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ZDIEAH>, M2 EWG IE Study Tagging File (STF) OftkkbRE L7z, STFIX, EV2— 4B X
OEYa2—/b 5 DERBONKE Z IR T < RRICEEE T L5 7 7 A V2@l 2 72 OB 58
Iz, eCTD v3.2.2 HIFEICHWT, STF IZKETIIMATH L3, BKINTIIAETHY . BT
ZTCIE ) — RIEE LR WA ICB W THAELE S, BATIIEEESN TS,

eCTD D3I T IR EfE Sz, TV TIEHKROE Y v a3 > T4 5, eCTD2kE L
TITNEFRIEH S 4v, 7 a— L7 fgE b RE S vz 23, eCTD v3.2.2 DFEIERZR TN D0 D%
FESRAFA L2720, M21E 2009 R ISR A V% — « RN—T 3 U ~DOBE:ZHEFL L 7=, 2010 4F
11 A, eCTD IO SEIKIIET B 72012, eCTD v4.0 DA% & 3244 Hit) & LT M8 EWG 234
BENnTz,

M8 (X RPS A v &— U ICH OB A 72T L 5, HL7 7'utk X% @ U eCTD v4.0 IZHYD #HA
2o HL7 OFEIIZOWTIE, 7 v a v 332D &, RPSETVIZIE, EVa2—/L2~5%
%t & Uiz ICH #— %4k & ICH HUsl B D [l 7 25 A A £ T 5, 20144E 9 . RPS Release 2
I HL7 Version 3 Normative ZE#ERAS & L CRRE S iz,

3.2 ICH g 35 & UA T —/\—EThHRE
K7 a Tk, ZNETDeCTDV3.22 DFEEZMH TS, 2N dDOIFHRIT. eCTD v4.0 Eff:
IVEETEENBRAALARIIC eCTD v3.2.2 # 34 L7-4 ICH Hilli» SRS Tnd, I Zoficy
2011 AELIFEIC eCTD v3.2.2 2 B4E L 7= ICH HUs 2N & 5,

321 h+45

EHL OV IY B I OHFEEHOBEM S B LOROHKITHLT 572012, 20044, U T # 1k
{45 13 ICH 232 L7 eCTD N CTOHEEOZ T A& Blkh L7z, 2009 4ELIRE, eCTD B TO
HEE I DEIAIT 9.6%72 5 T0%ITHIIN L7=DITxt L, - F RS BRI T2 T B - 7= 3
THEUTH 85%IA L 7=,

7T ZRBEEITHFEE X LT eCTD JEATOEFRIHGEZ R HERZ T2 LRI, BT HTO
BFHIHGEICBIT 5 eCTD RADH M 2 BB T 12O DIRD AT v THHEL L DD H %,

3.2.2 BXMES (EU)

1990 AEARAT:, R — A DE AL FEDOBIFE AN TR Sivlz, D& ZIRE SN2 ERIL,
BRAELEAETHREL TS, 1992 4, R4 Y OEEET (Bundesinstitut fir Arzneimittel und
Medizinprodukte, BfArM) (Zxf L. #]% T DAMOS (Drug Application Methodology with Optical
Storage) X TOHEENITHO I 7=, Hypertext Markup Language (HTML) % -X— X (2L 7=
MANSEV (Market Authorization by Network Submission and Evaluation) & FEZ4L 5 BIDOTERN 7
VAT IR, FHEIZITEL R o7, 2RO OBINERE . BN L~ L THiFIT 5 5D
#H7#1%. ICH eCTD fHERIZH > TR BT,

ICH eCTD fI:4£1% 2002 IR CTEA &47= (ICH Step 5) . Z DR TOHGHEMEEIT, %
MT TP Y EHEIMLTWHoTz, BEEHFYRTOERRBZSLEVHEAL TN vk,
2007 412 eCTD LB R HZTERXNEA SN, ZOFERIT CTD OEZHE L C\WD 28, T4
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T A 7 IVEBICITS S LTV, 23T non-eCTD electronic submission (NeeS) & 4 fH1) 5
. eCTD DA IR FIE~DEH N I D EEZ BT,

2005 11T, EBALHRFEOARAELREIZHIT, EU OEIELHSY RFE (Heads of Medicines
Agencies : HMA) X, 2010 4F % T2 3T D EUHIH] Y F723 eCTD O 2% T&x 5 Xk 5. EU
EETRVMELZ ETHEEL, BETBERAEEB ST RN L & Lz, BINEILST (European
Medicines Agency : EMA) (X, 200847 H 1 B D, HEREW DX E LTeCTDIZLDETE
ROHBOHFEOZ T AN EZRG L, B OBINEHAZER L2 & L, 20001 1H
(ZiE. b FAERLOBPRAFEER TRIC eCTD B TOHENEZE ST bz, DHUKRER
FROFHHFETIL 201547 H L HN D eCTD RN EHE DT biviz, HAGRIERE G XOHH
FHE5 T3 20174E 1 H 1 H £ TIZ eCTD RN EH ST b5,

AE SN EIE X, BN ESR S >~ 7 —2 (European Medicines Regulatory Network :
ERMN F721% x> h7—7] ) 2K TE bBIOBEHREEMTORZET—EMDOH 8%
HIZREFLRFE T n e AT 52 L2 HIEL TR Y, eCTD vA0 X TN Z kR~ 2200 TH AR —
FOMERD D,

3.2.3 BX

[ 35 i R R R A S B K%  (Pharmaceuticals and Medical Devices Agency : PMDA) %, 2004 £E|2%
% eCTD, 2005 (2 eCTD IEADZ AT & BHAA LT-, HATO eCTD HFEHEITEEE 2T Th~x
(ZHEN L7243, 2009 4512 eCTD v3.2.2 NEH XD &, eCTD IEARD HGEHFEITZ A L7z, 2015
12 RS ClE, BARTOHERGFEO R LT eCTD EXTIRE I ATV,

3.24 AL R

2010 4F 1 H, A A AEFESMF (Swissmedic) 1XME—DE{LRGEFEHORA L LT eCTD v3.2.2
BEA LTz, ZNLED 1HEH7=0 O eCTD HFHEH LI R~ 2L, 2015 FHtE £ Clzii el
ERGEARRHGE (EHE2ETe) O 15%IZFE LT, AA A TOHBHEFHITIZIE 100%7° eCTD &
KTRHEEN TS, A ATITEFLHFEOHR 5T eCTD & 2 FTHALT DIERRILN 722
MR, eCTD OFIHANEE 2 WERBEETHLIEEZOLND, LL, AL AEEKLF~DOFT X
TOHGFETeCTD HRDOEHABHER SN TS,

3.25 *E

20034F, A RTA4 U BLOHAEN ICH Step 4 IZEIFEL, ICHF#HFI3MA A KT 4 & LTEA
b b, KERMLESRKSR (United States Food and Drug Administration : FDA) %, eCTD v3.0
HEE OS2 BHAA L7, 2003429 H 1 H, FDA IZ7Flia B & LT eCTD HiGE D) & BRI
Bitt L7z, ZOWEEOSZAHI OV TIL, 20034 8 A 27 H%47? [the Electronic Submissions Public
Docket No. FDA-1992-S-0039) DO 27 & [RRFICHAT S 7z FDA ~® eCTD HIFE O H AR T
ST,

2007 4= 9 H 13 H., FDA 3% 33 2517 L, RiEikscds L OWHEIZRE T 2 KFEHFEIZ DWW T,
eCTD B TOHGE O EMNE ST Z L 2K LT, ZORFICL-T, eCTDUANDEAXT
DEAACHFFEEZRD W =FNE TOfREHIEIES N, 2008421 H 1 HXL V., eCTD v3.2.2 I%
FDA ~DELHRGEICHT=0 , #EERIN LA L o7z,

201545 4 5 H, FDA X4+ # > A [Providing Regulatory Submissions in Electronic Format — Certain
Human Pharmaceutical Product Applications and Related Submissions Using the eCTD Specifications| %
DR LT, ZOHA X ATIE, 2017 4F 5 A LR ORUERGE AR HFE 1L eCTD BRI L5 2 L &
KHTWD,

3.3 ICH eCTD v4.0 O #48&

1990 - ICH FE R LUK, ICH 7' A3t 2 (b L C& 7o, 2tk WE. AT 25 3
i ICH A KT A > DOREDIED. MedDRA ([Z 3 H| FHFELE : Medical Dictionary forRegulatory
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Activities (ICH FE>» 27 M1) ) X CTD (> 57 =#H/NL+ R¥x=a2A>F (ICH N v 7
M4) ) 72 E, W OO EELRBEEEBE~ORY A LED ST, 21 N hED L FE
ICHHIE CTO ICH H A RTA N2V THO A 2= —3 g VOIEKSIERO G L BN EL L 720 |
ZIUCHES TICHHIR TO ICH I A R4 U REZ(RET D b ME L R oTz,

ARFEIET A RIERFFSEOIED KXY 10~15 FEfIE, Bt & BifndES Lt 2 <, BEFEO D
A RTA L OHEFFEBICIRBICERNEIND KO IZho 7o, FRCETEEORRS I VTR
DR & HHE T 2 B % B L CE e, BEREMIPEMFROEM E . ICH FEEUE A
PWENERBETDIOOFLRBE L W BENS, ICH IZERZ2ERELHK E O THE LN
LR EB LT, A RTA4 CBRICSMT 5IE ICH HUuk 2 @45 2 Licky, 295 Lzt
JIBAFRIE ICH Hilik 28 % 7= RN O HILRIZ S D723 5,

BOLEFELWESNZBEL, BHlxRoERLICET 2 EmME LT 572012, EERAIZKTE
AT AE R RTRE e R I S SR P TR END 1 SOE T A vE— /ﬁﬁ%%mﬁé_
L Tho,

2006 4F, fihOFEAE(LEERS (SDO) (M ANXEBREHE MR (1SO) | HL7, BRONAE HE{L gk
(CEN) ) s, W3 270 DERT 0 ZDRENMER S iz, Ziud TList of Critical
Conditions for the SDO Message Standard Development Process (SDO A v & — UFEHERHFE 7' 1 & A D
BAAEY AR) | BDR=R o TWND, ZO2HET ICH EEZES (Steering Committee :
SC) %, SDO 7t R&ZFliT 57202, SDO =z YV — T A EHIZTE2B (R) BELOUIMS A v

VOB EED D Z LB LT,

2007 4£ 10 A, #EETO ICH £/8128B W T, eCTD HHARICE T OWEE M A TR~ A F— « A
—VaryThsd 333 LT56DVIC, SDO EH L TKIIA Y v — « N—T 3 VORI EED
HUEN T ST, 2008 4= 6 A . %~b7/hf®meﬁT@5§Ex L. ICH 2% HL7 &%
WL, I1SO, CEN, HL7 O#H#IC L HLFEFHEZE L T eCTD ORMA T ¥ — - N—T a3 V%
HTDHHBEZONWTH#ET L2 L 2ARB LT, BB INTIEEOZFEEZFMET 5729, ICH X
BHIROBHEZNE L, ICHEF—BEOREE L TE LD,

2010 4 11 H, &M THOHE T, eCTD DIRMA Vv — « N—T 5 VIHERT H729DIZ ICH #
FIE¥EME (EWG) & EifE¥HE 2 (Implementation Working Group : IWG) 23337 &7z, 2011
H6 A, FaX 372 ICH EWG/IIWG M8 1E, v v T 4 2BIZBWVWTIZL—7L LTOHDT
Dxfii e & BT,

MBﬁ%%Lk%@H\mH7D?X®$mZiTemDMO%%%?é&ﬁ . BEfFD RPS
Release 1 2 #E A G832 72 DI HLTHEHEDOHE Yo A LD 5 L) %@T&)oto Z DA
f\ﬁMﬁ%@HUR%@ﬁﬁ%ﬁBoﬂﬁim CHRH S, 2 TAR S IRERRR 278
T2 1SO ks & 72 b, T E WA T LT, ICH M8 X ICH e A &Mk L. BE&. {1k, 5
%\ﬁi04@®?xb%%ﬁbf\%%%E@BO%%@%‘%i%ﬁéo:himem?
AD Step 3 BLT Step 4 OF# & L TEHEI S AL, T4 b OTHENIVH - T, HL7 Version 3 RPS
Release 2 Normative fE#E|Z H-5u 7~ 1SO #i#& & [ICH eCTD v4.0 3k 7‘3/( Rl SFITENT,

20154, ICHM8 3/ X7V w7 a X haRDDHTZDIT Step 2 i) ICH eCTD v4.0 BEEH A &
FL, BFoT Vw7 a A bEKMLT, Y CELLET LT, 201549 A, HL7 /X RPS
Release 2 Normative f£#£ 2 /A3 L7-, HL7 B L OISO D~ H—EX@WE J: » . RPS Release 2 I%
BIF S CIE 1ISO B TlidZavy, 2 Step 4 FEIEH A RAFDOIREIC . —E oK Tl 1SO
RPS FEHEIAL 23 KGR S5 £ TIiX eCTD v4.0 2540115 = kﬂf%@% & EHfE LT BT
K- i3k eCTD VA TEA TOHFEOFEEL L OZ T ANEZED D Z LR AREL 725,
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3.4 eCTD v4.0 DFIH

eCTD v4.0 ~B1T7T HF]501%, eCTD v3.2.2 ™ 3%k & il FRRBRIC S T B Ll S 7= L
FEBLOWERIZHIG LTS Z L Th D, BlililE2 D < HERE T, SFEESORIT L EEL
ZRIREIC L, HH LB L SN AEROZHIZ OV THBIRY B CFE— M2 & 5729012, Bl
DAL EICINZ T, HEHRRBOEBRAEEFE 2R T2 Z Lk b b, eCTD v4.0 12X
ETDHZ LI L DESE EOERELF ST TO®@Y,

FAFN S L7z Submission Unit : eCTD v4.0 Tli&, fifiS /e a7 Y EEMERD a7 )
1ODKHA v —VITHEEEND, DFD, TEVa— L 1~5D0R2a LTV R 1 ODHA v
VI E NS, A vE—TiE, 1 OORHEAL (T72D5H 12O XML 7 7 A V) Z47p
LT ie BETHZE2HAMET2H DA —< Tt > TER SN D, EHIT, ZDOR
F—~idHEINLZOT, HBHIEICAFT—~ E2 RS TRET 2 XE T 20,

Document ®FFIA : eCTD v4.0 Tik, —JF Document 23 H &5 &, %D Document % #7325
Submission Unit, Submission, = 7-1% Application |28\ TR UALEST CHAHATAZ &0 FU
Submission Unit £ 7-1% Application (ZIWTERRDME ST THAMTL 2 L, b LIITRRD
Submission Unit % 721 Application (2B W TERDAMAE ST THAIMT 2 Z B3RO LND, 7%
Document (Z%f L, HH S FOEENTHIUIE ZNHLTHLERRTEX 5 —ED ID 2E VY THZ
& ¢, Document OFF|HAMNAIEEIZ /2D,

Context of Use D5 A 74 A 7 JL : Context of Use DHEEIC LV . &R T A 7 A 7 )VE BN
BEIZ D, T4 7 A 7 A2 E%2E LT, 150 Contextof Use 2 1 -0 F 7~ 1Z# %1 Context of Use
FERLEHTE, ZTOW (DFEVEENL 1 O~DOEH#) LELAETH D,

eCTD v4.0 Tix, eCTD v3.22 IZ¥1F % [new) . [replace] . fldelete] L5 A XL — 3 0%
PAR— bS5 h, Tappend) (ZHAR— Iz, 72720, Tappend) ZHWTHRHINTZY
—7BLOEET LY — T EZFFICT A 7 A 7 VERT L2 LT, v3.22 5 vA0 IZBIT LT
#%TH, va0 @ Treplace] HEREZ WD Z LIZL D ARETH D, FHMITAED 827 25D
L

eCTD v4.0 Ti%. Keyword Definition ® Display Name Ol % B #4 2HERELEA SN D, #2103,
WBRRY 72 7 7 A )LV E 721X Contexts of Use EHE A FHEH L7e < T, BRGNS, BEER . A,
WISAE. WK, Z—" « ZA MR EDORDEFHTH LN TX 5,

2T FXAD - FU—TDOREE : eCTD v4.0 TlX. Document |E Context of Use (2 L > CTE S

%, Context of Use |%, FAEXIGDOME % KRBT HEE. Document 2 CTD/eCTD @ HIR D & ZIZfd
AT H0ERET D,

AT HXAN TN —TOHBO—DIZ, EV2—/L4EBXW5I2F1F % Study Tagging File (STF)
ERIFEOZREIZ S Z ERET D, ZHIZE Y, eCTD fikk (v3.2.2) OBLEICHEST, H—

DRI BE ST 2D 7 7 ANV EFEL Z ENTE D, STF 1L, RBONEZ@EONCFIR L

BRI E CE AWML T DT DICME T R TOA X T =2 2T 25 L) Sz T

XML 73 7 38— DM 2 TR Do ToBERE A 4 O 72 O IZBHFE S 47z, eCTD V4.0 TiX, Contextof
Use @ Code 5 & T Keyword @ Code DifA& o8 Z &2 Document % 7 /L — b5 Z L3 TX

%6

A EEDOFEMICHOWTIE, BZ 238216 BBz &,
35 THEEHE

eCTD v4.0 fHikix. ZM5> SDO, HL7 W ONZ & BHREIRIZ K » TR E S 4172 HL7 Version 3 RPS
Release 2 VI HiS< . eCTDVA.Q A X —< 3BT L Z I E D FEH A4 FEETOELITHOWT

3eCTD VA0 FEHETHHEN D AF —<ITHLTIC L > TEHE SN S,
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1. ICH M8 B E¥EIE (EWG) B X OFEMIEEITS (IWG) IT5| & fkr i, B HiEITHE
EWEHD eCTD VA BHEEF T R I b DT 5, HEHEFKOIEIEZNE L THEFE 21T
IGAIL. SDODREFAEFEHE T 0 A I LD ETH 4,

[ICH M8 eCTD EWG & IWG Roles and Responsibilities (ICH M8 eCTD EWG 5 X ' IWG D7k
ELEHE) ) SIHEV, ICHMBEWG XL F & 34 5,
i. SDO 7'm & AR % i L T ICH O ERERY I X Ok BB g s Fr o bd Z &
ERFET D,
. ICH DA S SDO 7' v & A THRE SN H R B 250t L. ICH #lkic k815 %
FMER L OFN S OBLEN ICH OEELE L FJE LW ZHERT 5,

ICH M8 EWG DB THA LB HERICHOWTIL, FOEEERDER S L2 HE A T ICH M8
THR—=ZIEHESNDEIRETH D, FTAR—XIZWMINT-EFEA T, FHlE L OO =D
ICH M8 EWG £RIZIER S5,

EHENF% ICH ISR TR —3 20BN H 5545, ICH ST A EERO/ER, BIFREERDO
TERREB LV ICH M8 7R — X ~DOERER /Ny r— VO LW o HkE A O 7t 2 2K ET
HZEWTED, ZhooratRiE, MBI EDFEET A RN 32 0thoHgk = & IofE
KT HDEEEHELECTRHTDHENTE D,

eCTD v4.0 AFxF—~B I OFEEN A NICEEL 525N E LT, UFBRETLND, 72750,
ZIBIZER B 720,
o FUFEML~VLVOBEWMABIMEINDD, 2T 2 EEEICOWTE LIZFEMERN
BMEnsZ L2k, CTDOa T U NERIND
eCTD THEH S TV RIS 2 SDO I L » THFT SN D
eCTD DAERE A 28 728 LWVEYEBIE MR E S D
B UWRBERIE 2B S LD
eCTD DIERRBROEZRHIC LY, T_TD ICH /X—T 4 NEDOMEM AR 5

eCTD V4.0 DAL H 2 2 HHIILL T DM Y,
o ICHMREMTHaL hr—/L R RXxy7T7VDEH

ICH B OZEAUICH R T H 72D DOEEH], BLIOHLTEREE IR Y770 (7 V7 L)
i, A7 TARNTIF v AvbE—D0 7 Rxx 77V, BLORPSIEEMSZET) 1T
WA G2 HEFEHNILLTD#EY,

ZHIEMET VOEHE

RPS Refined Message Information Models (RMIM) £ X O'& 4% CMET & H

HL? AEFET D52 br—L K- R¥X ¥ 77U DOEHE

RPS Tl &N 57— BOZEH (1 Z OBATE 1S0 21090 7 — & M D28 ¢ 58
L7 HL7 7o A L HE) L TEREIND)

ICH A HEH 7 vt ZDOFEMIL, #MEB3CE [Change Control Process for the eCTD (eCTD 2 & &2
TrtX) M CEEINTWD, MR EEEROEFICONTIE, [HkZ & o3l 1 K]
EHEOZ L,

AARNR—=T g L DOREN A RIZEEAFED HL7 Version 3 RPS R2 Normative FE#Eds KON Z O AT 7 0 &
2B T 5,

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

64~ T ICHeCTD ZH &P E (X, ich.org £7-1F estriorg 7 = 7% A F THERTX 5,

Page 6



4. ECTD V4.0 DIERESE
At 7 v a T, eCTD v4.0 fEERD EERMEMER IC OV TR T 2, ERMMERITILL T
Y,

o A7/ FilBIT (Object Identifier : OID) 35 K OYLAH—E#&kAI 1 (Universally Unique
Identifier : UUID) (&2 3 =3 > 4.5 THkRL)
F—=HW (7 a 4.6 THH
Ml =L oFEIEH AR (v g v 47 TR
TrANETFAE GEMZEZ v ar 5Bt v a s 11 #5R)
aryhr—L R -RXx¥y 77V GEZEYZ >3 6x2BR)
ICHeCTD v4.0 XML 2% —~ GEfliZE Y > a v 7525M)
eCTDVAO XML A vt— GEfliZt 2 v 2 8 &5MH)
eCTD V322 MBI~ v B 7« Ayt — GEMIZEZ v a 108X Vg
v 13 25 H)
o eCTDVAOMGRESH] GEMIZEZ v a v 12 25/

1 0 ICH eCTD v4.0 2253y 7 —VIZE FN 0 LE—EIT OV T, ICH M8 D [ HE St B 1 #H D
fRIEICRET 2 & T-HIEYE  (Electronic Standards for the Transfer of Regulatory Information : ESTRI) @
V7 A NESROZ L,

DLFDOE®Z > arTiRinb OF/ERERICHOWTEH L, eCTD v4.0 fEEEDFHIZI51T HHERY:
EROKENZFERT 5, eCTD v40 ICEEIZHEIL L 7= A v — V2 ERT 51213, REETA R
DONEEMOEEOLETHETILENRH D, KETIL eCTD v4.0 O EEAEKRE R Z BT 2
ZLICERAEX, BICAvE—YHNO CTD OF Y 2 —/L 2~5 OERRICLE R B RICE X 2 &
WTW5,

4.1 T7AINETHILY

T7AN (XML A v E—UNHLRBENTWHALIE) I XML A v tE—U X EINS, &
77 A NE, eCTD V4.0 TIHEEINTWVWA 7 4+ AL AREEICE L B L5, Document O fJJ[EE(E I,
eCTD v4.0 XML # vt —Y D4 document.text B IZIL, EADT 4 L7~ OB S
. BT 7 A VDB EIND 7 VI BIRESND, 2D M v 7 OFEHICOWTIE, B2 &
25RO L,

4.2 ayvkrka—)LE-R¥x¥IT3Y

ayha—/L R« RE¥ 7 7Y% eCTD v4.0 D FHLERELEZED—>THY | FHEEMME, 742
PH XML A v =Y DFEEFET AT A EZET AT L OYR)ORREE Z FHEICT D,
XML BEREIZa— FMERGEN TV DIHEIL. TOMEDOEEIRET H7-0Ilary hbe—/L K.
REY 77 UNRMELRD, Fa—FiliFa—F VAT AR EHAENS, 2—F - 27 A%
ICH, #tlik, F72IXHFEHFICL > TEEHIND, 2—F « VX7 AMEOBAKR2H Y 4 TIZoN
Tk, ODBLUary br— L K« RFX ¥ 77U OFFEMBAEZSRO Z &,

A kR LR RF Yy T T VIEA Y E—VUANDOEFTCERINL TS, a— NE, 22— N#
EREWRO D HEMCERT D00 L LTHERESNS, ZnEfHLT, $XTOV AT
Al XML A v =Y TEEINTERER T D, a0 b= R - RX Y77 VIO TIE
s a6 THBL, RREANITEEY T 5 XML AERRE R OB FIRT,

ICH W&+ Aar ha— L R RX¥ 77 V12OV TIE, M8 BLN M2 B ZFIEEL )
eCTDVA0 =z b — L R« RX ¥ 77 VDOEAFEEZRETS |, 2o+ XCHa br—
VR e RE Y 7T UL, SHERY R FE 2 IITE OISR E B 5,

TEEHNZOWTIXESTRIO U = 79 A " ESROZ &,
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&) tIZa3262 TERLTSHBH = Fm—rb e RF 177 Y OEHIZ D0 T

/L, [t = DERLED 1 N B0 L,

4.3 ICH eCTD v4.0 XML R ¥—<

AKtZ g TiE, ICHeCTD v4.0 XA v b — T BERAX—< « 77 A L2 DWW THERT D,
WDOFRIZ, AFX—~Z2 N7 AVRBIOY T HTIVRNTRT, FTiDAF—<ITESTRIO Y =~
A R TAFTTED,

AFx—< - T7A)V

FEATIY

1 | a7« AFxF—=: datatypes-rX-cs.xsd
h17-r2_datatypes.xsd
infrastructureRoot-r2.xsd
NarrativeBlock.xsd

voc-r2.xsd

¥ X T » HLY
Version 3 A v & —
vikE o A X —
~-+tv b

= N =y N 2P/ 48 NI
MCAI_MT700201UV02.xsd

2 | RPSAF—=: AVETTav:

PORP_INO00001UV .xsd
eCTD v4.0 H A F— -

~ % v b -RPS

) N A otz—TH .
LD A & B — -~

PORP_MTO000001UV01.xsd

535
MCCI_MT000100UV02.xsd

BREAF—< « T AL

3 | EBAYE—TVHE
FAF—v S

aFL a7k
5 )L E 721X RPS
AF —<I L »T

COCT_MT030203UV07.xsd
COCT_MTO040203UV09.xsd
COCT_MTO070000UV01.xsd
COCT_MT090100UV01.xsd
COCT_MT090108UV .xsd

COCT_MT150000UV02.xsd
COCT_MT150003UV03.xsd
COCT_MT150007UV .xsd

COCT_MT710000UV07.xsd
COCT_MT960000UV05.xsd

COCT_MT090300UV01.xsd

ZBR
BRSNS CMET ] o6 MT090303UVOL Xsd

4.4 eCTD V4.0 XML A wt—

eCTD v4.0 A v tE—1F ICH eCTD v4.0 AFx —~ A UL LTH | RIFEH A4 RE-1T [THEE
TLEDERETA R THRESNTWAEADOAHKIEZZT 5, 1 -0 Submission Unit (2% LT 1
SO XML 2 v E—IREREN S,

4.5 OID & UUID

FkAF-1ZIL OID & UUID D 2 fiE R & D, IRDOY 717 3 Tid, ICH eCTD v4.0 TP OID &
UUID OFEIFIEIC W THHT %,

8 52472 RPS R2 A % —=|Z/X. Common Product Model A % —< 0 MLIETH D, FHEHITHOWTIT [

WL oFENA R 2RO L,
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45.1 ATy FERF

OID 1347 V=7 b —FITHAIT 2 E L= BEIICE Y BT oN-4aiz e
9%, OID %, ERER@EEHEAG O ASN.L EAE 24 H L CIERICER SN TV 5, OID DFER
LI TFIRT,

e B UFFNTRUIGNI—EHOET : 2.16.840.1.113883
o 7T UFODHIFE . {joint-iso-itu-t(2) country(16) us(840) organization(1) hl7(113883)}

ICH FAA TSN DBIIED OID ITITLL TR E £ 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 TiZ, ICH Ik > TE&ESN, O — RE2MELTAKERIIH L, N—V 3
YOIDEMHLCa—K - VAT MEEFRET D, OID ZFRET H2MEND HLGEIT,. KM HEE
FLa—RTREIND, SHIBEZFINTHEBENERET 23— N - AT ATIE, Bz
OID BEH NS, ¥ EEHIL EEHFEXEI—FOOID ZBEKTL0E I 0ERET D GE
MZHoOWTIIEZ a3 652BBOZL) |

= M - _Eab o OID DpIZ#50 T /xy /2 code system &, /y/ /2 code system version &
T RLTRS,

45.2 AR—E#EAF
UUID (X, 8-4-4-4-12 B DCFH] BT DHEF & 4 >D A 7 2 FZTeT A ME) Ttk L
7216 DT X A FThHDH 0, UUID (X, ISO/IEC 11578:1996 F L O ITU-T Rec X.667 | ISO/IEC
9834-8:2005 (2 L » TIERICEFE SN T WD, UUID DELZLLFITRT :

o NATUTRYILNZ—#D LT H] : 25635f23-a3a4-4ce0-9994-99¢5f074960f

ICH eCTD v4.0 TiX, UUID Z&#3I7® root @Al & L CEMT %5, UUID 25 ET HHLERH 5
AT, SVEERLEFHN T (dEFRERE) TREND,

4.6 T—5E

T — 2T eCTDVAOEARD & O — D DOHERMEERE TH H, XML A v B— I ER T T
DOEHRERT IO, BEARBLOBRHEMEIIHEE SN T — 2]k b, BRE LB
KT BT — A E LU FIRT
o Text—UTF-8 35 (AAFEXTZET) ZfEHTE D,
e Alpha-T7 /W77y NLFOREMHEHTED il : A~Z72 L)
e Alpha Numeric - XLFFNZT V7 7 Xy b (A~Z) | Hff (0~9) ZEHTE 5, HEHTF
EIZBI LT, XML W3CHEHEIZR/ESY D & T 5,
e Numeric - SLFINHEFOHAEMMHTE (B : 0~9.E+) | BB L OFEHE =T,
e Boolean —true ¥ 7-1% false DEZ 5 E T 5,
e nullFlavor - ZEDEZZEAIZT H5E AT 5, Null Flavor [ X HL7 A » & — JFEHEIC
SN TEY, & XML ZERIZEAT H2HIKMFEE S TWD, BiRFE TlL, eCTDVv4.0 T
Null Flavor 13 H & 4L TuW7ewy,

O EBREAURIEH A, X680 : 14T — Abstract Syntax Notation One (ASN.1) : FEAGRIEDILER
0 [E B LGRS S . X667 : AL — BAMTR o R 7 A RFE B Bk — OSI 4%/ oo A FIE : LH—
H#T (UUID) OARLE ek, ASNLA T V=7 MilkBl FAERE SR & L COfWT
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(=) ZE:HLIRPS 7 —% 7%, 1S 21090 : RIEFEHENGH - 15D /20 DL T
L = EEL T THESHR TS, 7 LAKCTDVAD EHRY S RO Tk Tl
XTS5 XML ZEEF 2 (ZFIEZ N Ly /2 L TaHd] L7 e 7 — 3 20 D,

4.7 i & DEREHA K

[k =& DI A R 1%, FEFICHET 2 EHER LRI 5 5 A THERKE 2R, &
HERIZIFEL L TEY 22—V ITHEHSND 2D, THI T E0FEET A ] TR HFbh s,

EAEZ AN DL - K \CH eCTD V4.0 ELED 1 NOIERITLEE Tl 5755, %15
WD TELLRXML X > =2 (E T BITIIAR 50 T b, EERXML X > —2
FEETBITIL, [HE T DERELD S N BRI TS,

[t = DFELED 1 P 1ZICHESTRI D = 7% | 28 L TAFTE 3.

