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4. t&xal)Tqa

4.1 FzvOH L
eCTD H#ETlE, eCTDVAOXML X vt —VIZxid 5 F = v 7V L& LIZ7 7 AL
(sha256.txt) (LA, [Fxzy ¥ L7740 ]) LD, ) ZfRiTHEEHIZ, Ty 7
P LT 7 A NERE 2 DRH T 7 A NVDTF = v 7% L% eCTD vA.0 XML A v & — I IZF#k
T5H5ZL, Tz I VAT 7 AVORNFIEKR D eCTDVAO XML A vE—IIZF = v 7 H A
ZRLHT D FIEIZOWTIE, ICHIG 25+ 52 &,

4.2 T7ANBEOEX2IYTARE

JFHIE LT, HEEFIX eCTD OB T 7 A MK L, 77 ANV L_XADEX 2 YT (3%E
RNAT — RREO—GI 2w L T3 e b 7evy, filghE LT, 5 350, &5 4355, MO 55
IZEENDSEEIZONTIE, FEYRIZL D327 — AT UTFEHEEOERA T 72
LIZZ 7 A NVHEERET D Z ERARETHIUL, otx =V 7 o5& (Flhl, CEOLE
B, L) PDEHASNTOVWTHELEZZRY, 72, HLHICBEMAEENLL2HEI1TH
RO E T 5, 7ok, HEEZAE, BEYRHORDD G HGEITECHITRIITE 2 X
IEIRIFTREZ 7 7 A V&2 Yl L TR Z &,

5. eCIDICEFENS I+ ILFBEBERV I 7AMILNRIZET HEH
5.1 EXIT+I)ILTHEE
FEART VA HEEL, LTS 2 &,
® ICHIGRH D7 A NV FHEEICHESEERT 52 &,
® Document & HVMI T 7 A /VOFFIIZ L > THERNT 2 7 7 A VDFEE LR WG AL,
MUY DH CTD B SO T A B LN L,
® BT+ F 41T eCTD ZME S, B _WE 7 + VX4 HEE 5 & T2 2
L,
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® F_[EiL, CTDAHMOT 414 ("ml", "m2", "m3", "m4"K"m5") ZELET D
&, EEL, BEMBUTOZ A VHZIZEBWTIE, ALY A0 T 57 7
A NEFTR DT 3V FIIER L2 &y

® I LHOMICOVWTIE, AED 1525 WT 52 L,
AL, S AMNKT Dl OREEIL, —WEZEI LI T ANEEERT DD
&,

® I L AN A NIRRT HEEE 7T —# 1%, ICHIG LD 7 + /L X s D
IH"ME" T A VAELFICEET D b, ZOL &, MEE"mE" T 4L H L HAR A R
(RS 7 4 VA HEED"ME" T AV E H /T 4V F L AL, LT ORRICEE S S Z
L,

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

[study id/iss/ise]

(LAF., BT A FE&2 M)

5.2 @4RA
HLMNOESEICED D 7 4 NVE T OT 7 A /MZHOWTIE, JFAIE LT ICHIG fE#on 7
FIVERNT 7 A NARLIRANHED Z &, eCTDVAO XML A v E—U bR EN S HiEE
T F—=Z ORI W TIX, FTA RIcits 2 &,

5.3 HRKNRE
IRADERFEITICHIG OE#IcHEd Z &,

6. eCIDICEENS T 7AIIBKICET H2EH

eCTDVAO XML A v E—UMHBRBTH 77 A 0D O 5, HiFE T —X D7 7 A4 LEKX
WCOWTIHEIN A K252 L, BAEEFT — X UANDOEL PDF AT
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Microsoft Excel 23 (xlsx) LIAAD 7 7 A VB TR T 2 LN E U881, FRicHEE
MRS D Z &,

1. eCTD v4.0 XML * v+E=—2ICEAT 2 EH
1.1 Fx3948—T2a—F
UTF-8 Z 5 Z &,

1.2 Ayte—Y-Aus
Av— Ny XOFRREHEEIT, ICHIGIZMALL FOEABRAIZNEH S D,
® receiver.device.id.ittem@root JBMEEICHEET HFEEAT A FD OID (X, Hi% eCTD IZH &
NOAERHFEDO I B, bR VHEARATHEN 2N =Y a v EBETHI &, &N
— Y a OAMYIRIT TIP OID Listing] (2 THIEHIET %,
® receiver.device.id.item@identifierName JBPEf I 128 CFLL RN E T2 2 &, 2B, HAEY
TSR A L7220,

1.3 fEEZFEGVERRVEMEORY HK
eCTD v4.0 XML A v E&—T DA B— RIZBWT, integrityCheck EHE 2 r< &2 TOEREIZ
FEBLUSNONEEFF W2 &, £70, WEZETZ720 integrityCheck 2 K OV I —fE
WAL U THR7-ET7 integrityCheck LR Z#2H L7anZ &y BIEIZ DWW TR, # I —EXZ
EEEF B AR LW &,

1.4 RAO—FIZEEND W ERRUVEEOERAAE

eCTD V4.0 XML A v B =Y DAF—< %, FAYRMPEH LRWER L OB, il & i
RIFEN R D BR L OEME, WRNCHAROATHEAT L HERLOBEEE ET, FAEYRIC
#2195 eCTD V4.0 XML A »E—UIZE £ 0 BEHE K OBMEDEEH T IEIZOWTIAEDR
IS & &L, ABICRED 2 WVER K OESRITRM LN &, 72d, 5847 RPSR2
AX—=2|ZFaErTRE T FETIL « AX—<RNEENTNDH, YEOM, FEYF/IC
BWwTasry7ueH 7 hETL - AXF—< ISR, aET a7 NETIVOREM
I LHL? O A F 2B Z &,

7.4.1 WZEEZHR (controlActProcess)
eCTD V4.0 XML A v E—T DA 1 — RZBHIET 5 72 DIZ #4327 control ActProcess 22328 &
WEtk, WONCZFDFEZE L OVBMEIL, ICHIG IZEHEH DY, ICHIG IZit-> THftd 2 =
&

7.4.2 submissionUnit

Submission Unit & 1%, —FEOEHITAIC L » THEEY IR SN D TELMEFROES
%759, Submission Unit (%, submissionUnit 232 K-> TRt 5,
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7.4.2.1
submissionUnit 232 O L E PTIZ DWW T, ICH IG I26E 9

XML £ D EE S &P

7.4.2.2 XML F2&kf5l

LLFIZ submissionUnit 235 XML

<subject typeCode="SUBJ">

<submissionUnit>

Ve A R em N

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

<component>
LD
</component>
<componentOf1>
LD L
</componentOf1>
<componentOf2>
L LHmED L
</componentOf2>

</submissionUnit>

~—

&

</subject>
7.4.2.3 XMEZRUVENH
submissionUnit Z3& &k N2 ORL FOEFR, WRZZENL OB, LTFoEb,
TR ‘ JRE ‘ LEE ‘ BN 5L
1EDG)
submissionUnit [1.1] ARERL, FEYHICE
95 CE K ER %
AT 5,
id [1.1] ICH IG Ftdk i@ v ,
root [1.1] %273 UUID ICH IG Fe# i@ v ,
-
root="c64abdbd-
c052-439a-bbce-
€00198139790"
code [1.1] ICH IG GLal D v ,
code [1.1] FXx A b 7% Submission Unit D FE4H
g a— R, 32— RNA
Al code="jp_ctd" | 1z . P CV ®» [ JP
Submission Unit] =— K
A RNBIRIRT %,

Page 18 of 105




R ‘ Bt ‘ SEE ‘ fEDE

fE D5

codeSystem [1.1] %472 OID JP CV @ TJP Submission

Unit] =— FUJ XD
#1- codeSystem=""| QID,

2.16.840.1.113883.
3.989.5.1.33.1.1.1"

title

[0.1] ICH IG i »iE v,

value [1..1] F XA ICH IG &E# D v ,

2 value="ZJ#k"

component

[0.7] A B3 contextOfUse 22
FREWMNT D,
contextOfUse Z3& DFEA
IIAED 744 BT
HT &,

componentO
fl

[1.1] VN G ES i
sequenceNumber % 3% K&
O submission %55 & #44
ERAR

sequenceNumber 35
HMIAEFED 748 &5
BEsz L,

submission 32 D FEARIL
1495 THZ L,

componentO
2

[1.1] AN 1L categoryEvent
BREIENT D,
categoryEvent % & @ 5t
MIARED 7.4.19 %5
T5Z L,

ERXREVEBEN R
DOHEHFIHA]

HH Context of Use = #2flt3- 2354, IXBET: Context of Use % (&2,
Hil K OV #4 5341%. Context of Use Z & |2 component 2535 4 2
fit9-% Z &, Context of Use DFEMIZOWTIE, KED 744 BT
HZ kb,

submissionUnit.title 3 ORI FEE DNEEIHIWTT 5,

ICH IG Fe#oiEMABANI I A, LA S5,
PUFOWT i Y95 Submission Unit IZH F s,
<> 5O submissionUnit ERERNEEES TV D,
<> submissionUnit 2L 2 EAE S LT e uy,
< title@value BMAEAY 129 SCF LA ETH D,
<> WIRGER HERIC component B MR ST AL,
submissionUnit.statusCode ZE3[13f H 4172\, Submission Unit %
Y T 2% a5 Y RICHRTHZ &,
JFHIE LT, 2484513 submissionUnit.title@value J& M 28 L
N, Eo, ABRMOMHEORICOWTIE, AED 25D [FF A
B UCHEHTRE e SC TR )] IS CHUE SN CFRICIRE S 7z
AN

FREAEARITN A THE 5 NS EHRANTRF IS0,

a
ON T AR CRE S ~ & ARALE R A,
a

EREEBITINA TR 5 ~EEARANTAFIS e,
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7.4.3 priorityNumber for contextOfUse
Priority Number (X, =5 % % b + Z/L— 7PN D Context of Use D FRIEF 2 &% L.
priorityNumber 52 L » CTiEfit =415, Contextof Use iX, 2> T F A K -« JL—T7 T L |C
Priority Number ® FNECE RSN D, 723, HEEE 7T —ZIZHOVWTIRAIE LT, HFEY
RTIET7 ANV EH LT 7 A NVADRIETERSND,

7.4.3.1 XML L EEs&ERT
priorityNumber % 5& OFE#EFTIZ OWTIX, ICHIG #2352 &,

7.4.3.2 XML E2 &1
LLUFIZ priorityNumber 2258 O XML FR#l il & 7~ 3,
<component>
<priorityNumber value="1000" updateMode="R"/>
<contextOfUse>
L LHREED L
</contextOfUse>

</component>

71.4.3.3 XML EZXRUEMH
priorityNumber ZZ3& & (N2 OB FOEFHR | WNZZEN S DRMHEIZLL T DB Y,
CEES ‘ JE LEE ‘ fEDHY

1E DG

priorityNumber [1.1] ARKBEZ|TaLFFA b -
T N—T7N®D Context of
Use ORRINEFZ~71F
WAEMNT D,
value [1.1] R Context of Use ZEZFE D F#
RIEFAR T IZEA T 5
f: value="1000" | #&¥; A f8E3 5,
updateMod [0..1] [iH] i Priority Number % & 3

e THERIZ, "R ZHEET
updateMode="R" | 7 _
U NEeN R > contextOfUse R A RILT 254, UIFIIMATH D,

DOEH A ® priorityNumber@value
> BEHEH o Context of Use @ priorityNumber@value JE&PEfE % 58745 &

. LTI ATH D,
® priorityNumber@updateMode
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EES ‘ Bt SEEE ‘ fEDH il
Db
E=H sl > ICHIG RtdoERBANCINZ, LR #EH S5,
Rl o LITOWFNAICHEYS TS Submission Unit 1ZH F S5,

> [A—HENT, 12o0arTF A b - FL—TIZB T 585D
H#h72 Context of Use 723 [FIfE D Priority Number % £,

S MR EEZDTA T A 7 v EEL THD TRET S
Context of Use (Z priorityNumber@updateMode J&M:fif 23 f2 ik &
nTuns,

< ETIFIZ priorityNumber@updateMode J& PEAE M2t S 0T %
23, priorityNumber@value J& M 2N BHT S 0TV,

® HiEEFT —4 #5925 Context of Use (Z4F & 417z Priority Number
X, BEYRICBITLHEEEFT —F ORFIAFITHE L2,

® i ¥ A @ Context of Use % HIl B9 % BIiC & 4 %
priorityNumber@value J& #E{E 1%, HIER*I 5D Context of Use @ Priority

Number ERfECTHD Z ENEE LV, OERRMESNTH, Y

LI A Y iRt S s LT R S v e HIBR S5 Context

of Use @ Priority Number (% [l Submission Unit LARE T F RIREIZ 72

%

® R 2D Context of Use A ##lc> Context of Use TS 5 BRI,

L2 7 %A K- 7 /—7NO Contextof Use & BEHE L 72V RY |

[EHART & B 1% O Context of Use @ Priority Number [%, R T,

HigoTHTH, ZLIZR, 70, BEHLETE EHE% T Priority

Number 75 #7025 T T % | priorityNumber@updateMode J& " & $&fit

LT &,

REAEMITIN A THE 5 N~ & EAHANIFRIT 22,

7.4.4 contextOfUse
Context of Use I%, XCEDNLE ST ZEFKT 5, Context of Use (3 contextOfUse L2 (1 K -
TS, BT O code ZHRIZ L - THEEERINOALESIT (CTD AH L) &#fEL,
documentReference 23 (2 &> T 120 Document Zf5ET 5, ZHIZLD, fEESNT-
Document 28 M3 HIFEIZRBWT, £ CTD A LIZET 20N EZR SN D,

7.4 4.1 XML E DR & &R
contextOfUse ZEE DO LHEFTICOWTIL, ICHIG 2+ 52 &,

7.4.4.2 XML E2 &5
LLUFIZ contextOfUse Z23% 0 XML Rl 4 797,
<component>
<priorityNumber value="1000"/>
<contextOfUse>
<id root="7c5c61fd-5h88-4018-8323-h21f1a731880"/>
<code code="ich_3.2.5.2.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.2"/>
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<statusCode code="active"/>

ST
</contextOfUse>
</component>
1.4.43 XML EXRUVEMH
contextOfUse & N OV DEL T O, I NZENL L OEMEIL, LT OHEY,
R Bt ZEHE DR B
\ on
contextOfUse [1..1] AEEIT, FBEY IR
M3 53x#EL CTD AL
Lz EHESIT A7 D1
AT D,
id [1..1] ICH IG GL#ll D@ b
root [1..1] #2472 UUID ICH IG FL# D v ,
i
root="7c5c61fd-
5h88-4018-8323-
b21f1a731880"
code [0..1] ICH IG FE# D v
code [1.1] T XAk ICH IG itfii»iE Y, ICH
CV @ TICH Context of
#i- code=" Use] XIiX JPCV @ TJP
ich_3.2.5.2.3" Contextof Use] 715 3%
9% 3 — RABR Uit
15,
codeSystem [1..1] %472 OID ICH IG ft# i@ v, ICH
CV @ TICH Context of
A Usel] @ OID X% JP CV
gggelsﬁt;&zg;gg @ [JP Contextof Use] &
i . H
591100 OID Z &7 %,
originalTe [0..1] ICH IG FL#iDiE Y
Xt
value [1.1] T ¥ A b ICH IG fe# i@ v ,
wi-
value="3.2.P.8.3-
1"
statusCode [1.1] ICH IG i »iE v,
code [1..1] e S ICHIG FL# DY , Y5%
Context of Use 28 %h T
A HIZE lactive] %, HIE:
code="active", T 5 o T H X
code="suspended” | [ suspended | % #&fit4
%,
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SHEE ‘ fEDEY

1EDH
replacement [0.%] VN G2 =3 =8
of relatedContextOfUse %35
LAEANT D,

relatedContextOfUse 23
DOFFMIAED 745 %
ZRT LT L,
typeCode [1.1] [ & A @M X replacementOf
TR A DRI LT
typeCode="RPLC" | #x&py @it cbh 5,

derivedFrom [0.1] /N B =S =8
documentReference % 3%
ERANT D,

documentReference % 3%

DFMIIAFTD 746 %

ZHRTDHT L,

referencedBy [0.*] ABEF T keyword EFHE %

FART 5,

keyword ZEL3E D FEMIITA

EBD 747 #B5BTDHZ

L,

typeCode [1.1] ffE] A JE M referencedBy 22

FEHO DB T o

typeCode="REFR" | y&{ B Th 5.

CIE VROV R > contextOfUse.statusCode@code  J& £ fili A3 "active"” T & D . D

D BRI priorityNumber ZZ 3% updateMode J& % & £ 72 W4 LU R IXA T
H5,

® code@code

® code@codeSystem
® derivedFrom
> contextOfUse.statusCode@code J& ' fifi 75 "suspended” T & % , X I%
priorityNumber@updateMode JBIEE TRt S TS L& LT OV
TN DOIEH % & T Submission Unit IZH T S b,
® code@code
® code@codeSystem
® replacementOf
°
°

derivedFrom
referencedBy
> 150 Context of Use Z#% ™ Context of Use TEHLT 2 E A1, B
9% Contextof Use = & |Z replacementOf 23 2 #2fik9-% = &, Context
of Use D EHLDFEMIZDOWTIL, KED 7452 THZ L,
> 1250 Context of Use |2k Keyword % {53 2851, 575
Keyword Z & (T referencedBy %58 # #2425 Z &, Context of Use (Zf
592 Keyword O FERIICOW T, AED 747 22352 L,
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LEES B SZEE EDHY B
1EDG
EH c=pdl > ICH IG RL# o E AN A, LN &5,
#HH| ® LITFTOWTIoIi%Yd 5 Submission Unit (XHI T X s,

< code.originalText@value JEPEAEN 129 LT LA ETH D,
< statusCode@code J&M:AE A3 "active" & OM'suspended" D V41T h
7200
< statusCode@code J&:fE 3 "suspended" T & % Context of Use @
Priority Number (2. [FIFFIZ updateMode JE& 232l & T 5,
S WIREHNZEO I A 7V A 7 V2B L THO TIRET S
contextOfUse E % @ statusCode@code J&M4:AE A3 "suspended” T &
%
<> WIRERHIERIC replacementOf SN EEE TV 5,
< WIREE HEFIC derivedFrom B35 2 & & 72\ contextOfUse ZE 55 /3
et cnsg,
® AKED 102 THRRDOIWFET A 7 A 7 /B T UTHIBR S
#u7= Context of Use &[] U id@root J& MEAE % £ contextOfUse 232
AR LTI 520, EHRSUIHIER &7z Context of Use & AR
BN LA, Hiflo ContextofUse & L CHEEHT S Z &,
RIS 2 THE 5 N EGEAFANTIERIC 20,
> code@code JEMAE AN /RT CTD FLH L2235 5 36 3 THICE S 72 W G5
% @ Submission Unit IZHI F X315,
RIS A THE 5 N ZGEMABANTRRIT 220,

1.4.5 relatedContextOfUse
relatedContextOfUse Z X, #2754 Context of Use % #7517 Context of Use TiE #2925
BRI S5, relatedContextOfUse 2255813, #T#i Context of Use D 7238 & L THEHI S,
id BEHEIZ & o CEH S 41D Context of Use Z457ET 5.

7.4.5.1 XML DR & &R
relatedContextOfUse %3 Ot #i i ATIC DWW Clik, ICHIG 245 Z &,

7.4.5.2 XML EC&ifl
LLUFIZ relatedContextOfUse 223k @ XML Fe#k il % 7: 9,
<replacementOf typeCode="RPLC">
<relatedContextOfUse>
<id root="d981c6a9-d57a-43cc-a71b-a8e35a34a39a"/>
</relatedContextOfUse>

</replacementOf>

7.4.5.3 XML ERRUVEMH
relatedContextOfUse 2238k (N DOFL T O ZEZE, I NCZEN L D@L, LT D@y,
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R ‘ Bt ‘ SEE ‘ fEDE

1E D4
relatedContext [1.1] AERIL, BEHAIND
OfUse Context of Use @ {5t %
AT %,
id [1.1] ICH IG Fl#k i@ v ,
root [1.1] 2472 UUID ICH IG FL# D v ,
/8
root="d981c6a9-
d57a-43cc-a71b-
a8e35a34a39a”
U MEON s > contextOfUse.statusCode@code & M {73 "suspended” T & 5 . Xk
DA priorityNumber@updateMode EBYEENRIE S TND & & LIFOIE

%4 T Submission Unit IZHI F & 5,
® relatedContextOfUse
EH =il > ICHIG o EMHAN A, BIF M sh 5,
A ® LITFTOWTIZi%Yy9 5 Submission Unit IXHI T &b,
< id@root J&MEAE AR Context of Use 28, H/e b T F A b -
TN—TI@ LT\,
< id@root J& MAE A3/~ 9 Context of Use 23, 47% Submission Unit T
it T3,
< id@root J& {25 ~9 Context of Use 73, eCTD A& 5 )N Al
ThDHHFEOBEDORIC L - TR S LT e,
< id@root &ML A3 759" Context of Use 23, eCTD 243 5 ) A
ThDHHEOWMEORHICE > THIFRUIBEBR SN TN D,
FRLAMRITIN 2 THE O N TEABENIERC 20,

7.4.6 documentReference
documentReference 23 /%, Document Z f5E 7 %, documentReference 2232 L - THES
A17= Document |, BlEFE TH 5 contextOfUse 3z D code FHE I L » THE S - HEEE R
WONLIE DT & B#ESIT bt b,

7.4.6.1 XML E D& &R
documentReference 3 O FLEEATICOWTIX, ICHIG 2245 Z &,

7.4.6.2 XML E2&5451
<derivedFrom>

<documentReference>
<id root="al7b06a2-a040-431d-8e5b-1f678¢c83af3c"/>
</documentReference>

</derivedFrom>
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7.4.6.3 ML ERXZRUVENH
documentReference B 3& X ONZ OFL F O EFE, WNZENLDEMEIX, L@y,

B3R JE ZEE EDR ALEA
1B DB
documentRefer [1.1] AL L., Context of Use
ence LB S F 5 Document
DB+ 2 ¥ANT 5,
id [1.1] ICH IG GL#ll i@ b
root [1.1] %2472 UUID ICH IG ftdk i@ v ,
#.
root="al7b06a2-
a040-431d-8e5b-
1f678c83af3c"
CE DNAON e > contextOfUse.statusCode@code  J& P i 73 “active” T ®H 0 . O
DIRHHA] priorityNumber %35 7% updateMode &% & £ 72 WA, UL FIXSAE

Th s,
® documentReference
> contextOfUse.statusCode@code J& 14 fi 73 "suspended” T & 5 . X IE
priorityNumber@updateMode EIEER LI TWD & & LLF DI
A& e Submission Unit IZHI F &5,
® documentReference
EH =Sl > ICH IG RL#oEABIHNCIN X2, LR dEAH S5,
#HH| ® LITFTOWTIoIi%Yd 5 Submission Unit (XHI T & s,
< id@root JBMAE 2N <3 Document 73, 4:% Submission Unit K X
YR OT — H = Z*OWTIUS S EE L7V,
< id@root JBVEMENRT Document A3, AED 102 [TRTEIE
eCTD (T & » T#fk X #17= Document T&H 5,
< WIRREEHERZ documentReference 235 % & F 72\ contextOfUse
BRI TWD,

*EAYEIL. eCTDVA.0 2 H W CTHEH & 4172 Document (Z-DOUNT, Y4

I T GARWERY | JEA ST B A TECCEE BRI E D 2 W
(LF, HEOREWIM) 2\WH,), T—F_X=XIREL TN D,

FRRAMRITIN 2 THE O N TEABBNIFFIC 20,

BRI 2 THE O N X TEABHNIRRC 20,

RIS 2 THE 5 N GEAFANIERIC 20,

7.4.7 Context of Use keyword
Context of Use IZf7 5- =41 % Keyword (BL R, [CoU Keyword] &\ 95, ) %, Contextof
Use 2379 CTD R LIZxE9 218015 W &2 #2175, CoU Keyword I3 contextOfUse ZE52H0
? keyword ELFEIZ Lo TR, RESLITO 21 H 5,
1) ICH XIFHEA YR L - T Keyword OFESE & ERD 5N TWD B D,
5] : ICH Document Type, JP Analysis Type, 7¢ &,
2) ICH XIFFEAE Y HIZ L - T Keyword OFEENRO G TE Y . FEHIMEE CTHELY
RDDHD,
5] - indication, substance, grouptitle, 72 &,
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FC 2)D Keyword % £ 59 2B 1%. 4i%HEEIZ30 T Keyword Definition % VT2 DOfE
ZEFT 5, Keyword Definition @%ir”ﬁﬂﬂiﬂi%O) 141855 H L, o, WEETT —
ZNZOWTIEHFAIE LT, FEYR T T ANVT LI T 7 ANV DFIATE REIND T2
W, ZROBEIZ Keyword THREE SN AERITBRB I NN ERD D, HilxiX, HFEET
— X %% M3 % Context of Use |Z group title Keyword {5 L7 & LT, %% Keyword (2 &
o> Tt 7z Keyword R AR CFHIOEHRIL, grouptitle / — R & L TERRINZWZ ER3D
Do

7.4.7.1 XML L EE& & AT
Context of Use |21 5-9 % keyword ZEE DFLHE T OWTIL, ICHIG # ST 25 2 &,

7.4.7.2 XML EC&ifl
LAFIZ, Context of Use (259~ % keyword Z5& D XML Fe#ifil % 9,
R D)oB)
<referencedBy typeCode="REFR">
<keyword>
<code code="ich_document_type 65" codeSystem="2.16.840.1.113883.3.989.2.2.1.3.2"/>
</keyword>

</referencedBy>

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

FE 2)
<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>
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<code code="SDTMDATE" codeSystem="SDTMVer001"/>
</keyword>

</referencedBy>

& bR 2) 084, Keyword O EFE % Keyword Definition & L CIEftd %, sl AED
1418 2T HZ b,

7.4.7.3 NWLERRUVEM
Context of Use |21+ 53" % keyword 3 K N2 Ofid FOEH, INiczn o0, BLF
DY,

keyword [1.1] ARBEF L. Context of Use
DEMER AR ET S
THH AN D,
code [1.1] ICH IG FE# D v
code [1.1] TH A b ICH IG fe# i@ v ,
#i-

code="ich_route_1

code="MANU001"
codeSystem [1.1] TXxA b ICH IG ftd# i@ v ,

A :
codeSystem="My
list 001"

S VPRV RE FER T EE ), MEOR RO TEH) ORBFICIA TR 5 ~SfEHM
DR

Al 72u,
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R Bt ZEHE EDR A
| | e
EH =Sl > ICH IG RL#oEABIHNCIN X, LR #EAH S5,
FHLA ® YL HIFENIC M O WHIwE IS E S AFIE (L DOFE O CoU

Keyword |2 DWW CHREENICEBOMENFAE) L, EhZ2hico
WTXEEZRHT 25813, YF%FEE O CoU Keyword % fVT%
DR ZBIRT 52 L (Fl - EEORA 2 S BHFEOLA1X. CTD A
HLU B, BAIOXBI2MF< X9, product Keyword % 5 L#E £ D
32P ZIHNLTT %),
® LIFOWTNANIZiEY T 5 Submission Unit [IZEIF & s,
< ICH CV @ TICH Context of Use) XX JP CV @ [JP Context of
Usel (Z& > TRHG23388® BTV 720 Keyword 235 &3 T
Wo (7272 L, BEEE T — 4% 22 L T\ 5 Context of Use ©
BEiE, AEO 110 2I2H 5 Keyword (X615 L5 5),
< ICH CV @ T[ICH Context of Use) XX JP CV @ [JP Context of
Use) IZ L > THIHE SN TV D Keyword 231 5 Z LTy,
< 120 Context of Use (2%} L C, [ UFEEE® CoU Keyword 231
BfthInTng,
< ICH Study Group Order Keyword 23 ff 5 STV 25723, study
id_study title Keyword 23 fiF 5- 41TV 7w,
> HEE T — A2 L TR Context of Use (2, LA F DWW
TN D Keyword 235 X Tn5,
v/ JP Study Data Category
v' JP Analysis Type
v' JP Terminology(Tabulation)
v' JP Terminology(Analysis)
> HEE T — X &22M L T\ 5 Contextof Use (2, JP Study Data
Category Keyword 23 f 5 40TV R,
& TERRIEFRGEIL T X2 vWr — 4 | (Non-CP) B4k %7=~§ P
Analysis Type Keyword 23 5- Z 41TV % Context of Use 23 i
LTV 5% Document (Z, text.description MR S Tuie
AN
FRR AN 2 THE 5 ~ & HEHHANIFRZ Zuy,
> JP Study Data Category Keyword M #gfli X CWe W&, 2o
Submission Unit (X & F &5,
> JP Study Data Category Keyword 23 #2 it X 3T 2 854 £ @ Submission
Unit lIZHI TS5,

7.4.8 sequenceNumber
Sequeuce Number (., sequenceNumber 3|2 & » Tt S, FRENICEIT S
Submission Unit @ #2 HIEFF & R4 A s 31 e & 2 f2 i35, HEERpIcR 9 5%
Submission Unit |2 & - TS L7z @i, FAWRICHB W CGRIMICRE S D
Submission Unit {Z £ > Tl &1 5, Sequence Number 1, Submission Unit = & (2R3 =41,
I L ITHENT2F 5 TH D,

7.4.8.1 XML L EEs&ERT
sequenceNumber %58 OFEHE FTIZOW T, ICHIG #2352 &,
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7.4.8.2 XML E&2 &5l
PUFIZ. sequenceNumber B2 D XML FL# B & <9,
<componentOf1>
<sequenceNumber value="1"/ >
<submission>
o LFEED L

</componentOf1>

7.4.8.3 XML EXRUVEH
sequenceNumber ZE3E K ONZ DR FOEFR, WNZZEN L DRMEIL, LT D@ Y

fEDE A
1a D41

sequenceNumb [1.1] ARERIL, RS
er \F % Submission Unit ® 2
HE R & KR F 2 R
TEH AT D,
value [1.1] A ICH IG fe#imi@ v,
#1- value="1"

U MR e FRR TR EEE . AR KON TEB OWNFICTIZ THE 5> X IEHH
DOFEHHA AT 720,

EH Sl > WETT A A SGTRRER IR RIS TR H 3 12 38 W\ THRE % 7+ 0 Sequence
#HH| Number @ 5 5, R KOMEIZ 1 Z & L7=%5fiE% Sequence Number & L
THMT 5, 2oL &, fK Sequence Number fE % Ff > H2 it i
Submission Unit #fFET 512872V . submissionUnit.code@code i ™
=Nk oY AN AN
> LUFOWTNNIZEEY 795 Submission Unit [ZHIF X415,
® VAT ITETHTO 1] H5 1999999 DAL LIS D% Sequence
Number & U TRl L TV %,
® Sequence Number & 55 “BEE 7 4+ L X4 N —E L7220,
®  WINGFRHERC, FRUiEAMSA @), b)) O o)IZHI X 72V % Sequence
Number & U Tt L T\ %,
® ZETIFIZ Sequence Number 23 1] F 281 L T7awy,
® ETHEIZ, BEFEHI @ Sequence Number fiff 2k L T\ 5%,

> PR O ) Sequence Number (% 1] &9 5,

> —EHEH L7z submissionunitxml Z H LB I ER T 28541
U E L XL B b5 o0 submissionunitxml & [F] & @ Sequence
Number # #2395,

> PR HEED b) Sequence Number i 1] &35,
> —ERH L bEAH UET UIFERHE T 585413, Sequence Number
e 1) &35,

> WIREEHEED ¢)® Sequence Number (% 12 &9 %,
> —EERH L o2 LE T XIIHERET 28413, Sequence Number
Pl 12 £95,
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7.4.9 submission

Submission (%, submission Z#&IZ K o TRt d, YHFEHFEICEH 150 H O # & Rt
9%, Submission 1% eCTD 5 1% 52 & » TXBI &4, 1->0 Submission 1%, BHUTHEEK
O BEE#RE ST Z LN TX 5, Submission 22T 5 &t HIZBHE3 % Submission Unit 1,
4 7% Submission @ T L L CTBIE ST Hiv 573, eCTDvA.0 XML A & — ki,
submissionUnit 3% N ESE & LT submission BN FAET %, submissionUnit E3& 1%, H

B H3EHH-S < Submission O [f# %, submission EE & LTI 5,

7.4.9.1 XML £ ER & & R
eCTD v4.0 XML A wt— k| submission ZHIFKD X 9 ITEE S D,
® controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission

7.4.9.2 XML E2 &5
LA IZ submission 225 ¢ XML Fe#kfi] 2 7~ 97,
<componentOf1>
<sequenceNumber value="1"/ >
<submission>
<id>
<item root="c4550245-fa32-444e-8433-702fbba7a8d4" extension="20160505001"/>
<fid>
<code code="jp_original" codeSystem="2.16.840.1.113883.3.989.5.1.3.3.1.5.1"/>
LT
</submission>

</componentOf1>

71.4.9.3 XML ERRUEH%

submission E 32 N N OBL FOESR, WNZENS D FEMITLL FO#ED ,
‘ Bt ‘ LB ‘

R fEDRY

1aop]

B

submission [1.1] AREF LY 7% Submission
Unit (B TRt &
N5 BEEREEMT
5o

ARERIT Y% eCTD H3h
DR A 2 ¥EANT D,
AREEFIT Y% eCTD HIGH

DAl F AT D,

id [1.1]

item [1.1]

root

[1.1]

%472 UUID

A
root="c4550245-
fa32-444e-8433-

702fbba7a8d4"

% Submission @ UUID,
ICH IG FC#l DI HEBL K
WZHl o727 3 ) XA
WZIEWVHEEE N RET
D
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R ‘ Bt ‘ SEE ‘ fEDE

1E D4
extension [1.1] oy T eCTD 1% 5,

-
extension="201605
05001"

code [1.1] ARBEFRITY7% eCTD H i
DALEDT (GEARTEM,
SERM. 72 L) 2N

75,
code [1.1] THA W5% eCTD HIFEDNLE D
JE RT3 — NMEZ
A ELTHD, 22— NEIX

code="jp_original” | JpCcVv » [JP Submission)
a— U X M ER

T %
codeSystem [1.1] %472 OID [JP Submission] ==— K
U A k@ OID,
A
codeSystem="2.16.
840.1.113883.3.989
5.13.3.15.1"
subject2 [0..%] AT review EHE 2 &
W %
review 2R OFEMIIAE
D 7410 EZRT L5 Z
L,
componentO [1.1] ABEFE T application 35
f BN D,
application 2L DFEAHIT
AED 7415 %#5HT 5
¢,
CIE VRO > T Review 75:%1 b4 584 UTBETE Review DS ZZEE 4 5545
DA I, HEEE T LI subject2 BE 2 1RAET 25 = &, Review OFEMIZ D

Tk, AED 7.4.10 BT H L,
EH S > JFAIE LT LLFORBMEIZ W TIE, submission fid T O D28 5 12

HH| Bbod, M2zl L CRICMEZEMET LI L, ZNODEEETE S
HVHEMN G HGEE. FANCEEYRICHET 2 &,
® id.item@root
® id.item@extension
® code@code
® code@codeSystem*

*7=72 L. code@codeSystem J& 423 ~9 OID O KEIZH EFNDH /A N—
VarFEE, B LTWALHEET RN,

» id.item@root JEMEIX. A Submission Z —EIZFkRNT& 5 UUID &9
5Lk,
> LITIZR%% 9% Submission Unit TEITFTEND,
® jd.item@extension JEBMEEN YL FE D eCTD & FH & B 5,
SN > WINREE R subject2 %??#Taﬁtéhfb\fotb\%/a\ % @ Submission
Unit IZEITTF S5,
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fEDE

1EDG

b)IZ subject2 EHZEH TR b, Fiz,

B4 % O Submission Unit ifﬂTéhé

> subject2 ERENEAE SN TWRWEA . % @ Submission Unit A1 F &
o,

/é.\

subject2 234 b)iC

7.4.10 review

review %é‘% . BB ARAET 5, HEEE T L2 1 D0 subject2 EE MR X,
subject2 3R Z L 12 1 DD review BRI N D,

7.4.10.1 XML LoEE& &R
review 233 eCTD VA0 XML A v — E LIFOEATICRREH SN 5,
® controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission >>

subject2 >> review

7.4.10.2 XML 2 &1
LLFIZ review B3 O XML sE#ifsl % 79,
<subject2>
<review>
<id root="c2a664fc-4b41-4425-8631-46b7bf1f58a6"/>
<statusCode code="active"/>
<subjectl>
o [HREET
</subjectl>
<holder>
o [HREET
</holder>
<subject2>
1
</subject2>
</review>

</subject2>

7.4.10.3 XMLEZXERUEMH
review HE N OPFORL TOFEE, WRIZFINLSHDOBMEIFZLLFO@EY

B LEE fEDEY
V=2l
review [1.1] AEFIT H & ® 2k
WM 5,
‘ id [1.1] KBTS 5 review B
DB 7 2 ¥ 5,
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‘ JRAE ‘ SEE ‘ fEDE

1EDH)
root [1.1] %72 UUID | A Review @ UUID, ICH
IG ft#kDT7T /LY XA
P IZHEVHGE & DT

root="c2a664fc- | z_
4b41-4425-8631-
46b7bf1f58a6"

statusCode [1.1] ARTEEITYZ N E O H
i OIREE & T
RGN T D,
code [1.1] M B HEEEOIREZ kT 2
— R, B oHREEELE
_ T eCTD IZB T, B
P onaR T s, E
COde="active", | g g 37 1324 3% L Y
code="suspended TR0 Review 1= %f
L "suspended" % #2 fit 4
%o EOMDEGEIZIE N
TlE"active" & f2fit4- 2

subjectl [0..1] /N B 3 X
manufacturedProduct 3%
REEMNT D,

manufacturedProduct %%
FOFMIAED 7411

EBRTHI L,
holder [0..1] A B3 L applicant 23
T D,

applicant Z138 D FEMIIIA
EDT4B3 2T 52

&

subject2 [0..7] N 5 = X
productCategory % % %
AN 5

productCategory 3% D

FEIIAED 7414 25

1 B R

G SRV > IR R, RRRER LK CBEHEO R THAMEATH D,

D BRI > KETHE, statusCode@code J&MEfE 3 "active" T 5 & &, LFLEFR KDY
BEOETHMETH D,

> ZETEE, stautsCode@code J& 1 fE 23 "suspended" TdH % & & L F OV
NOFEH A & e Submission Unit IZEI T &N 5,

® subjectl
® holder
® subject2

> subject2 ERITHGEX ) T LIRSS 2 L,
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1

CES ‘ B ‘ SEE ‘ D BiHA

fEDH
= sl > LR OWFmsici% 4% Submission Unit IXH FEh b,
A o UIRHAEGZDTIA 7 A 7 VZEL THID AT 2 review 2

£ O statusCode@code J& A 73 "active" T 72\,
® review.statusCode@code J& A7 "active” K& T 'suspended” D VY §741 T
BN,
® 5% review B statusCode@code J& 1 fE % "suspended" CTHEAE L 7=
HEH statusCode@code J& MEfE 73 "active™ T &> % review B33 5% H
FRICBWTIHEL 2L 2 D,
> id@root JBPEMEIL, A Review Z —EIZ#NITEH UUID & 552 &,
> UGTRE KRHELR T oNTE LT, EFNEIZEL D720 review
BERIL ﬁﬁb&w &
> EHFERT I L 0 EL L 72572 Review L [F U id@root &M %
£ review E%é’%@@b’ﬂiti%f;b\ —EEHFER R I &0 mhiT
L 72 Review Z B EA NI L2 WIGA L, HiBlo Review & L T2
THZ L,
AR 2 THE O ~ZTEHBHNIFRIC 20,
D) e b) review B A5 O TLR B 7V, F72, review BEZ b)ICE D=
]ﬁn . %@ Submission Unit [ZHEIF =5,
DRI ZTHE D ~EGEHHANIERIC 20,

7.4.11 manufacturedProduct
manufacturedProduct Z5& 1%, W EREZRZMET 5, 12D review BR LI 1 oD
manufacturedProduct 225473k &%, manufacturedProduct 258 13 EE T2 [R144 D
manufacturedProduct 23R 2 £ 5. AFE TILAETE 2 manufacturedProduct 235 & FFOY, % %
manufacturedProduct.manufacturedProduct 23 & FE5,

7.4.11.1 XML LoEE&E &R
manufacturedProduct 233 eCTDv4.0 XML A vt — k. LU FOEFFICEER SN S,
® controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission >>

subject2 >> review >> subjectl >>manufacturedProduct

7.4.11.2 XML &2 &4l
LA FIZ manufacturedProduct %58 D XML FC#ifl 4 7~ 9,
<subject1>
<manufacturedProduct>
<manufacturedProduct>
<name>
<part value="-t A ¥ 7 % = — /L-§£ 10mg"/>
</name>
<ingredient classCode="INGR">
I 201 I

</ingredient>

Page 35 of 105



</manufacturedProduct>
</manufacturedProduct>

</subjectl>

7.4.11.3 XMLEZXZRUEMH
manufacturedProduct BEE LK NFORL T OESE . WRICFN SO BIMEIZLLTO®EY
LiES ‘ [- 153 SHEE EDE LA

fE D5

manufacturedPr [1..1] AREEFT, BGLE R A
oduct T D,
manufacture [1.1] AR IL, B IR 2%
dProduct W4 D,
name [1.1] AREFITIR e & Mo
50
part [1.1] ARERITR T4 2 Ff+
5,
value [1.1] TXxA b BUHI DR e
A value=" &1
Yo F g —LEE
10mg"
ingredient [1.%] /N &= = [
ingredientSubstance % 3%
ERNT B,

ingredientSubstance % &
DOFEHIIAED 7412 %
ZHTHT L,
classCode [1.1] [l & AKBEPET ingredient ZE5E
Z D BR IS EE 2
classCode="INGR | pyj@tt:CcdH 5.

CIEVEONE R > YL E EN D AR T &2, ingredient R A RAET D Z &,

DB

= = v > part@value JBYEEIL, MEEELEORTES E—BIEHZ &,

> LUTFICE%44 % Submission Unit IZHEI F &5,
® part@value BMEAEN 241 LFLL ETH D,
AN 2 THE 5 ~Z @M AR 220,

9N > b)(Z manufacturedProduct 3 3 % & &5 “C 26w, F 7o,
manufacturedProduct 23 4 b)IZ & O 72354, € @ Submission Unit |
HFEn5b,

AN A THE 5 ~EEAHANTFR IS 220,

7.4.12 ingredientSubstance
ingredientSubstance ZE3R %, AR DA A fRMET D, 1 D0 ingredient ZEFE Z L1212
@ ingredientSubstance E 3 2t XL 5,
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7.4.12.1 XML L& &R
ingredientSubstance 23 (%, eCTD V4.0 XML #* vt — k. LR OBATICEE#K S D,
® controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission >>
subject2 >> review >> subjectl >> manufacturedProduct >> manufacturedProduct >>

ingredient >> ingredientSubstance

7.4.12.2 XML 2451
LLUFIZ ingredientSubstance 258 0 XML R #f6 & 7~ 7,
<ingredient classCode="INGR">
<ingredientSubstance>
<name>
<part value="A —7 A ¥EWsHE" 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 EZXRUVEMH
ingredientSubstance Z 38k O DORL T OEFE, WNZEN S DBEMEIFLLFDEY
CEES JE LEE ‘ {[X%ith LA

1aop]

ingredientSubst [1..1] ARESEIT, BRI D4
ance PRERANT 2,
name [1.1] RERIL, BRI D4
AT 5,
part [1.1] REFIIA LT D4
HERNT 5,
value [1.1] T ¥ A b BN DA TR,
4 value="~7"—7
A TP
code [1.1] TXA R A B 5y D 4 FR D TR EE

o9 a—R, JPCVD
#l: code="jp_jan" | T JP Substance Name
Type] =— R U R MnD

T’IRT D,
codeSystem [1.1] #3472 OID [ JP Substance Name
Type] = — U X FD
A OID,
code="2.16.840.1.
113883.3.989.5.1.3.
3.1.7.1"

PR Rl FRRO TZERE ) MEOR RO TFH] OWNFICIA TR 5 ~SFEHM
DFEHARH UlESANAR
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SHEE

fEDR
1a Db
OfEIE, JFRIE LT, H5E

e

=

== 'al > part@value JEMEfE
5T L,

> LUFIZE%%4 95 Submission Unit [ZHITF &5,

® part@value EMAE 241 LT ETH D,
LM 2 THE 5 N EEAHANTIFRIT 22V,

)N > b) |Z ingredientSubstance % & % & &5 TR bR wnw, £k,
ingredientSubstance 258 % b)IZ & 7254, & @ Submission Unit (3 %]
TEnb,

REAMITIN A THE 5 N & EMAHANIFIT A2V,

RLAROD —fied & —E S

%ﬂﬂu
|

7.4.13 applicant

applicant 223513, HFEE R AIRILT 5, review 3 Z L1 1 oD applicant EHE ) AL S
ﬂéo

7.4.13.1 XML LoEE&i &R
applicant 223 1%, eCTD V4.0 XML 2 vt — | LI FOSGATIZEHEH I LD,
® controlActProcess >> subject >> submissionUnit >> componentOf1l >> submission >>

subject2 >> review >> holder >> applicant

7.4.13.2 XML 2 &4l
LLFIZ applicant 23 XML it #6737,
<holder>
<applicant>
<sponsorOrganization>
<name>
<part value="PMDA L FEEA 4L />
</name>
</sponsorOrganization>
</applicant>
</holder>

7.4.13.3 XMLEXRUREMH
applicant ZFE LK NZORL FOEFRE, W NCZN L ORMEITZLLTO#EY
B ‘ LEE ‘ X%t}

1E D4

applicant [1.1] ARBERITHFEE 4 &
WT 5,

sponsorOrga [1.1] RKERIIHEE L 2K
nization WA,

name [1.1] AERIIHFEES
W5,
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R ‘ Bt ‘ SEE ‘ fEDE

1E D4
part [1.1] ARERIIHEE L 2K
WT D,
value [1.1] T FZ b BHREEOREE S,

#i- value="PMDA
CE VRO LR TZEAE ), MEOR) KO T OWNFITINA THE 5 N E#
D HHA] HIZ 7220,
EH ==y > part@value BIYEEIX, WEEEGLEHORBEEL & —HSEDH 2 &,
>  LUFICE%249 % Submission Unit IZEIF &5,
® part@value BMAR 2 241 LT ETH D,
FREAMITIN 2 THE S N X IEAHANIRRC A0,
> b)IZ applicant B % &6 Cld72 H7e\, 7=, applicant 3% % b)iZ &
D=4, %O Submission Unit IXZHI F &5,
RRAMITIN 2 THE S N X IEAHANTERC 2o,

7.4.14 productCategory
productCategory #5813, HIFEX 2T 5, review 23 Z & 1T 1 D XIIHEED subject2
RS Hu, subject2 B3 Z & 12 productCategory R MR 5, 1 -5 productCategory
BRI L OOHFER o720, HEOBHEX S ZROHEORE, FiEX 0% L
[A4 D subject2 ZHHENDRUEZIN D,

7.4.14.1 XML L& &R
productCategory 235 (%, eCTD V4.0 XML A vt — . DL FOSEFTHCEEE# SN S,
® controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission >>

subject2 >> review >> subject2 >> productCategory

7.4.14.2 XML &2 &4l
LLUFIZ productCategory 255 > XML 5efif5 2 7~ 7,
<subject2>
<productCategory>
<code code="jp_1 1" codeSystem="2.16.840.1.113883.3.989.5.1.3.3.1.6.1"/>
</productCategory>

</subject2>

7.4.14.3 XML EZXZRUEN
productCategory 2238 Kk N OEL T DOEFE | WNTEN L DRIEIZLL T O,

R Bt ZEE B
el on
productCategor [1..1] ARERIIHERX 02K
y M 5,
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R ‘ Bt ‘ SEE ‘ fEDE

1EDH
code [1.1] ARERIIHFX LK
WT b,
code [1.1] THA b HEEX &2 rnd a— R,

KB HFEHICRRH O H
A code="jp_1_1" | FE[X4y % P CV & [P
Product Category] ==— K
UARNBEINT D,
codeSystem [1.1] %472 OID [ JP Product Category] =
— KU A oD OID,

#.
codeSystem="2.16.
840.1.113883.3.989

5.1.3.3.1.6.1"

RSOt FECoo [ZEE ), MEOR) KO TE ] OWNEITINZ THE 5 R E 2 HE
DB A3 72 0,

EH == 'dl » code@code JEMEMES R HIFEX 2T, HEEHLLHOFGEX S & —HS
AN ¥HI L,

O BRI THE S ~ X BRI,

‘ O >  b)iZ productCategory EF# % & 8 Tl 72\, £ 7=, productCategory
|

7.4.15 application

R b)ICEDT-HA. £ ® Submission Unit IXTEI F &5,
ON ERRAEMINZ TRE 5 N EEABRNTRIC 20,

Application /%, application ZEFRIZ L - TR I, HHEPGEIC L > TR SN D EHROE

FTMOCGEOFRICEET D EHR LT 5, 120 submission ZEHEILHIZ 1 DD

application Z3 # &1,

7.4.15.1 XML i &R
application Z23& 1%, eCTD V4.0 XML A v&— k£ LLFOEAICE#E S5,
® controlActProcess >> subject >> submissionUnit >> componentOf1l >> submission >>

componentOf >> application

7.4.15.2 XML 2 &5l
LU IZ application 2255 ¢ XML se#ifil 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>

Y.
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<[reference>
<component>

I 20 I
</component>
<referencedBy>
I 203 I

</referencedBy>

</application>

</componentOf>
7.4.15.3 XL EXREUEM
application ZLF# Kk O DR FOEFHE, W ZEN S DRMEIZLL T D@D,
LS ‘ JE ‘ LEE ‘ EDR B
1EDH]
application [1.1] A EFE T, Y
SubmissionUnit {2
THfit =415 Application
DIFREHEMNT D,
id [1.1] AREHE(T Y5 eCTD H 3
DR F Z kAT D,
item [1.1] AREFIT Y% eCTD HIFE
DR T Z RN D,
root [1.1] %72 UUID | A Application ® UUID,
ICH IG & o713V
- A LATHE HFE D3 58
root="492462f7- | x4 %
81bf-46e0-9b59-
b677a86c88a4"
extension [0..1] TEA B HiEE DN HEE T
HZEHRBEWMELTH
A H3 2B DA,
extension="sender-
specified value"
code [1.1] AREEHITY5% eCTD W34
DOFEIAZ NI D,
code [1.1] TH A 3% eCTD HIFE DR A
R a— R, a— NMEX
#7J. code="jp_nda" | JPCV ¢ [JP Application]
a— RU X b &R
T 5,
codeSystem [1.1] %472 OID [JP Application] =— F
U A k@ OID,
A
codeSystem="2.16.
840.1.113883.3.989
5.1.3.3.1.8.1"
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R

Bt SEE fEDRY
1a Db

reference

[0.*]

N W ES i
applicationReference %3
TR D,
applicationReference %%
DFMIIAED 7.4.16 %
ZRTH L,

component

[0.%]

ARFEF L document sk
AT D,

document %3 D FEM T
ARED 7417 #5HT 5
Z&,

referencedBy

EXEKOBM
DA

b)
C)

[0.%]

N L3 ES X
keywordDefinition %35 %
AN 2,
keywordDefinition 3 M
FEIIAED 7418
BEsz L,

Document = & |2 component 32 A #2{k 9%
DWTIEARED 7417 2RI B L,

> YHHEEICBET RO MG (LLF, BEEBE 2w ,) e s
AlE, BIERGE 2 L2 reference R AT H 2 L, F7o, BEHGE
1% Submission Unit & & (T EE 4 C O FFE A #2925 = &, BlE A
FHOFMIONWTIIAED 7416 BB+ 52 &,

> 5% Submission Unit (& & - THEfE9 2 Fr#l Document 73 & 5555014,

Z L. Document DFERHIZ

> MEHFB ISR W TE 2 B8 Keyword Definition Z #2fi4 2 855-413.
Keyword Definition = & I referencedBy %3 & #2942 = &, Keyword
Definition DFEMICHOWTIFIATE D 7418 42T 52 &,

id.item@root
code@code
code@codeSystem*

HT &,

FE] 12 THUE S SCF RIS IRAE S 780,

> JFHAIE LT, LLFOBEMEIC W TIE, application fid T OIS OEE|C
Bbod, HEizE L CRUMEERMIET L2
HVEMNG HGEE. FANCEEYRICHET 2 &,

Lo TNODEEEET

*7=72 L. code@codeSystem J&MEA3R7 OID O KREIZE Ei D /3 —
Va &, ELTWDRET R,

> id.item@root JEMEAEIZ. A Application & — &

(ZRA T & % UUID &9

> id.item@extension BIEIZHFEEICLD2FAEZ B E LT\, FEY
JAZHEH T % eCTD v4.0 XML A v E—ICARBEBMEEZED S 2 L idE
LR A0, RS S E 2 Ly, 70, AEED
EORNZONTIX, AEDO 25D [FF A ML LT FHREZ 0T

> LDLTIZE%44 % Submission Unit IZEI T &5,
® id.item@extension JEMAE AN 129 XFLL ETH S,

FREARITIN A THE 5 ~ X E AR 20,

EREEBITIN A THE 5 N EEAHRANTAFIS 20y,

FREAEMRITIN A THE 5 ~ S EAMRANTRIC 20,
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7.4.16 applicationReference

applicationReference ZZ3&1%, BREMGEDIEHMARILT 5, Hil 21X, — LB AGEHFE DR
WZBEARESH ORGE AR 25AIMEHT 223 TE 5, Zos &, BEAGE T eCTD
V322 XiFZva0 ZIEAREL L THEINLTWARITIER 5y, eCTD V4.0 Z W - HFED
applicationReference 2 %725, eCTDV3.2.2 # W= HF5ED eCTD 1 EFHEZMT 25 Z L 1X
LIz, B 5 eCTD HEEN W 54, applicationReference B 3% # #2925 M B 1%
s, BT 28580, 1o application E3E1E 1 > X3 #E %5 applicationReference 3%
HROZENTE D, BT 2 eCTD HEENEHD 25618, BT 5 eCTD HEEZ &1
applicationReference % 3 % 5tk 95,

7.4.16.1 XML EOOECEERT
applicationReference ZE32 1%L, eCTD v4.0 XML A vt — k LUFOGATICRE I D,
® controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission >>

componentOf >> application >> reference >> applicationReference

7.4.16.2 XML E2 &5
LLFIZ applicationReference %5 D XML ikl & 1~ 9,
<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 XMLEXRUVEMH
applicationReference B3 K N OFL FOEFHE, WNZZEN S D BEMAEIZLL FOmE Y

