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VEEHTE D,
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3. h3

3.1 2RNLEER L eCTD DERE

ICH M2 BfHZEEEH2 (Expert Working Group : EWG) (2 &> TH¥ S 417z eCTD ORI,
ICH M4 EWG 23%4T L7 CTD TEHR I TV DHINEIZESNT WS, eCTD DG L a7 Y
I%., CTD THEINIZFEMAME s LV ZH L TERSN TV D2, CTD (ZId7&GRHFHE—
AR KGRI & U CIRIH TR SCGEIC DWW TR S LTV 2RV, eCTD 13, ¥ IS
~HHIEREEET OO TFEE LTERSNTNDA, [FRFIZ, EFHEZHEOMERK, FA.
TATHA 7 VER, REEZHBLT 22 LB EINTND,

Z DIEAH>, M2 EWG 1T Study Tagging File (STF) OftEkbRE L7Z, STFIX, £V a2— /148X
OEV 22—/ 5 DERBONEZ BRI T < BRBRICEET 57 7 A L Z2inl T 572 OIZB %
7z, eCTD v3.2.2 HIFEICEWT, STF IFKETIIMHETH L0, BKINTIIARETHY , T
ZTIE/ — FIEE L WEARICBWTHALE S, BARTIIZEEIES TS,

eCTD DI IHR BN Tl S iz, AU HOWTUIKRDE® Y v a v Tt 9 %, eCTD &AL L
TIFNEFCERH &, 7 a— e R SR S 7223, eCTD v3.2.2 DEERZIZW DD E
FHORNFEA L2720, M21E 2009 FAZRIIA v — « NX—=T g U ~DOE 2B L7, 2010 4
11 . eCTD (AR D S EIT kT H7-912, eCTD v4.0 DBFFE & 4 HEg L LT M8 EWG 234l
I,

M8 [ RPS A v &—I7% ICH O E M Z 79 L 9, HL7 7’mE X% # LT eCTD v4.0 IZHL D #H A
72 HLT OFEIZOWTIX, BZ v a 3325 DZ L, RPSET/VICIE, EVa— /L 2~5%
)Gl U= ICH #— 2k & ICH HusBE - Dl 7 3L AA £ TN 5, 201449 . RPS Release 2
!X HL7 Version 3 Normative FEHERIKS & L CRAE S L7,

3.2 ICH i 5 X U A THF—/—ETHRE
K7 varTlE, ZHLETD eCTD V322 DFEHEEMHT 5D, ZIUHDEHRIL. eCTD v4.0 EAff:
INAETEENBRAALLRIIZ eCTD v3.2.2 Z54E L7-4 ICH Hilg» SIS TV s, 1 Zoficd
2011 £ELAPEIZ eCTD v3.2.2 2 34 L7~ ICH Hilik»n3 & 5,

3.21 h+4

BELOLYEY B X OHFEEHOEM S B X RO RITKLT 572012, 2004 4, BT F 1%
{4413 ICH 23Nz L7z eCTD JERTOHFE DX T AL & Bk L1z, 2009 LA, eCTD JETO
HES R DEI AT 9.6%73 5 T0%IZHMN L= DIkt L, B T Z RS BHUE T2 B 72 H 3
BT 85%IBi L 7=,

BT ZRAER TR FEE IR LT eCTD A TOEFHIHGE 28 < HEET 5 L [RfIC, - To
EHIHRGEICEIT 5 eCTD ERXDOHEH 2 BEALT D12 DRD AT v T oML LO>OH 5,

3.2.2 FroNES (EU)

1990 FEAHTH-, AR — X DEFLHRFE OB BEIN TGS i, 20 & EHRE SN ERIT,
BHELAETHER L TWD, 1992 £, FA4 Y OEEBEIT (Bundesinstitut fiir Arzneimittel und
Medizinprodukte, BfArM) (Z%F L. #]% T DAMOS (Drug Application Methodology with Optical
Storage) JE R TD H§EN{T O 72, Hypertext Markup Language (HTML) % X — X (2L 7=
MANSEV (Market Authorization by Network Submission and Evaluation) & FEIZAL 2 BIOTER 7
VATBHF SN, FEIIIEL R oTe, ZTRHORINERE | BN L)L TR 550
#AxIE, ICH eCTD fEARICH » TR L LT,