471 MgEFEDER

Mk F 72 X EEA O BER LEABRANT, HEICE-> T4 O [THl T & 0FET 4 ] (cit# S
NnNTn5

e application
0 subject.reviewProcedure
o reference.applicationReference
o holder.applicant 4% EFITBIT~v vy BV 7 « Ay =YD NS, 5
Mixts v a 1051434 L, )
o informationRecipient.territorial Authority
e submission
0 subject2.review
= subjectl.manufacturedProduct
= holder.applicant
= author.territorial Authority
= subject2.productCategory
= subject3.regulatoryStatus
0 subject3.mode
0 subject4.regulatoryReviewTime
0 subject5.submissionGroup
e componentOf2.categoryEvent
0 component.categoryEvent
(=) HBFEIZ[EIZ BT SFFMITRICE LS EFES, B DOEMFIES S OB
- BFEDEHHANZ OV TlE,  [H T8 DELED 1 P Mo = &,

4.7.2 ICH &SV E=

LAFD 7 7 2AFFE ICH eCTD v4.0 BRI STV 5, BHEEE 7213084 HIE XML £ vt
— VO NS DEFZDOENIEET 23 EOTEEFHRIIED Z &,

A=y« Ny XNOEZIILLTFOWEY -
e id
e creationTime
e interactionld
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processingCode

processingModeCode

acceptAckCode

sender.device.id

Q EREZA~DEBFER : CHODHEEITA =250, trrrm—22 082
Td A3, BIEEFER L OBIEDOMEIZZO 000 E, XF—v 2 T 5XMLZ
FICONTIIHS A v =V « ~yv XOXMUEIE 22D = &, Zhb6DEFELRS
N BIHEZEFE L L OVBIEPXMLA > &= ENSHE, RIGHICL VR X
Do

NA =R Ayt —VNOERIILLTOEY -

e document
o referencedBy.Keyword
e submission

0 subjectl.regulatoryStatus
Q) XEFOREEH : Zh O DRLL L N HIHEEFRL L OBIHEIRMLA > &=
ICGFNSHE, RIGHICL VRIS,

4.8 RS ZERIOEX

HiEk E A OEH 7 1 & RIAREOHPAN TH 5, HIREAOEM 7 vt 23T E E
N, ZHHIZRS R0

o WIFTALEE - MiHI 4 )5 & HEEEROEEICET o FEN G Eh s,

o HFEEBOEHEMEHD T A 794 2 /L —Submission Unit, Submission 5 & OF Application |2
T o HAINEEND,

e Grouped Submission — HIEIZ K > THE 7 ot AN R 5720, BTN EZR D5
N5, Grouped Submission [ZIZLATFDO LS R b DR H 5,

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

0 1 ODOEENRICEED Submission Unit N &£ 5 (7245, Submission = &
12 1 -2 Submission Unit)
€ —1 it F 7= (3 E B DN S BIEH 7 2 XS0 TlE, [ T DEIEY 1
. K #FHoZ L,

5. JHILE. 7274 IIVEREYOEE

XML A v =V b CLEEXMETIHEDIHEHT 73V T BT 74 LOEE L, Ak
7 a Tt T Dk x I kR EHLANCHE O WERH B,

5.1 Submission Unit D& &
Submission Unit Zf&H 3 2358 13 LL T OMEE A EHAT 5 -
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B 1: Submission Unit M 7 4 JL & #i
4 | regicnspecifiedfolder
4 | sequencenurmber

| sha256.td
| submissionunit.xml

> g ml
. ml
N

o

§ m5

HALIE D 7 4715 (Region Specified Folder) 1ZHI/E = L IZED LTV D, FEIZ OV T
[k = & DFEH A K] 22O L, —HOMIKTIZ, ZO7 4V FE2FATERVHEAEN
H5,

FE MR 257 4 /L % (Sequence Number Folder) @ 7 4 )V X 24133 X T o kI W T
Submission Unit ® 42 Hi# i % 5 (Sequence Number) 723 fF W\ CTuv72iF 7uiE 72 & 72\, Sequence
Number D EFEOMEIL 999 72 1272 % (Submission Unit (Z#4® Submission 738 £ 555 1%,
[ =L OFEEH A K] THMESZRT L) . FH2LVOT A VX FLTOa T
Y aEmD D,

e [submissionunit.xml] &4 fHF &7~ 4 Submission Unit {2 itad % ICH eCTD v4.0
XML A Y=V 3052 8, 1 BEEEFAFT—~ - 77 AV ZRELTUIRLAR
VW, VAO TlXoutil 7 # VR AREIZ/R2 D . XMLIZER T OA 2T 7 ay « Ad—<
BHRTSH, B ar8lEBROZ L,

e XMLEeCTD A v A A (submissionunitxml) OF = 7 L% [sha256.txt] & 4T
TTXARNT7ANMCEDDLZ L, ZOT XA N7 7 A VFREERGE S 7 45 (T
bbb, XMLeCTD A VAL LV ALE—DFT 4 L7 FUWN) IZ&HDH T L,

o FEVa—VI~SHOT FZ EME Submission Unit iZE&H b a7y, a7 70l
UL T OB EH D

0 MLOT7 I, ThFNo [T L o3EET A R 126> 2 &,

0 mM2~m5 D7 VAL, AETHHTHIMEICNEI 2L, BZ7 v ar54k
Fontzzioz b,

0 INHLDT7FNANFIZEENTNDHTRTDT 7 A /MIIZHDONT, XML A vE&—
IRk EN TS Z & 2

o VHNIZIEE L7 7 A VEFERET ML R0 B,

ELEE ~DVEEFFIA ¢ submissionunitxml = 7 7 L/, v3.22 TR I A v t—2 T 7
/L (index, regional .54 CNSTF XML =7 7 7' /L) DRE & 7] i<,

6

ELEE D VEEFIH - B2 G ~DIEHYIICTD €22 — L DN Z 5 dp 7 4 /L5
D& TR X B, 527 40512 0000 = &,

D

U AHBIOFISCONWTIX THI S & oFEELT A N 2ROz &,
12 EJJ:D
13 ﬁj:o
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5.2 & HRA
eCTD v4.0 ZETIE 7 + VX OMmAHAINERE Sz, T2 2 —/b 2~5 Ol 7 /v Xk i
ANz oWTIE, B2 a1 280 b,

Y7 r va rTRESHTW WA RN BT 2B R 2 LU FISRT

o TFNEKLETFANKIMERENDT NI 7y MINLFEORTIRRT S L,

o TRTODIZ 7 ANAIETANINT—REETDHIE, 77 A NMIFFEDLRIZ T D Z
ENERENTWDIEE, 74V EDOBINBSLELRDIGEEND D ¥

o TXRTOT7 7 ANMIIEEFZLT LOLETHWDZ &,

o Ty AIMEEFEMHEHLTZ v AN s T —~y FERT I L,

o HIL LD T FNAKFITONTIE, Hxr D [HIKZE DEEH A N OFIIHES =
L,

5.2.1 AR 3CF
TRTCOFEET, THAXEFRITT 7 A V42O T IETF @ Uniform Resource Locator (URL)
HANZHE S (BVARETRAZY AT Z[RLS) , ERFITTXTHEHARETH D, R SUFIER
DRITRLIZHDIZRET 5,

& 5. A RTRE L B F
PR T At
$ FVvEdl, SVl

- INAT Ay a
TUH—=AaT, T, ToH—T
A, B—Kvya

+ 75 RAEE

! R

' TAHRA a7 ¢ —HEH5| T

( o Z
) HhnoZ

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

[l

[ AJER X FDFEER Y X b (HG5E 77— 5 I A ER X Fa & de) 12000
Tit, [t s DELED 1 R #2HD = L,

5.2.2 T7ANBERRF I VFREDES
T 7 ANBETNLT ANV Z 4 DR SHIFRIZLLT OHEARIZHE D,

o UEH (ThbbTrANL) DEKE 64T (JLEFZET)

o T HNHEHLDERKE 64 LF

o NADEAE (E1LLVLO7HNKXEETr) 180 LF

o I ARBUEIZHE S Z & T, FEE DERITITNS U T LD 7 470 57038000 7= g PN~

A TD I T 4 N S IEEEHE TE S, NRDRI D180 L FDFIIRF 72 131055 TE
D= FIREE 2 B55. HFEPIEELE T 4/ 558L 07 740 /L5138 35
NETH S,

o Ty ANKIET=3F 134T

Tr7ANBETLIZ T ANFLOESIZOWVTOREMIE, [HI T 0FET A K] 2230z &,

14 ELO
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5.3 NRABZDRANERR - TSHT1 R

NR2LOBAITIE, ZHNVERAT v a () TRULNIEMAG T V5« SX2AEZZRT D,
il 21X Tm2/23-qos/introduction.pdf| &5 /XS24 1%, submissionunit.xml 7 7 A /L% FEHEIZ L 724
X727 7 A NALE F R,

5.4 THILERE
FRRomA BRI & 2L OBRANHE -T2 9 2T, EBEDO 7 + VX HERE OMBRIREEIZ O\ TiTt
7vavll e [T EDFET A R OFBIZHES 2 &, ROMITEY 22—/ 3D ERT,
H2EDa—IL30T7+ILTEREH
4 m3

32-app

32-prod

32-reg

32-sub

33-hit

T a— )L 2~5 DT 7 A NV FEEIZHOWTITIE Y Va2 10520 5B O = L,

qm T IR O 7 4 SIS, T LI FE R 5 T A IR o TILR S vy (D
FED, 6 L~NABEEZEANAFIEEITE TE 20

ABLEIZHE D = & T, 1509660 THE XA -IRE8 a8 2 T L E 2 /5l & [al#E T
&B, FE FEEFLIFTZIGED T A e T L2 IS, BELR T g 5E
BT S E b AFEIZ 2B,

5.5 774 IR

eCTD V4.0 A vt —UTid, 77 A NMERTEESN TV, HFEFT 22800005

HHEWIZHOWT, FHARER 7 7 A VBRI HOWTIE, TH D oREH A R 28Rz &,

&) FENCHBBORE 5 7 7 A ADILFIZON TIE [BFE=E> - 77 =44 FF
2 X2} (€CTD) ICFOSET 7 74 HIEH] #2752 &,

5.6 FryIHLA

eCTD v4.0 XML £ »t—21%, X To document.text.integrityCheck & IZKk ST 5T = v 7
P LENEEND, SHA256 F = v 7 « T3 U XALIZHES T, FTE D Submission Unit @ document
BRTCEHRINLIE2T7 7 AT AT = 7V L2 TG T5Z &,

Fxzy 7Y LAOABELTIIRT

o« XML Ay E—UTRISNEF =y 7 b2, ZENYAT ACHESREF = v 7%
LEWBET 5T LT, 47 7 A LTI RIETE b,
e F=x ‘Y&‘H—A%‘fﬁi)ﬂ LT, /iy%ﬁ%”u:!l)%a:jaﬁ'5E/ﬂﬁﬁaﬁ@f%%tfjﬁz77/])}1/75)\2'5%%“_(1/\
MNZ EEREETE D,
5.7 EfR7—h47

JERET — T A 7 &1, 1 DOT7 = A TITBIMESINTZ7 7 ANVDEGTH D, 7T —0A 7 % EHE
THIET, T—IAT « 774 (Zip 77 A/, targz 7 7 A V72 E) O A X0HE/NEnT
Woh, EVa—2~5 TRINT 2 a7 U VIEMT — A 7> TUTR B0,
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6. arv kA=K -RExyITS5Y

Y7942 TRV, eCTDVA0 A v —V OFEKERICIZa ha—L R« REx ¥ 7T
DHBEICFHENS, WOV 72T 3Tk, eCTD V40 A vE—VOERICERSND =
fa—L R« REYr 7T VIZONWTHRHT D, a2 ba—L R« REy 77V ITEEOREENH
H7e®, LR CiEayr 7oy a8 2RI ENnN 625553 %5, ICH eCTD v4.0 [EA O HFE,
THROLICHNER L2 hr— R - RX¥y 77V %2E7 3 6.11I007R7,

EREZE~DIEFFEER : 2> p2—L N ¥+ 77 J/dgenericode 7 77 E X7
Lo R b7 7 o DR THMES S, ICH 5 B S5 = — [ U %
MEFEELEN > =N TAFETE S,

ICH £/ 13HN A LT F o 2 &To9a ha—L R« Rx ¥ 7T V3= g VEOXIG L
25, Ha—RURARMIEIDYTOHNTEOIDIZZFONR—V g 0K 5aETe, Rxv 77U 2HH
THERCIE, @Y —Ta v ERTsZ L, BEEHOEMICOWTITEZ a3y 35 25
oz &,

6.1 ICHARET S brO—LEK - REyr TS

ICH M8 28 eCTD v4.0 MIFICHEL/z= v br—/L K« R¥ v 7T U ZLLFIRL, HFEOMMH
R L BB RO AT A, ICHay ha— R« R¥ v 75 V34T eCTD v4.0 F4E
N lr—IZE E 15 genericode 7 7 A IV E AT Ly RU— N7 7 A VOl TSN D,

e eCTD v4.0 — Context of Use ==— K : Context of Use fEiZxfind b a— K« &y h&aiEET
A, AU CTD#EE (BARMICIZEY 22—/ 2~5) (28T 5 i LICHY 35,

(=) R AREZ Context of Use Ak 77 V DFER4L Y X MEDW T, [Hll = D%
L RV R EREOZL,

e eCTDV4.0-Keyword =— R : 22> ha—/L K« R¥ v 77 U & F> Keyword OFEEE (H)
WfE, BeHRRES. M, JROER L) oW T, ZofEE T a— RERET 5,

(=) REZ Keyword Definition 3+ 77 U D574 X MZo0 T, [ %
‘ DEREG L N &0 &,

e eCTD v4.0 - Keyword Definition =— K : keywordDefinition TEF =415 Keyword OFE%H
(BB A, JREE, BEINE, CEOMEE, Zv—7 - XA MR E) IZHIGT D
keyword == — R&AF5ET 5, 1E : XEENEFRT S Keyword Definition D JEHEDIEIZ DV
TiE, ¥Z7 v a65%5BoZ &, Keyword Definition OFEREIZ DWW Tl FE Ry r—
CHoaryta—L R - RFXrxTTY c ATy R—haBROZ L,

(=) #JfREZ% Keyword Definition 23+ 77 U ODFFIIOER2 VX MZD0O T, [H#
: W= EDELEG T N D=L,
e eCTD v4.0 — Media Types : FFEDLED 7 7 A VEREZFET 5, ZOEBMEHRIZ, =
TN LR 2R LR & W RE & T 5 FEE AT o e A I e & 72 D,

&) TR Media Types FF+ 77 U DERL Y X MO T, [HIEZ > 0%
: LG R RO L,
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6.2

SHEARET a0 FA—ILE - RE¥x¥TS5Y

eCTD v4.0 HICH I THE SN2 ba—L F - R¥ v 75 U ZLLFIZRT, codeSystem J&

PEIE,

[k = & D34l 4 R TERINDK=2— K- &y MIHIST 5 OID 2T 5,
eCTD v4.0 — Application = —
1/ il EE 2 Application A+ 77 U DEE 2 U X MZOTIE,  [Hit =" DFERE
AR &SSO L,
eCTD v4.0 — Application Reference Reason == — N
& /11 7] 5E 7 Application Reference Reason A + 77 UV D547 U X FZD0) T,
[t =k DFERED 1 N 0= &,
eCTD v4.0 - Category Event =— R
/1 7l gE 2 Category Event A + 77 U D5ERR Y X MZOW Tt [Hil#kZF o
EREGL P ESHEOZ L,
eCTD v4.0 - Contact Party == — K
1 /4 Al GEZ: Contact Party A + 77 U DsEf2 U X MO Tid,  [Hil="E
DELEGL ] D= &,
eCTD v4.0 - Contextof Use = — R : CTD #i&EICHB T H A LA R 2 —F - By F&EE
T 5, ZOa— RNFIMROHA Y B L TRESND (BENICIEFEY2—11)
&/ FIE 2 Context of Use A+ 77 U DIEp20 V) X MO0 TlE, [ =& D%
XA ] DL,

eCTD v4.0 - Keyword =— R : 2> hr—/L K « RF¥ v 7 7 U & Ff> Keyword OFEFEIZ D
WTC, ZDfiZ Rt a— REHET S, Z0a— i, HloBRHE Y FEIC X > GEINFE
ESNDHEND D,

1/ AT RE 2 Keyword A3+ 777 U DE40 VX MZD T, [t =8 DFELREY
A R EEHEDZ L,
eCTD v4.0 — Keyword Definition = — F : Hulsk D B 24 /2 K - THRIE S 7= Keyword OF#
HEIZx ST % Keyword = — REFRET 5,
&/ AlRE 7 Keyword Definition 3'F + 77 UV D740V X MZD0TlE, [T E
DELRG A I 2ZHDZ &,
eCTD v4.0 - Ingredient Role == — R
&/ ATREZ: Ingredient Role = — A« NF+ 7 Z U DFERR U X MZO T, [
W =l DELELG A N FZHEDZ L,

eCTD v4.0 — Manufactured Product = — K
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(=) 1 AREZ Manufactured Product s 77 J D552 VX MZDO T, [H
‘ EDELEYG L N B0 L,
e eCTD v4.0 — Media Types
(=) A AaEZ Media Types &5F + 77 U DsE24 Y X MZD0 Tt [HiE="E D%
XA P EZEDOZ L,
e eCTDVv4.0-Mode =— K
(=) RFAFEZR Mode BF + 77 U DR Y X 2o T, [HlZ S DELEY
F] #ZMHoZ &,
e eCTDV4.0-Place =— R
= &/ ATREZR Place N F + 77 U DSERR Y X MZOWTIE, [l ZE DERLD 1
FJ &#ZH0Z &,
e eCTD v4.0 - Product Category == — R
(=) &/ #AEZ Product Category 2+ 77 U DSERR Y X MO T, [HEE =
L DEEVS R FEEDOZ L,
e eCTD v4.0 - Regulatory Status == — K

= &/ AT HE 2 Regqulatory Status i~ + 77 UV DSER U X MO0 TlE, [t E
DELRG A I #ZHDZ &,

=i

e eCTD v4.0 — Regulatory Review Time = — [
”—_1 1% /1 7] 5E 72 Regulatory Review Time A + 77 U DSERLR Y X 2O Trd, [tk
- TEDEREY S N FREDZ L,

e eCTD v4.0 — Review Procedure = — K

(=) &/ 75E/% Review Procedure 25 77 U DERA U X MO0 T, [l =%
' DELEL 1 ] &0 &,

e eCTD v4.0 — Submission =— K

”—_1 /1 Al gEZ: Submission A F + 77 U DERLR Y X MO Tt [t S D FELE
L USR] FBBOZ b, F, BV B Rt —CDEDDEF ¥ T T
(200 TlE, £2 2321051212 #8HMD= &,

e eCTD v4.0 — Submission Unit =— K

= ] ATEE 22 Submission Unit A + 77 U DsER0 U X MZOWTid,  [H="F D
C ERYS R FREOZ L, Fle BTy 22 Xyt —THIT SR F
T ZIIZoNTIEE L > 592105422 220 = &
e eCTD v4.0 - Substance ==— R
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P
N

=
5, - ¥ F

o,

6.3

& /7] AT HE 2 Substance A+ 777 U DERLR U R MO Tid, [t =& DFELRD
7N EEEDZ L,
eCTD v4.0 - Territorial Authority Role =— K
&/ AT BE 22 Territorial Authority Role =z— A« A+ 7' Z7 U D452 U
X MEOWTIE, [ E DFEREY 1 R 220> &,
eCTD v4.0 - Territorial = — K

&/ ATREZR Territorial = — F « AF 4 77 VDZERR VR MEO0TiE, [H =
EDELEG L N 2D L,

HL7 ET dav ka—LE - Rxv T35

HL7 WHE L7 ha— L R - RAXv 77V LI MR L, HIBEOMEZRH & FEME®RO A
FhEHT,

6.4

HL7 Document Type =— K : Z DA F v 77 U X HL7 Version 3EHETHE SN TEHY |
XML A v =N T—HOEFEOD typeCode B HEICHEHATE 5, b z— R, XML
AF —< THHEIN TR typeCode BHED A THE L 72D, XML A v E—I D
typeCode J&MEIZ codeSystem OID (FE 72\, F : ZHUSIXEEME TH Y . typeCode DF5
ENLBEIRBEHEFITONTIEIAEFEDE Y 2382 TR,

HL7 Status 2 — K : ZDOARF ¥ 7 7 UL HL7 Version 3SfEHETHE SN TEY, XML A
T — VN THRESE D statusCode ERITICHEHATE S, ZNHOEIZ XML X vE—TY D
statusCode.code (Zf# 19" % Z &, Status Code |Z codeSystem OID X4 %72\, {E : Status =
— RTIEHLI BLXPICHIZ L > THESNEOAZHEHTE 5, B

HL7 Update Mode =— F : Z®OARF ¥ 77 U ix HL7 Version 3 FEHETHIE SN TEHY |
XML A v —UNTHEMEFR O updateMode BYEICHET& 5, Znboa— K
updateMode JEM:THEEL 70D, AF—~THIK 41T, updateMode Z 22 & -5 4213
TOfE I ATRE 72 i & AE 12 R T, Update Mode 1ZBE 3 23 IC DWW CTIE, 27 v a v
8223% MWD &,

ELEHEANDIEFEIE - HLT RPS FZHEHs T S S a2 fa— N« iFp 7
FYIE, S RTABEISE ATEEIC TS D TH Y, S AXTLADTZ 7 ¢ U/« 20—
P g =Tz X GUI) ICHEREHTT BkE L TUT L RETH S &
(T2 20, GUI IS B9 =2 — R a2 L SIZEETSZ &, 1t VI,
B 7 03 [t =& DELED S R THE LTEHFET, EFEICEH LS D
75> L,

NEBAGSRET S FA—ILF - RE¥¥ T3 Y

FOMDOFEIZ L > THESHT (7205 ICH, 4 ICH ik, F7/21XHL7 23VFFL L T )
ay b= R - RXx 7TV ELTFICRL, YEZHE, HEOMEZRTA, FHEHRO AT

2

15 fif FHATRE 701X, HL7 Version 3 RPS R2 BEHED BEFE I K > THE/2 A, ICH eCTD v4.0 EED AR Iz

[ANGES

genericode 7 7 A VB X RA T Ly R —h « Z7 A NE2BHOT &,
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o [ERMEME(LHIE (1SO) -2 XFOEF/— KN ZIUXSEEICK L THREINE 2 XFD
a— RT, ISO63LEETHEZN TS, ZDOHRF ¥ 7 7 VI text@language &1 D E
A END,

o ISOEz—F-2XFOE=a—F: ZNIXISO3166-1 EETHESN TWAEa— R Th
Do

6.5 EEENEET HRFY TS

RKersvardO ey 7 TlE, BEABLOEEMTHEBICOLIBREO —EMEZHET D720,
EEENERT HMEEZ XML BERIZHI D Y THEORBM A X AR d, BEENERT
HIEIET X THEN SR CR/ABEOTEE L, ABRERERE RSN TEDHEICTTH L,
EEEAVDERT HEICITLTFEHDO FTIRIZRVWD, TRY — IV DORR/NT A —F 22 55513
DR MEBIRGENHH (IR L > TERERLZGERH D) |

6.5.1 Keyword Definitions

EEENEHRTI2RFY 77U (BIRHICIE keywordDefinitions.value.item.code) DA, A vt
— 1% code 5 KT codeSystem A M E LT, HEEEIZZI NG OMEIZME OB Y4 CE2FEHL
THhav, o, HFEEITEZ v 22 451 TRLZ OIDEID Y TEEHLTH LWV, ©3° L
HZIUTHE D ME T2V, ZDO OIDHEID Y TEMEHT 254, BN AR S 5720, ED
FHEO OID AL TH kv, ZIEHFZINLDOfEE 1 >0 Application DTS5, Lzn
T, %% Application N T® keyword = — NEDEAIZEE L TEESOMEN & > TLR bR,

ERZ~DIERFER : #HH Application (Bl : 27— 7ML X 7E H75) TRIGEIE
HTEDRF T T T YVDEHGETZHEHN T VT EZ NG, TDOHE, FEE
Application /4 T Context of Use Keyword & L TOSFAHRDE/H & R LT 5 7201,
#2%#% Application /27 Keyword Definition & 27095 = L BRI S, fFIZO0 T
1T, [ =8 DEREG S F] &S0 &,

7. ICHECTD V4.0 XML R ¥—<%

7.1 a7 - Ax—7

27 « 2% —<|XICHeCTDVAOXML A X —~DHMETH S, a7 « Ax—~< |TEESRIN
WA, FHAE SR ICH eCTD v4.0 A% —~ DO CRIBMICSIB I N5,

7.1.1 InfrastructureRoot-r2
ZDAF—E, MOTRTOAF—<IZEENLITRTCOBERICY T E 25 MEE2TERT D,

o ARFEEH A RCIE, Z2ORAXF—<OERE|IZHOWTITEERY EIF7u,

7.1.2 is0-21090h17-r2_datatypes

IOAF =ik, BHRLBHEOERICHEM SN S 1S0-21090 7 — 4 MERET 5, DT 71V
XA F—~HNTD 1S0-21090 7 — ¥ BIDOMR A EFK L TBY . AV TTANT I Fx - b— | -
AFx—~vDPIEHEEND,

o ARSI A FTE, ZOAXF—DERIZOWTUIEBERY L7220,

7.1.3 Voc-r2

COAF—< L, EEEFRKICEENIE Ry 7 7V OHEAZRETET 5, 2l eCTD v4.0
XML 2 F% —~ THEZITBHE SN TWATRTORFYy 77 U REEN D,

o ARSI A FTE, ZOAXF—DERIZOWTUIEBERY L7220,
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7.2 eCTDvVv 4.0 R&%—<

eCTD V4.0 AFx—~, A ¥ T 7 v arEi3dAve— VRIS NG AF —~ TR S

%, B#ET % eCTDVAO A X —~Z2 ARtV g VITRT,

7.2.1 eCTDV4.0A4 35943y A¥—%

AUET T ay s Ax—<ITE, BRI XML A v —JICWER 3 DOMKESR, T7hobb

AVETIvay AXx—< GETyNN— AFx—v BILOarrr—n 77 K AF—

~NEEND,

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

ZDOAF ==L, EEEDBZEEH ~ submission unit ZEETH7ZOIICTRTD eCTD v4.0 1

277 varEEND, ZTOAF—<EF Ay =8 T hbbEHEREf v —F -« 2% —

~ EMADIRIET v N—HIEET D,

7.2.1.2 Transmission Wrapper (MCCI_MTO0001000UV01.xsd)m& 5 v/ v—
(MCCI_MT0001000UV01.xsd)

ZDOAF ==L, TXTD eCTD V40 A v B —VICHBERGET v —2IET 5, BEH L%

FEEICETOIEHREZRME L, &2 v —VORRIGE Z AIREIZT 2,

o ARRETA RTIE, ZOAF -~V OMAZROH LT D, BHBERIZONWTUIES Vs

Y8l1EZRDOZ L,

7.2.1.3 I>ra—i 7o k- Zvsv— (MCAI_MT700201UV01.xsd)

IDAF—<IL, BETDHAE—VDINIH— A X arvia—)L T MNefEET D,

7.2.2 eCTDV4.0 R/ A—F - R¥F—7

7.2.2.1 N O—F - A vE—2F (PORP_MT000001UVOL.xsd)

ZDAF—<% eCTD v4.0 DEMETH V. eCTD V40 DT R TOMABEENGEND, TDAF
—<iL, IFT XTI NETI - AF—wOHEA v VHEEAT <Y mik Lo
EHDOAX—vEBWT 5, BREDAXF—<IZOWTIIARETHI LV, F7-, FEHENRZ
NOEDAF—<IZEBET 7 AT5Z L8770,

8. ECTDVA.OXML A wt—

eCTDVAOXML A v E—I%, A7 aryTERHEIN TS LY L WM& THER SN D,
ZZTlE, CTD DEY 2—)L 2~5 TULERHEREZOLZEY BT 5,

8.1 Ay—U -AyH

Aot— Ny XOBFRITIL, XMEHEZEHEOFTEICHLER—HOBERIIMZ, AvE—v
VERRIZ W2 ICH B L UM 0 F23E T A4 RONR—T g AERNEEND,

8.1.1 4> 7))L XML

RDOXMLIZ, AF— T2 TA Yy =V EMEET 272 D LAERE LOEIEZ =~ T

REAVE—T  AYED XML S

<PORP_IN000001UV ITSVersion="XML_1.0" xmlIns="urn:hl7-org:v3"
xmlns:xsi="http://mwww.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>
<item root=
</id>
</device> _
</receiver>
<sender> ~ N
<device classCode="DEV" determinerCode="INSTANCE"> sender.device.id (&
<id’> ~| 752812
</device>
</sender> _

IHBHOERIT, T TCRLELIICELT -
Ja—y T X T TRT L,

N
o receiver.device.id (‘&
identifierName=""/> = soao81 2)

8.1.2 WARR
Ax—=I21X, U T EE0R/NMEOFEHRE Y NBMLETHD -
e ITSVersion: [XML_1.0] Z¥EET 5 &,
e xmins: lurm:hl7-org:v3] Z#HETHZ &,
e xmins:xsi : Thttp://www.w3.0rg/2001/XMLSchema-instance] Z48E T 5 Z &,
e xsi:schemaLocation : fixHT DA L H T 7 v a « AFx—< -+« 77 A
(xsi:schemaLocation="urn:hl7-org:v3 PORP_IN000001UV.xsd") Z&M4 25 Z &,
e receiver@typeCode : [EEM RCV] D, A v EB—IIZEDDHMETR,
e receiver.device@classCode : [DEV] #¥5ET 5 &,
e receiver.device@determinerCode : [INSTANCE] Zf8ETHZ &,
o UTON#FEEL 20 iditemBERZ2EHDH L
o receiver.device.id.item@root : A v &—HERRIC W AR S 4 RE721T [
TEDFEEIA RN] ©OID ZIEET D,
o receiver.device.id.item@identifierName : A v & —ERICH W= AREE T A4 RE7-
X THUIR S L DRET A R ONR—D 9 VBRSEIEET D, T Y RIIARBEE
ZRER L7220,
e sender@typeCode : [EEME [SNDJ & 62, A v E—IIZEDDHMLEITR,
e sender.device@classCode : [DEV] Z#5ET 5 &,
e sender.device@determinerCode : [INSTANCE] #$5ET 5 Z &,