R IRt SHEE fEDRY Bk
1EDH]

applicationRefe [1.1] A B3R F P E R R R
rence TR 2,
id [1.1] A B 3R 1 BE S o Rk
B ZKEANT D,
root [1.1] ASHET | BRGSO eCTD AT
o
A
root="2016010300
1"
reasonCode [1..1] AEF I EOEE %
AT 5,
item [1.*] AEFRIIBEOHEE %
iR
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1EDG
code [1.1] T XXk applicationReference.id@
root 73/~ 9 BE H GG & D
A1 code="jp_pca" | B#H O FEIH & /m T 3 —
R, =— FNEIZIPCV D
r JP Application
Reference Reason] =— R
U RNBIBIRT S,

R ‘ Bt ‘ SEE ‘ fEDE

codeSystem [1.1] #2472 OID [ JP Application
Reference Reason] ==— K
A J A ko 0OID,

codeSystem="2.16.
840.1.113883.3.989

5.1.3.3.1.9.1"
S VROt > 1 OOBEHENEEORE 2 Fo%E. 1 o0 applicationReference
ok dunpsi:ll SR T2, BE O Z & 12 reasonCode.item B A2t 5 Z &,
EH ==l » 4% Submission Unit O RICEIT 52 TOREFFE L #ULT 5 2
#HH| Lo BlxIX, PRI R B S 2 2 D L, %kt o4t C R
REE 2 FLIR L2 Do 7256, HINRER IR ICBIENE & ko 7o LR S 4

Do
> LUFOWTNNICEEY 95 Submission Unit [ZHI F XL 5b,
® id@root B AN RT3 eCTD 13503, 24 i% Submission Unit THz
ftxn T o,
® id@root @MY eCTD = H 5 2R OHFEN., FELRDT
— H N AR LRV,
® id@root JEMEAEN T eCTD A& S 2 FFOHEEN, WMEIZID T
FohTnd,
® [fl—® id@root JEMAE % £F>% %D applicationReference ZF %, 1
> Submission Unit {2 & & CTHEHEE L T\ 5,
® reasonCode.item@code & ' reasonCode.item@codeSystem™* O fH Z5
bENE— TdH 5B D reasonCodeitem EHFE &, 1 DD
applicationReference ZHEL F T L T\ %,
*7=72 L. reasonCode.item@codeSystem J& 237~ 9" OID D KJBIZE
FNDHINRN=Ta VEENHLTWRLTYH, TOMOIEHRAMN—
% L T w H ¥ . reasonCodeitem@code F O
reasonCode.item@codeSystem DI & 1% [FE — & Bficd,

o [BhEOHIA L L T A KBHFERICREE I 2BEKRAF 2R
L T\ % applicationReference 35 @ id@root J& P IZ, KGR ST
WRWHIFED eCTD Z & F o feflt L T D,

REAMITIN A THE 5 N & EMHANIFRIT A,

EREAEARICIN A THE 5 ~ S A RANTRIC 20,

7.4.17 document
Document (X, #2957 7 A /WM 215 24295, Document (% document ZE35(C &
STHfLEN 5, HFEHEIL. 1-20 Submission Unit (2 X - T 02> 5% document 35 % 2
22 N TED, B/ETDE 77412812 150 component E3E 232 X 41, component
P T L2 150 document EHE ARSI D,
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7.4.17.1 XML LOOs2&E &R
document EHE D FEEHEHEFTICHOW T, ICHIG #2452 &,

7.4.17.2 XML &2 &4
LLUFIZ document 38 D XML Gl il &2 <9,
<component>
<document>
<id root="8505a8h2-7035-47cf-81ec-e8176e1d87be"/>
<title value="—f%1E#H"/>
<text integrityCheckAlgorithm="SHA256">
<reference value="m3/32-prod/manuf-process-and-controls.pdf*/>
<integrityCheck>c0d5623550c997a70b62717d95fcalcada201754d1ed9fbbbbfad7bfd64c
8ead</integrityCheck>
<[text>
</document>

</component>

7.4.17.3 XN EZXZRUVEMHE
document ERE K NZFOFL T OEFR, WRNZENLDOEMIL, LTFO®EY

CEES B LEE fEDTY B
1E DG
document [1.1] ARERIL, FEYHIHE
HT 277 A4 1ofFHR
AN T D,
id [1.1] ICH IG ftd i@ v ,
root [1.1] %272 UUID ICH IG FL#DIE Y ,
#.
root="8505a8h2-
7035-47cf-81ec-
e8176e1d87be"
title [1.1] ICH IG FE#lDIE Y o
value [1.1] TXxA b ICH IG ft# i@ v ,
.
value="—//g#&"
updateMod [0..1] [ 7 Document ® % A kL%
e BHT LRI, "R'A TS
updateMode="R" | =4 %
text [0.1] ICH IG iL#iDiE v,
integrityCh [1..1] fiE] 7 ICH IG ftdk i@ v ,
eckAlgorith
m integrityCheckAlgo
rithm="SHA256"
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SEE DR
1EDG
charset [0..1] TX A b MEEE T — X =W
9% Document {235\ T,
- MHEHFEEBE 7T — 4T
charset="jp_utl8" | & 3 % B KFHF — ¥
DXFa—K, z2HT5
HEEE T 7 — 425 SAS
XPORT JZ=. (xpt) D5
4. JPCV @ [JP Japanese
Character Code] 7> 5%
T5Ha— Na@ERT 5,
reference [1.1] ICHIG it# @Yy,
value [1.1] THA b ARBMENTLEH SN T
% submissionunit.xml 7>
A 5O AS AT, 7
value="./m3/32- | » ¢ L OB T &5 ET
bodydata/32s- %.
drugsub/32s1-
geninfo.pdf"
integrityC [1.1] SEE e ICH IG ftifi i@ v
heck
A
<integrityCheck>c
0d5623550c997a70
b62717d95fcalcad
a201754d1ed9fbbb
bfa97bfd64c
8ead<integrityChe
ck/>
thumbnai [0..1] ICHIG it# @Yy,
|
value [1.1] T FZ b ICH IG Fe# i@ v ,
-
value="26145c7a-
3dc7-404d-91cl-
6e0e5c¢71f8f6"
descriptio [0..1] ICH IG & D v
n
value [1.1] 7% A b 5 B 35 PR BE Ik o> F B
T =X EBRT D
A Document D354 9
value="PK #ZH /] | 5 HisE T —% 7 7
F=FTr b | A AVDONEOBHK,
(ADaM #=()
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ERE VR Re
DA >
>
>

1

ZEHE fEDR AR
1E D4

Document % A ML ZFHTHHEEERE . text BRIINHETH D,
BE# H @ Document @ title@value J@& VEflE 2 H ¥4 5 & &= |
titlte@updateMode JE X MHETH 5,
titte@updateMode J& M A FEHE STV D & & text EEE ST
Submission Unit [Z#1 F S5,
PLFOBEMIT ICHIG IZR#EN H 203, 25 % & T Submission Unit
ERHLCH, FEYRICREINT & s,

® text@language

® text@mediaType

® text@updateMode

EH 2% e
LA

ICH IG FeaOEMAMANCIN A, LFA#EHA S5,
® UUITFOWTNMNTEEY T % Submission Unit IZH F &b,
title@value JBHEAEAY 129 XF LU ETH 5,
description@value JEMEAEAS 101 X7 LA ETH B,
thumnail@value B MH:AE DS 129 XFLL ETH 5,
MREHEZD T4 7 A7 vEEL THO THRMLT S
docment 235 (2 title@updateMode JEMHEAMRE STV D,
title@updateMode JEMEE A FRAE STV 5 23, title@value &P
EDSFHT SAL TR,
title@updateMode J& MEE 3 F2 ik S 41TV R 23 id@root J& EAE
AN HEH S 47- Document @ id@root JBMEAE & [F]—TH 5,
< [A Submission Unit @ Context of Use 7> 5 &M XL Tz
document R 2RI N TV B,
< reference@value J&MEMEDNRITIGANCKIGT 5 7 7 A IV IMFLE
L7auy,
< integrityCheck ZHRERNEN/RTF = v 7 LB EEOT 7 A )L
DF =y 7P LERD,
< SAS XPORT 2z (xpt) D7 7 A V&S 2% document F3E
Bl FIZ, text@charset B PEMRAE S LTV MRV,
< TERRFEBRFEIL T2 W7 —# ) (Non-CP) LI % ~§ JP
Analysis Type Keyword 73 {1 5- 41T % Context of Use 725 %
STV % document ZSERL T2, text.description 58 23 fi it
STV,
JRAIE LT, %A Y 5% document.text.thumbnail @value J& PEfiE i
L7gw, 72, ABMEOHEORIZSOWTIE, AED 250 [TF Ak
L U RTRE 72 SUFRE] 12 CHUE S U7 SCFRRICBRIE &7z,
FUF oy 7 AEFEOT7 7 A NPEEGIET D5 H5ThoTh, £
nNENO7 7 A% 545 Document ® UUID [Z 8725 2 L ICHEER
THZ L,

e

<>

i

FLEMRIZIN A THE 5 ~EEAHANTARR IS 20,

>

PLFIZ3% %4 % Submission Unit IZEI F & 5,
® reference@value J& YEE S R T IGETS, HEEE 7 — ¥ 2T x
BT TR0,

PATFICE Y4 % Submission Unit iZ#H T 5,
® reference@value J& PEME S R IHETA, HGEE 7 — & 2T R X
BT CH D,
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7.4.18 keywordDefinition
Keyword Definition (%, Keyword D iE#E 4 #2325, contextOfUse ZE3E 13, Bl 2 Keyword
RFFOZ LN TE DN, keyword BRI 2 — REFRET HDOHT, £ a3 — RORTNAEIL
RER, Fa— KL, BLTFD 2250 FIEZ Lo TERINLD,
(1) ICH XIHFEEYRICL - Ta—RENENRERINTWVD
(2 HEEENa—RNENFEERT D
ERL@ICEEYS T D Keyword % Context of Use (211 53 284, %tid % Keyword Definition
ML TIER 620, FERQ)ICHEYS T 5 Keyword % Context of Use (2 5 284, %fi&
9% Keyword Definition % 524 4 /IR T 2 LERH 5,

7.4.18.1 XML Lo @E&iEmR
keywordDefinition =3 O FEHEFTIC DWW TIL, ICHIG #2752 &,

7.4.18.2 XML &2 &4l
LAFIZ, keywordDefinition 35 @ XML Fo #5273,

<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>
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7.4.18.3 XMLEXRUVEMH
keywordDefinition 2238 &k N OEL T DR W NTEN L DERMEIEL, L FD@y,
CES B LEE BT LA
1EDH]
keywordDefiniti [1..1] AFHEIT, Keyword O E
on FEIENT D,
code [1..1] ICH IG fe# i@ v ,
code [1.1] TXA R ICHIG it #»iEv, ICH
CV @ T ICH Keyword
A Definition Type] X% JP
code="ich_keywor | cy o [ Jp Keyword
d_type 1" Definition Type] 7> 5% 4
T5Ha— FaER LR
45,
codeSystem [1.1] ¥4 72 OID ICH IG fC# D@ v, ICH
CV @ T ICH Keyword
A Definition Type| @ OID X
codeSystem="2.16. | |3 JpCV o [JP Keyword
840-1-113883-5'3-989 Definition Type] @ OID %
2.2.15.2 st 7
statusCode [1..1] ICH IG FL# D v
code [1.1] I & ICH IG Fe# i@ v
code="active"
value [1.1] ICH IG FL#liDiE v .
item [1.1] ICH IG GLal D v ,
code [1.1] T FZ bk ICH IG Fe# i@ v
REEHE DT EICREET
A % 2 — N,
code="MANUO001"
codeSystem [1.1] T ¥ A b ICH IG fe# i@ v ,
HEHE MBI ET
P %, 22— KU A~k
codeSystem="My | -
list 001"
display [1.1] ICH IG Ftd#k i@ v ,
Name
value [1..1] THA R ICH IG FL# D@ v
REEHE DT EICREET
#7- value="Big %, Keyword O #R4,
Manufacturer"
updateMod [0..1] [ ICH IG L& @b,
e Keyword @ #7~44 4 BT
updateMode="R" | 4~z x|z "R"ZFEET
Do

BRREROREME
DREHIAH

> BE#RH o Keyword Definition @ displayName@value J&MEfE % ¥ #H4 5

L& UMRRHATH D,

displayName@updateMode
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LEES et SZEE DT LA
1EDG
EH c= v dl > ICHIG LR OERRANT I A, LT S h 5,
#HH| ® LITFTOWTIoIi%Yd 5 Submission Unit (XHI T X s,
< value.item@code J& P AE 2N 129 XFLL ETH D,
< value.item@codeSystem J& A 23 257 SLFLL ETH 5,
< displayName@value J& B 28 129 LF UL ETH D,
S WIREHZEZO 74 7 A 7 v E2BEL THD TREET S
keywordDefinition 3 T2 displayName@updateMode J& £
NS TV D,
< WETHERIC displayName@updateMode J& MEE 232k ST 5

23, displayName@value J&MPEFE A BEHT S AL TUWL7RUY,
< value.item@code } O\ value.item@codeSsytem J& B D FLA5
BN, [FAFFEOBEICHE L Keyword Definition & [fd—T®H
53, displayName@updateMode JEME2 AL X LT Zauy,
REAMITIN A THE 5 N & EHHANIFRIT A2,
> b)THEMHT % Keyword % £ 7 % Keyword Definition 13, b) Tt
HZE,
> displayName@updateMode J&% % 7% ¢ e Submission Unit IZHI T 415,
> ) TEHT % Keyword % E#3 % Keyword Definition % b) CHeATHEH
T EEFELIRRY,
> b)THEMT % Keyword % ¢) THEMAT LA, X532 Keyword
Definition %z b) CO AT 25 = &,
> displayName@updateMode J& 1 % 7 ¢¢ Submission Unit [ZH T 415,

7.4.19 categoryEvent
categoryEvent Z 3R (X, 3% Submission Unit % 34 Y RIZHEH T2 % 1 2 > 7 R OWIRREEH
PO 2”4, AR RO & 13, AFD 331187 a), b), KT o)zfid, 1>D
Submission Unit |X, 1-2>® categoryEvent %35 % £f>,

7.4.19.1 XML LoEC&E &R
categoryEvent Z 3 |X, eCTD V4.0 XML A vt — k-, LLFOGATICREEH SN D,
® controlActProcess >> subject >> submissionUnit >> componentOf2 >> categoryEvent

7.4.19.2 XML EC&if51
LUFIZ categoryEvent Z23% > XML L #if & 737,
<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 XMLEXERUVEMH
categoryEvent ZEHE K NZ O/ FOEHZ, WNTZEN O DRIEIZLL DY,

ER B ‘ LERE ‘ B #H
1EDH
categoryEvent [1.1] AEFEIT Y 3% Submission
Unit DfHZ 1 I 7 Kk
W hR 32 ) RF o e 46 %
AT 5,
code [1.1] BT M 3% Submission
Unit D&M & 1 I 7 %
AT 5,
code [1.1] T XA b 3% Submission Unit 235
BEOEDOLZ A I TT
P RS TS0 g%
code="jp_initial" | -2 — |, =— FfEIL.
JP CV @ [JP Category
Event] =— KU X ki
BRI D,
codeSystem [1.1] %2472 OID [ JP Category Event] == —
KU X ko OID,
e
codeSystem="2.16.
840.1.113883.3.989
5133121
component [0..1] A B T AR I
24 3% Submission Unit O
BT AN T 5,
categorykE [1.1] A BRI A R HY R I
vent 24 3% Submission Unit D7
BT 2T D,
code [1.1] A BT AT AR H R I
3% Submission Unit DA
& NI 5,
code [1.1] T % Ak WRR B2 ORE L Y
Submission Unit & Ff¥E %
P Ry a—FK, 23— FN#E
code="jp_initial a | jx  Jp CV ®» [JP Initial
" Submission Type] ==— [
URARNNLIRIRT 5,
codeSystem [1.1] ¥4 72 0OID [ JP Initial Submission
Type] =2— KU A LD
P OID,
codeSystem="2.16.
840.1.113883.3.989
5.1.3.3.13.1"
U MR R > IR, AREO 331 17T a), b)ED ) OWVTIUZE N T,
(X r3ungshzll component ZE [IMHTH 5,

> ETRF, component ZEH 2 f2 kL Tide 57220,
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1

CES ‘ B ‘ SEE ‘ D BiHA

1EDG]
EH ol > FANE LT, TR . TEREMBEM L. T M) 2R+
A componentOf2.categoryEvent.code@code J& MEAEIX, 7 A 79 A 7 V% i@

LT EoRfEND, 1250 eCTD HFHIZBWT, WOl
ZEBERMET 2 LERH 2561, FANCHEE LS RICHRT S 2
Lo T2 L. AFEDIZLITRTHR 21X DR IHOSEIT. [WIREE
H | %79 componenOf2.categoryEvent.code@code J& MHAEIX T 1 7 ¥ 1
I VLT ERMEEN D,

> )RR M BRI 42 4 % Submission Unit 2% a) TdH D HA .
component.categoryEvent.code@code J& M I% a)&Z 7~ = — R T72eiF i
X2 B0,

> & H 4 % Submission Unit 23 b) T & 5 H & .
component.categoryEvent.code@code JBPEME IS b)&Z /~d =2 — R T2t
E b0,

> f& M + % Submission Unit 23 ¢) T & 5 H & .
component.categoryEvent.code@code J& B 1 )& /R 22— KTt
e H70,

8. HBFH
8.1  Document DEF|A
eCTD v4.0 Z WV HEE Tl @& IZ42H L7z Document Z FAIHT 5 Z & TE 5,
Document @ I HFIEIZ DWW TIXICHIG #5345 Z &, JFEHIE LT, Document & FF|H
IIHEEETEE CTh D, Document # FAIH T 25A1E, ICHIG e#fORMEICZx, LT 1)k
O 2)DGM AT 2 &,
1) HHIH S5 Document & EFE L TV 5 Submission Unit } OFEFIF & 412 Document %
M9 % documentReference % 5% % & e Submission Unit & X503 ARE D 10.2 Tl 2%
HEE7A 7 A 7 V2B LTV 5,
2) U TFTOWTNNOSMEEMTZT,
1. FFIH S 4% Document % iE % L C V% Submission Unit & UV & 41 % Document
%29 % documentReference %3 % 7 T Submission Unit X5 23 [A]— D HFEICE
LTWa,
2. LUTO&RMZETHZT,
® HAHIH 415 Document ZiEFE L TV D HEEAREIZAR STV D,
® HHIH SN D Document & EFE LTV D HEEK OFEFIH &5 Document %%
H83" % documentReference 2L 4 & e HIGE DM I7 A3, eCTD v4.0 HEARICHI - T
EAE LTREENTHD,
® Al &% Document ZEF L TS HFEE RS, WA YBIC & A58 CE
DR THY . POBUEDREHHMINTH 2,

8.2 TJ7AILDOEFA
eCTD V4.0 # W= HFETIX., wmECRE L7 7 ANV EFRHATA N TE S, 77
ANVOBFMAFTIEZOWTIICHIG 2R+ 5Z2 L, FHIE LT, 77 A /VOBFHMIZHEE
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9.

10.
10.

FEETHD, 77 A NVEFARATLEHA81EL, ICHIG RR#EHOSKMFITMA, FRAHINS 7 7
A NV EHEH LTV % Submission Unit X BRI S35 7 7 A V&S5 % document B3 %
4 Te Submission Unit 23 [ — @ HEEICE S 227 uiE e 57200,

group title Keyword ER#&ZLY

A JHITHE T 5 eCTD vA.0 XML A w2 — (T group title Keyword Z {142 & | &
BREEICEIT S CTD Y U —OFRREMEIZIBVN T, 23% group title @ displayName@value J& P&
Il L/, — R (LR, [grouptitle /— ] w9, ) & LTHRRSND, grouptitle
J— RlX. %35% group title 23 5- X417 Context of Use @ CTD . H L & . *4i% Context of Use
N4 % Document DX A RV ORIOMEEIZE RSN D,

[H CTDRHL
[ CTDRHL
E CTDRHL
= group title /—F
Document 24 ~JL
Document 24 ~JL
Document 24/ k)L

7%, grouptitle &, =T F AL - Z—TEHERT D Keyword D —D>Th 5 Z L ITHE
52 L, 725, [F LU group title Keyword 23 {1 5- X 41T\ % Context of Use ToHh-> T,
Z DD Keyword 8 EeiuiXa 7 %A b« F—TRNE 2 57=9, [FfED group title / —
RO FRSND,

A4V IILEE

1T BZE

AARIZE TS eCTD DT A 7% A 7 VEBEIE, flx OBFEICE VT, HEFEROEM,
ERHEQEHZIT) ZETHY, —REOFFAKRPEH., —HEEARBRHESEL ELTE
25O TIHRY, Hx DHFFFEIZIBWTIE, eCTD Z A5 7 4 /L F BRI H e & 5
TANS (M1 2n) NEFE S, ZORTICEFT 5 CTD OF LN L% 5 MAD 7 +
LA ("mlt "m2 "m3T "m4T 'mbS") ICHFEERI S D, HEEER AR T D 7 7
A AZDOWT, GBI, AR, HIRSITONTERIZ, HEERE LTED 7 7 A ALREZHTH
LH0E T 7 ANVBANTEOBMEGRICEVEET LN TIA 7 A 7 VEROHTH
%o

eCTD VA0 DT A 7H A 7 VEHIZENTIX, eCTDVAOXML A v =T ROT 7 A /LI
SONT, JRANE LT, EoRf AR ERHT 5, BHEE IR LE% O eCTD f£ Ik W
T, HHUCIRH IO RN O EE T LI ROALERET D, 72720, HROMESD D
WITHBUS O B BENEDEROBERN LTI b nWEARH 5 2 LICHE
HZ L, FEHIEAED 104 22T 5 L,
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10.2 BFEFATHAONLEREZESAITHALIIL

eCTD V4.0 DT A 7H A I MZIX, WEETA 7V A 7NV ERIET A 7 A 7 V0 2 FfEN
bb, HEETA 7Y A 7L, eCTD DR & KETHRO I K> T S D 74 7 A
JNTHY, HEEBOEEITIHFET A 7 A I NVDORIZ L > TGEMAIEETH D, FIET A
T A 7T, %Eé%#%@%A$@ X A RIFICHFEE 7 — % 2RI LRI
%7212 eCTD v4.0 ZFIH L7232, M7% eCTD VA0 IZ L - THERESND T A4 7V A 7 LT
HY., HAlETOHRFET A 70 A &/W%EJZ% (IR L OETIR) 226, EDO X 9 7228 F 3N
ZHNEDELTWANEFEEICENT 52720 DEEETH L, FIETA 7V A 7 iE, H
FEETT 2SN (B EEORE, BRI T2HEETT — X USNOET T 7 A L)
OFMICHWS Z LiIxTE 220,

ME T A 7 A7 VTP & SETI, SUTEETIR & BHEDOBETIR O ML L, BGETh
PEWTHEET 5 Z & iddev, BURIC, HEET A 7 A 2NV ERIE T A 704 7 VOEEN %
ENE R

BESAIHM49)L

iR | WETIRIZH: TR
L ERET 1 2 3 4 5 6 7 8 o
| | | | | -

EEI R (e B E (e

BFT—4% BFT—4% 8775 | | BFT—oE | | BIT-5E

AL TIRH LTI BELTRE | | BRMLTRM | | ERLTRE
BESA17H A B&ES17H 10

FRNZART IO, BRHEEBRESFIIFETIA 7 A IV R ORIET A 7 A 7 VO 5 %
WLTHRHE S5,

HEET7A 7V A I NVIC K DEEL BIET A 79 A 7 W LDHEE X, T2 LT
BHIND, WEETA 7V A 7 NVOERNRIL, W7 A 7 A 7 VOB OHTH 5,
—. BWEITATHA I MZEBNTUT, FREPEREZMNMA 50 RITIAESORT 2EET A
T A I NOERY ULERTE CORGET A 7 A I NMERM TH D, 72720, BETA 7
YA IVNANHFET A TV A 7 NAERWCER 2 52 D54, é:%EiEﬁ@%ETiﬁ
WV, HFEEEICIRA T 2RI L CIERICAE T 2 KM S 570 DI2id, Y& A R0 H
FETA T A 7 RS & L TR LT e 570,
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UL e o L FIR Y |
EEDHE

SRR E i g
e

| BHAHES OREHS. — ;
| BHEREROEEHS . 1 () '.
| BHERR RS DR TR 1 () - 4 (AITHE)

WINRSE %, [IEICHGEEE 7 — 2 2T LT3 2% eCTD (AT, (2 eCTD) &
Vo ) WL TN RDZEEN/M HENTNED &b, HFEEROERREBIIRFET A 7
YA TN LS TORFETEND, 8% eCTD THEH L7 EEHT L - CThET 23 E L T
WOHSE, BEIRZ R 2B ZER 2 O TR 2, ERLoflTid, g
2 KO3 D[EZE eCTDIZ Lo TR SN HGEE 7 —# 2, WEIHEHE LTI Thi
X, RHEGE S 4 OSGTIRICYZRFEE 7T — Y 2 HEGO TRIET 2, 20L& &, Yk
HEEE 7 — XI5 3HEICEwL L L, MaFm (5) KOS FHEICRHT 5 EZE

(5) LLTCCIDH LMIBHIIEDRNWI &, Fio, YHHFEETT — X223 RT5
Document K TF Context of Use (213, [AI%F eCTD f2HIKF & 13 %72 5 UUID 2115952 &,

BEESAF4I 2L E5ED
EEOHE

ETH Eorr [;T!
b 'i. l ..... ! ]

= o I EEiznN EEI-BRIN
WFF—ok WFF—5E WF7—5E
EMLTIRE EHLTIRG ERLTHS

R Bz
9-' RFT—58 BFF—5E
Sl SHtLTHE

| BHAERR OEERE: - HEERESIORTAR: 1 {HE)
HHamRS OEEHE: 188 HEHERERs ORT AR 1 (0] + & [FITE) !
RHERTESI OREHR: 1305 + 2 (E&ecn)  HEERESc ORETHE: 1 (0K + o (HITH) + 5 (BHecto) |

Wi ERESTOREAR: 1 (IR + 4 (BATH) + 5 (BFeCT0) |
+ 6 |EFEeCTD) '

P& 7 A 7% A 7 0%, & eCTDIZ L » CRHESNT-HEEE 77 — ¥ OEEZ % BT
5. EEof ik, fEHERE S 2 DOEZ eCTD 1. WINIRE SNI-HEE T —Z ~D%
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BOGEIN, HIBR, &, B iRt 5, RHERE S 3 ORI eCTD I%, #IR&L O
WS 2 ~OERZRMT D52 LN TE 5, PR ORRMEFE S 3 £ TIEL, BIET A7
YA 7 NOEE L LGRS L, BofodREE (FIRD IR % 5 3 £ Ta K L7k
HE) NEAEYRIIRIND, BIE eCTD TR LEFEEY R L OBENGONIT-HFEE T —
Z1X, FOHOUWETHR FRHESIE S 4) 180 TR S LD, fRHEGES 5 LIkEoE
% eCTD X, W= RRBIET A 7V A 7 NVZRKT D7, ke E 5 2 UL 3 ~DEH X
FATTERRV, 7235, [BI% eCTD 2 L - THIFH eCTD @ Context of Use % (& #2 K OHIBR L 7= 45
By YZES K OHIBROITAIX, £ % 94T L7z Submission Unit 233 5 RIZE T A 7% 4 7

JNZBWTORIMI L, FFETA 7V A 7 VRO TR S NI ORIE 7 A 7 %A
J MTIIR S 72wy, Bl 2R, fRHEREE 5 2 DI eCTD 12 & » TEB KL CHIBR S 7z
55 eCTD (FEHEREE S 1) © Context of Use 13, #EHHEREHE B 2 DA% eCTD 23 & T 5 [A]
BETATHA T NVTIIE D, ZO%OWETIR R HERE S 4) T%i#% Context of
Use ~DEHUTHIBRZ AT L2V, BEE T A 794 7 VR OHET2 IR S 7= 4 6i
DEIEZ A 7% A 7 v FEHEFEHE S 5~7) TiX, %i% Contextof Use X2 & 725,

[6]%% eCTD DAEFIZ DWW TIIARED 16 #5352 &,

10.3  eCTD #IhRIRHEEDEH
10.3.1 #WARIZRHEED 7+ L5 i
AEDSZBR LTI A+ NV IREEEERT D2 &,

10.3.2 FMRIBHED I 74
TRLDO 7 7 A NEfREHTH 2 L,

® eCTD V4.0 XML # »&—1 (submissionunit.xml)

® FxvJHAT77 A/ (sha256.txt)

® MIIZEVIRET LT 7 A 1*

*rpk. AEDIILIRT AR 2L DHOLEE., WINEET L7 7 A V&

Bb) & N THRMT 5, BRIl b)TIX, HEFE 7 — X OAfRH L, fEhlc)T
X, CTDEIMIZ L > TED LNTZERIO RN T 5,

10.3.3 #IMRIRHEEED eCTD v4. 0 XML 4 v+ — &
WIS, A 33.1LI1R T HR LICL 2HTHIVIHFER a), FX 212k 28 ETH
FUTTER D) e O Q)& 4T 5, D& 7 a2 Tk, HI® eCTDVAO XML A vt — D5k
R eiEZ Ry, FERLBIHEOFEMCONTE, AEOTEBBT L L,

10.3.3.1 AR 1k 54IMIRSH
ARIETIIARED 3.3.11T739 70 11T K 2 AIhkdz I O Fe#f] 2=,

1) submissionUnit Z3&7>5 categoryEvent %3 & T it #

\ <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: K Submission Unit ®féifi%~79 =— K (JPCV @ [JP Submission Unit] Z#ZM4 25 2
E)

C: & SubmissionUnit ® =— 8 (ki B:) Z#E€&HFT 52— KU A+ OID,

D: 7 Submission Unit N EBERICBIT A EDOX A I v 7 TSN E RmdTa—F (P
CV @ [JP CategoryEvent] &4 252 L) .

E: K CategoryEvent ® =— K (ki D) 2EH#ETSH2— KU A D OID,

E: /K Submission Unit X AKE® 331127 aThHhDHZ & RTa—F (JPCVD [JP
Initial Submission Type] #Z&M4+ 252 &)

G: K CategoryEvent ® =2— K (EFEF) 2E#FIT 52— KU A~ OID,

2) contextOfUse 5 O Fr# {5l

<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="0Q" codeSystem="P"/>
</keyword>
</referencedBy>

....... (%> Keyword #1479 25413, referencedBy # # V) iK§) -----m-

</contextOfUse>
</component>

——————— (#2550 Context of Use # 12t3 547513, component Z 8 V) X 47)  ---mmm-
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H Oz TFRA b - V=7 BEET 55610, BREFZED LM (BEFEL
WA LRLET A L)

I: 4% Context of Use @ UUID,

J. K Context of Use 2353 % Document #1024 C5 CTD AR LA/ ~xd=2— K (ICH
CV @ TICH Context of Use] XX JP CV @ [JP Contextof Use] #ZM425 &) o

K: 7 ContextofUse ® =2— K (k5 )) Z2E€HFETH2—FU X M 0ID,

L: 4 Context of Use D A7 —H A

M: & Context of Use 7323 % Document @ id@root J& MEAE,

N: referencedBy 232 % 2 BRIC B &G AY JE M, EIX"REFR" T2 T AULIT 2 720,

O: K Context of Use |2} 5- & 415 Keyword D 22— R,

P: K Context of Use (2} 5- & 415 Keyword # €% 7 2% =2— KU X h® OID X% Keyword
Definition T & ¥ 72L& D1,

3) submission Z3 O L EL

<componentOf1>

<sequenceNumber value="Q"/>
<submission>
<id>
<item root="R" extension="S"/>
</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>

--- (8% Ingredient Substance % #&flt 9" 235513, ingredient 248 D K J7) -------

</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>

------- (B# D Review # #2354 1%, subject2 &0 KF) -
</subject2>
------- (Application {IZ DWW TIZBLF D 4) & 5 -

</submission>
</componentOf1>

ZK Submission Unit O # HHEEER 5 (FIMRFFRE TiE") .

K Submission Unit 23B89~ % Submission @ UUID,

eCTD = {1375,

K Submission OAZE ST (B« IEARTEH., Z2B#H, L) 237 a—F (PCV D
"JP Submission" & &4 52 L) |

= |« 210

U: & Submission ® =2 — K (L T) #EFTH2— KU A2 Fd 0ID,

V: K Review @ UUID,

W: A& Review O A7 —# A (FIIHEH TlX"active”) .

X fR5e4h.

Y: ingredient 232 & W 2 BRICH B HERYE M, EIZ"INGR" T2 i HuiE72 B 720y,

Z. HERG 4

AA: GRSy 4 OFE¥E % "3 22— K (JPCV  [JP Substance Name Type] % &9 25 =
E) .

AB: Substance Name Type =— F (LF2 AA) Z#EFT 52— KU X +® 0ID,
AC: HEEHE4,

AD: Hi5X 4y & Rrd=2— K (JPCV  [JP Product Category] ZZM+52 &) |
AE: Product Category = — K (EFZ AD:) #E#:T 52— KU X ~d 0ID,

4) application %3 O FC#i

<componentOf>
<application>
<id>
<item root="AF" extension="AG"/>
</id>
<code code="AH" codeSystem="Al"/>
<reference>
<applicationReference>
<id root="AJ"/>
<reasonCode>
<item code="AK" codeSystem="AL"/>
</reasonCode>
</applicationReference>
</reference>

------- (#2% D Application Reference % #&ft9~ % 55513, reference Z #4034, B HI G5
X, IR - ETRRICIR &3, B Z L2, 2o CHET 2 B2 2 CRild 5, ) -~
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</application>
</componentOf>

AF: & Application ® UUID,

AG: HIFEFERE DA,

AH: & Application O ffifa (BLEIRTEEKFEHGEE, 70E) 24 =2—F (PCV [P
Application] Z#ZMT 52 &) |

Al & Application ® 22— K (E5E AH:) #E#FHT 52— KU A kD 0ID,

AJ. K Application & Bl (— AR ARHFE L) 9% Application ® eCTD % 1% -,

AK: RS AL TR BIERGEICOWT, ToOMEOREZ <42 —F (JPCV 1JP
Application Reference Reason] # &4 52 L&)

AL BEOEREHO = — R (Lt AK) Z#EHTH=2— KU A KD OID,

5) document %3 O Fr 5

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

------- (#3450 Document Z 4295 %413, component Z## 0 K9, ) -------

AM: & Document @ UUID,
AN: A& Document &I 57 7 A NDF =y 7Y LOHEET VT Y XA, fEIL"SHA256"

TRITILZR B0,

AO: A& Document NEMT 5 7 7 A4 LD, A, 23 A F submissionunit.xml % 355 & U 7= FE %t
SNATIRT TR B0,

AP: K Document NE&HT 57 7 A NVDF = v 7 A, fEIX sha256 TR T TR 57
AN

6) keywordDefinition 23 o 3¢ Hi {5

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

------- (B4 D keywordDefinition &9~ 5554 1%, referencedBy 4 0 iK9, ) -

AQ: K Keyword Definition 73 €769 % Keyword OFEFE (1] : #IGIE, Sh4., SLEEE. 72
E) Zxda2—F (ICHCV @ TICH Keyword Definition Type] XX JPCV @ [JP
Keyword Definition Type] &4 52 &) |
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10. 3.

10. 3.

AR: A& Keyword Definition 28 £33 % Keyword O ffi¥ 4 k32— K (L5 AQ:) % &%
Ha— KU A Ko OID,

AS: A& Keyword Definition O A7 — % 2, fE T "active" T 72 17 AuLiE7e 572\,

AT: A Keyword Definition 28 €759 % Keyword D N%  GEIGHE DA FR, BAIOL TR, 72
E) ZRY, HEEEEEDa— R,

AU: K Keyword Definition 28 €73 % Keyword DINE & /~kd, HFEEEEDO 2 — 8 (k&g
AT:) ZEFTLHa— U R MO#AIF, HUZ=a— YA MIHGFEEPRAETHHDOT
HDHDOT, WY TEDERTHIEIM DA (] : OID, HFEHFEEDOT X A
)

AV: K Keyword Definition 23 73 2% Keyword D NEF % /~k3, HEEE(LE O 22— RITRHS
T D FRILTF,

3.2 AKX 212k BMIRIRH
AT TIIAED 3311279 5K 212 X YRR HEFOFL#EH 2 7R,

3.2.1 eCTD #E 5l b) D #kRIZ H
ARIETIEIAED 331177 R 212 K 2R RO eCTD 51 b)yDFe#fil 2~

1) submissionUnit B35 7> 5 categoryEvent %35 % T RL# B

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

——————— (contextOfUse, submission (2 DWW TIEZNEIARIED )L )2 B ) -------

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

AW: & Submission Unit @ UUID,

AX: 7% Submission Unit ®fE¥E %4 x4 =2— K (JPCV @ [JP Submission Unit] #ZM4 2 =
E)

AY: K Submission Unit ® =— F ( kit AX) Z#E#ETS2— KU A D OID,

AZ: & Submission Unit 3B &K T A ED X A I 7 TR S =hERTa2— K (P
CV @ [JP CategoryEvent] #&4252L)

BA: K Category Event ® =— F (L5t AZ) #EFKT 52— KU X Lo 0ID,

BB: 7 Submission Unit 28 A& ® 3311~ T b)) ThHZ LAaRmTa—FK (JPCVD [P
Initial Submission Type] #ZM+ 52 &) |

BC: & CategoryEvent ® =— K (L7 BB:) #E#T 52— KU A MdD OID,

2) contextOfUse 5 DR {4l

<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>

_______ (BEH D Keyword # #2352 5:4 1%
</contextOfUse>
</component>

(#5257 Context of Use Z #2428 41%.

. referencedBy % # V) iX9)

component % f# V) X9°)

BD: ¥ a T XA b« I —TNFET HBEEIC

WA bR T DI L),
E: A< Context of Use ™ UUID,

‘w

« FRNER 2 E D HiE (BEFE L

BF: K Context of Use 235 &3 % Document #E| 0 4% CTD A L Z#/~x73=2— K (ICHCV
@ TICH Context of Use] XX JPCV @ [JP Contextof Use| #Z&M4 5= &),

BG: A Context of Use ® =— K (|30 BF:) # &3

BH: A< Context of Use ® A5 — & &

Ha—RKUA RO OID,

Bl: /K Context of Use 73 289~ % Document @ id@root J& 41,

BJ: referencedBy %55 & 5 Bl
BK: A< Context of Use

Definition T & 7= (& D,

3) submission Z5& D FC L

IR B M, E
\Zf1 5 &35 Keyword O 22— K,
BL: A Context of Use (Zf}5- X5 Keyword % i&

IE"REFR"CA2 T AT 722 B 720,

#4223 —FUZ LD 0ID X% Keyword

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

(application {2 DWW TIXLL F D 4)% 2 [R)

</submission>
</componentOfl1>

BM: A Submission Unit O #Hi#R &5 (WG
BN: 4% Submission @ UUID,

BO: eCTD %A% 75,

BP: A% Submission ONALE S (f @ IEAR$RH,

Submission"Z 45 Z &),
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BQ: A& Submission ® =— ~ (L BP:) ZEFTH=2— U X hD OID,

4) application %% ¢ AL

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

</application>
</componentOf>

BR: & Application ™ UUID,

BS: HIFEHE R DOIHE,

BT: & Application D fffH (& HR7EKFEHGE, 72 L) 29 =2— F (JPCV [JP Application]
2RI LHT L),

BU: A Application ® =— K (EFEBT:) #EFT 52— KU X LD OID,

5) document %5z 0 Rk

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

——————— (#8257 Document Z #2954 1%. component Z## 0 K9, ) -—----m-

BV: 4% Document @ UUID,

BW: A& Document NEMT 57 7 A VDT = v 7Y LOEET VI X A, fEIZ"SHA256" T
R B0,

BX: A& Document NEHRT 5 7 7 A LD/ A, 2N A submissionunit.xml % F gl U 72 FEx X
ATRITHIT R B0,

BY: K Document W& HT7 7 A NVDF = v 7 VL, fEIX sha256 X ThRTUE7e 57
AN

6) keywordDefinition %3 D Ll

<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>

------- (B4 D keywordDefinition &9~ 54554 1%, referencedBy 4 0 i, ) -

BZ: A Keyword Definition 23 &34 % Keyword O FESE (1] : @IIE, dhd, BhE¥EE . 72 d)
Zx9 22— R (ICH CV @ [ICH Keyword Definition Type) X% JP CV @ [JP Keyword
Definition Type] #Z&M4 252 &),

CA: & Keyword Definition 73 €24 % Keyword Dfffi% x4 =— K (Li BZ) #TEHETS
a— RNUJ A k@ OID,

CB: A Keyword Definition ® 27— % A, fiiX " active" C 72l UL 72 5720,

CC: A& Keyword Definition 2379 % Keyword O INZ (HIEDAFR, AIOLFR, 72 L)

Y, HEHTEOa— K,

CD: A& Keyword Definition 23 E#% 3 % Keyword D NEZ 79, HiEEEEDO 2 —F (i
CC) %ZEHKRTHa— IR MOWHITF, ¥iZ=2— FU X MIPHEEMMRAETL2HDT
HDHOT, W TELEFERTHTERUL D2\ (B :0ID, HFEEEEDT F A b)),

CE: K Keyword Definition 23 €95 Keyword D NEZ 79, HFEEEE DO 23— NITxHed
B ERARSLTFH,

10.3.3.2.2  eCTD#& 5l c) D#ARIZH
A#ED 33117 210 L DHIRER D eCTD R )OREIE, U F &R, A&
10.3.3.1 (TR 3 FlR] a)DfIE & AHEZR VY, LLTF 2 RICEE L TAED 1033125752

&
® F: & Submission Unit N AKED 43 (2”7 ) THDHZ & RTa—FK (PCVD [P
Initial Submission Type] #4252 &) |
® Q: K Submission Unit @42 %5 (FIRHFE TIEL"2") .

10.4 eCTD HETHRFDEH
10.4.1 HETHD 7+ ILFHEE
BRI, FRROT7 AN E 2 ARKEDO S 2R U TERT S 2 &,
& F—[EET Ly (eCTDZMNEEELTANEHLETDHT +LH)
o N RET 4+ F (UHUUGTORMERETZ 7 A NVFH LT DT 4V HF)
® YUHUGTICLVEMNT L7 7 AP ESNTNDE 7 4V EROED BT L4

10.4.2 HWETHDI 7ML
TRLO 7 7 A NEfRHTH 2 &,
® eCTD V4.0 XML £ »&—1 (submissionunit.xml)
® FxoulHLAT7 A/ (sha2b56.txt)
® YHUGTICLVREHTLITZ 7 AL

10.4.3 SRETHFD eCTD v4.0 XML A v t— &

WRTEED eCTD 1%, #EHWICEEIDL 5T, AEDO 33 1IN a)Z H\D Z &, WaTE
2. HEAREEICOWTIE, ICHIGIZ/ES> T eCTDVAO XML A v B —U 2 E+ 528, 2
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DY 7 v a r TIHLETH O eCTD v4.0 XML A v — Y DR IatidE 24, SFERERSCREME
DFFEIZHONWTIX, AEDOTEZRTH L,

1) submissionUnit Z£35 7> 5 categoryEvent 235 % T L # )

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

——————— (contextOfUse, submission (Z DV TIXENENATHD 2) K N )&M) -
<componentOf2>
<categoryEvent>
<code code="CI" codeSystem="CJ"/>
</categoryEvent>
</componentOf2>
</submissionUnit>

CF: 7 Submission Unit @ UUID, Submission Unit @ UUID X2 Z Lot 545720, ik
\ZH2H L 7= Submission Unit & BE# L 72\,

CG: A Submission Unit ®ffi¥E% ~3 =2— K (JP CV @ [JP Submission Unit] Z&M4 2% 2
&)

CH: & Submission Unit ® = — K (30 CG:) #EFHTH2—FU A kD OID,

Cl: A SubmissionUnit NEBEEICEBITDH EDOX A I v 7 TiRESNZnE T 2— R (JPCV
@ [JP Category Event] Z&M425Z &),

CJ. A CategoryEvent ® =— K (kLR ClI) #EFRTH2— KU X LD OID,

2) contextOfUse 5 D Fr a5l

® WETHRICHTRICHRME T 5 Context of Use D RE# 1AL, WINI~DRE#EIIT1E & FE 22
W, AED 103310 QxR T5H L,

® [EHEH ™ Context of Use (Z%f L T CoU Keyword ZB00, EH#1 XHIBRT 5 2 &1L T
720, BEFEH @ Document (DWW T, BAgba T F A b - Z—FICEEST
TV EIE, 2% Document 2 29 2 BE/E O Context of Use Z HilR L. Hkil
Context of Use & #2795, 45%Hr#i Context of Use 1. REFEH > Document 3L i%~
TANEBRHAT 0, W77 A VE2FRH L, ZAa 8 Document & L T
THZENTED,

® KR L7 SCEAHIBRT S Z &2 HAYE LT Context of Use & HIBR T 2554 D
FLANILL T DY

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

CKi D a Ly TF AL« ZN—TBFET DA, ZRIBEFEZED HE (BEAE LR
WIEA LT D Z L), HIFRS Context of Use @ Priority Number & [EfE T 5 =
EMHEE LV, MOERREIN TS, SREIIFEE Y RIckRit Sz ST snz
W, HIBRE 4% Contextof Use @ Priority Number %, [7] Submission Unit DA% Cfi A AT 8E
272 %,

Page 65 of 105




CL: HiIBRxI%5:D Context of Use @ UUID,
CM: & Context of Use ™ A7 —# A, Context of Use % HllFx9 2 Bi%, AJBMEEIZ "suspended"”
iR 2,

® UGIHRFICCEAELMA D Z L2 YL LT Context of Use # [EH#A T 535G, LIF
WY ORWAEZ HID,
Q) 1207 57AN%, 1OOT7 7 ANVTELEZD
(2 125077 ANV%E, BEOT7 7 ANTHELIEZD
() BEEDOTFANE, 1DODT 7 AILTELEZD
@) BEOT77ANE, BROT7ANVTELBRZD

EitoznZzniconc, BLFIoRT,

1) 15077 A NE, 1ODT7 7 ANVTELEEZD

<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>

------- (IE#Lai> Context of Use |Z Keyword 23 (1 5- LTV A 85413, [A Keyword 2 Z ZIC
FLHT 5. Keyword O FLfl 7 iEIFHIR A~ DLk & FER VWO T, AED 1033 42T 52
o Teds, EHART L [EHLT% D Context of Use ] T, Keyword O % U= — RiL[A— T2 74Ul
IRBIRN, ) mmmmee

</contextOfUse>
</component>

CN: D arTx A b« I N—TNEETDHEIC i‘%flllﬁf“%fﬁ“&) DMl (EEAEAE L7
WG BRI 5 2 &), B D Context of Use ZE|Y 24T % Priority Number % Frd
T5, MLarTFA b Z—7PN0 Context of Use EHEBLRWERY | BT L&
#at% > Context of Use @ Priority Number (X, [FETH ., Bie-> TN TH, ELX X,
F 7. EHET L B T Priority Number 73 %72 > T C % priorityNumber@updateMode
EEERAE LD by

CO: E#if% D Context of Use ™ UUID,

CP: E#ifhk D Context of Use 2345745 Document #%| 0 X4 T% CTD LA /rnda— K

(ICHCV @ TICH Contextof Use] X% JPCV @ [JPContextof Use] 254252 L),
ZOfFEIE, EHAET L [E % O Context of Use ] TRME T2 T HIE AR 57200,
CQ: K Context of Use ®=— K ( k5l CP:) #E#T 52— KU XD OID, ZDfEIX, &

Page 66 of 105




Hani & E L% O Context of Use M CTIRE TAe il iuiE7e 67220 (7272L. OID OKREIZE
FNDH A=V a rFEE, B L TWDHETRN),
CR: & #fat% ™ Context of Use O AT — % A, fEIL "active" T2 1T LiE7e 57200,
S: replacementOf i3E % 2 BRIC LB 7 & n) B, EIX"RPLC" T2 1T i 7e & 720,
T: {&H#4H10 Context of Use @ UUID,
U: &#i1% D CoU A& 9% Document @ id@root &M,

O‘O‘O‘

2 12077 ANE, HEOT7 7 A NVTELIEZ D

<component>
<priorityNumber value="CV"/>
<contextOfUse>
<id root="CW"/>
<code code="CX" codeSystem="CY"/>
<statusCode code="CZ"/>
<replacementOf typeCode="DA">
<relatedContextOfUse>
<id root="DB"/>
</relatedContextOfUse>
</replacementOf>
<derivedFrom>
<documentReference>
<id root="DC"/>
</documentReference>
</derivedFrom>

------- (iE#La> Context of Use |2 Keyword 23 (1 G- Z TV 285413, [A Keyword 2 Z Z I
R 5. Keyword O Rk FIEIIWIMRA~DFLHEL & FHE/R VWO T, AED 1033 5235 2
Lo Teds, EHART L [E#LT% D Context of Use ] T, Keyword O % U= — RiL[A— T i 4uid
IRBIRN, ) mmmmes

</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>

------- (& #afi7> Context of Use (& Keyword 23 1 5- STV 55413, A Keyword & Z 212
FLElT 5, Keyword O FEE T IEITHIRA~DOFLE & AHERNO T, KED 1033 22T 5 2
Lo RS, EHLAT & E L% O Context of Use ] ©. Keyword O % OV — RIX[A— T/t iuid
e A
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</contextOfUse>
</component>

------- (ARFLHFITIE 2 2 Congtext of Use A% 1 20> Context of Use % &429~ % 51l 2715 L T
W5, HEIZZ U Context of Use 12 k- T 120 Context of Use Z #9254 1%, E#LE O
Context of Use D #4721} component ZHE AV IR§Z &, ) -

CV: D a T AL« ZU—TRNFET DA, REFZED Dl (EEAE L
WA bIEHT S Z L), B O Context of Use (2|0 24T % Priority Number % 5t
T 5, MLarsxA L« Z/L—7HNo Context of Use & T LRV RY | [EHET L &
#11% @ Context of Use @ Priority Number (X, [FIfETH ., B2 > TV ThH, Z LKA,
F 7o, [EHLET L B T Priority Number 23 #72 > TUW T 4 priorityNumber@updateMode
ErEERAE L7222 &, B Context of Use T 1 -2 Context of Use % & #9554,
B D Context of Use 5 6 1 -D721F 725, [EHAATD Context of Use & [FIfEED Priority
Number Z 5> Z LN TE 5,

CW: BEHatk D Context of Use @ UUID,

CX: &H#atk ® Context of Use 23EE <% Document 2|0 X4 T%5 CTD "R LA "4 a—FK

(ICHCV @ TICH Contextof Use| 1 JPCV @ [JPContextofUse| #&MR$ 25 &),
ZOfEI, EHAET L B O Context of Use ] TIRME T2 ITHIEAR 5720,

CY: K Context of Use ®=2— R (LFL CP:) #EHRTHa2—RNU A D OID, ZDfEIE, &
#iLii & [BH#Lt% 0 Context of Use A CRIE T7eiF ke b2\ (7272 L, OID OFRREIZE
FNDHN—Va FEFIT, —HEHL TV DLRETRN),

CZ: E#ithk D Context of Use D AT — & A, fl X active" T2 T 7UE72 67200,

DA: replacementOf 258 % V2 BRI B EER B, EIZ"RPLC" T2 T UL 72 & 720y,

DB: & #4777 Context of Use @ UUID, #%t? Context of Use T 1 -2 Context of Use % (& {4
T 555 B OERL% Context of Use D AR BMEIENNEE & 72 5, Z OFLHfTi%, DB:
& DIEDOEIZIFE L 72 5,

DC: {&#at% D CoU /&3 % Document @ id@root Jg& A,

DD: CV: & [FlEE,

DE: CW: & [Al%E,

DF: CX: & [Alfk,

DG: CY: & Rk,

DH: CZ: & [Fl#,

DI. DA: & [Alf,

DJ:. DB: & [AlEE,

DK: DC: & [Alf%,

(B) HEDOT7 7y ANE, 1ODT7 7 ANTELEEZD

<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#La1> Context of Use |Z Keyword 23 (1 G- Z TV 285413, [A Keyword 2 Z Z I
R 5. Keyword O FLak FIEIIWIIRA~DFLEL & FRE/R VWO T, AED 1033 5235 2
o Teds, EHART L BT D Context of Use ] C. Keyword O % U= — RIL[A— T2 i 4uid
IRBIRN, ) mmmmee

</contextOfUse>
</component>

DL: Dz T XA R « ZU—TPFET DG, BREFEED D (EEAFEL
WA bEEHT A Z L), E#% O Context of Use (2|0 24T % Priority Number % 5t
T%, MLarTF Ak ZL—7NO Context of Use & B L7V R Y | [EHET L &
#11% @ Context of Use @ Priority Number (X, FfETH, B> TWTH, 2L LRV,
F 7. EHAT L B T Priority Number 73 %72 > T C % priorityNumber@updateMode
BMEERAE L 2N &,

DM: & #£% © Context of Use @ UUID,

DN: &#at% D Context of Use ¥R ET 5 Document 2|V T2 CTD AL & /R4 2 — K

(ICHCV @ [ICH Contextof Use] X% JPCV @ [JPContextofUse| #&M4 25 L),
ZOOfEIE, EHLET & B L% O Context of Use [ TRIE TR ITNITZ & 720,

DO: & Context of Use ® ==— ' (LEFE DN:) ZE#FT 52— RFU X hD OID, ZOfEIE, &
Ml & @B #AF% D Context of Use ] CRME TR T NIEZR 572\ (7272L. OID OKREIZE
FNDHNRN—Ta UFFIT, B L TWDEHETRWN),

DP: E#at% D Context of Use D AT — & A, fElE "active" T2 1T UL 57200,

DQ: replacementOf #2352 2 BRI &0 B 7o) B YL, EIX"RPLC" T2 i L2 & 72\,

DR: E#if10> Contextof Use ™ UUID, &#E Contextof Use 3 H 5834, & TOEH
fij Context of Use 73, replacementOf 3 & & 24 &5,

DS: DQ: & [Flf,

DT: DR: & [AlkE,

DU: DQ: & [FRl%E,

DV: DR: & [FlkE,

DW: (& #4t% @ CoU 73 &3 2 Document @ id@root Jg& A,

4) #EHEOT7 7y ANE, BEOT 7 ANTELEEZD

<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>

------- (IE#La1> Context of Use |Z Keyword 23 (1 5 Z LTV A 8541, [F Keyword 2 Z ZIC
R 5. Keyword O FLak T 1EIIWIMRA~DFLHEL & FE/R VWO T, AED 1033 54245 2
L. 7pds, BT & E L% O Context of Use ] T, Keyword O OV — RIL[A— T2t iuid
IRBTIRN, ) mmmeee

</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#iRTTo> Context of Use IZ Keyword 23 ff 5 S 4L TV 55541, [Al Keyword % Z 212
R 5. Keyword O FLak 1T WIMRA~DFLHEL & FHE/R VWO T, AED 1033 5235 2
o Teds, EHART L [E#L% D Context of Use ] C, Keyword O % (= — RIL[A— T2 i 4uid
VA S/ JTANED ISR

</contextOfUse>
</component>

DX: DT XA N« TA—TPIFET DG, FREFEZED D (EEAFELR
WA bR S 2 L), EH#HE O Context of Use (28] V) 24T % Priority Number % 5
T5, RLarTHFA L« ZL—7HNO Context of Use & B LARWRY | EHFTE &
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DY:
DZ:

EA:

EB:
EC

_H
EX
EK:
EL:

EM:

EN:

EO:

EP:

#11% > Context of Use @ Priority Number (X, [FIfETH ., B2 > TWTH, Z LK RV,

F 7o, EHLET & EHLE T Priority Number 23 72 > TV T ¢ priorityNumber@updateMode

B L 2N &,

Ef21% @ Context of Use @ UUID,

Bt D Context of Use 235 E 9 % Document #%|V Y4 C% CTD AR LA/ R4 a— K
(ICHCV @ TICH Contextof Use] X% JPCV @ [JPContextof Use] Z&MR425 2 L),

Z ML, BT S [E#1% O Context of Use [ TRME T2 ALIEZR & 720,

K Context of Use ® 2 — K (LFL DZ:) ZEFTH2— KU XD OID, ZOfEIL, &

Hif] & E L% O Context of Use [l CRME CTZeid L7z 6720y (7272L, OID @Ef{):' oh

FNHN—=Ta UFEFIE, B L TWDLRETRN),

[E#it% D Context of Use O X7 — & A, flEIX"active" T 72T 7T 72 H 720,

replacementOf A O D BRI E RSN B M, EIX"RPLC" T2 i 7e 6 72\,
B AR Context of Use @ UUID, [E#Fij > Contextof Use 23 H 2546, & TDEHE

 Hi Context of Use 25, replacementOf 223 & & HIZHIFL SN D,

EB: & [FlEE,

ED: & [Flfk,

. B % D CoU 232425 Document @ id@root J& A,

DX: & [AlEk,

DY: & [FlEk,

DZ: & [Flkk,

EA: & [Rlfk,

EC: & [FIE%,

EC: & [AlEE,

ED: & [Fl£k,

EC: & [AlEE,

ED: & [FIEE,

EQ: EG: & [Flk%,

® UGTRACHEZEZELMAD Z LZERT 5, FAlL LT ELROWT 0Tk

3)

Z VT Contextof Use Z EH#L T 5 2 &, LELZELBERZADLDZILZEMLRNG,

Context of Use Z HlIx L. #7141 Context of Use Z #2145 & L I3 TlLpwy, Eift

XX Context of Use IZ DWW T, HIBRKOFTHIRHIC X D 3 LR & LT, 58

TITHEN D D Ll =854, Submission Unit O 42 ZRD DL Z LN HDH 2
CITHETDZ L,

submission 252 O Fr i
® UGETHE, S EBHICEE A 22T T submission ZLEEL XL T ORI i/ MR O E
DI % TR T D,

<co

mponentOf1>
<sequenceNumber value="ER"/>
<submission>
<id>
<item root="ES" extension="ET"/>
</id>
<code code="EU" codeSystem="EV"/>

------- (Application (Z DWW TIEARIH D 4) % B HR) -------
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</submission>
</componentOfl1>

ER: A Submission Unit @ #g H#E &% 5 (ERTIZ5 58 S U7z Submission Unit (20 L 7=
sequenceNumber@value J& B IZ 1 % & L 72 3fiE) .