ICH eCTD fIA£IE 2002 4R IZFRM CHH S v7= (ICH Step 5) » Z O TOHGEHEIX, Frf %2
MT T Y EHIMLTWoTe, BRELHALYR TORAPOLEVEA TN RN Eb,
2007 G2 eCTD L ITERDZEANEA SN, ZOERIX CTD OEZHEL CWBA R, T4
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T A 7 VEBIZIER S L TWRY, ZUE non-eCTD electronic submission (NeeS) & & fHiT 5
1L, eCTD ORI 72 FHE~D BN I D B X b,

2005 FEIZiE, EALHGE ORI FELLIZ M, BU OEREGHIH Y FRE (Heads of Medicines
Agencies : HMA) (X, 2010 4FF TIZFXTo EU HIH Y R0 eCTD O A= T& 5 XL 5. EU
BETHRVMETLZETAEEL, BETFBERAIRF STV L& Le, BMNESES)T (European
Medicines Agency : EMA) (X, 2008427 A 1 H» 6, #LEIN LA E LTeCTD IZ X HETE
KOALDHFEDOZ T ANLZME L, EEOBEMEHZZR LW & & Lz, 2010481 H 1 H
Wi, b MHERSO P RARER HRIC eCTD WX TOHRFENESE ST b, DBUKRHEE
FROFHHBFETIL2015F7 A 1 B D eCTD FERARRE DI bivlz, MHARGEEA T O HH
FEECIL 2017451 1 BE T eCTD BRAREH ST b5,

B ST RS 1R, BN E S HLE] R >~ U — 2 (European Medicines Regulatory Network :
ERMN F£721% Txv hU—7 ) &KTt B IXOEREHEENTORET—EEDOH D%
7R EAEREE T n b A St 5 Z L2 HIELTEHY . eCTD v4.0 (T TN Zkkx e TR —
T OMENRD D,

3.23 =P

I 3 R A AR &b H%  (Pharmaceuticals and Medical Devices Agency : PMDA) %, 2004 (2%
% eCTD, 2005 42 eCTD IEADZ AT &2 BbE LT-, AARTO eCTD HGEHEITEELE DT Thx
WZHIIN L7223, 2009 4212 eCTD v3.2.2 NEE I D & eCTD [EARDREEHEILEAN L7, 2015
£ 12 AR AT, BARTOREBTFDO KL eCTD EA TR S ATV 5D,

3.24 AA R

2010 £ 1 H., AA AEIKNE (Swissmedic) [XME—DELHFEHA DKL LT eCTD v3.2.2
BEA LT, ZNLED 1 FH7-0 O eCTD HEEHFHIIMR 2 12N, 2015 FHHEE Clzixesd
EGEAGRHGE (BT E2ET) O 15%IZE LT, AA A TOHBHFEITIZIE 100%5 eCTD
K THRHINTND, A ATIXEBEHFEOHRR 5T eCTD X 2 5569 D LRI 72 2
LD, eCTD OFHPEE R WEREHTHL EEZ X LND, LML, AL AERENF~DOFTX
TOHEFET eCTD EROEHANHERZE I N TV 5,

3.25 *(E

20034, HA K74 B L OMEERDY ICH Step 4 1IZBE L, ICHFRFI 3 A K74 > & LTHA
InDn L, KERMESRNE (United States Food and Drug Administration : FDA) 1%, eCTD v3.0
HEE DT 2 BAG L7z, 2003429 A 1 H, FDAIEFENA By LT eCTD HFE DA 2 BRI
BitG L7z, ZOHFEOZAHI OV TIL, 20034 8 H 27 H#1T7? Ithe Electronic Submissions Public
Docket No. FDA-1992-S-0039] DFE# 27 & [FIRFIZFEAT S4L72 FDA ~® eCTD HIGE D4R T
AR ST,