8.1.2.1 XML D&

UTIZ, Avb—=y e N FIZEEND id BEEZDOXMLE %779, receiver.device.id I FEELT A K
D= a3 NEREFZLTND

<id/>
<creationTime/>
<interactionld/>
<processingCode/>
<processingModeCode/>
<acceptAckCode/>
<receiver>
<device classCode="DEV" determinerCode="INSTANCE">
<id>
<item root="2.16.840.1.113883.3.989.2.2.1.11.3" identifierName="ICH eCTD v4.0 IG
v1.4"/>
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<item root="0ID for Regional IG" identifierName="Regional/Modulel I1G Version
Number"/>
<[/id>
</device>
</receiver>
<sender>
<device classCode="DEV" determinerCode="INSTANCE">
<id/>
</device>
</sender>

8.2 RAA—F - Ay—
W23 eCTDVA.O XML £ vt —T OfEpkZEFR 1L, HL7 Version 3 RPS Release 2 Normative standard

SNV TWS, FERICEHTAIERITENZENERDOE 7 > a RS TEY, XML A%
—< DX IITANTHEEITIT > TR,

8.2.1 Ave—CEEYMOBEE

UTFOKIZ, Ave—VIlGENI2BREBIPNENOOBELZRT, HNOKEERITSA 72—
ReXvbE—UTHOONS,
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3 BREREOBEETIV

Submission Unit

IH Category Event

Priority Number

Context of Use

9

Document Reference

. “Nard

Related Context of Lse

Sequence NMumber

Application

10

Decument

11

Keyword Definition

8.2.2 RAA—F2RICETIEEEE

Submission Unit — 1 eCTD &
—irUR
Priority Number — Context of

Use D RIERF

Context of Use — CTD R L

Document Reference — CTD
RHELEEERTEND
Document #S B3 5

Context of Use Keyword —
CTD Rt LEETOREYD
fHIntEER

Related Context of Use — &
BXREGDHBEDREY
=BT 5

Sequence Number — eCTD *
YyE—VICHEEhEER

Submission - BE# F 1= 1545
D Submission Unit A 5 #&
RSN BHEE

Application - BE3 F 1= 1548
D Submission M SIERM =
nN5E|MEMLTHY . %D
MhOHIBTIE. 8]
Application Z4ET S
Document— XE(ZBT 3
MAIMERES LT A LT
EROEMEHEET
Keyword Definition — i£{S %
MNEET B Keyword Zigft
T3

Category Event— > —%4 >

ADRARIZHT BT IEHR

10

11

12

v ar 823 I CRHORAM B =R AvE—VIIEENHIEERIZHOWNWT, ULTFEEET D

ek
N— o

8.2.21

8.2.2.2

CEEF

XML A =2 DA n— RZET 572D, UTORMEDLETHD :
e controlActProcess@classcode :
e conrtolActProcess@moodCode :
e controlActProcess.subject@typecode :

BEE

TACTN] ZHETHZ &,
EVN] ZfETHI L,
[SUBJ] #HHETDHZ &,

XML DAF—~<i%, AvE—VICHEENLIEFRIICEHL TF— 2 EELHK L, KEOH
ARTAUIE, AvE—VICEENIBEROERGEERMEZ T, ZEHENBEREZTEL LTI
HTH-TH (Thbb, 0.1 £721% 0.%) | HUESNIEFFICL o TRALRDILGEDRH D,
HESNTLMLEPETEV Y TCONEZZHEHELER/TLZ L,
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8.2.2.3 Update Mode

eCTD XML £ v &—YNOEAGOT — X EHIZiX, LLRETO Submission Unit (23 2K E 2 £ 5
updateMode # & % Z &, updateMode 23727 — X B % Update Mode 73 FIRE7R 7 — 47 2
FOEIZRT, 7238, updateMode EE (FMLEIZSE U CHEBNERZLETHHEGICOAMEHT D
e AEREENDZEICHERET DI L, RIEBEET LT —ZHHEITOWTIX, Update
Mode [ 1 L 720,

8.2.3 XML * vtE—LDiEE

WDFIZ eCTD v4.0 XML OFEfifEE (T78bb, Xfa—K- XAyt—y) & XML A% —~
DTRTCOEZLEZRT, ZOFIT., YzHEEICEEN S controlActProcess, submissionUnit,
submission 33 X O application D THER ST\ 5,

MEHLOTFAD Ry 7 ZTEREZA L, ZERICHETDMHERGERIFZ =T 202, 2%k
ELTAE MMeFTHEHL, ¥ va R Gaild) 703 ML odzgl(1 F] (B
M af g9, HREAOEA THDH Z L 2mT) 2Rl D,
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£ 7:v40 XML X vE—UfE
eCTD v4.0 1Z3A 1 — K XML A v &—® controlActProcess 7> & BRtAT 5, SZEHBEFIT Eid
(B7 v a821) ®i@h THY . submissionUnit EEDRNIZFEH SN D,
<controlActProcess classCode="ACTN" moodCode="EVN">
<subject typeCode="SUBJ">

submissionUnit 232 (21%, LL T @ Context of Use B3 & ZDJEMENE END -
e component.contextOfUse
o primarylnformationRecipient. Territorial Authority
o replacementOf.relatedContextOfUse
o derivedFrom.documentReference
0 subjectOf.submissionReference
o referencedBy.keyword
o RFEETA FITFE IO DEZENT XTSI N TWD DI TIERV, FEIZ OV T,
[k = & 0 FEH A R 2SO &,
<submissionUnit>

:gggeb submissionUnit (&2 >z .2-8.24) BXW
<title/> ik =L DFEIET A REH
<statusCode/>
<component> — —
<priorityNumber value=""/> priorityNumber (#2235 2-8.25)
<contextOfUse>
<id/> .
<code/> contextOfUse (&2 >5.-826)
<statusCode/>

<primaryInformationRecipient> ™
<territorial Authority>
<governingAuthority>

primarylnformationRecipient.terr

<id/> P :
<name/> itorial Authority
</governingAuthority> Huls = & DFEIET A RB

</territorial Authority>
</primaryInformationRecipient> _“/
<replacementOf typeCode="RPLC"S™
<relatedContextOfUse> )

>

<id/> replacementOf.relatedContextOfU

</relatedContextOfUse> se (€735>821)
</replacementOf> _
<derivedFrom> ™
<documentReference>
<id/> —
</documentReference>
</derivedFrom>
<subjectOf>
<submissionReference>
<id><item/></id> —
</submissionReference>
</subjectOf> _
<referencedBy typeCode="REFR"> ™
<keyword> e N
<code/> | keyword (&2 7.829)
</keyword> ~
</referencedBy> —
</contextOfUse>

(" N\
derivedFrom.documentReference

(B2 232828)
N J

_
-~

s N
submissionReference

ik = L DFEEN A R

_ Y,
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</component>

XML & Z Dk 7 = 13 submission 232 DR EICEIFRT 2D, Submission D12 < B IFIR
DY -
e sequenceNumber (submissionUnit & Submission DBEfR & R4 8FE L LTEEND)
o 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 RFEETA FITFEZINHDERENT AT SN TWD DI TIERY, IOV TIE
[k = & 0 FEHA R 2RO L,

<C0n25:g§:rt]?£;mber/>}[ sequenceNumber.submission (&2 > 3 2-8.2.12) 7?}35@]
<submission>
<idf> }[ submission  HuH = & RN A KB ]
<code/>
<callBackContact> TN
<contactParty>
<id/>
<code/>
<statusCode/>
<contactPerson>
<name/>
<asAgent> - callBackContact
<representedOrganization> ik = & DFIET A NHRE
<id/>
<name/>
</representedOrganization>
</asAgent>
</contactPerson>
</contactParty>
</callBackContact> _
<subject1> B ~
<regulatoryStatus> regulatoryStatus
<code/> >—| ICHeCTD v4.0 5%E & 1%
</regulatoryStatus> (798
</subject1> i, J
<subject2>
<review> ] h
<id/> review
<statusCode/> il = & DRI A FH
<effectiveTime/> J
<subjectl>
<manufacturedProduct> ~N
<ma2ufacttj;edProduct> manufacturedProduct
name - e g S
</manufacturedProduct> M = ¢ DREN 1L RBIR
J
</manufacturedProduct>
</subjectl>
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4 1\
<holjler>“ nt/> review.holder
</ho|§§rp> - \ M D & DRES A BB J
( 7\
<am2ferr>ritorial Authoritv/> review.territorial Authority
</author> ’ \ M & DIRES A FEM Y,
<subject2>
4 1\
<pr0(<jggécé7iegory> productCategory
P DR \fo{
</productCategory> _ ik = & DI A B )
</subject2>
<subject3>
<regulatoryStatus> regulatoryStatus
<code/> M T L DI A B
</regulatoryStatus>
</subject3>
</review>
</subject2>
<subject3>
<mode> mode
sodel> Hibk = 2 DI A B
</subject3>
<subject4>
i i ( 7\
<regg::%tccj)2/>R eviewTime> regulatoryReviewTime
_ _ - SO 0 5
</regulatoryReviewTime> L Hils = & DEET 4 R )
</subject4>
<subject5>
. - N
<sub<rri1(|;i|onGroup> submissionGroup
. SR A
</submissionGroup> N MBS & DFET A FEM b,
</subjectb>

XML &

XML D Z Dt 7 23 o Cld application R A f5E 7 5, Application &7 > 3 /Zi%, LLTD

HREZORBENZTEND ¢
holder.applicant
informationRecipient.territorial Authority
subject.reviewProcedure
reference.applicationReference

component.document
referencedBy.keywordDefinition
<componentOf> N
<ap2|ilgitl0n> application (&2 72
<item/> >~ i3£2.%4) ictﬁgwmf&: LoE
<lid> WA FS M
<code/> _/
<holder> N
<applicant>

<sponsorOrganization>

<id></id>

<name></name>
</sponsorOrganization>

</applicant>
</holder>

_/

> holder.applicant
Hiek = & DFEIET A R
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<informationRecipient> RN

<territorial Authority>
<governingAuthority>
<id/>
<name/>
</governingAuthority>

informationRecipient.territoria
IAuthority
ik = & DFIET A N

</territorial Authority>

</informationRecipient> 7

<subject>
<reviewProcedure>
<code/>
</reviewProcedure>

reviewProcedure
il = & DFEEHT A RHMH

</subject>
<reference>

<applicationReference>
<id/>
</applicationReference>

applicationReference
ik =L DEIEH A FEI

</reference>
<component>
(  <document>
<id/>
<title/>
<text integrityCheckAlgorithm=
<reference/>
<integrityCheck/>
<[text>

-

document (‘&2
>3.2-8.215)
2R

|

- J

—
_—

4 )

keyword
ICH eCTD v4.0 52

5 1TBRSH
-

<keyword>
<code/>
</keyword>
</referencedBy>
</document>
</component>
(<referencedBy>
<keywordDefinition>
<code/>
<statusCode/>
<value>
<item code=
<displayName/>
</item>
</value>
</keywordDefinition>
\</referencedBy>
</application>
</componentOf>
</submission>
</componentOfl1>

—~

~—

keywordDefinitio
n (tz>a3>
8.2.18) &M

—~

<referencedBy typeCode="REFR">

codeSystem="">

PLTF1XeCTDVA.OA v — Y OBEERERICHINT HEEDK

?Category Eventid, SubmissioniZ*fid5#& T % 27, componentOf2.categoryEvent (I3 UM

7 717 = Y component.categoryEvent) D% AIZH 5,

TH 7 ThD, Submission Unit
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<componentOf2> TN
<categoryEvent>
<code/>
<component>
<categoryEvent> > subject.categoryEvent
<code/> Ml =& D FIET A RBH
</categoryEvent>
</component>
</categoryEvent>
</componentOf2> -
</submissionUnit>
</subject>
</control ActProcess>
</PORP_IN000001UV>

K7 arDOFTRTCOFEHRIT., AF—<PNTeCTD VA0 XML OAERLEEZE 2N HEL4 2 IEF CTHEAL
éh—(b\éo

8.2.4 Submission Unit

Submission Unit i%, 1 [EIOE(E THEITY R~ EH SN D CEOESTH S, submissionUnit 13,
1 OO L7 eCTD v4.0 XML A v &—VIZBT A 1FHEZ R~ L T\ 5, 2% Y, Submission Unit
T 1EIC 1T EETE S,

JE : submissionUnit ZZE/4 7R T DE 2= — I S5, W EG O ZELEIZ S0
T, [T, DERLD S P &0 £,

8.2.4.1 XML LDEF
XML # & —® submissionUnit EF Ik D L 5 IZEET S -
e controlActProcess >> subject >> submissionUnit
XML OFERFIEIZ DN T, £ 7 VA0 XML A v E—UiEEZ SO Z &,

8.2.4.2 XML ZEF

W DT, submissionUnit EFHE THE R T X TOXMLEZB I ONEMEZ R L, B R"NH 5
=N b I 1 i

Q classCode & moodCode /ZeCTD v4.0 XML X » & —2"T/F~Z Th 5, classCode /T
/ACT/ ., moodCode /% /EVN) (Z/EHEXH TS5, 6 DEIEIZHIOMEF & F i
BHE. TDOXML X vt —lF X — T4 L TR TR,

submissionUnit 232 |2 FH S A SRFITL T o@E by
e submissionUnit EHE I A v —HIC 1 O IFFEETE 5,

8.24.21 submissionUnit.id

id [1.1] AKERII, AvE—VTEEESNRD
Submission Unit Z2 — & (Zi%kA13 25 =
CTTEFETHD,

root [1..1] 2472 UUID | id 232 D root J&ME1E,
submissionUnit 232D 7 17—/ )L —
=X R At Y L A
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B3R

ENFR

Rt

id@root |ZMZHDBIETH 5,

Bl
7

ESH R

id@root I% 9T submissionUnit EHE X L T—ETHDHZ &,

eCTD v4.0 TREZREBMEIZLL T O® Y,
e jd@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

8.24.2.2

submissionUnit.code

code

[1.1] AR X Submission Unit @ =22
TUVEERTDHIA-—FDALT
JTEERTH D,
code [1.1] T XA b KT =— FEETH Y, Hlk
Darhkar—L R KXy 77
regional_sub_un | {Z2&-3 T submissionUnit @ =2 >~
it type 128 | T« XA TEIRETHIHE
(original 72 &) Th 5,
[l = & >
FHETA K]
2
codeSystem [1..1] %72 0ID | codeSystem J@PEiL=> hr—L
ReRF¥FxT TV « VAT hk—
BRI 285 2R ET D,
ABEOHITa— R« VAT AT
gk X7 OID Tt hude b
7200

code & codeSystem JEMEITMHTH 5,

ENFR
EH R

submissionUnit == — N2>V T,

THG = L DFIET A K] 22Oz L,

Page 30




B3R

BRAV S Bt

Rt SEE fEDEL

eCTD v4.0 THRE/REE L BIEITLL T DY,
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
o code@nullFlavor
e code@updateMode
o code@validTimeHigh
e code@validTimeLow
e code@valueSet
e code@valueSetVersion
e code@xsi:type

Bl
o

8.2.4.2.3 submissionUnit.title

B3R

Rt

Bl

7o

title

[0..1] AEFITEEEREDLFFH D2
T FEFETH Y, Submission
Unit a7 2 Ziti4 5,
value [0.1] TX AR AJEVE title 2238 @ value JBYET
&V . Submission Unit Z #7425
EEHFREO | XTIMEEZIEET 5,
P2

Presubmission
&

title IMEEREDEEZTH D,

EH R

title IZEEZNFEE LI-ETH Y . Submission Unit ® BRI Z AT 5 H D TH 5,
AEZB I OEMHEITEELRIC L > TEREND DO TIEARV, FEMICONT

MR EDFEH A F] 22552 L,
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B3R

BRAV S Bt

Rt SEE

eCTD v4.0 THREZREFR LJEMEITLL T oY
o title.data
e title.xml
e title.reference

o title.thumbnail

o title.description
e title.translation
e title@charset

o title@flavorld
o title@language

o title@nullFlavor
o title@mediaType

o title@xsi:type

title.integrityCheck

title@compression
title@controlInformationExtension
title@controllnformationRoot

title@updateMode
title@validTimeHigh
title@validTimeLow

title@integrityCheckAlgorithm

Bl
o

8.2.4.2.4 submissionUnit.statusCode

statusCode

[0..1] AHF L, Submission Unit DK HE
ERTaACTTHEETHD,
code [1.1] TNT 7y b | AKJEMT statusCode ZFE D code

active,
suspended 7 &

CHulg = & pFE
LA R 2%
H&

JEMET&H Y . Submission Unit Ok
EZ T,

FENFR

statusCode BEE N E SN TWDHHA . code JBIEITMETH 5,

EH R

A v —UHCE[E & Status Code 1% active F 72 1d suspended DN T HL0>D A

T o, dflds KO ARERED —RICOWTIE, THI T & 0FRET A R]

2RO L,
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B3R

BRA BB B 1E eCTD v4.0 TAREREFH LEMEIZLL T 0w Y,
e statusCode@controllnformationExtension
e statusCode@controllnformationRoot

e statusCode@flavorld

e statusCode@nullFlavor

o statusCode@updateMode

e statusCode@validTimeHigh

e statusCode@validTimeLow

o statusCode@xsi:type

8.2.4.3 (73

Q T NTOICH = pz—L N« NF 77 J/dgenericode 7 7 7 /Ll ONR 7L > N
= h ARSI S, 1

8.2.4.4 BRIV EFE

submissionUnit 3 TR/ SN D 7 T AR TR\, FEHIC Wi Tk =L o EREH A R
RO &,

8.2.5 Context of Use @ Priority Number

Priority Number (X, =7 %A k « 7L — 7N Context of Use DERIAF % EFKT D,
priorityNumber R I LT B L2 T X b vy, D Context of Use 23 [ U
contextOfUse.code@code & keyword.code@code DFHA & OE R OHE, ZiLD OHEFE DR RIAE
Pesd HEE. priorityNumber 255 H S5,

8.2.5.1 XML £DEE
XML 2 »&— @ priorityNumber ZEF XKD X 9 IZELET 5 -
e controlActProcess >> subject >> submissionUnit>> component>> priorityNumber

XML OFER FHEIZOWTIE, T VAOXML A v — B2 BB Z L,

8.2.5.2 XML EF

W DFIZ, component.priorityNumber Z3E CHE 23X TO XML EHEB L WEEEZ R L, Rl
BRP O LGEIXINEMT,

typeCode/ZeCTD v4.0 XML X » & — > T/E NETh 5, typeCode/d /COMP/ [Z/EHE
EA TS, XMLA =212, ZDFIEICHIOEDR G EFNSHE, €DA 2w t—
SHERF—~1THf L TR TR,

priorityNumber ZE32 (23 H &2 RAFITLL T 0@ Y -

o ¥ Context of Use Z & 23[F U contextOfUse.code i & £§->3;4 . Priority Number % i
325 Z & T 1->0 Application (Z331F % Submission Unit N, % 72 1% Submission Unit fi] CZL
FEENEFAHTTE 2,

e Context of Use & 3£1Z Keyword 23FCik S 1T 5354 1%, Context of Use & Keyword O fH 7
A Z LT Priority Number Z i fil L CIEFFAFT4 5,

16 Bk i) 7 FEIEHFEEIZESTRIO Y = 74 MIE#E Eh 5,
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8.25.2.1 priorityNumber

priorityNumber

[1..1] K31 Priority Number & % O
DaALrTFHEIETHD,
value [1.1] HlE priorityNumber o value J&M1,

1000, 2000, Context of Use Z & DJIEFF1F1Z
3000 22 & T 2 E=fRET 5,

updateMode [0..1] 777X k| updateMode JE 1L, Context of

R =Replace 7 &" | Use @ priorityNumber 23 581 S 41
e E Dy a— NMEZIEE
AR

priorityNumber@value JEPEIZNEHTH 5,

EH R

ZNEND contextOfUse FFE 2% L C Priority Number Z$5E3 2% = &,

Z OfEIERK 6 HTDOEDHEEL (1~999999) T, [F U Context of Use =t — Rf &
Keyword == — R DF A4 ioH % K> contextOfUse EE IZfEH T 5,

[l U Context of Use =— K & keyword = — RD#AA O+ % 4 L T2 Context
of Use D] submission Tix, [1000) 75 BHAA L C 1000 ™M S+ 5

( T20005 . T73000) 72 &) Z LnffEtisnsg, Tk v, Contextof Use Al
NEZLDMRANT D L EIT 1, 10, 100 D HENLAHEHTE D,

Priority Number 23 F S L2 W56 (T7ebh, & FE 72 1XHIBR S 4172 Context of
Use BHRICEHE T 5 54) £ 713D Context of Use BHE 2 B 5854, %15
#13245% Priority Number % #77= 7% Context of Use = — K & Keyword =2— R D# A
BHOWHICHEE Y YT TH LV, [F LU Context of Use =— K & Keyword =— KD
FE @ HC Priority Number 2384 L CTid72 5721, Priority Number D412
BT 2B OV TIE, Mk T 0FET A R 228 oz &,

[7 U Context of Use =— R & Keyword = — R D A& >t % £F-> Context of Use 2L
FHAERTRT DO, N6 OEFELZNAFATT T 2 7291 Priority Number Z 7
2o

a7 Y ONEFEERT 50BN B 554, Context of Use &0 <R 2 5728
priorityNumber 73 8 87 X 41TV % 2245 7> updateMode @ ME 2 L TR THER H
% (updateMode ="R") , BEfF? Context of Use DJIEFNEH S TWRWERY |
updateMode [ ZEH LZen2 &, ©F b BEAFD Context of Use (237 L U Priority
Number i 2% 0 2 T T~k 2 2 RBLLASMZ, Update Mode 24 L Cld7e 572
AN

M ONWTIEEZ S a v 8210 BB L,
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R

BRA B 1 eCTD v4.0 TARERZER L BIEITLL T O,
e priorityNumber.expression

e priorityNumber.original Text

e priorityNumber.uncertainty

e priorityNumber.uncertainRange

e priorityNumber@controllnformationExtension
e priorityNumber@controlInformationRoot

e priorityNumber@flavorld

e priorityNumber@nullFlavor

e priorityNumber@uncertaintyType

e priorityNumber@validTimeHigh

e priorityNumber@validTimeLow

8.2.5.3 JHE
Q S DEFIZIISTE T fr I N B 7T UL,

8.2.5.4 ROV EFE
priorityNumber 2238 TERAN SV D 7 T ZBEFRIT 2\,

8.2.6 Context of Use

Context of Use IZ., H&® RH L (contextOfUse.code) & % d R H LICEESHT S-S RE
Document DR % EF T 5, Context of Use [XZ2MEH SNz —47 o AIZBHEM T B 5,
=/ A2 X, submissionUnit TR E NS 1D F 72138 submission & 415,

Context of Use = — R X Wdocument ~D & (723> 5 documentReference) (&, Submission Unit
DaryToYE 1 OFITEEO R FORE LA T 570l En 5,

Q contextOfUse ZE/4, 1 -5 submission unit TLZL 21D IS5, OF D, 1
ODXML X >t — (T IZZH D contextOfUse ZZFE #5005 = F W TE S,

Q FhEh o contextOfUse ZE55/Z 54 L T4 priorityNumber 275 L, Context of Use
PZR S BNESF 2 FEE L7217 4UEL72 5 7220, priorityNumber /2, /7]
contextOfUse.code@code & keyword.code@code D#42 5t & | THH IS
contextOfUse ZE5 2 JlF/7 1117 3 72 OIZtEH 75,

8.2.6.1 XML LDEE

XML A »&— 0 contextOfUse EHEITKD X H IZEET S :
e controlActProcess>> subject>> submissionUnit>>component>>priorityNumber> contextOfUse

XML DR FIEICHONTIL, ET:VAOXML A v —UlEE2SRo = &,

8.2.6.2 XML EF

W DFIZ . contextOfUse BLFE THE/RT T XML BEEB I WEMEZR L, B R~NH 5
BAITZNEM,
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Q classCode £moodCode/ZeCTD v4.0 XML X > & — " C/E A2 Th 5, classCode /T
/DOC/ , moodCode/t /EVN/ (Z/EHE S TS, Z7206 DFFEIZHIDMERE F i
SBE, FOXMLX >t —)d X F—~ (T L TR Trb,

contextOfUse B 21 H S5 SRMFIELL T D@ Y -
o 1OFIFTHEED contextOfUse ZE % 1 oD submissionUnit 125 & TEfE T 5,

o BHIHET S keyword ERICHIH SN L KMELSZMT D &,

8.2.6.2.1 contextOfUse.id
B ZEE Xz Bl
B
[1.1] AT contextOfUse Dkl 1 % 4
KT HarTrERTHD,
root [1..1] 272 UUID | id 23O root J&MEIL, contextOfUse
DT 1 — )L — BRI R
T2,
TEFIE id@root /ZLFHDENE Th 5,
EHHE id@root 1%, #EH &35 T TP contextOfUse IZxf L C—ETHDHZ &,
BRIV R eCTD v4.0 TAREZRJEMEIZLLTO@EY -

e id@controllnformationExtension
e id@controllnformationRoot
e 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 jd@validTimeLow

e id@xsi:type
8.2.6.2.2 contextOfUse.code

L B LEE fEDRY A

Z R
code [0..1] AT contextOfUse TS5
AVTUY AT DTS ERE

T D,

code [1.1] T XA K | code JEMEIXAH L AR a— N

FRET 5, ZOfElX ICH £7213R
ich_3.2.p.23 | 4 RIC Lo TER SN,
nE
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codeSystem [1..1] %72 OID | codeSystem @M:ix, = hr—/1
ReARF¥FxT7 7V« VAT LE—FE
(2RI 2B 28 ET D,
KFIEDEIT = — ] - > X T AIZH
FREF172 OID TLRIFFULR 5 7%
2N
code.originalText value [0..1] THEA R value B 1L, Document DREFR % i
i3 % 7= ® Document Label % 7~
3.2.P.8.3-1 2| 7,
P
TEFIE code EENRE SN TWAHEA L. code 35 X 08 codeSystem JEME &R ET 2 MENH 5,
EHHER code E & Context of Use DE[GHRFIZHLETH D,

T5HZL) .

contextOfUse.statusCode 7% suspended D355 % 72 1ZB3#E 3% priorityNumber 28 <5
Yrtr. code B3 & originalText R IIARETH 5,

original Text@value J&£(X Context of Use ZH DX T TLE TH V. Context of Use TS
B & 1TV % Document DREFR A 89,
T ZOMIZIEFEEICIIER LN LIcEET D 2 & (EFEEICOWTIE
priorityNumber Z D = L) , £7-, value (ZLED L — 7 U A TIXEH TE 20
(original Text@updateMode JEMEIIARTZEE N A RIZBIT 2 EHORGNTH DL Z LICHEE
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R Bt SEE fEDEL LA
4l o

VzgeE Shtias eCTD vA.0 CAREZRER & BIHIXLITOEY -
e code.displayName
e code.translation
e code.source
e code@codeSystemName
e code@codeSystemVersion
e code@codingRationale
o code@controllnformationExtension
e code@controllnformationRoot
e code@flavorld
e code@id
e code@nullFlavor
e code@updateMode
o 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.original Text@xsi:type

8.2.6.2.3 contextOfUse.statusCode
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statusCode [1..1] AERIT=a ba—/L K- AN¥xy
77V s a—RKpREENRTarT
JEEFETH Y . Context of UseDfR
REZ& T,

code [1.1] T7 7y k| code JEMEIL, Context of Use 2347
hos, HDWVITHIBR S =& R
active, THTEDEEIEET 5,
suspended
L
EPFEIE Context of Use 23 E STV D413 7 statusCode EE N MLETH D,
EHHER statusCode@code JE M IF M T A v E—JICED TERFTH I &,

¥ : status code @ 9 % lobsolete] == — RiZ XML X v E—HCEEIR L CiEZe H 720,
Context of Use N E X Hax ST E. VAT LANED AT —H A% active 7> & obsolete
~EEF 5,

gk Shgas eCTD v4.0 TARZEZRESE L RIEIILL Fo#E by -
e statusCode@controllnformationExtension
e statusCode@controllnformationRoot
e statusCode@flavorld
e statusCode@nullFlavor
e statusCode@updateMode
o statusCode@validTimeHigh
e statusCode@validTimeLow
o statusCode@xsi:type

8.2.6.3 i
Q T NCDICH = pz—sL N« NF 77 J/dgenericode 7 7 1 /b fs kL ONR 7L N
D A 2 s, A=Y

& = P BRI S o TE S IZHFIBRE SN S BHN DS, #2475 [H
B =& DEREDL R #2752 &,

8.2.6.4 BRIV EFE
contextOfUse 235 CTERAM S 41D 7 7 A BRI 720,

8.2.7 Related Context of Use (Context of Use DS54 7Y 414 49)JL)

relatedContextOfUse # 3% % fif FH L CT. 513 #F 1% contextOfUse £ % 1 o -3 D
relatedContextOfUse 32 (ZBAdf 1T 5 Z L A3 T& %, replacementOf D BRI A {1 L T, Context
of Use BLZE DT A 7 A 7 VB E NS,

8.2.7.1 XML L DEE

XML 2 v+ —® relatedContextOfUse B3R Xk D X 5 (ZHELE T2 -
e controlActProcess>> subject>> submissionUnit>>component>>priorityNumber>
contextOfUse>> replacementOf>> relatedContextOfUse

XML OB FIEICHONWTIZ, FT:VAOXML A v —UREEAZSBROZ &

17 Bk i) 7 FEIEHFEEIZESTRI O = 74 MIE#E Eh b,
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8.2.7.2 XML ZEF

DT, relatedContextOfUse R THE/RT X TO XML BEB L OEMEZ R L, ¥l fEr
N DEE LI NEAT,

Q classCode & moodCode /ZeCTD v4.0 XML X » & —2"T/FA~Z Th 5, classCode /7
/DOC/ ., moodCode /% /EVN/ [Z/EHESI TS, Zi16 DBEMEICHIDMEN G E
HBHEE, FDOXML X >t —)d X F—~ (T L TR TR,

relatedContextOfUse 23l SN D &ML F @y -
o  H LU contextOfUse IZ - TEHLIN AW, 1 5F - 13HEE D relatedContextOfUse 3% %

XML THRHTE %,
8.2.7.21 relatedContextOfUse.id
EHR B LHEE fEn% A
#l o
id [1.1] AFEF 1T relatedContextOfUse ¢ =
YTTERTHY, #HlFICEoT
ZRSh D,
root [1.1] W72 UUID | AJEMET id EHE O root B TH

n . B D relatedContextOfUse
IO S 10— —E R T A R

1%,
EHFIR id@root (XIMHEDEIETH B,
EHHEE 1 ->® contextOfUse 312 1 O F 7213 #EH D relatedContextOfUse EH#E A2 & 5 =
EINTE D,
BRAF BB 1 eCTD v4.0 TAREZRBEMEIZLLTO@EY -

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 jd@validTimeLow

o id@xsi:type

8.2.7.3 HE

T _TDICH =2 fz—s N - F 4 77 U /dgenericode 7 7 7 /b d5 s INX 7L > N
=T A EE SIS, B