ES: 7 Submission Unit 73 B4~ % Submission @ UUID, #IRK? submission.id.item@root J& 4
i & [FE T U 57220,

ET. eCTD % &5, #IMIZALHE L7- eCTD Z &5 L [AME TRITHIEZR 5720,

EU: A Submission Oz -S> (B : IEATEH, &8, 72&) 22— K (PCV @ [P
Submission] &M 5 Z &), FIMRICELEH L7 code@code J&PEfE & [FfE T722 T Auid 7z
B,

EV: & Submission ®=2— N (Efd EU:) ZEFRTH2— KU X LD OID, FIhRIZFL#H L7=
code@codeSystem J& MAE & [FME T U 7e 57280,

o ETHE, WL H ZBIIT 54, submission THRAL FIELL FORCEET B,

<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>

------- CoEL BN E - 5L B IZESHE 4 % Review # 3#k L statusCode J& il % "active" & L
TRET 2, )

------- (B FFonTBEHd, S 720 Review [ L5 L2V, ) -

</submission>
</componentOf1>

EW: A Submission Unit @ #& 18 #i% 5 (IELRTIZ 52 30 S 4u72 Submission Unit (ZFC#Hk L 72
sequenceNumber@value JBPEEIZ 1 % i L 7= 5fil) .

EX: A Submission Unit 7% B4 3# 4 % Submission @ UUID, #] iR 12 it #& L 7=
submission.id.item@root J& MM & [AE T2 7 ud7e 5720,

EY: eCTD Z &5, HIMICFCH L7 eCTD Z A& 5 & [AME T T uE e B,

EZ: K Submission DALE-ST (] : IEATRL, 2B, L) Zxda2—F (JPCV O"IP
Submission"%Z &4 2 Z &), FIRIZFEHE L 7= code@code & MEAE & FME Tt e &
7200,

FA. 7 Submission ®=2— K (k72 EZ) Z2EHKRTH2— KU A D OID, FIhRIZFE#H L7=
code@codeSystem J& MAE & [FME T U 7e 5720,

EB: SFr#LEMNS H & BE 4% Review @ UUID,

FC: K Review O 27 —# A, FHELEIG HIZEET 5 Review O A& MAEIE "active" T 72 1}
72 B 720,

o HWHNMHMNEGEENTVD eCTD HiEIZB W T, FBHEDBRIZB T —ED 5 H DI
ZEY FF 5546, BUFTFEEZRE Lok b RO ETRRC submission AL T
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ZULTOMRICE#R T 5, 28, eCTDIRHEOAIZED MEBEZERFIFHZ L3 TER
W, F£72, eCTDIZEENDIE2TOMBZWTFIF 256, WNTFEWERH L7-%
(2 eCTD Z 24 2 MBI 70\,

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

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

------- (O E NPT T LN TWAEAIL, subject2 B3 & L HICFZE 1L D Review
ZELdi L. LEC & [AERIC statusCode J&MAH % "suspended” & L CTHflt 4%, ) ---mmm-

------- (TN TELT, ZHEH 220 Review [FREH L2V, ) ----mm-

</submission>
</componentOf1>

ED: A Submission Unit @ #g H# & 5 (ERTIZS 88 S 47z Submission Unit (20 L 7=
sequenceNumber@value J& PEMEIZ 1 % & L 72 2%4i) ,

FE: A& Submission Unit 7% B & 4 % Submission @ UUID ., #J i I ¢ #& L 7=
submission.id.ittem@root J& i & [FIfE T/l AU 7e 5722\,

EF: eCTD %A%, WINUIFIHEL L7z eCTD A& S L AETRITIUZZR S 720,

EG: 7 Submission DAZE-ST (] - IEAGRH, 254, 2 L) ZRd=—F (JPCV O"P
Submission"Z 42 Z &), FIIZEEHE L 7= code@code J& MEAE & FME T2 b uiE7e &
720N,

FH: A& Submission ® =2— ~ (LF FG) #E&FRTH2— KU A LMD OID, FIIRIZFEH L7z
code@codeSystem J& A & [FIfiE T72 1T AuE7e 5720,

Fl. HUhdnE & BEd % Review @ UUID,

FJ. K Review O A7 — & A BT F 740 B ICBIE#E T 5 Review O A& A 13 "suspended" C 72
DR (RANSYAIAR

® UETHHZ M BIEHRAZLET A4, submission EHEE FIZLATD L 5 I28#T %,

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

<id>

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

<review>

<id root="FP"/>
<statusCode code="FQ"/>
<subjectl>
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------- (subjectl EHEA Fid, #FIMUCIRH L2 TOEZER WVEM 2R L, ZHEFTICIT
ERBOMEAFLET 5, Fin BICEREHIOAEESH 5561%, [F U subjectl EHREL FIZ42T
DAEFE & KM 5, ZHEEFTZ updateMode (XE# L7V, ) -

</subjectl>

</review>
</subject2>

------- (HEEDOMB OBERPEEINTWEHEHEA, BEINTWSEBICEET 5 Review
EeECEHET 5, ) -

------- (WFFenTs 63, Z2F 720 Review lXitdk L7gVy, ) —--mm-

</submission>
</componentOf1>

FK: 7 Submission Unit @ # H#ke 5 (BEATICS 80 S 4172 Submission Unit (ZFC# L 72
sequenceNumber@value J& B IZ 1 %2 & L 7= 3iE) ,

FL: A Submission Unit 73 B93&94-2 Submission @ UUID, #IER® submission.id.item@root J& 1%
fill & [AME T U7 5720,

FM: eCTD % %5, #IMIZALHE L 72 eCTD A& 5 L [AME TR HIER 5720,

EN: 7 Submission D& -S1F (Bl : IEATEH, &R, 72d) 273+ =2—F (JPCV O"P
Submission"Z &M% Z &), WIIZEEHE L 72 code@code J& MHAE & [FfE T uE 72 &
720N,

FO: & Submission ® =2 — K (EFE FN:) #E#T 52— KU X hd OID, #IMIZFLEHE L7
code@codeSystem J& MEAE & [RME T2 T UL 57200,

FP: AW & &tefh B & B# 3 % Review @ UUID,

FQ: K Review D AT —# A, AW & i HIZEE 3 5 Review OAJEMEAE X "active" T 72
BN EC AR AN

4) application %% o AL

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

------- (#2%® Application Reference Z $&{it9~ 2513, reference 2 0 3&§,  BEE A3
. W - SEETRRICER 9%, B Z LI, T ORI TS 2 HiE2 2 il 5. ) -

</application>
</componentOf>
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ER: & Application ® UUID,

FS: HEEEEEDHE,

FT: & Application D ff¥H (&G ARFEAEHGE, 2 L) 27 =2— K (JPCV [JP Application]
BRI 5T L), FIUIFEEH L 72 code@code J& MEAIE & R T/a i Muid 72 5720y,

FU: & Application O fi¥E % "4 22— K (LR FT) 2E€&#FT 52— KU 2 hd OID, FIRRIZ
FLak L 72 code@codeSystem J& MEAE & [FE T2 i ALiX 7 5720,

FV: 7 Application @ BJiH#E HIF5 D eCTD %A% =,

FW: 52 FVE TR BERFEIC DWW T, ZDORE O A <3 22— K (JPCV [JP Application
Reference Reason| #2352 L),

EX: B#EOfHOa—F (LR FW) ZE£T 52— Y X hd OID,

m |m

Tn

5) document %5z o Frdk )
® ETHRRZHBLIZIRME T 2 Document OFEH 1AL, WM~ T F1E & FIER D,
AED 103322 WTH L,
® —JEFEH L7z Document IZDOWT, ZA MVORFAEETDHZ L ZFRE, eCTD
DIATHA 7 Nail L TERPCHIRET 5 Z LITTERY, 44 M ORFEE
ET5EEIAED 10442 25T 52 L,

6) keywordDefinition %3 D i
®  ETHRICHTIRICHR ML % Keyword Definition O Fdl 7 iki%, HIR~D i ik & A
ERW, AED 1033522 T 52 L,
® JE#H L 7= Keyword Definition (2> T, displayName@value J& A A3 =4 #ow
LFHNOREEBEILET D2 EZ2RE, eCTD O T A 79 A 7 /L% L CTE HLHIRR
FI L LIITE Ry, BRLTFINOERLEELET D HEIAEFD 10443 251
THZ L,

10.4.4 1EHROEH
SETHE, LT OERAEH 752 LN TEX 5,
1) ar7FA k- Z—7NO Context of Use F/RIEF DA H
2) Document % A k/LDFEFLEE
3) Keyword &R LFHNDORFMETE
7272l JRANE LT, FROEFHOLEZ HIE LTeCTD ZET LW T &y

10.4.4.1 aYFTFX b - JIL—TRHOD Context of Use RIRIEFNDEER
a7 XA L« ZL—7NO Context of Use &R /RIEFIE priorityNumber@value J& MEAEIZ K -

TIREDMN, eCTD OKGFTRFHICYZBEMEEA L ETHZ LICLVRRIEFEZETTH5Z LN T
x5, Contextof Use DFI/RINEFZE T FIEIZOWTIZICHIG 2245 Z &,
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10.4.4.2 Document 2 A4 FILDIREEIEIE

10.

10.

10.

document.title@value J&MAEIZ & - TR S 415 Document O % A R VZFRFEN & D554
eCTD DT IC Y B ZZEF 5 Z LICK VIEET A Z LN TE %5, Document % A b
NVOFEFUMEIEFIEIZOWTIXICH IG # 2 ¥ % Z &, Document # 1 MLOEHF X, R
document.id@root fii 2 & /8 L TV 54T @ Submission Unit (Bl HF5 ¢ Submission Unit 25
o) AT 2EKZR LD LRI 5, FE D Submission Unit @ T 330 T 8T 2 16
M3 2B Z o541, Bl document.id@root fii & £ 218 Document % #2{k4-2% = &,
B, LTFOWTNMNICEEY T 5551L, Document % A hLZ2FHT25 2 L IXi8H 57
W,

® JIHEE?™ Document ¥ A L& FEHT D,

® GHEIDEIETIEZRL, A MLEHIZ LY XEONESTRED D,

4.4.3 Keyword RIRXFIIDREEIELE

Keyword Definition @ displayName@value JEVEfEIZ L > TRE 415 Keyword D FEK R L8 %
BEETLUNERD D56, eCTD OUGTRHIC Y BMIEEZZ T 5 Z LICKVEET L Z &R
T %, Keyword R CFHIDRFMEEFTEIZOWTILICH IG #2325 2 &, Keyword #
ARICFHNORFUEEIL, [FIHFEN TR EICHRH L7242 To Submission Unit {2 % i H 7 5 &KX
ZROLO LIRS N D, FiE D Submission Unit DD Keyword 32 LA D FE 2 EES
DA X, #riziZ Keyword Definition Z €375 2 &, F7-. Keyword #/R3F8 DK FUEIE
X, BIRFEICIEEBR LN LICEETDH 2 &,

4.5 eCTD v3.2.2 ™5 D#B1T

W HRFIZ eCTD V3.2.2 & W335, AWM HIZ eCTD VA0 Z W THET 425 Z &1
TERW, PRHEND T A 7Y A 7 VD58 T £ TlH—/ =Y a D eCTD Z N5 Z &,
V322 LIRTD /A= 3 &2 W TIEH L 72 3CED leaf ID %5 % vA4.0 IR D/N—2 3 & W
HEENBEBIRT 5 Z LITRD R0,

4.6 HETHICHITHEESE

UUID THFE S5 120 Context of Use,/Review,” Document <>, code % OF codeSystem J&
PEAE DFLA A CTHREIE XD 120 Keyword Definition (2 xF L C, [A]—@ Submission Unit
W CRIFFICHEELORBE CITRIFR M & B, HIBRE TR L) 247o UL b2, Bl IXL
THID X 51z, 15D Context of Use (Zxf LT, HIBrR%Z HAY &L L7 contextOfUse 3 & ZRIIA
FrO B2 B & L7z contextOfUse 23 %, [A]— ¢> Submission Unit TlRIFFIZFEHE L TidZe b
AN
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11.

[NG 1]
<component> )

<priorityNumber value="1000"/>

<contextOfUse>
<id root={"7c5c61fd-5b88-4018-8323-b21f1a731880"|/>
<statusCode code="suspended"/>

HIBRZ HRY & Lz
>_ contextOfUse %

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

<statusCode code="active"/>

>_ HEa A E L
contextOfUse % #

</contextOfUse>

</component> 7

eCTD VA. O XML A v E— U BEBEFT— 2 SR HEOBEEE

eCTD V4.0 TlE, BT D7 7 A M X > T XML OFE#HE ST EEZ KB L TWhZnizo, A
LT, KEOTEZBLTeCTDVAO XML A v E2—T % EKRT 5, 72720, HEEE 1T —
%% eCTDVAO XML A v E—U oS LU TIRIET 2551280 ThH, HiEEF7T — #1138k
WA RICHEE L CODRERH D, > T, eCTDVAO XML A v E—U b HFEE T
— X BT DRI BFE T — XU AT 256 L1k, EABAICER SR8 5
CLICHET AL, WEETT X2 SRT 2O EFHIILUTOEY

Hll 'ﬂ\

1) WEEETT—# %iﬁﬁgﬂ“é Context of Use (Zf} 5 -S4 % study id_study title Keyword o
studyid #8013, MEEHFEE 7T — X DI TV ERER ID 7 VX D4R ETR— &

TH L,
2) HiEE T — X #2045 Contextof Use [Z1%, LA F D@ Y 12 CoU Keyword % {15345
Ze&,
PIES a—FKJU R b =0 N
ECOHFEETT —H JP Study Data Category WO a— R
JP Analysis Type WY)ea— R
SDTM 5 —# JP Terminology(Tabulation) | j@b)7p == — N
> b
ADaM 7 —# JP Terminology(Analysis) WY e a— R
v b
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3)

4)

5)

HEEE 7 —# 2% Document (2%, LA FO@ Y ICER/BMEZ RIS 5 2 L,
PIES HERIEM fiE

B R S AR O 3R document.text.description@ | 7 7 A /LN DR
F—X value
SAS XPORT /EZ = (xpt) @ | document.text@charset JP CV @ [ JP Japanese
HEEE 7 — Character Code] 7> 5% 4
T5Ha— NEERT 5

Mg 7 — % & 209 % Context of Use (Z1%, ICH Document Type Keyword % f5- L
<Th LW, F, METLIHETH-TH, HFEETT —¥ 2272 Context of
Use & %fisd™ D i #4234 % Contextof Use O[] T, {75 & T\ 5 ICH Document
Type Keyword % [f]— & 9 2 MBI 720,

HEEE 7 — X 227 % Context of Use &, UikHiEE 7 — ¥ X T 285 ES
23 % Contextof Use IZBI L C, AFSEMHE2TTT-72 &,

5)-1 5 & 415 study id_study title Keyword @ code@code & O code@codeSystem J& 4 &
X, F—&352 L,

5)-2 Kk 7 — % #Z W+ % Context of Use & . M HGEE ST — & Lxbiad DM
EEBMT 5 Context of Use D 5 H D72 &b 1% T, LI FTOERAEEL S
DTR—ThHdIZ &,
® Context of Use ™ code@code /& UF code@codeSystem J& 4 fif *2
® L/IF CoU Keyword @ code@code 2 T} code@codeSystem J& P4

> ICH Study Group Order*2

> indication

MG ZIE, BEHGEE LT —Z LN T D MEEPEEFE L, ENENE
7% CTD HHE NCEMAET LG 1R, UEPFEFT — 23R T5
ContextofUse & LRifE@RZF— LT HDIE, TNOWEED I L—FH 25
3% Context of Use D AT L\,

*2 Context of Use K TN ICH Study Group Order Keyword @ code@codeSystem Jg& 't
23RT OID DRBIZEENDHN—T g UFFIT, —H L T D RETRV,

22 L, AED3I31ITRT 15K 2) 12X PR HFFIZIB VT, eCTD F 51 by
HIEE S Cldskhin 3 2 i £ 4 295 Context of Use [XHEH S 7228 ##it D eCTD
FRI C)DFRHIFIZ IS T LD 5)-1, 5)-2 DNz SV TWIUX RV, Fio, KED
10.2 |Z/R 3 EI% eCTD 12 L - THEH &1 % Context of Use (2B L CTid, &9 L & Eitdk
PRZ 72T LB IX WS, F 5 O Context of Use % 14t H 3 eCTD CTHAEH T 2B
Wi, R EmIETRERH DL 2 LICHETDHZ &,
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6) [Al—HEENIZIHWT, BBk ID*0 8 28 EOMEEFEM TG T 5 HiEE 7 —# 7
HEL TVWDEAIE, TNETNOREEIIHHET 2388 ID 7 + V& Z{Efk L7z EC,
UFOWTHNDOFETHIGT D2 &,

® [l —DOHFEETT — ¥ 77 ANEZTNETNORER ID 7 4+ VX IZHMNT 5,

® 1 ODWERID 7 4 NVFIITHFEE T —F 7 7 A VEMM L, )i O BR ID
T ANVEHE T, FEETT —F 7 7 ANVEEMHLIZRBR ID 7 + v X &S
B4 25552 LI CEELKMNT D,

*U s E A 2T 5 Context of Use 12 £ 5- ST 5 study id_study title Keyword @
study id #5453 23~ 95 R ID

7)) HEETT—XICEHTAHINI T =2 a RO T7 7 ANV —BIZRET D120, HiE
AT — X TIE 7 7 A LD "mb/datasets" L&D 7 7 A WX AT —ETHDLLEN D
%, €T, WATREXILAIZ eCTD OFRHFHILL FICHET H 2 &,

® HFEE T —XEFHENT 2546

> FEHIT % Context of Use 23595 7 7 A /L & "mb5/datasets" LA & D 7
7T ANNARE—DT 7 A Na BT 5 A%)78 Context of Use 23, 4% 7
A TIA T NDEFRG LR DD T L RN &, 272 LIF(E
TOHHATH, ZNHD7 7 A NV ESHL TV 5 EERRH D Context of Use
Z . M45% Submission Unit |2 T4 THIFRI AU, "m5/datasets"LARE D 7 7
A NWRANE =D T 7 A V& Z W % Context of Use & /- IZf&H L TH
LK ZTR,

o iEHOHEE T — 4 2 EHRTIEE
>  [EHAETO Contextof Use NEBMRT 25 7 7 A /L & EHLFL D Context of Use
MBI 5 7 7 A )LD NIT D "mbldatasets" LA D 7 7 A LR AN —F LT
WaHZ L,

8) HHETT —¥ 223 25 Document Z FHAIHT25A1L. AED8LIZMA, LLFD
STz L, b, HHEEFT 2BV TUL, AED82ITFRT 77 A
IVOFFFITERD Hi7eu,

® FHFIH XN Document 258 L CUW B A%h7 Context of Use 23, [FIHFENIZ
BEAEAEL 720,

® HFIH X+ 5 Document ZE R L T\ 5 7 7 A L & "mb/datasets" LD 7 7 A
WRARE DT 7 ANV, BiET A T A 7NV DEEMR L T2 D
B K O4 3% Submission Unit (27 L 72U,

0. HEEETT — % %535 Document # FFIH L7-841%. BRSNS
Document NEE L TWAB 7 7 A LD 7 7 A4 NGNS LTV A"ME" 7 L XL F D
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T A NVHREEOERIZ. BAHZ LI SIS, BT "misc" 7 NV H BT D7
7 A )V ZMRT 5 Document A L7285 13. %H5% Document 32325 7 7 A L
IEAIAZ S, "misc" 7 AV AELTFOT7 7 AL LTHRY b S,

9) HWHETT—¥ %53 5 Document & T Context of Use (22T, LA DIFHIZHA
BRIZE > TR Sz,
® priorityNumber@value
priorityNumber@updateMode

document.title@value

document.title@updateMode

12. ZODBEEIE
12.1 HEREE(CFF5T S CoU Keyword
CTD % 5 #I2 & 0 DI O fE M EH 42 M7 2 Contextof Use IZ%f LT, ICHCV @ TICH
Document Type| ZLA FOEY 154252 &,

BREREELY 1 7 7A NV TRET 2854
W T 7 A VAT 5 Context of Use |2 "ich_document_type 2"% {15325 = &,

WEREELZEE 7 7 A VTER LR T 254
%7 7 AV EBHT 5 Context of Use 2% LT, [E3-Reference] DA FEHREEDIE
FH G DM I TS Code DF G2 b DEfTHETHZ &,

122 A TFX b - JIL—TOEREKL

ITF AL - Z—TF, 1O FEED Context of Use & Z 415 @ Context of Use 7> 5
Z M X% Document (2 1> THERK X415, Context of Use 2 UF Context of Use [ZfF5- X415
Keyword X J5 @ code J&: & OF codeSystem J&HEDIEDOFA G HOE T LI, 12D TFHF A
ke ZV—T R S D, codeSystem JEMES ICHCV XX JPCVD=2— KU X dD OID %
ALTWAHEEIX, OID DRRBIZEHEENDLN—V a UFESRRL ST E LTEH, Z0f
DOIERN—F L TWOUE, code JEME K O codeSystem J& 1 DL OB O ILFR —TH 5 & A
WEnsd, 96-7TC, BlziX, LLFD X 9 72 Context of Use = — K% > Context of Use X, [A]
—DAYTHRAL  IN—TIETDH EHW S D,

Context of Use 1 Context of Use 2
contextOfUse ] 11 . 11
jp_m1. jp_mil.
@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 ARNEMBESORBEAE
FEXECHRRORELRHIZT D20, M4 V7 =2F U7 4« R¥xa AL FNEKOIP
CV @ [JP Contextof Use] THIE S 417z CTD &5 & 0 bl WK EDOEK S (1 : 32.5.2.3-1)
T, BIESCHRBRICH LA ET 22 ENARETH D, HLE5IiE. L TOFETHET L Z
ENTED,
1) Document Label (contextOfUse.code.originalText@value J& %)
Context of Use @ code.originalText@value J& (%, *47% Context of Use 23ZH L T\ 5
Document D{EE OR4  (Document Label) #4243 2%, (L& O 7% % Document
Label & L C#fit3"% = & T, Document B CIRITERIE S A2 15T 5 LN T
%, LLFIZ Document Label @ FCfifi] % <7,
<contextOfUse>
<id root="7c5c61fd-5b88-4018-8323-h21f1a731880"/>
<code code="ich_3.2.5.2.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.2">
<original Text value="3.2.s.2.3-1"/>
</code>
<statusCode code="active"/>
RS

</contextOfUse>

2) ICH Study Group Order Keyword
ICH Study Group Order Keyword (%, studyid_study title Keyword Z# &dp= > 7% A | -
I N—TRT-ORRIAFZEFHRT D7D Keyword T 5, #% Document (2% LT
B ID HALCTE & O TITERE S &2 5 L72WEE 1%, ICH Study Group Order
Keyword ZF|H 3% Z L3 TX 5, 723, ICH Study Group Order Keyword & Document
Label ZfFH L THEAH L CH2EL X 272\, LLFIZ ICH Study Group Order Keyword %
£f5- L 7= Context of Use ™ rifi il & /<9,
<contextOfUse>
<id root="7c¢5c61fd-5b88-4018-8323-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>
LR L

</contextOfUse>

13. NYyF—<3>-)L—)L
ICHIGFL# D NY F—a v - b—Zx, HARIZEIT S eCTD HESICKT 51 7 —
Tay e = UZONWTIR, AEICEEEHOERBRAIENEH NS, ok, BRIZEBITS
eCTD HIFEIZX T 5N F—3 3 O X ) BARIZRNEIZ DV TIEL, PMDA @ Web %1k

(https://www.pmda.go.jp/) TABT 5T = v 7 HH %X eCTD v4.0 ik — /L O~ =
2T NVEEBEIITDHT L,

14, BUWEbHEEL
eCTD v4.0 DEMICEAT 2 BEM%EIX, TRICTZIMIT D, 72720, —RIFEHIZONT
I, —REOHRIIH L THIET L Z EITEE L 20, ERBRIZEE S LT 5 X
. AAREBETREHSFOERMKZEL TRET2 2 &, FFEOMBIZOWTOERMIZHS
WTEZDRY TiE/e | TRICK > TR b b,
ectd@pmda.go.jp
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15. (8% 1: £ 1 BOERERE
15.1 =
eCTD v4.0 Z FI\V T eCTD W55 T 28A. CTDH 1D 5 D2 T% 150 eCTD v4.0
XML A ve—VIZ5#iT 5, B LMoEENEL, thiEo& kL & FEkIZ, Context of Use D =2 —
RIZZ > T CTD AL L & B3I i, o &k % 245 Context of Use & [ U eCTD
VAOXML A vt — ICi#iSnTiREEN D,

15.2 A ILFEEAEVICT+IL T & IRE
HALED T NV ERER KN T #VEZ OmAITRERIE LT O 7 VAR E+ 5, VB
WS CTHREE X" 7 AV E UL FIC 7 AV F 2B L TH R,
ml/jp

15.3 F1E8HODI77M4ILEGE
BLHOTZ7 7 AMI, LFOT7 7 ANAEBEZIRETHE, 22, UFD7 74 v
LIS ETHY, HEBEETEEOAMEMNGT L L TELEZR,

XEOREE 77 A NVH ik
11-1 H1E (B =2—/v 1) 25 HEEE | m1-01-01.pdf eCTD HiGE ClIigH 2R
Bt Bk LT 5,

1.1-2 B m1-01-02.pdf

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

1.3 FEMEH m1-03-XX.pdf

1.4 FEFRIRIL m1-04-01.pdf

1.5 ERJFIE%E R OB K& OB O fk m1-05-01.pdf

1.6 FAENZE T B EEAREEICB T 5 &8 | m1-06-01.pdf

1.7 [RIFE[R) 2 in — Bk m1-07-01.pdf

1.8 if3E (%) m1-08-01.pdf

1.9 —MRIAFRICER 5 30 m1-09-01.pdf

1.10 #MIE-BEREOREFRAELO F & D | ml-10-01.pdf

111 SRS U A7 EHEmE (R) m1-11-01.pdf

1.12-1 WfHER—% (PDF) m1-12-01.pdf

1.12-2 @A ER—% (MS Excel) m1-12-02.xIsx

1.13.1-1 AREFEDOF L m1-13-01-01.pdf B L T2RT 5 2
LR o THEHATRE,
HIAED 154 220+ 5
zk,

1.13.1-2 HFAWME T m1-13-01-02.pdf BE G E LR+ 5 2
LI Lo THRIMATRE, #
HIAED 154 2B 5
&,

1.13.1-3 EEMEE m1-13-01-03.pdf BB LTRSS 2
LI Lo THEHATRE, #
HIAED 154 228+ 5
ek,

1.13.1-4 iIMfHER—& m1-13-01-04.pdf BIEFEE LTI 5 2
LI Lo THRMATRE, #
HIAED 154 2238+ 5
&,
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EOFEIH 77 A VA ik
1.13.2 ipfEGC ek (5) m1-13-02-XX.pdf
1.13.3 MESFH(G) K ORSFHICKT 5 | m1-13-03-XX.pdf
515 (5)
1.13.4.1.1 AGRH G EH LoRIEHFIEMIZE | m1-13-04-01-01.pdf
7%.6 RSB % A B 5 —
R
1.13.4.1.2-1 FiRINIZ B4 542 H & B — | m1-13-04-01-02-01.pdf
T
1.13.4.1.2-2 {5 5n B A3 m1-13-04-01-02-02.pdf
1.13.4.1.2-3 AR HFHE (5) m1-13-04-01-02-03.pdf
1.13.4.1.2-4 FEIIZEE T 25 BEE m1-13-04-01-02-04.pdf
1.13.4.1.2-XX sz B9 2 &k - A | m1-13-04-01-02-XX.pdf
BB XX
1.13.4.1.3 =Dl m1-13-04-01-03.pdf
1.13.4-2 JEAETIEYE ~ D HE R m1-13-4-2.pdf

15.4 BIRPBEERICERLIEMNDIREAE
CTD % 1 HIC B0 HBEARERMIRLER D5 B, DEKREOF L] KO [BIAGREHEH
(AR D PMRE R (FEMREE. F2MITHYT 548 (CTD oM (v~ U —) RORMNE
BE—55) ) 1 220 TiE, UFOWFN O FIETRIT 22 enTE 5, L, JRAIE
LT, A7 A 7 NVOFEFTRIBFRXEETT 5 2 LITE8D LR,
1) B4 TDH77AN0E"mljp" 7 NV Z &S, Document 2052 L, Context of Use (2
Lo TH#Y4 % CTD A L L BESIT 5
2) KR ézhtﬁﬂ%@ Document %z F-F| ] L. Context of Use |2 Lk > Ti%%9 % CTD RH L
& BT
3) Application Reference @ id@root J&VEIZ 4% BEAFRHES D eCTD Z A5 4 7t#ll T 5,

¥, ERDHIEERLGEIL, M UBIAKRERMITIR D ER A 1)L 2)Ic k> T
eCTD D 1E#ICE O T2 B 7RV,

15.5 HWEFEH (B) RVRSFRICHITHIEE (B) [CEFNLIHFEFT —2OMY K

FAWRICB O TREFRIS T DREFICHFEES 7 — /P FENTWEEEIE, HiFEE
FT7 =2 2RV ERIZEZREFEH (5) MORSFHIISS20E () OHICED D Z
Lo HEETA 7V A 7 VO —BRE L TIRIHTREHRFFE ST —XI1d, HEHITEZHDHT L&,
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16. {82 : BEEEIIXT HEZIZeCTD v4.0 #FHIT SEOBEEEIE
16.1 @M=
MEHFHITH T AEEICHEE 7 — 2 2 M9 256, YZWeEE 7 — %13 eCTD
V4.0 ZFIH U CHA Y RICHRH LR e b ey, o], RAEHEEIC KT 2R ICR
BT DELT 7 A MIONT, HFEE T —Z LS (B : BIEORE, [BIEICIRAT 2 B
WA T —ZUINDETT 7 AV) OFEHIZ eCTD VA0 2 V5 Z LT O LR, Fiz,
[51%% eCTD I ZJRAI & L CHFEEF7 —F OFERERLRET L2 ZHME LTNDLZ L0 b,
TSR 2 D22\ [EE eCTD A #2288, FANCHEAYRICHET D 2 &,
AEIZBWTIX, EE, AEDO 11D 1512TRT eCTD %= [HFEeCTD] L9, A&
TN TOZRWMEERIC DWW TIE, HES eCTD & FHE 2\,

16.2 A ILFEREIEVICT + LA AR

[B1% eCTD @ 7 + VL ZHEIEIL, LLTICHED 2 &

® F—PEE T VAT SREGED eCTD &5, & B 7 4 v X 4 1T E R
77—&#%.3 &, TR B IXHFE eCTD & B2 eCTD O KAl —B L THET 5

o Bz X, eCTD HGEDOHIIRIIC X - THEHEHZE S 1" L O"2" (Wb g

eCTD) Z et L7-#&IZHIZ eCTD i 25613, H#ZE% eCTD @T%Hj@ﬁ'ﬁﬁ%
33" L5, HICEDRIZ eCTD DSGEIIR (55 eCTD) Z 2T 25, HiLdGT
RO e 13 L T D,
WEEEIL. "M T AL X OLEERET AL,
"m5" 7 AV FLLTIE, HANI T A RICRT 7 4V EREEICED 2 &, LTI, 741
ZHEE D &R,

| eCTDE{1&EF
| BHEES
I m5
| datasets
| [study id/iss/ise]

(LAF. BINTA R E2ZM])

16.3 [E%Z eCTD v4.0 XML * vt&—2ICEET S EH
[[1%% eCTD &, T4 7HA 7MW BICEH S, FREFEICIRMT L2 H5EETF7T —4 0
HueRRHTLIEEANE LTS Z L0 b, MESLRANZOWTHE eCTD & 572 %5 411
bd D, LFOHETIE, B eCTD Z AT 2BOREEFHE ~T,
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16.3.1 W7BZEZHR (controlActProcess)
B eCTD V4.0 XML X v t— D, ba— K& BthT 5 72D I2 %37 control ActProcess 5
FRWEME, WOCZEOFEREOEMIL, i eCTD L FHER WV, KAED 741 22T 5
Z &,

16.3.2 submissionUnit
[A]% eCTD 12 331F % Submission Unit & 1%, —EEORIESEHITAIC Lo THEEY HICHRH S
NDWEEE T — % OESE T, [EZ eCTD @ Submission Unit @ £ e AR 1T F G
eCTD & RELEDLRWA, T 2 HERBEEICIIT 5 HGEE T —Z IR d 2
Einn, EABAEICEDR DD Z EICHET DI L,

16.3.2.1 XMLEXRUEMH
[ eCTD (Z831F 5 submissionUnit B3 & N DO FOEZHE, NCEN 60 B, L
Ty,
ER ‘ JBitE ‘ SEE ‘ fEDRY 5L
1EDG]
submissionUnit [1.1] AREH T, BIZIZHRAM L
THEEYRICRET S
HEEE 7T — ¥ 2K
15,
id [1.1] ICH IG Ftdi i@ v ,
root [1.1] %272 UUID ICH IG fe# i@ v ,
-
root="cb454b90-
9405-454a-add0-
ac473bc389fc"
code [1..1] ICH IG FE# D v
code [1.1] [ & ZK Submission Unit %5
g a— R, 2— N#
A X, P Ccv o [P
code="jp:response Submission Unit] ==— R
A MBI 5, [\
% eCTD I W TIXHE
iE,
codeSystem [1.1] #%%47¢ OID JP CV @ [JP Submission
Unit] =— FUJ XD
#. OoID,
codeSystem="2.16.
840.1.113883.3.989
5.1.33.1.11"
title [0..1] ICH IG fe# i@ v ,
value [1.1] % 2 h ICH IG L@ Y
-
value="Response
on 16 Feb"
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R ‘ Bt ‘ SEE ‘ fEDE

1EDG
component [1.%] A F T contextOfUse %
FREWWNT D,

contextOfUse 23 0 FEH
IIAED 16.34 B4

5Tk,
componentO [1..1] VN i) ES X
f1 sequenceNumber 2 3% &
Y submission %52 % ¥
T 5,

sequenceNumber % 3%
FEAMIIARED 16.38 &
1 B I

submission 3 DOFEIE
AED 1639 5T 5

Z &
componentO [1..1] AR EFE L categoryEvent
f2 RN 2,

categoryEvent % 3 0 3F
MIIAED 16.3.14 25

1 R SN
U VAN A > BT Context of Use & #2132 356 . SUEREAE Context of Use % (& i,
DR AR HIBR K VT4 5 354 1%, Context of Use = & (Z component 23 4 42
9% Z &, Contextof Use DFEAIIZ DWW T, AED 16.3.4 & 57

HT &l

> submissionUnit.title Z3E ORI HFFEE PMEEIHWTT 5,

EH GES > ICH IG Rtd @A BRI A, LR BSEH &b,

A GOE e LI FOWTIAIZEE YT % Submission Unit (XA N 415,
< O submissionUnit EENEEL I LTV D,
< submissionUnit EE AL I LTV R0,
< title@value EBEAE A 129 XL ETH 5,
< component Z R R Z TR,

® submissionUnit.statusCode 313 Sv7avy, — R L7 [A1%&
eCTD ZH Y FIF 25T HFE L RICHRTHZ &,

e JiH|L LC. A4 AL submissionUnit.title@value J& MEME 2 L
20, RBEMEOEORIZSONWTIL, AEDO 250 [FFA ML L
Tl RTRE 72 SO ] 12 CHRUE S 72 SRR IR E S U720,

16.3.3 priorityNumber for contextOfUse
FEYRTIE, HFEETFT —FIET7 ANV FLXITT 7 ANADOFRIBTERIND 2D, [
2 eCTD @ Priority Number [T A Y JHIZ & » TRERBEWREZ -2\, F5HIL. Far T
FAD « FV—THNTEEALLRVIRY . BFOREMRDIZDIEEDOEZ NS ZENTE
%, Priority Number |Z, priorityNumber 232 (2 & > CTiEfli X5, [BI1% eCTD @ Priority
Number O EIFAIZ2IARIZHFE eCTD & RE S ED LRV, T D IHFRBSEFIZRMAT 2
HREE 7T —Z IR oD Z Lt EHRAFICEN RS D Z LITHET D2 L,
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16.3.3.1 XMLEZXZRUVEMY
[F]2 eCTD @ priorityNumber Z 38 & N2 OFL F O EFE, W NZEN S DOEMEIZLL T Oi#

‘ JRAE ‘ LEE ‘ fEDE

1EDH]

priorityNumber [1.1] AFFE T Priority Number
Tar7HA b J—
7' Context of Use @
ZRNEFF 2 R T IERE
FANT 5,

value [1.1] AHT HEEE TR OBk % 15
ET D,

#i. value="1000"
P PO RiE > contextOfUse R AL 235G U FIINAEATH D,

DB HA] ® priorityNumber@value

> [AI% eCTD (23 T, BEFEH @ Context of Use @ priorityNumber@value

JBMEIE A T L CidZe 7R,

EH EESH > ICH IG Rl EABIANC A, LR 2NEH S,

CLIEEEEIEE o LUV ACi% X35 Submission Unit (X8I F &2,
& [F—HFENT, 120ar7F AL« ZA—7 /T 585D

H%h7¢ Context of Use 23[R Priority Number % £5-,

< priorityNumber@updateMode JE& EAE 2 FR AL STV 5,

® HE 7T —X%2M9 5 Context of Use (2 fF & F17= Priority Number
X, BEYRICBITLHEETT — ¥ ORRIBFITHE L2,

® i H ¥ A » Context of Use % HI Bk 3 2 Bic#ftd 2
priorityNumber@value J& M X, HIBR x5 D Context of Use @ Priority
Number CRECHD Z ENEE LV, OERRESNTH, 4
IR Y R S s LT R S e, HIBR X 4% Context
of Use @ Priority Number . [7] Submission Unit DL 24 5% 1% — A
TYHA 7 NVTHEMFRIZR D,

® YA D Context of Use % #H#1> Context of Use TEH#d 5 ERI%,
FUarTFA b« Z0—7HNO Contextof Use & B L7RWRY |
[EHARET & B L% D Context of Use @ Priority Number (%, FMETH .
g5 THThH, ZLX A7V, Fio, EHFTE & H#21% T Priority
Number 73 %72 - TV T % | priorityNumber@updateMode J& %4 % $fit
L7pnz &,

16.3.4 contextOfUse
[1]% eCTD @ Context of Use (X, BT 2 HEEE T — X OOLEDST 2 ERT D, A
% eCTD @ Context of Use O EATHIZ2EARIZHIGE eCTD & K& K A L7228, /T 5
MEEIZHT T 2 HEEE T — X IR O D Z e h, EHBAISISGENRH D Z L ICHE
T5HZ L,

16.3.4.1 XML ERKRUEM

[ eCTD @ contextOfUse B & & N DR FOEFE, NCZEN SO EMEX. LT oE
D,

Page 88 of 105



contextOfUse [1..1] ABEHIT, FHY B/
MIT2HEETT — %
& CTD R L z=BE>
5720 D 1E & S
T 5,
id [1.1] ICH IG Ftdk i@ v ,
root [1.1] ¥ 7% UUID ICH IG fe# i@ v ,
#i-
root="73a24e2d-
Oace-4f41-b483-
957e96284a73"
code [0..1] ICH IG FLa D v ,
code [1.1] T HZ b ICH IG fE#»iE Y, ICH
CV @ TICH Context of
P Usel Xix JPCV o JP
code="ich_5.3.1.1" | ContextofUse] 75 3%
T5a— Fa2@ERL#EZ
42,
codeSystem [1.1] %1472 OID ICHIG it#miE Y, ICH
CV @ TICH Context of
A Use] @ OID Xi% JP CV
gggefﬁtge&z;;:g @ TJP Context of Use] ™
L o =)
59 110m OID % #2Ht3 2%,
originalTe [0..1] ICHIGREH @Y,
Xt
value [1..1] TXA R ICH IG FL#{ D v,
#7- value="5.3.1.1-
1"
statusCode [1..1] ICH IG EE# D v ,
code [1.1] e g ICHIG RL#iDi@ Y, X%
Context of Use 2N H %) T
HIZE lactive] %, HIER
LT o SRR A I
code="active", | rgqpended| # #2 ik
code="suspended 7.
replacement [0.*] VN = e s
of relatedContextOfUse 2%
T D,
relatedContextOfUse %35
DFMIIAFD 1635 %
ZRT 5L,
typeCode [1.1] E5Jass AJEPEIL replacementOf
FEREHWDERICHKE
typeCode="RPLC" | /i @it T 5.
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R ‘ Bt ‘ SEE ‘ fEDE

1EDH
derivedFrom [0..1] N G e [
documentReference % 3%
LAEANT D,

documentReference % 3
DFFMIEARED 16.36 %
ZHRTDHT L,
referencedBy [0.7] AT keyword FE %
FART 5,
keyword & DFEMITA
ED 16372 HT5HZ
L,
typeCode [1.1] fi5] AJE M referencedBy 2
FEHNDLEEICHLER
typeCode="REFR" | ki @It CiH 5,
G VRN hea| > contextOfUse.statusCode@code J& B 23 "active" T b A 854 . LA T IE
DA HAThb,
® code@code
® code@codeSystem
® derivedFrom
> contextOfUse.statusCode@code J& M:E 23 "suspended" C & 5 %54 LL R D
WD IF R & & e Submission Unit IZE F &5,
code@code
code@codeSystem
replacementOf
derivedFrom
referencedBy
> 150 Context of Use Z % Context of Use TEHLT 25A 1L, E
9% Context of Use = & |Z replacementOf B35 & #2ik9-% Z &, Context
of Use DEHLDFEAMZ OV TIX, AEFED 1635 2T 52 &,
> 120 Context of Use (2% D Keyword % 59 555813, 15795
Keyword = & |Z referencedBy 2 A #2925 Z &, Context of Use (Z
15425 Keyword D FEHRICOWTIE, AED 1637 25T 52 &,
EH EIE-S > ICH IG e EHMANCINZ, ATFAEH S5,
HH| eCTD ® LITFOWTNMNIiEY T % Submission Unit [ZHI F XL,
< code.original Text@value J&EE2Y 129 CFLL ETH S,
< statusCode@code J&MEAE 23 "active" & UM'suspended" D W\ 341 T 4
ANTAN
> TATHA T NVEEL T TRAET 5 contextOfUse 223D
statusCode@code J& MEfE 23 "suspended” T & %,
< code@code J&MEE 2N 779 CTD FH L2YEE 536 3THICE S 72uy,
® —EEHAIIHIFR S 7= Context of Use &[] U id@root & M4 % #F
- contextOfUse 23 & 2t L Cid/e b7y, EHSUTHIBR ST
Context of Use % B AN LW A TX. #i#lo Context of Use &
LT 52 &,

16.3.5 relatedContextOfUse
[F]% eCTD @ Related Context of Use |, #&H % 7 Context of Use % #F1#i Context of Use
TEETAEICHEH N5, A2 eCTD @ Related Context of Use O 54 7o H-4E 1 I E5 eCTD
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ERELEDLRVD, R DIEWMAEEIIRGT T2 HFEEF7 —F IR D 2 &
O, EBHAHAIFEIOENDNHD ZEICHET D &,

16.3.5.1 XML EZRUEMH
relatedContextOfUse 3 & N DEL T O EZE, NCEN L0 EMEIE, BLTFomy,
LS Bt ‘ SEE ‘ EDE A

1E DG

relatedContext [1.1] AREFRIL, BEHIND
OfUse Context of Use @ {f#t %
AT 2,
id [1.1] ICH IG Fl#k D@ v ,
root [1.1] FZM7e UUID | ICH IG ek v .
A
root="97664h8f-
df6e-47th-8976-
b4c702619c4b"
U SMEONea > contextOfUse.statusCode@code J& 14 iE 3 "suspended" D 554, LL T D1 #
DB % &te Submission Unit [ZH F&h 5,

® relatedContextOfUse

EH EESS > ICH IG i # o EHIBIANINZ . LR EH S 415,

HA AOIE e LI FOWTINIIEEY T % Submission Unit (ZE1F S5,

< id@root JBMAENRJ Contextof Use 28, B b a5 F A b -
TN—FI2E LT\ 5,

< id@root & P23~ 9 Context of Use 73, 247% Submission Unit ©
et s,

< id@root J&MAE 237179 Context of Use 73, eCTD 313 5 ) [FE
ThDHEEOWmEOTRIC X > TR S L Tueny,

< id@root J& MBS <9 Context of Use 73, eCTD 2413 573 [FUHE
THDHHFFEOWMEDOHRMIC > THIBR X TEHR SN TN D,

16.3.6 documentReference
[0]% eCTD @ Document Reference 1. Document Zf8E3 %, [E]% eCTD @ Document
Reference O H A 72 EARIZHI GG eCTD & K& K b LW T D IHFMAEIZIZHRMA T2
HEE T —ZIZRoND Z enn, EHRAEGENRH L ZEICHET L2 L,

16.3.6.1 XML EZRUEMH
[[]2 eCTD @ documentReference L& K NFOEL T OB, WRICFN SO EMEIX, LT

Bt ZEHE fEDR
1B DG
documentRefer [1.1] ARBEF L. Context of Use
ence L B8E# S5 %5 Document
DR T ZFANT D,
[id [1.1] ICH IG FEd i@y ,
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EDE

fE D5

root [1.1] 472 UUID ICH IG fL# i@,

-
root="b56ch652-
860a-474f-a089-

1c87c9c2ade6”

U DVRON A > contextOfUse.statusCode@code JEMEAE 23 "active" DA, UL FIZME T
DA H5,
® documentReference
> contextOfUse.statusCode@code J& 473 "suspended" D 54, LA T D1
%4 de Submission Unit [ZHI F &5,
® documentReference
E=H EEH > ICH IG RidioEHBANCIN A, LR S5,
HH Jel e LU TFIZE%M 3% Submission Unit IXEIF S5,
<% id@root JBIEAE A3 Document A3, 243% Submission Unit (217
FEL 720N,

16.3.7 Context of Use keyword
[B]% eCTD @ CoU Keyword (%, ##H7T 2 HEEE 7 — & ~OBMERA T 5, B
eCTD @ CoU Keyword O 1) 7eftERIZ, 55 eCTD & K& K AL LRV R T 2 i HA
BT 2HEEE T — X IR Z &b, EBHBRASEICGENRSH S Z L ICHET
5T &,

16.3.7.1 XMLERXRUVEM%
[A]% eCTD @ Context of Use (211595 keyword B3 K N2 DOFd FO#EZE W EH 5D
BEIE. L@y,

R B ZEHE XL}
1EDHI
keyword [1.1] AHEFE T, Context of Use
DEMGEHREITRET D
THH A AN 5,
code [1..1] ICH IG fe# i@ v ,
code [1.1] TEA B ICH IG FL#{ Dl v,
A

code="ich_route 1

code="MANUO001"
codeSystem [1.1] TX A b ICH IG Fe# i@y ,

A :
codeSystem="My
list 001"

S VPO R FEL THERE ), MEORL KO TEH) ORBFICINA TR 5 ~S 2
DHFEHRE RliE vy,
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1

LEES et
1EDG

EH G2 > ICH IG RRdi o E BRI A . BLR2NEH S 412,

HAI GOl e LI FOWTIAIIEE YT % Submission Unit IZEI T 3415,

< CoU Keyword 7235 31TV,

<> JP Study Data Category Keyword 23 #2Ht X1 Tu 7,

> TERARFEHGEHE TIE 22 W7 — 2 | (Non-CP) LA4t % R4 JP
Analysis Type Keyword 73 {1 5 41T % Context of Use 732
LTV 5% Document (Z, text.description R S Tuie
VY,

< ICH CV @ TICH Context of Use] Xi% JP CV @ [JP Context of
Use] (Z& > TG 23388 51TV 720 Keyword 235 3T
W5 (7171 L. AED 11D 2I2H 5 Keyword 1214+ &9 5) .,

< ICH CV @ TICH Context of Use] X% JP CV @ [JP Context of
Use) IZ X - THZE E & TV D Keyword 2315 XT3,

< 1 -2 Context of Use (2%} LT, [ UFEEE D CoU Keyword 73 #
BftEEnTW5

< ICH Study Group Order Keyword 23 ff 5 4L TV 523, study
id_study title Keyword 23 f 5 S 1 T 7w,

SEEE ‘ D BiHA

16.3.8 sequenceNumber
[B]% eCTD @ Sequeuce Number 1%, [RIHEENIZIIT D Submission Unit D $& HIET & iR 51
ZoR IR R S A PR3 5, Sequence Number [%. [H]% eCTD & Hi5E eCTD DX HI|72 < —
BLTHEEND, A% eCTD @ Sequence Number & Hiff i 22 (AR IZH155 eCTD & K& < &
DOV, TRHT DIERPEEICIRAMA T 2 HEE 7T — X IR D Z &nnn, EAHH
FIEWDRDHDLZLICHBETHZ L,

16.3.8.1 XML EXRUVEH
[F%Z eCTD @ sequenceNumber E 3 K N OFL FOEE, W NZEN D DML, L FO#E

‘ JR ‘ SEE ‘ EDH
VL
sequenceNumb [1.1] AREZ L, FHE
er 7 % Submission Unit D2
AR & K R &~ g
T E M D,
value [1.1] S gt R ICH IG FL# D@ v
- value="3"
LR THEE), EOR) KO 3B ONFICZ CTHE D R RHHR
DA HIJIZ 7220,
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EDE

1EDG
= EIZZH > 3% Submission Unit $& HBF 0T R EE IS WV TR ALK A2 O Sequence
A eCTD Number @ 9 5, FKOfEIZ 1 % /& L7kl % Sequence Number & L

THfkd 2%, Z oL &, FK Sequence Number fE % 72 L i 7~
Submission Unit #FFET 512&H 72V . submissionUnit.code@code i ™
llENiiE oY AN AN
> LUFOWTINICEEY 95 Submission Unit IZHI T XiL5b,
o VAT ITETHTD (2] Hi 1999999 DAL LIS DA% Sequence
Number & L T L T\ %,

® Sequence Number & &5 g 7 4+ L X4 BN —E L7320,

® Sequence Number 23 1] F 2L TV 7200,

® [EHEH ™ Sequence Number fiE Z #fk L T\ 5,

16.3.9 submission
A% eCTD 1%, FBIFIZIRM T2 HGEE T — ¥ OERO A 42T 579, Submission |2
B3 2 R 0B IR ZE B I [AIZ eCTD 12 & » THEH &N\, - T, [[1% eCTD O
Submission (%, F/NROIFEHRD Az 22, [71% eCTD @ Submission o Heffriy 2 (EARIL H
it eCTD & RELKED LRV, T D IERAEE IR T 2 R5EE T —Z IZRbN D
Zenb, BHABRAEIGENRH L ZLICHET L2 L,

16.3.9.1 XMLEXRRUEMH

[B]% eCTD @ submission 2K NZFDEL T DOEE . WONCZEN S DJBMEIXLL T DM Y

R B ZEE DR

1B DG

submission [1.1] AT Y 3% Submission
Unit [ZBIE S TRk X
oD EFERE ST
5,
id [1.1] ARBEFRIT Y% eCTD G
DR F 2 FANT D,
item [1.1] AFF T Y% eCTD HIGE
DR 2 AT 5,
root [1.1] 472 UUID % Submission @ UUID,
ICH IG "C# DIE ERLF
A WCHl o727 b2y X4

root="ar290861- | |z L\ ZE F N R FK T
7f38-47a2-9c7c- | z

76d378eabafe"
extension [1.1] P T eCTD %1% 7,
A
extension="201605
05001"
code [1.1] AREFHRIL Y% eCTD HiGE

DALEST (EASEH,
ZERM, L) M
ERAE
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SHEE ‘ fEDEY

1EDH
code [1.1] TXA b 3% eCTD HIFE DNLE S
JERT 3 — NME &
- E LTS, 22— NEIX
code="jp_original™ | jpcv ¢ [JP Submission)
a— U R M9 BbER
ERAE
codeSystem [1.1] %472 OID [JP Submission] ==— K
J X ~® 0OID,
A
codeSystem="2.16.
840.1.113883.3.989
5.1.3.3.15.1"
componentO [1.1] KB T application T3
f ERINT B,
application 23 D FEAHIL
AED 16.3.10 ST
5Tk,
DS VRO > A% eCTD 1T subject2 B KOS T review HHE A& LR b 72
DR HBHA VN, F 7. subject2 EFHE K O T O review EFE A A% eCTD IZ& O 7=

B4 . 0 Submission Unit IZH T &5,
S EEE > FHIE LT, LT ORI VTR, submission fid T OfFH O 28 H (12
HLAI eCTD Bood, HiEz@ L CRICUEZEZET 2L, ZNOOHEEEE S
HUENH DAL, FANCEEYRICHET D L,

id.item@root

id.item@extension

code@code

code@codeSystem*

*7=72 L. code@codeSystem JE 423~ OID O KEIZH FDH/N—

VarFEEE, B L TWAMETRN,

> id.item@root JEMAEIX. A Submission Z —E=IZF#kBIT& 5 UUID &1
AHTZ L,
»  LDLTIZE%244 % Submission Unit IZEI F &5,
® id.item@extension JEMEMEN M54 55 D eCTD {1 & B & Bie b,

16.3.10 application
[0]% eCTD @ Application (X, 245% Submission Unit (2 L » TR SN HFEE T —Z LD
Keyword Definition Z #2435, [F1% eCTD @ Application DEATHI 224 LR IL 55 eCTD & K&
KEDLLRVD, BT DERBEIZEICIRT T 2HFEEFT —ZIZRond 2 b, EH
HASIEN R H L Z L ICHBET D2 &,

16.3.10. 1 XMLEZRUEM
application 2L32 & O DOFL T DEFH | WONZZ S D RMEIZLL T DD,
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application

[L.