2007 /£ 9 A 13 H, FDA (¥R E 33 #5417 L. REREER L OWFRICBI3 D A&GEHFEIZ DWW T,
eCTD FEX COHGEDOZMEMNIEST-Z L E2HKE LT, TOREIZL ST, eCTDUSDOEAT
DEBEAACHFELZRO W FNE TOFEFHIEIES N, 20084 1 H 1 ALV, eCTD v3.22 I%
FDA ~DEFALHFHEICHTY | HERES DAL o7,

201545 H 5 H, FDA {341 # A [Providing Regulatory Submissions in Electronic Format — Certain
Human Pharmaceutical Product Applications and Related Submissions Using the eCTD Specifications| %
BRI, TOHA L AT, 20174 5 A LIEORGERTEAGRHRGEIL eCTD BRUS LD Z & &
ROTWND,

3.3 ICH eCTD v4.0 D #48 A

1990 ££ ICH F&/2 Lk, ICH 7' mt 232 (b L C& 7o, et wE, AL 5 3
i ICH A R A4 OFREDIZN, MedDRA (EHEHBIHIFHFESE : Medical Dictionary forRegulatory
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Activities (ICH RE'>v 27 Ml1) ) R CID (=2E> - F 27 =H)L+ R¥x=2A (ICH FE v

M4) ) 72, W OPOEERESHEBR~OR Y A LED S, 21 i thE s &, FE

ICH #3ii TD ICH A RTIA NCHONWTDAI 2 =h—3 3 OPLROGEHROLE G AN EL L 720 |
WCPES TICH MBI TO ICH A R A v FREEAEET L LM E LT,

ARFIET A FERE AN OIR VIR Y 10~15 £, Bl L Eila sk Lt 20T, BEfFEO N
A R4 v OHEFFEEICIREBICESANENND L9172 o 77, FFICETIREOBRIZB VT,
fL DA & HEEET A LB SR B L CE 7z, B8 BN IO ERE & . ICH =N U
YENLREBTHTODOFLARME L W BLENG, ICH 1ZEBRAZELEL K L o1 TcE 6N
HRREB LT, A KT A4 CBRICSINT 53E ICH HUR SN+ 5 2 22k, 25 Lz
J1BFRIE ICH HUls 2 8 2 7= AR OB IERIZ b D721 5,

HLEE LWEMIR BT, SIS ROERLICET 21E#E T 572012, EERIEEE
ZAFT AR IEH FTRE AR RIS SHER P TR SN D 1 DOEF A vE— /T““E%%E?‘é z
ETH 5,

2006 4, M OEHE(LFERS (SDO) (M uNIEEAEMELFERE (ISO) . HL7, BRINEE HE(Lsts
(CEN) ) &, BT 2700 EAT v ADRENER ST, Z4E TList of Critical
Conditions for the SDO Message Standard Development Process (SDO A v & — IEHERIR 7 vk A D
WASEMEY A N) | BR—R(Zhe>TWbH, ZO2FET ICH #EEZE% (Steering Committee :
SC) %, SDO 7 r& AZFHMT 57T, SDO 2> Y —v 7 A LT E2B (R) BLUMS 2 v
-V ORBEEED D AR LT,

2007 4E 10 . #ETo ICH 28128 W T, eCTD fARICE T O EE MA TR~ A F— -«
—VarThd 333 LT56DVIC, SDO EHITLTHRA T v — « N—V 3 VOB EHED
HWEN TSNz, 200846 H, A"— 7> R TO ICH 2ETiEEZESIX, ICH 2 HL7 &2
WL, 1SO, CEN, HL7 OE#EIZ L KR FEZHE LT eCTD ORMA T ¥ — « X—T 3 &
T DHHEZONTHi#ET D5 2 L 2EKR LT, BRSNS/ EZFHMNT 572D, ICH X
BHIROBEHZINE L, ICH B —EDJREE LTE LD,

2010 4 11 A, & THORE T, eCTD OIMIA Y ¥ — « =T 3 VIZHZT H720IC ICH §Y
FIE¥EMA S (EWG) & EfifE¥EH#< (Implementation Working Group : IWG) 23§% . S 417z, 2011
H 6 H, #rax &= ICH EWG/IWG M8 I, v > v T T 4 2ABITBWTIZNL—7L LTOHDHT
Dxf e & BV T2,

