIE, BV 22—/ 537 \ERIHREELEGEET —% —EE2ilET 5, FEFIH
wdE F—k ey b, BXOEIEET — % —BEOFMIHOWTIE, THRZL 0%
EHA R #2B3HOZ &,

e eCTD V40 TlE, VY a— /L 54 D7 +NVEIZAFERLEBELEDO 7 7 A NV EFET 5,

m5 D7 4 LA REE A X 16:F Y 2 —/L 5D 7 4 LA EREIC R,
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E16:E2a2—IL 5074+
m5
531-biopharm
532-pkbiomat
533-humanpk

534-pd
535-eff-safe
536-pms
537-listing
54-lit
AL B8 7 AN A
5.3.1 AW S R R S 531-biopharm
5.3.2 b MARRRE A FH VO 72 FRA B B BEE D R R S 532-pkbiomat
5.3.3 FRR I ENRE (PK) BRI E 533-humanpk
5.3.4 FRIR3E 1% (PD) RERH S £ 534-pd
5.3.5 el L OV et R s £ 535-eff-safe
5.3.6 iR 1% O FHARBRICBE 9~ 5 Wi 3 536-pms
5.3.7 BT — & R I L OYERIRLEk 537-listing
5.4 RN 54-lit

RER T 7 A NEEIT DD, THNAVEEZBINTEZENTE S, 742 DBENME. B
77 ANMZE CAHT AT D8RR EICnE L e D, 17: R 7 + VX OPNRT Lo, 7
4 VAN TR R & 5 (study-id-1 72 &) ZERAL4RIZMT 5, REY 2—LOEBEMT
FAAHANCHOWTIE, TH T oFED A4 R] 28RO Z L,

B 17: BRI+ L F DB
4 531-biopharm
study-id-1
study-id-2
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12. 8% 2 : ECTDVAO A wE—PDN)FT—> 3>

eCTDVA0 XA v — DAY F—3 5 021%, ICHeCTD v4.0 A% —~ & ORREIC L A 2% 72 A
X —<MRIEISIT T REIE T A RIFONC THlE S & o H 4 N IS T\ b Z 0
OERBAIG A S5,

eCTD V4.0 A vt— B89 B~ OYEILEIERS L ONERBANCOW T, 827 v a 82 THHE
FOHAEEESZRIT L2 &,

o MEPLFIH - ZEHERFOWPFHEOBES IIAF—~ICLoTHEEN D, 277 L, BH
WL CEEEICHKUEDIMFNTD | FFEORN T CEREZIIBENRMNELE -T2 T
HZERBHDLH, ZNHDOHEHICOWTIINE XML EZDOEKEETIRESIN S,

o EMMHI- 2AF—~THESINTWARWENRA]L, 72720, ZAb6ofAlX ICH TO4

BIZHSX, eCTD VA0 XA v E—VHNITIZRESNTWD, Zb6O@EHBRANCEI Y, K
24 R K OB 2B I EHE R 38ET 5,

ZOMORKEEHRANCHOWT, KEOZ OE 7 L a T L 2EME T,

12.1 NYF—S 32 - L—ILDBE
TITIEEATERITEERNCANYF— gy LB L. BEOY T 2 g U TEEM
k5,

=) AL ES NYF—va VR
Avt—Y | AF—= A =N XML LOICESSEEATH D,
R RIE ICH MEE LI RPS 2AF —~ D A=V g NIk LT A vy E—
UNEBThD,
Submission Submission Unit #5120 ETH D (1.1) .
Unit Submission Unit id root (3 — & DI F TH 5,

SubmissionUnit X A v v —NIZ 1O HFEETE 5,
Submission Unit =— FOEIZSETH D (1.1)
Submission Unit (2% 7¢ 22— RENFEE STV D,
Submission Unit Code System DfEIZMETH D (1.1)
Submission Unit =— R|Z, Code System E(Zxits 9% 224 72
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