1]

A EFR T, Y &
SubmissionUnit [ZHE-D U
Tt =415 Application
DIEREREMNT D,

L.

1]

AEFIT Y% eCTD HEE
DR F-Z AT D,

item

L.

1]

AREZITY7% eCTD HIGH
DB 1 Z AT D,

root

L.

1]

%72 UUID

A
root="cca6ff73-
6ffb-409d-b60b-

39283dc89e2f"

A Application @ UUID,
ICH IG #7713V
R BITHE HFE A D33
#FT D,

extension

[o..

1]

T XAk

#i-
extension="sender-
specified value"

HEEHE NPT
52 ExZHERELTH
G4 2EE O,

code

L.

1]

AREFRILY3% eCTD HIFH
DOFEFEE AN D,

code

L.

1]

T XA b

#1- code="jp_nda"

5% eCTD HIFE OFSH %
Y a— R, 2— NEIX
JPCV @ [JP Application]
a— R U R R BIER
RSP

codeSystem

L.

1]

%% 72 OID

#i-
codeSystem="2.16.
840.1.113883.3.989

5.1.3.3.1.8.1"

[JP Application] ==— R
Y2 F® 0ID,

reference

[0.

]

N W ES i
applicationReference %3
ZREANT D,
applicationReference %3
DFMIAZE D 16.3.11
EBRTLHT L,

component

[o..

"]

AL document L3R
AT D,

document %3 D FEMIE
AED 16312 2B
HT &,

referencedBy

[o..

"]

N 2L = X
keywordDefinition 235 %
AN 2,
keywordDefinition 3 D
HMIIAED 163.13 &
ZRT 5L,

Page 96 of 105




L2 Bt SEE fEDH 2958
fEDB]
SR U > kBT S BIOMEE (DL N, (BRERE L05.) b5
DR B AlE, BIE G Z LT reference EHR A HRMET 5 2 &, Eio, BEP

1% Submission Unit & & (Z#EE 4T O R 35 A2 (ik9- 2 = &, B
FHOFAMIOWVWTIIAED 16311 2T 5 Z &,
> 3% Submission Unit (2 X - THEH 3 5 #r# Document 23 % 555414,
Document = & (Z component 23k - #&flt4-25 Z &, Document DFEAZ
ONWTIIAED 16312 2B+ 52 L,
> UEHFEICEBWCE T % # Keyword Definition % & H 9 2 85413
Keyword Definition = & | referencedBy %3 % #2942 = &, Keyword
Definition O FERIC DWW TIIARED 16313 2 B35 = L,
EH GIpssl > JFAIE LT, BLFOBEMEIC- DWW TiE, application fid T O OET|C
ps Azl eCTD b7, HEZE L CRICEZEN T2 L, ZNODOHEEET S
DN DA, FRNCERYRDITHERT D Z &,
id.item@root
code@code
code@codeSystem*
*7=72 L. code@codeSystem J&ME23R7 OID O EKREIZE E D/ —
Da rF T, —H L TWAXLE LA,

> id.item@root JEMEEIL. A Application Z —E(ZFkAITE 5 UUID & 3
HT &,

> id.item@extension BIEIZHFEAICLAFAE AR E LTS, FBEY
JHZHRH T 2 [A% eCTD V4.0 XML A v —ICREMEEZED D Z &
T LA R0, FBEYRITYZBEEEEZFER L2y, 72, AR
PEDEDOIRNZONTIE, AED 25 O [T A ML LTHEMTTRE
SCFFE] I TTHRE &7 U RRICBRE S 720,

> LUFICa%Y4 4% Submission Unit IZEI F &5,

® id.item@extension JEMEME 2N 129 XL ETH B,

16.3.11 applicationReference
[1]%Z: eCTD @ Application Reference I%. BIEHFE DGR A f2td 5, [FI% eCTD O
Application Reference O F iy 72 AR IX HIGE eCTD & KX K AL LRV, 2T 2 [E
BT 2H55E T —XICBons Z &b, EHRAIEIGE RS D Z EICEET D
ze,

16.3.11.1 XMLEZRUEM
[B]% eCTD @ applicationReference 55 & OV OFL FOESE, WNZZNL S OFEMEIFLL T O

applicationRefe [1.1] AN B R 1 E BE I R 1 R
rence RS D,
id [1.1] A B3R B R R o
B KT 5.

Page 97 of 105



SHEE ‘ fEDEY

1EDH]
root [1.1] A R B 5 D eCTD 52113
%O
/8
root="2016010300
1"
reasonCode [1.1] AREF|IEEOFEE %
KT 2,
item [1.%] AREF I EORE %
I 2
code [1.1] TX A b applicationReference.id@

root 73/~ 9 BEE FRGE & D
A1 code="jp_pca" | B DO FEIH A T 22—
K, @2— NElZ IPCV D
r JP Application
Reference Reason| ==— K
URARNPBIRIRT 5,

codeSystem [1.1] %72 OID r JP Application
Reference Reason| == —
#. ) A ko 0ID,

codeSystem="2.16.
840.1.113883.3.989

5.1.3.3.19.1"
RO > 1 ORI FEENSERORE 2 FEA . 1 >0 applicationReference
DHRHFA HFERL NI, BEORRE = & 12 reasonCode.item B3 2245 = &,
EH EEES > 4 Submission Unit O#HIRERIZE T 22 TORERFEZ#24t9 5 =
A eCTD Lo BIZIE, PINRER R B RS 4 2 DR L, &t O # H C R
R Z Rl LR o 7o, MR IR (IS B 2 o 72 LRI S

Do
> DLFOWTHIZE%Y 7 2 Submission Unit IZHETF 415,
® id@root & MEEDN T eCTD 32448523, 24 5% Submission Unit THz
fltxih T s,
® id@root JE VLAY eCTD ZAE G A FFOHGEN, FAEYROT
— HR—= A TAFE LR,
® id@root JBMAENRT eCTD &5 A FFOHFEN, WEICED T
FonTnd,
® [f—o id@root J& VA 2 FF > ¥4 applicationReference %, 1
“>@ Submission Unit |25 & THfE L TW 5,
® reasonCode.item@code &% ' reasonCode.item@codeSystem™* O fH 7 &
bHNE— Tdh 5 D reasonCodeitem EHFE A2, 1 DD
applicationReference ZEZ Al  THeflt L T\ 5,
*7-72 L. reasonCode.item@codeSystem J&4:723/53" OID O KEIZEH
FNENR=Ta UFEENEHL TR TH, ZOMOFERIN—
% L T WwW n ¥ . reasonCodeitem@code K& O\
reasonCode.item@codeSystem O #l A& 1 [E— & B9,

o BHEDOHM L LT HAFEAGRHFERHICRN T 2P 2R
L T\ % applicationReference %23 @ id@root J& MAKIZ . AKFE ST
WRWHIEED eCTD Z A& afefit L T D,
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16.3.12 document
[F]% eCTD @ Document |%. 5
Document @ AR 722 IAE I L B 55

TETDH77ANVDEHEELST —H
eCTD & RELK BB RN,

HHFEE T —XIZRoND 2 Enn, EARAEIGENRSH D Z EICHETHZ L,
16.3.12.1 XMLEXRUVEMH
[H]% eCTD @ document 235 Kk N DOFL F O, WNZENHDEMIL. L FD@»
R Bt ZEHE EDR A
a0 f
document [1.1] ARERIT, BEY I
H3427 7 A4 101EH
RN D,
id [1..1] ICH IG Fe# i@ v
root [1.1] %272 UUID ICH IG FL# D v ,
A
root="6b0b4fe8-
9603-4d45-8be3-
ec063e82659a"
title [1.1] ICH IG Fidk i@ v
value [1.1] TH A b ICH IG fe# D@ v ,
-
value="ae"
text [1..1] ICH IG FL#Did v
integrityCh [1..1] fiE 7 ICH IG fe# i@ v ,
eckAlgorith
m integrityCheckAlgo
rithm="SHA256"
charset [0..1] TF¥A b MEE T —XICa E
NWDHHARFET —HX DX
A Fa— K, 35
charset="jp_utf8" | & ¥ = — & » SAS
XPORT 20 (xpt) O
&, JPCV @ [JP Japanese
Character Code] 75 7%4
T5Ha— NE@EIRT 5,
reference [1.1] ICH IG Fi#kDid v ,
value [1..1] TEA B RKEERTEEH LT
% submissionunit.xml 7>
. b O RARRT, 7
value="./m5/datas | » 1 L O A ST T
ets/study001/tabula %,
tions/sdtm/ae.xpt"
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integrityC [1.1] SSEE e ICH IG i@ v,
heck
.
<integrityCheck>
fa06926df12aec435
6890d4847d43f791
01¢93548a6h65e4h
57bch651294beef<
integrityCheck/>
thumnail [0..1] ICH IG L& D v
value [1..1] TH A bk ICH IG fe# i@ v ,

#i- 26145¢c7a-
3dc7-404d-91cl-

6e0e5c71f8f6
descriptio [0..1] ICH IG FL# D v
n
value [1.1] TX¥ A b B R SRR H I O W G5 B
T =X BRI D
#. Document D #34. R4

value="PK #Efi /]l | 2 HztETF— X 7 7
FFE s [ | AL DAEORH,
(ADaM 7#Z=() "

CAE VRO e > text BEIIMATH D,
DA > LITOBMEX ICHIG IZFE#HN B D23, Z 15 % 5 6 C Submission Unit
ML TH, BEY IR I & RSz,
® text@language
® text@mediaType
® text@updateMode
> [A]% eCTD 2B\ T, BEHEH o Document @ title@value J& M % B 857
L TiER B0,
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1

R Bt
1a Db

SEEE ‘ D BiHA

title@value JEMEAEAS 129 LF L ETH 5,
description@value &P A 101 SLFLL ETH 5,
thumnail@value & :AE2Y 129 SCFLL ETH B,
[d] Submission Unit @ Context of Use 7> 5 I LT 7w
document R BRI N TV D,
title@updateMode JEHAE TR STV D
reference@value J&PEMES R THATICKIST D 7 7 A LV HFAE
L7auy,
reference@value J& VB AN R 3523 HEEE 7 — % ZHM T
NEGFTTIERY,
< integrityCheck ERENENRT T = v 7 L0 EEO T 7 A )L
DF = 7P LERRD,
<% SAS XPORT £z (xpt) D7 7 A L& B+ % document F3H
Bl TIZ, text@charset BIEDFEAL S0 Theuy,
> TERRIEHFILCIEX/2VWT —% 1 (Non-CP) LIS % 7R3 P
Analysis Type Keyword 7237 5- 31TV % Context of Use 725 %
STV % document ZSERL T2, text.description 5 23 fi ik
STV,
>  JRAIE LT, A YA document.text.thumbnail@value J& A 2 {5
L2, E£72, KBREOEORIZ SN TIE, AED 250 [FF A b
AL UCRE R RTRE 72 SUFRR] 12 CTHUE SAU7e SCFFRICBRE &7z,
> RIULF =y VLR o7 7 ANVNERGFETIHAETH-TH, £
NEND 7 7 A )V &ZM9 5 Document O UUID T80 5 2 LICHEE
THI L,

e e

&

.3.13 keywordDefinition

IEI’K eCTD @ Keyword Definition (%, 2#ZEIZE T A 7 A 7 2BV THEHT % Keyword
ottty s, RHFFD EF' eCTD IZ L » T EIZ#2ft L 7= Keyword Definition % [F]7%

eCTD ’C%UFH‘J’% EIXFTRETE A, (A1 eCTD (2 L - THEME L 7= Keyword Definition % HI 5%
eCTD THIFHT 5 Z L1 T& 72\, [A4 eCTD 1T L » THEfE L 7= Keyword Definition (2 X 5
Keyword D EF % H 55 eCTD THEHAT 251X, M5 eCTD 12 T 2X47% Keyword Definition %
T2 &, ZORE. HEHT 5 Keyword Definition (2 1%, [A1%5 eCTD #2 i & 12872 5
FLAA @ valueitem@code  OF value.item@codeSsytem J& i{ﬁ i35 Z L, A% eCTD
@ Keyword Definition O H i) 7 LR IZHGE eCTD & K& < Bb L0, T B FHA3E

BICIRMT 2H5EE LT —XIZRons 2 s, EARAEICEN DRSS Z EICHET S
zE,

3.13.1 XML ERRUREM

[A]% eCTD @ keywordDefinition 3% &k OV OFL FOEFE, WNZEN SO EMEIX, LLTFO
Y,
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keywordDefiniti [1.1] AFF X, Keyword D E
on EEEMT D,
code [1.1] ICH IG Fe# D@ v ,
code [1.1] T XA B ICH IG FE# i@ v, ICH
CV @ T ICH Keyword
A Definition Type] X% JP
code="ich_keywor | cv o I JP Keyword
d_type_8" Definition Type 7> 5% 4
T Ha— Fa@RLE
45,
codeSystem [1.1] 2472 OID ICH IG fL#»iE Y, ICH
CV @ T ICH Keyword
- Definition Type] (% JP
codeSystem="2.16. | cv @ [ JP Keyword
840.1.113883.3.989 | pefinition Type > OID %
2.2.15.2 I
statusCode [1.1] ICHIG idf»E"v ,
code [1..1] M ICH IG Fe# i@ v
code="active"
value [1.1] ICH IG FLE D@ v,
item [1.1] ICH IG FL#DIE Y
code [1.1] 2 h ICH IG RL# D@y
REEHE DT EICREET
% 2 — N,
#1- code="Study1"
codeSystem [1..1] Fx 2k ICH IG FL# D v ,
HEHE DML EICREET
%, a— U A oOighl
P ¥,
codeSystem="My
list 002"
display [1.1] ICH IG FCak D@ v
Name
value [1.1] %2 h ICH IG FCak D@ v
HEHE MBI ET
% . Keyword O FE R4,
#1- value="
study0l_$ OO
eCTD (2 & v T, Bk #& H © Keyword Definition @

displayName@value J&MEAE & 587 L Tid/e 72y,
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1EDH
EH G2 > ICH IG RRdi o E BRI A . BLR2NEH S 412,
HAI GOl e LI FOWTIAIIEE YT % Submission Unit IZEI T 3415,
value.item@code J& BN 129 LFLL ETH 5,
value.item@codeSystem J& A 7% 257 X FLL ETH 5,
displayName@value J& Al 23 129 SC5-LL ECTH 5,
displayName@updateMode & MEE 2 S LT 5,
value.item@code } O\ value.item@codeSsytem J& 1B D HLA5
B3, A EEOBEICHEH L2 Keyword Definition & [/— T
Do

S

16.3.14 categoryEvent
[A]%F eCTD ¢ Category Event i%, 47% Submission Unit % 384 Y4 ICHEHT 22 14 2 7 K
OWIRGER HEE O FH A2 9, 1% eCTD @ Category Event O i) 72 AR 1L 55 eCTD & K&
KEDLLZROD, T 2ERAEEICIRM T 2 H5EE T —F IZRohd 2 &b, EH
BAIEISBEVW DR HD Z LICHET L2 L,

16.3.14.1 XMLEZRUVEM
[’ eCTD @ categoryEvent E3& &k NV Z DR T OEFR, WNZZEN O OEMEIL, LLT O

categoryEvent [1.1] AT Y% Submission
Unit DI & A I 7 Kk
OV AR HH I oo i 8 %
FANT %,

code [1.1] AREFRILM5% Submission
Unit O # 4 I 7%
AT D,
code [1.1] FE 2k 3% Submission Unit 235
oo 47T
A I TV NER
code="jp_initial" | -2 — |, =— FfEIL.
JP CV @ [JP Category
Event] =2— KU X F)2 i
HEIRT D,
codeSystem [1.1] %472 OID [JP Category Event] =t —
KU X o 0OID,

7.
codeSystem="2.16.
840.1.113883.3.989

5.1.3.3.1.21"

U MR A > (A2 eCTD 28U T, component SR A4k L TldZe 5720,
DA

EH EIX23| > componentOf2.categoryEvent.code@code J& PEAf I, [FREFIEEIZIZTS
#HAI eCTD T LHGEEST —4) 2Ry a—RThdI &,
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W2 &Ko THH & 47- Document °7 7 A /L&, HEE eCTD IZ K> THAIH L TidZe 5720,
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AET eCTD 2FHETHITH=0 ., HfK4 ICHE b2ty - T7=hL+ KF=2 AL |
(eCTD) IZE® 5 H %774»&%w2j(uTFmH$H Lo, ) DENTOERW%
AT LETH D, EIRLOARHFEIRDIERE HFHEE D OEE Y R ~EFIZRET 2& B0
BRI OW T 5, AFE \wH%F&ﬁ%¢é &, KRFEIZICHSSF ONE & B7p b it#
NHDLGAET, AEONREELT DL L,

2. REEFT—4
HEE T — 2RO DN AT, ERBFHEROE T — Z RSS2 5T A R
[ZOWT) (PR 27 4F 4 H 27 BAFT SREER 45 onmmﬁﬂﬁﬁﬂﬁAEE%E%%%%é%
MR S R Rwma) (LT T4 R 2vo, ) | BEYFO Web ¥ 1 ~ic
NHEND~=2T LRFAQ, O NIARED 4EZBRTH &,

3. HEEFTE2UWOEMDT 7L
eCTDIZEENLEEID 2 B, HEEE T — X USOERIZ ST, PDF B L Microsoft
Office TS D 7 7 A NMEX TR T2 M EN A U HA1E, FRNCHEEYBITHET L2 &,
7272L., eCTD XML A > A% > A (index.xml, jp-regional-index.xml, submissionunit.xml, 73 &) |
Fxv 7P LT 7 A0 (mds.txt, sha256.txt, 72&) | DTD, Schema K UNAZ A )L — M, Z
DRV TIX7au,

4. PDF
T I 2 PDF %, JRAIE LT ICH M2 )% TFile Format Recommendation - PDF] %
OV ICH SSF ICEESWTHERR T2 2 &, 72720, ZRHICESOTERT 2 2 & BN G4
HENCHEE Y RFICHET D2 L, 7238, Annotated CRF |22V T, Eﬁ#ﬁ@éhtmwkb
TERSNTWTHELI XN, RHETIE, ZUDHITMA TR ) REHERIZON TR D,

41. A bk
41.1. #HB|EEHAREI+ b
HELE A ARGE 7 4+ > M Unicode XG0 MS 2> w7 MS BHEAX T > v 7 FBHER S 5,
PEFED 7 4 > NI ICH SSFICHEVMERT 5 Z &,
ICH SSF Tl H ARGEEREEIC T5%7?/F@®l%®£ﬁﬂ%6ﬂ BHNIZFEA D IE Y
T4 by OWOIAIRLT 7 A NY A AR RIZIR DT80, HAGEIZ T HHE5E HARGE 7
Y RNELEROEYIED, 742 My NOMOIALRE I TRET D Z &k?‘é =72 L _;h:ﬂﬁ
WHAGEZ + > My NUSAOHERZHIT 26O TIERY, HERAE 7+ MY WDJ’%%‘:ﬁH
WHLETHIUL, 74> MLDIABRE WD MER /2, HARGECHEREH AGE Y + > FESLD
Ty MEEAT OB, FEH LT EEDALY T2y NOIAREHWS Z &,
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412, KXDI7+2 b4 X

AAGESCEICH AT 2RO 7 4 > b ¥ A XA E LT105pt &%, 7272 L, RS THE

MT 275> OV A XIZHFEATRERY A X (B2 8ptLh L) 2T 25Z &,

413. T+x2FDE

JEE\IJ& L T ICH SSF @?ﬂ%ﬂ:%f)< Tl NAINN—=TFT AT @*‘Eﬁ::@i ICH SSF » 3t

HICH SN, HFOEOT7+ 2 2T ENLEE LV, £72. 742 MOIIRLE R s
fifi & it S 72N 2 L

42. TvH<w—o

JFHIE UCTICH SSF OFE#ICHE S 2 &, FBE EHR LU SN OLAIE. FH4RELEX D
Tl —VERELTHELIZRN, EV2—AREROERRE, 7 7 A MZETNRDT
v I =V IXRET DHENRRN, 1272, 77 AP A ZOFHIRICL D [F—CE (M4 7T =
27 UT 4« RX¥a A2 bR 2EHOMILT 7 A VCHERT 25512%, R—XE2K0T
D=V ERET DD, BEOT7 7 ANV THERSIN TSI ERRETELIIcTH L,

43. NIN—FTFXb+-UH

JFHIE L TICHSSF Oftfiic i S 2 &, F—XEN (F—PDF 7 7 A /L) RO 5 CE
M (BRBPDF 7 7A)) ONANR=FTF AL « U 7%, FERONRILO - DIZ#EYINC

U

axX B
TRELDTHD, F2EPOE IEW~FE ST A~DNA /=T F A K « U 7 IIR[FEZRIRD
T5HZ L,

U

ix &

4.4. BEIZERIN-BHOEIKL
WA, HEAE., BESEICHITT AMEESD S L, Ek 184E 3 H URNCHEA L LT T
IZVERR S 7= & RHE, HIFErRE CTHILIE, AR LTHARLIALD PDF (A% v 12 L 0 1ER

L7ZPDF%) TH-oTH, eCTDIZEHEOH TELK AW, JFHAIE LT, ZRUBICERSINDE
BHZEEL T, BF7 7 AV HPDF 7 7 A/ (7% A F PDF) Z{ERTHZ &,

5. BARBEED 7 7A4ILIZDLNT
5.1. fEHI—ER

JEGl —E RO 7 7 A NVERIZPDFIER L 208, FHEITH L CTHE L Hr S 5a1%.
Microsoft Excel JE & TORHZRIGER DL BB 5, ZOE. T T L/ PDF 7 7 A

WERTEAREEFRI RIS ELILBIRVR, RO 7 7 A VE THEDOFEEEL S
AN AN

52. HAHEH—F

WATER—E X, PDF KL O Excel IEUCHEHH 5 2 &, Excel B TO—ERIEKIZH T2
STHE, T—ZDO Y — FNEOHHNAREE 2D Lo, UTFTOHEBZ 1/TI2IND 5 Z &,
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Normative Z {4+ 2 &EF{kaxt - 77 =/« K& = A (Electronic Common Technical
Document : eCTD) V4.0% 23 (FE¥V 22—/ 2) ~%FE 5 (£ =2—/15) OFifELZ =T H D
T D,
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3.1 2RNEERE eCTD DESR
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ICH M4 EWG 23 %17 L72 CTD TER SN TV DHHNFIZHE SN TS, eCTD DfFEE T
I%., CTD THEINIFEMAatEEE LV AL TER SN TWD S, CTD (T3 FE—
A AKGRRGE & LTI ATRE 2 LIS DWW CREHE S LTy, eCTD 1, ¥ED BRI fH
~HHIEREEETHEOOFELE LTERSNTNDD, FRFZ, EFHEZEOMER, T,
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ZTIE /) — FIEELRWEAICB W THAEE S, BATEEIESA TS,

eCTD O EEE I THIHNC FEi Sz, ZHICOW TR DT 7 > a o TilAT 5, eCTD AL L
TITEFRIEH S v, 7 a— L2 BFE L RESINL7Z2, eCTD v3.2.2 OFEEEZITV S DD ZE
FHESRMAFEA L2725, M21H 2009 FI2kRBIA Vv — « RXR—V 3 U ~OEHA2FEH L=, 2010 4F
11 H. eCTD HEAEDUGEIC ST 57212, eCTD v4.0 DB L 32454 HiE9 & LT M8 EWG A3 Al
Biay

M8 (X RPS A v &—U W ICH OE A 729 &L 5. HL7 7'utE A%l U C eCTD v4.0 IZHL Y #HA
72 HLT OFEIZOWTIX, BZ v a 33252 L, RPSET/VIZIE, EVa—/L2~5%
% & U7z ICH #—20k & ICH MUl B D [l 7 S IA £ T 5, 201449 A, RPS Release 2
X HL7 Version 3 Normative FEHERIKS & L TR E S 4172,

3.2 ICH #hig & L UA THF—/\—ETHER
K7 arTlE, ZNETOeCTDV3.22 DEEZMHT 5, N bOEHRIL. eCTD v4.0 Zf:
INAETEBIBHAA AR eCTD v3.2.2 ZEHE L7-4 ICH gLt XN T\W5b, E: 2oy
2011 4ELAPEIC eCTD v3.2.2 2 3235 L 7= ICH H#ilsis & 5,

321 vl b g

PELOCYIRY BIOHFEEHEOEMIB I OEOR KIZXLT 572012, 20044, HF 74
A 1X ICH 23Nz L 7= eCTD R COHGEDOZ T AN ZBRAA L7=, 2009 4L, eCTD A TD
B OEISIT 9.6%70 5 TO%IZEIN Li=dIcst L, HF SR B %% 1 B 7= H1 7%
U 85%iED LT-.,

T Z AR IR FEE Ik LT eCTD I TOEFHIHGE &2 58 < HELE T2 L [RIRFIC, I H#To
B FEICBIT % eCTD BOERZREALT HT2DODRDAT v T ZHESL L OO0 D,

3.2.2 BRMEE (EV)

1990 AR, AARN— R DB LR FE OB IKIN TG S e, 20 & ERE SN ERITL.
BAELAE T L TW0d, 1992 £, KA Y OB ET (Bundesinstitut fur Arzneimittel und
Medizinprodukte, BfArM) (Zxt L. #]% T DAMOS (Drug Application Methodology with Optical
Storage) X CTOHFEN{THILT-, Hypertext Markup Language (HTML) % X— A (Z L 7=
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2007 £E(Z eCTD & ITRRAEANEA STz, ZOFRIL CTD OEZIEEE L TV AN, 74
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T YA 7 VEIRIZII S LTV R, Z AUl non-eCTD electronic submission (NeeS) & 4 4F i
AU, eCTD OARKGHI IR FIE~D RNV IT/2 D EEZ BTz,

2005 HTiE, a*?%fI:EFI EOARB I AT, EU O EE G IH Y FF#E  (Heads of Medlcmes
Agencies : HMA) [, 2010 @i“( 2P RTO EU MY JH72Y eCTD OfFEHEZZAFTE L XK 9,
ERTHRY M- & TAE EFBLIIEG ST R0 & & Lz, BRINESKG T (European
Medicines Agency : EMA) :,t 2008 FTHLIENS, HEINHEAE LTeCTD I BT
ADHDHFEDZ T AN ZBRIE L, ﬁ%ﬂwLMﬁm%%*Lﬁm &&Ltomm$1H15
21X, B NSO F A EEEE I eCTD A TOHENREE ST bz, DHUKGRE
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HEECTIL 201741 A 1 HE T eCTD AR FH ST 5D,

ABE SN IL, BONERSEH R ~» b U —2 (European Medicines Regulatory Network :
ERMN £721% %> hU—7 ] ) &kTt hBIXOEERERRLETORZETEBIEOH 5%
72 BIERFE T BB AT 222 HIBELTEY, eCTD v40 (X2 E bk 7ol CTH AR —
NTAOMENRDH D,

3.2.3 B

[ 38 0 R SR SRR O (Pharmaceuticals and Medical Devices Agency : PMDA) 3, 2004 45|
% eCTD. 2005 4T eCTD IERDZAFZBbA LTz, AATO eCTD HiF #ﬁi@&%#ff@ﬁ
IZHEIN L7223, 2009 A1 eCTD v3.2.2 3 FEdE S i1 H & eCTD IEADHFEHEITEHE L7z, 2015
12 ARFRCIE, HARTOHF P FORNIL eCTD B TR STV D

3.24 AL R

2010 £ 1 H., A A AEIILE (Swissmedic) XM —DEFLHFHEHOEA L LT eCTD v322
BN LT, ZHRLIED 1FH7-0 @ eCTD HEEMEHIIMH 2 ZHML . mﬁ$¢@if ey
ERFEAREHGE (ZEHEEET) O 15%IZ#E LT, A1 A TOHBIHGE ilm%ﬂembﬁ/
RTHREHEINW TS, A ZATIXE T LHFEDOR2 5T eCTD & z%f%lﬁré&za’ﬁﬁmﬁv‘m\:
E, eCTD OAHANEE 2 VWERBEHETHL EEZOND, L, A RAEEMLFG~DFT X
TOHFETeCTD IEROFEANHELIE I TV 5,

3.25 XE

20034F, A RT7A4 B L OHAEN ICH Step 4 1ZRIFE L, ICHIEfI 3T A KT 14 & L TERA
Ehb L, KERMLESRKLF (United States Food and Drug Administration : FDA) %, eCTD v3.0
HEEDZ AT 2 BAh L7z, 200349 H 1 H, FDA LM% HJ L L C eCTD M55 D & 7 BRAVIC
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Docket No. FDA-1992-S-0039] D& 27 &, [RIRFIZHEAT S 417= FDA ~® eCTD HIFE D H AR T
WA ST,

2007 /- 9 H 13 A, FDA 3% HE 33 #3817 L. ks L OWFRIZEE T 2 &G HES 22V T,
eCTD B COHGEOZMMERMNE ST Z L 2R LT, ZORFEICL - T, eCTDUSADEAXT
DEAACHFEEZRO W =FNE TOREFHIFEIES N, 2008451 H 1 HXL D, eCTD v3.2.2 I
FDA ~DELHFEICHT- D, RSB LT,
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NFeLTo, TOHA X AT, 2017 4 5 A LI RLEREARAFE X eCTD ERIC LD 2 2 &
RDTWBD,
3.3 ICH eCTD v4.0 D) #4H#

1%0$@BH%EU%\mentXﬁﬁﬁuLkbf%toﬁé%\Dﬁ ANPECEET % 3
i ICH A K74 v OREDIEFD, MedDRA ([EHA | FHFE4E : Medical Dictionary forRegulatory
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Activitiess (ICH Rty 27 M1) ) R CTD (=2 - 727 =h/+ K¥=2A>F (ICH hEv

M4) ) 728, WL OO EERERER~ORY A bED b, 21 i thED L. I

ICH HIli CD ICH A RT7 A NZONWTD A a=lr—3 3 o OILRCTFR O KNS 720
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ROEELWRYIZR B, B ROERLIZET 51 MA T 572012, EERAICKEE
EASF T AR E ] FTRE AR RIS RS SR TR S LD 1 SOBEF A v — /F“E%%E?LZD z
EThHD,

2006 £, M OEHE(LEEES (SDO) (U ANTEBRAEHE(LEERE (1ISO) . HL7, PRMEE e B S
(CEN) ) L. W HT57-00OERT o ADOFENER S7-, ZiE [List of Critical
Conditions for the SDO Message Standard Development Process (SDO A v & — UHEHERIR 7' 1 & A D
HRMEY A R) | BR—RIZ > TWnD, 2Ok C ICH #EZEH2 (Steering Committee :
SC) 1%, SDO a2 %FHii+ 5 7=Hiz, SDO 2> Y —> T AL IZE2B (R) BLUMS5 £ v

VOB EED D Z EEKR LT,

2007 4F 10 A, FiETO ICH £48128 W T, eCTD {LREICE TR EE M2 TR~ A F— -
—VarThd 333 T4 0IZ, SDO &I L TIRMIA T v — - A~va/@%%%k@
HWEN TSNz, 200846 A, R"— 7> FTO ICH 2 THEEZBESIE, ICH 2 HL7 &2
WL, ISO, CEN, HL7 O##C L5 LFEFHZ2E L T eCTD ORMA T ¥ — - N—T a3 V%
T DHHEICOWTHET D22 L 2R LT, R INTEEOSZHIMEZTFNT 5729, ICH IX
BHIRO B ZINE L, ICH B —EDOREE LTE LD,

2010 4 11 H, &M THOERHB T, eCTD DIRMIA Vv — « N—T 5 VIHET 572912 ICH Y
FIEEMS (EWG) & EifE3EE42 (Implementation Working Group : IWG) 73#% 7 &7z, 2011
H 6 H, #raxIN7= ICH EWG/IWG M8 1E, v > v T T 4 E2E8IBW T NA—7L LTOHDT
Dxf e & BV 2,

M8 73R L7-HEAHIZ, ICH 7k 2D Step 2 £ T eCTD v4.0 Z[%T % &4z, BEfFD RPS
Release 1 FEEZ 5L T A 72 DICHLT EEEDRR B 7 n B A DD LN H LD Th o7, T DR
T, 58 xR D HLT RPS EEYERAS 13 1ISO s FHe i1 H S v, £ 2 TR S NLALITEIBRAY 22538 v]

AT ISO sk & 7e D, T LA T LT, ICH M8 X ICH ' ut A& ke L. #E&. fhEE. 45
. BLXO—HOT A MEFREL T, BFTED ISO Btk D F4k %i%ﬁéo_h YICH 7ot
A0 Step 3 BLV Step 4 OIFEY L L CRHEI S AL, 24D OIEFENIZ - T, HL7 Version 3 RPS
Release 2 Normative 2 #|Z JE-3\ 7= 1SO Bk & [ICH eCTD v4.0 323 iJ4’ R 23%fTS 7=,

20154, ICHM8 I/ N7V w7 X NaRD D722 Step 2k ICH eCTD v4.0 220 1 K&
KL, BFESTRT Yy 7 a A MM LT, Y CGEEZWET L7z, 2015429 A, HL7 /X RPS
Release 2 Normative fE¥#E2/AFK L7-, HL7TEB LI WNISO D7t ADETIZ LD . RPS Release 2 1%
B AUCIE 1ISO BB TIEZ2V, T Step 4 FEHEH A RAFROWREIZI Y, —Ho ik TiL 1SO
RPS HEMEHIME N AGR I N D ETlX eCTD VAO A F|HE DT HZ ENTE oW & #BfR L 7= £ T,
K ik eCTD vAO TEAX CTORGEDOFEIEL LU T ANEZHED D Z ERAREE 225,
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3.4 eCTD v4.0 DFI A

eCTD v4.0 ~BAT9 2 FA1X, eCTD v3.2.2 DI & i HRRERIZ ISV CLsE Ll S v B L
FEBLOUERICHSELTND Z ETH D, #Hifilad o S HBRETIL, SMfENORIT L EMEL
ZAHEIC L, Bl LBl SH A B ROZHIHOWTHENY R THR—ME2E» 572D, Bk
DAL EIZINZ T, THFRASHOERIOEERK ZHEH T2 Z LAk 55, eCTD v4.0 122
ETHZEICEDER EOBEELFSIILLTO®@EY

PAAD S Fu72 Submission Unit : eCTD v4.0 Tid, fificN/car 7Y EEMER DT V)0
1LODKTHA v E—IITHmESND, 2FED, BEVa2— L 1I~50L2aT U YR 1 ODOKHA >
VI EN D, KA A =, 1OOHEN (Thbb 12O XMLT 7 A V) &4
LTz 323 5 L2 HINET DD AX —<ITH > TER SN D, S BHIZ, ZTDA
F—<IHEEINHDOT, #HILICATF—< 2 CTIRET 20T 20,

Document ®FFIA : eCTD v4.0 Tik, —FF Document 23 2H &5 &, £ Document % #72 %
Submission Unit, Submission, % 7=i1% Application |25 W CIE UAZE-SIH CHAHAT S Z &, FL
Submission Unit & 7213 Application [ZIBWTERDOINESIT THAMATHZ L, b LLIFERD
Submission Unit % 7213 Application (2 W TERDAE ST THAIMT L2 Z L BRBOoND, 5
Document (Z%F L, BH S RHOERBENTHIUIE Z ML THLERRTE 5 B0 ID 280 Y THZ
& T, Document @ FFIHNATEEIZ /R D,

Context of Use @5 A 7% A 7 )L : Context of Use DBEZIC LV . BERT A 7 A 7 VEF)A]
BEICR Dy TA 7V A 72K E1m L T, 120 Contextof Use & 1 -DF 7~ 13425 Context of Use
PWRELEELTEX, ZOW (DFEDZENG 1 O~DOEH) LELAHETHD,

eCTD v4.0 TlX, eCTDv3.22 IZ81F75 Inew) . Treplacel . [delete] &\ AL — 3 0%
FAR—REInsn, Tappend)] 1 IHAR— Sz, 7272 L, Tappend] AW TR INZY
—7BLOBEET DY) =T EZFRHCT A 7 A 7 VEBT 52 LIE, v3.22 05 vAO IZBAT LT
%Th, va0 O Treplace) HEREZ VD Z LICKV ARETH D, FMIIATED 827 28O
Lo

eCTD v4.0 Tix. Keyword Definition ® Display Name Ol % B #4 2ERELEA SN D, #il 21,
MBI 72 7 7 A L E721F Contexts of Use T& 2 FRHEH L7e < T, FI/MML4, R, AP,
WIGAE, WA, Zv—7"« 24 MR EOEREFTHTDH LN TE D,

2VTFHAE - FA—TOREE . eCTD v4.0 T, Document (% Context of Use |2 L » CTER
%, Context of Use 1%, A ROMIELZRKELT HFE, Document 2 CTD/eCTD @ HIR D & Z i
AT DMWEFRET D,

AT XAN TN —TOHBRO—DIZ, TV 2—/L4EBLW5I2E1F % Study Tagging File (STF)
ERFEOHEBNZH S Z ERETF N5, ZiHUuZ kY, eCTD Ak (v3.22) OHEIZHE- T, BH—

DGR AERICBEET 2O 7 7 A NV EFEDH Z LN TE 5, STF L, RBONFZ#EYNIFER L

BRI CE AWK T 2T DICME R T R TOA X T — 2 2R MT 25 L) mizB T

XML 7N 7 78— DM 2 TN o T RERE A4 © 72 9O IZ B 47z, eCTD V4.0 Ti&, Context of
Use @ Code I3 &2 O Keyword @ Code DA &8 Z L2 Document % 7 /b—7 (b9 % Z LN TX

Do

A EEDOFEMICHOWTIE, B2 238216 BB L,

3.5 EEEH

eCTD v4.0 fEEEIL, 45D SDO, HL7 W QN4 BIFRIAIZ X - TR E S 4172 HL7 Version 3 RPS
Release 2 7|2 H-5< . eCTDVA.0 A ¥ —~ 3D L ZF UL F2EH A4 NUET OB OV T

3eCTDVAO RETHAENDEIAFT—<ITHLT ICL > TEH IS,
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L. ICH M8 EEFHZFIEER S (EWG) B L OEMIEENRS (IWG) (2ol &N, BH FIEILR
EFEHD eCTD VA0 BHEEF T o R I b D &1 5, HEHEFKOIEEZ LI L T HEFE 217
I AL, SDO DREFHAEFEH T v AW LD ETH 4,

[ICH M8 eCTD EWG & IWG Roles and Responsibilities (ICH M8 eCTD EWG 5 L TN IWG D1
B L EE) | OSITHEV. ICH M8 EWG IZLL F & Efiiid 5,
i. SDO 7' r & 24K % L C ICH OEBRAE L OHURA B3 5 I5F Db 2 &
ZARRET D,
. ICH DA S SDO 7' 1 & A THRE I N H R B 250l L. ICH #2815 %
BRIMEF L OFE D OBELED ICH OBE L FJF LW E iR T 5,

ICH M8 EWG DA THA LT B HERICHOWTIL, FOEFEERDER S L2 ST ICH M8
TFTIR—ZIBEIMINDEIRETHD, TR—X|EMINT-ETELR T, FHlis L OO =D
ICH M8 EWG £{R|Zi2rrEn b,

EHENK% ICH IR AR THR—3 208N H 5545, ICH FHIRIIAFERO/ER, BfRERO
TERLEB LV ICH M8 TR — X ~DETRHR Ny r— U O & v o HlkE A O 7 mt 2 2K ET
HIENTED, N0 atvR L, [HkZE0FEET A N £7213FOMOHIR T & IT/E
A AR EECEICGHE TN TE D,

eCTD v4.0 AX—< B L OEET A NIZEEE2 5258 KNE LT, UTFTRZETFLND, =721,
ZIBIZIR B 720,
o FUFEML ULOBEMMNBIMEND D, oL T oY EEEICONWTE SICFEMRERN
BMEnsZ L2k, CTDOa T Y NERERIND
eCTD TEH STV HEEYERIK Y SDO IC L - THEHT S D
eCTD DAERRE A 28728 LWV ERYEBIS MR E S D
B LWERER BN S D
eCTD DEMRBROEFEICL Y . T_XTOD ICH =T 4 NAEO LB ZRBD D

eCTD V4.0 DA% H. 2 B FHNILL FO®E Y
o ICHNEHTLarba—/L R R¥xy7T7UDERE

ICH B OEACIZH T D72 b DEER], BIOHLTEEE IR XY 77U (7 V7 L)
i, AV 77ANF 0 F v Ave—Vr 7 AX¥7 7V, BLORPSIEEREEETe) I
AR DEFEFILLT D@D,

o ZMIEFRET VOLER

e RPS Refined Message Information Models (RMIM) 3 X O% 75 CMET D4 H

e HL7WEHTZarbu— K- RXx771)0OEH

e RPSTHHEINDT—HRIOEFR (1F : ZOHAIX IS0 21090 7 — & BUBIAKE DA H & W5

720 HL7 7ot A L HE) L CTEARIND)

ICHAHEH Y 1 AOFMIL, M 3CE [Change Control Process for the eCTD (@CTD £ & 2722
Z'rtX) RSN TND, HERIFEEROEEIZOWNTE, THIRZ & 0T 1 R
EHBROZ L,

AARNR—=T g DT A RIZBEG D HLT Version 3 RPS R2 Normative RS L V2 O AT EFH 7 1 &
AxBRT 5,

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

64 ~NT ICHeCTD ZHZFFECEIT, ich.org £7-1% estriorg 7 = 791 b THERTE %,
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4. ECTD V4.0 DR ER
AT a s TlL, eCTD v4.0 (EERO EERRERESR ICHOW TR T 5, ERMERESR I T O
m|mo,

o A7 V= Nl (Object Identifier : OID) I35 X O —EF#HAI¥ (Universally Unique
Identifier : UUID) (&2 3 3> 45 CTHE#L)
F—HW (7 a 4.6 THEH
Hils =L oFIEH A R (v g v 4T THER)
TrANETHNAE GFETEZ a5 B0 Ve 11 2B R)
arhr—LRK-R¥Xxr 770 GEllZEYZ a6 55H)
ICHeCTD v4.0 XML A% —~ GEMiiZEZ v a7 25M)
eCTDVAO XML A vt — GEfliZtZ v a2 8 25H)
eCTD V322 NHLDBIT~v vy BV S « Aot —Y GEliTEZ v a 10BLIU0k® Y Ve
> 13 =)
e eCTD V4O FREHAI GEMlIZEZ > a3 12 #5M)

£ : ICH eCTD v4.0 3283w 7 = VICE £ 5 CE—TIZOWTIE, ICH M8 o [ 35, B 115 # D
R4 ZBA§ % % 7 WIFEHE  (Electronic Standards for the Transfer of Regulatory Information : ESTRI) @
VT A NEZROZ L,

LLFDE® 7> arTlEIn s O/ ERICHOWTHEP L, eCTD v4.0 {0 FIEIZI1T DAL
BEDLRE| LR T %, eCTD vA.0 IZ5ERITHEIL L 72 A v B — P 2 AERLT B 1T, K% LA R
DONEEMOBE DO LETHET H2MENH DH, KRETIE eCTD v4.0 O FEEAFRER 2T 5
ZEICEBEAEE, FHIA v E—HNO CTD OF Y 2 —/L 2~5 OERICLERIEHRICE X 28
WTW 5,

4.1 27ANETHILE

T77A4N XML A v E—UNLERENTHNDHLE) I XML A vyEe—V itk f{Eansd, &
77 AL, eCTD V4.0 THREIN TWD 7 3 LA EEICE L b5, Document@%ﬂﬁl%hﬁ\
eCTD v4.0 XML # v t&—Y D4 document.text ERIZI1E, BEADOT 4 L7 F U OB EHE S
. BT 7 A VDG SN D 7 A VA DRESND, 2D MYy 7 OFEMIc >N TE, B &
a5 EBROZ L,

4.2 avka—=LEF -Rx¥T35Y

gy k=LK« RF¥y¥ 77 VUL eCTD v40 O FHRERELZDO —~>TH Y, MAEHME, I74
HbhH XML A vt — y@%ﬁyx%A&%EVX%Aﬁwﬁﬁﬂo%%ﬁ@%%ﬂﬁmiéo
XML BEE|(Za— MERZENTWEIHEAEIE. TOMEDEEEET A0 he—L K-
REY T TUNRMELRD, Fa—Fida—F- - YATAREHAESNS, a—F -« V2T AT
ICH, Hlf, FIFHFEHIC Lo TEEHIND, a— K« Y27 AMMEO BEN/2E 0 Y4 Tlzon
TiE, OIDBEP=ar Fa—L R - RE¥¥y 7T U OFMMHEZSRO Z L&,

ar b=V R RXXY T T VA E—VUANDOEFTTERINL TS, a2— R, 22— NE
EREWRO D DFEMICERT 57200 LTSNS, IREFALT, $XTOV AT
AlE XML A v =Y TERFEINERER T H, 2 he— /L R - FZXry 77 VIZONTIE
7 a6 THHL, BEFITELYS T 5 XML ZER OB I RT,

ICH WEHT 52 hr—/L K- BXx¥ 77 V12250 T, M8 BLO M2 BfIFEETED
eCTDVA0 > b — L R« RX ¥ 7 7 VDOEHAFEEREST S, ZOMOTXTHOa hr—
VR s RE Y 7T VI, BHREIY R E 2 IIATE O RRNE T S,

TR HOWTIZESTRIO Y = 7% A NEBROZ L,

Page 8



= T 3262 THEDT SR =2 Fz— R -

it [HIE S DFELED S R 2D = L,

4.3 ICH eCTD v4.0 XML R¥—<

NF ¥ 7 Z7 JDEPEZ O T

K7 g T, ICHeCTD v4.0 A v — ICBERAX—< « 77 A JLIZOWNTHERT D,
WDOFRIZ, AF—~2 A7 AVRBIOYTHTIVHNTRT, FTibDAF—~<ILTESTRIO 7 =7

YA FCAFTE D,
EEHT Y

a7y e Ax—= datatypes-rX-cs.xsd
hl7-r2_datatypes.xsd
infrastructureRoot-r2.xsd
NarrativeBlock.xsd

voc-r2.xsd

T X T O HLT
Version 3 X v & —
viHmE DO A X —
~v-tvh

AF—< e« T7A)V

2 | RP S AF—~+: AVETTav .

PORP_INO00001UV .xsd

eCTD v4.0 H A% —
~ + 1ty b -RPS

. . AoE—TR
LD A vt —

PORP_MT000001UV01.xsd

HBEAE—VE
RAX—< 8.