M8 23R L7-AARIL, ICH 7k AD Step 2 £ T eCTD v4.0 ZBH%ET 2 L2, BEfFD RPS
Release 1 2 #EZ R LT B 7= OIC HLTEEHEDBE 7 a A b #ED L LWV E D ThoTe, T DR
T, F{bx% O HL7 RPS FEHERIFS X 1SO U Fltlc 2 S, £ 2 CTRRB I NAUTERER 738w

ZZ T2 ISO Hikk & 70 n, ZH e T LT, ICH M8 1% ICH Y ut A& #kke L. &, (4%, f5
%\%i@*@®?2¥%%ﬁbf\%%$E®E0ﬁ%@¥‘%i%?éolh YXICH 7 ut
A®D Step 3 BL Step 4 OIEE)E L TEIEIS AL, 246 OIEFHE)ICHR - T, HL7 Version 3 RPS
Release 2 Normative £ %82 E-30 7~ ISO #ik& & [ICH eCTD v4.0 33k 774’ K B3 ITEINT-,

20154, ICHMSII/XT7 U w7 a Xy haRD D720 Step 2 it ICH eCTD v4.0 F2EEH A K&
KL, £FoRT Y v T aRr ey FEKMLT, Y% CELKRT Lz, 201549 A, HL7!/Z RPS
Release 2 Normative fE#EA /AT L7z, HL7 B LV ISO 0)7°D‘!ZX@’%§EGCJ: Y . RPS Release 2 1%
ﬁ%ﬁ?ﬂmoﬁ%fi&wo;@$w4£‘ﬁ4FA%@&E . —E ok TIE 1SO
RPS HEHEHAE NGRS D £ Tl eCTD v4.0 2355175 = &#f%&w EEEfE LT BT,
AW eCTD v4.0 R TCORBEOELEL LT ANEZHED D Z ERAEEE D,
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3.4 eCTD v4.0 DFI R

eCTD v4.0 ~BB17T9 D FS1E, eCTD v3.2.2 D34 & fifi FIFRERICEE SV CTULEE & Il S u7=8 Ly
FHBLOWERIZHIGLTWD 2 EThD, Hililldd CHBRE T, FHEEETORIT L EEL
ZAREIC U, B EsEE L SHABHROZHIZ W THIEY B TR —MEE2 & 572012, Bl
DAL BIZINA T, HFRSHO ERAEERR AEHT 5 2 LR b5, eCTD v4.0 122K
ETHZEICEDER EOBEELFSIILLTO®@EY ,

FAFn S N7z Submission Unit : eCTD v4.0 Tik, #fIS a7 oY LEMEHRDOa T YR
1 OO A v E—IICHEESEIND, 2FD, Fa— L 1~5DEaLT YN 1 DDORHA >
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L7 His BIET 2 LA AN ETHHE—D AT —< 0o TER EN D, EHIC, ZDOA
F—<FHEFINDHZDOT, /HEITEICAF—< 20 TIRET 24T,

Document DFHF|H : eCTD v4.0 Tix. —J& Document 23 H 415 &, %@ Document % $72 %
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Document (2%} L, HH|4ROBRENTHNTEZNLTHLERTEL B0 ID #HIV ¥ THZ
& T, Document O FFHIHNAIREIZ /2 5,

Context of Use DT A 7% A Z )L : Context of Use DAEE&IZ LY . WmERT A 7V A ZI)VEH ) A]
BEIC2 Dy A 7Y A 7 IVEEEZHL T, 120 Contextof Use & 1 D F 72138 D Context of Use
BWRLEEMBTE, 20U (DD EZEND 1 D~DEH) L EZFETHS,
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W72 7 7 A )V E 721X Contexts of Use R Z e L7 < Th, JRIG/RG4 | BOEESE | HIE.,
WISAE, WAL, Z—7" « XA MR EORTBEEHTDH LN TE D,

aVTHFAB « TV—TDOREE : eCTD v4.0 TiX. Document |Z Context of Use |2 &> TERE
%, Context of Use 1%, HAXROMIELRKELT HBE. Document 2 CTD/eCTD D HIR D & Z I
AT H0ERET D,