8.2.7.4 BRIV EFE
relatedContextOfUse B3 TINS5 7 7 AT /20,

18 Bk 7 FEIEHFEEIZESTRIO Y = 74 MIE#E Eh b,
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8.2.8 Document Reference

Document [ X%k Contextof Use N H M I N5 Z X TE 572, documentReference %55 % fif
HLTENZEnD contextOfUse (Zxfi~3 5 Document Zf5E 3 5, [A L Submission Unit O T
Document 25 F 41 5 ERIZ, Document OfEHIYE (CTD R L) BNENZENEL>TH X, 2
AUHEVN, #r7=72 Context of Use (726, A7 —H A « a— R active 2 H D) 1FZNE4 1
2@ Document ~DZHZ IR L TWRIT I 72 B 720,

8.2.8.1 XML LDEE

XML # & —® documentReference B (XKD L 9 IZALET 5 -
e controlActProcess>> subject>> submissionUnit>>component>>priorityNumber>
contextOfUse>> derivedFrom>> documentReference

derivedFrom R ORI{IZ 1 D F 721385 D replacementOf EFRE A5l 35 Z LN T 5,
XML OFLRIFIEIZ DN TIL, £ T VA0 XML A v E—UHEE S RO Z &,

8.2.8.2 XML EF

WD F|Z., documentReference 3 THLE 2T _XTHO XML ERZRLB L OEMEZ/~ L, BBl feRn
HHEEIT AT,

Q classCode £moodCode /ZeCTD v4.0 XML X » & — " T/E A~ Th 5, classCode /T
/DOC/ ., moodCode/Z /EVN/ (Z/EHEZH TS, ZH6DEFEIZHDMENE
FhSBEE, FOXMLX v —1F X F— 125 L TG TR,

documentReference ZLE 23 SN D SMITLL FO#E Y -

e % contextOfUse |22 & 0~1->" documentReference 23 % 5(5 T& 5, 7k : Context of
Use BE# 2 HI%9 5454 . Document ~DEMIIARETH 5,

e contextOfUse.statusCode@code = "active" ™ & % . documentReference EHZEIIMNHETH 5,

e contextOfUse.statusCode@code = "suspended"® & % . documentReference ##E 4 {5 L Tl
72BN,

8.2.8.2.1 documentReference.id

[1.1] ARBEFE T Document ~DZ FRIE R &
KT 2arT7hH8HETHD,
root [1.1] %72 UUID | root J&MEIX, &[5t document 255
D7 v —r )b — BRI A i
5,
EPEIE documentReference EENFEE SN TV H A, id@root JBYEIZMETH 5,
EHER id@root (% Submission Unit Ti&{5 =415 Document, & 7= 1%LLRTD Submission Unit

TE[E &= Document ~DEBRTH 5,
FRFRHIEHC B 5 SO OREIC SOV Tik, 3475 THUR = & sk ¢
Nl #ZHBoZ &,
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B3R

BRA BB B 1E eCTD v4.0 TAHREZRBEIEIZLL T O@EY -
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

o id@validTimeHigh

e jd@validTimeLow

o id@xsi:type

8.2.9 Context of Use @ Keyword

keyword #£5& 13, contextOfUse (2RS4 2B NG @ Z X E D70 S5, keyword [FAMBOD
A hE—A R RFY T T TERINDN, A v E—IDOH T keywordDefinition & L TEF
Ihd,

8.2.9.1 XML £DEE

Context of Use D34, XML # v & — D keyword 3R D & 9 I ET 5 -

e controlActProcess>> subject>> submissionUnit>>component>>priorityNumber>
contextOfUse>> referencedBy>> keyword

referencedBy % 3% @ HijIZ . primarylnformationRecipient, replacementOf. derivedFrom, = 7-1%
subjectOf R ZFLRTH T LN TE D,

XML OFER FEIZHOWTIZ, T VAOXML A v — IS 2B BO = L,

8.2.9.2 XML EF
WDFIZ, keyword HHE THLERTRXTOXMLEZBIOEMLEEZ R L, 8RR 1H5561F
ZEAT,

Q classCode & moodCode /% eCTD v4.0 XML X v & — 2 T/ R 2 Th 5, classCode
/% /ACT/ , moodCode /Z /EVN/ (Z[EHE S TS, ZiL6 DFFEICHIOME DY
BENBHL, FOXML X vt —F X F— |5 L T T,

Q eCTD v4.0 XML X - & — 2/ /ZtypeCode 7544 22 T 5, typeCode/=/% /REFR/ &
THET B2 ¢0 XMLX =212, Z DFIHICHIOED G F S 86, €DA
= F R F = IH L TR TR,

keyword ZSE IZHH SN A EMHFIFLL T O@EY -

e % contextOfUse & (2D X 07> H D keyword EFE % 1X(5 TX 5,
o A%h72 Keyword Type (345 Context of Use 2552 1 [RID At 54 %,
e Context of Use =— REMEIZxf L T E STV D Keyword 21 57 2 LB R B 5,
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e Keyword Type IZ. Contextof Use & LIz L THZITH D,

e contextOfUse B35 Cffi 4 X fli] # D Keyword ODFEREIZ O\ Tk, [HE = & o 328E 0 o«
K] 220z L,

8.2.9.2.1 keyword.code
ER Bt B

o
code [1.1] AT keyword Z 5535 =2 —
Fpa 7 FHETHD,
code [1.1] THA K AJEMEIT keyword D 22— RfE % 7R
7 code BYETH %,

ich_route 1,
MANUO0O01 &£ =
/+MFR_001 7
& (HEEL Y
7 FDLE)
codeSystem [1..1] TX¥ A b codeSystem @ i1L = > b —/1
ReRFXYTTY « VAT L& —
Al : OID B /= | BIZ#n 7 2aknl F 2 4aET 5,

125 EFE
LT FX |
EFEE code & codeSystem JE 4 ITMETH B,
keyword [IZFEET&E 52— N X1 2OHTH D,
EHHA ICHfEED 2> bu—)L R « R¥ ¥ 77 U itHi o keyword & #2592 54,

codeSystem JEMEAEIL OID T/ ifuE /e 5720, EEHEMNEFRT 5 keyword [L15(F
FIZE-oTHIV B THN OID £/ 37 F A M &#EL2TF TR b0,

code DERRAIL, *ETHA— R« VAT APLEIGED,
BRIV B B eCTD v4.0 CAREARHEHR L BIEIZLL T O#EY

e code.displayName

e code.original Text

e code.translation

e code.source

e code@codeSystemName

e code@codeSystemVersion

e code@codingRationale

e code@controllnformationExtension

e code@controllnformationRoot

e code@flavorld

e code@id

e code@nullFlavor

e code@updateMode

e code@validTimeLow

e code@validTimeHigh

e code@valueSet

e code@valueSetVersion

e code@xsi:type
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8293 A&
Q T NCOICH = |z —sL ]« 3F++ 77 J [dgenericode 7 7 1 /bdo L ONR 7L
W No— f T IC IS5, 1

8.2.9.4 BRIV EFE
keyword Z5& TR S5 7 7 ABERIT R,

8.2.10 Keyword IZB§3 5 FEEIR
—IOFIHD keyword AT 2541, FHCEBET 280855, LLTFICZ O OEEFHEOM
W % =9,

8.2.10.1 Keyword D##F : Study Group Order

EEENHMEZIBE LTI T A « Z—FHNORR ID B L OERZ A /LD keyword (3
b LRER) DIRFEZHREL L9 T 5861, "study group order"® keyword Z 55 Z &,
Z OFEED keyword ZEHT 255 1%. LLFOA—MIZHUED,

e study group order @ keyword OfffIX, ICH = hr—/L K« R¥ ¥ 7 U D Context of
Use ICHESN TS EOIZarTH A b - ZA—7I1C3 R ID BLORRY A Mo
keyword 738 5555 D&%,

o ABR ID BLUWRERH A KD keyword 72 L C study group order @ keyword % i [ L7235
B ZEHICLVERIND,

Z OFEH O keyword @ Keyword Definition OEDEI Y 4 TIZOW Tk, B2 v 2821851 %%
Moz kb,

8.2.10.2 Keyword DEH : JN—F- &1 FIL
EEEVPRFBOAHBLL LTIy TXA N FU—T2 S5 IEHL LY LT 25580,
keyword DFffEfH & L THEED ZV—"T « A MV EMEMT 5, ZOFEEHD keyword @ Keyword
Definition DEDE Y Y TIZHOWTiEE 7 v 3 > 82161 28RO &,

8.2.11 XML > FJL : Context of Use

8.2.11.1 Context of Use ZF/Context of Use & Keyword

RIZ Context of Use @ XML D% 7~9, contextOfUse |d submissionUnit 3% ™ component & L T
Rt 4%, 4 Component (21 Priority Number ZENE ENTWH Z &,

<component>

<priorityNumber value="1000"/>

<contextOfUse>
<id root="1f080afd-f5d4-4cec-8d09-2bf0eabbec66"/>
<!—Original Text/XContext of UselZ35 1} H2LE D ER TH 5H-->
<code code="ich_3.2.5.2.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1">

<original Text value="3.2.5.2.3-1"/>

</code>
<statusCode code="active"/>

(BN DFEZE F /21T JF 1 2 b 75 575 1E
contextOfUse.primaryInformationRecipient D7 /= b X415, ]

19 Bk 7 FEIEHFEEIZESTRI O Y = 74 MIBE#E Eh 5,
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<replacementOf typeCode="RPLC">
<relatedContextOfUse>
<id root="25fdfdcb-a2a2-4f2b-a2aa-9cchb4c096ach"/>
</relatedContextOfUse>
</replacementOf >
<derivedFrom>
<documentReference>
<id root="8dc27e78-41ef-4b8d-960d-2626h743f194"/>
</documentReference>
</derivedFrom>

[E WD ZZE F 7= 127 1 & 7t 95 45413 subjectOf.submissionReference D7 /2 7
WEIG, RNEFEIZODTIL [l =8 DERLED 1 N #2075 24, ]

<referencedBy typeCode="REFR">
<keyword>
<code code="MANUOQ001" 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 Dkeyword /L 7~ THR D HE) TDHRNT, [ Al ELRM A 5 E

9 (ZDOND T, 22 NE— N B 7T U5 INCH M4 (&350 D8R 7
DEDDIFE + T =G NF=2 X2, (CTD) D) 7 71 aBMED
= &,

G ~DILEEFH : LOPITIZ, FEEIFOFIEIER LD, ZIFEHEWD X7

Q ADz2—YPRE L LT3 #4797 Document Label (7727 %, Document
DHSFR) & Context of Use @ originalText F1% T L TS, AR EH i1
DNTIE, [T DELED 1 N D L,

Q L DIEH 71220 TIE XML TOE DG & R D = »,

%% Context of Use 223 [ U contextOfUse.code@code & keyword@code ?D# 4 & H% £
£, Priority Number % {£ /] L C Context of Use ZFE Z 7T L, T 2IEFEZHEET 2 &0
T& 5, RO XML Y > 7z, Context Group NIZF31F % Priority Number O il 2 7=,

<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" &9 & A LD IE-->
<documentReference>
<id root="26a7e20a-b7h6-4729-adcf-75fh90097d68"/>
</documentReference>
</derivedFrom>
<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>
<component>
<priorityNumber value="2000"/>
<contextOfUse>
<id root="749e6f91-797b-4aeb-89c6-7cf7h9402c15"/>
<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>
<!--"Analytical Method #234" &\ 5 % A kLD L HE-->
<documentReference>
<id root="57e00a6f-5425-4c0e-98ad-cadb2e0befea"/>
</documentReference>
</derivedFrom>
<referencedBy typeCode="REFR">
<keyword>
<code code="MANUO001" 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 /27~ THILRD HHI TDZ T, ] AJRE L A5 P IZ
DINTIE, T Pr— b N N F 7T VB ONICH M4 [ F54 DGR 55 D 7

ODIE « T2 =Y NF=2 X2 (CTD) D) 7 714 &R0 L,
‘, EDRENT L IEIZ 50 TITXML TOE DRI 5 2D = &,

8.2.11.2 XML #> /L : Stugy Group Order & Keyword

WIZ, AEE D keyword OFERETH 5 study group order 2 £ 0 4 T HEOMEAFIZRT, ZDOBRE
HbaArTxAL  FT—TRANOa T Y ONEFFREZIE Priority Number 2832 2 & IZIEER
THZ L,

<component>
<priorityNumber value="2000"/>
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<contextOfUse>
<id root="3b60de11-5277-4a62-beda-6ac87e046elbh"/>
<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 DEFETH 5 -->

<referencedBy typeCode="REFR">
<keyword>
<code code="ich_study_group_order_1"

codeSystem="2.16.840.1.113883.3.989.2.2.1.12.1"/>

@
@

</keyword>
</referencedBy>
<referencedBy typeCode="REFR">
<keyword>
<code code="ich_route_1" codeSystem="2.16.840.1.113883.3.989.2.2.1.6.1"/>
</keyword>
</contextOfUse>

</component>

Context of Use @ keyword /27~ THIRD HH) TDZNT, EH A[GELHA 5 IZ
DNVTIE, I pa— N NF 7 F7 V5L ONNCH M4 [ 307 DGR 55 D 7
ODIAE + T2 =Y FF2 X2, (CTD) D#ERL) 774 &S0 &,

A ~DIEEFIH - LOPITIL, #BREERE X 5 IZ BT 35 72002 keyword &
FE¥E & L T Study Group Order /71> Tl 3, ZDfd/t, Priority Number O7/CE £ /1
RHR,

B D 775120 TIIXML TD L DFE WG 3 D = F
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8.2.11.3  Context of Use ZEFDEHE

At 7 a T, contextOfUse DT A 79 A 7 VEFRIZOWTHHT 5, contextOfUse 7% id &
iz SN D L. FD contextOfUse DT A 7V A 7 VEE D, ICHIZBW TGRS TWn5
FHANILL T 0@y .

e Contextof Use #{&H#ad 4. BT H 250D A A& 2 2|Z1Z[F U Context of Use == —
K& Keyword 22— ROMAGDOENMER SN2 THIERS5R0 (oF 0, BEHRZICEK
W TOIREMDOFRIENED LR &) |

e Context of Use # B+ % & . WEICEH I N7 contextOfUse EHE (T hobb
relatedContextOfUse ZL3%) XML & 72 5,

contextOfUse WA S LA ELHIZLL T O Y -

e Context of Use DEHL : H72 5 Document % 7= 1% documentReference EHE P TilEICS R L
7= Document % £ F&4 % %17~ 72 contextOfUse Z$2H4 %,

e Context of Use ®HIIF& : Submission @ 1 7% 2~ /LHIZ Context of Use Z HlI[&3 % 24 E0N
£ U 72354 . Submission Unit C statusCode BEFEZZH 35 Z LI2X D, Context of Use ™
HIkR 2@+ 5,

e FH LU Keyword : Context of Use ® Keyword #EE T 2 M E N HH5H (Thbb,
Contextof Use =— K & Keyword = — ROFAGHHDZEE) | BIFED Context of Use % Hl
Fr LT L Context of Use Z#H3 %, {547 Keyword Definition @ Display Name @
HEEFTIHHE, 22— FEIZFE—OFETHY . H LV Keyword & (37472 S 720,

8.2.11.3.1 #F L ) Context of Use ZFDFFA

submissionUnit |Z[F] U contextOfUse == — K & Keyword == — R & RS # %D Context of Use 73 & £ 1L
%% . component 23R (2 Priority Number Z3% & L, BdiE#E 9 % contextOfUse ZEFRHIZ 51T 5+ %t
IR R EZIEET 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 & fk#L-->

<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>

<l-- 225 L jik#H2-->
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<documentReference>
<id root="839235d5-1409-46c6-a144-e4fc3988e313"/>
</documentReference>
</derivedFrom>

</contextOfUse>
</component>

ETHRIZHEH % Submission Unit Tl3. iRl —4 > & LA U contextOfUse.code A L T
Context of Use Z BN L2 T IE R 520 EANH D,

[dl U contextOfUse.code@code & keyword.code@code M #H A& > % Fi->H L\ Context of Use %18
M4 26072, wigOF a2 AW CLLTIORT, R ORGEICE N2 7 3R R LISk LT
BINEN 5O T, Priority Number 23BEfE D =2 7 Y W CTORLE 27159, Z @ Context of Use 1%,
PIRTIZReak &7z 2 -5 Context of Use R ORIZIEA SN D,

Context of Use DA
<component>
<priorityNumber value="1500"/>
<contextOfUse>
<id root="d5528cfc-15f8-479e-ab59-562c0aa3a5d8" />
<code code="ich_3.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<derivedFrom>
<l-- 25 U j#3-->
<documentReference>
<id root="1982f2bf-bd82-45c6-83d7-8838598c971f"/>
</documentReference>
</derivedFrom>
</contextOfUse>
</component>

Q G DRI 7512 D0 TIZF XML TOE DB D = &,

8.2.11.3.2 Context of Use Dif~E2
contextOfUse EE )3 W& - 7= T RIEF CTiRE S L, BEENZFDIEFZELELT-WEERH 5,

W~ 2 1, BEfFED Context of Use MDEIZHET LV Context of Use 4 AT AFRIZ & MBI B 2 b
Nd 5, contextOfUse T DWW ~FE 2 NMLBL /2 GA1E. DLFOEABRANCHES Z & -

o WX AEITH & XITH LV Context Of Use #iBMIT 554, Mi% contextOfUse FFR |
contextOfUse.priorityNumber@updateMode Jg " % f# FH L 72\,

o Context of Use Z I U2 2 BN B D56, EHHHIIETICH T2 DODHRTHD Z
& EIRT ), Y% contextOfUse 3|2 contextOfUse.priorityNumber@updateMode % U >
%o

W EIZHEH L7z Context of Use DA A3 HiE > TWZBRICNAF 2 B 7 2 61 % LL FIZR7,
Context of Use Ml ~F % 1213 contextOfUse.code, documentReference.id 33 & TY keyword.code ¢ %
FBFEENRWZ LICEETDHZE, a7 U VIFIELWIEFCRE SIS (B : @22 Priority
Number 5000 & L CHEH L725HE) o 1% HEEHE X contextOfUse ZEHR DWW~ 2 DA% HIJE L
T Submission Unit %5 L2V Z ERHERE S D,
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<component>
<priorityNumber value="900" updateMode="R"/>
<contextOfUse>
<id root="d5528cfc-15f8-479e-ab59-562c0aa3a5d8" />
<statusCode code="active"/>
</contextOfUse>
</component>

LI FIZ, [A L Contextof Use == — K & Keyword DA A HOEEF T L a7 Y FEOH T, Priority
Number 23/N& U™ (f1] @ Priority Number %3 1000) Context of Use D& IZHID a2 7 Y ZFET 5

(Tbb, W2 2) flzerd (B @mEORHE TRERB IO O Keyword & & 11
m3.2.5.2.3 & L72HE) .

<component>
<priorityNumber value="1500" updateMode="R"/>
<contextOfUse>
<id root="1f080afd-f5d4-4cec-8d09-2bf0eabbec66"/>
<statusCode code="active"/>
</contextOfUse>
</component>

e L8 DI 750720 TIF XML TOE DR D = &,

8.2.11.3.3 Context of Use ZEFDAIER

ETHED Submission Unit TiZ. BEfFE® Context of Use #HIf&T 2L ENAEL S (HFE D BEFED
Context of Use 23ti> Context of Use I[CEHL S 72 VY) Z &R D, FDOEE. BELED Context of
Use IZ active & L TFRREINRL 2D,

Context of Use D Hlx
<component>
<priorityNumber value="900"/>
<contextOfUse>

<id root="d5528cfc-15f8-479e-ab59-562c0aa3a5d8" />
<statusCode code="suspended"/>
</contextOfUse>

</component>
V3.2.2.5 5v4.0/ZFE77 L 7-Application /=D Tl =22 2 I S 20 < e o /e
Q a5 F 1387 L va.0DContext of Use 72— A EKeyword = — ND# A 5D FIZ
HE SN SLERD SBE, 2T PRI S 2 ERB S, o0 T
(L. T2 g 2821645 D= L,

Q G DI 0T D0 TIHXML T L& DI & 20 = &,

8.2.11.3.4 Context of Use ZFEDEMSE (/\—> 3 2 F#)

SET D Submission Unit Tl 3 L contextOfUse B13%12 . - TEETR H D contextOfUse 23 % (&
g D20 ENELLZ b D, EHROEIITIZILITO 2:80 OBERH S -

® HIFFERNE (GENTVLHXE) NEFE I,
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® NIk L7-HFEERI 2 BT 20 ERH D>,

*a T UV EFRENLRTNE R ben e & HEO Contextof Use DA & A v E—UIZE DT
Document D512 2R3 53, WEMR 7 7 A VIZERE T 2 LB T 7e 0,

Fr LV contextOfUse ZEFHRIZIL, HLW—EOFEMN TN G2 i, (T2 T X TORENEES
N5, X51Z, relatedContextOfUse B A i L T, EH#i X5 Contextof Use Z45ET 5, Zi
IXHLZR B BERMEZ R L TR Y | relatedContextOfUse D —E Dkl +2 BRI 252 L OArz HIY &
LT\ %, relatedContextOfUse [ A7 A2k v 4% (obsolete) | &~—27 &b (GEMHIZD
WTCITEZ v a 82722 L) , I —EEE I -HL) (obsolete) 7¢ Context of Use 3,
PAkE, BOE#CE 2w (T7bb, L) (obsolete) | &~ — 27 &7z Context of Use %
relatedContextofUse ZZFEHN TS L Tl H72W), B D priorityNumber ZfEH LT, LIAMIZHE
HENREYMN TOBYREICESE, avTF U YZELWEFRCTRETSZ L, (FEE5N
BEFOMEOFTE 7213812 H 5 3% R>7) Priority Number % F3E £ 721387212810 4 TTH Ly,

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

<id root="b205bb7c-a222-4557-a954-0363dc122ca8"/>
<code code="ich_2.7.1" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>

<statusCode code="active"/>
<replacementOf typeCode="RPLC">
<relatedContextOfUse>
<id root="78b2f721-25f0-474d-914b-5efb026cc7{7"/>
</relatedContextOfUse>

</replacementOf>
<derivedFrom>
<l--Document-->
<documentReference>
<id root="6ee97feb-8cd1-4991-8c38-002f16102fca"/>
</documentReference>
</derivedFrom>
</contextOfUse>

</component>

I EoFlix, LRI Context of Use (J 724> . relatedContextOfUse R IC L W 2 EN 5
Context of Use) CTHIV 7= Priority Number % FFEEI Y 24T 54,

v3.2.2.0° 5V4.0/ZF7T L 7=Application/Z 20T &, A H/4/A] CContext of Use 7 — A
Q EKeyword =7 — N4 5 DContext of Use D] TR FETTA[GE TH Sy FEAMNIZ
DT, T2 232821645 FMD L,

Q B DI LN 20 TIEXML TO & DIE & B D = &,

8.2.12 Sequence Number

sequenceNumber@value (X (7272 L. #IZTixZewy) o BB 28E T, 1 >F7iZ
#%5 D Submission TIE & BERF 2 HERF T D720 SN 5, 2k 120 Application (2310
T—EOMETHD, HiEE D Sequence Number DIEH HikILva0 THLERIL TH S,
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Q FERZ~DIEBFEIE - W is0—i & L THFT S 415 Sequence Number /220
Tl [HE S DEREY A R 22D, ZHEIZIA v E—2DFGE DA
DI TE SML L —#DEZ &> (FT70P5, I DEIZEZ 586 THH S
20
8.2.12.1 XML LDEE
XML 2 v & — 7 sequenceNumber Xk D & 5 ICEET 5 -
e controlActProcess >> subject >> submissionUnit >> componentOfl >> sequenceNumber

componentOf ZEL3& M i subject 35 & Tf component 3% %4 (ZDJE/F @D IZ) fed 52 &N T
5o

XML OFERFTFIEIZHOWTIZ, T VAOXML A v E—IHEE2BBO = L,

8.2.12.2 XML EF

R DFIZ, componentOfl.sequenceNumber 2238 THEE/R T X TO XMLERZ B L WVEMEL R L, FF
BIRFERD O D E 1T 2z,

Q typeCode/ZeCTD v4.0 XML X » & — 2 TIE R Th 3,
typeCode/Z /COMP/ [Z/HEZF1 T S, XML X > t&—12, Z DFHEIZHID MDY
EENSHE, TDX = F R F— T L TR TR,

8.2.12.2.1 sequenceNumber
L B LEE BN A
U 2
sequenceNumber [1.1] AZESE 1T Sequence Number & & D
ED=aTTEETHD,
value [1..1] il sequenceNumber 223 @ value J& %

IX. submission EFENT
1, 2. 324 | Submission Unit ZIEFEAH1T9 5 7=
DIHEH SN LB ETH D,

/e 2 sequenceNumber@value JEPEIZMATH 5,

EFA sequenceNumber |ZIEO®E, ZOfEX 1) omED ., 1T O8N+ 5, 2o
fE1E 1999999 Z i TR bARLY,

RO B 1 eCTD v4.0 TREREFHE L EIEIILL T O®E@Y

e sequenceNumber.expression

e sequenceNumber.originalText

e sequenceNumber.uncertainty

e sequenceNumber.uncertainRange

e sequenceNumber@controlInformationExtension
e sequenceNumber@controlInformationRoot
e sequenceNumber@flavorld

e sequenceNumber@nullFlavor

e sequenceNumber@uncertaintyType

e sequenceNumber@updateMode

e sequenceNumber@validTimeHigh

e sequenceNumber@validTimeLow

e sequenceNumber@xsi:type
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8.2.12.3  FHEE
% S DEEFITHIET B2 P b N e R T U,

8.2.12.4 BRI EF
sequenceNumber 2258 TERAN SV D 7 T AZERIT /20,

8.2.13 XML %> FJL : Submission Unit
W OFNZ Submission Unit 2235 & . 9T Submission Unit (269" 5 & @M & 73,

<subject typeCode="SUBJ">
<submissionUnit>
<id root="0d84467e-f20b-42ad-a69a-63e61a4f7ea7"/>
<code code="regional_sub_unit_type 1" codeSystem="2.16.840.1.113883.3.989.x.x.X"/>
<title value="0Original Submission for pain medication - acetyl salicylic acid tablets"/>

<statusCode code="active"/>

[EMDZZEF 7= 1T JFER B 5 554 /F statusCode, title £ /7=/7 code ZED (27l
&b, #Z/Z, Submission Unit DFE#EIZ L - T/Z, subject & & /% compoenet

<componentOf1>
<sequenceNumber value="1"/>
<submission>

[submission ZZFE/Z BT 5 LMD EFE F 212 BP0 S s, it [ ="
DLW A N FBD= L, ]

<componentOf>

[application ZLFE/Z BT S ENDEFE F 21T IEMEDP G S D, fFidt 2 >3
8.2.14 F /=13 [tk ="F DERE Y 1 N #ZHD0 = L, ]

</componentOf>
</submission>
</componentOf1>
<componentOf2>

[categoryEvent ZLE(Z 75 EMDEEF 21T IBIEP b i 5, /T [t =
EDELEG L P DO L, ]
</componentOf2>
</submissionUnit>
</subject>

Q G DIEH 7502 20 TIE XML TOED NG5 R D = &,

LAl T TREH S 41 TS codeSystem OID /7, Ht oD =22 f iz —sb
R NF+ 77V 0ID X7 > 70ETH S,
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@ Sequence Number DFEMIE DU Tt [t = > DELELD 1 R 2D = & (4F
/=, 1 -5 Submission Unit /Z#8#¢ 7 Submission 7575 £ /1 5 24)

8.2.14 Application

application ZF %X XML A » & — 23815 % document 25 & keywordDefinition 235 Z 5 21 %
bDOThHLHID, Ke v a Tl T %, application 2238 OME I HIRIZ L 0 B 5,

7E - Aok, Application /L [E B ORES Th S 7280, [l =2 DFELED 1 ] THa#iXi T
0 ‘50

8.2.14.1 XML LDEE

XML A »—® application EF XKD X 5 IZEET S -
e controlActProcess>> subject>> submissionUnit>>componentOf1>>submission>>
componentOf>>application

XML D2 TEIZOWTIE, T VAOXML A v b — B EZ BB Z L,

8.2.14.2 XML EF

WROHFNIZ Application 1E# D XML Z7~3, Z @ Application (%, submission 225 & % DJEMEDH% D
componentOf E & L Crtib ST %,

[Application ZZE 7/ XML #5272 #2 0 &7, Submission ZLE/Z Application ZEED L EE Th
2o ]

<componentOf>
<application>
<id>
<item root="f23c558f-cd58-41bc-bf6f-c6d230d3d665" extension="NDA987654"/>

<l--item ZLFE P dob I s = BB 5, >

<fid>
<code code="us_application_type 1" codeSystem="2.16.840.1.113883.3.989.5.1.2.2.1.1"/>

</application>
</componentOf>

Q B DI LN TIEXML TO & DIE & B0 = &,

WDFIZ, application EHE THERTXTDO XML BERZBLOVEMAZR L, B Rm0H 58
AlxZhEAHT,
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Q classCode £moodCode /#eCTD v4.0 XML X » & — 2 T/ R E Tk 5, classCode/s /ACT/
moodCode/Z /EVN/ (Z/EHESH TS, Z4 6 DFEVEICHIDEN G E 5858, FDOXMLX
— SR F =TS L TR TR,

8.2.14.2.1

application.id

id [1.1] ABRITL item BERZ iR+ 2 =2
TITEHETHD,
id.item [1.%] ARERII T EED =27 5HRE
Td V. Application & — & 2k
T HE MR AT 5, Application
(ZITHIRIC K o ThE & 72380123
FRESINDHR, ZO—ED
Application ikl F LI % L
T1oO0 iditem BEREZHEHT 54
ENb 5D,
root [1.1] Z% 72 OID or | id.item Z3& D root J&M:1%
UuID application EE D /' 0 — )L —F
ekl A R S,
extension [0..1] THRA B id.item 2238 D extension &M,
Hulsk[E A o> Application 1B 5 %
NDA123456 | =4 LT fRET %,
(Sample U.S.
NDA value)
NDA123456
(CK/E/NDA f&
DY TIL)
oy

EMFR

id.item@root /% application ZE DO MHEBEMETH 5,

ESH R

Application &5l 7 DEI VD X4 CTH LT OID 7213 UUID DWW T4 DOfE % id.item@root

TRETREPIOVTE, THIRT L DRET A F] 2ZMOZ L,

application.id.item@root (= OID £ ifZEf & £ 5 A

application.id.item@extension DAEIXHUK DO BEEIZHE ) D & T 5,
HHAF] 2RO L,

THhlsk = & 32

Page 55



R

BRAV S Bt

8.2.14.2.2
B3R

code

eCTD v4.0 THREZRBMEITLL T DB Y -
e id.item@identifierName
e id.item@scope
e id.item@reliability
e id.item@displayable
e id@validTimeLow
e id@validTimeHigh
e id@controllnformationRoot
e id@controllnformationExtension
e id@nullFlavor
e id@flavorld
e id@updateMode

application.code

JE LEE EoR A
py -z
[1..1] AT Application ® =1 — R %
Wl 237 EETHD,
code [1.1] T ¥ Ak code BMEIL, Moo= b —
VR AR¥¥ 77U (NDA,
us_application_ | MAA, Art-8-3, Art-10-17¢ &) (2
type 1 2&" | B3\ T Application D= 7 >
Vo FA T HRRT EOMHETH
Mk =& | %,
DFEHETTA
] 2R
codeSystem [1.1] #%M72 OID | codeSystem @M:ix, = hr—1
ReRFXYTTY « VAT L& —
BZHR T ok -zt ET 5,
KEVEDMEIZZ— N « X741
BERI 72 OID TRITIUIZL 574
v,