COCT_MT030203UV07.xsd
COCT_MT040203UV09.xsd
COCT_MT070000UV01.xsd
COCT_MT090100UV01.xsd
COCT_MT090108UV .xsd

COCT_MT090300UV01.xsd
COCT_MT090303UV01.xsd

a7 uXr k
7 )VE 721X RPS
AFXF—<IT Lo T
M XD CMET

BRERAF—~ - T7 )L

a2y ka—)L T b
MCAI_MT700201UV02.xsd
53 :

MCCI_MT000100UV02.xsd

COCT_MT150000UV02.xsd
COCT_MT150003UV03.xsd
COCT_MT150007UV .xsd

COCT_MT710000UV07.xsd
COCT_MT960000UV05.xsd

4.4 eCTD V4.0 XML X wt—

eCTD v4.0 A v E—1F ICH eCTD v4.0 A —~<ZHUEL L TR, REEH A NE7/203 [k
TEDFETA K] THRESNTWAIGEDOAHIKIZ51T 5, 120 Submission Unit (Zxf LT 1

SO XML 2 v E—IBNER SN S,

4.5 OID & UUID

FkBIF1ZIZ OID & UUID D 2f A o 5, IRDY 77 2 3 T, ICH eCTD v4.0 TPD OID &

UUID OfE AT EEIZ W Tt 5,

8 524272 RPS R2 2% —~|Z1%. Common Product Model 2 ¥ —~ N LEETH 5,

WoLnFERETAL R 23ROz L,

FEARIZ DWW THE
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45.1 Iy FEBRF

OID 1347 Y=/ b —EIZH#BT 2k L= 87T, BEIcE Y Y Con-42M 2 iEE
95, OID 1%, EEEXBEEESO ASN.L A % fiH L CERICERINTWD, OID OFEF
LN IR,

o UV UFRTRUILNIZ—EHOHT : 2.16.840.1.113883
o 7T UFDFIFE : {joint-iso-itu-t(2) country(16) us(840) organization(1) h17(113883)}

ICH RAA  THMASIDBUED OID [T TR EEN D,
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 Tl&, ICH ICX» TEHESI., MO — FENHEE T HKERIIHL, A=V 3
YODZEMEMLTa—F s VAT MAEZRET S, OID ZIEET H2HLEND DAL, FVHE
FLa—RFTREND, SHILEZIFINBABNER T3 — R« VA7 AT, BEIhiz
OID BMEH NS, IF: FEFIL EEEEXI—FOOID Z8BET L0 E I 0ERET D GE
MZHOWTIEEZ v a 6528 BOZL) |

( —: VE o LD OID DFYIZH50 T I/ /2 code system &, /y/ /2 code system version &
AL TRS,

452 AA—E®BAF
UUID X, 8-4-4-4-12 FEX D LFH| (M TDTELTFL A>D A 7 & EFTeT X A M) TRtk L
716 EHDOTF A FTHDH 1, UUID IE, ISO/IEC 11578:1996 33 L N ITU-T Rec X.667 | ISO/IEC
9834-8:2005 (2 L » CERIZEFR I N TV D, UUID DELELLFIZRT

o NATUTRYUILNIZ—HO LT : 25635f23-a3a4-4ce0-9994-99¢5f074960f

ICH eCTD v4.0 Ci%. UUID %51 root @ & LT %, UUID 25 ET D2 XE R H 5
A, SMAEBEREFHN T (dEFRERLE) TREIND,

4.6 T—RE

T — 28T eCTDVAOEARD & 9 — DDOHERREFE THDH, XML A v E— VTN ERT T
OEREZRTT-DOIC, BRERANEFEBIOEREEITEES N7 — 2Btk s s, EELEMEC
KT DT — XA LU FIZRT
o Text-UTF-8 X F (HAEXFZEET) ZMEHTE 5,
e Alpha-T7 /77Xy NLFOREHEHATEL Bl : A~Z272 L)
e Alpha Numeric - SCFFNZT V7 7 Xy b (A~Z) | ¥l (0~9) #fEHTX 5, #5T
fEICBI LT, XMLIZ W3CHEHEIZHED D LT 5,
e Numeric — SLFINETFOHAEFEHTE (B : 0~9.E+) | BB L OFEHERT,
e Boolean —true £7-1% false DEZFEETE 5,
e nullFlavor — WEDE 2 Z2 I A EA 9%, Null Flavor |1 HL7 A » & — JFE%EIC
EONTEY | & XML ERIZET 2HKRHE I TS, BIRERTIL, eCTD V4.0 T
Null Flavor 13 H & 41Ty,

O ERREAOBIEEA . X680 : 1% #HHL7 — Abstract Syntax Notation One (ASN.1) : JEAFLIED A
0 ERRELGERIGE A, X667 ¢ WA - BAAR > 2 7 AR B — OSI B85 OEH TIE : LA —
Bk (UUID) DARL & Bk, ASNAL A7V =7 ikl RS & LTy
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JE :HLT RPS &7 —#77,  1SO 21090 : (RAEIESE|FHR - [FERASHAD /= 0> DIE L7
— XL T THESH TS, 221U AKeCTD VA0 ELED 1 N 75 Tl
ST S XML ZEF 72| TBIEZ R L, 8/T Ll THB L7z e 7 — % B2 5,

4.7 Hhig T DEEHA K

[l =& DI A R 1%, FEEICHET 2 EHERERIT 2 0 A THERKE 2R, &
HERIIFL L TEYa— L1 TSNS 2D, il Z & DFEH A ] THRY Hbit b,

EAEZ AN DI LI - A \CH eCTD V4.0 ELED 1 NOIERITLEE Tl 5755, %15
JHDELLRXML X > & — 3 (T BITIF 15 Th 5. LR XML X —2
FEETBICIE, [T DERLED S R SRR TH S,

[ =& DEXED 1 R 1ZICHESTRI D 0= 7% & TAFTE 3,

4.7.1 migEEDER

Hml & 72 X EEA OER EEABANL, HEIE-> TE A O [#l T L 3T A R IZFe#E S
NTN5

e application
0 subject.reviewProcedure
o reference.applicationReference
o holder.applicant 4% EFRITBITY v B 7 « Ay E—VOOIHEND, G
MItr v a 105143 2oL, )
o0 informationRecipient.territorial Authority
e submission
0 subject2.review
= subjectl.manufacturedProduct
= holder.applicant
= author.territorial Authority
= subject2.productCategory
= subject3.regulatoryStatus
0 subject3.mode
0 subjectd.regulatoryReviewTime
0 subject5.submissionGroup
e componentOf2.categoryEvent
0 component.categoryEvent
Wil F 7 12 FIZ TS FEAIERIC 5 £ S ZEE S0, [EH DFEFIR S L OFF
BEDEIHRNE O TlE, [ ZE DEREG T R &0 = &,

4.7.2 ICH B&5VE 3R

PAIFD 7 Z AFFEIL ICH eCTD v4.0 M HERA SN TWAD, HEEE F 721300 H1Y /HE XML £ v+
— VO NS DOHEEZEDOEHIN NI 53 EOTEEFRIIED Z &,

Ayt—y e Ny XHNOERIILLTOEY
e id
e creationTime
e interactionld
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processingCode

processingModeCode

acceptAckCode

sender.device.id

Q EREANDIEBEFE : CHODHEFEIIA v E—I250, b T7on—2r %
TorT B, BIEEEL L EEDEIL 0000 = Fy RF—v I Bl T SXMLEZE
FIZONTIZHE A v—T « Ny EOXMUEIE WD = b, Zh 6 DEERS
N BIHEZEFE L L OVBIEPXMLA > = Z EFNSHE, RIGEHICL VR X
Do

N =R A=V NOEBZILLTO®EY

e document
o0 referencedBy.Keyword

e submission
0 subjectl.regulatoryStatus

QB FERH~DREBEHE : "5 DEFER L NS L NFEHEPXML X > —2
ICEFNSHE RIGHICL VIR IS,

4.8 B ESh(ERTOER

HiE S A OEH 7 1 & RTKREOHPAN Th 5, HIREA O 7 0 23 TV F & £
NDMR, ZHHIZRS R0

o  WIFTRLEIE - MY )7 L HEEER OEEICET 2 HERN G ENn 5,

o HFFEEIOEHARH DT A 7Y A £ /L —Submission Unit, Submission 35 & T8 Application (=
BT 2 HAINEEND,

e Grouped Submission — #ilkiZ > THHI 7 m 8 AN B2 5720, ROV RELRDGE
238 %, Grouped Submission IZIZLA TO XL 92 b DR H 5,

o % Submission & B < BA—@> Submission Unit

0 1 2OOEENEIZELD Submission Unit NEE 5 (372, Submission Z &
12 1 -2 Submission Unit)

I F 7 (T EEE DR X B 7 7 XZo0 Tt [Hit =2 DERE 1
R 0= &,

5. THILE, 7274 IWVEREYOE L

XML A vE—U I CCEELEETIEODIMEAT 274V TEB LT 7 A LOfEIX, At
7 a Tt BT Dk A Ipftik & HLAINCAHE 5 R H B,

5.1 Submission Unit D{&&
Submission Unit Z 42 H 3 255 1XLL T OfEZEHT 5 -
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B 1: Submission Unit @ 7 # JL ¥ &
4 || regicnspecifiedfolder
4 || sequencenumber

|| sha256.txt
|| submissionunit.zxml

> g ml
, mi
S E

»0omd

. ma

It IE B 7 /14 (Region Specified Folder) [1XHUS/E = LIS LTV D, EIZ OV T
[k = & DFEETA R 25O &,

PR R B 7 4 /L% (Sequence Number Folder) O 7 # b X 4 133 X C oMK IZ BT
Submission Unit o 2 HE 5% 5 (Sequence Number) 23 £\ T 722 17 4LiE 72 5720, Sequence
Number D FEELOfEIE 999 72 X272 % (Submission Unit [Z#%0> Submission 258 £ 5 5413,
[k =& DFEEHTA R THMESRTLHZL) . B2 LN T7HAFIFUTOa T
VEEHD D,

e [submissionunitxml) &4 31T G472, 4 Submission Unit (2%t 7% ICH eCTD v4.0
XML Ay E—=228050 2 8, I FEEHFIAF—~ - 77 A VE2HEE LTI LR
W, VAO Tl util 7 A VA BARENZ /2D . XMLIZHFOA v 2T 7 gy « Ak —~
T 5, By var8lasBol b,

e XMLEeCTD A > A XA (submissionunitxml) OF = v 7% A% Tsha256.txt] &4 fHT
TTXARNT7ANMIEDDZE, ZOT XA NT 7 A VIRHEGEE S 7 A V2 (T
2B, XMLeCTD A » AZ VA L[A—DT 4 L7 hUA) IZEHDH T &,

o EVa—INI~SHDOT 4 Z L HEL Submission Unit iIZ& 5 a7y, a7z
IXLL T OBRIEH D

0 mMLO7 FNAREEL, FhEho [HilkZ L o3ED A R IcitH 2 L,

0 mM2~m5 D7 x/LAHEEIL, AETHIATHIEEIINEI 2L, BV ar b4k
Tt zzRoz &,

0 INHLDTFNAFIZEENTNELTRXTDT 7 A /LD T, XML A vE—
IR ENTnWahH Z L 12

0 VIHNZEE L7 7 A VEFHERET 0BT/ 13,

ELEZ A~ D EFIE - submissionunitxml 7 7 7 L/d, v3.22 TH O X »vtb—2" 77
/L (index, regional /5L CNSTF XML =7 7 7' L) DRE & 7] &<,

ELEE A~ DVEEFI - FFE Y G ~DIEHYIICTD & 22 — D& Zir 7 4 /05
DB TIN5, G527 41531 Z D000 = &,

1 RSO FISHC N TIL THIR S 2 DRI A R 2BBOZ L,
2 L,
13 IEJJ:O
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5.2 A RAl
eCTD v4.0 FZEETIT 7 # VX O RAINEE Sz, TV 2—/L 2~5 OFEfl7e 7 + VX s i
ANz oWTIE, B2 a1 28ROz L,

YT v a UTHRESI TV WA HANCBE T 28R Z2 L TFICRT

o TFNEXKETFANZKIHERAENDETIVT 7 Xy MI/NLFEOR TR TSHZ L,

o TRTOIZ 7 ANAIETANINT—EETDHIE, 77 ANFFEDLRIZ T HZ
ENFREINTWDEE, 74V T OBMBLELRDGERHDH 1,

o TRTDT77ANWIILET 2T 1O THNWLZ &,

o Ty ANMEETEHEHALTZ 7 AN T —~y hERT I L,

o HILNLDTHNFIZONTIE, fllxd [HIKZ & OFEET A N OFBIES =
B

5.2.1 fEATTREL 3
TRCOEET, 7N XERITT 7 A N4 I2O0T IETF @ Uniform Resource Locator (URL)
HANZHED (WU A RETRZ Y A7 ZR<) o BEFILT X THEHAETH D, FrESUFIER
DRITRLIZHDIZIRET D,

& 5 EATHLRBEXT
WECE B
$ RS, VG5

- AT Hyia
Ty —=RAaT, N TrHE—T
A, B—Xvya

+ 7T A

! R

' TARA a7 4 —HG| R
( feino Z

) Fihro Z

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

,.
A

[ AJBER XL F DR Y X (HGEE 77— X I/ e X F a5 de) 1200
Tl [Hl =8 DERED 1 P &0 = L,

5272 T7ANBELIXTHILTRLOES
T ANGETNTT ANV E 4 OR SHIRIZELT OHERIZHE D,

o EH (ThbbT7rANK) ORKE 64 F (WEFE2ET)

o T HNHLDEKE 64T

o NADEKE E1L VD74 VA 55T 180 XF

o JEABUEICU S Z & T, FEIFEDRIEICIN U T LMD 7 470 5358007 g PE N7

A TD TN T 4 S FEEEHE TE S, NADR I I3180 X FDHIRFE /21T 1% TE
D FIRE-E 2 5155 Hig & DK L7 7 4 /b X535 O 7 74 /45 1382 S 415
NETH S,

o Ty ANKPERET =3 F721F 4 30F

T ANGETZLTZT ANFTLOESIZOWVWTOEMT, [Tt nFEETA N 2Bz L,

14 IEJJ:O
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5.3 NRRAEDRAMERR - TF539T4X

NRALOHAITIE, ZANVFNRAT v a () TRULNTHES T 4 VZ - "2AESHT 5,
Bl z.1E Tm2/23-qos/introduction.pdf] &5 /A4 1%, submissionunit.xml =7 7 A /L% FEHE(Z L 7=4H
K727 7 A LB E T,

5.4 PEDIZ L]

FRRomARR L R2AGOBANZGES T2 5 2T, EBRDO 7 4+ VX HEE ORI EIC SV Tt
syarvill e THIRZ L 0FET A R OB 2L, RORIZEY 22—V 306217,
H2:ESa—IL30D 7+ ILFREEN

4 ) m3
32-app
32-prod
32-reg
32-sub
33-Iit

Va2 — L 2~5 DFEE 7 A VA BERBIZOWTIEE Y a2 10520 BB = L,

qa JE L HIBEE G D T 4 L SIS, T LN FE R D T L E RS o TILR B (D
FE D, 6 L~Nngt 2 SANFIEEITEN TER0)

ABEIZHE 5 = & T, 1909660 THE S AZHIIRES 282 T L FE 5 IEkkZ AT
&5, EFo FEEEFLITZIESED T 74k« T L2 NS, BB T s
BT E b AREIC B,

5.5 7274 IER

eCTD V4.0 A v E—UTliE, 77 ANERITFESNL TV, HEETFT —22a0bbwd

BHIZHOWT, AR 7 7 A ABERICHOWTIE., THIRZ L 0EEN A4 N #BBO - L,

&) HNCHBROE S 7 7 A DRI O T [BFETF « 77 =hm « FF
e 2 X2~ @CTD) ICEZ03EF 7 71 /LT #2752 &,

5.6 FzvOYL

eCTD v4.0 XML A vt&—U2iE, 93T D document.text.integrityCheck ZHIZxfInT 5 F = v 7
P ANEEND, SHA256 T = v 7 « 7L Y XAIZHES T, FiiE Submission Unit ™ document
BPRTEREINDIET 7ANVICKINT 2F = 7V L E2BGT 52 &,

Fxv 7V LAOHNELITIZRT

e XML #vb—VTHHENEZF v 7V aE, ZEMATLATHRESNZF = v 7Y
DEHBT D2 T KT 7 ANOERERIETE 5.,
o FxvsHrEMALT, HERYBICHT 2 BHMORERICT 7 A VBPEESHTH
RNZ EEREETE D,
5.7 ER7—h47T

FEAET —HA 7 L1, 1 2DOT —h A TIBIMSINTZT 7 ANVDEE T D, 7T —0A 7 & JEHE
THZET, 7—HAT 774 (Zip 77 AV, targz 7 7 A V72 E) OV A XHHE/N ST
W5, EVa— /N 2~5 TRINT 23T UMY — A 73> TR B 7RUY,
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6. arvkOo—NLEF-RExxTS5Y

v a 42 THRRZEY . eCTDVAO A v —VDOEREEFIZIZ=Z ba— L R« REy 7TV
DB SN S, WOYT7E®7 3 Tlid, eCTD v40 X v E—YDIERIER SN S =2
=L R RmFr 7T VIZONWTHGT D, 2 br— L R "X v 77 VITEEOEENH
Hleo, LFCliEayr 7oy 288 2HKBICEN G 25557 %5, ICH eCTD v4.0 [EA D HEE,
ThHROLICHRERLE-a e — L R - ARXxy 77V 52T 32611077,

e EHENDEEFIE : 22 fa—/ N NF 77 U/ genericode 7 77 b X7
L Fo— b7 7 LDl IS 1.3, \CH 35 0 N 3 P95 = — ] U X
/\/j—g%é‘/%/\oyéﬂ—r‘/w-(-}%_(-géo

ICH /713 AT 2% T9ar ha—L R« RExYy 77 V13" —a VEBHOXIS L
Dy %a—RUARMNIED B TENTZ0IDIZFDONR—V g v BEEET, Axyvy 77 28#H
THBRCIX, WY NN—T g VERMT S L, AFEEFHOGEMICOWTIEE g 35 25
Moz L,

6.1 ICH AET Da bA—ILE - BE¥ TS5

ICH M8 7 eCTD V4.0 MIFICHE L= ha—/L R« RE¥x vy 77 U RLL TR L, HEEORE
TR BRI RO AT A AT, ICH 2 b —L R« ARE¥ ¥ 77 VL9 _T eCTD v4.0 24
Ny r—IZEE S 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 flilZxfiind 52— K« v M&ZIRET
B, ZHUL CTD#EYE (BARMICIZTEY 22—/ 2~5) [CBITARHE LICHEY T 5,

147 FlEEZ: Context of Use A+ 77 U DR VX MZOWTiE, [l &F D%
L R FREDZ L,

e eCTD V4.0 -Keyword =— K : 2> ha—/L R « R¥ v 77 U & FF> Keyword OFESE (H)
Wt B GaRRE. BIHL RHRORER L) IZoW T, DAY 2 — REEET 2,

1/ Al pE 2 Keyword Definition A5+ =77 U D552 ) X MZOWTid,  [Hilk = x
DEREL 1 ] #ZHDZ &,

e eCTD v4.0 — Keyword Definition =— K : keywordDefinition CTE# =415 Keyword DFE%H
(R A, FEE, @ISE, CEOME, Z7V—7 « XA ML d) 1IkhET %
keyword = — RAFRET 5, 1E: FEENEFET D Keyword Definition D JEMEDEIZ DU
Tk, BZ7 v 36522 &, Keyword Definition DFEFEIZ SOV CliE, FEEE Xy r—
vHoarytr— K- RKXxxT7 7Y - 2AF Ly RU—FEZROZ L,

147 Al pE 2 Keyword Definition 55+ 77 U DD 5270 U X M2 T, [H
B =k DERELD 1 N #ZHDZ L,

e eCTD v4.0 - Media Types : FFEDLED 7 7 A VEXREZRTET 5, ZOEMERIT, =
T NI LTI e LB A RTRE & T AT o e A ARE & 72 B,

1/ Al pEZ Media Types i F + 77 U DE£0 U X MZOup Tl [ = F D%
S N (N
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6.2

ZEARET Ha bA—ILF - RBE¥x¥ TS5

eCTD v4.0 HICH M THE SN2 ba—L F « R¥ ¥ 77 U ZLLFIZRT, codeSystem J&

PRI,

[k = & D34S A R CTERINDK&=2— R - &y MIKIST 5 OID 227 5,
eCTD v4.0 — Application =— R
1 /1 7] EE 722 Application A+ 77 U DsER2 U X MO Tt [Hit 2 F DFERE
A F] 20 &,
eCTD v4.0 — Application Reference Reason == — |
1& /7 77 EE 7 Application Reference Reason A~ ++ 77 U D 554/0 1 X MZ20 T,
Tl =8 DERY 1 R #ZBD = F,
eCTD v4.0 - Category Event = — |
/1 Al gEZ: Category Event A+ 77 U D5ERR Y X MZOW Tty [Hil#EZ 2 o
FHEGA R 220 &,
eCTD v4.0 - Contact Party = — K
/1 7l gEZ: Contact Party A=F + 77 U DR U X MO T, [H#ilZF
DEREGL P MO L,
eCTD v4.0 - Contextof Use =— K : CTD #iEIZHBIT A A M L2 RT a— R -y NEEE
T 5, ZOa— RZHIORH S/ Lo THRESNS (BERIEEY 2—11)
&/ ATHEZ: Context of Use 5F + 77 U DE2 70 U R MZD0TiL,  [Hig =& D%
XA ] ESEDZ L,

eCTD v4.0 - Keyword =— R : 22> hr—/L K « RF¥ v 7 7 U & Ff-> Keyword DFEFHIZ D
W, ZOfEZRT 2 — RERET S, Z0Oa— Rid, HugkoBH Y /I X - GEINE
ESNDHENH D,

&/ AT BEZe Keyword A+ 77 U D587 U X MCOWD T, [Hit =k DFELEY
1 R] FHEDZ L,
eCTD v4.0 — Keyword Definition == — K~ : Husk OB 24 /2 L > THE &7z Keyword OFf
xS T 5 Keyword =— REFRET 5,
1/ 7] EE 22 Keyword Definition A+ 77 U DSER2 U X 2O Tt [HitkE =~
DEREL 1 ] #ZHDZ &,
eCTD v4.0 - Ingredient Role =— R
1/ 7l EEZ2 Ingredient Role 2 — N« b+ 77 U DERL U X MO Tt [H
W= EDERED S N #HE0= L,

eCTD v4.0 — Manufactured Product = — K
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1/ Al EEZ Manufactured Product &5 + 77 U D527 U X MZDu0 Tty [HIE
EDELEGS P &ZHDZ &,

eCTD v4.0 — Media Types
1/ ATREZ Media Types hF + 77 U DSELR Y X M2 TlE, [T S D%
A ] EEEOZ L,

eCTD v4.0 - Mode == — K
&/ ATREZL Mode 5 F + 77 U DE£/0 ) X MIZOW T, [Hil ZE DERELD 1
F] &0 &,

eCTD v4.0 - Place == — F
] FTEZ Place 2hF + 77 U DIERL Y X MZOWTIE,  [Hillh 2 & DELED T
F] 20 = &,

eCTD v4.0 - Product Category == — K
& /7] AJHE 72 Product Category A5+ 77 U D520 U X MEou Tid, [t =&
DELEYGA N #ZHDZ &,

eCTD v4.0 — Regulatory Status =— [
& /H A gE 2> Regulatory Status A + 7" 7 U DsE£2 U X MO Tld,  [HilE="E
DEREGL F] #ZHDZ L,

eCTD v4.0 — Regulatory Review Time =— R
1& /7] 7] 5E 7 Regulatory Review Time A + 7' F U D520 U X MZOW Tl [Hitk
TEDELEG L F] D &,

eCTD v4.0 — Review Procedure =— R
1% /1 7] GE 72 Review Procedure A + 77 UV DEE£2 U X MZO0TiE,  [HiE = x
DELEL A P XD Z &,

eCTD v4.0 — Submission == — K

1/ A FEZ2 Submission A+ 77 U DsERe T X MO Tt [ =" DFELRE
AR DL, EFE BT B X =D DN F 7T
(O, 2921051212 =MD = 2,

eCTD v4.0 — Submission Unit = — K

1/ 5[ gE 2 Submission Unit A F+ 7°F U DSERR U X MZOW T, [HilZ > o
FERD S N ERHED L, EE BTV BT e X =TT S A F
T Z VIO TIFE L 292105422 D= F

eCTD v4.0 — Substance == — K
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6.3

& /7] B GEZC Substance T F + 77 U DIERLR VX MZOWDTid, [t Z"E DFEREY
1 N EEEDZ L,
eCTD v4.0 — Territorial Authority Role =— |
& /1 7 pE 72 Territorial Authority Role =z— A« A+ 77 VD22 Y
R MZONTIE, [ S E DEREY 1 F] #SH0 = &,
eCTD v4.0 — Territorial =— K

1 A RE Territorial = — R« NF 4 77 UDSERLR Y X MOV TIE,  [HET
EDERELG S P D= L,

HL? AET Sav kO—IL R -R¥x ¥y TS5

HL? HE L7z ha—/Lb R« RE¥ 7 Z U EZLUFIOR L, HREOMEZRFH & SEER O A
T

6.4

HL7 Document Type = — K : Z DR F ¥ 7 7 UL HL7 Version 3fEHETHE I THY |
XML X v t—YNT—EDOEFED typeCode B HTE 5, Zh b a— R, XML
AF —< THREIN TRV typeCode BHED A THE L 725, XML A »E—T 0
typeCode J&£IZ codeSystem OID (T2 0 Y, 1 ZASIXEEIETH Y . typeCode D5
ENVERFERIZONWTIARAEDE Y >3 82 TR,

HL7 Status =— K : ZDOR ¥+ 7 7 U HL7 Version SEHETHE SN TEY . XML A »
T — VN THESR D statusCode BRI HTE S, ZNHDOEIZXML X v E—T D
statusCode.code (Zf#ifi9-% = &, Status Code (Z codeSystem OID [T 44 F 72\, {E : Status =2
— RTIEHLT BELWICHIZ L s THESNfEOAEFEHTx 5,

HL7 Update Mode =— K : Z®OARF ¥ 77 U iX HL7 Version 3 IEHETHESNTEY
XML A vt—YHNTEMERO updateMode EBIEICHEH TS, b0 a— Rk
updateMode JEMETHEL L 70 %, AF—~ (Tl ST, updateMode % A2 & 4 5 4525
TOMH ATREZ2E &2 ARFEHIZ/RT, Update Mode (ZBIT 2 FEMIC DWW Tk, 7 v a v
8223 %2ZMD L,

FEREZ~DIEEFHIE  HLT RPS [ZifE s T EE Xh S a2 pr— N iF 7
ZUIE, S RTA[EEEAREICT S 6D TH Y, > XTADLSZ 7 ¢ /b » 2—
P g H =74 X GUI) IZHEREHZTTEHEE L TLT L bRETHS &
(F0 2 7220, GUI IS/ BTG 20— REMD 2L SICHEET S &, th Vi,

B2 703 [Hit =& DFELRELD 1 P TIHEE L7 Has T EFFICE L7 b D&
75 =L,

NEPEAENRET Dar brO—ILK - R TS5

FOMDOFHIEIZ L > THESHZ (T7205 ICH, 4 ICH #ifilk, F7/21XHL7 23VFFLL Tuvny)
aybe—L R - R"Xx 7TV ELFIRL, YEEIK, HEEOMBERPA, FEMERO AT

A

15 i FHETRE 701, HLY Version 3RPS R2 fEH#E D BEFE|C L > TH /2 A, ICH eCTD v4.0 EHED 4L

[ANGEN

genericode 7 7 A VI XA T Ly Ry —h « 7 A LV a2BHMOZ &,
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o [EBMEHEALHIA (1ISO) -2 XFOFFHEI—F @ ZHUISFEICH L THRES N 2 XF0
a— KT, ISOB3IEHETHEIN TS, ZORF Y77 Ui text@language J&M: D E
HIEHEND,

o ISOEz—F-2XFOEa—F: ZHIXISO3166-1 FEHETHESIN TWAE2— RThH
50

6.5 EEENERTHRFYTSY

K7 varo bty 7 T, EENBIOEEFRTHIFICO DBREO —BMEEHERT 5720,
BEEDERT DML XML EHREIZEID Y TOERDO BT A X A md, BEEVPER
DAL T N TSR ThR/ANROITFH L L, AERLRERE SN TE L1222 L,
HEEBEPERT DML FED FRIZRVD, RV =V OFRIRNT A—F 2B R 556 13E
DN BB ENH D (MBI E > TERRLILGENH D) .

6.5.1 Keyword Definitions
EEENEHET IRy 77U (BIRHITIE keywordDefinitions.value.item.code) DA, A v
— 1% code 3 L O codeSystem fEZ M &5, HEEZIXZNOOMEIZIMA OEID Y TEHEHL
THEv, Fo, HiEHEITEZ 2 451 TRLZ OID BV S CTAFEALTH KW, %9 L
HEIUTHE D BT\, 2O OIDEN Y TaMEHT 2856, HINMRERERS 5720, ED
FEOOID #MHALTH LV, ZIEHIFZZINSDOEE 1 >0 Application D CEAT 5, Lzn
T, H5% Application N T keyword =— REOM IR L CEESORMENH > T2 b 70,
FERE~DIEEFIE : 724 Application (Bl : 27— (LS H55) THRIGEDE
T BHF T 77 VDEHEET SE T VT 6EL LD, TDHE, 7
Application /4 T Context of Use Keyword & L TOSFHKDEH & @i b 75 72612,
##¢ Application /27 T Keyword Definition & & 2875 = & BHES 15, 20 T
12, [Hl s DERED 1 N # Mo F,

7. ICHECTD V4.0 XML R ¥—7%

7.1 a7 - AF¥—%

a7 « A% —<[TICHeCTDVAOXML A ¥ —~ DM CTH D, a7 « AFx—<|[THESB I
WS, AHHEZBHERC ICH eCTD v4.0 A X —~ O CRIHENIZZRB EN 5,

7.1.1 InfrastructureRoot-r2
ZDAF—<L, MOTRTOAF—<IZEENDITXNTOERBICY CLE LFMEEZERT D,

E o REETA FTIE, ZOAF—DHEZIZHOWTIHEBERY EiF7zu,

7.1.2 is0-21090h17-r2_datatypes

SOAF—wE, BH#EEOERICHN SN 150-21000 F— X M AIEET S, 0T 7 A
A% —< A TO 150-21000 7 — 2 MOMR A ER L THY . A2 TTART I F v - b— | -
X%%V@Epﬁcélihéo

o ARFEEHA RTIE, ZORAF—DERIZOWTUIERERY LT 7220,

7.1.3 Voc-r2

ZDOAF—< L, EEHRICEENSERXYy 7TV DHEAEZIEET S, 2Tl eCTD v4.0
XML A% —< THREEITRE SN TVWATRTORIT Yy 77 U NEEND,

E o REETA FTIE, ZOAF—DHEBIZHOWTIRERERY EiF7Ru,
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7.2 eCTDV 4.0 R ¥—%

eCTD V4.0 AFX—=<I, A X T 7 a3 A vbe—URICSHEN D AT —~ TSI
%, B#T % eCTDVAO AX—~ A2 KLV g SRT,

7.2.1 eCTDV4.0AM 2325930 - R¥—7

AU HBT I ay s Ax—<ITE, 5887 XML X v —VICnER 3 S ORESR, +74bb

AV ETI7vay s Ax—~, BT v/ — s AFx—< BI®artrg—L T 7 b AF—

~REEND,

7.21.1 Submission Unit Sent (PORP_INO00001UV.xsd)Submission Unit /&
(PORP_INOO0OOO1UV.xsd)

ZDOAX—=L, FEE D ZIEE ~ submission unit ZEETH7ZOICTRTD eCTD v4.0 1

27 varyCHERIND, TOAX—<TA vV ThbbIELXfa— K+ AF%—

~ EWEHDIRIET v R—EIEET D,

7.2.1.2 Transmission Wrapper (MCCl_MT0001000UV01.xsd) &z S v/ v—
(MCCI_MT0001000UV01.xsd)

ZDOAF—=(F, TXTD eCTD v4.0 A vt — y*ﬂ%@%i?yﬂ~%ﬁﬁﬁéoﬁﬁﬁk§

FEHEICHETLIERERIEL, & v -V OMRIGE Z REIZT 5,

o ARFEDA FTIE, ZORAXF—~OUEABEFEOL AT T D, WAHEBERIZHOWTTEZ Ve

Y8lxaBMDZ L,

7.2.1.3 Iy kra—)-Foh,+5ys/¥— (MCAI_MT700201UV01.xsd)

ZDOAF =L, EETHAYE—VOMNIH— A X e arba—b T NEEET D,

7.2.2 eCTDVAORAA—F - X¥—7

7.2.2.1 N O—FR - X yt—2F PORP_MT000001UV01.xsd)

ZDAF—<L eCTD v4.0 DILHETH VY . eCTD V4.0 DT X TOMHBERNGFEND, TDAF
—<iX, IEFTRET FNET N AF - B A v VERAFT—< e L fiak Lzl
EHDAX—~EBRT 5, BREDAF—<ZOVWTIIAETHH LRV, £7-, FBEENZ
NODAF—<IZHEET 7 EATHI EHR0,

8. ECTDVAOXML A wt—T

eCTDVAO XML A v —IF, A7 v a ry TEREIN TS LY L DA THER SN D,
ZZTliX, CTD DF Y 2—/L 2~5 THLEREREFZ O Z Y T 5,

8.1 Pyt—C o Ays

A=« Ny XOERICIE, BEHELEZEEOHTCICLE R —HOBERIZNZ, A vE—
VERGIZ W ICH B8 KOs 0 F23E T A KON~V g UIERBEEND,

8.1.1 B> 7L XML

RO XMLAZ, AF—~IZfo TA v —VERAELT D720 DULHERE LORMEZ <1,

ReAyvE—D - AvEFD XML 181

<PORP_INO00001UV ITSVersion="XML_1.0" xmIns="urn:hl7-org:v3"
xmlns:xsi="http://www.w3.0rg/2001/XMLSchema-instance" xsi:schemalLocation="urn:hl7-org:v3
PORP_IN000001UV .xsd ">
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<id/>
<creationTime/> [

<interactionld/>
<processingCode/>
<processingModeCode/>
<acceptAckCode/>
<receiver>
<device classCode="DEV" determinerCode="INSTANCE"> ™
<Id><'t e dentifier o receiver.device.id (&
</id>| em roo identifierName - 252-812)
</device> _ ~
</receiver>
<sender> ~
<device classCode="DEV" determinerCode="INSTANCE"> sender.device.id (&
<ld/> ~| 7272812
</device>
</sender> _

INOLOEHIT, T TRLELIICELT .
rma—U 7 AT TRT I,

~

~

8.1.2 WAER
AF—<2iE, LT ZE0R/NEOEHRE v MRV ETHD -
e ITSVersion : XML _10] ZHETHZ &,
e xmins: lurn:hl7-org:v3) Z45ET D Z &,
e xmins:xsi : [http://www.w3.0rg/2001/XMLSchema-instance] ZfgE+ 25 Z &,
e xsi:schemaLocation : fx#HT DA > X T 7 a « Ax—~< - 77 A )b
(xsi:schemaLocation="urn:hl7-org:v3 PORP_IN000001UV.xsd") ZZ&[4 52 &,
e receiver@typeCode : [EEfE RCV] #H D, A vE—TIZEDDHLEILR,
e receiver.device@classCode : DEV| Z48ET 52 &,
e receiver.device@determinerCode : [INSTANCE] Zf8ET5HZ &,
o UUTOFl#HAGT 2 o0 iditem BHEE2EGHHZ L
o receiver.device.id.item@root : A v & —UVERRIC WA S 4 R E 70T [HEg
TEDFEEIA ] ©OID EZIEET D,
o receiver.device.id.item@identifierName : A v & —U/ERRICH W ARSEE T 4 RE7-
X THUIR S & DRETA R ONR—D g VERERIEET D, T Y RITARBVEM
ZEA L2,
e sender@typeCode : [EEfE [SND| Z# 6D, A v E—IICHEDDLLETR,
e sender.device@classCode : [DEV] Z4RETHZ &,
e sender.device@determinerCode : TINSTANCE| #{5E4 52 &,

8.1.2.1 XML D4y

DITIZ, Avt—3 « A FIZEEND id BEFEOXMLFIZRT, receiver.device.id BT FEEH A R
D= a3 EREZLTND

<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—F: Ayte—
WIZ77 3 eCTDVA.O XML £ vt — OfERkZEFE 1%, HL7 Version 3 RPS Release 2 Normative standard

SN TWD, FERICETHERITENZIVEBIOE 7 v a ANORENTED, XML A%
—< DX DI AN THEEITIT o TR0,

8.2.1 A ytE—CEEYOBER

UTOMIZ, Ay E—VICGENLEERIPENEOEZ R, MADOKERIT A~ 17—
FeRXytE—UTHWOND,
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H 3R ERDOBEETIL

= F Submission Unit—1eCTD ¥
Submission Unit —HoR

Priority Number — Context of
Category Event e
ﬂ Use DERTRIERF

Context of Use—CTD RH L

Priority Mumber

Context of Use

Document Reference — CTD

RHLELEEMITEND
—n Document Reference Document 589 %

Context of Use Keyword —
1 Keyward CTD RH LEETDREMD

&R
—ﬂ Related Context of Use
Related Context of Use — &

BAREGHBEDREY
ESRID

Sequence Number — eCTD *
vE—DIHEEINEES

Sequence Number

4 Submission

Submission — B # FE 1= (X418
# D submission Unit A 54§
RSN BiRG1EE

Application - B F f=£4E
g Application D Submission M HER S
— NEFHREMTHY ., #D
Mrothig Tk, B
Application Z4E 9 %

Document - X E(ZE9 %
MERE LV T+ LT
ENOEMISHEZET
Keyword Definition — 3% {5 &
MNEZT B Keyword Zizfit
EX)

Category Event— > —%4 >
ADRAEIZKT B HHNER

10

INRR Keyword Definition

=

[ —
. =

e
[

8.2.2 RAO—F2RICETI2EREE
v 7 ay 823 ICEHHONA B— R A vb—JICEENDRERICHONT, UTEEETS
N

8.2.2.1 CEAEE

XML A v =D m— REefaT 57201213, LTOREDRLETHD -
e controlActProcess@classcode : [ACTN| ZfEETHZ &,
e conrtolActProcess@moodCode : [EVN| Zf5ET52 &,
e controlActProcess.subject@typecode : SUBJ] #fgET 5 &,

8.2.2.2 BEE

XML DAFX—<(L, AvE—VICEENIERBCEHL T —FEBREZH L2V, KEOT
A RTAE, AvE—VICEETNIEROEELM 27T, ZEENELELZEEL LTV
ATH-oTH (T2bb, 0.1 £721% 0.%) | HESNRHICE > THRAELRDIGEND D,
HESNESMELELETE VY TONEZEELEETDH L,
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8.2.2.3 Update Mode

eCTD XML A vE—YWNOEAOT — FHEIZIE, LT Submission Unit (Zxt4 248 23K
updateMode % & % Z &, updateMode 2B/ KT — X Bk % Update Mode 73 FIREZR 7 — & 22
FDOEITRT, 728, updateMode HFHE I BTN U THEFNA L BET HHBICOMETT 5
e, fEEEESNDIZEICERETAZ L, BHBEE L 2WT —Z EFRITHOWTIL, Update
Mode IZfEH L7220,

8.2.3 XML A vt—0EE

WDFRIZ eCTD v4.0 XML OFfifEE (T72bb, XMfe—R-- A vykE—Y) & XML AF¥—~
DT RCOEFRE T, ZORT, Y EIZE £ 5 controlActProcess,  submissionUnit,
submission 33 X O~ application D ZE THERR STV 5,

MEHLOTFA b« By 7 ZTERZAT L, BRI DMERRFRIiZ R~ 720ic, 2k
ELTAE (BB THHEL, B2 v a rFoaid) £703 TR oRE&m 1 B (F
M AT, HEA OB THDH Z & 2RT) ZRildT D,
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7. VA0 XML A vE—THEE
XMLAEE

eCTD V4.0 IZ~3A 2 — K XML A v &—® controlActProcess 7> 5 Bila4 %,

(7322821 O@EY THY . submissionUnit EZEDORNZEH SN 5,

WHE ST B

<controlActProcess classCode="ACTN" moodCode="EVN">
<subject typeCode="SUBJ">

submissionUnit 2321213, LL T @ Context of Use 3 & D BN S END -

e component.contextOfUse
o primarylnformationRecipient.Territorial Authority
o replacementOf.relatedContextOfUse
0 derivedFrom.documentReference
0 subjectOf.submissionReference
o referencedBy.keyword
o RFETA FIX IO OERNTRTRBEI N TN D DT TiEAu,
[k =L DFENA K] B3RO L,

FEAZ OV T,

<submissionUnit>

:::(g;eb submissionUnit (Z223.2-8.24) B LW
<statusCode/>
<component> }[ . P . ) ]
<priorityNumber value=""/> priorityNumber (&2 >-32-825
<contextOfUse>
<id/> [ / R ) ]
<code/> contextOfUse (&2 >-3.-8.2.6
<statusCode/>
<primaryInformationRecipient> ™\
<territorial Authority>
<gov<eir('jr}g1 gAuthority> primarylnformationRecipient.terr
<name/> itorial Authority
</governingAuthority> it & & DFIET A NS
<[territorial Authority>
</primaryInformationRecipient> _“/
<replacementOf typeCode="RPLC"S™
N
<re|‘z[i%(;§ ontextOfUse> . [ replacementOf.relatedContextOfU
</relatedContextOfUse> se (2732827)
</replacementOf> _ g
<derivedFrom> ™ p N
<docqmentReference> derivedFrom.documentReference
sid7> | (#rsa2828)
</documentReference> il
</derivedFrom> _ ~ g
<subjectOf> ™ - ~
<submissionReference> submissionReference
<id><item/></id> — - RSN
</submissionReference> L Ml = & DFAH A KB )
</subjectOf> _
<referencedBy typeCode="REFR"> ™
<keyword> % N
<code/> | keyword (&2 =z2-829)
</keyword> S g
</referencedBy> -
</contextOfUse>
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</component>

XML D Z D& 7 2 5 1% submission & OFREICBIRT 5, Submission D12 < ZEF TR
DY
e sequenceNumber (submissionUnit & Submission O BfRZ RTHFE 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 subjectd.regulatoryReviewTime
e subject5.submissionGroup
o REETA NIZIN D DOERENRT N TERBMI N TV DL DIT TR, FEMIZ OV TR
[k =L D FEHA R 2SO L,

<componentOfl1> .
<gequenceNumber/>}[ sequenceNumber.submission (&2 2 .>-8.2.12) 7235@]

<submission>
<id/> }[ submission sk = & DUAAEH A |5 ]
<code/>
<callBackContact> BN
<contactParty>
<id/>
<code/>
<statusCode/>
<contactPerson>
<name/>
<asAgent> . callBackContact
<representedOrganization> il = L DIFEIET A B
<id/>
<name/>
</representedOrganization>
</asAgent>
</contactPerson>
</contactParty>
</callBackContact>
<subjectl>
<regulatoryStatus> regulatoryStatus
<code/> > ICH eCTD v4.0 324> 5 1%
</regulatoryStatus> [29%
</subjectl> _/ /
<subject2>

<review> ) h
<id/> review

<statusCode/> Hlk & L DFETA B
<effectiveTime/> J
<subject1>
<manufacturedProduct>
<ma2ufactt;iedProduct> manufacturedProduct
name N JOURNNE N
Hugeg = & Sk 2P
</manufacturedProduct> I = & DFZTTA
</manufacturedProduct>
</subject1>

_
=
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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>
<subject5>
<submissionGroup>
<id/>
</submissionGroup>
</subject5>

Yy

p
review.holder
il = & DFEEET A REH
.

( N
review.territorial Authority

L il =L DRIET A NS

J
e )
productCategory
it = & DFEAET A RS
(. J
regulatoryStatus
Ml & & DFELET A RS
mode
il =& DFEIET A RBH
( . . N\
regulatoryReviewTime
il =& DFEIET A RE M
\_ _/
4 . A
submissionGroup
\ﬂﬁik@%ﬁﬁ%Fﬁ% )

XML #1E

XML ® Z D& 7 2 = > Tl application ZE A f5E 9 5, Application &7 < = 12i%, BLTFO

BWHRELDBBMENGEND -
holder.applicant
informationRecipient.territorial Authority
subject.reviewProcedure
reference.applicationReference
component.document
referencedBy.keywordDefinition

<componentOf>
<application>
<id>
<item/>
</id>
<code/>
<holder>
<applicant>

<sponsorOrganization>

<id></id>

<name></name>
</sponsorOrganization>

</applicant>

</holder>

_
™

application (&2 > 72
8.2.14) B X UMK = &L D%
EHA RHR

holder.applicant
il =& DFEIET A B

_/
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<informationRecipient> TN
<territorial Authority>
<governingAuthority>

<id/>
<name/> >

</governingAuthority>
</territorial Authority>
</informationRecipient> 7
<subject>
<reviewProcedure>
<code/>
</reviewProcedure>
</subject>
<reference>
<applicationReference>
<id/>
</applicationReference>
</reference>
<component>
<document>
<id/>
<title/>

-
document (&2
728215 <<

2 PR <reference/>
- / <integrityCheck/>
— <[text>
/ N <referencedBy typeCode="REFR">
keyword <keyword>
ICHeCTDv4.0 3 << <code/>
0 B RS </keyword>
- — </referencedBy>
</document>
</component>
(<referencedBy>
<keywordDefinition>
<code/>
<statusCode/>
keywordDefinitio <value>
n (ezzar << <item code="" codeSystem="">
8.2.18) &M <displayName/>
</item>
</value>
</keywordDefinition>
\</referencedBy>
</application>
</componentOf>
</submission>
</componentOf1>

informationRecipient.territoria
IAuthority
Hidk & & DRIET A NS

reviewProcedure
Huilk = & OFEET A RBHR

applicationReference
IR = L DRIET A FHR

<text integrityCheckAlgorithm="" mediaType="" language=""">

LLT13eCTD VA0 A v — Y OBEERERITKIST HERDOK T X 7T %, Submission Unit
dCategory EventiE, SubmissionlZxiixd"5#& T 4 27, componentOf2.categoryEvent (35 & O

7 717 = Y component.categoryEvent) D% AIZH 5,
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<componentOf2> RN
<categoryEvent>
<code/>
<component>
<categoryEvent> > subject.categoryEvent
<code/> ik = & DI A RS
</categoryEvent>
</component>
</categoryEvent>
</componentOf2> 7
</submissionUnit>
</subject>
</control ActProcess>
</PORP_IN000001UV>

AKtr s arOF_XTOBHRIL, AF—~NTeCTDv4.0 XML ORERL B3 A3 B 2 JIEE THRERY
IhTnab,

8.2.4 Submission Unit

Submission Unit (%, 1 [FIDOE(E THHIRY /i~ S b CEOHEATH S, submissionUnit (3,
1 ODOMMSZ L7 eCTD v4.0 XML A v &—IZBT A 1E#EZ R~ L TW\5b, 2% Y, Submission Unit
IZ1EIC 1O T EETE S,

7% - submissionUnit ZZE /77 X T DF =2 — I S5, HIEB DZELEIZ S0
T, [ ZE DERLD L N &S0 &,

8.2.4.1 XML LDEE
XML A v &— 0 submissionUnit B3 IR D L 9 ICEET S :

e controlActProcess >> subject >> submissionUnit
XML OFEIR FIEIZONTIE, R T VA0 XML A v — a2 SO = &,

8.2.4.2 XML ZEF

W DT, submissionUnit 32 THLEER T R TCO XMLEEZB L OVEMEEZR L, Bl rsnd 5
LA A,

Q classCode & moodCode /#eCTD V4.0 XML X & — 2 T/ ZTh 5, classCode /7
/ACT/ , moodCode /& /EVN/ (Z/EE S TS, 746 DFEFEIZHDOMER & Fi
SHEE, FDXML X > t— )L X F— (T L TR TR,

submissionUnit 232 |2 FH S A SAFITLL T 0@y
e submissionUnit EHE I A v E—NIZ 1 OFITHEETE 5,

82421 submissionUnit.id
B3R B L EE EDR L)

ﬁ?/ ]%/ 5
id [1.1] KERIZ, AvE—VTEESNRD
Submission Unit # — & (235172 =
YTTHERTHD,
root [1.1] %72 UUID | id 23R O root JEMEIE,
submissionUnit Z3& D 7 1w — /31—
BT i 5,
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FEMFR
ESH R

8.24.2.2

B

id@root (ZMHDBIETH 5,

Dt
&

id@root I L9 T® submissionUnit BEIZk L T—ETHDH I &,

eCTD v4.0 CAREZRJBMEIZLL T 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
o id@xsi:type

submissionUnit.code

code

TEHHIH code
EHHRY

submissionUnit = — N2>\ T,

[1..1] ABEF X Submission Unit @ =2
TV EERTLA—FDasT
TEIETH D,
code [1.1] T XA b KEMIZa—FEMETH Y, Hill
2= N =S 7 N )
regional_sub_un | (2553 T submissionUnit ® = >~
it type 128 | T - XA TERIEETHHE
(original 72 &) Th 5,
[l = & o
FHETT A K]
2
codeSystem [1..1] %472 OID | codeSystem JEMiX = b —/L
ReRFr 7TV « VAT L—
SRR 280 2 ET 2,
ABEEOEIZT=Z— R -« VAT AT
Bk S72 OID TR TR 5
7200,

& codeSystem EMEITMNHATH 5,

[l = L pFEET A K] 2ROz L,
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B3R

BRIV B

SEE

eCTD v4.0 TARELHSE & BIEIFLL T oy,

code.displayName

code.originalText
code.translation
code.source

code@codeSystemName
code@codeSystemVersion
code@codingRationale

code@controlInformationExtension
code@controllnformationRoot

code@flavorld
code@id
code@nullFlavor

code@updateMode
code@validTimeHigh
code@validTimeLow

code@valueSet

code@valueSetVersion

code@xsi:type

A
77

8.2.4.2.3 submissionUnit.title

title

[0..1]

ARERIIEEEREDOLTFHD =2
T EETH Y . Submission
Unitozt o7 Y Z a4 %,

value

[0..1]

TF¥A K

ERETRED
pall

Presubmission
&

AJEMET title 2232 @ value BIET
&Y . Submission Unit z &84 %
FHINEETRET .

EMFER

title IMEEREDHEEZTH D,

ES R

title IZEEZNIEE L-ETH Y . Submission Unit ® BRI Z AT HHDTH 5,
AEHZB L OVBMEMIIFEEY /I L > TEREIND O TIEAR Y, B HOWT
WX T e pFEEH A K] 2B 52 &,
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B3R B SEE fEDTd A

4 B
BRIV R 1E eCTD v4.0 CTAREAREHR L JRIEIZLL T O#E Y,
o title.data
o title.xml

o title.reference

o title.integrityCheck

o title.thumbnail

e title.description

e title.translation

o title@charset

o title@compression

e title@controlinformationExtension
o title@controlInformationRoot
o title@flavorld

e title@language

o title@integrityCheckAlgorithm
e title@nullFlavor

o title@mediaType

o title@updateMode

e title@validTimeHigh

o title@validTimeLow

o title@xsi:type

8.2.4.2.4 submissionUnit.statusCode
EH R SEE L7
75

statusCode [0.1] AL, Submission Unit D{RHE

BT arrrEZETHD,
code [1.1] TNT7 7y b | RBEVET statusCode Z 5 0 code
BYETH D . Submission Unit Ok
active, ez 7,

suspended ¢ &

Tl = & D3
AR =5
A

ENFE statusCode BHRENMEE SN TV A A, code JBIEIZMETH 5,
EHHA A v — T TE(E &5 Status Code (3 active & 7213 suspended DN 4L D Fx

Th o, il LOERARERMEDO —RIZOW TR, THIR T &L 0FIET A R]
EZROZ L,
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B3R

BRIV R 1E eCTD v4.0 CAREAR R L JRIEIZLL T O#E Y,
e statusCode@controllnformationExtension
e statusCode@controllnformationRoot

e statusCode@flavorld

e statusCode@nullFlavor

e statusCode@updateMode

e statusCode@validTimeHigh

e statusCode@validTimeLow

o statusCode@xsi:type

8.2.4.3 JHE

Q T XTCDICH = pz—sb N« NF 77 J/dgenericode 7 7 7 /b5 L ONR 7L > N
= R T A TR E S, 1

8.2.4.4 BRONEE

submissionUnit ZLZE TSN D 7 T A EFE T/, I HOWTIE THUSK Z L o33k 1 K]
RO L,

8.2.5 Context of Use @ Priority Number

Priority Number /X, 2> 7 ¥ A k « 7 /L — 7N D Context of Use DX RIEFZERT 5,
priorityNumber Z R I XL T MHE L2 TN IE 7 5 v, #HE D Context of Use 23 [F U
contextOfUse.code@code & keyword.code@code DfHA & OE RO E, £ D DEFZEDERRIAE
e B, priorityNumber 25F F &5,

8.2.5.1 XML LDEE
XML # ¥ —® priorityNumber B3RO L 5 IR ET 5 -
e controlActProcess >> subject >> submissionUnit>> component>> priorityNumber

XML OFERIFEIZOWTIE, ET:VAOXML X v — B EZZBO Z L,

8.2.5.2 XML ZEF

W DFIZ, component.priorityNumber 32 CHEER T XTO XML EZHEB L WEELZ R L, Rl
BrRPHLGEIXINET,

Q typeCode /ZeCTD v4.0 XML X > & — 2 T/I 2 Th 5, typeCode/d /COMP (Z/HE
FHT S, XMLX =212, ZDFEIEICHIDIERZENSHE, € DX v t—
SNFRF =T L TR TR,

priorityNumber Z32 (23 H S5 RFXLLFO@E Y

o % ® Context of Use ZE M3 [F U contextOfUse.code fE % 5254 . Priority Number % fif
9% Z & T 1-o0 Application (Z31F % Submission Unit N, % 7213 Submission Unit fi] C 2
FENEFAHTTE D,

e Context of Use & 3£1Z Keyword 23FCik S 11T 5354 1%, Context of Use & Keyword O fH A
A Z LT Priority Number Z{# ] U CIEFFAHIT4 5,

16 ki 70 FRIEFEEEIZ ESTRI O 7 = 71 MZEH SN B,
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8.25.2.1 priorityNumber
R

priorityNumber

JE B
FE
[1.1] AP Priority Number & % OfE
DarTFTHRTHD,
value [1.1] hE priorityNumber @ value J& 13,
1000, 2000, Context of Use 232 DA+ 712
3000 7 & T 2 BEEIEET D,
updateMode [0..1] 77 7> k| updateMode JEMEIL, Context of
R = Replace 7 & | Use @ priorityNumber 735 51 S 41
TeinE D Rt a— NMaxEE
ERAR

FEMFIR

priorityNumber@value &M 130 TH 5,

EH R

N Zd contextOfUse 35 (2t L C Priority Number 245 E3 2% Z &,

Z DEIFRK 6 DO IEDOFEEL (1~999999) T, [A U Context of Use = — Ffi &
Keyword = — R{ED# A5 oH % F-D contextOfUse EHR T T 5,

[i U Context of Use ==— & keyword =t — R DOfAAHE % HA LTV % Context
of Use D] submission Tix, [1000) 7>6BA%A LT 1000 TN s €%

( 12000) . 13000) 72&) Z &RH#ELEsD, ZHUZ LD, Context of Use Z1if7
NEZDHEANT D L XIT 1, 10, 100 DA EHEHTE 5,

Priority Number 23 H S #7256 (T7eb b, B E 72 13HI Bk S 4172 Context of
Use BERIZB#E T 5 554) £ 72I13BEF O Context of Use EHE % i 5546, 245
F 132434 Priority Number % 77272 Context of Use = — R & Keyword = — R D#H 7
AHOHICHEE Y YCTTH XV, AL Context of Use =— K & Keyword =2 — RO
FA IO HC Priority Number 2B # L CiX72 572\, Priority Number D412
B AR >\ Cid, THEIRZ L 0 FdEH A R] 220 L,

[A]l U Context of Use =— K & Keyword == — R DfLAA > % £F-> Context of Use %L
FHLRRT L. 26 OEFRZNAFAHT T 25 72912 Priority Number 2452 /9
60

ar 7Y DNEFEEFET HLEND DA, Context of Use 2~ 2 572,
priorityNumber 23 587 S 41T % 72757 updateMode J@YEZfEH L TR 4B &
% (updateMode ="R") ., BETF® Context of Use DA ZEH S TWVRW R Y |
updateMode (I L7222 &, % 0 BEAFD Context of Use (287 L\ Priority
Number & %% 0 24 T T~ 2 5 R DLLISMZ . Update Mode Z 8/ L Tid7ze 572
AN

FEMICONWTITEZ 38210 BBz L,
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2R

BRIV B eCTD v4.0 TREZRZHE L JEMITLL T D@y,
e priorityNumber.expression

e priorityNumber.original Text

e priorityNumber.uncertainty

e priorityNumber.uncertainRange

e priorityNumber@controllnformationExtension
e priorityNumber@controllnformationRoot

e priorityNumber@flavorld

e priorityNumber@nullFlavor

e priorityNumber@uncertaintyType

e priorityNumber@validTimeHigh

e priorityNumber@validTimeLow

8.2.5.3 3
Q S DELEIZHET ST L N R 7T Y0,

8254  BRHEF
priorityNumber 238 TN S % 7 T ABIFRIT /20N,

8.2.6 Context of Use

Context of Use 1%. H&® A H L (contextOfUse.code) & & FLH LIZBIEEART T & 17— S MRIE
Document D BER % EFET 5, Context of Use [ZF A EEH Iz —F7 v RIZBET 65,
=/ A2, submissionUnit TEHR &S 1D F 7= 135D submission 235 £ 5,

Context of Use = — F35 X Wdocument ~D & (723> 5 documentReference) (%, Submission Unit
DaALT Y E1OFRITEEO BR EORE L E2HAT 570 EH S5,

Q contextOfUse ZEZ/Z, 1 -5 submission unit L2148 D K S5, OF 0, 1
DODXML X v t— (14 ZH D contextOfUse ZEEF 505 = F P TE 5,

Q F L -EH1 D contextOfUse 2255 /Z %1 L T4 7 priorityNumber 75 L, Context of Use
IR X BNEFEHEE LR 1IT4UZ7 5720, priorityNumber /2, /A C
contextOfUse.code@code & keyword.code@code D#4 &bt & 1EH L THH IS
contextOfUse ZZ& 2 Ig/71117 3 72 DIC T 75,

8.2.6.1 XML L DEE

XML A »t—® contextOfUse EHEITKD X H IZEET S :
e controlActProcess>> subject>> submissionUnit>>component>>priorityNumber> contextOfUse

XML Q2R FFEHEIZ DWW TIZ, ZT:VAOXML A v —I 2 BB = L

8.2.6.2 XML EF

WD, contextOfUse BEFHE THEARTXTO XML EEB L OBMEEZ R L. BRIRER~NH 5
LA nEAT,
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Q classCode #moodCode /ZeCTD v4.0 XML X »» & — 2 T/I 2 Th 5, classCode /L
/DOC/ , moodCode/s /EVN) (Z/ESH T S, Z416 DFIEICHIDIE R & E i
BHE, FOXML X v t— T R F—~ (5 L TR TR,

contextOfUse EHE 21w H S LD SR LA T 0@ vy -
o 1 OFEITEED contextOfUse ZEFE 4 1 -D D submissionUnit (25 8 CTIE[E TE 5,

8.2.6.2.1 contextOfUse.id
B ZEE X%} A
#Er
[1.1] AL contextOfUse Dkl 1% 1
I DHa T rIEETHD,
root [1..1] X572 UUID | id 23O root J&MEIL, contextOfUse
BRO T a—r )L —E i & it
T 5,
TEFEE id@root /ZLZHDENE Th 5,
EHHE id@root I%. #EH S5 T XTD contextOfUse (Zxf L C—ETHDH I &,
BRIV B 1E eCTD v4.0 TREZRJEMEIZLL T D@ Y -

e id@controlInformationExtension
e id@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 id@validTimeLow

o id@xsi:type
8.2.6.2.2 contextOfUse.code

EEES JE B

7Er
code [0.1] AREF T contextOfUse TR E N5
avFUY e AT OarTFEE

Th b,

code [1..1] TX AL | code BIEITRH LA RT a— NEE

FBET D, ZOfEIEICH £7-138
ich 3.2.p.2.3 | fil4/EIC L > TEFRIN D,
&
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ER B S EE fEDH BB
Z o

codeSystem [1..1] %472 OID | codeSystem JEfhix, =2 hr—/b
ReRFryT7IY - 2T Lk —§
ZFAS 2B AR ET D,