Application |23 code@code JEMEZ 9" 1L STETIEET H Z &,
FEIC OV T THIR S E 0 F3EH 1 K] 28O Z &,

BRI
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B JE SHEE EDT B
A &
BRA BB B 1E eCTD v4.0 TAREREFH LEMEIZLL T 0w 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

o 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  JHiE

T NCODICH = p iz —sb N« NF 77 J/dgenericode 7 7 1 /s L ONR 7L F
=N T A MC SRS, P

@ application & 7" 7 - == — F(Z 95 /A 5 DIFHRIC O T, #2495 [Hi=
EDFELEG L N #ZHDZ L,

8.2.14.4 BRHEF

application 223 TERAN S D 7 7 ZAEFR TR, FEMICHOWTIE [H T L DFEET A F] 25
oz b,

8.2.15 Document

document Z3£1%, Application |ZBJi# 3% 4 Document (ZBE 3 2 12 BET 5 72O 5,
Document (PDF 7 7 A /L7 &) 1. BHINRIC L 2B EDO-OICHFERIC L > TIER SN S,
Document IZHIMZ R TEE SN LB ENH S, 150 Document [ZHEE D contextOfUse B35 4[4
AT ZENTE S, 720 1 50 Documen A#E% Submission Unit TEA SN Z &1 dH
Do

Document & Z AUk T 5 —HOER/EMZHD TEE L7z & &, £ Document 23MERL S iL7=
L RZ2EN %, Document EZEMIS AT LT X o TERBIES NS &, LA O R IZ 1335+ <
%@ Document # 2 Tx %,

8.2.15.1 XML LDEE

XML # v &— 0 document EHRIIKR D L 5 IZEET S -

20 PR FIEHFEEIZESTRI O Y = 74 MIBE#E Eh 5,

Page 57



e controlActProcess>> subject>> submissionUnit>>componentOf1>>submission>>
componentOf>>application>> component >> document

component Z5& M ijIZ holder, subject, %7213 reference BE# k352 LN TX 5,
XML OFER FIEIZ DN TIE, BT VAOXML A v E— 2 S ROZ &,

8.2.15.2 XML EF
WDFIZ, document EFETHERTXTO XML EEZB I VEMEEZ R L, BB R"E D H5E
[l W

Q classCode & moodCode /ZeCTD v4.0 XML X » & —2"T/F A2 Th 5, classCode
/%4 /DOC/ , moodCode /& /EVN/ (C/EHE ST S, i1 6 DFHEIZFID M
EENBHEEL, FDOXML X v t—F R F— S5 L TR T,

document ZE 2 H SN D RITLLFO@E Y
o 1 OF 71T D document B3 % application HE D% IZFEHTH I ENTX D,

8.2.15.2.1 document.id
B LEE BT A
2 75T
[1.1] ABEFE 1T Document OFSIF- D =2
TTEHETHD,
root [1.1] %472 UUID | id D root J@ 11, document ®
7 n—L— BT ThH D,

TEHLEIE id@root I(ZTMAEADEMETH D,

EH R id@root 1L =T ® document EHE|Zxf L T—ETHAHI L, DFH, [T
id@root {5 2 f#i Fl L T 2 2™ Document Z#2H L TiZ7e B 7220,

T REEE DN EE M £ 723 % Document Z&FL L TW 54, #EHIC £
7273 % Document ik B+ % VT L2y, Document ZEE B L OB 7 7 1 Uik
AHUE FE 7 ITHSIY RIS T 5 2 &, FEMIC OV T THUR T & 03FEET 1
N 22Dz b,

BRAF BB 1 eCTD v4.0 TAREZRJEMEIZLLTO@Y -
e id@controllnformationExtension
e id@controlInformationRoot
e id@displayable
e id@extension
e id@flavorld
e id@identifierName
e id@nullFlavor
o id@reliability
e id@scope
e id@updateMode
e id@validTimeLow
e id@validTimeHigh
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8.2.15.2.2 document.title

title [1.1] AZEF X Document @ title Z5E D
AT IHEIETHD,
value [1.1] T¥ A b AJEMEN title ZEFE D value JEME

. Document ® % A kL ZFRE

EEEDEE | 75,

L7i=ZA1 v

KIEED 25157 737 document
/General (XL TIFET SETH S,

Information /

L
updateMode [0.1] 7L 7 7y | document.title B & T HEA
k I% updateMode JEMEZ T 5,
R = Replace 7
o
TEYEIE title@value J& 71X 3T ® Document TH/ZETH 5,
B HA title HRAMH L T, LFET7 7 ANV ERTRT DL EICAMBTO DEEEET

2o

title B D F 5 2 X5+ 5 8541, title@updateMode J& 112 TR] DIEZIEET D
Z &, BEfF® Document % A M L3EHT S AU TV RWER Y | updateMode 13 L
W bk, DFED . XA FUENFE AT updateMode & L CTidZe 572
A

document.title O FEHZBIT 2 5EMIC W TIE, B27 v a 8217228 =
L,
BRAF BB 1 eCTD v4.0 TAREREHR L JEMEIZLL T D@ Y
o title.translation
e title@controllinformationExtension
e title@controllnformationRoot
o title@flavorld
o title@language
e title@nullFlavor
e title@validTimeLow
e title@validTimeHigh

8.2.15.2.3 document.text

text [0.1] AT Document (Z B3 % BN
B@ERTa T TEERETH
50
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ER Rt SEE DR Bx;
A 7T
integrityChec [0.1] JEE AJEMEIX, integrityCheck B3 T
kAlgorithm BEINTWEF = v 7 ¥ AMH
SHA256 722 &" | I =7z
integrityCheckAlgorithm ™% C &
Do
language [0.1] TNT 7y~ | KEMEIE Document [ZfEH S 41T
W5 EFE%A R~ language JBPET
QUFEA— | DD,
RiZ2oW ik
1S0639.1 % %
e,
[ = & o3
LA K 25
e,
mediaType [0..1] TXA B mediaType J& 4 |3 itk [ A TR o
D7 7 A IVOBILELD 7=
PRS2 2 | OEREEEET S,
LEBELR
e
[tk = & o 3
LA K 25
R
charset [0..1] TX AR charset J& "X Document (=i
SNTVDLLFT o a— Refg
"jp_utf8"E 721 | BT D
"jp_shift_jis"7¢
el
[tk = & o 3
WnA Kl 2%
R
updateMode [0..1] T 7 7~y | updateMode JE %13 text EE D JE
PEDOEFH NI TH D E I H
R=Replace 2 | Z/~T 72— NEZEET D,
L
text.reference [0..1] ARFFE T Document O text E3E (2
GENDa T TERETH D,

Page 60




ER R it SEE BRI BB
Z T
value [1.1] TX AR Z AUl text.reference 35 @ value
BEMETH Y . Document DFEX%S /N
Document @7 | AL 7 7 A VA& L CCGE
71 DL ERET D,
Jbe INX
/..Im3/32-
bodydata/
32s-drugsub/
32s1-geninfo.
pdf / 7%
text.integrityCheck [0.1] JEE integrityCheck J& 113 Document
DF = v 7Y MazfRtT 2,
/618102bf0706
5bc
€1250594201fed
485
15f0fa6l/ 2 &
text.thumbnail [0..1] thumbnail 231X, EEHEFH
D AT AT Document % it AA
T HEDIHERHT 5,
value [1.1] TXA B KIEMEIZ, HEEELNHH DT A
7 LW CHIHF 5% Document
/26145c7a- | (2T G957 D value BT H
3dc7-404d-91cl- | 5. 1 : ZAEHEIXZ DA
6e0e5c71f8f6 / L7,
(UUID) #7=/4
A1234567 (&1
FIEEDE)
L
[tk = & 3
AR 25
e
text.description [0.1] description L3813, XfEH D
Document Z &9 2 72 DI
T 5,
value [1.1] TF A b AJEMEIL, HF5#E 2 Doument O
W& Z w9 5 729 O value J@ M
SDTM 225 Th b,
ADaM Z-#/t{ 7"
57200 SAS =
PR

il = & 52
w4 N 2%
i
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EH R

BRI EEFE B

JE 1 LEE (X% B
A 7
2T OH B Document IZIXLL N OEFE L JBMENVATH D -
o text
0 text@IntegrityCheckAlgorithm J&1:
o reference@value J& %
0 text.integrityCheck 3%

1 L\ Document Z 42T 25 X text BE 95 =2 &, BEfED document 2
FOREHTIE, RERIIARELREAELH D,

Document % A RV O FHT T, text@integrityCheckAlgorithm &M LY
text.integrityCheck ZF#E I RE Th 5, Hr L\ document ZEIRITITT T text HHK &
text@integrityCheckAlgorithm J& 33 X O text.integrityCheck R 2 5 H 5 Z &,

Document % A kLD T Tl text.reference BZEIIARETH H N, FOMT
document EX #fEH T 25 AIIMLETH 5,

ZAEH 1T text.thumbnail ZEZ 2 L722V, value BIEITXEZH A THY . %13
Z O T text.thumbnail Z {4 %,

text.description@value J& 13k = & I2fEE S D (REEE 7 — ¥ @ Document
BT 2R L) o TH T E DFEIET A N] 23RO L,

%< D4, text@language JEPE, text@charset BIEDOHE TR TH D, text H
FOFFICET HEEMCONTITE Y 3821722280 = L, FEEB &
OYE A ATRE R E D e —EIZOW T [H T 0 EEH (4 N #BHBD =
Eo

77 A NVEFAAT 52, AN 47z document B3 &R U
reference@value, text@IntegrityCheckAlgorithm, 35 J OF text.integrityCheck M fE %
text T3 CTHUR L7 T 1UE 72 5720, reference@value (X 3CEA~DOFX /SR L5
Z &, [A L Submission Unit N CHFIHT 2356, xS ATEEE 725, EEO
Submission Unit (2 7223 > THAHT 254, Fx/ S Z121% Sequence Number %
TFRTMHENRS Y | BT X - Tid Application Number & R348 235 %,
text.reference BEE O FH T 2EEMICOWTITE Y 29 82173 2B D =

E,

eCTD v4.0 CARERERE L EMEITLLTO@ED -
e text.data
e text.xml

e text.translation

o text@compression

e text@controllnformationExtension
e text@controllnformationRoot

e text@flavorld

e text@nullFlavor

o text@validTimeHigh

e text@validTimeLow

o text@value

o text@xsi:type
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8.2.15.3  FHiEF

T NTDICH 2 p 12— N« 5 F+ 77 U [dgenericode 7 7 1 L5 d- ONX 7L R
=N AR SRS, P

8.2.15.4 BRHEF
document B TR SN D 7 T ABFT 20,

8.2.15.5 XML #> /L : Document

LLF® XML ¥ > 7 vz, Application IZF57E S 4172 document R IZHOWTEE O EECEMEE &
DTRT,

<document>
<id root="973d9293-77b9-4f45-b62e-aae62d7ce814"/>
<title value="Process and Controls"/>
<text integrityCheckAlgorithm="SHA256" 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>c0d5623550c997a70b62717d95fcalcada201754d1led9fbbbbfad7bfd64c8ead</int
egrityCheck>
<[text>
</document>

Q LD 71 Z 00 TIFIXML TD & DG 3 B D = F

8.2.16 AVTFXRL - TIL—FTOEB~DOFILT &

Z ZTiE, [Al—® Context of Use =— K LN Keyword =— K (Keyword 23MF/ET 2 54) O
e ERS 1 >E 135D Context of Use THER ST XA b« ZL—7"23 FEfH
DRI E > TEE SN HA1T, contextOfUse BLE 2 & Hi4 4 FiE i1 %,

B4avTFxA+-S)—F-ETFIL

AVTFXFRM-HI—T

Priority
Number

Context of Use

Keyword (ft5+554)

WDt 7 v a v Tid, Keyword 2 LT 12 F 72138 %D Context of Use EE % 7 v—7{b9 %
FiEL, arT U VREROZEE, 4725 150 Context of Use bR END 1 LEAZEHD

21 PR e FEIEHFEEIZ ESTRI O 7 = 74 MIE#E Eh 5,
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Contextof Use DB EN D SLERENS D L VN —T~ EI3FOW~ETT 5 H1EZ2 TN
75,

8.2.16.1 JN—TF - &4 FILTDKeyword DEH L%

E(E5F 1L Keyword ZfEH LT, Z/—7 « %A kL% Context of Use IZ:B L, HRORH LIZ
KRINDAL TV EEBTHZENTE D, EEFICEST, CTDRHELAZLV—7 - Z A
FLTEBINDMLEND D LB S 556, contextOfUse 238 1 27217 TH->TH,
Keyword % fiv % Z &, ContextofUse (Zi 3% 7 v—7" - XA hLd Keyword 1L 1 DDA &4
5k,

<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—% 8 X1 % Document/X"Analytical Procedure 1" C& %, -->
<derivedFrom>
<documentReference>
<id root="164af1e4-f625-4621-8d69-ca56b8f7dc7h"/>
</documentReference>
</derivedFrom>
<1--C001(% =2 > 7 F D Keyword Definition C"PVDC Blister Pack" %34 =1 —
FTohoH, ->
<referencedBy typeCode="REFR">
<keyword>
<code code="C001" codeSystem="2.16.840.1.113883.3 />
</keyword>
</referencedBy>
<I--GTO0L/Z 7 v—7 « % A K /L®Keyword Definition C"Analytical
Procedures"# %4 =2 — R Th D | [LEDOkeyword DT TH 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—& M & % Documenti"Analytical Procedure 2" ¢ 5, -->
<derivedFrom>
<documentReference>
<id root="0127b8b6-5510-45¢5-93fd-9a3a6e9735aa" />
</documentReference>
</derivedFrom>
<1--C001/% = > 7 D Keyword Definition C"PVDC Blister Pack" % %4 =1 —

<referencedBy typeCode="REFR">
<keyword>
<code code="C001" codeSystem="2.16.840.1.113883.3 "/>
</keyword>
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</referencedBy>
<I--GT001/Z 7 v—7 - % A K~ /L®Keyword DefinitionC"Analytical
Procedures"# %4 =2— R Th v | LEDkeywordDFEIETH 5, -->
<referencedBy typeCode="REFR">
<keyword>
<code code="GT001" codeSystem="2.16.840.1.113883.3 "/>
</keyword>
</referencedBy>
</contextOfUse>
</component>
Context of Use 2keyword /7~ THIRD HH) TOHR T, (EH A HERFA 5P IZ D
Q NWTIE, 2 pa—s N NFr 77 VI ONCH M4 7 D 7RG8R H 5 D 7 80 D
ZFE> e T =G e NF2 X~ (CTD) Dk 7 74 5B D = L,

‘, G DT 51720 TIIXML TOE DS 3 B D = &,

82162 HBH—TrAIDLEXTFANADEE

ZOVF VAT, 1 DD 7 714/ (Document) ZZ%%x® Document 7xHE% D T Y TiEH
THEED, arT U YHEROEFIZOWTHIAT 5,

v—hrRl
#El D Submission Unit T, Context of Use 7> 5 2 X415 Document & FKRx3 A7-2D12, LA TFD
Context of Use Z#&H 3 %,

<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—& [ &1 % Document " Analytical Procedure 1" C& 5, -->
<derivedFrom>
<documentReference>
<id root="164af1e4-f625-4621-8d69-ca56b8f7dc7b"/>
</documentReference>
</derivedFrom>
</contextOfUse>
</component>

V=R 2

WOFITIE, BiID T —4 o A THH & 7= Context of Use % 2 5D L1 Context of Use 2235 CT&
#i9-2%, 4% Context of Use R IXZNZNBID Document 22 LT\ 5 (Tbh, vy
23 25D LW Document (277 E 41528, — )50 Document 23¢kET TH Y . b 9 — 5D Document
EINTH DG, HDHVIEH D Document 288 7-72 2 7 Y & Tedh4) . Related Context
of Use IZ. RTD T —4 o A THEH & 47= Context of Use DB +2 5425, R CRH LD
FFE. 1250 Document 2% 2 >0 Document TEMLIND Z E&2FKT, 1 LLTOFITIE, &%
® 250 Context of Use EHED 5 5, F&AIDJ5IC Priority Number N FHEEIV U ToHND, EEH
23 LU Priority Number 2|0 4 CTWAEELH 5,

<component>
<priorityNumber value="1000"/>
<contextOfUse>
<id root="0c0abab8-cbfa-4d2f-9793-2b30ea51b8f5"/>
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<code code="ich_3.2.p.7" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<replacementOf typeCode="RPLC">

<relatedContextOfUse>

<id root="1f271446-8d56-4ddc-b730-eaee208c7053"/>

</relatedContextOfUse>
</replacementOf>
<I—Z2H8 X1 % Document/X"Analytical Procedure 1" C& %, -->
<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 [ X 41 5 Document} X" Analytical Procedure 2" T %, -->
<derivedFrom>
<documentReference>
<id root="0127b8b6-5510-45c5-93fd-9a3a6e9735aa"/>
</documentReference>
</derivedFrom>
</contextOfUse>
</component>

‘, G DI I D0 TIFXML TDE D 5 B D = L,

82163 M IFAINDEE—TF7LIADEE

ZOVFIF TR, BEOT AN THERIN-a YTy V%, 1 OO 7 7 A LTRSS =
VT TCEMT A HEABRAT S, BPID T —4 v A TEED contextOfUse 253 (72 b H#
0 Document) % %5 L, BED S —7 Y ATELIOOT7 7 A VEBRLEWSG, av 7Y
Z 1ODMET 7 A MITHEE T %,

—hr A1 -BEO document B EFENENBRBENS
WOV TN, FNFEINE]O Document Z2 292 2 D0 contextOfUse L3 %2 7~k 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--Z: M X 71 5 Document}d"Analytical Procedure 1" T %, -->
<derivedFrom>

<documentReference>
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<id root="164afle4-f625-4621-8d69-ca56b8f7dc7b"/>
</documentReference>
</derivedFrom>
</contextOfUse>
</component>
<component>
<priorityNumber value="2000"/>
<contextOfUse>
<id root="4a5c97e1-4448-47e2-90ff-2d6a264167c0"/>
<code code="ich_3.2.p.7" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<1--Z [ X 41 5 Document}X"Analytical Procedure 2" T %, -->
<derivedFrom>
<documentReference>
<id root="0127b8b6-5510-45c5-93fd-9a3a6e9735aa"/>
</documentReference>
</derivedFrom>
</contextOfUse>
</component>

V= U AR 2-B2RIN5E—O Document

WOFITIX, BiD T —47 > A THRH &7 2 50 Context of Use ## %, 1->0 Document % % [
4% 150 Context of Use TEHLT 2 (L7=2->TZ® Document |Z1%, RO —4 o ATHHE
N7z 2 DOHE/ % Document TIRHENTZa LT oY NI RTEEND) . 11 LLTFOHITIL,
LUy contextOfUse ZE3£(Z Priority Number 23 FFEEI D 4 CoHivsd, EEHFNH L Priority
Number ZEID 4T TWAEHEALH D,

<component>
<priorityNumber value="1000"/>
<contextOfUse>
<id root="49e18e35-fel1b-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--Z B & 11 % Documentld "Analytical Procedure Consolidated" C & % -->

<derivedFrom>
<documentReference>
<id root="e8e44446-de99-4324-ba9c-502fe8d729ba"/>
</documentReference>
</derivedFrom>
</contextOfUse>

</component>

e B DEIH 751200 TIFXML TOE DN 3 200D = &,
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8.2.16.4 [BEEBEDEE
TR EE INT=5E. 03RO eCTD EETITYFAH ULNER L 727284, CTD A
HLOMEHEEDEERNMIELRDZ B35 5, D eCTD FEEEICII1T 5 CTD A LoEHE
1L ICH 30 EENOARFZEDT-OOITy « TV =HL+ R¥x=2 A (CTD) OHERL] T
EDLNTWA, FEHOSEOZET T, 4 CTD R L T A HE7 Context of Use =— RE 7=
1% Keyword |24 2 ATREME N B 5, BETEHEE O I LT B B O Fed# 2 UL PR,
8.2.16.4.1 LUBTIFHE S FT8E T o /= CTD BH L DHIER
(LARNIfEHARRE CH -72) CTD RELBER AR L o726, UTO T U ANBNEL S
o HHWIIBMEFEORHLOFTHEIEHEMAINDN, BMOBRORBEN LIRS,

0 HLWIRHMZH L3472 Context of Use ==— RIS LT Keyword & & & (ZH2H
THZ L,

o fREHWITE CTD A LB L Keyword O FTERIND,

o MO EH LWIREMOF OB (T2Rbb 74 7% A 7)) 137k
60

o MEFEORHEMIIMHA IR 20, HLWIREYORENNELRSE
o HMFOREMAZYIBRTIVNENHD (B2 38211338 M) .

0 HLWZY7 Context of Use =— RIB LN Keyword & & 412, H LWEHY %42
32,

o HIFRSN7-f2HMIL active TR 720 | B LWZIE®A T LU CTD L LB LT
Keyword @ T C active & 72 %,

o BEGFOEREY EFH LWREYOMOBEERE: (bbb oA 7% A7 0) 1372< 7%
50

o MHWMZEXWZ ZMENH DA, CTD AL LI L OV E721E Keyword DZE BN el b EE
ST e

o WO ENIGRTANERNLS (B2 a2 8211.335M)

o LW CTD AL, Keyword 35 X OBEZEDHE D Document il f-~DZHE &
& BT, #H LW Context of Use 2362 H &b,

o PEROY—47 A TiE, WU CTD M L. Keyword 38 L UOBEFED 27 2 ~D
2 (3725, related Context of Use) %1 5 #7 L\ > Contextof Use O T, #HlL
W AR ET D,

o WL, H LW CTD AH LB LD Keyword O F T, BEFEDOREHY & H LU
) DR O BAfR 27T,
8.2.16.4.2 LIFTIEESTTEE TH o /= CTD EH L DEN

(LI HAARRETH - 72) CTD R LAMEAAREL 20, H LW CTD AHLO FTIE LV &
N FE IR DR DO 7 0558 L TV D4

o HMETBFORHLOTTHAIESHESMMSNL2, #HrL CTD AH Lo T TIHEN
DIE WO LI IRIG A,
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o HLWIRHMAEH L2247 Context of Use =— RF LT Keyword & & & IZHEH
THI L,

o EHWIFA CTD A L X Keyword © F CTERIND,
o BEFOREMEF LWREMORICER (Thbb I A4 7% A7 0) 1325,

o BEFEOEHEMIIER SN2V, LW ORE N LE R EE,
0 BFEORIMENIGT AVLENRNHS (27 a2 8211.335M) |

0 Hr LW 7e Context of Use =— R L O Keyword & & H 12, # LWEHM &2
32,

o HIBRSN/-f2HMIL active TR 720 | HT LW AET LW CTD AL LB LT
Keyword @ T C active & 725,

o MEFOREWEH LWIREVOF OB (T2Rbb I A4 7% A 7)) 137k
50

. %m%@%@#zﬁf%éﬁ CTD R LI X OV E721E Keyword DZE H A3 JE IS /B 728

o

S

o MO ZEZHIRTILENDD (72 a2 8211335M)

o H L\ CTD L L. Keyword ¥ X UBEAF D D Document 7l ~DZ R &
& B2, #H LW Context of Use M2 &5,

0 FERDOV—rATIE, FLCTDRHL, Keyword 5 L OBEFO =T Y ~D
ZM (3725, related Context of Use) % {9 37 L > Context of Use ® FC, #r L
WA RET D,

o WX, HrLwv CTD AH LB L Keyword O FC, BEFOHEHY & H L
H®) D R O BAfR %2 7~

8.2.17 Document EXRICET 2 EEEE

8.2.17.1 Document DFEFIF

Application D7 A 7 A 7 )LOHF T, 1 50 Document MIELBREINDHZ E08bH D, TDI-
¥, Document O FHH I eCTD v4.0 ODEE/R2EEETH 5, Document DFFIHIL, XFEDO= T
U ERAEZTFT—EZN, BHFIHT 5 Context of Use (26 i H A[REREAE DA AIEETH H, £z,
Document O FFHIZH7=»> Tk, LEANRF L LTERHESNIBRESC, "M /X—=FTF Ak -V
VI REEDETOa T YN, BAHARE TRITIUIR B2, SR IS BhE O 2 e E
~DOBWREEG TR R L 7 2858 1%. Document Z HAIH4 & Tldrvw, Kt 27 v a o TlE,
Document {551 D e & — kB9 7251 2 - 37,

Document % FAI| 95 72 @ Document £ 5715 & AN >W ik, THilEZ & oEEL 1 K]
EHROZ L,

Al CSCEE 1D FE 721384 Submission Unit |25 D CRET 256, Uk CEOHRN 2% ET
% document (X 1 ELTRETNIXL VW, ZO®%KIE, ED contextOfUse EFENDH THED
Document Z 2R CTX 5,

WD XMLIZ, SCEOF#BIT1Z X - TIE U Document Z &4 2% 2 -©® contextOfUse Bi3% 279,

v—r A1
Context of Use ZZF
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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> = A1T
<id roo{="3d1084fb-566-4923-a1e5-8al5e4fdcIc5"/> fRIE
</documentReference>
</derivedFrom>
</contextOfUse>
</component>

Document ZZ#
<document>

<id root="3d1084fh-56¢6-4923-ale5-8al5e4fdc9cs"/>
<title value="Excipients X"/> document.id

<text integrityCheckAlgorithm="SHA256">
<reference value="m3/32-prod/excipients.pdf"/>
<integrityCheck>c0d5623550¢c997a70b62717d95fcalcada201754d1ed9fbbbbfa97bfd64c8ead</int
egrityCheck>
</text>
</document>

V=R 2
Context of Use ZZ5
<component>
<priorityNumber value="2000"/>
<contextOfUse>
<id root="47939431-1ac1-4e17-b44d-dcea7ce43050"/>
<code code="ich_3.2.5.2.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<derivedFrom>

<documentReference>
<id root="3d1084fb-56¢6-4923-ale5-8al5e4fdc9c5"/> document.id
</documentReference> Tt R 1 TR
</derivedFrom>
</contextOfUse>
</component>

Q G DI I D0 TIFXML T LD 5 B D = L~

Document ZZ

document Z32 (X Z @ Submission Unit TIX4{E S 72V, Z @ Document [T —%4 > A 1 CTJ CIZ
REHEHZTH D, Lo Tk, Document I%[F U Application PN % 72134 %% > Application 7> 5%
X Tub, Document O FFIHIZE T HFEMIIC DWW TIE [k Z & DRET A N 250
ze,
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8.2.17.2 Document ZFEDEFE

document 1L, RAIDORHBICEFH 2 ET DA RENERH L0 S0 EtEEETe, FHiE, X4
7% Document OFJEHEHIFICE FNAMNEAB L OEEOBERBEHITHESWTEITENIVLEND
%, document EE DB 2T R TOMHEB I MEBEOHEEZL L OEMELE & HIZLLFIORT,

document DE A DIEH
<document>
<id root="ceb05f3d-ebb0-4547-9734-056efal34a7a"/>
<title value="Process and Controls"/>
<text integrityCheckAlgorithm="SHA256" language="en" >
<reference value="m3/32-prod/manuf-process-and-controls.pdf"/>
<integrityCheck>a4c828974a7d177137d69aedfc45379a694611ef317c6¢1741a935aa9555¢57d</in
tegrityCheck>
</text>
</document>

Document 23 D T HIZ-OUW T, Document % A bV DO FH, text RO FH I L OHERO T
FCETAUTOH 7' 7 v a Tt 5, LLTORMEIE, text BRBLRZ A MLOFHO
W EA S NS

e text@integrityCheckAlgorithm, text.integrityCheck ¥ X U* reference@value 78 % A kLB LY
TETIT text HEOEF L & IR INTEHEG. TULOHEITZEZICLVEHR NS,
w1 Document DFE %, 2O DERE I ITBEDOEITET TE 220,

8.2.17.2.1 Document & ;AL DEH

document.title EHE iz T —2NE EN 7~ document EENXESINT-BE . HEHIT. FTLW
Document Z{ERK LET I 0 12, documenttitle EAZEHF 52 LN TExDH, K7 3D
BT, MEEFERICSLE R BREERT,

updateMode 2 &/ L 7= Document &1 ;LD EEH;

document.titte@value JEMEEDOFR Y (H : F37F) AELET 584, Document @ id@root fE LA U F
FThs, Document ¥ A RLZFHT5H L, %% Document NEREINTND DT XTOREHTT
FHrENnD,

<document>

<id root="ceb05f3d-ebb0-4547-9734-056efal34a7a"/>

<title value="Manufacturing Process and Controls" updateMode="R"/>
</document>

document.tittt@value 232 < B2 55468 (T7habb, HiLWX A M OBREEZERTLHE) .

LV Document 7Y =7 FEREHTHZ L, Z0LE, ZrAARHAHENSZ L RS
(RDEv7 a5

8.2.17.2.2 Document Text @ &EZF

language JBMEIZFE T SN D5 G238V | [6 U updateMode EHEZ DT % A2 Mgt & HHT 5,

document.text@language JEMEFH O T —F - IZ KB A EE L TH Document @ id@root fEIX[F U
FETHD, Z0Ok7 v a POFITITLEEFTOMAER 2T,

<component>
<document>
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<id root="ceb05f3d-ebb0-4547-9734-056efal34a7a"/>
<text language="en" updateMode="R"/>
</document>

</component>

Document @ text 232 2 B (EOBINE# %7y § 5854, updateMode 12 [R) DFE
AHE L, EEEDLANIRE LIE#RO FEXABR L2 & 25RT,

language BEHE O W IFIZET D H/RICHOWTI TRl T oFEH 1 N 2280z &,

8.2.17.2.3 Document &7 fiBLONTF X FDEE

Document @ title 35 XN text ER O O EH =B 555, TNENOEH GiEE AL DY
50

document.title@value, *7-1% document.text@language B D= T —F - X KB EZEEL TH,
Document @ id@root fEIZFI U E ETH D, ZDE 7L a L Fh O TILYEETONAEAERZZTT,

<component>
<document>
<id root="ceb05f3d-ebb0-4547-9734-056efal34a7a"/>
<title value="Manufacturing Process and Controls" updateMode="R"/>
<text language="en" updateMode="R"/>
</document>

</component>

Q DI F70E DU TIIXML TO L DI 3 2D = F

8.2.17.3 71 /ILDEFH

77 A VTR, 150 document E3E TRiR I 4L, % @ document 3R IIHEELD contextOfUse 2
EZNHBRTE S, 2OV TIE TDocument ODFFIH] 27 a T L TWb, BFED
R TFTIE, A7 7 ANVEHBICL > TR S H1E (725 Document % A hV) TR
NER SR ERH D, ZOX I RRBITEBNTIL, 77 A V&2 H 7272510 document 3% T
R TAMENGH S, 2O, #E0 document.text EHREIZFE U7 7 A AN AR HELT 8467
D, TOTFANET A NEHEEICED T 1 ERLTEETLILERND S, 2RIV TIE

'Document ®FFIH] THHALTWD (87382171 %5H) |

F LV document R EZERT HEE. URNZIH L7 7 A VOARNRERET DL, EEO
Submission 35 L TF Application (FREDEEZH) 2B TRIL 7 7 A VA BFIHTE L, 774
M, ST 7 ANVDPERBEICERH SN 7 AV EOgFNb B ESND, EINLHHAD Y
TV FIFILUTDEY -

o FHWREOTANFNERD (o Application NIZTFET D) 7 7 A MEFRHATHIC
I, RRCEFDOE RO T NV E Rl EEGhDH T L,

F72 % Application N 7 7 A V&R~ 7 7 A LS 2]
<reference value="../../NDA123456/99/m1/promotional_website.pdf"/>

o FH_WEOTFNEINERD (FHTD Application DD L —4 v ANICFEET D) T 7
ANE AT HIF, SRAZE RBEO T AV EL T DLl

[@ U Application ND 7 7 A V&2 IRT 7 7 A LR AH
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<reference value="../99/m1/promotional_website.pdf"/>

o HE_MEED T /LA NELT (] U Submission Unit NICTEIET D) 7 7 A /L OFEFIH
[7] U Submission Unit ND 7 7 A L& 777 7 A L/ AH]
<reference value="m1/promotional_website.pdf"/>

I 77ANVelmAAT 256 20, ZO7 7 A Ve T TIREEATHLILE. 7414
WELOT7 7 ANMEEZEVICEBRETLI0TH LS, Z2E7% 5, Submission Unit,
Submission, F7-1% Application (ZE O THRHT 5T XTDOT 7 A0, AU 7 4 /X HEENITAFE
ET 2 ETRERVNLTH D,

T 77 A VOBFARICET 5 B OFRICHOWTIX, THk S oRELT A ] 25280z
&o

KD XML > 7 iz, TReport for Study 11 &5 # A k/L® document E3E %7~ 9,

<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>

WD document ZEFE 21, FEOFIEFEI U7 7 A ADRETE7Z2 5 Document Z A kL& & HiZ50ad
SNTWBD, Z@ document EHRIL, 7 7 A LOFEIFEHZICEE L7-%KED Submission Unit |2
Ko TERENTWD, TNHEDOFITHESNTWD 7 7 A XA EROEBVIIHERT DL L,

<component>
<document>
<id root="79da2f37-02a8-4dcd-8552-54565hb093c08"/>
<title value="Summary Report for Study 1"/>
<text integrityCheckAlgorithm="SHA256" language="en">
<reference value="../sequencefolder/m5/531-biopharm/reportl.pdf"/>
<integrityCheck>5b94eb14cd31031a4d4539d0bcfbef028a91c04d2d2575990c4422947a9f437a
</integrityCheck>
<[text>
</document>
</component>

‘) EEDIEIH 51T 0 TIEXML TO & DIE S & DD = &,

8.2.18 Keyword Definition

keywordDefinition (X EH N EFKT D Keyword 423270 &, A vE—T OO
NTCIEa— R T EN 5, Keyword Definition D £ A AL, = bo—L K- R¥x 77
U TEFRZRSIN TR Keyword GEEERA O Keyword 72 F) DOEZEHRTHI L ThD,
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Keyword Definition (21344 Al & EA3%HT 72 > TH EALTE Y . Context of Use T Keyword Z+57E 9
LR SN, 1 FEEEITER O Application 5 T H-FI H 7T fE 72 J7 7 T Keyword Definition
ZEFZRLTH LW, ZOHE1T Application Z & Z[F U Keyword Definition Z#2H 32 M E 23 &
2o

8.2.18.1 XML LOEE

Keyowrd Definition D54 . XML A v &—® keywordDefinition Z3E 2 KD X 5 IZEE T 5,

e controlActProcess>> subject>> submissionUnit>>componentOf1>>submission>>
componentOf>>application>> referencedBy> >keywordDefinition

referencedBy 52 D HijIZ, informationRecipient, holder, reference, 73 subject 58 Z 5tk 3%
ZENTED,

XML OFER FEIZOWTIE, T VAOXML A v — B2 BRO = L,
8.2.18.2 XML EF

WDFRIZ, keywordDefinition ZE CHE /2T XTH XML BRI WEMEZ R L, FRlZefinRn
HLGEIXINEMT,

Q ClassCode £moodCode /#eCTD v4.0 XML X > & — 3 T/ AZE Th 5, classCode /s
/ACT/ . moodCode/Z /EVN (Z[EHE ST B, Z46 DFEFEICHIDMEN Z Fi
BBE, FDOXMLX > t— (T X F—~ (X L T2 TR,

4% keywordDefinition X, Z#UH & @ keywordDefinition EHEIZ &G D TEET D, AF—~TlL, %
keywordDefinition [ OME A FLH T2 2 EBAF TSN TS, eCTD v40 Tik 1 D
keywordDefinition BFIZ D& 1 SDEDOHILHTH Z ENFATEND,

keywordDefinition ZLF 23 FH S 41 5 F-AFIZLL T D#E Y -
e 4 application ZFH (2> X 07> 58D keywordDefinition 2354155 T 2,

o XEFEMNERT D Keyword 2T 255 1L, x5+ 5 keywordDefinition & f5iE7 % 4
ENRD D,

o keywordDefinition /% Application ® 7 A 74 A 7 V% L C LERZFRHTZ LY, oF
Y. Keyword Definition 1% 1 EEZ 34X, [F U Application N THALLEI D ¥ ToHhiz=
— NMEZBEH L CENESRT 52 LN TE D, 1E : keywordDefinition 1% Application =
LICERTHVLEND S,

8.2.18.2.1 keywordDefinition.code

code [1.1] | AEL#1 Keyword Definition OFEE |
EWHIT BT =TT
BHTh D,
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R Bt SEE fEDEL LA

A &
code [1..1] TX A bk A ME1X Keyword Definition O FE$H
Rt a— NEIZHIST 5 code J&
ich_keyword_ | " T&H %,
type 1 2&
TRP5
ICH F 7=/
Mot = — ]
DFEIH
[t = &
DRIETA
N =%
M,
codeSystem [1.1] %72 OID | codeSystam J&PEix, => hue—/b
ReARXXY77Y - VAT LE—E
ZRRBIS 2Rk 2 FEE T D,
KEMEDMEITZ— N« X7 AIZF
FREF72OID TRITAILZR 674
v,
TEMFETE code & codeSystem (ZLFADEMETH 5,
EHHA code 1Z3% 272 ICH Keyword = — ROFMETH D Z &,
BRAVE B eCTD v4.0 TREREHE L BTN TOEY -

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

o code@validTimeHigh

e code@valueSet

e code@valueSetVersion

e code@xsi:type

8.2.18.2.2 keywordDefinition.statusCode

statusCode [1.1] ARFEHIL, keywordDefinition @
KEE Rt a7 TEETH D,

Page 75



ESH R
BRAV S Bt

TIAT7 7 | KBEMIZAT— X A %54 a— Rl
v b TH 5D,
active 70 &

statusCode |ZMHDEZETH 5,

code BMEDMEIZH I Tactive] THDHZ &,

eCTD v4.0 THRERER L EMEITLLTO®mY
e statusCode@controllnformationExtension
e statusCode@controllnformationRoot
e statusCode@flavorld
e statusCode@nullFlavor
e statusCode@updateMode
e statusCode@validTimeHigh
e statusCode@validTimeLow
e statusCode@xsi:type

8.2.18.2.3 keywordDefinition.value
R JE 1 LEE A
&
value [1.1] AFEF 1% keywordDefinition ffi] ¢
Keyword Z@n| 3 272D =a— |
DaLrTFHEIETHD,
value.item [1.1] ARFEFEIME % O Keyword #5311 %
BESTDHaLTTEETHD,
code [1.1] TXA B AIBMEITER I D Keyword (Z%F
Ji 4% code EMETH 5,
FIEEFPEE L
Vy/:4
MANUOQOL X /=/2
MFR_001 72 &
codeSystem [1.1] THEA R A= ba—/ R« R¥y
TTV e VAT N BEITHRIT
FIEZEPEZFL | D codeSystem [ TH 5.,
e E
value.item.displayNam [1.1] AFEF 1T displayName 2 H57E 5
e AT TERTH D,
displayName & I3,
keywordDefinition == — RNIZx}t&d
LETHTHD,
value [1.1] TXA b KIEMEIL, EFSND Keyword D
value 3 o displayName J& T
/Big 5o .
Manufacturer / 7¢
ERIGEDIERE
LfE
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Bt SEE fEDEL LA

# 75
updateMode [0..1] Tv7 7w k| updateMode I%, Keyword

Definition D&% O % B4
R=Replace 2 & | H7=DIHEHT 5,

keywordDefinition.value [ZMZHDEHR TH 5,

value.item@code. value.item@codeSystem, value.item.displayName@value | 324260
BYETH D,

keywordDefinition.value.item@code 238 &3 %
keywordDefinition.value.item.displayName D8 —EIZEE B0 & & (T7b
. updateMode # FW 2@ G 22 3 T d ., BEfFD 2 — Rigk L THBlo
displayName@value 232 Sz & &) | ZORRBIIHTFTIND,

EHHR % keywordDefinition |ZIZIE(EE N EFE L7z Keyword % 1 D721 EHH T LN TX
Do

displayName@value |3 Keyword Definitoin 23Ff 2158 D 9 & HH Al GE/2ME— D @ I
THY . FHT 58E 1T displayName@updateMode |2 [R) DEEFRET S Z &,

displayName@value 73 587 S 4L TV R UWR Y | updateMode [ 3 /H L7222 &, o
F 0. YENEH STV R WEA T update mode 2 H L CiEZe H 720y,

B ID B L UGER % 1 R L keyword OFEFEIZE U 4 THIR TV HIEDOFEMIZD
WTIE, B2 32821851 %Dz &,

BB B eCTD V4.0 TARELREHR L BIEITILLTO®EY

e displayName@controllnformationExtension
e displayName@controllnformationRoot

e displayName@flavorld

e displayName@language

e displayName@nullFlavor

e displayName@validTimeHigh

e displayName@validTimeLow

8.2.18.3  fHiE

e T RTCDICH = pz—s N« NF+ 77 J/dgenericode 7 7 7 /Lf5 L INX 7L
o No— N7 A ISR IS, 2

8.2.184 BRHEF
keywordDefinition Z23% TR S D 7 T AR TR0,

8.2.18.5  Keyword Definition DE/ZET BH 1 F2 X

Ak 7 v a Tk, WA Keyword Definition OFEEE (4782 h, REENERT M) 1B
TR R OB &2 R, SHUE CIHEBRA ELEHINDI LI, ZOHA RTAUIHED

& (BWDANY T =27 e =D TIL, [ T DERED L ] &0 F, )

2 Pk i) FEIEHFEEIZESTRI O = 74 MIE#E Eh 5,

Page 77



8.2.18.5.1 Study Id Study Title

R ID 3 L OWER S A hL O keyword DIEZFEH T 556, WER ID_$HBRY A b X H1C 2
ODEENYAT o Z—2aT L FLits (($) ZHkATHORIT S,

RIZ keyword definition fE D #l 27~ -

<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

Bl C, Keyword D EFRIX 1 > ® Application OHEIFHIZI W TOAREHTHDH, LovL, HkE
HOEM TV A (Fl . 7 v—7{k &R 7= Submission) % & & L T, [A U Keyword Definition (=
— FBLOMEDOX)) %850 Application THEZH L TH L, ROEZ >3 o TiE, Keyword ®
ERBLOEMAICBIT S XMLA » AZ L ADTF ) A %5 5,

8.2.18.6.1 Keyword Definition
WD XML %> 7z, keywordDefinition OFERH D —-> T 5 Manufacturer Z7~7,

<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 =~ TIIERKD item EEEZFTLBET L ERRDHLNTNDHA, eCTD v40 TiX 1 2D
Keyword Definition ([Z>& 1 272 HET 5 Z &,

Q B DEIH 75100 TIFXML T E DN 3 200D = &,
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8.2.18.6.2 Keyword Definition DZn4 DEH

{5 L 7= Keyword Definition (2320 BNEENTNDZ ENRH 5D, EEH ) Keyword Definition 13
T EEIET DUENDL5E (A UBEERRENORL (B0 70 d) 2 ETHARE) X, £0
FRATTHEH TE 5, Keyword Definition == — RIZEF TX 7200,

V=g rAR1

<referencedBy>
<keywordDefinition>
<code code="ich_keyword_type_3" codeSystem="2.16.840.1.113883.3.989.2.2.1.5.2"/>
<statusCode code="active"/>

<value>
<item code="MANUO001" codeSystem="2.16.840.1.113883.3">
<displayName value="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="MANUO001" codeSystem="2.16.840.1.113883.3">
<displayName value="|JAcme Manufacturer'~§ypdateMode="R"/>

<[/item>
</value> displayName % 1E L \»
</keywordDefinition> ([
</referencedBy>

T FoRAEEHT 584, A U Application PN -4=T o Submission Unit GEZEICHEH L7ZH D
Hate) (XL CHEGAEAIND, ZOF Mo Application ¢ Submission Unit |2 1338 S 1
72\, REE O Submission Unit IZDAFRRA O F 2w H T 254, # L Keyword Definition %
EFRT DL,

8.2.18.7  #&# D Submission Unit /25 11& Keyword Definition DEH

EEFEIC L - T 1 ERE Sz Keyword Definition 1%, ZDEFNEH SR WIR Y FHET 54
FL72v, Keyword =— KX, Application N3 =T Submission Unit 8 L C[E U T2 T UL
RN, DFEY WHTELDIERTADHTHD, i~ OBEEIZ%F L, Keyword Definition =

— REEBRLOME 1O EFRTHZE, 2F V., 15D Application @ H1ClR] UAES % #H54(A]
EFRT DI EITTER,

Y= A1
= R 1 TEE I Keyword

<referencedBy>
<keywordDefinition>
<code code="ich_keyword_type_3"
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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>

v—7r A 1 @ Context of Use THEA & v 7z Keyword Definition

<component>
<priorityNumber value="1000"/>
<contextOfUse>
<id root="8c590801-c4ca-4940-bb4d-5a4cd32685d7"/>
<code code="ich_3.2.5.2.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<derivedFrom>
<!--"Controls for Material YYY" &9 % A [ LD L E-->
<documentReference>
<id root="d0c6463c-7538-4ac8-827d-65b083¢c3893d"/>
</documentReference>
</derivedFrom>
<referencedBy typeCode="REFR">
<keyword>
<code code="MANUO003" codeSystem="2.16.840.1.113883.3 "'/>
</keyword>
</referencedBy>
<referencedBy typeCode="REFR">
<keyword>
<code code="SUBO001" codeSystem="2.16.840.1.113883.3 "/>
</keyword>
</referencedBy>
</contextOfUse>
</component>

Context of Use 2keyword /L 7~ THLRD HH) TDERT, [/ ATGERM A G IZD
Q WCTid, a2 pfr— B F 77 V5L ONCH M4 [ [EFE g7 DR 8 75 D 72 60 D
F e T =N FF2 A, (CTD) D) 77 4 ESHEDZ &,

Q G DT 51720 TIIXML TOE D/ 3 B D =~

= R 3 TRES S LT Keyword
Z @ Keyword Definition |22\ T XML TiEET 2 BMEHRIT RV, > —F7 A 1 THEREINTE
'MANUO003| & %74 [Simple Manufacturer] 235 | &t & FIHATRECTH 5,

v —/r A 3 M Context of Use T & 1u7= 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"/>
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<statusCode code="active"/>
<derivedFrom>
<1--"Controls for Material BCD" &\ 9 % A F /LD L FE-->
<documentReference>
<id root="23967c61-99bf-4090-863c-15h524ee242¢" />
</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) TDZHR T, M A RELR A5 PHEIZ D
Q NWTIE, a2 pr—sb N ZNF v 77 VL NCHMA |31 DARGE 75 D 7 80 D

SF e T =Y e FFE2 X (CTD) DOk 7 74 L&D = &,

Q B DI 775120 TIEIXML TD L DFE I G 3 D = F

9. HIFEHOEE

HIE & RO PR & 1%, Submission Unit, Submission, 35 &% Application 5 A 744 7 V& %
9. ZTHiT eCTD v4.0 (T & o> TIHEFICHERIEA TH LN, ARFED A Fo#@HISITHD, T
A T A 7 IVOEIRIFIEIC BT S HHR° Submission Unit 25 O A O IEME 72 E 21T sk = & 12 &7
HI2, ZOME®RIT Tk L o3FEED A R CTRYHFbiLs,
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10. ECTDV322 A ytE—UhbDBFTIVEVT » AyvE—

eCTDV3.22 A v E—U 05 eCTDVAD A v — U ~HEFEER#BITTAIChT-> T, ULTIC%

DO EBNRH D

o BiTwvobtr 7« Avt—VIFEHEMOAIEHINS, BTy EY T - XA yt—

YDA AH AL RPS R2 Normative A —< R STV BN, Bt~y B
T e Ayb—UR VA0 A v E—TE LTHEET D Z E2EKRTH2LOTIERY, LR
STRBITY Yy BT « A vb—UOHERT, REET A FOFEEHFICFEH L T D
HNZHE D & DO TIEZRW,

o BITvwbt v/« Avb—UZENTHI LT, FREMEEFERICY — LV AILE
WMERRTDLZENAEEE 2D, THbHL 15DV —/LTv3.22E LN vA0 DREE %
R—=FTDZLENAREL LD, BITv oy BT « A vb—U TR OFRITHHR &
RNV, BRIE SN2 T —FEFEEHEH L TUTO 2 O OHMWEZEMRTE S ¢

0 eCTD M/ X— 3 [T Contextof Use DT A 7 %A J )L a5 LN TE
Do

o eCTD ™4 Application PN, F 7=1% Application [5l ¢ Document Z FHF]H3 5 = &n
T&E 5,

o CREEMICIE., WO DORFR T V322D ERIEILT H2UERH D20, BITT
7 —F Tl v3.22 DREHRERELL Y R— T 5, oF 0, HHEFN T, FAMH
BRICOOIHFEEELT X TCORGFEER L HIIBITTOILERD D,

o BTy LT Ayt —VERBHTE L5009 ITHIC L > TIRES N D,

FLEZE DI EFIE - Ll O T E DT~ 2 B2 o X o= ST
e TS, X wt— )T EIUEG DI ERAF P E SIS, FEZ o
DTl [Hitg = DERED S R &R0 L,

10.1 BIIRYEVY - Aye—CDOBE

v3.22 05 VA0 ~DBAITEEBRT 5 HikT—>Th b, Hiha 34 Application ® [Current View |
AvE—VERNTLZEICLST, 1 OOBfT~v Yy BT « A=V EHWCEET 77 «
Tl RTCOary 7 Y % va 0 ERICBEITT 5, Current View (XKD X D ICER IS ¢

o BiTvy b - AyE—IICiF, BHIERICREISNCREMOLEED D,
FRHBICHIR E T IXEBR I N T RWRIEMIX, FD T 7 7 V1 2 0585656 T 5 7>
E DN BGER R ST RTRBATT b,
o HIFRE/IIBE NV —T7HEFEFRLS,
e lappend] RED YV —T7ERB L RZOREEY —7 25T,
o UE: EZEMEHEIT, v3.221RAE A DT 7 A0 (B ¢ index.xml 72 E Mg
T LI LTV regional xml) IZEENTWDAREMEN S B,
o BATvyEVS « Ay—UHTOCTD RHLOEEILRD L,
o F—Ty T AN V322D A vt — « 77 AL (index.xml E 7= iF Mk = & (2 fE
LTW% regionalxml) OV —7HEENLERINTW W T 7 AL, A —T 7 -
77 ANDEENTREMITZ  OMIRICB W TH TSN D,

BT BT « AobB—UTEH22o0D7 744 (submissionunit.xml 33 X UF sha256.txt) D A% &
H322 e GEMIZOWTITEZ v 3 1032M) . HEEHITFHIROEELR 72 2 —ViZiE->
T, % Application BT~y BT « A v —VEEHTL2ENTE S, LITFTD v3.22 b
V4.0 ~DBIT7Tr B AIZLED ., v40 A vE—TEEDOEE® Document DFEFIHE L OMEHM O
AT AT NVIPMRFESID Z EDMRFES LD, Current View DT _XTDHO a7 UV 3BT~ v E
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VT e Ay —UTRETHZ L, CurrentView 1%, 1 OF - IIEHDO V322 A v E—T %W T
BHEINTa T EET,

E5gfaeyvbEyy - Ayve—SnTOER

I5—%L

Warning
DFH

Rejection %
X

W mmE

BITw o BT « XA vb—T 0N
o HIFEEIING L A HHFED Current View DRBAT~ v B 7« XA v —T&IRET 5,
o XMBLDHFEOBITY Y BT « A vE—U%BHIY RBBEICERE L TV D IREE T,
BiT~o B 7« Aob—UaBHLUIRLRY, T72bb, T8I T~y B
T e Aoe—UIEHREBEICLOOARATH S,
o WIEMEHLAREIL, FRHORBNIHIBIOBI Ty 7 « Ave—U %0 FF, 2k
WTHZ L,

Bii~o 07 « Ave—VONBIN) T —va v
o HHIMBIBIT~ Y BV S c AvE—VOHBREETET T 5,
o NUF—vary L= IRkDHTR T TLEFITL, N T —var - LR—FANTT
Z—% Tlrejection] F7-1% Twarning) & L C@m4 5,
® Rejections - A v =T A LT HRNCETENLERT T —%2RT,
e Warnings - A v E— OB E LT WL T —FIRT,
o H:1o0DNRYF— 3« LiAR— FZ Rejection & Warnings % & 412 & TG54 M
b,
o HHIMRBIIHEELLEBITv Y E LT - Ayt —VEAITT L, T72bb, Birvy By
T AyE—VIR1OORMERFRTH L,

NYF =gy LiR— bDXGE
e BHMRIEIBIT~Y VLY - AvE—VoREBERTHBMbLENZANAY T =2 a0 - L
R— b zZiRIET 5,
e TT—7oL
o BITvw B LT - AvbE—URNIIZT =0 0E, HiEHE X eCTD v4.0
Ayt —VOREREERBEZIBIT~ Yy E LY - A=V ETD T
%o BO T OEKIEITRAID eCTD VA A v & — IV N%Z[E SN DRI DI
ARETH H, eCTD v4.0 =2 T Y 3G Sz tk1d, B FiF okfEIx
CAPERES Y (A AN
e Warning A v&—
o BiT~obt L« Ayb—TDOxT—0fER, Warning 2342 U724,
ST Warninig A v B — U 24 L CeCTDVA.0 A v — T Dk(E % Btk
TEDLN, BiTw oy B 7 - Avte—U52RD TIF, BE/HKEZTL- T
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H LV B T OEIEIIR IO eCTD v4.0 A v — VR[5 SR
DHARETH D, eCTD VA0 22T Y NG Sni=%iT, B FIF ok
BIXZ T ey,
e Rejection A vy z— (Warning # vt —Y 2 &0 ALH D)

o NUF— g« LiR— MZiX Rejection F721% Warning L0257 —
WEEND, ZOLAR— kX, Submission Unit 233 H & 713, Sequence
Number AFEEID Y THND Z L ERT,

o TT—DOfR, BiTv oS Ao —URHAITEINTSGE, B
FEEHELR > CTHRBELZRRE L, Ay E—VE2HRETILERD D,

o HWHHANRDOAT v THPRETHIENTEDLLIZ, NV TFT—var - LA— ba#ll
RNCZETLZ L,

BiT~v o7« Avt—YORY Fif
o HFFHIIBITv Yy EL S - AvE—VERMY T HETH, Birvy BV 7 - Avk
—UNFHREEND ETOM., eCTDV32X A vbE—VDEEEMET D LN TX D,
o BiT~vw bt Avb—T0lY FIFEHBIZLLTO®EY -
o 7 Y Current View |[ZIEFEIZ~ > F L7\ 2 & % Warninig A v &— VR
THEG, Thbb, Avt—VL 77 A LANOREHORICA—ENH D, va.0
A= TDOTA T A 7 IVOBRFHIERRZER RIETHE,
o HFFIIZHEINTEZBITYYEL Y - Ave—UERD FIFHZENTEXD,
o HHIMR/IBIT~ Yy E LT « AvE—UNERICHIBRINTEZ EOMHREEEFE LR T
T2 672\0, ZOAT vy FITREFEEDFHRAINLENIATY 28 (V32x A vE—T Dk
B, FHRIIROBIT~ v BT « Ay —VORRHETH 2002000 5T,

BIEHEDOTET

e HEEHIL. Rejection £721F Warining IZB3 2T —&2BIEL, BiT~vy 7 - Avt
—VEBRHTLZIENTED, HEHFIFHLWLWEBITv Yy BT - Ay BE—URZES
NAHETIE, V22X A v E—VDOEEEZMEL TS LU,

o HilElOBIT~ v B« A vk —ISubmission Unit IZEI FE£7213EDY FiIFonTcnbiz
O, FHEHIFFIZ Sequence Number 2 FAIIH £ 7213 EI4 T2 L TX 5,

o (BIEIFXGE 722 HFED Current View ([Zxf L CHEHT 252 &, L~ By —4o7 v
AZV32X TIRMTHOMLEN O LGH. WICHRHTA2BITY Yy BT« AyE—U2FT
AT O Current View 27 Y 2 &5 2 L,

HEEEDNBIT~Y v BT« Ayt — VR TE %I, v40 A vE—T 20T, &
HOREMDT A 7 A 7 NVEBEITH Z &,

10.2 AE¥x—7

BITv o7 s Ay b=V ENDERPS AX—< LT RTCOMEEENGEND, AF—
< ZIEBIMOHKILCHBFETEROBIEIE TNV d, BTy BT « Ayt —T L v40
A=Y OWFIZE L AF—~EFEHTE 5,

@ TR DIEFFIR - LR F =~ IS DFIFIE T 1TANE = PEN SRS, BT~ > E
> L DE 7 T OIS B BER G S,

10.3 RBENyH—D
BT~ o OO OIR—M Ry A —1I2iE XML A v E—3 (submissionunit.xml) I X OF =
v 7 L (sha2bbtxt) D7 7 A NDIHEESDHH T L,
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771 (index, regional 5L CNSTF XML 7 77 /L) DERE 7 5] & i<,

BeBITIYELY - Avte—SDT 4 LT HEE
4 | regicnspecifiedfolder
4 | sequencenumber
| sha25b.bt

|| submissionunit.xml

FELEZ A DVEEFIE - submissionunitxml 7 7 7 LiF, v3.2.2 TH S A vt —2 -

Sequence Number 7 4 /L X NITIZ T # A F A ENRWT L, D7 7 A VETZIL T 4V F BFEALE

THGE. TORBITAITINS,
10.4 Ayve—UAuH

Ay —U Ny FOBRICIE, EEHLEZEEORTICLELR —HEOERITNA, A vE—V

VERUC I WTEAR LT A R LD THUB D TR A F] ON—=Y a AAFRPEEND,

WD XMLIZ, AF—<IIWo TA v —VZMiET 27O DOVEEER L OEMEEZ RT,

REBITIVELT - AvE—D - Ay HD XML BIE
XML Structure
<PORP_INO00001UV ITSVersion="XML_1.0" xmlIns="urn:hl7-org:v3"
xmlns:xsi="http://mwww.w3.0rg/2001/XMLSchema-instance" xsi:schemalLocation="urn:hl7-org:v3
PORP_IN000001UV.xsd ">
<id/>
<creationTime/> }

<interactionld/> INSDOHEHIT, T TRLEXIICEL
<processingCode/> T o= BT TRT L,
<processingModeCode/>
<acceptAckCode/>
<receiver>

<device classCode="DEV" determinerCode="INSTANCE">

<id> receiver.device.id (&
<item root="""identifierName=""/> 225 2-10.4.1.1)

</id>

</device>
</receiver>

<sender>
<device classCode="DEV" determinerCode="INSTANCE"> sender.device.id (&

<id/> 225 2-104.1.1)
</device>

</sender>

10.4.1 DABRRBLUEYE
AFx ==X, LT EE0R/NMEOEHRE Y FPAMETHD !
e ITSVersion : [XML_1.0] Z¥EET D L,
e xmins: Turn:hl7-org:v3] Z#RETHZ &,
e xmins:xsi : Thttp://www.w3.0rg/2001/XMLSchema-instance] Z48E 5 Z &,
e xsi:schemalocation : FgiDOA > X T 7 v a « AFx—~< -« 77 A )L
(xsi:schemaLocation="urn:hl7-org:v3 PORP_IN0O00001UV.xsd") #Z&M4 5 Z &,
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10.4.2

receiver@typeCode : [EEfE RCV] # 1D, A vE—TITEDDHHLE TR,
receiver.device@classCode : [DEV] Z5ET 52 &,
receiver.device@determinerCode : TINSTANCE] Zfg8Ed 5 Z &,
UTFOR#REET 2 o0 iditem BEEZEDDHZ L -
0 receiver.device.id.item@root : A v &— UIERICHW AT D 4 R E2iE [
TEDFEEIA R] ©OID ZIEET D,
0 receiver.device.id.item@identifierName : A v & —1ERIC WA A4 KE7-
X THU = DEET A R ONR—D 9 VR EEAIEET D, T8 Y RIIAEEN
ZRER L7720,

sender@typeCode : [EEME [SNDJ % 6D, A v tE—IIZEHEDHDHMLETR,
sender.device@classCode : [DEV] #$5ETHZ &,
sender.device@determinerCode : [INSTANCE] #$5ET 5 Z &,

XML D4l

UTFIZ, Avb—y « ~oXZEEND id BEEOXMLEZ 77, receiver.device.id E3E 1L FIEH
A RON—=V g UEREEGEALTND

<id/>

<creationTime/>
<interactionld/>
<processingCode/>
<processingModeCode/>
<acceptAckCode/>
<receiver>

v1.4"/>

<device classCode="DEV" determinerCode="INSTANCE">
<id>
<item root="2.16.840.1.113883.3.989.2.2.1.11.3" identifierName="ICH eCTD v4.0 IG

<item root="0ID for Regional 1G" identifierName="Regional/Modulel IG Version

Number"/>

</id>
</device>

</receiver>
<sender>

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

</sender>

10.5

RAAA—F - Ayt—

WIZ/RT eCTD v4.0 XML A v tE— DR EEF X, HL7 Version 3 RPS Release 2 Normative (232
NWTW5, FEZICETAIERITENFNEANDOE 7 > a mT, DFED, XML AF—<D
LI AN FHEEIZIE R > TR0,