KIFHEDMEIT =7 — N« > X T AITE
I P72 0ID TLRIFHILR 672
b,

code.originalText value [0..1] TFA b value J&ME1Z, Document D& FR % 5
9% 7= @ Document Label % 7
3.2P8.3-1 22| 7,

&
ENEE code EENFRE SN TV DAL, code 35 X O codeSystem B FRET DML E N H 5,
EHHA code B # |3 Context of Use DEERFICMLIETH 5,

contextOfUse.statusCode 73 suspended D354 % 72 1XBI# 9~ 2 priorityNumber 23 T S 4%
Y. code H3E & originalText R |IIARETH 5,

original Text@value J&:(X Context of Use 223 D3 <X T TLE TH Y . Context of Use TS

M X TV % Document DIEFRZ 3,

F o ZOMITIERRECIIER LaanWZ L icEET S 28 (ERFEEICOVW TR

priorityNumber 2D Z &) , £/, value IZLIED Y —7 A TIHXEFHF TE 20
(original Text@updateMode JBPEIZARFEEE N A NICBIT 2EAORGHNTH DL Z LITHE

THIE)
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2R Rt LEE fEDR A
Z 77

gk ShAial eCTD vA.0 CARERFEFR LRI FTO@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

e code.originalText@controlInformationExtension
e code.originalText@controlInformationRoot
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.originalText@xsi:type

8.2.6.2.3 contextOfUse.statusCode
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statusCode [1.1] AEHF|Ta, hr—L R - R"¥Ex
77V - a—KKRGgEn-ar s
FHFETH Y. Context of UseD:k
RE& Y,

code [1..1] T7 7w k| code JEIEIL, Context of Use 3 F
o, BLWIFHIBRS =2 E R
active, THIEDEZEIRET 5,
suspended
e
TEHEE Context of Use 23MEE S TV DA 13407 statusCode EHE DL TH 5,
ESHHE statusCode@code JEMEIT LT A v —TIZEOTEETHZ &

¥ : status code @ 9 & Tobsolete] = — RiX XML A & —U Tk LTHEZR 720,
Context of Use NE ZHix NS, VAT LANEFD AT —HF X% active 7> & obsolete
~EET D,

gl teas eCTD v4.0 CAZERER L BIHIXLL T OEY -
e statusCode@controllnformationExtension
e statusCode@controllnformationRoot

e statusCode@flavorld

e statusCode@nullFlavor

e statusCode@updateMode

e statusCode@validTimeHigh

e statusCode@validTimeLow

o statusCode@xsi:type

8.2.6.3 3

Q T RCOICH 2 f z—sL ]« 5 F+ 7"F I [dgenericode 7 7 1 /L35 MR 7L
= T A RS S, Y

&) T P BRI S o TE B ICHFI PR SRS HEN DS, F4T5 [H
L BTE0EEYS R FBHTS L,

8.2.6.4 BROVEFE
contextOfUse EHE TR SN D 7 T A BRI/,

8.2.7 Related Context of Use (Context of Use @S A 2494 & JL)

relatedContextOfUse 22 3% Z fili H1 L T, #1{8 & 1 contextOfUse ZEHE % 1 D E - IXTHEHK D
relatedContextOfUse B3 [ ZBHdifF 1T 5 Z LN T& %, replacementOf o BEfAME & L C. Context
of Use BRD T A 79 A 7 AIBIEIND,

8.2.7.1 XML L DEE

XML 2 v+t — 0 relatedContextOfUse B3R Xk D & 5 (ZELE T 5 -
e controlActProcess>> subject>> submissionUnit>>component>>priorityNumber>
contextOfUse>> replacementOf>> relatedContextOfUse

XML OFER T OW T, ET:VAOXML X v — B2 BB Z L,

1 Bk iy 70 FRIEFEEEIZ ESTRI O 7 = 71 MZEH SN B,
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8.2.7.2 XML EF

WDFRIZ, relatedContextOfUse H3E CHLE/R T XTHD XML BERB I OVEMEZ /R~ L., Rl fas
NN SRR a i g W 5 s

Q classCode & moodCode /7 eCTD V4.0 XML X » & — 2 T/E R ZETh 5, classCode /7
/DOC/ ., moodCode /Z /EVN/ (Z/EHESH TV S, Z4 6 DBIEIZHIDME DN G F
HEBE, FDOXML X vt — T X F—~ (T4 L TZ2E TR,

relatedContextOfUse 3|2 F S L5 S&MHIZLL Fooi@ v -
o HT L\ contextOfUse | L » CiEffa S HEE, 1O F 7= 1385 D relatedContextOfUse T35 %

XML THRHETE %,
8.2.7.21 relatedContextOfUse.id
BR & LEE BT B
Z R
id [1..1] AR X relatedContextOfUse D =
YTTERTHY, #HlFICEoT
ZHRIh D,
root [1.1] Y72 UUID | RJEPEIS id Z3E O root |\ TH

h . EH#LSI D relatedContextOfUse
BHED S 10— BRI A Rt

T 5,
TEHHIE id@root (X MHEDEMETH 5,
EFHR 1 >® contextOfUse ZF(Z 1 D F 7213 D relatedContextOfUse BE 25 5 2
EMTE D,
BRI B 1E eCTD v4.0 TAREZRBMEIZLLTO®E Y

e id@controllnformationExtension
¢ id@controllnformationRoot
e id@displayable

e id@extension

e id@flavorld

e id@identifierName

e id@nullFlavor
id@reliabiity

id@scope

id@updateMode
id@validTimeHigh
id@validTimeLow
id@xsi:type

8.2.7.3 i

Q T NTDICH=Z 2 pz—sL N« 5F 4 77 U /dgenericode 7 7 7 /b5 INX 7L > N
= T ARSI S, B

8.2.7.4 BRONEE
relatedContextOfUse 32 TINS5 7 7 AT /20,

18 ek i 70 FRIEFEEAEIZ ESTRI O 7 = 71 MZHEEH SN B,
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8.2.8 Document Reference

Document [ X% Contextof Use BRI N5 Z &N TE 5728, documentReference 55 % i
AL TENETHD contextOfUse (Z%It~3" % Document Z+5E 4 5, [6 L Submission Unit o H1 T
Document 23 H &L 5 ERIZ, Document OffE S (CTD WL L) BNENENEL>TH I, =
AUCHEVN, #7272 Context of Use (726, AT —H& A « a— K3 active 72 H D) X2 Eih 1
2@ Document ~DZ M Z IR L CWRITIUX R B 720,

8.2.8.1 XML LDEE

XML A v &—® documentReference B (XKD L 9 ICHET 5
e controlActProcess>> subject>> submissionUnit>>component>>priorityNumber>
contextOfUse>> derivedFrom>> documentReference

derivedFrom EREOHIZ 1 D F 72 13HEE D replacementOf R ALk 352 LN TE D,
XML OFERFIEIZ DN TIE, KT VA0 XML A v E—UtgdEa SO Z &,

8.2.8.2 XML ZEF

W DT, documentReference 3 T I /23 _XTO XML HERLB L OVEMZ /R~ L, BBl fe RN
HHEA LI NEAT,

Q classCode #moodCode /ZeCTD v4.0 XML X »» & — 2 T/I R Z Th 5, classCode /L
/DOC/ , moodCode/t /EVN/ (Z/EHE S TS, Zi16 DEFIZHIDME &
FASEE, TOXMLX =0 X =25 L TR TR,

documentReference ER 2w H SN D SKMIILL T O®EY

e % contextOfUse (2> & 0~1->® documentReference B35 4 245 T& %, 1 : Context of
Use B# % B4 2854, Document ~OZEMIIRETH D,

e contextOfUse.statusCode@code = "active" ™ & =, documentReference R |IMETH 5,

e contextOfUse.statusCode@code = "suspended"® & = . documentReference 2% # f5& L Tl
2B,

8.2.8.2.1 documentReference.id

[1.1] AREF T Document ~DZ R IE #H &
T a7 EEZETHD,
root [1..1] %472 UUID | root J& PRI, ZMSE document 235
D\ — ) — T A R
D
EHFEE documentReference EHE N R E SN TV DA, id@root JBIEIZSLETH 5,
EHHE id@root /X Submission Unit T24{5 & 415 Document, & 721 LLHETD Submission Unit

TE(E S/~ Document ~OEMTH 5,
GRS IR A SCEARAE OZEMIC oW T, 34T 5 Tl T L o FERE T A
K] 25Oz b,
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B3R

BRIV R 1E eCTD v4.0 CAREREBIEIZLL T D@D -
e id@controllnformationExtension
e id@controllnformationRoot

e id@displayable

e id@extension

e id@flavorld

e id@identifierName

e id@nullFlavor

o id@reliabiity

e id@scope

e id@updateMode

e id@validTimeHigh

e id@validTimeLow

o id@xsi:type

8.2.9 Context of Use @) Keyword

keyword ZLF (%, contextOfUse |ZB83 2 1B MNIEM A IXET 72D =5, keyword [ZAMH D
aryhp— R RmFxFy T TV TERINDN, Ay E—TOHT keywordDefinition & L TiE#
b,

8.2.9.1 XML LDEE

Context of Use DA, XML A & — 0 keyword EHEIIR D X H IZEET S -

e controlActProcess>> subject>> submissionUnit>>component>>priorityNumber>
contextOfUse>> referencedBy>> keyword

referencedBy %32 O HijIZ ., primarylnformationRecipient, replacementOf, derivedFrom, = 721%
subjectOf R Z iR+ 52 LN TE S,

XML OFER T OWTIE, T VAOXML X v — B ZZBO = L,

8.2.9.2 XML EF

WDOFRIZ, keyword BFE THERTRXTOXMLERB I OEMEZ R L, BBl ER1H 561X
nEA,

Q classCode & moodCode /ZeCTD v4.0 XML X » & — 2 T/Z 2 Th 5, classCode
/% /ACT/ , moodCode /% /EVN. (Z/E XL TV S, Z415 DEIEIZHI DD
BFNSHEL, FOXML X v t—(F X F— (T L TR TR,

Q eCTD v4.0 XML X » & — 2°/Z /dtypeCode 732 2 T 5, typeCode/Z/% /REFR/ &
FEETS L, XMLX =210, Z DFEHEIZHIDER G EFhSEE, DA
IR F AL TR TR0,

keyword Z5E (23 FH S VA RMFZLL T O b -

e % contextOfUse IR IZDX 07 LMD keyword BHR A EETX 5,

o contextOfUse ZE5& THli I3~ ~ & flil % 0 Keyword OFEEUZ DWW T, [HiE T & 54T 1
Nl #2Boz b,
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8.2.9.2.1
EHR

keyword.code

code

EH R

JE B
s
[1.1] ABLFE T keyword % #kAId 5 a2 —
Foar7IBETHD,
code [1.1] T XA R AT keyword O 21— RE % 7R~
7 code EBMETH %,
ich_route_1,
MANUOQO1 %=
/+MFR_001 72
& (BLE
1 FDEE)
codeSystem [1.1] TxA B codeSystem JEEIZ =2 br—/1
Re®RXxT 7Y « VAT Le—
#] : OID A £ /= | TR T 2l 1 248 E T 5,
127G H D IERE
LIETFX P

code & codeSystem JEMHEITNIHTH 5,

keyword [IZfEET&E 52— NI 1 DDA TH D,

codeSystem JEMEAE X OID T lF 72 5720y,

code DF A IE.

ICHfEED 2> bu—)L R « RE ¥ 7 7 U itdid keyword & #2492 54 .
EEHEDEFRT D keyword L1515
FIZE - THEIV Y THNTZ OID £721T 7 F A M &AL Ttz 5,

KIETHT— R« VAT ANLEIGEIND,

eCTD v4.0 TAREZRZEH L BMIZLLFD#EY -
e code.displayName
e code.originalText
e code.translation
e code.source
e code@codeSystemName
o code@codeSystemVersion
e code@codingRationale
e code@controlInformationExtension
e code@controllnformationRoot
code@flavorld
code@id
code@nullFlavor
code@updateMode
e code@validTimeLow
e code@validTimeHigh
e code@valueSet
e code@valueSetVersion
o code@xsi:type

Page 44




8.2.9.3 f-
TNTCOICH 2 f 2= N« B F 4 77 U /dgenericode 7 7 17 /45 L MR 7L
W No— AT A S S, 9

8.2.9.4 BRIV EF
keyword B8 CTERAN S VD 7 T ABRIT R,

8.2.10 Keyword IZB§9 5 &R EIH
—OFIHD keyword T 25A1L, FRCBET 2808355, LITICZOOEEFEHEO
[ N

8.2.10.1 Keyword D#&#5 - Study Group Order

EEENEMEZIBEEL T T A « Z—FHNORER ID B L OERZ A F LD keyword (4
b BB OIEFZIEEL L9 &3 584A1, "study group order"® keyword Z{E 32 Z &,
Z OFEAD keyword ZEHT 555 1X. DL FO/L—ITHED,

e study group order @ keyword OffifiL, ICH => ha—/L K« AR¥+ 7 F U @ Context of
Use ICHIESNTWDLEIIZarTHF AR » Z—7ZR Bk ID BLORERY A Frod
keyword 73 & D55 DA & T 5,

o Bk ID BLURERH A FLd keyword 72 L C study group order @ keyword % i L 7=
B, ZEHICLVERSND,

Z OFEFHD keyword @ Keyword Definition DEDEI Y 4 TIZOWTiX, 7 3821851 %%
oz L&,

8.2.10.2 Keyword DFFLF : TN—F- 5414 F N
EEEVPETFTBORAMLL AL TaryTX AL FA—T2IbICEHEL L) LT 55561,
keyword OFfEfH L L THEEDO I N—T" « XA bV EFERT S, ZOFED keyword @ Keyword
Definition DAEDE| Y 4 CTIZHONWTIEEZ v 382161 5D &,

8.2.11 XML ¥ > FJL : Context of Use

8.2.11.1  Context of Use Z#F/Context of Use ?D Keyword

RIZ Context of Use @ XML Ol % 7~9, contextOfUse |& submissionUnit 3% component & L T
stk &5, 4 Component (21 Priority Number EE NG EFH TN DH Z L,

<component>
<priorityNumber value="1000"/>
<contextOfUse>
<id root="1f080afd-f5d4-4cec-8d09-2bfOeabbec66"/>
<1—Original Text/dZContext of UselZ ¥} HILEDHEZ TH H-->
<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"/>
(BN DHZE F /21T JE 1 2 b 75 54 1E
contextOfUse.primaryInformationRecipient D7 /=7 uh X415, ]

¥ AR R HRERIL ESTRIO Y = 7 A M SN D,
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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>

[ B0 Z35 F 7= 1 g 1 2 sduh 95 5574 /3 subjectOf.submissionReference D #2/2 7
WIS, KEFEIZON T [H 2 DELD S R #20675 24, ]

<referencedBy typeCode="REFR">
<keyword>
<code code="MANUO001" 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>

Context of Use okeyword /27~ THIRD HH) TDH T, (EH AJRELM A 5

Q [CDNTIE, T f b N e B 7T Y 5L NCH M4 [[E 34 D AR 87
DEDD T« 72 =« NF=2 X2 pb (CTD) D) 7 714 &M D
Z &,

B NDHEFEFIH ORI TIL, FEEIEOFEIER D0, ZEEMD X T

Q LD —WREE L LR T S /2R Document Label (7727 %, Document
DHEFS) # Context of Use @ originalText F1E T L TS, ALKHIZR G 175412
DNTIE, [HI TS DERED S R #2004,

Q G DRI 775120 TIFE XML T D i PG D =~

#4D Context of Use ZF723[A U contextOfUse.code@code & keyword@code D# 4 5 i H% F5o55
Priority Number Z {5/ L C Context of Use ZER ZHFA1T L, KT 2IEFZIEET 52 &0
TE 5, RO XML B> 7z, Context Group NIZ331F % Priority Number O H il 2 7~97,

<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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<I--"Controls for Material YYY" & 5 # A R LD L E-->
<documentReference>
<id root="26a7e20a-b7h6-4729-adcf-75fb90097d68"/>
</documentReference>
</derivedFrom>
<referencedBy typeCode="REFR">
<keyword>
<code code="MANUO0O01" 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-89¢c6-7cf7b9402c15"/>
<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" & 9 % A h L D3 FE-->
<documentReference>
<id root="57e00a6f-5425-4c0e-98ad-cadb2e0befea"/>
</documentReference>
</derivedFrom>
<referencedBy typeCode="REFR">
<keyword>
<code code="MANUO0O01" codeSystem="2.16.840.1.113883.3"/>
</keyword>
</referencedBy>
<referencedBy typeCode="REFR">
<keyword>
<code code="SUB001" codeSystem="2.16.840.1.113883.3"/>
</keyword>
</referencedBy>
</contextOfUse>
</component>

Q Context of Use @ keyword /&7~ THLR D HH) TOHRT, (& ATRELA A 51
DNV, I N NF 7T V8 L ONICH M4 [ 615 DA GE H 75 D 7
ODIE « T2 = NF2 X2 b (CTD) D) 7717 &R0 = L,
Q BEDEIH F775E1Z 00 TIIXML TO & DIEN & D = &,

8.2.11.2 XML #>FJL : Stugy Group Order & Keyword

Wz, AEE D keyword DFEXE T % study group order |V X4 T HEEOMABI 2 R4, ZOHE
HALTHFADL - ZN—THNO T Y ONAFFEEZI Priority Number 242 Z L ITHER
THZ L,

<component>
<priorityNumber value="2000"/>
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<contextOfUse>
<id root="3b60de11-5277-4a62-heda-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-b1c1-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"
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>

<1—Study Group Order (& fEE Dkeyword DEETH S -->
<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 /27X THLRD HH) TDEH T, (/] A[GELF A5 PEIC
Q DN/, I PR N NF 7T V5L NICH M4 5 DR a8 75 D 7
ODITFE « T2 =G NFE2 A b (CTD) D) 774 /L EZHDZ L,

A ~DIEEFIH : LDOPITIE, #BREEF#RE S 51T T 5 7202 keyword &
Q FEFH & L T Study Group Order /71> T 5, Z Dfi/Z, Priority Number D7 CEF L I+
RERU,

Q B DEIH 775100 TIFXML T 5 Dl ] 3 B D = F,
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8.2.11.3  Context of Use ZEFDEHE

Kt 7 a Tl contextOfUse DT A 79 A 7 VEFRIZOWTHIHT 5, contextOfUse 7% id &
iz EN D L. FD contextOfUse DT A 7V A 7D bEbE S, ICH IZBWGHME TS
HANILL Fo#E Y -

e Contextof Use Z BEH#ad 534, BT D 20D A A& AZ1X[AE U Context of Use =2 —
K& Keyword =— ROMABRDLENMEH SN2 iE by (0F 0, EBEHRZICBK
W TOIREMDOFERIENEDL RN &) |

e Context of Use # BH#i4 5 &, WMEICEE I/ contextOfUse & (742 bbb
relatedContextOfUse Z23%) [XMER) & 72 5,

contextOfUse WA S LA ELHIZLL T O Y -

e Context of Use DE#L : H72 5 Document £ 72 1% documentReference ZEH T Tl EICB ML
7= Document Z & l8-9~ % #17- 72 contextOfUse Z #1745,

e Context of Use ®HIE& : Submission @ 1 7 %1 7 /LHIZ Context of Use Z [ 2 M B
A U7=34 . Submission Unit C statusCode HE 4 A H 35 Z L1121 D, Context of Use ®
HIFR 24 5,

e H LV Keyword : Context of Use @ Keyword #ZE4 2L ENH LA (T74bb,
Context of Use =— K & Keyword = — RO#LAADEDZEE) | BIFED Context of Use % Hll
i L CHr Lu> Context of Use 4292, 257 2% Keyword Definition ¢ Display Name @
HEEHTH5E6, a— FEZR—OFETHY . #H LV Keyword & 137472 /auy,

8.2.11.3.1 ZFLV)Context of Use ZZEEZEDHFEA

submissionUnit (Z[7] U contextOfUse == — K & Keyword == — K % Ri-># %D Context of Use 23 & £
% Y56, component Z5Z (2 Priority Number % 5%7E L, BH#i 3% contextOfUse ZEFR [T I51T HFE%S
7R R RNE 2R ET 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-- ZE Lfik#1-->

<documentReference>
<id root="0ac0295e-766f-4567-9d63-40b8180de0c0"/>
</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>

<I-- ZE L k#2-->
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<documentReference>
<id root="839235d5-1409-46c6-a144-e4fc3988e313"/>
</documentReference>
</derivedFrom>

</contextOfUse>
</component>

ETHRAICHE 4% Submission Unit TliZ. miEIO —4 > A L [E U contextOfUse.code #{# ] L T
Context of Use Z BN LR T IER B0 EAERH D,

[d] U contextOfUse.code@code & keyword.code@code MDA 18 % 8-> L\ > Context of Use % 18
m3261% ., wifsoEZ HWTUL TSRS, R OREICEVa 7 3R TR Lk LT
BINEH D DT, Priority Number BBEED =207 Y N TORELE % 7~d, Z @ Context of Use I3,
PLRTIZFER &7z 2 D Context of Use EEDORNIHA S D,

Context of Use DFEA
<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-- 235 [ik#3-->
<documentReference>
<id root="1982f2bf-bd82-45¢c6-83d7-8838598c971f"/>
</documentReference>
</derivedFrom>
</contextOfUse>
</component>

Q 8 DIEIH 702 00 TIFXML T DI & BFD = &

8.2.11.3.2 Context of Use Dilt~NE <
contextOfUse B3 3 M&E - 7= FHRIEF TIHE S, EEEZENFDIEFHIEE LT-WEERH 5,

W~ 2 1. BEFED Context of Use DEIICHT LU Context of Use ZFi AT AFSIC b MLEIC/ D Z &
N5, contextOfUse B3 DA ~ER X N ERGEIE, PITFOEAHANCHEY Z & ¢

o WAEZEATH & XITH LU Context Of Use #8954, 4% contextOfUse B3|
contextOfUse.priorityNumber@updateMode J& % 2 {1 F L 7321,

e Context of Use Z Wl UNER D MENR & D56, EHHMBIETF T 26 DDHTHL Z
L EaRT e, HE% contextOfUse E32 12 contextOfUse.priorityNumber@updateMode % fi v
2o

FAZHEH L 7o Context of Use DJIEF 23 HE > CTWZBRICIEF 2 A3 561 % DL FIZRT,
Context of Use @Itf\f*z& 1% contextOfUse.code, documentReference.id 35 & TF keyword.code @ %t
RIFENLRNWZLIZEET DL, 2T O VIFELWEFCEES NS (] @ #8251 Priority
Number 5000 & U CHEH L7254E) o 13 0 HFEE 1S contextOfUse R DI~ 2 OAZ HIGE L
C Submission Unit % 1£{3 Lfoélz‘ ERHELEI NS,
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<component>
<priorityNumber value="900" updateMode="R"/>
<contextOfUse>
<id root="d5528cfc-15f8-479e-ab59-562c0aa3a5d8" />
<statusCode code="active"/>
</contextOfUse>
</component>

PUFIZ, [Al T Contextof Use = — R & Keyword DA da G5 527 Y FEOH T, Priority
Number 73/N& U (5] : Priority Number 73 1000) Context of Use DZIZRID a2 7 Y ZEE T 5

(T7ebb, W2 D) flaernd (B @EORK TRESE B L OO Keyword & & 412
m3.25.23 ZRH L7258)

<component>
<priorityNumber value="1500" updateMode="R"/>
<contextOfUse>
<id root="1f080afd-f5d4-4cec-8d09-2bf0eabbec66"/>
<statusCode code="active"/>
</contextOfUse>
</component>

Q B DEIH 71520 TIE XML T E D i 28D = &,

8.2.11.3.3 Context of Use EF DAL

ETHF D Submission Unit TlX. BEfE®D Context of Use ZHIR T 2 LENRAET S (DF 0 . BEfED
Context of Use 23> Context of Use (&L S 1L72\Y) Z ERH D, FDOHE. BEfFD Context of
Use IT active & L TERREIN2L 2 5,

Context of Use D HIIE&
<component>
<priorityNumber value="900"/>
<contextOfUse>

<id root="d5528cfc-15f8-479e-ab59-562c0aa3a5d8"/>
<statusCode code="suspended"/>
</contextOfUse>

</component>
v3.2.272 5VA.0/ZE7T L Z=Application /220 Tid, =27 2 B S e < 2o 7
Q G E 721347 L0 va.0 DContext of Use 7 — A EKeyword = — FO#A G HHE D iz
HE SN SLERD SHE, 2T PRI S S SRS, o0 T
/2, 25282164250 ~,

Q EEDEIH T 1EIZ D0 TIFXML TO L DN G| 08D = &,

8.2.11.3.4 Context of Use ZEDEMHE (/W— 3 2 EFH)

g ETHE Submission Unit TiZ. 3 LU contextOfUse 3512 L - CTREHEH @ contextOfUse B35 % &
T HZVEBNELDZENH D, BEREOEHEIIILLTO 280 OEEARH S :

1. HFEERNAE (GEhTnDXE) PEE I,
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2. HIBRL7-HGEERIZFRET D HENH 5%,

AT Y R LR U b v e & BT Contextof Use DA & A v —TIZED T
Document OB+ %S4 2 05, WERIR 7 7 A VIZEHR T 2 ST 720,

LW contextOfUse ZFHRIZIL, HLW—EOFEM T35 2 b, (T 25T X CTORENTEES
N5, 51T, relatedContextOfUse B Al L T, E#i X5 Contextof Use ZF5ET 5, Zi
IZH R RN A R L TR Y | relatedContextOfUse O —&E DOkl 424252 DA x HAYL
LT\ 5, relatedContextOfUse |3 A7 A2 L0 45 (obsolete) | &~—27 &5 GEMICH
WTCIEkEZ v a 8272z L) , F —EEE IS (obsolete) 7 Context of Use i,
DR, FONEH T2 (T72bh, [#%) (obsolete) | &~ —2 X7z Context of Use %
relatedContextofUse ZLFZE N TS L TR H7aW), ZFE D priorityNumber ZfH LT, LIATIZHE
HE NN CTOBY) 2B ICESE, av T Y2 ELWERFRCTREETSZZ &, (FEEN
BEAF OE ORI F 721312128 5 7 & [11>77) Priority Number % FE £ 721387212810 4T TH L,

<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-5efb026cc7f7"/>
</relatedContextOfUse>

</replacementOf>
<derivedFrom>
<!--Document-->
<documentReference>
<id root="6ee97feb-8cd1-4991-8c38-002f16102fca"/>
</documentReference>
</derivedFrom>

</contextOfUse>
</component>

E o EoBlix, LAt Context of Use (972> 5. relatedContextOfUse EEIZ L W I D
Context of Use) T\ 7= Priority Number % B V) 2 T 534,

v3.2.2 72 65v4.0/Z#7T L /=Application /=20 T, EH/T/A] CContext of Use = — A
Q EKeyword 7 — N4 5 DContext of Use D] TR ETTA[FE TH Sy FEAIZ
DT, T3 2821645 MWD L,

Q G DEIH 71T 00 TIFXML T L DI ] & R = &~

8.2.12 Sequence Number

sequenceNumber@value 1T % (7272 L. #IZTE2RVY) o BFERICHIINT 2406 C. 1 o E720%
5D Submission TIEFF: & BRI ZMEFFT 2720 S5, Zhud 120 Application 12330
T—EBOETHD, HiEHE D Sequence Number DiEH 5iEIL va0 THLRIL TH D,
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Q FERZ~DIEEFE - X ljis O—i & L THIT 415 Sequence Number /200
Tlt, [H =& DELREG L N B0, ZHbIZA > —DFFE DA
D TE DML LI —EDEE D (TRPE, ZDEITEZGHH THEH I
z)
8.2.12.1 XML LtDEE
XML £ v ¥&— 7 sequenceNumber IR D X 9 ICEET 5 -
e controlActProcess >> subject >> submissionUnit >> componentOfl >> sequenceNumber

componentOf ZL3& M (2 subject 35 & Tf component 3% %4 (ZDJERF @V I2) feib 452 &N TX
Do

XML Q2R FFHEIZOWTIZ, ZT:VAOXML A v —I 2B Z L,

8.2.12.2 XML EF

W DFIZ, componentOfl.sequenceNumber B T E /2T X TOXMLER B LB Z /R L, FF
BIZRFE R B DA 2N E T,

@ typeCode /eCTD V4.0 XML X v & — 2 Cl/E R ETh 3,
typeCode/Z /COMP/ /Z/EHEZFL T S, XML X > t&—2Z, Z DFIEIZHD DY
BENDLHE, TDX =T R F =T L TR TR0,

8.2.12.2.1 sequenceNumber
HR )= SEE fEDE] B!
Z o
sequenceNumber [1.1] ARHLSE 1T Sequence Number & & D
BoarTHHEETHD,
value [1..1] Hfie sequenceNumber ZZ3E @ value J&

IZ. submission EFENT
1, 2, 324 | Submission Unit ZEF-Hi4 5 7=
OIFERA SN 2B TH D,

TEMFIH sequenceNumber@value @M1 METH D,

EHHR sequenceNumber [ZIEO®E, ZOfEix (1) oEE 0D, 1T+ 5, 20
T 1999999 ZiBA TIEAR LAV,

BRI B 1 eCTD v4.0 TREARZH L BIEIILL T D@ Y -

e sequenceNumber.expression

e sequenceNumber.originalText

e sequenceNumber.uncertainty

e sequenceNumber.uncertainRange

o sequenceNumber@controllnformationExtension
e sequenceNumber@controlinformationRoot
o 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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8.2.12.3 3
@ S DHFFIZHST B2 I N RF e ST YL,

8.2.12.4  BRHNEFE
sequenceNumber 223 TINS5 7 T ZAFEFR TR0,

8.2.13 XML H>ZFJL : Submission Unit
K O Submission Unit 232 & | - T Submission Unit |25} 4 5 & B IEA =3,

<subject typeCode="SUBJ">
<submissionUnit>
<id root="0d84467e-f20b-42ad-a69a-63e61adf7ea7"/>
<code code="regional_sub_unit_type_1" codeSystem="2.16.840.1.113883.3.989.x.x.X"/>
<title value="Original Submission for pain medication - acetyl salicylic acid tablets"/>

<statusCode code="active"/>

(BN DHSEF 7= 1T FHER B 5 5551 statusCode, title & 72/ code ZLFED (2 70
Ehs, #IZ/2, Submission Unit DFEMEIZ ) - T/Z, subject & 3 /7 compoenet
HETENTE D, ]

<componentOfl>

<sequenceNumber value="1"/>

<submission>
[submission ZLE/Z BT S LMD EFEF /=1L /EIEN b IS, FEiT [ ="~
DERGA N #ZHDOZ &, ]

<componentOf>
lapplication ZZE/(Z B3 6N DHFE F /=12 E1E il IS4 5, ittt 2 > a
8.2.14 £ /2/F [Hilh =& DELEL 1 F] &#ZHDZ &, ]

</componentOf>
</submission>
</componentOf1>
<componentOf2>

[categoryEvent Z5/2 475 i1 0 ZK 3 /2 (A BIED G S4B, FEMid [H5% =
EDERY A F] FRED = 2, ]

</componentOf2>
</submissionUnit>
</subject>

Q B DI N D0 TIEXML TO & DEHI & D = &,

LRl oY T TR X4 TUr S codeSystem OID /i, AR D =2 2 |z —s1
R« RF+ 77 J0ID KT > T ThH S,
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Sequence Number DFEMIZ-D0 Tld [l =& DERED 1 N D= & (F#F
/Z. 1 o Submission Unit /= #Z%¢ > Submission 35 £ #1 3 44")

8.2.14 Application

application ZF %L XML A » & —|231F % document Z 55 & keywordDefinition E32 2 #5217 %
HLOTHDHID, K7 g THHET S, application B3E O Tz L v B2 5,

M- A, Application /L 1l [E 7 DOBES Th S 728, [l > DERED 1 R Thali i T
o,

8.2.14.1 XML LODEE

XML 2 v +t— 0 application EH TR O L 5 IZEET S :
e controlActProcess>> subject>> submissionUnit>>componentOf1>>submission>>
componentOf>>application

XML OFIRFIEICONTIL, ET:VAOXML A v —IUfEE2ERo = &,

8.2.14.2 XML EF

W ORFNZ Application [F# D XML %7~x3, Z @ Application (%, submission 3 & Z D JEMEDHK D
componentOf 232 & L Citik & T 5,

[Application ZLE#EZ XML #7274 0 &7, Submission ZZ55/74 Application ZE D ER Th
Do ]

<componentOf>
<application>
<id>
<item root="f23c558f-cd58-41bc-bf6f-c6d230d3d665" extension="NDA987654"/>

<l-item ZFE PG IS = EBRD S, —->

<fid>
<code code="us_application_type_1" codeSystem="2.16.840.1.113883.3.989.5.1.2.2.1.1"/>

</application>
</componentOf>

Q L5 DI 7750720 TIFIXML T D (] 3 R D = .,

W DFIZ, application EHETHERTNTHO XML HEEB L ORBMEZR L, $FHIRIERN D 555
Al IhEfT,
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Q classCode »#moodCode /ZeCTD v4.0 XML X » & — 2 T/ Z Th 5, classCode/d /ACT/ |
moodCode/Z /EVN/ (Z/EHEZH TV B, ZHHDBIEIZHIDEN Z Fi 555, €OKMLX v &
— IR F (A L TRY T,

8.2.14.2.1 application.id
B3R B LEE fEDH B
) F-ZN
id [1.1] AREHRIT item BHRZ AT 2 =2
TITHEETH D,
id.item [1..%] ABEFIL AR D 2 78R
Td V. Application z — & (kA
T 5 A AT 5, Application
(ZITHBIT & > ThR % 2238051123
fRESNDN, ZO—ED
Application &5l 1Z V€I x L
T1o0 iditem ERZEHT 24
E1d D,
root [1..1] %72 OID or | id.item B3 D root B ME1E
UuID application HHE D 7 v —/ )L —E
ik ARt 5,
extension [0..1] TXA K id.item Z3& D extension JEME I,
HiIs[E 47 > Application ;BB % 5 &
NDA123456 | R4 EAT&EIEET D,
(Sample U.S.
NDA value)
NDA123456
(K[ NDA f&
DY TI)
RE
EMER id.ittem@root (I application ER O UFBIETH 5,
EHHR Application i3l DE Y 24 TE LW OID £ 721F UUID DWW DfE % id.item@root

TREET RENCHONTUL, M T EDFET A N] 22RO L,

application.id.item@root (= OID & Hi %3 & N 5.
application.id.item@extension OAEIIHBL O BAFIZHES D LT 5, [Hgk T & D5k
A R] 2ROz L,
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2R

BRIV B

8.2.14.2.2
3R

code

eCTD v4.0 THREZRBIEIZLL T D@D -
e id.item@identifierName
e id.item@scope
o id.item@reliability
e id.item@displayable
e jd@validTimeLow
e id@validTimeHigh
e id@controllnformationRoot
e jd@controllnformationExtension
e id@nullFlavor
e id@flavorld
e id@updateMode

application.code

Bk LEE EoR B
Z FoR
[1.1] AP Application O =2 — R %
T H5a T TERETHD,
code [1..1] TXA B code BMEIZ, Hulgploo = ha—
VR -RFrT7 7Y (NDA,
us_application_ | MAA, Art-8-3, Art-10-17¢ &) (2
type_1 72 & | #&-5u T Application D= > 7 >
Vo BA T ERT EDOETH
[l = & 2
DRI A
N R
codeSystem [1..1] %272 OID | codeSystem J&@I(X, = hr—/L
ReRFXXYTTY « VAT hE—
BAZRAIS 2 @A 2R ET 2,
KFIEDMEITZ— N« X7 A2
BERS 72 OID TRITIUEZ 678
2%

Application |Z 1% code@code B4 9" 1 DT HRET 5 Z &
POV THIk S 032N A R 2BBoZ L,

EMFER
ESH AR
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CiES JE Z2EE EDH Bl
4 b7z
BRIV R 1E eCTD v4.0 TARERZFH L JEMEIZLL 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

8.2.14.3 3

Q T NTDICH = pz—sL N« AF 4 77 U /dgenericode 7 7 7 /b5 INX 7L > N
= R T A R E NS, P

@ application & 7" 7" « =2— NIZBT S Ml [E H DOIFHIZ D0 Tl %2575 [ ="
EDERED L F] #ZHDZ &,

8.2.14.4 BHNEF

application R TINS5 7 7 AEF T2, FFMICHOVWTIE THIRZ L 0FEET A R 25
Bz L,

8.2.15 Document

document 1%, Application (2B 32 4% Document 2B 5 Tﬁ%&”i’%@?‘é T DI T 2,
Document (PDF 7 7 A V72 &) (X, B S RIC L 2BEOT-DICHEERIC L > TER SN D,
Document X[ 248 CTZA H éﬂéi}%/\ﬁ)&)éo 1 ->® Document {Z#% D contextOfUse Z3k& % B
AT D ZENTE D, 72, 1 >0 Documen 2% Submission Unit TEFHSNLAZ b dH
Do

Document & ZAUIZ KT 5 —HOER/IBIEEZ D TEE L7z & &, £ Document 23ERL S 1172
LR ENS, Document NEZAEMIS AT M K-> THRBIE NS & LU AR I 135k 5]+
% @ Document Z & TX 5,

8.2.15.1 XML L&
XML 2 v t&— 0 document TR D X 9 ITHET D

B 5§ S ipANE S X ESTRI DD = 74 MZHH SN D,
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e controlActProcess>> subject>> submissionUnit>>componentOf1>>submission>>
componentOf>>application>> component >> document

component 2 5& M RFIIC holder, subject, & 721X reference BHE # ik 452 &N TX 5,
XML OFER FIEIZ DN TIE, R 7:vA0 XML A v —UHEEEZ RO Z L,

8.2.15.2 XML EF

WDFIZ, document BZFE THLERTXTO XML EEZB LI WEMEEZR L., BB nd 554
m:ﬂ%ﬁ#o

Q classCode & moodCode /7 eCTD V4.0 XML X » & — 2 T/ 2 Th 5, classCode
/4 /DOC/ , moodCode /% /EVN/ (C/EHESFL TS, Z7056 DFEFEIZD MY
BFENSEL, FDOXML X vt —F X F— (T L T2 T,

document Z5E i H 405 RAFHITLLT Oi#
o 1 OFIFHEED document E3E % application EEDORIZFEHTHZ LN TE 5,

8.2.15.2.1 document.id
Bt LEE fEDH G
# 2N
[1..1] ABLZE X Document DFEHIF D =2
TITEETH D,
root [1.1] %72 UUID | id 252 @ root @ME:1%, document @
Ja— )V —El - CTh b,

TEMFEIE id@root |[ZMED B TH D,

EHHE id@root L3 XT® document R IZxf L CT—ETHHZ L, 2FEV, FL
id@root fEi Zf FH L T 2 -2 Document ZH&H L Tld7Ze 5720,

T HEEE DN ES M £ 7273 Document Z 5 FL L TW DA, #HEUMERIC
7273 % Document &5l -2 FHW T L A3, Document Z3E 3 L OWEL 7 7 A /1/
KM & 72 VRS IR T D 2 b, BRI W TR [k = L oS A
Nl 220z &,

BRIV R 1E eCTD v4.0 TREZRJEMEIZLL T 0@ Y -
e id@controllnformationExtension
e id@controlInformationRoot

o id@displayable

e id@extension

e id@flavorld

e id@identifierName

e id@nullFlavor

o id@reliability

e id@scope

o id@updateMode

e id@validTimeLow

e id@validTimeHigh
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8.2.15.2.2
EHR

document.title

title

EMFR
EH R

BRAV S B

8.2.15.2.3

B A
5
[1.1] ABEFE T Document D title E & D
aLTTHERTHD,
value [1..1] TXA B AJEVET title 2238 @ value JEME
T. Document D& A K LZIEE
EEENRE | 75,
L7zZA v
KJEPED eI 5152737 document
/General IEXI L THET S8 Th S,
Information./
o
updateMode [0.1] TIV7 7y | documenttitle B A FH 9 H5A
~ I% updateMode B AT 5,
R = Replace 7
e

title@value E1E1% 4~ T® Document THETH 5,

50

Wy,

<I:o

title WHRZEH LT, XET 7 A Va2 FrT 5 & EICAMBGD LEERET

title RO H & £ ET DHA1E.
Z &, BEfFD Document Z A LIS SALTWRWRY | updateMode (65 H L
RNz, DFED . ZA MVEDE LA TE updateMode 2 L TixZe 672

document.title D EHHIZBAT 2 FEMIICHOWTIE, BZ7 v 3082172 %5 D =

title@updateMode J&M:(Z R DOEZ$RET 5

eCTD v4.0 CARELRFZ L EMEIFILLTOMEY -

title.translation
title@controlInformationExtension
title@controlInformationRoot
title@flavorld

title@language

title@nullFlavor
title@validTimeLow
title@validTimeHigh

document.text

text

AFF T Document (2 B35 B0
BEwa T arTTEHETH
5 o

[0..1]
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integrityChec [0..1] BT AJEMEIL, integrityCheck B3 T
kAlgorithm RESNTWET = v 7V A
SHA256 72 & | I &nT-
integrityCheckAlgorithm %! ¢ &
Do
language [0..1] TNT 7y~ | ARJEMEIL Document (2 4T
W5 R4~ language )BT
QUTFEHa— | D,
Riz oW Tix
1S0639.1 &%
e,
[k = & D%E
LhHA R =5
M
mediaType [0.1] TFA b mediaType J& 41Xk E A TR
5ND 7 7 A ILOBILED -
send, sdtm F7= | ®OERHIEEZTRET 5,
/% adam 72 &
[Hbl = & o3
LHA4 R =5
R
charset [0..1] TXA B charset J&: 1% Document (Z i
SNTVLXFT o a— Rafi
"ip_utf8"E72iE | BT D
"jp_shift_jis" 72
bl
[ = & D Jz
L4 K] =5
R
updateMode [0..1] TIV7 7w k| updateMode JEMEIT text 3 D&
PEDOEF NI TH L0 E S M
R=Replace 2 | Z/”"$ a2 — NMEZRET 2,
o
text.reference [0..1] AREFIE Document @ text 3712

BEND AT THERETH D,
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value [1.1] TF AR Z AUl text.reference Z5& o value
JEMETH Y . Document DAHR /N
Document 7 | AL 7 7 A VA ZEH L TCE
7 DGR ES D,
Jbe NX
/..Im3/32-
bodydata/
32s-drugsub/
32s1-geninfo.
pdf / 2o
text.integrityCheck [0..1] B S integrityCheck J& {13 Document
DF = v 7 MELRUET S,
/618102bf0706
5bc
€1250594201fe4
485
15f0fa6l,/ 72"
text.thumbnail [0.1] thumbnail EFR X, EEHENHE
D> AT AT Document % it B
THOIEHT 5,
value [1..1] T X A bk ABMEIX, PEEEVREH DA
7 5NCHIHJ % fiEi % Document
/26145c7a- | IZAF 5T 5729 O value BT H
3dc7-404d-91cl- | D, 1 ZAEFIXZ OE AL
6e0e5c71f8f6 / L7\,
(UUID) # 7-/%
A1234567 (&15
ZIEEDE) &
L
[ = & D J
AR 25
R
text.description [0.1] description E3& 1%, EEH D
Document % &t B4~ % 72 DI ]
T 5,
value [1.1] T AN AJEMEIL, HEEE 2 Doument
WA & B9 % 72 O value JB M
SDTM 725 Th b,
ADaM &/t 7"
57200 SAS =
Cppa

CHuleg = & o FE
LA R 2%
e
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ESH R

B Z2EE fEDH ]
A #E
A TOHHL Document [IZIZLL FOER L BN MLEATH S ¢
o text HH
0 text@IntegrityCheckAlgorithm J& "
o reference@value &%
o text.integrityCheck %5

L Document Z 42 28 A id text ER AT 5 2 &, BEAED document 2
FOREHTIL, REZRIAELREALH 5,

Document % A R L OFEHTiX, text@integrityCheckAlgorithm J& s L OY
text.integrityCheck B3 IXRE CTdh 5, Hr L\ document B39 T text 3k &
text@integrityCheckAlgorithm J& 35 X O text.integrityCheck R 2 & 5 = &,

Document % A /LD H TIE text.reference EHRITRETHHN., FDMT
document BER A H T 25 A IFHLEATH D,

ZAZ 1L text.thumbnail B 41 L 72V, value BYEIZEEEH A THY . %2
2 DT text.thumbnail Z2{# 4%,

text.description@value BTk = L iciEE SN D (FFEE 7 — & @ Document
(BT DR L) . [HZ L pED A K] 258D Z &,

%< Of. text@language &4, text@charset &P L O text@mediaType J& 4 D
HERITERE TH 2, text BWHEDFHIZE T D5EMIC OV TITE 7 29 8217.22
ZZROZ L, FElEB L O ATRERE DB R —EIC oW TR [Hl 2 & 05
¥4 R 2RO L,

77 ANEBART 5, BARNCEEH S 4172 document 2255 & [F U
reference@value, text@IntegrityCheckAlgorithm, 35 J O text.integrityCheck O fi %
text T CTHUR L2 T 1UE 72 5720, reference@value (3 SCEA~DFR /SR L35
Z &, [AL Submission Unit N CRAFIHS 256G, Xt/ SAIEEE S 725, EED
Submission Unit (2 £ 72723 > THHAHT 2856, FHxE/ S A 121 Sequence Number %
TRTMENRS Y | AT X - Tid Application Number & R348 5 %,
text.reference 238 O AT 23EIIC DWW TIT® 7 22 82173 25D =
L,

eCTD v4.0 TARERZR L BMIZLL T O#EY -
e text.data
o text.xml
e text.translation
o text@compression
e text@controllnformationExtension
e text@controllnformationRoot
e text@flavorld
o text@nullFlavor
o text@validTimeHigh
e text@validTimelLow
e text@value
o text@xsi:type
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8.2.15.3 3

T NRTOICH 2 fp z—sL ]« KF 77 U /dgenericode 7 7 1 L5 L 8K 7L B
A o, =y e R

8.2.15.4 BRHEF
document BEE TR I N B 7 T ABER LR,

8.2.155 XML #> /L : Document

LT @ XML > 71z, Application IZF57E S 4172 document ZERIZOW UEE DO ERLCEM 25
HTART,

<document>
<id root="973d9293-77h9-4f45-h62e-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>c0d5623550c997a70b62717d95fcalcada201754d1ed9fbbbbfa97bfd64c8ead</int
egrityCheck>
<[text>
</document>

Q B DIEIT 71T D0 TIIXML T L D R = »,

8.2.16 AVTERL - T—TOEBEADOHLEA &

Z 2 Tl&, [Al—® Context of Use =— KB LU Keyword = — R~ (Keyword 23MFET 5 54) D
HE b ERS 1 DE 721385 Context of Use TR Iz T XA b « Z—7"7, K
DRI > TEE INTZHEIT, contextOfUse B3 4 Fll4- 5 ik a4 5,

H4avTFFAb+-SL—F-EFIL

OAVTFFRM T )IL—T

Priority
Number

Context of Use

Keyword (F53258)

WDt 7 > a o TlE, Keyword 2 LT 1D F 721382 D Context of Use Bz % 7 /L — b9 %
Tk, arT U UBROET, $74b5 150 Context of Use NHBMREN 5 1 CEEZEHD

2 Ak 70 FEAE FEESE T ESTRI O 7 = 74 NIHEEH S5,
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Context of Use 72 H BB XA SIEBEN G0 D L VNV —T~, F13FDOW~EET 5 FHiEE#HH
T 5,

8.216.1 JN—F - &4 FILTDKeyword DEEHFL &

EEE X Keyword ZfiHH LT, Zv—7" - Z A ~/L% Context of Use [ZiBII L, HROEH LIZ
KRINDAL TV EETHZIENTED, EEHICEST, CTDRHLAZV—7 - XA
MTEBBINDLEND D LB 556, contextOfUse EHEN 1 7T Th-oTh,
Keyword Z V% Z &, Contextof Use [Zi 3% 7 /v—7" « XA hLd Keyword L 1 DDA &9
5L,

<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—& M & %5 DocumentX"Analytical Procedure 1" Cd 5, >
<derivedFrom>
<documentReference>
<id root="164af1e4-f625-4621-8d69-ca56b8f7dc7b"/>
</documentReference>
</derivedFrom>
<1--C001/% = > 7 F ®Keyword Definition ¢"PVDC Blister Pack" % 39 =1 —

<referencedBy typeCode="REFR">
<keyword>
<code code="C001" codeSystem="2.16.840.1.113883.3 "/>
</keyword>
</referencedBy>
<1--GTO0L/X 7 v—7 - % A k/LdKeyword Definition C"Analytical
Procedures"##74 =2— R TH Y | fEEDkeywordDFEIHTH 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& [ &1 %5 Document X" Analytical Procedure 2" T 5, -->
<derivedFrom>
<documentReference>
<id root="0127b806-5510-45c5-93fd-9a3a6e9735aa"/>
</documentReference>
</derivedFrom>
<1--C001i% = > 7 F D Keyword Definition T"PVDC Blister Pack" % 74 =1 —
FTHoH, >
<referencedBy typeCode="REFR">
<keyword>
<code code="C001" codeSystem="2.16.840.1.113883.3 "/>
</keyword>
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</referencedBy>
<1--GT001/X 7 /v—"7" « % A /LD Keyword Definition C"Analytical
Procedures"## 4 2 — RTh v, (L& (/Jkeyword(/ﬂhﬁ”ﬁ ThHhodH, ->

<referencedBy typeCode="REFR">

<keyword>
<code code="GT001" codeSystem="2.16.840.1.113883.3 "/>

</keyword>

</referencedBy>

</contextOfUse>
</component>

Context of Use &keyword /27~ THIRD HH) TDH T, (EH A[RELM A 512D
Q NWClE, 2 fa— b B NF¥ 77 VL ONCH M4 [ R0 D 7R GR 75 D 7 0 D
ZE e T =p e N2 X h (CTD) Dk 774 a0 = L,

Q B DEIH 775100 TIFXML TD £ D] ] 3 B2 D = F,

82162 B—TrAIADLHEHET7FANADEE

ZOVFUATIH, 1 DO 7 74/ (Document) % %%t Document 75 a%5 227 2 TE i
THHEED, a7 RO ZETIZOWTIRT %,

= R1
Bl Submission Unit Ti. Context of Use 7> 528 X315 Document =K nd 57202, LLFD
Context of Use Z##2H9 %,

<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—%: [ X} % DocumentX"Analytical Procedure 1" T %, -->
<derivedFrom>
<documentReference>
<id root="164af1e4-f625-4621-8d69-ca56b8f7dc7h"/>
</documentReference>
</derivedFrom>
</contextOfUse>
</component>

=R 2

WOFEITIX, RO —4 o AT &7 Context of Use 2 2 DD ¥ L\ Context of Use 3 T
#i4~ 5, 4 Context of Use ZE T Z N ZNHID Document # 2R LT\ 5 (T7hbb, a7
23 25D H L Document (277 E S35 28, — )5 Document 232431 CTH Y . b 9 — 5 ® Document
IEMTHLIEE. HDHWIEE ST O Document 238i7= 72 a7 Y & T4 ) . Related Context
of Use I, HID L —74 > A THEH &7z Context of Use DB 2245, ZHIFRCAHE LD
£ £. 150 Document 7% 2 -5 Document TEHIN D Z & 2F T, E: LLFOBITIE, &k
D 250 Context of Use HHE D 5 H, A J7IZ Priority Number A EEIV M THND, EEH
2NHE L\ Priority Number 2510 4 T CW A 5L H D,

<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—2fd X1 % Document/X"Analytical Procedure 1" Cb %, -->
<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-eaee208c7053"/>
</relatedContextOfUse>
</replacementOf>
<1--Z [ X315 DocumentE"Analytical Procedure 2" Cd %5, ->
<derivedFrom>
<documentReference>
<id root="0127b8b6-5510-45c5-93fd-9a3a6e9735aa"/>
</documentReference>
</derivedFrom>
</contextOfUse>
</component>

Q G DI 775020 TIFIXML T Dt | 3 B D =

82163 HMETFAIDEE—T7AINADEEF

ZOVFIVATE, BEOT7 7 ANLVTHEREINTZa T YE, 1 OO7 7 A LV THRSND =
VT CEET D IEERAT S, RO —r v ATEE D contextOfUse 235 (47 b b
¥ Document) #EE L. BEDOL—F7 U ATIHLOD 7 7 A NVESRLIZWEE, 20Ty
Z1OOWET 7 A VITHEG T D

—rr v A1 - B D document RENENSREND
WD T, ZENHNE]O Document 2 292 2 -5? contextOfUse %53 % <7,

<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--2JH X115 Document/E"Analytical Procedure 1" C& 5, -->
<derivedFrom>

<documentReference>
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<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"/>
<1--Z [ X 415 Document/X"Analytical Procedure 2" C&h 5, -->
<derivedFrom>
<documentReference>
<id root="0127b8b6-5510-45c5-93fd-9a3a6e9735aa"/>
</documentReference>
</derivedFrom>
</contextOfUse>
</component>

—r VR 2- BRI B E—" Document

WOHITIL, BiD Y —r 0 A THH & 72 2 - Context of Use %, 1 -5 Document % 2 I
T % 150 Context of Use TiE#id % (L7-723->TZ ® Document |21, RO —4 2 2 THH X
ni= 2 D 0OHE/ % Document TIRRIHENT-a T Y NI RTEEND) , 1 LLTFOHITIL,
L\ contextOfUse ZE5&1Z Priority Number 23 FFEEI D K THi b, EEHLH LV Priority
Number ZE| D ¥ CTWAEALH 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-cbfa-4d2f-9793-2b30ea51b8f5"/>
</relatedContextOfUse>
</replacementOf>
<replacementOf typeCode="RPLC">
<relatedContextOfUse>
<id root="4a5c97e1-4448-47e2-90ff-2d6a264167c0"/>
</relatedContextOfUse>
</replacementOf>
<1--ZB & 1L % Documentld "Analytical Procedure Consolidated" C & % -->
<derivedFrom>
<documentReference>
<id root="e8e44446-de99-4324-ba9c-502fe8d729ba"/>
</documentReference>
</derivedFrom>
</contextOfUse>

</component>

Q DI 751700 TIFXML T D (it JH | 3 B D = F
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8.2.16.4 [EBEBEDEE

TN EE SNIZHA, £ O eCTD F2ETIIMUFERH LB ER L e~ 7284, CTD i
HLOWEBEEDEENMNELRDLZ ERNH D, KD eCTD EEITIHI1F 5 CTD WL L offi Hik
X ICH 30 TEHNOKBBFEO-DDaEy « T 7 =H/L+ RF¥x=2 Ak (CTD) DRkl T
ED LTS, MO ROET L, 4 CTD R L i ] 7] G27: Context of Use =— NE 7~
I% Keyword [Z 2259 5 AlREME N B 5, BEfEHEE DL I3 T B BEOREH & DL FIZR T,

8.2.16.4.1

LUBTIZHEH [ g8 T o /= CTD EH L DHEE

(LHNEIEH AIEE T - 72) CTD R LAMERRGEL o2 lma . UTOY TV ANRELS ¢
o HMIIBFORHBLOTTHI SN SND0, BMOEROBEDLEREGE,

(o}

B LW 28 L4 7 Context of Use == — R385 LT Keyword & & & (22 H]
THZE,

FEHMIE4 CTD R LB XU Keyword O F CHERI NS,

BEAF O L LODEHBI OB OBRME (TR0 b7 A4 734 71) 13727
60

o MAFORHMIIMH SN2 | H LWIRHMORHBMLELRGE

(0]

o

ORI ZHIRT 20N ENH D (87 v a2 8211.33%M)

B L4728 Context of Use = — REB LT Keyword & & H12, #H LW A 1
35,

HIBR S 72 13 active T2 < 720 | B LWEH® S H LW CTD R LB LT
Keyword @ T T active & 72 %,

BEAF ORI & LWRBWOF OBIRIE (FT72bE 74 7% A 7)) 1372< 7
60

o MHWEE SR HLMENH DA, CTD i LI L OVE 1T Keyword DZE B 73 G IZ 4 B

e,

(0]

(0]

8.2.16.4.2

BFOREMZHIRT 2 0ERHD (B2 238211335 H) |

Ly CTD ALH L. Keyword 3 L OBEAF O D Document 5851 F~DZ [ &
L B2, H LU Context of Use 2352 H &4 5,

Mo —4 2 TiE, WL CTD AL, Keyword 38 X OBEFD 2 7 Y ~D
2 (725, related Contextof Use) %19 #7 L\ Contextof Use @ FC, HrlL
WEH AR ET D,

L, HrLvy CTD R L KUY Keyword @ R T, BEFORZHY &8 LU g
Y O OBIR Z 7~

LUBTIFHEFRBE T o 2 CTD BH L DB

(LRI REEToH - 72) CTD A LAMEHAFREL 7220, B L CTD R LO T TIE L v i
MR TTRAL DR DO T7H30E L T D56,

o HEMIIMAFORHLOT T SHESMMS D23, HrLv CTD BH L O FTIEEm
DIF RO LI RIG
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0 HLWIRHMZH L2472 Context of Use ==— R3 L TN Keyword & & & 122 H
THZ L,

o fEHIFA CTD A LI LU Keyword O FCHRRSILD,

o BEFOREM L LWERMOMIZER (TR0 I7 A4 7% A 7)1) 137275,
o BEFORHMIIMLEH SRV B LWRHM ORI LB 255,

o BEFORHMZHIRT 20ERHD (B2 a2 8211335H) |

o HrTLWZY7 Context of Use =— KB LT Keyword & & i, H LWIEHY %42
H3 2,

o HIBRSN7-#EMHMIL active T2 <720 . HLWEEMAE LW CTD AH LB LW
Keyword @ T C active & 725,

o BEFOREYLH LWREMOR OB (Tbb T4 7317 0) 13727
50

o IEHWOBEBNLIETH D73, CTD AL Lis L OVE 7213 Keyword DT B3 e 2 B 72

AN
Ho

o MFEORHMEZHIRT AIVNENHDS (B a3 8211335K) |

o HLWCTD AL, Keyword 35 X OBEfFOFEHI# D Document 5511 ~DZ i &
L BT, LU Context of Use 23 S 5,

o fpkor—rrATiE, RUCTD R L, Keyword 8L UBEFD a7 Y ~D
ZH (9725, related Context of Use) % 9 #7 L\ Contextof Use ™ FC, #H L
WigEHW 2R ET D,

o HIX. HLuv CTD A LB IO Keyword O F T, BEFOHEHY & B L ig
Y DR OB Z 7R,

8.2.17 Document BEXRICEH4 2 EEEIR

8.2.17.1 Document DEFIH

Application D Z A 7H A 7 )LDHF T, 1 50 Document MiJEHLBRBEINLZ E0nbH D, TDT-
., Document O FFF|HI% eCTD v4.0 DEERERE TH 5, Document DFFIHIL, EDO=a T
VY ERAEZTF =N BT 5 Context of Use |26 AIREREE DA AIRETH H, £z,
Document OFFIHIZH7=»> Tk, LENRFL LR EIN LI BRBIEC, NA/N—=FTF A | -V
VI EEDETOa YT YN, FAHARE TR ITIUER BV, MR HICBIE O e\ W rE
~DOZWEEGIFER L 7 541X, Document Z HAIH & T, At v Tk,
Document F-AI H D & & — #9724 & 7737,

Document % A 9% 72 ® Document 4 51k & FHANC DWW ik, THlEZ & 32885 1 K]
RO L,

AU SCEAE 1> 721384800 Submission Unit 125 TEET D256, Uik CEOMB 2% ET
% document EFX 1 LTI IZI V., ZD%IE. ED contextOfUse BENH THED
Document &R TX 3,

WD XMLIZ, CEOFHRTI2 X - TIE U Document 2284 % 2 -2 contextOfUse B3 42717,

V=R 1
Context of Use Z2%
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<component>
<priorityNumber value="1000"/>
<contextOfUse>
<id root="7480bc1a-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
<documentReference> V=7 ALT
<id roo{="3d1084fb-56c6-4923-ale5-8al5e4fdcIcs" /> fRIE
</documentReference>
</derivedFrom>
</contextOfUse>
</component>

Document ZZ%
<document>

<id root="3d1084fb-56¢c6-4923-ale5-8al5e4fdc9c5"/>
<title value="Excipients X"/> document.id

<text integrityCheckAlgorithm="SHA256">
<reference value="m3/32-prod/excipients.pdf"/>
<integrityCheck>c0d5623550c997a70b62717d95fcalcada201754d1ed9fbbbbfa97bfd64c8ead</int
egrityCheck>
<[text>
</document>

= R2
Context of Use ZZ5#
<component>
<priorityNumber value="2000"/>
<contextOfUse>
<id root="47939431-1acl-4el17-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 root="3d1084fb-56¢6-4923-ale5-8a15e4fdc9c5"/> document.id
</documentReference> SR 1 CHRE
</derivedFrom>
</contextOfUse>
</component>

Q B DIEF 51T D0 TIFXML T LD R = F,

Document ZZ#

document Z 3% Z @ Submission Unit TiX5(E S 4172V, Z @ Document (£ —%47 A 1 T CIZ
EEHESTH D, LiLofI ik, Document (%A U Application PN 72 13#i%k @ Application 7> 5%
I 5, Document O FFIHIZEI T DM OWTIE [HlkkZ & 0F22ET 4 F] 2SR
k.
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8.2.17.2 Document EZDFEF

document X, HAIDOTEHBRIZER 2 BT L[N D DN S0 EEE&Te, B, %4
7% Document OFJEIHEHIFICE N D MAEB I MEEOBERIEHICESWTHEITEINIVLEN D
%, document HEDH 2T X TOMNEB LI OMEEOERZLB L OEMSE & HICLLTFIRT,

document OB D
<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>a4c828974a7d177137d69aedfc45379a694611ef317c6¢1741a935aa9555¢57d</in
tegrityCheck>
<[text>
</document>

Document ZLFE D FH IOV TiE, Document # A RO, text RO HEHB L O ERZ O
BT AU TOY7®7 v a T T 5, LTFOSME, text BEB LR A MLVOEHO
mFICEH S NS -

o text@integrityCheckAlgorithm, text.integrityCheck 35 X O reference@value 7 % 1 h /L3 KLY
[E7203 text RO & L IR SN LA, TNODEIFZERICIVEREIN D,
# )0 Document DFE %, A6 DEREITBMEDOMEITETE TE 220,

8.2.17.2.1 Document &1 fLDEH

documenttitle ZL# |2 = F — 23 & £ 17~ document EENEXE S NT-HBE. EEHIT. HrLw
Document Z{ERE LIE4 8 0 12, documenttitle EAZEHFTLHZ LN TESH, Kk gD
Bz, Y% EHI MR SR A R T,

updateMode 24/ L 7= Document &1 kLD BHF

document.titlte@value JEMEEDFR Y (f : 32T ZEIET 554 . Document @ id@root fE[X[R U F
FTHDH, Document ¥ A ~LaFHTH & Mi%Z Document NS I TWND DT X TOEFTT
HEH D,

<document>

<id root="ceb05f3d-ebb0-4547-9734-056efal34a7a"/>

<title value="Manufacturing Process and Controls" updateMode="R"/>
</document>

document.tite@value 23 &< B2 554 (Tbb, HLWZ A M OREE2EXKT55E) . 5

LV Document 72 =7 "ERIEHTAHZ L, ZDLE, TrAARHARAESNSZ LD
(Dt s> g B8) .

8.2.17.2.2 Document Text D &ZF

mediaType 35 L Uf language J&PE23 58T 41, A U updateMode &% A9 %,

document.text@mediaType = 7= 1% document.text@language J& 1 H O = 7 — F 721 I K BMEEZEIE L T
#, Document @ id@root XA CE £ THDH, ZDt 7 v a PO TIEYEE B OMHEER %R
R

<component>
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<document>
<id root="ceb05f3d-ebb0-4547-9734-056efal34a7a"/>

</document>
</component>

Document O text B35 2 H 1 (EOBMNE#Z D7) 35384, updateMode |2 TR) DfE
ZREEL, EBEEDLENCRH LEERO EEEXZEM L2 L 27T,

mediaType 35 & O language 2R OEWFICEET 2 RICHOWTIE [Hlsk T 0 FEHT 1 V] 2%
oz b,

8.2.17.2.3 Document &7 pPBlNTF X FDOEE

Document @ title 33 XN text RO OEFH =B 556, TNENOFH HiLEEHAEDE
60

document.title@value, document.text@mediaType ¥ 7-13 document.text@language JEEF D~ 7 —F
ToIX R AZEE L TH, Document @ id@root fEiXAI LEFTH D, Z Dk v a HOFITIX
MHEEBOVHABER T TRT,

<component>
<document>
<id root="ceb05f3d-ebh0-4547-9734-056efal34a7a"/>
<title value="Manufacturing Process and Controls" updateMode="R"/>

</document>
</component>

() EEDEI 7751220 TIFXML TO L DN G| D = &,

8.2173  FZrAINDEFFE

77 A VITEE . 1 o0 document E3E TRtk &, £ D document EEIFHEED contextOfUse 2
ENOLBRTE L, ZHICHOWTIX Document OFFIH] E27 > a o THHLTWS, HED
W T T, L7 7 ANVERHBICL > TR D H51E (B72 %5 Document # A hL) TRIRT
MR DN E R D, —OL D 2RI BNTIE. 77 A %5770 document EE T
R THMEND S, ZD=8, 5D documenttext HHEICFE U7 7 A L ASZANHE T HEE0
D, TOTFANMITANVTREE GO T 1 ELTEETILENDH D, ZIZHOWTIE

'Document FFIH] THHALTWS (7382171 %5H) |

LU document BERAERT LR, URNCRM L7 7 A NVONRRAEREET H & HED
Submission ¥ X% Application (TREDEAZMR) Zx TRICL 7 7 A VA HAHTE S, 774
L, BT 7 ANVPEBRICIRE SN 7 AV Z OGBS G, BESNLHAHD Y
T U AT T O\ -

o FH—WEDOT xNEINERD (o Application NIZHFEIET D) 7 7 A VO FFI

o FE RO T FNVEINEIRD (R Application DD S —4 v ANICHFIET D) T 7
A VD FHFIH

o FEPEED T +AFNEL (AL Submission Unit NICIE(ET D) 7 7 A LD FEFIH

H: 77A4ANVERABETLIHA. 2FE0, 2077 A NV ET TICRHBEATHLIGAE. 7404
HELFLO 77 AN EBEELZEHYICEBETAOFTH L 25, 287 5. Submission Unit,
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Submission, F7=1% Application |ZF D THRINT 2T XTO 7 7 A VW, L7 4V FFEENICTT
ETDHEIIRLBRNNLTH D,

7 7 A NVOFFAICET 2 BRI OFRICOVTIEZ, [T L DFET A ] 2580z
&o

WD XML B> 7z, [Report for Study 1) &9 % A kL document 235 % /R4,

<component>
<document>
<id root="bab246ef-7d8e-4042-bd8b-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>

& document EE (21, FEOFIEE LT 7 A LT 72 % Document Z A kL& & b ICEaR
SNTWBD, Z@ document B |L, 7 7 A OB HZIZHERH L 72%%D Submission Unit |2
Lo TERENTWS, ZNOHDBFITIREINTWDE 7 7 A A XZAFHROBEWVICIEETHZ L,

<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>5b94eb14cd31031a4d4539d0bcfhef028a91c04d2d2575990c4422947a9f437a
</integrityCheck>
<[text>
</document>
</component>

Q £ DIEIH 707 o0 TIIXML T D ] & R D = &,

8.2.18 Keyword Definition

keywordDefinition [T EH N EFRT D Keyword Z LT 272 DIZEH I, A v EB—T DOMOE
FTCIEa— R T ENn5, Keyword Definition ® E72fEH HEIZ, =2 ha—L K« RE¥¥ 77
U TERIN TV Keyword GEEEFRFA D Keyword 72 &) OEiZEHRTDHZ & Th D,
Keyword Definition (Z(343 /7 & E23 %2722 > TEEHTE Y . Context of Use T Keyword Z 579
LR &SNS, 1 HEEE 3 Application [# T H AT 6E 72 J5 1 T Keyword Definition
ZEFZLTH IV, ZOHEIT Application = & [Z[F U Keyword Definition %42 H9° 2 LB N &
Do

8.2.18.1 XML LODEE
Keyowrd Definition D54, XML £ v & —® keywordDefinition E#E 2 XD X 5 IZALET 5,
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e controlActProcess>> subject>> submissionUnit>>componentOf1>>submission>>
componentOf>>application>> referencedBy> >keywordDefinition

referencedBy 3% O HIIZ, informationRecipient, holder, reference, 7213 subject % ik 7 5
ZLEINTED,

XML OFERFFHEIZOWTIZ, ZT:VAOXML A v — S 2B = b,

8.2.18.2 XML EF
WDFIZ, keywordDefinition E3E CTHE /29X TO XML EFREB I VEMhEz r L, Fl7Z2 R
HLHEEIT I NnELT,

Q ClassCode #moodCode/ZeCTD v4.0 XML X » & — 2 T/E 2 Tk 5, classCode /%
/ACT/ , moodCode/s /EVN) (Z/HE S TS, 6 DFEPEIZHIOMER Z Fi
SHE, FOXML X >t — T X F—~ (XL TG TR,

4% keywordDefinition (%, Z i1 H & ® keywordDefinition EHEIZ 5D TiEET 5, AX—~TlE, &
keywordDefinition |Z O ZFLH T2 Z EBFFRI SN TV 5 A, eCTD v4.0 TiX 1 2D
keywordDefinition 232D & 1 DOEDAFLHT D Z &L BFFA SN D,

keywordDefinition ZL3 25 FH S5 FAFIZLL T D@ Y -
o % application ZEH (T 05 b #EED keywordDefinition 223 2 %(5 T & 2,

o EEEMNEFRT D Keyword ZEHT 25615, 57T % keywordDefinition % $57E 7 % 4%
ERH D,

e keywordDefinition (% Application ® 7 A 74 A 7 L& L C LEZ TR TUX IV, oF
v . Keyword Definition |3 1 EEE #7940, [ U Application N THAULHIV ¥ ThHinc=
— NMEZFER L TENESBT D LN TE S, 1% : keywordDefinition (X Application =
CICERTOIVLENRD D,

8.2.18.2.1 keywordDefinition.code
EES JE LHEE B B
7 7E
code [1..1] ARE X Keyword Definition OFE%H
AT DIERERMNT 5T
HERTH D,
code [1.1] TX AL | REMIT Keyword Definition OFEEH

ich_keyword | " T&H %,
type_1 20~
TRP5
ICH £/2/%
ot = — N
DFEH

[ = &
DFELET A
Kl &%
I8

o

g a3 — NMEIZxHS 9 5 code J&
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2R Rt LEE fEDRY A

4 7E
codeSystem [1.1] %472 OID | codeSystam J@& (%, = hr—/b

ReRF¥Xx 7TV« VAT hx—F
(ZR DR 2 R E T D,

KBIEDJEIT =2 — ]+ 2R 7 A JTEE
I P7Z0ID TRIFFILR 672
b,

EMEIE code & codeSystem |ZMZEDJEIETH 5,
EF B code T3 72 ICH Keyword = — ROFEEETH D Z &,
BRSNS B 1E eCTD v4.0 TAREELRZEFR LIBMEIILLTO#EY
e code.displayName

e code.originalText

e code.translation

e code.source

e code@codeSystemName

e code@codeSystemVersion

e code@codingRationale

e code@controlInformationExtension
e code@controllnformationRoot

e code@flavorld

e code@id

e code@nullFlavor

e code@updateMode

e code@validTimeLow

o code@validTimeHigh

e code@valueSet

e code@valueSetVersion

o code@xsi:type

8.2.18.2.2 keywordDefinition.statusCode

ARFEFHE X, keywordDefinition @
WeZ Ry a T FTEHETHD,

statusCode [1..1]

code [1.1] TAT 7N | KBHE AT — % 2 %Rt a— Rl
v b Th 5,
active 2 &

ESH SR

statusCode |ZMEDEFE TH 5,
code BMEDEILE I Tactive] THDHZ &,

Page 76



2R

BRIV B

eCTD v4.0 TAREZREFE L JBYEIZLL T Db
e statusCode@controllnformationExtension
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
LEES JE LEE DR B
Z B
value [1.1] ARFFE 1T keywordDefinition {fi]
Keyword Z @il 4~ 572Dz — R
DarTFHIETHD,
value.item [1.1] ARHEFHRIIAE % O Keyword @B 1%
BETDarTFERTHD,
code [1.1] T ¥ A b ABMEITER SN D Keyword (25F
J& 3% code EBHETH 5,
EIGHPEZE L
7ENE
MANUOQOL X /=/2
MFR_001 72 &
codeSystem [1..1] T HF AR AKEMEZ=a > ha—/L R« R¥xy
TV - VAT KN —RICHRT
FHEEDPEZ L | D codeSystem fETH 5,
Vg4
value.item.displayNam [1..1] AL T displayName % F57E 9 5
e aTFTERTH D,
displayName & %,
keywordDefinition =t — R{Z%f)i&9
LERRLTH D,
value [1.1] T¥ Ak KRBV, EFS 41D Keyword D
value Z 5 @ displayName J& % C&H
/Big Do .
Manufacturer / 72
EHRIGEH D IERE
L= e
updateMode [0..1] Tv7 7~y k| updateMode (%, Keyword
Definition D F~4 OfE % T
R =Replace 2 & | 27T %,
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B SHEE fEDEY B
Z FER
keywordDefinition.value |ZMHDEFZETH 5,
value.item@code, value.item@codeSystem, value.item.displayName@value |3 #2H D
BIETH 2,

keywordDefinition.value.item@code 235 €3 %
keywordDefinition.value.item.displayName DfER —EIZEE H oW & X (T2
%, updateMode Z W2 B 22 BT M T T, BEfFO 2 — RITk L TH#Lo
displayName@value 2321 S L7z & &) | ZORMITAI TSN D,

EHHER % keywordDefinition |[ZIXiE(EH M EFE L7z Keyword 2 1 D721 &H 5 Z L3 T
Do

displayName@value /% Keyword Definitoin 238§D 5 & 538 al BE 72 MeE— o J@ 4
ThHY . BHT 5EE1T displayName@updateMode (2 [R] DIEAFET S Z &,

displayName@value 73 B H S LTV /R R Y | updateMode (X L7anw2 &, o
F V. YZENPEH STV WA TT update mode 2 L TiEZe B 720,

B ID B L OGREBR & 1 F Lo keyword OFEFEIZE Y 4T HIL TV DD ZEMIZ D
W, B2 23282185128 L,

BRI B eCTD v4.0 THREREFE & /IILL T o@Yy -
o displayName@controllnformationExtension
o displayName@controllnformationRoot
o displayName@flavorld
o displayName@language
e displayName@nullFlavor
o displayName@validTimeHigh
o displayName@validTimelLow

8.2.18.3 &

‘E’ T RTOICH 72 =1 R+ 35 F 4+ 77 U dgenericode 7 7 1 /b5 L TRX 771
v Fo— P T A GRS S, P

8.2.184 BRHER
keywordDefinition B3& ChrIL XD 7 T AEFRIL/20,

8.2.18.5  Keyword Definition DE/ZET EH 1 %X

AK¥ s arTik, EAED Keyword Definition OFEE (F72b b, HEENTHET HMS) (2
T RPN e R O 2R3, FHIRTHESRN ELMFEHEIND LY, ZOHA RT7A4 120D
& (BUWDOANY T =27 e = DT, [ T E DERED L ] &0 L, )

8.2.18.5.1 Study Id Study Title

AR ID BEL OB S A LD keyword DEZ TR T 556, R ID_$BRZ A LD L HIT 2
ODIEE AT X —2aT t Nis ($) kA ToORiT 5,

KRIZ keyword definition E D #i 2 7~4 -

22 A& 70 FEAE FEE4E T ESTRI O 7 = 74 NIHEEH S5,

Page 78



<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

BiRF ST, Keyword D EFE T 150 Application DFEIFHICB W COAFNTH D, L, HHE
HOEHF VA (B 7 v—7{b X 7= Submission) &8 L C. [A U Keyword Definition (=
— FBLXOMEDOX) %440 Application THEZH L TH K, IROEZ >3 Tld, Keyword ©
ERBLOHAICE TS XMLA Y AZ L AD T U A 248501 5,

8.2.18.6.1 Keyword Definition
KD XML Y7z, keywordDefinition OFE$H D —->TdH % Manufacturer % 7~

<referencedBy>
<keywordDefinition>
<code code="ich_keyword_type_ 3"
codeSystem="2.16.840.1.113883.3.989.2.2.1.5.2"/>
<statusCode code="active"/>

<value>
<item code="MANUOQ01" codeSystem="2.16.840.1.113883.3">
<displayName value="Big Manufacturer"/>
</item>
</value>
</keywordDefinition>
<[referencedBy>

o AF—~ TITEHED item BEHREEFTLRT 22 E0NOLNTNH23, eCTD v4.0 TiX 1 2D
Keyword Definition (22> & 1 272 fRETH 2 &,

Q EDEIH 7750200 TIFXML T L DE N i & B0 D = F,

8.2.18.6.2 Keyword Definition DZn4 O FH

%f5 L 7= Keyword Definition IZFA BNEENTND Z ERD D, EFEHE D Keyword Definition D%
R EEET DUHERH LG (A TR ORE (B0 RE) 2ETHARE) X, 20
FORL T 2 EH TE 5, Keyword Definition = — RIZZEE T 220,

Y—ryR 1

<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>

=R 2

<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="MANUQ01" codeSystem="2.16.840.1.113883.3">
<displayName value="|Acme Manufacturer"pdateMode="R"/>

</item>
</value> displayName % 1E L\
</keywordDefinition> fEIZE R
</referencedBy>

o B EEHT 5854, AU Application N 3_T® Submission Unit GEZEIZIEH L7=H O
Hate) (O L CHEINEA SN D, ZOFEHIIMO Application  Submission Unit (213 H S
720N, REED Submission Unit IZD A FR R OFFZwH T 254, # LV Keyword Definition %
ERTDHIE,

8.2.18.7  #FH D Submission Unit /Z& 173 Keyword Definition DEEH

EEHICL - T 1 ERE SNz Keyword Definition 1%, £ DEFEN FH SN2 WORY FHET 540
X 7evy, Keyword =2 — Kk, Application N9 ="C¢ Submission Unit % 3f L C[R U T2l
BN, DFED, HHTELDIEFRTADHRTH D, Hx OBEEIZK L, Keyword Definition =
— REFRLOHME L O ERTHZE, 2F 0., 150 Application O H Cla] UL 2 #5K(A]
EFRTDHI LT TERND,

V=R 1
=R 1 TER 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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U —4r R 1 @ Context of Use TEA X 7= Keyword Definition

<component>
<priorityNumber value="1000"/>
<contextOfUse>
<id root="8¢c590801-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>
<!--"Controls for Material YYY" & U9 & A kLoD CE-->
<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="SUBO001" codeSystem="2.16.840.1.113883.3 "/>
</keyword>
</referencedBy>
</contextOfUse>
</component>

Context of Use @keyword /27~ THILR D HH) TDZF T, (€ AJRELF A G PEIZ D
Q NTIE, 2 ha— b N N T 77 VL NCH M4 | [E5 s DA GR 55 D 75 0 D
ZE T = NFE2 X b (CTD) D) 7 7 4 a0 L,

Q G DI 7751700 TIEXML T 8 Dt | 3 B D =

T—r R 3 TRERE I Keyword
Z @ Keyword Definition (22 T XML TEET 2 BNMFRIZR VY, o —7 R 1 THESNIZE
MANUO003) & #4 [Simple Manufacturer] 235| &ft & FIHARETH 5,

—7%r v A 3@ Context of Use TE A X 7= 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>
<l--"Controls for Material BCD" &\ 9 % A kLD L E-->
<documentReference>
<id root="23967c61-99bf-4090-863c-15b524ee242¢e" />
</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 @keyword /27~ THILR D HH) TDZT T, (€ ATRELF A G PEIZ D
Q NTIE, 2 ha— b N NF 77 VL NCH M4 | [E3 s DGR 75 D 72 0 D
ZE T = NFE2 X b (CTD) D) 7 7 4D L,

Q G DI 775020 TIEXML T 5 Dt | 3 B D =

9. FRRENOEER

HEEERIOEEL & 1%, Submission Unit, Submission, 35 XN Application D Z A 74 A 7 VAE L%
a9, 24U eCTD vA.0 IZ & » TIEFICHEREA TH DN, RELTA FOHANTH L, T
A 7 A 7 NOEEIT I T 2 B <> Submission Unit 25 O O IEME72 E FE T HIE = & (7
D128, ZOMHFERIT THEIRZ L OEET A K] THRY fibivs,
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10. ECTDV3.22 A wvt—UhbDBFAIVEVT » Ayvte—

eCTDV3.22 A v E—08 eCTDVAO A v — U ~HEER A BT T A I2H-> T, UUITIC%%

DMOBEMNRH D

o BiTvobt L/ Avt—VIFEHEMNOAIMEHINS, BTy BT - AyE—

DA AZ AL RPS R2 Normative 2 —<= 203 FHEN TV AN, BT~y
T e AvE—UNRVA0 Ay E—VE L THEET A Z L2 EBEERTH2HOTIERY, LR
STRBITY Yy BT « Avb—UOHERE, REED A FOZEHFITHHE L TV D H
ANZHED H DO TIT 72w,

o BTV VLT Avb—UEEEHT LI LT, (EREFIEEIFEERICY — L LA
WEFRTDLZENAREE 2D, T72bH 12DV —/LTVv3.22EB LV VA0 DREE A
R—=bTDHZLENAREE 2D, BIT~ v BT « A ob— U TIBRHYOFIRITHE S
ARV, BRIE SN2 T —F EEEFEH L TUTO2 OO ZZEMRTE S ¢

0 eCTD D/X— = [T Contextof Use DT A 7% A 7 )V EHiRi¢ 252 LnT&
Do

o eCTD ™4 Application /N, & 7= 1% Application [ ¢ Document % -5 2% Z & 23
TE 5,

7 F T V322 DRI I b YK — 5, 2% D, BHEAT, FHB
St 3 Ml A BT~ CO M & EH L BT D UER b S,

o BATI VLT Ayb—VEREHTEL00E I NTHBIC XL > TIRES LD,

FREFANDVEFEFIH - Ll DT IFE DT~ > B2 o X o — T4
Q T B, X =it FAERE G DI E BRAFF R HE SIS, FEIZ O
VTl [Hitt = DELRED S R &R = L,

10.1 BAIYEVT - AvtE—COBE

v3.2.270 5 VA0 ~DBATE FEBLT 5 HEIT—>Th D, HEEH 134 Application @ [Current View
Ave—VERNTLHZEIZE ST, 1 20OBT~vy LT « Ave—V 2 HWTEHET 77 4
TIRFT_XTCOarT Y%k va0ERIZEITT 5, Current View [ZIRD L D IZEFRSND

BT~y 7 - Avte—UI0d, HBlYRBICRH SN RZREYOREED 5,
o RIHBICHIBRE ICITEI SNV CWRWRIEWIL, €D F 7 7 V1 2 L BHFE T T 5 5>
E 0 NIRRT RTRATT S,
o HIRF/IIEBRIN Y —T7HEHERL,
e lappend] IRRED YV —T7HELB L ONZOEEY —7 25T,
o E o RRMEHEIL., V322145 FEL DT 7 AL (B 1 index.xml F 723 Hiutsg
T EITHEH LTS regional xml) (IZE TV D ATEEMEDN B D,
o BAT~wvt LT« Auk—IHFTOCTD R LOEEITZED L0,
o F—Ty T 7 AN V322D A vE— « 77 AL (index.xml F 7z XMk = & IS
LTCTW% regionalxml) OV —Z7EENLSRINTW W T 7 AL, F: A —T 7 -
T 7 A NG ENTREWITZE < OHIBIZIB W TAIT SN D,

BIT~o BT « Aob—UTIH22o0D7 744 (submissionunit.xml 3 & UF sha256.txt) DA% $&
M2z & GEICOWTITEZ 23 1035H) o FREEIISHIDFEIEZ 7 o2 — LTt ->
T, % Application OBIT~ v B 7 « A vt —VZEHTLZ LN TE S, LITFD v3.22 205
V4.0 ~DBIT7a B AIZLED ., vA0 A vE—TEEDOEED Document OFFH B L OEHM D Z
AT AT IVPMREREIND Z ENRIES NS, Current View DT _XTHOa T V3BT~ v B
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U e AybB—UTEETAHZ L, CurrentView (X, 1 OF7IFEHE DO V322 A v —TF T
BHINTa T EET,

B 5By EVy - Avte—onFa€R

I>—%L

Warning
DH

Rejection %
Exn

R mE

BT~y BT« XA ob—U0ORH
o HIFEFIIXG L /2 HHEED Current View DBAT~ v BV 7+ A v —YEIRNT 5,
o MBLRDHFEDBITY Y E LY « A v —U 2 ERABEICRE LTV 5 IREET,
BITv v BT« Ay b —U%BHLTEALRY, T42bbL, #HT 38Ty
T e Ay —FHEERIC L ODRTH S,
o WEMRHLIEL, FHEHOMICHIEIOBIT~ v Ev 2 - Xy e —V2T0 FIF, Th
B9 52 &,

BT~ BV T« A=V ONBINY T —2a v
o HHIYRIIBIT~ BV S c A=V OHBMEEE T T 5,
o NRUF—av = )WRkDHTu s I hEFETL, NI T —var s LAR— MNTZ
Z—% [rejection] F7=1% Twarning) & L CHEIT 5,
® Rejections - A v —I LT HENCETENMNERT T —42RT,
e Warnings - A vE—T OB E LT W T —FRT,
H 1250y F—1 3« LiR— hZ Rejection & Warnings %z & 6 (2 & T4 0
Hb,
e HHYRBIEELIEBITv Yy EL ST - AvE—V2HTT L, Thbb, BiivyE
T e Av—IIX 1 oORMEARETH D,

NRYF =g« LiR— hDOXEE
o HHINRBIBITvy LT - Ave—VOREELZRTHELINTIZANY T =23 - b
N—FE2RIET 5,
e TT—2L
o BATv v BV« Avb—VRNIZ=T —Nens, HFEH L eCTD v4.0
Ay E—VOKREEWBELIIBITY BT - A=V ERY T
%, BO FIFOKIEITRAID eCTD V4.0 A v & — VR[5 SN DRI D I
AETH D, eCTD V4.0 = T Y 3G STz tk1E, HLY FiF ofksEIx
S ADENADNSY sWASTAN
e Warning A vtE—
o BiT~vobt L« Ayb—TDxT—0fER, Warning 734 U724,
SHA I Warninig A v 2 — U 2 B L CeCTDVAD A v &— VDL 2Btk
TEXDHM, BirT~v B 7 « Avb—U20 Fif, BEE#HELZE-T
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H &, B FIFOEKEITRAIO eCTD vAD A v — VU NRZIE SN DRI
DHFRETIH 5, eCTD V40 =T Y NEZAE SN, Y FiIF ok
FUXZ T AT ey,
e Rejection A vt — (Wamning A vt —V a2 E0EALH5)

o NRUF—i g« LiR— [T Rejection £721% Warning £ 5T —
NEEND, ZOLAR— X, Submission Unit 235 H X9, Sequence
Number 23 FFEEID Y THND Z & &R,

o TIT—DFER, BiTv oL S Ay —URAITENSGE, HiE
IHEEHEL R > CTRHEERIEL, Ay E—V2BERETILERD D,

o HFEENKROAT v THRETDHIENTELHLEIIT, NUTF—var - LAR—&2HE
RMDICEETHZ &,

BT~ 7 s Ayt —Y0EBY B
o MFEHFIIBITv Y EL S - AvbE—VZIY FIF25ATH, BifvybE L7 - 2Avtk
—UNHEHENS ETOM, eCTDV32X A v E—TOREEMEET D LN TE D,
o BitT~vb L F « Aub—UOHRYD FIFEEIZILITO®Y
o 7 Y73 Current View [ IEfEIZ~ v F L7222 & & Warninig A v & — Y 037R
THAE, Thbb, Avt—ULT7 7 A LNORBMOMICA—ENH D, v40
A=V TOTA TV A7 NVORFFCERREEL KIFTHA,
o HFHHIIZHINT-BITv LT - AvbE—V%2EB0 FIFAZENTE S,
o HBHMBEIBIT~ Y EL S « At —URNERICHIBRESNZZ L OEREEE LR T
TR B2, ZORT vy FIFEEFEENHEHINDGANATI 28 (V32X A vE—T D%
B, ETITROBIT v E L7 « Ay =YD TH LT 0D 5T,

EIEREDOE T
e HFSEIX. Rejection E72i1% Warining ([T 57 —%EEL, BT~y BT - AvE
—VEBRNTLIZENTED, FEFITHLVWBITY Yy E LT« Ay bE—UNRZ[ES
NDHETIE, B2X A v E—VDFEE MR L TH LUy,
HIEDOBIT~ v B 7« A wE—/Submission Unit [ZHI N E7213E0 FiFbihTunbiz
O, FHEHEFC Sequence Number & FFFIH 7213\ EI4 756 2 L3 Tx 5,
o [BIEIIXGHRE 72D HFED Current View (Zxf L CHEHT 52 &, LN~ T, By —47 v
AENVI2X CIRHTD2MLENDH D256, WITRINT BTy B 7 - Ay =237
T O Current View 27 Y 2 ab b 2 L,

HEENBIT~ v BT« Ao —V 8RR T 2%, v40 A vt —YV 2 AW, &
HFOREMD T A 7 A I NVEREITH Z L,
10.2 AR¥—7
BT~ LT« AvbE—UIFEHEILA RPS AXF— < L3 _RTCONAEENEETNS, AF—
< IITBIMOFIFC B BETERNORGEIE TN W=D, BiTv oy B 7 « XAyk—T 8 v40
A=V O HFIZR L AF—v & HATX 5,

Q FELREFA~DVEFEFIE - FELRERF—~ M DHIFIE T2 TN — BN S 7254 BT~ v E°

2 T DB F T T I IR B AT B 5

10.3 BHNAYH—
BIT~ v B OO Ny r—1213 XML A & —3 (submissionunit.xml) 3 L OVF =
v 72 (sha2b6.ixt) DT 7 A INDIHEEGEHDH L,
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@ ELEZ A~ D EFIE - submissionunitxml 7 7 7 L/E, v3.22 TH O X >vtb—2" 77
/L (index, regional 5L IXSTE XML 7 7 7 /L) DREZ 7] &<,

BeBITIVYEVY - AvE—C0 T+ THRE
4 | regicnspecifiedfolder
4 | sequencenumber
|| sha256.tt

|| submissicnunit.xml

Sequence Number 7 4 /L ZNIZIZ T ANV H ZEPRNZ &, O T 7 A NVETILT 4+ /VE DBAFLE
T o856, TORBITH TSNS,

10.4 2yt—U . Ays
A vt— e Ny ZOERIZIT. BEHEZEEOREICVNER —HOERIZNZ, A vE—
VERIZ W ARGZEE T A REB L [H D FEEE T A R o= g UIERNE EN5,

WD XMLIZ, AF—<It> TA v —VE2WEET 57O OVEERZER I OEEE RT,

KREBITIVELY - Ayt—2 - AvFO XML &
XML Structure
<PORP_INO00001UV ITSVersion="XML_1.0" xmIns="urn:hl7-org:v3"
xmins:xsi="http://ww.w3.0rg/2001/XMLSchema-instance™ xsi:schemalLocation="urn:hl7-org:v3
PORP_INO00001UV .xsd ">
<id/>
<creationTime/> }

<interactionld/> INHOEHRL, ZZTRLELYIICTEL
<processingCode/> Tergma—Ur T BT TRT L,
<processingModeCode/>
<acceptAckCode/>
<receiver>
<device classCode="DEV" determinerCode="INSTANCE">
<id> receiver.device.id (%
<item root="" identifierName=""/> 22 72-104.1.1)
</id>
</device>
</receiver>
<sender>
<device classCode="DEV" determinerCode="INSTANCE"> sender.device.id (&
<id/> 2 23 2-10.4.1.1)
</device>
</sender>

10.4.1 WAERBIUVEH
ZF—=2iE, UTFEER/NNROERE Y FBRLETH D -
e ITSVersion: XML _10] ZHETHZ &,
e xmins: lurm:hl7-org:v3) Z#F8ET 5 Z &,
e xmins:xsi : [http://www.w3.0rg/2001/XMLSchema-instance| Z#f8E4 25 = &,
e xsi:schemalocation : DA v X T 7 a s « Ax—~ -« T7 AL
(xsi:schemaLocation="urn:hl7-org:v3 PORP_IN0O00001UV.xsd") #ZM34 5 Z &,
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o receiver@typeCode : [EEME [RCV] =D, A vE—TIZEDLMLEIL/R,
e receiver.device@classCode : DEV| Z48ET 52 &,
e receiver.device@determinerCode : [INSTANCE] #f5E15Z &,
o UTDIFEREEGL2OD iditemBERE2EHDH & -
0 receiver.device.id.item@root : A v & — I VERRICH W2 AR 4 R E721T [Hug
TEDEEIA RN] ©OID EZIEET D,
0 receiver.device.id.item@identifierName : A vt — UAERRIC W AREED A NE7
X THU S DEET A R ONR—2 9 VR EEIEET S, T Y RIIABIEM
R L2,

e sender@typeCode : [EEME [SNDJ # 6D, A v E—IICHEDDLLETR,
e sender.device@classCode : [DEV] #¥5ETHZ &,
e sender.device@determinerCode : [INSTANCE] #4§E9 5 Z &,

10.4.2 XML D45l

DITFIC, AvtE— « A AIZE5ENS id BEFEOXMLE] A2 753, receiver.device.id B35 3244
A RON=V g UNEREGZALTND

<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="0OID 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 - AytE—

WIZ~9 eCTD v4.0 XML £ v &— T OREREFRIE,. HL7 Version 3 RPS Release 2 Normative (235
WTW5, FERICETIERIIENZNER O 7 > a iimnd, 2F0 . XML AF—~<0
E AN FHEE T 2 o TR0y,

10.5.1 TMM RLO—F - AvE—JERDOBZE

UTOMIZ, Ay E—VICGENLEERBIOENSOEE 2R, MANOAKEZRII~A 71—
ReAvbE—=—UTHOLND,
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v3.2.2 7175 VA0 ICBAT T D ERICH
»H5b,

B 78I vE T AyvE—

Submission Unit

Priority Number

Category Event

Context of Use

Dm:u ment Reference

Relateri Context of Use

Sequence Number

Contact Party

13

14

Person

Organization

12 Application

Docurmnent

Keyward Definition

Av—T e N X
receiver.device.id
SubmissionUnit

(0]

o
(o}

id
code

Context of Use
o priority number (Context of Use = — K & Keyword == — RN DO#lAG ot 2 & 14 E)

(0}
o

id
code

BREZOBZETIL

Submission Unit—1 eCTD ¥
—T R
Priority Number — Context of

Use DRRIEF

Context of Use—CTD R H L

Document Reference — CTD
R L EBE&EMITEND
Document S B¥ 5

Context of Use Keyword —
CTD R LERTOREYD
fHntEsR

Related Context of Use — &
xR EHELHBEDREY
=BT D

Sequence Number — eCTD *
YE—VICHEEhEHEE

Submission - BB FE 1= (X418
D Submission Unit h° 5 1
S BIRGI1EED

Contact Party — Submission

2B HE#EE

Contact Party — E#& £ D&
ANEHET HI1ER

Organization — EZ#& DA
BERET H1ER

Application — Bi$i FE 1= 348
D Submission M SR S
NBEREFLTHY ., %D
MhOMBETIE., 8]
Application ZHET %

Document - XZ(ZE 3 %
HINERE LV T+ LT HE
ERNOEMIGEFE ST
Keyword Definition — 35 {E &
MEET S Keyword ZFiZ1H
EEO)

Category Event— > —4 >

ADRABRIZHT B I0ER

10

11

13

14

15

BT~y 7« Ayt —00, LFOEZNNLET
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o0 status code
o document reference
o0 keyword

e Sequence Number

e  Submission
o id
0 code

e Contact Party for Technical Contact
0 Contact Party type
o0 Person identifier
o Person name
o0 Person telecom

e Application
o id
0 code

e Applicant
o id
O name

e Document
o Id (version 4.0)
0 Reference value
o Leafreference (URI 7 /L =Y X A - SequenceNumber.xmltype.leafld
(0032.ich#NLAS57D17EB601COEDCA 72 &) )
o Keyword Definition
0 Code - type
0 Code for keyword value
0 Status Code
o Value for display name

10.5.2 RA4AO—F2fRICEATIEEEE

BT~y BT« Ayb—PI0d, BITICRERE/NROBER EBIEORNEEND,
10.5.2.1 SEEF

XML X v =y D~_A a— RERGT 57201203, LTFTORBERSLETHD -

e controlActProcess@classcode : ACTN] #¥8ETHZ &,
e conrtolActProcess@moodCode : EVN] ZIFET5HZ &,
e controlActProcess.subject@typecode : SUBJ] #f8ET 5 Z &,

10.5.3 BIIRYEVT XML A vyte—C0tEE

WOFIZ TMM XML OFEfiiEE (T720H, ~Afr—F- Avyk—) & XML AF—~DF
RCOEFRE T, ZOFRF, BUEMEEICE N5 controlActProcess,  submissionUnit
submission 33 X O application D THERL ST\ 5,

MEHLOTHFADN « Ry 7 ZEREZA L, BRICET 2HEERIGFREZ ~T 72012, SHE
ELTARE BEEHECHML, B v a UBFETHEH) 7003 MR L oFEET A4 M (B
AT, MkEAOEE ThDHZ LERT) ZRdT 5,
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RIOBITIVELST - Ay—DDiEE

XML Structure

BT~ o BT « A v—I1F 3 1 — KXML A v & — DcontrolActProcess» 5 Bt 2,
WZHERII LR (B27 v 2 2104) OEY TH Y, submissionUnitZE DORINZFLHE I 15,
<controlActProcess classCode="ACTN" moodCode="EVN">
<subject typeCode="SUBJ">
submissionUnit ZZ32 121X, LA R Contextof Use & & F D BN E £ 5 ¢
e component.contextOfUse
o primarylnformationRecipient. Territorial Authority
o replacementOf.relatedContextOfUse
o0 derivedFrom.documentReference
0 subjectOf.submissionReference
o referencedBy.keyword
W AREET A FIZIZZNGOEENT AN TRBEIN T D DT TR, FERIZ OV T, [H
WL DEENA ] #2BROZ L,
<submissionUnit> - N
:g)/;eb submissionUnit (&2 &3 2-10.5.4)
~ == e \\&
<statusCode/>
<component> r o )
<priorityNurmber value=""> } priorityNumber (&2 223 2~10.5.5) ]
<contextOfUse>
<id/> ( N )
<code/> contextOfUse (&2 27 >~10.5.5.3)
<statusCode/>
<primaryInformationRecipient> —
<territorial Authority> N
<gov<ei:jr}£1 gAuthortty> primarylnformationRecipient.territ
<name/> orialAuthority
</governingAuthority> Hisk = & DRI A B J
</territorial Authority>
</primaryInformationRecipient> _
<replacementOf typeCode="RPLC™ ~
<relatedContextOfUse> replacementOf.relatedContextOfUse
<id/> — BTyt Ayt —TT
</relatedContextOfUse> ITEEA L2
</replacementOf> _J J
<derivedFrom> ™ p N
<doiL:(rjr;intReference> - derivedFrom.documentReference
</documentReference> L (722210563 )
</derivedFrom> _
<subjectOf> ™ p N
<sub<rin(;isi?trélr?3£e<r;air&c>e> - submissionReference
- LT ¢ 18
</submissionReference> L sl = & DA A P )
</subjectOf> _
<referencedBy typeCode="REFR">)
<keyword>
<code/> >—[ keyword (&2 7 >-10.5.7.3) ]
</keyword>
</referencedBy> _
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</contextOfUse>
</component>

XML D Z D& 7 2 3 1% submission 23 OFREIZEIFR T S, Submission D IZ#HE < FIRITK
DY -
e sequenceNumber (submissionUnit & submission D BEEMEZRTEE 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 subjectd.regulatoryReviewTime
e subject5.submissionGroup
W RFETA FITIX N D OBERBFTHEH SN TNV D DT TIERV, FRIC OV TIE [t
EDFEETA R 22RO &,

<componentOf1> }[ sequenceNumber.submission (&2 & 7 >-10.5.11) ]
<sequenceNumber/>

<submission>
<id/> }[ submission (&2 &7 >105.12) ]
<code/>
<callBackContact> ™~
<contactParty>
<id/>
<code/>
<statusCode/>
<contactPerson>
<name/>
<asAgent> - callBackContact (&2 >
<representedOrganization> 7.2-10.5.12.2)
<id/>
<name/>
</representedOrganization>
</asAgent>
</contactPerson>
</contactParty>
</callBackContact> —
<subject1> ™ )
<regulatoryStatus> regulatoryStatus — 17~
<code/> > vybBErT AyE—TT
</regulatoryStatus> VEE L 7eu,
</subjectl> _ J
<subject2>
<review>
<id/> [ review — Hidik = L DT A NHH
<statusCode/>
<effectiveTime/>
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<subjectl>
<manufacturedProduct>

<manufacturedProduct> manufacturedProduct — Hiik
<name/> L pFEETA NEHR
</manufacturedProduct> = B
</manufacturedProduct> o
</subjectl>
<hof:;;;>)|icam/> }( review.holder il = & w58t
N “Z%E’E
</holder> (A R )
<am£ferr>ritorial Authority/> [ review.territorial Authority —Htis |
</author> g L ZEDRENA FBR )
<subject2>
( N i )
<producéC7tegory> productCategory —Hiiik = & 3
<code/> g
</productCategory> N =HA RS J
</subject2>
<subject3>
( N
<regu|at8r3//8tatus> regulatoryStatus —Hilk = & D FE
<coae/> PRy \‘7}%5@
</regulatoryStatus> . =HA B J
</subject3>
<[review>
</subject2>
<subject3>
<m0de>d / [ mode il = & DEIEH A P& ]
<code/> Ha
</mode>
</subject3>
<subject4>
<regglcztgg>ReV|ewT|me> [ regulatoryReviewTime — g = & ]
,—l—.)tb N \\/
</regulatoryReviewTime> DFREIA FBH
</subject4>
<subject5>
<sub<r?5i|onGroup> submissionGroup il = & D%
</submissionGroup> A RS
</subject5>

XML Structure

XML D Z D& 7 3= 1% application 232 D5 EIZEIMR T 5, Application &7 > = Zid, LA
TOHERLBUENTEND

holder.applicant

informationRecipient.territorial Authority

subject.reviewProcedure

reference.applicationReference

component.document

referencedBy.keywordDefinition

<componentOf>
<app|_|(<j:at|on> application (&2 &7 >
</id> Ml =L OFET A RHH

<code/>
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<holder> TN
<applicant>

<sponsorOrganization>

<id></id> > holder.applicant (&2 > 7 >
10.5.14.3)

<name></name>

</sponsorOrganization>
</applicant>
</holder> _/
<informationRecipient> Y
<territorial Authority>

<governingAuthority>
<id/>
<name/>
</governingAuthority>

informationRecipient.territor
ialAuthority -t = & D%
A RS

</territorial Authority>
</informationRecipient> _
<subject> )

<code/>
</reviewProcedure>

DEETA FEH

</subject> _
<reference> B

<applicationReference>
<id/>

applicationReference —Hia
L DEETA R

</applicationReference>

<reviewProcedure> reviewProcedure —Hhis
- il = &
>_[

/e e/

</reference> _
<component>

~— <document>

<id/>

document (&2 <title/>

> .‘/10517) <reference/>

<integrityCheck/>
<[text>

N—
P - <referencedBy typeCode="REFR">
keyvso/ord - BT~ <keyworg|/>yp

yRr7 Ay | <code/>

t— T </keyword>

L72W, _ </referencedBy>

</document>

</component>
<referencedBy>

( <keywordDefinition>
<code/>

<statusCode/>

keywordDefinitio <value>

n(tzzar | <item code="" codeSystem="">
10.5.18) <displayName/>

</item>

</value>
(__ </keywordDefinition>
<[referencedBy>
</application>
</componentOf>
</submission>
</componentOfl1>

—~ <text integrityCheckAlgorithm="" mediaType="" language=""">
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<componentOf2> Y
<categoryEvent>
<code/>
<component> subject.categoryEvent — itk = &

<categoryEvent> — AR A
<code/> DEFENA BB

</categoryEvent>
</component>
</categoryEvent> _
</componentOf2>
</submissionUnit>
</subject>
</control ActProcess>
</PORP_IN000001UV>
K7 varDFXTORFERIT. AF—~HNTBITY BT » Ay b=V OWAEHEN BT
DHIEFF THER S TV D,

10.5.4 Submission Unit
BITv v B2« A E—T0 Submission Unit (21X, UUFTOEEZENREENS :

e submissionUnit.id
e submissionUnit.code

LU FZ&de, Submission Unit T—fRANICIRE SN D ZDMOT R TCOEZ B LZHEE. Th
LOERIIEHEIND

o title
e statusCode
e componentOf2.CategoryEvent

INHOERIBIT~ v B2 7 O Submission Unit TIXIAETH 5, BELHMTHA S 5551
BLOPa— NMEOANVLETH S,
10541 XML LOEE
XML # & — 0 submissionUnit B3 TR D L 5 IZELET D
e controlActProcess >> subject >> submissionUnit

XML OFEiR FIEIZHOWTIE, £9EZSHROZ &,

10.5.4.2 XML ZEF

K DFFZ . submissionUnit B CTHLELR T _XTO XML BEEB L OVEM & BAR 2 A TiE2 R
£

Q ClassCode #moodCode/ZeCTD v4.0 XML X = & — " C/E~ZE Th 5, classCode /T
/ACT/ , moodCode/t 'EVN) (ZHEIH TIE, ZHbDEME L THIOEIZ
FASEE, FOXMLA v — (R F— T8 L TR TR,
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10.5.4.2.1
EHR

submissionUnit.id

Bt

Bl

id

EH R

10.5.4.2.2
EHR

code

FEMFR
ESH R

10.5.4.3

[1.1]

#Er
AREHRIT, AvE—IVTEEEND
Submission Unit Z — &% 5I13 % =
YTTERTHD,

root [1..1]

F4 72 UUID

id B# O root JE M1,
submissionUnit @ 7" @ — /8 )L — &%
BT 2t 5,

id@root (M ZEEMETH 5,

id@root 1EZ 1L-F D submissionUnit It L T—=THDH I &,

submissionUnit.code

JE ZEE EoR B
B 7E
[1.1] ALFE 1% Submission Unit D 7= 8 M
a— NMEZHKT 5= T TR
ThD,
code [1.1] THRA L code J&M: (% Submission Unit 4 o 7
NOa T2 OfEE R~ — &
ich_sub_unit 1 | DETH 5,
codeSystem [1..1] %72 0ID | K@EtEiZ= hr—L K- Ry

TIY VAT K E BRI
% codeSystem @ OID T 5,

KEVEDEIFZ— N« > X T4
BEREX 72 OID TRIFIIER 672
b,

code@code J&: 1% Submission Unit iz > & 1 DOAFEET 5,

ZOa— FERBIT Yy BV S - Ay E— 07O Submission Unit 2737,

3
ag

T XTDICH =22 pz—sb N« F+ 77 V/Fgenericode 7 7 7 L fs ko ONR 7L

/\“

10.5.4.4

EHROZ L,

= NI ARG, B

BROEFE
submissionUnit B3 TR SN D 7 7 AZERIT 20,

FEANZOWTCIE Ttk = & o3 1 K]

BiT~ v B2 -« A vE—121 Priority Number 2343 Cd 5, Priority Number (341 DA+

10.5.5 Context of Use @ Priority Number
FEFRRITHER SN D,
10.55.1 XML LDEE

XML A »—® priorityNumber E3 XX O L 9 IR ET 5 -

2 B 7R SR RS

IZESTRIO Y = 7 YA M s D,
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e controlActProcess >> subject >> submissionUnit>> component>> priorityNumber
XML OFEl FIEIZ DN TIE, #IZSROZ L,

10.55.2 XML EF

K DFIZ, component.priorityNumber 238 T EER T X TO XML EHFEB LOVEELZ R L, Fhlke
BrRPR LG EIXINEMT,

typeCode /eCTD v4.0 XML X » & — > T/F N E T 5, typeCode/Z /COMP/ (Z/EHE
IR TS, XMLX =12, ZDFIEE L THIDMER G EINSHE, DA >
TSI R F T ITA L TRG TR,