10.5.1

TMM RS A—F - A yvt—SEBEMOBSH

UTORIZ, AvE—VIZEENLBREZBICENLOBE 2R, MADOKERIT A v—
ReAXAybE—=UTHOLND,

Page 86



B 78Ty T iAvt—CBREROBEETIL

Submission Unit

Priority Number

Category Event

Context of Use

{ Document Reference

Keyword

'—ﬂ Related Context of Use

Sequence Number

Contact Party

Person

Organization

12 Application

W Document

IS Keyword Definition

Submission Unit — 1 eCTD &
—rR

Priority Number — Context of
Use D& RIERF

Context of Use —CTD RH L

Document Reference — CTD
RHELEEEFITEND
Document B ¥ %

Context of Use Keyword —
CTD R LETOREMD
&R

Related Context of Use - &
xR LG DHBEDREY
)

Sequence Number — eCTD *
ytE—JICH5EENDEF

Submission - B # FE 1= (54
D Submission Unit H 518
REh BRG1EE

Contact Party — Submission

2B Y SEHSE

Contact Party — E#& Fc D&
AEHET H1ER

Organization — E#& & D #H
BEEET H1ER

Application — BA i F 1= 348
# D Submission M SFERL S
nBEREGLTHY . %D
MO TIX, B
Application ZHET S
Document - XEIZY %
AMERE LT+ ILTHE
ERNOEMGEHEET
Keyword Definition — 3£ {E &
MNEZET 5 Keyword Zi24t
EI)

Category Event— 2 —*% >
ZADOAEITKT BT miER

10

=
=

[y
(%]

..;:-.. .u.a

=
un

V322 5 VAO IZBITT ABRICHET ODBITY vy B 7 « A ve—2id, LTFTOEZBLET

b5,

A= o X
0 receiver.device.id
SubmissionUnit

o id

0 code

Context of Use

o priority number (Context of Use = — R~ & Keyword = — R D#AG O T & ICH4EE)

o id
o0 code
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0 status code
o0 document reference
o keyword

e Sequence Number

e  Submission
o id
0 code

e Contact Party for Technical Contact
o Contact Party type
o Person identifier
o Person name
o Person telecom

e Application
o id
0 code

e Applicant
o id
O name

e Document
o Id (version4.0)
0 Reference value
0 Leaf reference (URI 77 /L =Y XA - SequenceNumber.xmltype.leafid
(0032.ich#NLAS57D17EB601C9EDCA 72 &) )
e Keyword Definition
0 Code - type
Code for keyword value
Status Code
Value for display name

[e}NelNe]

10.5.2 RA4AO—F£RICEATS5ZEEEE
BAT~ o B 7« Ay —2id, BITICHNERR/NNROESRE EBIEORNEEND,
10.5.2.1 BAEF
XML A vE—T DA va— REfGET 57201203, UTOBRBERLETH S :
e controlActProcess@classcode : [ACTN] #$5ET5HZ &,

e conrtolActProcess@moodCode : EVNJ ZIRET 5T &,
e controlActProcess.subject@typecode : [SUBJ] #5ET 5 Z &,

10.5.3 BT YEVY XML A vE—S D

WOEIZ TMM XML OFEffEE (T72bb, XM r—R - XAytE—Y) & XML AF¥—~vDF
RCOEFRE T, 20T, YE%MEEICE D controlActProcess .,  submissionUnit
submission 33 X O application D EF THER ST\ 5,

MEHLOTFA D - Ry 7 RZHEREA L, BRICHET HMERERELRT2DIC, ZRE
ELTAE BEE2ETHRL, B7 v a U BFEAEH) 003 MR LoERED A F] (B
MEAMTET, HREAEOHEE CTHH Z EarnT) T 5,

Page 88



ROBATYELT - AvE—D0HE
BT o BT s A yB—I1E, 1 — RXML A v & — 3 dDcontrolActProcess?H» & B A 5,
VEEFRIT LR (B2 22 2104) OV THY . submissionUnit & ORI FLIEH I D,

<controlActProcess classCode="ACTN" moodCode="EVN">
<subject typeCode="SUBJ">

submissionUnit 235 (21X, LA T @ Context of Use B & Z D @MEN G EN 5 -
e component.contextOfUse
o primarylnformationRecipient. Territorial Authority
o0 replacementOf.relatedContextOfUse
o derivedFrom.documentReference
0 subjectOf.submissionReference
o0 referencedBy.keyword
o RFEETA FITZ IO DEREN TN TRBS N TWD DT TIERY, FEMIZOWTIE, [H
WL DFETA R 220z L,
<submissionUnit>

- ( \
z::(ggeb submissionUnit (&2 > = >~10.5.4)
-l FIEH 4 K5
<title/> \%ﬁ;&®%ﬁﬁ4F,m |
<statusCode/>
<component> R . .
<priorityNumber value=""/> } priorityNumber (&2 >3 >~10.5.5) )
<contextOfUse>
<id/> ( T N
<code/> | contextOfUse (& 25 >710.5.5.3) )
<statusCode/>

<primaryInformationRecipient> —

<territorial Authority> ~
<gov<eiijr}|>ngAuthor|ty> primarylnformationRecipient.territ
<name/> orialAuthority
</governingAuthority> Hlk = & ORIET A R y
</territorial Authority>
</primaryInformationRecipient> _~
<replacementOf typeCode="RPLC™> [~
p<re|atedC0ntg>E)t OfUses replacementOf.relatedContextOfUse
<id/> 1 BT~y Er S - AyE—UT
</relatedContextOfUse> WEEH L 72w
</replacementOf> _J J
<derivedFrom> ™
<documentReference> ( . h
<id/> - derivedFrom.documentReference
</documentReference> (727210563
) N J
</derivedFrom> _/
<subjectOf> ) P N
<Suiﬁiﬂ%22‘;‘;e£zgie> - submissionReference
> e e \\&
</submissionReference> L il = & 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 & Z Dk 27 2 a 13 submission 232 DR EICEIFRT 2D, Submission D% 1T < 13K
DY
e sequenceNumber (submissionUnit & submission O BEMEZ /R4 HFE 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 RFETA FITIX IR D OERBLH SN TVD DT TIEARWY, FEc W T kD
EDFETA R 2ZROZ L,

<componentOf1> }[ — —. ]
<sequenceNumber/> sequenceNumber.submission (&~ > > 10.5.11)

<submission>
<id/> }[ submission (&2 &7 >10.5.12) ]
<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> —
<subjectl> B B
<regulatoryStatus> regulatoryStatus — 17~
<code/> > vybEr7 . Ayk—TT
</regulatoryStatus> IXEEF L2 u,
</subject1> _ %
<subject2>
<review>
<id/> [ review — il = L D FEH A RE W
<statusCode/>
<effectiveTime/>

~
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<subject1>

<manufacturedProduct>

~
<manufacturedProduct> manufacturedProduct — il
<namel> DL OIS A KB
</manufacturedProduct> = )
</manufacturedProduct>
</subjectl>
<h0lgae;;ncam/> }( review.holder il = & o FkE )
N \‘Z%E’E
</holder> A REIR )
<am£ferr>ritorial Authority/> ( review.territorial Authority —f1Jik )
</author> ’ \ SEOREAA FEM )
<subject2>
( N N
<producéc7tegory> productCategory —Hilk = & 52
<code/> E ¢ A
</productCategory> (= B )
</subject2>
<subject3>
( N N
<regulat3r>/8tatus> regulatoryStatus —Hilsk = & D5
<code/> LE ¢ 15 B
</regulatoryStatus> i )
</subject3>
</review>
</subject2>
<subject3>
<mode>d / [ mode —HUEk = & D FIEH A KB }
<code/> i
</mode>
</subject3>
<subject4>
<regg(lja(1)tdogf eviewTime> [ regulatoryReviewTime —Hfilik = & }
,—-—‘qt N \\é
</regulatoryReviewTime> DFZENA P
</subject4>
<subject5>
<SUb2<;7ilonGroup> [ submissionGroup ik = & D % }
3 N N
</submissionGroup> WA B
</subject5>

XML Structure

XML O Z D& 7 2 = 1% application E3E DI EICEAMRT 5, Application &7 > = Zid, LA

ToOHEZLBUENZTEND
holder.applicant
informationRecipient.territorial Authority
subject.reviewProcedure
reference.applicationReference

component.document
referencedBy.keywordDefinition
<componentOf>
<application> application (&2 > 7 >
<'d><item . 10.5.14)
<lids Hi = & DI A RB
<code/>
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document (&2
> 72-105.17)

keyword - 17~
BT e Ay
= TIIfEH
L72uy,

keywordDefinitio
n(tzsa >
10.5.18)

—~

<holder> N

<applicant>

<sponsorOrganization>
<id></id>
<name></name>

holder.applicant (&2 >3 >~
10.5.14.3)

</sponsorOrganization>
</applicant>
</holder>
<informationRecipient>
<territorial Authority>

_/
BN

<governingAuthority>
<id/>
<name/>
</governingAuthority>

informationRecipient.territor
ialAuthority Mg = & D3
WA PSR

</territorial Authority>
</informationRecipient>

_
<subject> N

<reviewProcedure>
<code/>
</reviewProcedure>

DRIETA NS

reviewProcedure — ik = &

</subject>
<reference>

<applicationReference>
<id/>

applicationReference —Hfilik
L DEETA RB]

</applicationReference>

) e e

</reference>
<component>
~— <document>
<id/>
<title/>
<text integrityCheckAlgorithm=
<reference/>
<integrityCheck/>
<[text>

—
—
<keyword>
<code/>
</keyword>
</referencedBy>
</document>
</component>
<referencedBy>
( <keywordDefinition>
<code/>
<statusCode/>
<value>
<item code="" codeSystem=
<displayName/>
<[item>
</value>

~—

(__ </keywordDefinition>
</referencedBy>

</application>
</componentOf>
</submission>
</componentOf1>

<referencedBy typeCode="REFR">

mediaType="" language=""">

s,
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<componentOf2> N
<categoryEvent>
<code/>

<component> subject.categoryEvent — it = &
<categoryEvent> ~ >— DEIES A 1B —_

<code/>
</categoryEvent>
</component>
</categoryEvent> _
</componentOf2>
</submissionUnit>

</subject>
</control ActProcess>
</PORP_IN000001UV>

K7 arOFXTOFRIZ, AF—~HNTRBITY Y E LY « AvB—UORBRERDN BT
HNEFF CHERL S LTV D,

10.5.4 Submission Unit

BT S - A v E—I 0 Submission Unit EZE121%, LLTOEEZENSEND

e submissionUnit.id
e submissionUnit.code

LI F%&Te, Submission Unit T—fRANICTRH SN D ZDMOT R CTOEREZIZEH LZGE. Th
LOHERITEHIND

o title
e statusCode
e componentOf2.CategoryEvent

B OEZIIBIT v B2 @ Submission Unit TIZARETH 5, ERLHM TR S 5351
BIOa—NMEOHLNVLETH D,
10541 XML LDEE
XML 2 v & — @ submissionUnit B IZK D X 9 IZELET 5 -
e controlActProcess >> subject >> submissionUnit

XML OFER TSV T, #9EZBHROZ &,

10.5.42 XML EF
R DFEIZ, submissionUnit B3 THELR T _To XML EHHEEB L OVEtk & BRR e f k2R
‘g—o

Q ClassCode £moodCode /ZeCTD v4.0 XML X » & — " T/E A2 THh 5, classCode/d
/ACT/ ., moodCode/t /EVN) (ZEESH TS, ZHEDFEHE L THIDMERZ
FASEE, FOXMLA vt — (R F—~ I8 L TR TR,

Page 93



10.54.21

submissionUnit.id

ESH R

[1.1] AEHRIL, AvE—VTEEFEEIND
Submission Unit # — & \Z#%519 2% =
YTTERTHD,
root [1.1] #2472 UUID | id 232 root &1,
submissionUnit @ 7" 1 — /3 )L — &k
B Z R 5,

id@root (ZMZHEMTH %,
id@root ILZF D submissionUnit IZkf L T—ETHDH Z &,

10.5.4.2.2 submissionUnit.code

R B LEE EDT A

A &
code [1.1] AHLF X Submission Unit D 7= & @
a— NMEZHERT a7 TR

T D,
code [1.1] THEA R code J&M: 1% Submission Unit % 1
WO a7y OfEE R~ — 5
ich_sub_unit 1 | DIETH 5,

codeSystem [1.1] M7 0ID | KX ha—/L R - R¥y

ESH R

10.5.4.3

10.5.4.4

submissionUnit B3 TR S D 7 7 AER|IT 720,

TTY - VAT KBS
% codeSystem @ OID TH 5,

KDL 2 — N 2 X T AT
BEREI 77 OID TLRINTHITLR B 7%
U,

code@code J& 1% Submission Unit IZ o X 1 SOHIEET 5.

Zoa— MEEFRBIT Y B S - A v'—0 78O Submission Unit 2779,

&

T NCDICH 22 pz—sb N - NF 77 V)T genericode 7 7 7 /bdo L INX 7L

Ro—h 77 Al S5, B

BHEFE
FEHNC W THl = & D EEL A R

EHBOZ L,

10.5.5

Context of Use @ Priority Number

BT~ v BT - A v B— T Priority Number 2343 C& %, Priority Number (34 1% OJIAFF
FEFERIEH EN S,

10.5.5.1

XML _£DEE

XML 2 »&— @ priorityNumber XK O X 9 IZELET S -

8B AR FAEHZEEIT ESTRIO Y = 7 1 MaB#Eisn 5,
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e controlActProcess >> subject >> submissionUnit>> component>> priorityNumber
XML OFEl FIEIZOWTIE, #IZSROZ &,

10.55.2 XML £ZF

WDFIZ, component.priorityNumber 23 T E 23X TO XML EHEB L WEEEZ R L, Rl
BRP O LGEIXINEMT,

Q typeCode/ZeCTD v4.0 XML X > & — 2 T/I 72 Th 5, typeCode/d /COMP (Z/EHE
ST, XMLX w&—=2(2, ZDFHEE L THDER ZFNSHE, DA
T IR A L TRL TR,

10.5.5.2.1 priorityNumber
S =43 ZEEE fEDZY A
v 75
priorityNumber [1.1] APEFE 1T Priority Number & & DIz
KIGTHa LT FEETHD,
value [1.1] Hfie priorityNumber @ value J&E1%,
1000, Context of Use 2258 DA 1T (4E
2000, 3000 | AT 2%#EEEET D,
g
EMFETE priorityNumber@value J& I M4HTH 5,
EHBA % contextOfUse B3 (Zf L C Priority Number Z#5E3 2 Z &,

Z OfEIER K 6 HTDIEDHEH (1~999999) T, [A U Context of Use = — N &
Keyword =t — REDFHAG o % £ contextOfUse R AT 2,

[ U Context of Use = — K & Keyword = — RDfHAG 2 A4 L Ty 5 Context
of Use D47 Submission Tix, [1000) 7>5BA44 L T 1000 >8NS w5

( 12000) . [13000) 72&) Z &H#ESEs LD, ZHUZL D, Context of Use % 1lf7
NEEZHARAT D L XIT 1, 10, 100 DHSGHEA 2 TE 5,

[/l U Context of Use =— K & Keyword = — R DA A& > @ H T Priority Number
PNEM L CIE72 572\, Priority Number OBEAIZ B9 2 AR RN DWW T,
[Huk =L DFETA R 25ROz &,

[i] U Context of Use = — K & Keyword = — R DFA5A 1>+ % Ff> Context of Use 2
FHARTT O, o OEFELZNEAFAHT T 2 72912 Priority Number 248 /9
}:)O

10.5.5.3 FHiE
Q " DEFIZ T EPEIHGIL 0,

10.5.5.4 BHEF
priorityNumber BL38 TERAMN S5 7 7 ZAZEFRIT /20,

10.5.6 Context of Use

Contextof Use IZ X > T, BEFV —7 DT A 7% A 7 VLA 4% D eCTD v4.0 A vt — THEAT
TEAL9175, 2D, Contextof Use ITBIT~ v BT « XA v bB—ICRAIRTH D,
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10.5.6.1 XML _LDEE

XML 2 & —® contextOfUse R IR D L 5 IZEET 5,
e controlActProcess>> subject>> submissionUnit>>component>>priorityNumber> contextOfUse

XML QR FEIZHOWTIZ, Z9EZBHROZ L,

10.5.6.2 XML ZEF
W DFFIZ . contextOfUse BLFE THE/R T T XML BEEB I WEMEZ R L, B R~NH 5
LAIE I N AN,

Q classCode £moodCode/ZeCTD v4.0 XML X > & — " T/E A2 Th 5, classCode /T
/DOC/ ., moodCode/t /EVN/ [Z/HE S TS, Z416 DBIEICHIDMENE EI
SHE, FOXMLX > t—(F X F—~ (T L T2 TR,

10.5.6.2.1 contextOfUse.id

[1.1] ARBEHE T contextOfUse ak I+ % A Ak
5T TEETHD,
root [1.1] #2472 UUID | id 32 O root J& 13, contextOfUse
DT v — )BT A R
5,
EHFEIR id@root [ZMEDEMETH D,
BB id@root 1%, #EH SN 5T TD contextOfUse (2% L T—EHTHDHZ &,

10.5.6.2.2 contextOfUse.code

code [1.1] ABEHIT contextOfUse TEE N5
ATV BTGS2

TTHEZTH D,
code [1.1] T XA K | code JEMEIX A L AR 2 — N

HET 2. ZOMEIXICH £7213H

ich 3.2.p.2.3 | flMmIZ Lo TERINLD,
g

codeSystem [1.1] %72 OID | codeSystem @iEiL, = hu—/L

KeRFr 7TV « VAT hE—K

(2R3 2R - 24 E T D,

KEHDMEITZ— N« > XTI
FRENTEOID TRIFIULR H L
%
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code 35 X O~ codeSystem @ #4295 Z &, 2 HDBMIIEEEFEY — 7 DfE & —
L TCWRFUEe b2, a— NMEFBITY Yy B 7 « X v — Y OERFEC
MAEE b, BIT~ v B 7 « A v— N TlE Context of Use =— K & Keyword
a— ROMAEDLEERFFTHZ L, 7272 L, Study ID & Study Title (X Z DR Y
T, FEMIITE 2 v 3 > 10520 2,

U 2B code BT Context of Use DREIERHC LB TH 5,
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10.5.6.2.3 contextOfUse.statusCode

R B ZEEE B
5
statusCode [1..1] ARERTar ha—L K- RF¥x 7
ZY s a—RFRgEnizarsrrE
FTHY . Context of UseDIRHEZ 7=
7,
code [1.1] TV 7 7| code JEM:IE. Context of Use 23 A %)
> bk . D WITHIBRS NI D RS RET
EDMEEFRET b,
/active /
statusCode ZEF F 4TI L, fH% lactive] 2952 &,
LA e statusCode@code [E4 A vy E—VICED TEETH 2 L,

10.5.6.3 FHiE

Q T NXTCDICH =2 pz—sL N« NF 477 U/ genericode 7 7 7 /b5 L INX 7L
Fo— 77 A ICF#H SIS,

& =Rk BRI L o TESIZHRIP RSN S HEP D B, BAT 5 [
B =& DEREDL R #2752 &,

10.5.6.4 BRI EF
contextOfUse 235 CERAN S 41D 7 7 AR IL 720,

10.5.7 Document Reference

ZOEHRIT, BT ABITY v S« XA w'— 0 Submission Unit, E7-IXLARTNICHEEE L=
1T~ ¥ 7 « A vt&—0 Submission Unit TiE{g 7z Document ~DZSRIZFH VLU 5,
10.5.7.1 XML L£DEE

XML 2 & —<® documentReference BTk D L 5 IZELET S
e controlActProcess>> subject>> submissionUnit>>component>>priorityNumber>
contextOfUse>> derivedFrom>> documentReference

derivedFrom B3 D RIIZ 1 O F 7213845 D replacementOf EHE A Gk 45 Z LN TE 5,
XML OFER HIEIZ Wik, RIEZSHOZ &,

10.5.7.2 XML ZF

Wk DFEIZ, documentReference B3 THERTR_TO XML EHEB L OEMEEAZ R L, B2 FERN
HHEEIT AT,

Q classCode & moodCode /ZeCTD v4.0 XML X » & — 2 T/FAZETH S, classCode /L
/DOC/ , moodCode /Z /EVN/ (ZEHESH TS, ZH6DHEFEEL L THIDMEH
SENSEE, FDOXML X v — (g X F—~ I L T2 T,

24 BRI FAEHZEEIT ESTRIO Y = 7 1 MaBHEisn 5,
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10.5.7.2.1 documentReference.id

[1.1] AT Document ~D 2 MR IE#H &
KT a7 FEHETHD
root [1.1] %472 UUID | root B & 7213 id BRI, SRk
Document Z3 D 7 11— )L —Eik
B 2R 2,
EYPFEE id@root B IZMHTH 5,
EFHE id@root I%, #EHT AT~ Yy B Y « X B — @ Submission Unit, % 72 1L LLRT
DT~ v B« X —T0 Submission Unit Ti&{E S #17- Document ~D%
Wchob,

10.5.7.3 FHEE
(’ T DHEFIZ T EPEIHEIL2 0,

105.7.4 BRI EF
documentReference B3 TERA SN D 7 7 AR T2\,

10.5.8 Context of Use @) Keyword

v3.2.2 U — 7 ICRHEfF T B 729 _ T Keyword 1%, referencedBy % £ L T Context of Use 235
BT 2, 2 b0 Keyword (21X Y — 7 EZROEM, / — NILREIIN 7 7 A2 7L L
TEEN TV b DL H D, T XTOREFEIL, Keyword Type (ZBfR7e < fRH S 2L b
W, DFD, v he—L K AR¥y 77U ET Keyword Definition o—# & LTI I
Do /J— RILEDBLRNZEER FIRE ChH o 72356, 7 v—7 « Z A ~Ld Keyword Definition % H
WTC, RIUEZFET D2 &, HED / — FEENE URH U E 72IZ AN FHE THRE Sz
B, FNODOEER 1 SO FV—7 « X4 FLd Keyword Definition (2425 2 &, 62, /
— FIEIROMREF L 72 H5E T 2 —/L 1 O Context of Use RF¥ ¥ 7 Z VT OWTIE [H Z & 5%k
TAR] 22RO L,

FLWERPBIMENTLEI D, BIT~vv BT « A vB—UWNTH LU va.0 Keyword O 4
A TEBELTIIR S22,

10.5.8.1 XML LDEE
Context of Use D354, XML 2 vt —? keyword EHE IR D L 5 IZEET 5,

e controlActProcess>> subject>> submissionUnit>>component>>priorityNumber>
contextOfUse>> referencedBy>> keyword

referencedBy %252 O FijIZ, primarylnformationRecipient, replacementOf, derivedFrom, = 7213
subjectOf BER#Flk 95 Z LN TX 5,

XML OFRFIEICHONTIE, BIEZBMROZ &,

10.5.8.2 XML EF
ROFEIZ, keyword R TUH/L T~ TO XML EFR B LOREMEZ R L, Fl7 R0 6 2 5613
ZhEf,
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Q classCode £moodCode/ZeCTD v4.0 XML X > &— " TlEARZ Th 5, classCode /T
/ACT/ . moodCode/Z /EVN/ (Z/HES TG, SHoDEEE L THIDERE
FASHE, FOXMLA v — T R F— (T8 L TR TR,

Q eCTD v4.0 XML X »» & —’/Z/dtypeCode 3. 25 T 5, typeCode/Z/d /REFR/ #77
ET B L, ZDEIEE L THIDMEN G FE55, COXMLA »t&—2F X F—
TITH] L TR TR,

10.5.8.2.1 keyword.code
R B B B
Fo
code [1..1] ARFEF L Keyword % #5195 =
YT TERETH D,
code [1..1] T HF AR AJE 1T Keyword 0 21— RE %
7~ code BIETH %,

/ich_route_1/ ,
/MANUO001/ # 7=
/4 /MFR_001/ 72
& (HEFEZT VT
r DLE)
codeSystem [1.1] T XA L codeSystem J& X = hr—/L
ReRF¥YT 7Y - VAT L%
5l . OIDMEE 721 | —EIZ#ABIT Dkl 2 fET
EEENERLL | D,

TX Rk
KFPEDEIT =2 — R+ > X T A
(Z BRI F172 OID TRITHIEZR
50,
EMFIR code & codeSystem EMEIXMIETH 5,
Keyword IZfEETCEX 52— KX 1 DOHRTH D,
EHHA code DFETAIE, FIETHI— R« VAT LANLEETHZ &,

BiT~ v B 7 « A vt—U PN TlE Context of Use = — K & Keyword =2 — K D# 7
HBoEEREFT S 2L, 72721, Study ID & Study Title (X2 DR D TldZevy, &%
M2 v 31052028452 &,

10.5.8.3 FHiE

Q T NTDICH =2 pz—s N« ZF ¢ 77 V) genericode 7 7 1 /b o KX 7
Ly For— P77 A Z7# S S, B

10.5.84 BHEF
keyword B8 CTERAN VD 7 T ABRIT R,

10.5.9 XML > 7L : Context of Use Bk & Keyword BTV EVS
OB, BIT~ v BT « A vt—IZHW S Context of Use & Keyword @ XML % 7579,

5 SR FAEHFEEIT ESTRIO Y = 7 1 MaiBHEisn 5,
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10.5.9.1 ZEEEFHEHE L /- Keyword F#F D Context of Use

<component>
<priorityNumber value="1000"/>
<contextOfUse>
<id root="d82eb3db-04ed-48d8-85db-4a83balefb6d"/>
<code code="ich_3.2.p.7" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<derivedFrom>
<documentReference>
<id root="3452ada4-7f91-49dd-be9d-fee71d0ca3e8"/>
</documentReference>
</derivedFrom>
<referencedBy typeCode="REFR"
<keyword>
<code code="PRD-001" codeSystem="2.16.840.1.113883.3 "'/>
</keyword>
</referencedBy>
<referencedBy typeCode="REFR">
<keyword>
<code code="DOSE-001" codeSystem="2.16.840.1.113883.3 "/>
</keyword>
</referencedBy>
</contextOfUse>
</component>

NWTIE, a2 fr— b NN F 77 VL NCH MA | [E55,1 DR R 75 D 7 60 D
ZEF e T =Y e NF2 X b (CTD) D) 7 74 a0 = &,

9 Context of Use 2keyword /L 7~ THILND HH) TDHZART, (fEH AJREL# AL P IZD

Q B DEIH 751200 TIFXML TOE DN G| 3 200D = &,

10.5.10  FABRE:ETFH Z ST Context of Use

v3.2.2 OV — 7 I BRBEEH (B B ID, RER Y 4 L, BiiE) A S T0ERC, RKERBTEH
DT AN BT EELLEOLHY ., 25T vA0 O Keyword (ZBATT A2 0ENH D (E =
RO~y B 7IIRICTMM B~ Y B 7IRT) o TRHDOERLT 7 A0 - X270, H5E
& BIEAHT BTV % Study Tagging File IZR#I ST 5,

FIZIE MA231 L FD Y —7 OfnlFi3, indexxml [ZFRfi S5 & & biT, FMEDORNF 2 STF
CHE S, BET LAY 7 EhTng (B idmd2111)

B 8: index.xml 274 IAD')—72

<leaf checksum-type="MD5"
version="stf version 2.2" xlink:type="simple"
checksum="421e55366d62fad0e9510f6aed005272" operation="new"
xlink:href="m4/42-stud-rep/423-tox/4231-single-dose-tox/stf-jm-12-345.xml"
ID="idm42111">

<title>Study No. JM-12-345 STF</title>

</leaf>

Page 101



B9 Vv322ERELUVITI7AIL -4

<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 f & ™ m5.3.5.1 il F O leaf B 72 &', Property B35 2 479 % 72121, Context of Use (2
Keyword Zf5- L. 7> Keyword Definition Z42#t L 72217 1uiE 72 5720,

B 10: v3.2.2 Property &

<study-identifier>
<title>Wonderdrug Study S107</title>
<study-id>S107</study-id>
<category name="type-of-control" info-type="ich">placebo</category>
</study-identifier>
<study-document>
<doc-content xlink:href="../../../../..[index.xml#r345">
<file-tag name="synopsis" info-type="ich"/>
</doc-content>
<doc-content xlink:href="../../..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>

£ : STFDTDX° STF A X A )b — MIt# SN DX 2ADFRGE [L111.1) X, STFA AKX
A DG L > TED D,

INHDHEBRLT 7 A )« X7 % VAO ITBATT HI2HT20 . Current View DIEHR BT I 72D
EREET D722, STF a7 Y RHWHRD, LFOFEIL, STF Dar T oY EBiT~ v
BT e Ay —VICEENDIEREEMF T LD TH D,
¥ : codeSystem JEVEfE D keyword = — RZKFET D720, 51% info-type IIRE & 72 5,

# 10: TMM @< v EVY
v4.0 EL3E/JEVE B

v3.2.2 BRIEM B

Leaf

A leaf EFH I,
m4.2.3.1 /L I &
HTEMB, va0 D
Context of Use =— K
DENEE D,

contextOfUse.code@code

AJRMEMIL, v3.2.2
D leaf BLRAE 2 FE T
CTD RH L LA
T 5,

Page 102



v3.2.2 BLE/ B

B!

| v4.0 ZHRIEME

wt i

Study Identifier

Title

AR A PV EIR
j—o

keyword.code@code

AJBMEAE I, v3.2.2
@D STF 29 iR
A MLEREET
60

By 1 b
T, EEHEEED
Keyword Definition
ELTHRIBEND
VEND D, F
[N
TR ID LSS
NiZ1-o0fEE LT
Tbns, B v
5> 10.5.20 %S
DT &,

Study -id

R ID 2R,

keyword.code@code

KEMEME L, v3.2.2
@D STF 43k BR
ID AT 5,

A ABR ID Ik, 2%
5 &F I B O
Keyword Definition
LTI
VEND D, F
7=, RBR ID (3B
A RILEFES S
Nr-1-o0fEE LT
wbons, v v
2 10520 =&
DL,

Category

ARBEFIL, ICH (2 X
> TEHIND
Keyword (4
duration . route of
administration .
species ) & @ & ¥
%, Category 3%
H I3 BN TF
EL., ZOETHE
ITEINDHENH
5o

keyword.code@code

AEME 1 2o
. 150 Keyword
ZBATT Do

v3.22 STFIZ L » T
f£ M L 7= Category
DENZTNITDN
T, 120 Keyword
DRSNS,

Study Doc

File-tag

AREFIE, leaf Tt 5
SNnNHT77AN e X
7T, leaflCEd

keyword.code@code

AAF 1L Document
Type Keyword & L
Tieisns,
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v3.2.2 BRI/ B v4.0 EHE/BE B!
L7740 ZTD
HNBITR R TH
50
Property leaf ZEEIZ AT 5- S5 | keyword.code@code A L site-id
site-id TH 5, Keyword & L T #&
Hainb,
7« site-id X, 25
FEE O Keyword
Definition & L T#z
HEIN20ERH
60
STF DEH