10.5.5.21 priorityNumber
EEES JE L2EE X% B
Z o
priorityNumber [1.1] ABLFE 1 Priority Number & % DI
Mindbar T FEHETHD,
value [1..1] HfE priorityNumber @ value &1,
1000, Context of Use 232 DIIEFFAF T 12 £
2000, 3000 | I 2K EIEET D,
g
TEHHTH priorityNumber@value BT MZH TH 5,
BRI 4% contextOfUse 2232 (25 L C Priority Number Z45E4 % Z &,

Z OEITEK 6 HTDIEDFEES (1~999999) T, [A] U Context of Use =1 — RNfif &
Keyword =2 — R{ED# A A 1 % K-> contextOfUse ER I H T 5,

[i] U Context of Use =— K & Keyword = — K OfAA % A LTV % Context
of Use M #c#J Submission Ti&, [1000] 75 BH44 LT 1000 $ >N &%

( 2000) . 13000 72&) Z LaHEREEND, THITL Y. Contextof Use &1l
NERDMHENT D & EIT L, 10, 100 DG HEML AT TE D,

[7 U Context of Use =— R & Keyword =2 — R D#AA 3o+ D H"C Priority Number
MNEME LTI 5720, Priority Number DA 12 B9 2 @A AN > W T,
M = & DEETA F] 23RO &,

[A U Context of Use =— R & Keyword = — R DO# A4 11 % £f-> Context of Use 2
FHEEZRRT DR, ENO OBERZNAFAHT T 5 72912 Priority Number % f# 4
50

10.5.5.3 3
Q Z DEFEIZ T BP0,

10554  BRHFEFE
priorityNumber 2238 TERAN SV D 7 T ZAFF T2\,

10.5.6 Context of Use

Contextof Use ICL > T, BEFEU —7 DT A 7% A 7 VA& 51D eCTD VA0 A vt — Y THET
TEAHLE9Cb, ZD=d, Contextof Use lZBBIT~V v E LT « A vt —UICARRRTH D,
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10.5.6.1 XML LDEE

XML 2 v t—® contextOfUse ZFE TR D L 9 IZALET 5,
e controlActProcess>> subject>> submissionUnit>>component>>priorityNumber> contextOfUse

XML OFR FIEICHOWTIZ, RIEZHOZ L,

10.5.6.2 XML EF
W DFIT, contextOfUse BLFE THE/R T T XML BEEB L OVBEIEEZRL, Bl rR1H 5
LA nEAT,

Q classCode #moodCode /7eCTD v4.0 XML X » & — " C/4 2 Th 5, classCode /T
/DOC/ , moodCode/t /EVN/ [Z/EHE S TS, Z4 56 DBIEICHIDMENE EI
SBE, FOXMLX > — G X F—~ (T L T2 TRl

10.5.6.2.1 contextOfUse.id

[1.1] AREF 1T contextOfUse kil F Z 1 ik
TH5aTTERATHD,
root [1..1] X472 UUID | id 3 O root JEMEIX. contextOfUse
DY v —r ) — i & fe g
6 o
TEHHTE id@root |[TMEDEMETH D,
EFHR id@root 1%, #EH & 25T TD contextOfUse IZxf L C—ETHDHZ &,
10.5.6.2.2 contextOfUse.code
ER =13 2HEE fEDH A
2k N
code [1.1] ARHLFE I contextOfUse TH S5
VT e A TITHIGT B
TTERTH D,
code [1..1] TX AL | code BIEIXRH LA RT a— NEE

fRET 5, ZOMEITICH £7213R

ich_32p23 | HlHRICE-oTERSND,
2ok

codeSystem [1..1] %472 OID | codeSystem @MElX, =22 hue—L

ReARXx7 7V « VAT hE—E

(ZRAS DR 2R ET D,

KIEBEDEIT 2 — N« 2 X T AITE
I P7Z0ID TRIFIILZR 672
U,
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code 5 X O* codeSystem @M AT H Z L, ZNHDBMHITIMFEY — 7 DOfE L —
HLTWRITIUIZR G2, a— METIBI Ty B 7« Ayt — U OMERRIC
BREESN D, BT~y B 7 « A vE—NTiE Context of Use =— R & Keyword
a— ROMAADLEEMREFT 5 2 L, 7272 L, Study ID & Study Title (= DR Y
TV, FMiITE 2 >3 > 105.20 B,

EH B code E 3% Context of Use DX ERHCMLETH 5,
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10.5.6.2.3 contextOfUse.statusCode

=R Bt ZEBEE G
V-8
statusCode [1..1] AEH|Za, he—L K- R"¥x 7
ZY - a—FRgEhiar7TTE
FZTH Y. Contextof UseDIRHEE 7=
R
code [1..1] TV 7 73 | code JE ML, Context of Use 236 %)
> R D, 8D WVITHIBR SN E R TR
EDHEIEET D,
/active
statusCode ZEH 1T HEH L, fEA lactive] &35 &,
EHEE statusCode@code [TV T A v —IIZED TEETHZ L,

10.5.6.3 3

Q FRCDICH =2 fr—sn ] - KF+ 77 U /4 genericode 7 71 /L35 MR 7L
Fer— 77 A GRS S,

QE} Z— NIZiE, BEFG T o TE SICHIFIPREE G S B ERD S, #2575 [H
W= DERED S N 22T 5 2L,

10.5.6.4 [BRILEF
contextOfUse 3 TN SN D 7 T AEERIT 20,

10.5.7 Document Reference

COEREIT, BT ABITY Y E LS - A vE—® Submission Unit, F7- XL LB
1T~ ¥ 7 « A vt&—0 Submission Unit TiEfE S 7z Document ~DESRIZHW L5,
10.5.7.1 XML LDEE

XML # v &—® documentReference Z& TR D K 9 ([ZALE T 5 -
e controlActProcess>> subject>> submissionUnit>>component>>priorityNumber>
contextOfUse>> derivedFrom>> documentReference

derivedFrom B3 D RIIZ 1O F 72135 replacementOf EHE A Gk 5 Z LN TE 5,
XML OFER FiEIC SN TR, £9E2BBOZ &,

105.7.2 XML EF

W DT, documentReference 3 THLEZR2 T _XTO XML EHERLB L OEMZ /R~ L, BBl fa RN
HHBEEIT AT,

Q classCode & moodCode /7 eCTD v4.0 XML X & — 2 /I FRE Tk 5, classCode /7
/DOC/ , moodCode /% /EVN/ (Z/FHESII TS, ZibDEFEE L THDOMED
EENBZHEL, FDOXML X vt —)F R F— (T L TR T,

U IR BIEFZEEIZESTRIO Y = 79 A MZEH IS,
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10.5.7.2.1 documentReference.id

[1.1] AT Document ~DZ R i &
BT 2207 TEHETHD
root [1..1] %72 UUID | root J@MEE 7213 id EHE I, ML
Document B D 7 1 — )L —EGk
B E 4Rt 5,
EFEE id@root BIEITMETH D,
EHHE id@root 1%, 2T AT~ v ' 7 « A v t&—0 Submission Unit, £ 7213 LLRT
DBIT~ v B 7 « A vE—® Submission Unit T4{F X 4172 Document ~D 2%
BThs,

10.5.7.3 3
@ " DFE|T| T E PRI 00,

10.5.7.4 BHNEF
documentReference B TR S D 7 7 AERIL/20,

10.5.8 Context of Use @ Keyword

v3.2.2 U — ZIZBIEAHT B 723X T o Keyword 1%, referencedBy % #]H L C Context of Use E3&
B %, Zhbo Keyword 1213 ) — 7 EFEOEME, / — FEREZISNB 7 7 A2 7L L
TEENTWELOLH D, T XTOREFEIZ, Keyword Type (2B <R SN2 uid e b
W, DFED, arhe— LR Rm¥y 7TV FEIEL Keyword Definition ®—#E & L THEH S
%o J— FIEBENLIENCER FTRE CTH ~ 728A. 71—« XA hLd Keyword Definition % H
WT, FICEEZXETLZ L, D/ — Mﬁ%ﬁﬁlﬁ U R U E 7T AN IS THRIE S vz
a. ENLOfEE 1 OO T NV—T « XA FL® Keyword Definition (25T 52 &, 51

— FHGEDRER L 705 22—/ L 1 @ Context of Use RF v 77 U IZOWTIT [Hulsk = & oo 32k
HA R #BROZ &,

BLUVERSBEMENTLE D, BiTv oy B2 « XA vb—I N TH LU vA.0 Keyword 0 %
A THEBEL IR LR,

10.5.8.1 XML LDEEF
Context of Use D55, XML A -t — 0 keyword EZE (FK D L H ITEET D,

e controlActProcess>> subject>> submissionUnit>>component>>priorityNumber>
contextOfUse>> referencedBy>> keyword

referencedBy %32 O HijIZ . primarylnformationRecipient, replacementOf, derivedFrom, = 721%
subjectOf EHR A7tk 52 LN TE D,

XML OFERITHEIZ DN TIE, RIEZSHRDOZ &,

10.5.8.2 XML EZF
WDFIZ, keyword EHFE THERLTXTHOXMLERB I OVEMEZ R L, B2 fER1H 55481%
ZnEAT,
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Q classCode #moodCode /ZeCTD v4.0 XML X »» & — 2 T/I 2 Th 5, classCode /L
/ACT/ , moodCode/# /EVN/ (Z/HESH TS, ZHbDFEIEE L THIDERE
FASEE, TOKMLAX v — T X F—~ |5 L TELG TR0,

Q eCTD v4.0 XML X » & — 272 /dtypeCode 23442 T 5, typeCode/=/+ /REFR/ #75
ET S L, ZDBHEE L THIDMEN G FINS55, TOXMLA > t&—F X F—
SHAZH L TR TR,

10.5.8.2.1 keyword.code
S JE B

B 757
code [1.1] AT X Keyword % #5545 =2
YTTEFATHD,
code [1..1] T XA b AT Keyword 0 =1 — RE %
7~ code BIETH %,

/ich_route_1/ ,
/MANUOQOL /) # /7=
/# /MFR 001/ 7
& (HEEZ T
r DLE)
codeSystem [1.1] TXA R codeSystem JEElL = > b r—/L
KeR¥x7T7Y « VAT L%
5 : OIDEE 721X | —EIZ#BIT 252 ET
EEEVNERELL | D,

TXA B
KBVEDO T = — F « > X T A
CBER S F172 OID TRIT#UER
5700,
TEMFIE code & codeSystem BT MNETH D,
Keyword IZfEEC& 52— NI 1 DOHLTH D,
BRI code DFEFRAIX, LT D= K« VAT ANLEETHZ L,

BAT~v v B2« A vE—IPN T Context of Use = — R & Keyword = — R DfH A
AR a5 2, 72721, Study ID & Study Title (X2 DR Y TidZevy, &%
MlEEZ v 21052028452 L,

10.5.8.3 =

Q T RTCDICH 22 pz—sb N« 77 J )3 genericode 7 7 1 /Lo L INR 7
Vy /\“yb—- /\ 771/&/:?5%&%50 %

10.5.8.4 [BRHILEF
keyword B8 TR S VD 7 7 ABRIT R,

10.5.9 XML > 7L : Context of Use B & Keyword DBITIvEYVS
OB, BIT~ v 7 « A vt—UIZHWD Context of Use & Keyword @ XML % 759,

5 IR BIEFZEEIZESTRIO Y = 79 A MZEH IS,

Page 101



10.5.9.1 XEEFHEE L /~Keyword F# D Context of Use

<component>
<priorityNumber value="1000"/>
<contextOfUse>
<id root="d82eb3db-04ed-48d8-85dh-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>

Tl 2 fa— b e T 77 VL INCH M4 [ 15 DR GE H 75 D 7= ) D
ZE e T =G e NFE2 X2 b (CTD) D) 7 7 A F D= L,

Q Context of Use 2keyword /L 7~ THILRND HH) TDERNT, fE/H AFELAM A G PEIZD

Q B DEIH 717 o0y TIFXML T £ DI | 5 RIE D =

10.5.10 SERREFER A =T Context of Use

v3.22 ® U — 7 X BRBIEE® (B : B ID, RER ¥ 4 bL, B Z2ETeERES, REREDE
DT 7AN - BZTEEebOLHY . 25T vA0 @ Keyword ICBITTAMLENHD (F =
RO~y B ZIFRICTMMEE~ Y B 7R T) o SHWOOERRST 7 AV - X 71, Wi
& BEAT T ST D Study Tagging File (Z/&fI S 0T 5,

BIZIE MA23 1T DY —7 OfkBF1Z. indexxml IZFRHE S5 & &bz, [FUEDFERIF725 STF
WCHEE SN, BETAHERNY o7 ShTwd (] : idmd2111) .

B 8: index.xml Z 74 ILAD)—7

<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 v322ERBLUVIFZ7AIL 2T

<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 fr & ® m5.3.5.1 i T leaf B 72 &', Property E3E #4179 5 7-91Z1%, Context of Use (2
Keyword % ff5- L. 7> Keyword Definition Z #2ft L 72 13 10172 5720,

10: v3.2.2 Property E&

<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="../../..1../../index.xml#r345">
<file-tag name="synopsis" info-type="ich"/>
</doc-content>
<doc-content xlink:href="../../..1../..[index.xml#r346">
<file-tag name="study-report-body" info-type="ich"/>
</doc-content>
<doc-content xlink:href="../../..1../../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>

£ : STEFDTDR°STF A X A Lo — NMIGE#H SNDNADFKEE L1011 1%, STFA AKX
A DA L > TED D,

INHDHERRLT 7 AV« X7 % VAO IZBAITT HI2H 720 . Current View DIFHMAIEAT I 7z n)»
ERGLES 7202, STF Oy 7 Y RHWHRS, UUTORIE, STF D27 Y BT~
BT s Ay —VICEENLIERE 2T b D TH D,
1 : codeSystem JEMABE DS keyword == — R & 4FET 572, 41 info-type (I RE L 72 5,

£ 10 TMM @< v EV Y
v4.0 ELFR/ Bk i

v3.2.2 BFRIEM: BaALj]

Leaf

K leaf B 1,
m4.2.3.1 LHEd iz H
HT LD, va0 D

Context of Use =t — K

DIEREE D,

contextOfUse.code@code

AIFEVEMEIX, v3.2.2
D leaf ELRE M5
CTD RH L L&
T 5,
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v3.2.2 ZR/ @tk

Wt

| v4.0 EHIEM

Wt B

Study Identifier

Title

AR S A PV EIR
‘g‘o

keyword.code@code

AIEMEE X, v3.2.2
@D STF 239 ilBR
A R ALBEAET
50

ERBRYA ML
X, XEEFMLEED
Keyword Definition
LTINS
VEND D, F
7. A& A b
ILiRER ID LS &
NnNi=1-o0fEE LT
wons, 7
32 10520 =5
DIk,

Study -id

RER ID 2R,

keyword.code@code

AIEMAE X, v3.2.2
® STF MRT 2Bk
ID LA T 5,

B ID X, %
5 & £ B o
Keyword Definition
LTI ESND
VEND H, F
7=, B ID 133k
2 A4 RLEFEE &
N-1o0fEE LT
Wbons, €7
a2 10.5.20 =&
DL,

Category

AREFIL, ICH 12X
> THEHIND
Keyword (4
duration . route of
administration

species ) % 1l & §
%, Category BT
B FE 72 13O AT
fEL, TOETHE
ITSINDHIHLEND
D

keyword.code@code

KBV 1 22>
%, 120 Keyword
2BATT %,

v3.22 STFIZ X » T
f£ i L 7= Category
DENENIT DU
T. 1-2® Keyword
iRt EN 5,

Study Doc

File-tag

REFRIL, leafiZft 5
XNBT7F AN X
7 CThDH, leaflm T

keyword.code@code

AF 1L Document
Type Keyword & L
TR a5,
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v3.2.2 BHRIEM: A va.0 EHR/IEME A
H77 A« BT D
FINBAT X G T dH

%o
Property leaf ZHR 2T 5- 3% | keyword.code@code A1 X site-id
site-id Th 5, Keyword & L T #&

HaEns,

T ¢ osite-id X, 2%(E
FIEE O Keyword
Definition & L THz
HEN D0 ERH
%

STF DEH

1L, PIEHEHRICHEFTINAARERSH D, 77 A0 « ZTRHEHINTWDHEA, BITICHT-
- TIZ Current View Z 2T AV ENH D Z b, BTOBEWBIBITHRIZRD Z LICHE
A&,

B 11 EH SN 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="species" info-type="ich">dog</category>
<category name="route-of-admin" info-type="ich">oral</category>
</study-identifier>

INMILICEH SN HH, BITv Yy B 7 - X vE—UN0i%Y Context of Use 232 ITHEAT
< Species Keyword & L Cix mouse] Tix72< lrat) MRS _X&THh D, HHAIOEHRE
BT o BT e Avb—VICEDgA, =7 — LAk,

10.5.10.1 XML #>FN
BiT~v v B - A vE— 0 Context of Use 35 & O Keywords ™ XML Fral ] % 7~ 7,

<component>
<priorityNumber value="2000"/>
<contextOfUse>
<id root="3b60de11-5277-4a62-be4a-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-b1c1-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>

1 EHEENEET D Keyword D Keyword Definition (%, BT~y B 7 « A vb—VICED 5
VN D, R ID K ORER 2 A kLo keyword DT /L— DWW T, © 27 23 2 105.20
BT H L,

10.5.11 Sequence Number

sequenceNumber | ZEBEBE A #9192 2efiC. Submission PN = 7= 13 Submission [ CIERF & 1241 %
HERFT DA EN S, Zhid 150 Application (2B W T —EDETH 5, BN/ LI
NYF =gy b= R85 EBbhb-H, 2@ Sequence Number ME|VD X4 Cix, Y45
IS WAL L 7 m RIS, HFEH X, IRV LEBIT~v vy B 7 - Ay k=D
Sequence Number Z fFEEEI D 24 TTH LWL, #r LY Sequence Number fEZ 1T L TH Ly,
10.5.11.1 XML LDEE

XML 2 v ¥&—? sequenceNumber R IIR D X 9 ICELET S -

e controlActProcess >> subject >> submissionUnit >> componentOfl >> sequenceNumber

componentOf Z5& M H{IZ subject 35 X O component 3% % (Z DJEFED 1Z) ik 52 ENTE
Do

XML OFERITEIZ DWW TIE, RIE2BHTH L,

10.5.11.2 XML ZEF
W DFIZ, componentOfl.sequenceNumber & T E /2T X THO XML ER B L OEMSZ /R L, FF
IR =RNVAR oY aal N gV b R

Q typeCode /£eCTD v4.0 XML X > &— > T/ 2 Th 5, typeCode/d /COMP/ (Z/EiE
TS, XMLA > =212, ZDEMHEE L THIDERZENSHE, €DA >
T F R F =T TG TR0,
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10.5.11.2.1 sequenceNumber

B3R B B
7E
sequenceNumber [1.1] ARFFE T Sequence Number & Z DA
BT Da LTI EEZETHD,
value [1..1] Hifirr sequenceNumber 2.3 @ value J&":

IZ. submission 23PN T Submission
1, 2, 3724 | Unit ZNEFFAHT T 2720 fEH S
LEHTH D,

EMFET sequenceNumber@value [ZMZEDEMETH D,

EHHEE sequenceNumber [ZIEDQFEI TH D, BirT~ v U7 « A v —Th T 5 ER]

@ Sequence DEFOFEHIEIEE B ORD EOEKZHEETHZ &, ZOfEN
999999 # A% CTiI7e b7\,

10.5.11.3 fFHiE
Q " DEEZ T E PR,

10.5.11.4 BRHEFE
sequenceNumber Z23& TR S D 7 T ZAFEFR TR0,

10.5.11.5 XML #> FJL : Sequence Number
WO XML FEHEAGNC, BT~ v BT « A v &— THE7 Sequence Number %777,
<componentOf1>

<sequenceNumber value="100"/>
<submission>

[submission ZZE(Z BT 5 8D ZFEF 1 BIER G S S, FFEiE [ = x

<componentOf>

lapplication Z3E/Z 73 60D ZFE F 7= 1ZF 1D 7ok I3, didt s > a >
10.5.14 B LN [Hilh > DERLELD 1 ) 22D = &, ]

</co'rﬁ.ponent0f>
</submission>
</componentOf1>
10.5.12 Submission
submission FE|ZHOW T [Hk = & 0 FEdET 1 Rl T I CTW\W5b, 7272 L. Current View
DOBIT~ v BT« Ay —ITiE, idB L code BHFE LW OO HflZ2 HANZHE 9 LB H
%o Submission # A4 FIZOWTIE, ICHa > ha—/L R« RE¥v 77V Z2HHT22 L,

10.5.12.1 XML EF

ROFIZ, submission EFHE THE/RTXTO XML EHRB L OBEMEZR L, FlR$67R-08H 55
Bz,
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@

classCode £moodCode /ZeCTD v4.0 XML X > & — " C/4~ZTh 5, classCode /T
/ACT/ . moodCode/% /EVN/ /C/HESH TS, ZHA6DENEE L THIDEIE

FRBBE, TDXULX > t—F R F—~ 12X L T2 TR0,

10.5.12.1.1
ER

id

submission.id

Rt

SEE

[1.1]

A

Vi-zn
RERT T ERZMATDarT
TEETHD,

id.item

[1.1]

ARERIIUTOEREL X OBEMELZ R
WTDarTFERETHY.,
Submission % —EZi%kBI9 5.

root

[1.1]

Z4 72 UUID

idBEE D root J@MEIX o — L —&F
il S iy s A

id.item@root J&M: 1% submission EHEIZMENDO—ETH D,

Submission @B X —ETH D Z &,

eCTD V4.0 A v E—OELLICBT AZEMIC W T Tl L nEEH A4 R %
SO L, RKBEEFBITY Yy BT « A vt —VICOREET S,

10.5.12.1.2

2R

code

submission.code

B LERE fEDR B
4 7Er
[1.1] ARFFR T Submission O = — K%
WK T 5207 T ERTHD,
code [1..1] T XA R code J& 11X Submission & A 7' D
AT Y O Z R B O
ich sub 1 224 | Thd
codeSystem [1..1] #4472 OID | codeSystem @M:ix= > he—/1

KeARFxT T « VAT LE—
BRI T 280 2 ET 5,

KBHEDEIFZ— N« X T4
BEREXA7EOID TRIFHIZR 672
U,

Submission = & [ZME— @ code@code BMEAEETH 2 &,

E R

a— NMEIEFBITY vy B2« X vE—3 0 Submission Th 5 = & &1,

10.5.12.2 fHEE

T NCTDICH =22 pz—sL N« NF+ 77 J/Z genericode 7 7 7 /Lds L ONR 7L
Fer—hFZ 74 M7 # IS, %

20 F K H) 7 SEHE RS

IZESTRIO Y =7 %4 ME#E Sh D,
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10.5.12.3 B EF
submission B TR S D 7 T ABERITR0,

10.5.13 HiiriE 458K

BT~y 7« Avb—UT7 7 A VTRAELEMBELZMLT 52 L AAME LT, BiTv o
YT A=V DT 7 AT EI G E OERE e T D, ERE D LT OF Rz AE

THZE,

10.5.13.1 XML EF
WDFIZ, contactParty B THE/R T _TO XML ERZB LI WEMEZ R L, Bl RNH 58

BlEIhzEf7,

Q callBackContact@typeCode/#eCTD v4.0 XML X > & — 2 T/E N2 T 5, typeCode /2
[CALLBCK (Z/HES A TS, SHhLEDBEHEE L THDEREENSEE, TD
XML X > &= X = [ZH] L TR TR,

Q ContactParty@classCode/ZeCTD v4.0 XML X » & — 2 T/ 2 T 5, classCode /7

ICONJ IZ/HES TS,
X o= F R F = (T L TG TR,

L L B

B FOXML X = 1F R =~ Tk L T2 TR,

10.5.13.1.1

callBackContact.contactParty.id

SHALDEIEE L THIDEN G FIS55, € DXML

ContactPerson@classCode/ZeCTD v4.0 XML X » & — 2 T/E 2 Th 5, classCode /T
/PSNJ (ZEESH TS, ZALDFIEE L THIDOMENZ EE55, € DOXML
KA =GR F =T L TR TR,

asAgent@classCode/ZeCTD v4.0 XML X - & — 2" T/ ZTh 5, classCode/Z
IAGNT ) [ZJHE S TS, Z6DFEIEE L THIDEN Z FNSHE, € PXML
R =GR P TH L TRG TR,

representedOrganization@classCode /ZeCTD v4.0 XML X » & — > T/dFRE Th 5,
classCode/Z /ORG/ (Z/EE X T B, ZHEDEIEE L THDEDZ Fitd 55

10.5.13.1.2

[1..1]

ARBEFE L Contact Party DI+ %
Wk THaLT7FHERTHD,

root

[1..1]

%72 UUID

id 2L o root J& 1%, contactParty
DT m =) — R A Rk
50

EHHR) AFENEH SN TV S EA L, Contact Party ik Bl 7R3 LETH 5,

callBackContact.contactParty.code

SEE

EDR

code

[1.1]

U

ARBEF T Contact Party o =1 — R
T2 a0 T TEETH D,
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10.5.13.1.3

=R

code [1.1] TEAL | KEMEL, MRS b a—
R RFy 7 Z7 VITHESNT
regional_sub_c | Contact Party D% % /x4 —&F D =
ontact_type 2 | — NMETH S,
rE
[Hlg = & o
EXTY RN
Z R
codeSystem [1..1] %272 OID | codeSystem JEME(X, = hr—b
ReRXxT7 7Y « YRAT Le—
AR 280 1 2R ET 2,
KEHEDEIZ=Z— N« > X7 A
BERI 172 OID TRITAITZR 657
v,

Contact Party ZEREMAFEH STV AEGAIL, HIFHYE R D a— MEZIEET

E BRI
DMEND D,

callBackContact.contactParty.statusCode

ZEE

Rt

B

oL

code

E BRI

10.5.13.1.4
ER

name.part

active 70 &

i T
[t BT Contact Party D A5 — 4
A« a— NExZWRT 2377
HHETHD,
code [1.1] TNT TSy b KB, HL7 22 he—L K

R 75 U ITHSWT Contact
Party MR REZ R 9 —E D 71— NE
Th s,

AEHMINSH TV BEAIE. code BIEEA LA TH 5.

callBackContact.contactParty.contactPerson.name

Bt ZEE EnH A
#1 #r
[1.1] KRR REE DOEFT O % #E K
THaTTEEFETHD,
type [1.1] TNT TNy N RBMIRARTES DX AT Bz
X EITA R L) 2T EET
GIV & H5,
value [1.1] pas2 AJEMEIL, Contact Party 04 ATk
Jane o & 52}0)1@%/7—?'340
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ES BRI

N4 DBV, EAO name EHE A EHDH Z L, name.part@type EPEIT HL7
Darbr—)L R+ JRXMIEDIE, AF—7ITHEND,

10.5.13.1.5 callBackContact.contactParty.contactPerson.telecom

Q telecom /F £ 0xsitype/t, NE/FHEE DR Y X f, EF/=/d BAG_TEL) LTV X FT352
&,

item

[1.1] A BT Contact Party O E#& Sl
W (BIEEE. EA—NLARY) 2
BT barTFEETHD,
value [1.1] pEdl AJEMEIT Contact Party 08L& S 1

W (&R, EXA—NA7Y) OE

tel:+1(111)9 | E TR TRETH D,

99-9999
Vi

ES R

R OIEIFLL T ORAUSHE S -

E £

EWNOEFEZIL 5 EBA RN &, Tteli+] ZfHF, koEEH]
Wn, TEFES) . [(HseE)) . BiftoRE . -1 . [4H0F
30 . Tpostd:) . 10 HTLAPN DS )

o il : Ttel:+1(111)999-9999;postd:12345 |
WS DOEFEFFIL 20BN L, WOBREH NS, Ttel+] |
EE&S . (&) . Ta—BFkKE;) lpostd:) . [10HTLIAN
DNHRE ]

ol : Ttel:+011(123)1234567890) . TH&E N2 W GEIT

ltel:+011()1234567890

— VO LT OFERUZHE D,
value OFEAIIXRDEY : mailto:johndoe@acme.com)

10.5.13.1.6 callBackContact.contactParty.contactPerson.asAgent.representedOrganiza
tion.name

name.part

ES BRI

[0..1] AL 1% Contact Person Dk %

W+ 2arT7FHEHETHD
value [1.1] SCFH AJBEPEIE Contact Person Dk D

EaRTRMETH D,

Acme
Pharmaceuticals,
Inc. 2 &

Contact Person (XHFEE O BEEOWXBE - I3FE —EH2RETHEOLEND D,
value J&M:1Z1X Contact Person MRk 2 i S5 = &
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10.5.13.2 XML #> T/ - Bt 4 EERE L
PIFD XML Z#fHlc, BT v B « A vt — HOEMH Y E#EK LD E2RwT, HiFRY
SR DB HONWTIE, THIRK T 0FET A N 28R L,

<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 £8 DI 77750200 TIIXML T D (] 3 R D =

10.5.14 Application

application 23813, &£ Application "AT~ v B> 7 « A v —VIZBRL TV O ZERT D
IZTHEICHEETHD, T_XTONRYF— g - b—/LiF, ZOEZRIHRESNHRICHK
SWTHE SN D,

10.5.14.1 XML LDEE

XML A »t&— 0 application 23RO L 2 IZEET 5 -

e controlActProcess>> subject>> submissionUnit>>componentOf1>>submission>>
componentOf>>application

XML OFERIFEICONWTE, £IZBMTLH L,
10.5.14.2 XML ZF

RDOFIZ, application EHE THE/RTNTO XML EEB L ORMEL R L, FRlREEREH 55
BTz,

Q classCode #moodCode /ZeCTD v4.0 XML X - & — 2 T/I 2Tk 5, classCode /L
/ACT/ . moodCode/Z /EVN/ /Z[HESIH TS, ZhabDEMEE L THIDERE
FASEE, FOXML X v — 1 R F— TS5 L TR TR,
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105.14.21

R

application.id

Bt

Bl

/-2

id [1.1] ABERIITMNER L BEOa T
FEFETH V., Application & — &
\Ziknl 4 2,
id.item [1.%] AERIITAEEDO 2 7 FER
T . Application Z — & (25
9%, Application |Z Tl iZ X -
THEkA T8 BFEE S D 7
o, —E O Application #k5I 1% i1
ZHACH LT 1o id.item EHE %
T HNERD D,
root [1..1] %72 UUID | id.item ZEFE D root J&M: 1%
application EHE D 7' — 3 L—F
ikl T ARt 2,
extension [0..1] 7 ¥ A b id.item 23 D extension B 13,
Hula[E A o> Application ;BB =5 %
NDA123456 | 3Gt iy %,
(CK[Z NDA
fag) 7z&
FeE DU
DWTIE [
fk = & o2k
A R R

EH R

10.5.14.2.2

id.item@root | application EE D MIHDJEMETH 5,

Application #5312 T 2 FEMIC OV TR THB T & DFIET A F] 2SR oz

Cl:o

application.id.item@root {Z OID & B ZEEI N & N HHE .
application.id.item@extension OAEIIHILOELEIZHED H D & T 5,
#HA R 2BROZ L,

[k = & o3z

application.code

code

[1.1] ARF L Application ¢ 21— Rl %
T Ha LTI ERETHD,
code [1..1] T XA R code EM:i%, #HugmlO = hE—
VR ARF¥ 77U (NDA,
us_application_ | MAA, Art-8-3, Art-10-172 &) (2
type 1 72 &" | K-S\ T Application D=2 > 7
Vo I A TR T EOHETH
Tk =L o | 5,
FALTTA R
ZR
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2R Rt LEE fEDRY A

Z o

codeSystem [1..1] #4472 OID | codeSystem J& (%X, = hr—/L

ReRFXF¥7T TV « VAT Lk —
BRI 25 AR ET 5.

KEVEDEITZ— N+ > X T A2
BIREXA7ZOID TRIFHIER 672

125
EHEE Application |2 1% code@code JEM: & %49 1 S fRET S5 Z &,
A 21— FEIZEEED Application DfE & —&H L TW5 Z &,

10.5.14.3 fFHEE

Q T NTDICH = p 2 —sL N« A5F 4 77 U /dgenericode 7 7 1 /b5 s INX 7L > N

= N AR SIS, P

= EDERLG L N D= L,

10.5.14.4 BRI EF

application ZEF#E TSNS 415 7 T ABHRILAR0N,
oz &,

10.5.15 Applicant

(=)  application &7 T 32— NICBT S MG Dl RIC o0 T, # TS [T

FEAZOWTIE THUIRZ L 0322071 R 2%

A vE—UIZEEND Applicant X, BiT~v v B2 « A vt— % [EDOR T Application D7-
DOT 7 ANFOERLFECTHD Z L, Applicant DFkBI B L OAHEIRETHZ &,

10.5.15.1 XML LDEE

XML A »E&— 0 applicant B3 XKD X 5 ICELE T 5,

e controlActProcess>> subject>> submissionUnit>>componentOf1>>submission>>
componentOf>>application>> holder>>applicant

XML Q2R FFEHEIZOWTIZ, ZIEZBHROZ L,

10.5.15.2 XML EF

WHOFEIZ, applicant TR THLERTXTHO XML BHREB I WEMEEZ R L, FRERDH D56

=l W/ B

Q classCode /7 eCTD v4.0 XML X = &— 2 T/FRE Th 5, classCode /% /SPNSR/ /=
EESH TS, ZhabDEMtEE L THIDENZFEFNNSEE, TDOXML X v t—

JER F— AT L TR TR

2 A& 70 FEAE FEEME T ESTRI O 7 = 74 NI S A,
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10.5.15.2.1
EHR B

LEE

applicant. sponsoringOrganziation.id

5

[1.1]

P
AEZRII T ERLBEHOa T
FTHEFETHY . Applicant 2 —E(Z
BVl ERER

id.item

[1.%]

ARERII B 2 T FHHR
TdH . Applicant 2 — &2k
2o

root

[1.1]

472 0ID

1.3.6.1.4.1.519.1
=

id.item 2235 @ root @I Lk 2
FAITT HAFIZEM O OID 25 E+
)

extension

[1..1]

FHLT

999999999 7o &

id.item 23 D extension B 134
HIZE MM FAT I DA 7 O % 5
ET D,

id.item@root | % applicant ZER D MED @M TH 5,

EH R

Z &
N— o

A & —UIZid Application D72 D 7 7 A /LD Applicant ZH5E$ 5 Z &, Al
T4 B2 AT RE R R E DAEIC W TUT THE = & 0 EIEH A R 23 Bo

10.5.15.2.2

name.part

[1.1]

applicant. sponsoringOrganziation.name

AFEFE T Applicant D4 FTOE &

W+ 2T TEETH D,
value [1.1] Pl A JE M Applicant D4 BiFER 5y
Acme 72 & EEfRETLEMETH S,

EMFE

name.part@value BIEOAZFRET H Z &,

EH AR

Applicant D4 miil ik il 7 BIED R E Lioxtin T DifiaRKb4 2 &,

10.5.15.3 fHiE

0 Z DEFEIT T E T,

10.5.15.4 BRIFEF

UTD7 7 RAEMHITBIT v BT« A=Y nbRESNDS, WThhOEP RSN

ATH, TNLIFEHREIND,

e applicant.sponsoringOrganization.addr
e applicant.sponsoringOrganization.telecom

HAS G A R E T A 12X, Contact Party (2B 24 RICOWVWTHO®Z 23 > 105122 &R

&
— o
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10.5.16 XML H > FJL : Application # & T Applicant
WOBNZ, BIT~ v B 7« A vE—28I1F 5 Application 35 X OY Applicant 23 % 7k,

<componentOf>
<application>
<id>
<item root="f23c558f-cd58-41bc-bf6f-c6d230d3d665" extension="987654"/>

<l-item ZEFTH XN S Z L DBH D5, >

<lid>

<code code="regional_application_type 1" codeSystem="2.16.840.1.113883.3.989.x.X.X"/>
<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 DEH 5N D0 TIIKML TOE DEN & D = &,

10.5.17 Document

document E 3 v3.22 U—7HEHR~DY 7 THY, v40 A »1E—C Document Z FHFIHT 2

ToOIZRAIRIRER TH D, BUED v3.2.2 DHAREITIZ, Application PN % 7213 Application [# D #

BOYV—=TICLsTRILZ 7 A NVEZZRT LA EENTWD, HEEH L. Document 47

=7 MOEFK., HIRWIZIL Document OFRA1ZH Y 5 FIEEZRET AL ERH S, #@Y) 7

Document O FFHIZIB N TIE, 1 7 7 A 3T 120 Document #5111 &2FF>, £ 95 L7aWi;

A, WEEE X, Document Z FHAIHT 57202 EE L, HFIH T %5 Document % #fFEi5E4R

L7Ze e 5720y, Document ikl 735X E 41 5H & Application AT~ v B 7« Ay tE—U]
F 2135 % D vA0 A~ — T v4.0 D Document Dkl F b EBEIZRTX 5,

10.5.17.1 XML LDEE
XML # v &—® document ZEE RO L D ICHLET S

e controlActProcess>> subject>> submissionUnit>>componentOf1>>submission>>
componentOf>>application>> component >> document
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component Z5& M FIIC holder, subject, & 721X reference BHE # 5k 352 &N TX 5,
XML OFER FEIZOWTIE, RIEZSHTLHZ &,

10.5.17.2 XML EF

W DZFIZ, document EHFETHEARTRTO XML BEEB I OWEMHEZ R L., BN S H5E
T hEfd,

Q ClassCode #moodCode/ZeCTD v4.0 XML X » & — " C/E 2 Tk 5, classCode /T
/DOC/ , moodCode/t /EVN/ (Z/EHESH TS, ZHboDfEIEE L THIDMERZ
FNSEE, FOXML X vt —IF X F—~I25 L T2 TR,

10.5.17.2.1 document.id

[1.1] A 1E Document DB % &5
THarTTERTHH,
root [1.1] X472 UUID | id 3 D root | MEIX, document
ED IO — L —EHA T T H
Do
EHFEE id@root [ZXHEDEMETH B,
EHHR id@root 13X T? document HHE I L T—ETHHZ &, 20, [FL id@root
A LT 250 Document Z42H L TidZe H 720,

10.5.17.2.2 document.text

ER B LEE fEDRY B
Z T
text [1..1] AL Document (2B % 1B INME
WETTaLTTEETHD,
text.reference [1.1] ARBEF T Document O text EE (2 &
FNda T TERTHD,
value [1.1] TF¥ A bk AJEMEE reference Z3F O value J&

MTH Y . Document ® URI /XA L
URl 72 | 77 A NAZEH L CCEOST
RACHDS | HRET D,

J— R

Nalid
xmltypes/ /=
DT/ ICH
code list 2=
Document (ZIZLL T OEER & JBENKETH D -

o textEHE

o reference@value &k
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2R

EH R text EH X, FRESNTZURI T LTY XA Thbb
SequenceNumber.xmltype#leafld (0032.ich#NLAS57D17EBB601COEDCA 72 &) % {#
LTCY—7%BRT B854 5, Z® URI X Application @ Current View (Z
VHETHY, ROGHIFH TSNS,

10.5.17.3 3

Q T XTCODICH = fz—b N« 2NF 77 J/dgenericode 7 7 1 /s L ONR 7L N
S R T AR E NS, B

10.5.17.4 BRHNEF
document B3 TR S D 7 7 AFRITR 0,

10.5.17.5 XML #> 7/ - Document ZEFEDBITVv v E> S
KON, BIT~ v BT « A vtB—UZHWD Document EH3E D XML %77,

Document B3
<component>

<document>
<id root="feb5fcddd-397b-4042-8fc8-c6163e76bab2"/>
<text>

<reference value="0032.ich#NLAS57D17EB601CO9EDCA"/>

<[text>

</document>

</component>

0 G DIEH 5 51Z D0 TIIKML TOEDEN | # D = &,

10.5.18 Keyword Definition

BT~y BT« Ayt—U T, v322 OREFY — 7 BRIk L TREE D ER LZBEFD 3.2.2
Keyword, 7 72i>% keywordDefinition DA% FET %,

10.5.18.1 XML LDEE
Keyowrd Definition D454, XML A v &—® keywordDefinition Z3E 2K D XK 5 IZEE T 5,

e controlActProcess>> subject>> submissionUnit>>componentOf1>>submission>>
componentOf>>application>> referencedBy> >keywordDefinition

referencedBy 52 D HITIZ, informationRecipient, holder, reference, %713 subject B %tk 3 %
ZEMWTEL,

XML OFERFTIEIZOWTIE, £IE2ZMTH L,

B A& 0 FEAE FEESE T ESTRI O 7 = 74 NIEEH S A,
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10.5.18.2 XML ZEF
W DT, keywordDefinition B CTHE /2T XTO XML ERB I WEthEzr L, Fl72E R
HOHEEIT I nELT,

Q classCode #moodCode /ZeCTD v4.0 XML X »» & — 2 T/I 2 Th 5, classCode /L
/ACT/ , moodCode/t /EVN/ (Z/EESH TS, ZH6DENME L THDMERE
FhB55, TOXMLA v & — T X F—~ (5 L TEH2E TR,

4% keywordDefinition (%, Z i1 H & ® keywordDefinition EHEIZ & TiEET 5, AF—~TlE, &
keywordDefinition |ZEEDEEZFLHE T H Z ERFAI SN TNDIN, BITv vy B 7« Ayk—V
TIZ 1 2® keywordDefinition EE(ZSE 174 T LADOBRANBFHFISND,

10.5.18.2.1 keywordDefinition.code

B3R B LEHE B
7B
code [1.1] AHEFE T Keyword Definition DOFEH
T D IE MmN o T
HRTH D,
code [1..1] TX AL | REMIE Keyword Definition o F%E

R 3 — NEIZEIET 5 code J&
ich_keyword_ | £ TH %,

type 1 0 &
codeSystem [1..1] #2472 OID | codeSystem J@iEiL, =2 ha—/1

ReARX¥T TV « VAT L%E—E
\ZR 3 2B 2 feE T %,
KEPEDEIT = — ] - & X T AIZH
FREXFLEOID TRIFIUE 6 742
vy, .

EMEIR code & codeSystem [ZMLEDEMETH 5,

B HA code |34 %h72 ICH Keyword == — FRITH 5 Z &,

H BT~y b7 - Ayvt—UTIERBR ID B LORERSY 1 MLttt
%o B ID 3 L OB Z A H L d keyword DFINZDOWTIEEZ >3 > 10520 &
SOz L,

10.5.18.2.2 keywordDefinition.statusCode

ABF L. keywordDefinition Mk
A RT a2V THFEETHD,
code [1.1] TINT 7Ry~ | REPEAT =X A&7 d 2 — R
active 72 & Th D,

statusCode [1..1]

EYEIE statusCode [ZMHEDEFZTH 5,
EHHR code BMEDEILHIZ Tactive] THDHZ L,
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10.5.18.2.3 keywordDefinition.value
R B LEHE i A

7B
value [1.1] ARFEFE L keywordDefinition 2|
T Keyword Zinll 4 5 72D a1 —
Foar7FHERTHD,

value.item [1.1] B TE % O Keyword kBl 1%
BETHa LT TEHETHD,

code [1.1] TxA b AJBMEITER S5 KeywordlZxf

I3 HeodelEMETH D,

EEENERL
7o fE

MANUQOL % /-
/% MFR_001 72
&»

codeSystem [1..1] TXA L A=y ha—/L K« Ry
T e VAT hEk— IR
EEFHENEFR L | D codeSystem fif TH 5,

T
value.item.displayNam [1.1] ABEHT displayName % F57E 3%
e o TFHEFZTH S, displayName
&L 1Z. keywordDefinition = — N{Z
KIETDRFALTH D,
value [1.1] T A b KIBVEZL, EFES D Keyword D
value Z3F @ displayName J&4: T
/Big 5o
Manufacturer
R KRG HEIIE
FZLME

keywordDefinition.value IZMNEHDEHR TH 5,
value.item@code, value.item@codeSystem, value.item.displayName@value | X425 D
BHETH D,

% keywordDefinition |ZIXiE(FH N EFE L7- Keyword 2 1 D721 & D Z LN TE
5 (Thbb1ODEICHOET A T LEREITLODOHR) |

value.item@code & value.item.displayName@value O &-FLAE 1%, BEFD v3.2.2
DEMELA TBIMEEL —HLTND Z &,
EIXEEINDRETEHRY, flziX, BESCH 7 +—~ v M, BITRHC=Z
— = A CDHAREMENH D,

10.5.18.3 3

Q T _XTDICH =2 pz—sL N« ZF+ 7Z J/d genericode 7 7 7 /b5 L O8R =7
Ly For— 77 A7 # S5,

10.5.18.4 BRHFEFE
keywordDefinition 32 ChRAN S D 7 T ABER T2,

2 A& 0 FEAE FEE4E T ESTRI O 7 = 74 NI S A,
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10.5.19 XML B> FJL : Keyword Definition DT v EV S
LLIFIZ. keywordDefinition %> —->T& % Product Name D] %z 7~

<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—~TIHEEOT A 7T 2B ST 525, 1250 Keyword Definition (2> & 71 7
MMEZ LOTETHRET 22 L,
Q LB DFEH TGH4Z 20 TIF XML TOEDENIf# D = &,

Page 121



10.5.20 XMLY2T)L: BERID BLURRS A FILOBITIVELY

PUFIZEER ID 8 L OB Z A /L keywordDefinition @ XML O RE#H] 2~ 35 ID & 55
A A MVITNAT X —2a7 & NLits ($) A TRET 5, FlxiX, STF LoBEFOfE
DL H"Study-001"5 LWV Title A" Th - 72356, BiTv v B 7 « X vk —213"Study-
001 $Title A" L fEd T 5, SOOI AT v X —2a7 L FLidE ($) AT L
IFEFICEETHY, 2R RWBITv Yy BT « Ayt —DINIT—ra il ioTHTFX
"o,

<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>

I AX—< TIIEED item BR A LR T 5 2 ENBROLNTNDHA, TMM TiE 15D
Keyword Definition (22> & 1 D72 fRET H 2 &,

Q DS 71T D0 TIF XML TOE DI 300D = &,
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11. 83 1: ESa—N2~5BYVTIL - D7A4ILELVITHILE

eCTD v4.0 TiX Document BSHEICHAIH SN D720, 7+ NV AHEBIIIEEYZE LT 9 2 T,
BHTEXAAI=ZALE LTHEELR, BV a—L 2~5 O 7 4+ VA REEZ DL TFICRT, 74
IVE OBINIEMI 2Bl 0N o 556 (BEO 7 7 A WVIZR CARTEZFERT 57 E) ORFEITT
x5, UFOEKEY 77 v a OB, BINT V2137 4+ /v ZHEED i T g oA
THZ L,

11.1 EDa—I)L2: BE

EFEVa— 20T A NEHIT Tm2) T 5, KEV2a— LTI HVFOBEMIARETHD, H—

DT FHNZELTOM2DT A NVAREEEX 12:FY 22—/ 2 DT 4 /LA EEIZRT,
B12:EDa— 207+ ILETHEE

m2

11.2 ESa—)I3: HE

EFEV2—)L3DTFNELT Im3] L35, TEVa—L3DT7 FNELITILLTFOFROREY &5 5,
727l RADOEZIOMELZR/IBICINZ A0, S OIEMELITEAK T N TX A,
T A NEOEME, RCARIOT 7 A NVEEETH5E50OHIT I,

M3 D7 A N AREE A X 13:F Y 2 —/L 3D 7 4 VR~

B 13:ESa—I3D 7+ ILEHEE

4 | m3

32-app

32-prod

32-reg

32-sub

33-lit

CTD® LA TANEL

7 arv
32.A Z DA, 32-app
3.2P U 32-prod
32.R R D R E 32-reg
328 JEUHR 32-sub
33 e BN 33-lit
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11.3 EVa—) 4 FERKRFABRERE
%91_w4@7¢wgginmjgﬁéo%y;~w4@7wwﬁ%ﬁuT@%®ﬁ@&¢60
2Pl RADOESOREEZR/NNRICIZ 572D, SOICHEMERITIER TR TE 5D,
md D7 + VA HEEZ ] 14:FY 22—V 4 D7 VA REEITRT,

B14EFESa—ILA4AD 7+ ILEHEE

m4
421-phm
422-pk
A23-tox
43-lit
CTD® = N
¥svay L 7 AN
42.1 p iy 421-phm
422 HydhRe R 422-pk
4.2.3 MR ER 423-tox
4.3 HEZER 43-lit

R T 7 ANZEHET DO, 7HVEXZEBNTHIENTES, 740X OEIME, BEO
Ty AMIFI CARTEFERT R EICHE LS, K157 + VX OFIRT L oT, 7
AT BGR &5 (study-id-1 72 &) ZFEH LARTZM TS, KEY 22— VIZENT
%7 A NHIRDIHANZONTIE, TRk T oFEET 1 R 22Oz L,
B 15: KRB 7+ L5 DM
4 | 421-phm
study-id-1
study-id-2

11.4 EDa—I)5: BEREBREBRE

EFa—/L5DT7 F/LELE [m5) &#éo:EylvaS@717V¥%M&[F®§a&ﬁw&#50
72770, NAOEIOMELZE/NRBICIZ A0, SHICEMERIIEK T2 LNTE S,

o CTDHEETIE. ¥ a—/A 537 (AR E & MUBET— ¥ EARETD, fHH
s F— ety b BLOEBEBET — 5 —EOFMICONTIE, THR S L 0%
EHA K] #BBOZ L,

e eCTD V40 T, EVa— /L 54 D7+ NFIIAERLEBELHO 7 7 A L EREBET 5,

m5 D7 4 EREEAER 16:FY 2—/L 5D 7 4 VA HEYEIT T,
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B 16:ET1—IL 5D I+ LT HEE
m5
531-biopharm
532-pkbiomat
533-humanpk

534-pd
535-eff-safe
536-pms
537-listing
54-lit
A il 7 AN A
5.3.1 A ) SR AR B S 531-biopharm
5.3.2 b NIRRT SR B RE B oD BB R 532-pkbiomat
5.3.3 EEAR S ENRE (PK) BRI & 533-humanpk
5.3.4 ERIR3EF1%% (PD) BRiRss & 534-pd
5.3.5 A ds K OV e s 535-eff-safe
5.3.6 7R % OO AR BRI BE & 2 Wt & 536-pms
5.3.7 BET — & —ERE L OVERFLE 537-listing
5.4 2 Sk 54-lit

R 7 ANEEIRT L1012, 7HNVEEZBINTHIENRTE D, 74V OEMT, BED
T ANIZE CARTEFERT D SlcvnEi 72 s, X 17: R 7 L X OFNRT L HIC, 7
VA TRBGER A & 5 (study-id-1 72 &) ZEH L74RIZ2MH0 5, KEY 2—LOEMNT
FVERANCHOWTIE, THIR S b o3EET A K] 283BoZ &,

B 17: R A+ L F DBl
4 | 531-biopharm
study-id-1
study-id-2
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12. 1§22 : ECTDVAO A vy E—SDNNY T—2a Y

eCTDVA.0 A v — DY F—3 5 (21%, ICHeCTD v4.0 2% —~ & ORREIT L A %72 A
X — <ML TR, AT A FIFONC THiIKZ & 0 RED A R IC#H STV D20
OFEHBAIGEH S5,

eCTD V4.0 A v — 2B A~ o¥EILF I L OUEABANZSWTIE, B2 3282 THHE
FOHAEEZRT 5 Z L,

o MEJLFIH - ZHEER O FHDESIIAXT—~ Lo THESND, 72720, HE
WL TCEEEICHFMDF N FFEORN T CEEEIIEERLAHE 2Tz 7
HIENHDL, ZTHNHDOHEBIZHOWTIIMNE XML EZDOFEFETIRESINS,

o JEMMH| - 2AF—<THEINTWARVENER], 72720, 2 boMAlX ICH TOA

BIZHESX, eCTD VA0 A v —VHITIZRRESNTWD, ZA6O@EHBRANCEI Y, K
24 53 KOS 2 B M E A 3 64T 5,

FOMOKEFHANZSOWT, KEOZ DR 7 > g HE L 32 R,

12.1 NYF—=232  L—ILOBE
TITIEEATTELITEZNCANY T =gy — AR L. ROV T Y g v TEEM
EIRARD,

AT Y A TIBER NYF—va B

Avt—Y | AF—= A =N XML 1.0 (2SS BEXTH S,
FREIE ICH 2MEE L7 RPS AF—~DNR—2 g NI LT A vE—
CINEHKTH D,
Submission Submission Unit #8134 TH 5 (1.1
Unit Submission Unit id root iZ— & DA+ T 2.,

SubmissionUnit ZHE T A v —UNIZ 1O IFFETX 5,
Submission Unit =— FOfEIZSZETH D (1.1) .
Submission Unit (2% 7¢ =2 — NMEDNRE STV 5,
Submission Unit Code System Off i3 4HTH 25 (1.1) .
Submission Unit ==— R{Z, Code System fi|Z % htad™ 2 %24 72
OID BMEE SN TV D,

Submission Unit A7 —#% A « 22— RO 22— K@tk)y lactive

Th b,
Submission Unit [ A ~&— NI 1 DLL Ed Context of Use
BERE T,

Sequence Sequence Number [ZXZETH D (1.1) .

Number Sequence Number |3#5CTH 5,

Application ™ fz#]? Submission Unit @ Sequence Number |3
) "6hhED,
Sequence Number [ H 554 @ Application [ZFBWT—E Th

%
Sequence Number % Submission 3% 1 2> & 4§ 1 O720F
RLR S D,

Context of Use | Context of Use Priority Number [Z/ZECTh 5,

Priority Context of Use Priority Number (%, AEKTH 5,

Number Context of Use Priority Number OfE 3443 1 D721 Th 5,

Context of Use | Context of Use kB +IZMETH D,
Context of Use id root |3 —&Z DO#kBI T 5,
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=) XA TIER NYF—3 g o HUE
Context of Use status code 223 |34 2H T D,
Context of Use status code Dfil3 lactive] F7=i%
lsuspended] DWW ILNTH D,
Related Related Context Of Use 235 S 4L TV 54854, Related Context

Context of Use

Of Use ik 5l 71328 TH B,

Context of Use & & f X5 Related Context of Use 1[5 U
Context of Use == — K & Keyword == — ROMAADOEE G
D

Related Context of Use @ id root I \ZHEH Z 417 Context of
Use ksl +- DA EZIRTEX 5,

Document
Reference

DocumentReference %5/ +I%. active & L CIRHT 2T XTD
Context of Use B 2k L THETH 5,

HIFR3 % 72 @ Context of Use 3% % DocumentReference %
FIIFEHTE 7220,

Keyword

Keyword = — KX Context of Use D4 keyword ZE3: (2 # 20 T
HD,

Keyword = — K+ 2 27 L34 keyword ZEIZHMATH 5,

Keyword = — K « & A7 A% 72 OID “Cé?)éo

Keyword = — R« 27 NI ZYRENEE STV D

Submission

Submission &5 FIIMNBETH D (1.1) .

Submission = — NiZMETH 5 (1.1) .
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