I, PIEHEHRICHE R ESNDAEMERH D, 77 AV « X TRFEHIN TV LA, BITICHT-
- TlX Current View ZHEHTD2MERH D Z LD FTOERPBATHRIZ /D Z LI E

L2,

11 EHShT= 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>

INKILICEH SNTHE, BiT~ v BV S « XA vb—T WD Context of Use B3 AT
< Species Keyword & L CiZ mouse) Tix72< Trat) NEHENEZRETH D, BHATOEHRE
BT~y BT« Avb—JICanlidst. = — L Ens,
10.5.10.1 XML #> 71
BiIT~ v B 7 -« X vE— 0 Context of Use 35 K O Keywords @ XML Frafl & 7~ 7,

<component>

<priorityNumber value="2000"/>
<contextOfUse>

<id root="3b60del11-5277-4a62-beda-6ac87e046elb"/>
<code code="ich_4.2.3.1" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<derivedFrom>
<documentReference>
<id root="be916755-a4bc-454a-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>

o REENEET D Keyword D Keyword Definition (3, BT~y B 7 « Aok —VICE&H 5
WD D, B ID K ORER & 4 R LD keyword OFEAT/L—/WZ DWW TIE, £Z 3 > 105.20
BT L L,

10.5.11 Sequence Number

sequenceNumber | X B FERJIZHE NN~ 5 FfE T, Submission N & 72 1% Submission f#] CIEFF & gk 51 %
HEFRF T A7l &5, Znid 1 >0 Application ICBW T —EDETH D, Hl4R T &1
NYF =gy - b= R85 EEbhsizd, 2O Sequence Number ME| Y 4Tk, fH%45H
HIMRDBFESL L7 m e XD, HEEEIL, DRIV ELZBIT~y B 7 - Ayt —T 0D
Sequence Number Z FFEHI Y 4 TTH LWL, Hr LV Sequence Number fEA 1T L TH Ly,
10.5.11.1 XML LDEE

XML # v —® sequenceNumber E3 13Xk D L 9 (IR ET 5 -

e controlActProcess >> subject >> submissionUnit >> componentOfl >> sequenceNumber

componentOf ZE3& M HIjIZ subject 33 X OY component &% 4 (ZDIEFEY (2) kT 52 LN TE
5o

XML OFERFEICONWTIE, KIZSBRTLHZ L,

10.5.11.2 XML ZEF
W DFIZ, componentOfl.sequenceNumber 258 THLEER T X TO XMLER B L VEEE R L, FF
BIZRFERD o DB 1T 2 a4,

Q typeCode/ZeCTD v4.0 XML X > & — 2 T/ 2 T 5, typeCode/d /COMP ) (Z/EHE
ETATHS, XMLX =212, ZDFIEE L THIDER G EFNSEHE, €DA >
T —NIRF =T L TEY TR,
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10.5.11.2.1 sequenceNumber

LEBTHD,

sequenceNumber [1..1] AELF T Sequence Number & Z D
BT DT EFETH D,
value [1.1] e sequenceNumber %5 @ value J& 1t

IZ. submission 5PN T Submission
1, 2, 328 | Unit ZBfFAH1T 3 272D S

EPFEIE sequenceNumber@value (X MZEHDJEMETH 5,

EHHA sequenceNumber [ZIEDQHEH TH L, BiT~ vy B 7 « A v —T % RIT SEA]

(999999 ZiEA TIFR DAV,

@ Sequence M FFOFEHEKEE 5 ORDEDEMAZEE T 5 &, ZOfEM

10.5.11.3 fFHiE
Q Z DEFIZ T E T,

10.5.11.4 BRI EFE
sequenceNumber B3 TINS5 7 T A BRI R0,

10.5.11.5 XML #> /L : Sequence Number
WD XML EE#EBNZ, BT~y B 7 « A vt — Y THEE7R Sequence Number %779,
<componentOf1>

<sequenceNumber value="100"/>
<submission>

[submission ZE(Z 75 8D FFE F 7 13/ 1EP Gl S5, FEAIT [t = F
DELEGA N 2D L, ]

<componentOf>

lapplication ZZ&(Z 75 8D EEE /=TGR d Sh 5, Fidt 2 > a
10.5.14 B LN [l = F DERELD 1 R 200> L, ]

</co.r;1.ponent0f>
</submission>
</componentOf1>
10.5.12 Submission
submission R IZHOWTIL [Hdk = L DFEEH A K] THH I TW5D, 7272 L. Current View
OBAT BT « Ayt —U T, idBX O code R ITW < DO BEMIZRHANIRE 5> LEN H
%, Submission Z A FIZHOWTIE, ICHZ Y Fa—L R - R¥ 7T U Z2EHTEZ L,

10.5.12.1 XML ZEF

W DFEIZ, submission EHETHELRTRTO XML EEZEB L OBMEEZ R L, BRIZRERN G 585
Bl nEzA,
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Q classCode £moodCode/ZeCTD v4.0 XML X > &— " TlEARZ Th 5, classCode /T
/ACT/ . moodCode/Z /EVN/ (Z/HES TG, SHoDEEE L THIDERE
FASEE, FOXMA > t—(d X F—~ I L TR TR0,

10.5.12.1.1 submission.id
R B 2 EE EDR A
4l 5
id [1.1] AREZRI T EREZHBIT D27
THEEZTH D,

id.item [1.1] ABERITUTOEFRL L WNEHEL &
Wt HarTFEETHY,
Submission % — & 2% 5.

root [1.1] %4472 UUID | id EHE O root BIEIZ 7 0 — v —F
W E RS 2,

TEFIE id.item@root J&: 1% submission EEIZMENDO—ETH S,

EHHER Submission kB F1X—EFTHH Z L,

eCTD V4.0 A v —Y OB ET 2 3MIC W TIT THil Z & oREH 1 ] %
ZROZ L, REIIBIT~ Y E LT « Ay — IR BEET 5,

10.5.12.1.2 submission.code

ER Bt SEE BT A
A o
code [1..1] ARFFE T Submission O =1 — R %
WkT 237 FTHERTHD,
code [1..1] TF A b code J& 1% Submission % A 7N D

a7 Y OfEE Y R B O
ich_sub_1 24 | ThH5

codeSystem [1..1] %272 0ID | codeSystem ElEix =2 hr—/L
ReRF¥yTTY « VAT hE—
BRI 285 2 ET 2,

KIGHEDEIT = — N« > X7 A
BERX 172 OID TLRATFUL 670

2%
EHEIE Submission = & I[ZME— D code@code BYEAIEET S 2 L,
EHHR a— NMEIZBIT~Y vy B S - A v E—@ Submission Th A = & AR,

10.5.12.2 fHiE
T RTCDICH =22 pz— L N« FF+ 77 U/t genericode 7 7 7 /bis L OFR 7 L
Ro— N7 7 A ICG7RH S5, 2

26 PR 7 FEIEHFEEIZESTRI O Y = 74 MIE#E Eh 5,
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10.5.12.3 BRI EF
submission B TN S D 7 T ABERIT/R0,

10.5.13  HififE LHEERE

BAIT~ oL - Ayt =V 77 A VTHRALEMEART 22BN E LT, BiTv o E
VT A=V DT 7 A MITENTR Y E O E GO D, gL D LI T O A EE
THI L,

10.5.13.1 XML &£ZEF

WDFIZ, contactParty B3 THE/R T _TO XML BEZB I WEMEZ R L, 8RR RN D 58
AlxZhEAT,

Q callBackContact@typeCode/ZeCTD v4.0 XML X » & — 2 T/E 2 Th 5, typeCode/F
[CALLBCK /) (Z[HESH TS, 6 DFEIEE L THIDEREFh 55, €D
XML X =2 F X F =25 L T TR,

Q ContactParty@classCode /2eCTD v4.0 XML X > & — > C/INZTdh 5, classCode /T
ICONy IZ/HES TS, SHbDEME L THDEREFNSH5E, € DXML
A o= F R F =T L TR TR,

ContactPerson@classCode /ZeCTD v4.0 XML X » & — 2 C/4~Z TdH 5, classCode /T
IPSNJ IC[EESI T B, Zhb6DEIEE L THIDMEN G EFIE55, € DOXML
A o= F R F =T L TR TR,

asAgent@classCode /7eCTD v4.0 XML X » & — > T/ /2 Th 5, classCode/t
IAGNT ) (Z[EE ST S0 ZALDFEIEE L THIDENE FE55. < OXML
A o= lE R F =TI L T TRV,

representedOrganization@classCode /7eCTD v4.0 XML X » & — > T/ZFETH 5,
classCode/Z /ORG/ (Z/HESH TIVSE, “HABLDENE L THDENE L1 55
B FOXKML A = F X F—THf L TR TR,

D O L

10.5.13.1.1 callBackContact.contactParty.id

ER Bt BEE R G
Z o
id [1.1] KL 1T Contact Party DBl 1%
T 227 FEETH D,
root [1.1] %472 UUID | id ZESE O root JEM:IE, contactParty
D7 v — ) — kB R
Do
RERBI STV BHA1E, Contact Party ikl 7B ETH 5,

10.5.13.1.2 callBackContact.contactParty.code

[1.1]
PHER T A T THEETH D,
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R

ESTRY

10.5.13.1.3

B ZEE fEDH At
A B
code [1.1] THRAR AEMEE, #isR =2 b —L
R AR¥r 77 VIZHESNT
regional_sub_c | Contact Party Dl %z /R4 —E D =
ontact_type_2 | — NE T 5,
&
[l = & o
FAETA K]
S
codeSystem [1..1] w72 OID | codeSystem JEMEIX, @ hE—/L

KeARFxT T « VAT L —
BT 250 2R ET 5.

KEPEDEITZ— F « > X T A
BERSF17m OID TLRATHAIEL H 72
Vo,

Contact Party ZERBZH SN TV DAL, S YE R EDa— MaxfaET

LMENDH D,

callBackContact.contactParty.statusCode

code

ESH A

10.5.13.1.4

[1.1] KB E Contact Party D AT — 4
A e a— NMEZMHERT 2T
EETHD,
code [1.1] THNT 7Sy N K@M, HLT 3> ha—L R -

active 70 &

R¥ ¥ 77 VIZH ST Contact
Party DIRREA R —E D2 — NHA
‘6%50

AEZDPRH SN TV D EE1E, code BYEEALHATH D,

callBackContact.contactParty.contactPerson.name

SHEHE

fEDR

name.part

[1.1] AR LW FEE OEFT OfE %2 K
THarsTTEETHD,
type [1.1] TNT 7Sy b RBYIZA RS DX AT (2
IEHEE IR L) AT RET
GIV 2 & H 5,
value [1.1] pel A J@ ML, Contact Party 04 RifH]
Jane 2 & %@fﬁ%ﬂ—_\‘j—o
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ESGA N4 DAL, EA O name BREZFHHHZ &, name.part@type JBMEIL HL7
Darha—/L R JRANMNIEDE, AF—<ITHFEND,

10.5.13.1.5 callBackContact.contactParty.contactPerson.telecom
Q telecom B Dxsiztype/d, NE/F/EED LY X f, F/E BAGTEL) F LTV X FT52
&O
R B LEE BT B
71 o
item [1.1] ARBEE T Contact Party 03E#& SE 1%
W (BEER, EX—N7RY) &t
T HarTTEETHD,
value [1.1] pa A J& 1% Contact Party 0 3E#& 5L 1%

W (BIEE S, EX—LRE) Off

tel:+1(111)9 | ETFTRIETH 2,

99-9999
&

EEEY BT OEITL T ORISR D -

o EHNOEBFHEBITIISHABZ RN &, Ttel+] 2117, koEX%EH
W5, TEES . [[f4EE)) o BHoR/E o -1 . (4o
531 . Tpostd:] . T10HTLAN DO N#RE B

o il : Ttel:+1(111)999-9999;postd:12345 |

o WENDEFFFIL 20 EBZRN &, ROFEXZH NS, Ttel+] |
MEFE . (&) . Te—hkKs; Tpostd:) . T10HTLAN
DN

ol : Ttel:+011(123)1234567890) . HH&E T2 WA IE
ltel:+011()1234567890

EA—/VOEIZLL FORRIZHE D,
e value DIZAUTKDIEY : mailto:johndoe@acme.com]

10.5.13.1.6 callBackContact.contactParty.contactPerson.asAgent.representedOrganiza
tion.name

name.part [0..1] A BEF T Contact Person ik 2
T 2T FEETHD
value [1.1] sl X JEMEIE Contact Person D3tk 7
ExR~TRETH D,
Acme
Pharmaceuticals,
Inc. 2 &
R Contact Person IZHFEE D EHOWHXB EI3H " E2RBTHEZOLAERH D,
value J&M: 12 1% Contact Person OfHfkZ Mk X525 Z &
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10.5.13.2 XML #> T/ : Biilia4E &L
PLF® XML ie#ifilic, BiT~v B 7 « XA vt —YHOEMHYEEE O EZ 7T, By
SR DB OWNWTIE, THI L 03T A R 28Rz &,

<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 G DI 0T 20 TIHXML T L& DS & 20D = &,

10.5.14 Application

application & X, & Application AT~ v BV 7 « A v —VIZBR L TWDHNEERT D
IZTIHFICEETHD, T_XTONRNYTF =g« b—)UE, ZOHERIZIHETE I NZHRICE
SDWTHER SN D,

10.5.14.1 XML £DEE

XML A »—® application ZF# 3RO X 5 IZELET S -

e controlActProcess>> subject>> submissionUnit>>componentOf1>>submission>>
componentOf>>application

XML OFERFEIZOWTIE, RIEZSHTLHZ L,

10.5.14.2 XML ZEF
WDFIZ, application ZHE THERT T XML BEEBLOVEMAZR L, BRIR45Rm0H 58
Alxz a9,

Q classCode £moodCode/ZeCTD v4.0 XML X » & — 2 T/EFZE T 5, classCode /s

/ACT/ ., moodCode/Z /EVN/ (Z/HESH TS, ZAabDEIEE L THDMEIPE
FhEEE, FOXMLX vt —1F X F— (TS L TE2E TR,
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10.5.14.2.1 application.id

id [1.1] AERIITERLEERDOa T
FTHEHETH Y, Application Z —i&
I D,

id.item [1.%] ARERII T EED =2 7 5HRE

T&H Y. Application Z—E (7% 5
4%, Application (Z1ZHulEkiz X -
ThRx 2FR 0 fRE S D T
b, —E O Application il 1L
2K LT 1o id.item EHE %
BRI O2UELD D,
root [1.1] %472 UUID | id.item ZE3E D root J@ M
application D 7' v — /)L —F
il 7 2 iR 5,
extension [0..1] THRA B id.item 223 D extension JEMEIL,
Hi3sZ [ A o> Application ;B R % 5 %
NDA123456 | R4 EHTafiEd %,
(CK[Z/ NDA
1) &

RrEDERIC
DOWTIE [THE
e oIk
A4 R] B
TEFIE id.item@root | application EHZEDMLHADEETH 5,

EHHAY Application @5 - ICBIT 2 REMIC OV CIE THUIK Z L 0 FEH 1 R 2280 =
L

application.id.item@root (= OID £ BiZEM N & EN D HA .
application.id.item@extension OEIZHIK DO BEAEICHES LD LT 5, [HIRKZT L 03z
FHAF] 2RO L,

10.5.14.2.2 application.code

L J=H LHEE EoR A
# 75
code [1.1] AFEF X Application ¢ = — R %
WRTHar 7T HETHD,
code [1.1] 7 F A b code j@MEIx, HugRHlO = hr—

VR AR¥¥T7 7Y (NDA,
us_application_ | MAA, Art-8-3, Art-10-172 &) (Z
type 1 2&" | B3\ T Application = 7 >

Vo BA T ERT EDOETH
g =0 | %,
FAETTA R
ZH
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EHR =3 SHEE BRI B
Al 7E
codeSystem [1..1] %272 0ID | codeSystem J@Iix, =2 hu—1
ReRFx¥yT TV « VAT bk —
BT 280 72 ET 5.
KFIEDMEIT = — N« > X TAIZ
BERIF172 OID TRITHIZ 672
o,
EPFE Application |Z 1% code@code & A 4" 1 SIEITHEET H Z &,
A o — NEIZEEED Application DE & —E L TW\W5 Z &,

10.5.14.3 fHEE

T NCDICH = p iz —sb N« NF 77 J/dgenericode 7 7 1 /s L ONR 7L F
=N T A SRS S, T

@ application & 7" 7"« = — FIZ TS Mt [E 5 DIF#RIZOV Tld, #2495 [ =
EDELEG S N MO L,

10.5.14.4 BRIV EFE

application ZF# TR S AL D 7 7 ZAEHEITR, FEMICOWTIE [Hk T L 0T 1 K] 2%
Moz b,

10.5.15 Applicant

A y—UIZEHEEND Applicant (X, BT~y E 7 - A vbE— R EORAT Application D 7-
HOT 7 ANVFOEREF LT THDHZ &, Applicant ORI 13 LOAHEIRET 5 Z &,
10.5.15.1 XML LDEE

XML A »E— 0 applicant ZR XKk D X 5 ICELE T 5,

e controlActProcess>> subject>> submissionUnit>>componentOf1>>submission>>
componentOf>>application>> holder>>applicant

XML OFR FIEICHOWTIZ, HIXBROZ &,

10.5.15.2 XML &E#F

WDFIZ, applicant BHE THER2TXTO XML EEB I WEEZ R L, BRI ERE S 556
X nEA,

Q classCode /£ eCTD v4.0 XML X > &— 2" T/ A2 TH 5, classCode /& /SPNSR/ /=
BFESH TG, CHbDEMNEE L THIDOENEG EFNSEE, TDOXML X v tE—2
(ZRF—=~ XS L TEE TR,

2 B e FEIEHFEEIZ ESTRI O = 74 MIE#E ESh b,
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10.5.15.2.1 applicant. sponsoringOrganziation.id

[1.1]
FHEFETH Y, Applicant (2
Al 5,

id.item [1.%] AERII BN 2 7 FEFR
TH Y. Applicant Z — & (k59
D,
root [1.1] %472 OID | id.item 23R O root &ML %
AT D4 AIZEH O OID #4857 E T
1.36.1.4.1519.1 | %
o

extension [1.1] BT id.item 23 D extension J& M 344
ATZEM 3 FAT T Dkl 1 O fE % 5
999999999 o L | T D,

EHFEE id.item@root | applicant Z&E D MEDEMETH 5,

EHHR A —UIZiE Application D7D D7 7 A LD Applicant Z45E T2 Z &, @kl
T4 B2 R T ATRE 2R B E DMEIC W TIE THUIR T L 03T 1 R] 2B Ro
ze,

10.5.15.2.2 applicant. sponsoringOrganziation.name

name.part [1.1] ABFE L Applicant D4 B DA%
W+ 52T FTERZTH D,
value [1.1] S A BT Applicant D4 TR 5y O
name.part@value BYEDO A ZFRET D Z &,

Applicant O£ FiTIEFR 1 BIEDTRE Lot s 2 EE2 Rb3 2 &,

ENFEIR
EH R

10.5.15.3 /fHEE
o " DEFIZ T E P GEILL

10.5.15.4 BRHNEF

UTDr 7 AFHEIBAT Yy BT« A=V bR SN D, WTFNLOENEH ST
BTH, TNLIFEREIND,

¢ applicant.sponsoringOrganization.addr
¢ applicant.sponsoringOrganization.telecom

HAS e 2 F8E T % 12i%,. Contact Party (2B 245 RIZOWTDOE Y v 3 > 105122 Z5 O
&,
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10.5.16 XML ¥ > FJL : Application & & U Applicant
OB, BIT~v v B 7 « X vb—II281) 5 Application 38 X OF Applicant 2235 % 779,
<componentOf>
<application>
<id>
<item root="f23c558f-cd58-41bc-bf6f-c6d230d3d665" extension="987654"/>

<l--item ZFE N7 I 5 = ERDH S5, >

<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 LD 75100 TIFXML TO & DE I 3 B D = F

10.5.17 Document

document 3% v3.22 UV —T7HEE~D Y 7 THY, v40 A »E— T Document Z FHFIHT 5

eI RIREFR T D, BUED v3.2.2 DAARFEIZIL, Application N % 7213 Application fH D4

BV —7ICL>TRIL 7 7 A NVEZRT DD E ENTND, HEEEIL, Document 47>

=7 FNOEFR., BMAREYIZIL Document ORI 2B 5 HIEERET HHLENDH H, @Yl

Document O FFIHIZIBWTIEL, 1 7 7 A /WET 150 Document ikl 1% Fi>, £ 95 LW

. WX, Document Z FAIHT o722 A B L, FFIH T 5 Document % 5 8E4R

L7 F 472 572\, Document il 72355 E S 415 &, Application B T~y e 7 « A vt—
F21TA5 %D VA0 A v — T v4.0 D Document Dkl 1 b EMEIBR T 5,

10.5.17.1 XML LDEE
XML £ v t&— 0 document EHE TR D X ) ICHET S

e controlActProcess>> subject>> submissionUnit>>componentOf1>>submission>>
componentOf>>application>> component >> document
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component Z5& M ijIZ holder, subject, %7213 reference BE# k952 LN TX 5,
XML OFEIR FIEIZHONWTIE, RIEZBRTHZ &,

10.5.17.2 XML &£ZF

W DFIZ, document EFETHERT R TO XML EEB I OVEMHEZ R L. B RND 554
[ gV

Q ClassCode #moodCode /#eCTD v4.0 XML X > & — 7 C/I A2 Th 5, classCode /s
/DOC/ , moodCode/Z /EVN/ (Z/HESH TS, ZHabDFEIE L THIDMENE
FRBHEE, FOXMLA »— T R F—~ (T8 L T2 Tr,

10.5.17.2.1 document.id

[1.1] AL X Document Ok Bl & &5
T5arTTHEETHD,
root [1..1] 72 UUID | id 3 O root &ML, document %
FROT O — ) — A TH
Do
ENEE id@root [ZMADBMETH 5,
EH R id@root I X9 T ? document HHE|Zx L TC—EFTHDHZ &, 2F V. [HLU id@root
B4/ LT 250 Document Z#2H L TIiE7Ze 57220,

10.5.17.2.2 document.text

L B LEE EoR i
A N
text [1.1] AFEF 1T Document |2 B9~ 2 B HNE
WERTaLryTFHERETHD,
text.reference [1..1] ARESZ X Document @ text EE 2
ENHa T TEETHD,
value [1.1] TXA b AJBEVEX reference ZE D value J&

PETH V. Document @ URI 7S A &
URl 72 | 7 7 A NA 2 L CCGEDO ST
RAZHETS | BEBET D,

VE e

Nalid
xmltypes/ /Z
DT/ ICH
code list 2=
Document |ZIXLA FOER & BN METH S -

o text

o reference@value J& M
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R

EST A text WH (X, FRESNZZ URI 7Y XA, Thbb
SequenceNumber.xmltype#leafld (0032.ich#NLAS57D17EB601CO9EDCA 7 &) %1
LTV —7 %2R+ 55T %, 2o URIZ Application @ Current View |2
VHETHY, BWGEEIATIND,

10.5.17.3 JfHEE

Q T NTDICH = pz—sb N« NF 77 J/dgenericode 7 7 1 /s L ONR 7L N
= N T AR E S,

10.5.17.4 BRI EF
document 3 TR SN D 7 T AER|T 20,

10.5.17.5 XML #> 7/ : Document EEDPEFTT v EL S
WO, BIT~ v BT « A vt—ZHWD Document 3D XML %27~

Document B
<component>

<document>
<id root="fe5fcddd-397b-4042-8fc8-c6163e76bhab2"/>
<text>

<reference value="0032.ich#NLAS57D17EB601COEDCA"/>

<[text>

</document>

</component>

Q B DI I5EIE D0 TIHXML TOE DIE /& D = &,

10.5.18 Keyword Definition

BT~y B 7 » Aybt—U T, v3.22 OREFY — 7 BHRITK L TREEFEDER LIBEFD 3.2.2
Keyword, 7 72i>% keywordDefinition D&% F8ET %,

10.5.18.1 XML LDEE
Keyowrd Definition ®54. XML # v &— < ® keywordDefinition EZ 42k D X 5 IZFEET 5,

e controlActProcess>> subject>> submissionUnit>>componentOf1>>submission>>
componentOf>>application>> referencedBy> >keywordDefinition

referencedBy %5 O #IIZ, informationRecipient, holder, reference, 721 subject 3 Z 5tk 7 5
ZEMTE D,

XML OFERFEIZOWTIE, RIZSRTLHZ L,

28 PR FIEHFEEIZESTRIO Y = 74 MIBE#E Eh 5,
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10.5.18.2 XML ZF
WDFIZ, keywordDefinition B3 CTHE /2T X TO XML BEHRB I OBEMEZ R L, FR72 5 R 0
HoOEEIT I nELT,

Q classCode £moodCode/ZeCTD v4.0 XML X > &— " T/EAZ Th 5, classCode /T
/ACT/ . moodCode/Z /EVN/ (Z/HESH TG, SHE6DEMEE L THIDOMERE
FHEEE, TOXMLX »t—d 2 F—~ T8 L TR TR0,

4% keywordDefinition X, Z#UH & @ keywordDefinition EHEIZ G TEET D, AF—~TlL, &%
keywordDefinition (ZHEEDEAFLHE T D Z EDBFFAI SN TWVDEN, BiT~v oy BT - AvtkE—
TIL 1 2? keywordDefinition EHEI(ZSE 17 A 7 LD S D,

10.5.18.2.1 keywordDefinition.code

L J=H A
&
code [1.1] AFEF X Keyword Definition (DOFE$A
AT DIE R NS DT T
HHETH D,
code [1..1] T XA b AJE M1 Keyword Definition O F¥E

o a— REICKHST 5 code J&
ich_keyword_ | i T&H %,

type 1 20 &
codeSystem [1.1] #%47% OID | codeSystem EEiL, => hue—)L

KeRFr 7TV « VAT LE—K
(2R3 2k T 24 ET D,
KBIEDMEITZ— ]« >R 7 AIZH
EREF1L72 OID TLRITIULZ 672
2N

EPFEE code & codeSystem [ZMZED EMETH D,

EHHA code [T %072 ICH Keyword == — REICH 5 Z &,

E:BATvy B - Ay = TR ID B LURERY A M EfAEs b
5, AR ID B LORBRZ A R Lo keyword DB HOWTIEEZ 3 2 10.5.20 &
SO L,

10.5.18.2.2 keywordDefinition.statusCode

LHEE BN
A o
ABFIL, keywordDefinition 0k
BERTarTTERETHD,
code [1.1] TNT 7Ry b | KEERAT —F 2 %733 a— A
active ¢ & Th b,

statusCode [1..1]

EHFEIR statusCode |ZIMHDERTH 5,
EHHE code BMEDOAEILE I Tactive] THDZ &,
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10.5.18.2.3 keywordDefinition.value

value [1.1] AREFE 1 keywordDefinition 25 (]
T Keyword Z Bl 42 72> D = —
ROa L TFTHEFETHD,

value.item [1.1] AFEFHEIIME % O Keyword #Bl] 7%
BET 22T TEETH D,
code [1.1] TX AR ARIBMEITE R S5 KeywordlZxf
J&3 %code@IETH D,

EEENEHZL
7-1E

MANUO001 % =
/2 MFR_001 7
&
codeSystem [1..1] 7X A bk Kgtiz=ay ha—/ K« Ry
TIY VAT BE BT

EEHEMNEFRL | D codeSystem 5 TH 5,

T fE
value.item.displayNam [1.1] AHLF I displayName % 5 €7 5
e a7 FERTHDH, displayName
L X, keywordDefinition == — R{Z
KIETHRTHTH D,
value [1.1] TX AR ARIBMEZ, EFES4LDH Keyword D
value Z 3 @ displayName J& 4t CTH
/Big %o
Manufacturer /
R EEEHE
FLME
EMFIR keywordDefinition.value (XM ZHDEFETH 5,

value.item@code, value.item@codeSystem, value.item.displayName@value |3 #.25 D
BHETH L,

EHHA 4 keywordDefinition (2 X5 (FE 2N EF L7 Keyword &2 1 D727 &5 2 LN TE
5 (Thbb1ODMEICHOEXT AT LAEHRITLOOR) |

value.item@code & value.item.displayName@value O &-FHA 51X, BEFD v3.2.2
DIEWEIATBIEE B L TWDHZ L,
EITEEINDERETIERY, FlxiX, BECH 7 +—~ v MI, BT
— AL LR & D,

10.5.18.3 fHiE

Q T XTDICH =2 pz—sL N« NF 77 U/ genericode 7 77 /bd5 L 8K 7
Ly For—F 77 A E#H SIS, »

10.5.18.4 BRI EFE
keywordDefinition 2252 TERSM S D 7 T ZAHFR TR0,

29 PR FEIEHFEEIZESTRI O = 74 MIE#E Eh 5,
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10.5.19 XML 3> FJL : Keyword Definition BTy EV S
LRz, keywordDefinition 1 —->CT#& % Product Name D] & 7~x9-,

<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>
E AX—<TIHEROT A T 2RFR S TWVD2, 150 Keyword Definition (22X 7 A 7
LMEZ 1ORETHRET D2 L,
Q EDRES 751 D0 TIE XML TOE DT /D = &,
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10.5.20 XMLHY YT BERID BLUVER2 A FLOBITIYEYYS

PLUFIZ#ER ID 38 L USBR % 1 b v d keywordDefinition ™ XML OFC#if] Z x4, #RBr ID & R B
AA MUVITHAT X —2aT & FVERs () A TRLET %, XX, STF LOBEFOE
DEAEFL"Study-001"F L W' Title A" CTh - 7256, BT~y B 7 - A vt —UIZiE"Study-
001 $Title A" L Fedi 95, SOOI AT v X —2aT7 L FLids ($) AT L
FIEFICEETHY . ZNURRVBITY Y ES Y - Ay —3N) T —a Lo THITT S
no,

<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>
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e CTDMETIE, Y 2 — /L 537 TEFMEELFEET — X —EE2EET 5, JEFIH
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5.3.2 b N ARG 2 T SR B RE B O R R 532-pkbiomat
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5.3.4 FEEEER )% (PD) BAHE & 534-pd
5.3.5 Bkl L O et B s £ 535-eff-safe
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12.1 NYTF=oay L—ILOBE
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UINEY¥TH D,
Submission Submission Unit #5FIZMETH D (1.1)
Unit Submission Unit id root |Z— & DI+ ThH 2,

SubmissionUnit XA v v —V NI L O ITHEETE 5,
Submission Unit =— ROEIZSLETH D (1.1)
Submission Unit |24 70 2 — RERFEE SN TV 5,
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Keyword Type IZ. Context of Use fLiH LIZk L TEH TH
Do
H%h 75 Keyword Type 1445 Context of Use 2L 1 [0l A ff 5
T 5,
Submission Submission i FIIHETH D (1.1) .
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WETH D,
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Keyword Definition @ Display Name (Z/H T %,
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4-008 Code System Ofi | System 235 & 4L TR | T Submission Unit %
ITMATH D VY, FHEHT 2,
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4-012 IIMETH D FRE I TV, “C Submission Unit % ¢
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4-023 status code OfE (L | code DfEA Tactive] F R AT a—RELT
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