ITXAR TN —TOHEDO—DIZ, EY 22—/ 4B LN5IZ8T 5 Study Tagging File (STF)
LRSEOREIZMH D Z ENETHND, ZUTX Y, eCTD R (v3.2.2) OHEICHE- T, H—
DGR ET 2O 7 7 A NV EFEDH LN TE 5, STF 1, REBEONE Z @Y Fak L

B AR RBR RS CELZRK T D DICME R T R TOALX T =2 235 L0 9 R8T

XML 78w 7 IR — 2 Mg 2 TN Dy o T-KSRE 24 O 72 DI S47=, eCTDv4.0 TiL, Contextof
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3.5 ETEHEH
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3eCTD vVA.0 FEEETHHEINDH AF —< (T HLTIC L > TEBEN A,
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X, ICH M8 FFIEET S (EWG) B LOSEMIEETS AWG) 125l &Mk, ZHE IR
TEFHD eCTD v4.0 BEEH 70 A I b L5, EHEFKDEELVLEL THETE]T
AT, SDO DFEEFHALEFEH T ot XD D LT 54,

fICH M8 eCTD EWG & IWG Roles and Responsibilities (ICH M8 eCTD EWG 5 L TN IWG D%
BEE) | IRV, ICH M8 EWG 13LL F 234 5.,
i. SDO 7't A K% L T ICH O EFEAE L Ok BB g 2 sr o d 2 &
EIRAET D,
ii. ICH D405 SDO 7' & ANZHER SN Bl E 251l L, ICH #3510 5
HER L OFN S OBAED ICH OBEAE L P fF LAV ZHERT S

ICH M8 EWG DM THRA LT-EFERIZOWTIE, TOEFESRIMERN 7= 4 C ICH M8
TR—=ZIZBHENDEIRETHD, FARA—XITERMINT-EEFEA L, ML I OO 7= DIC
ICH M8 EWG &RIZIRn &b,

EHEANKR% ICH IR AR THR 3 208N H 555, ICH FHIBRIIETEROER, BfRERD
TERLEB L OV ICH M8 TR — X ~DOERHR Ny r— U O LW HkE A O 7 mt 2 2K ET
HTENTED, 207 rtvA L, [HIITEDRERETA N 72132 omotlk = &I2/E
T AEREHCEICEH T I ENTE D,

eCTD v4.0 AFXx—~vBIOFEET A NICEBL 52 HEFE LT, UIFRETLND, 72751
ZHBIZERB 7R,
o [RILFEML A DIERINBEIMEIND D, 2T ) EEEIZOWNTE LICFEMRERN
BIMENDZ &L, CIDDOa LTI RNEREIND
eCTD THEAH STV A EHERIFK Y SDO IZ L > THHFT SN D
eCTD OERCAE IS A 172 8 LWIEHERS SR E S LD
B LW RERE B S D
eCTD DIEMBRBRDOEFREIC LY, T _XTDICH S—T ( N EDO LB ZTRBD 5

eCTD v4.0 DA EE A H. 2 2 FHNILL T O v
o ICHNWEHTHa hr—/L K- T#«77)@%E

ICH EHEOZAZKNGET 2720 OERF], BLOHLTREEE IR 7T Y (T V7 L)
i, AV 7 7ARNT 7 F v A=V 7 AX¥¥ 770, BLRORPSIEERESEZET) 12
R 52 HZBFHNILLT D@ Y,

ZRERET VOER

RPS Refined Message Information Models (RMIM) 35 X OB #9425 CMET OAH

HL7 BEHET a2 br—L R« R¥x 77U DOEH

RPS CHEA SN DT —HXBOEE (1 : ZOHAILIS0 21090 7 — # BUFM O 05
E7p0, HL7 7 ak R LB L CEE INLD)

ICH Z S EH T vat XD, SMBCE [Change Control Process for the eCTD (eCTD 25 % & PE
T'rtX) I ICRE# SN TS, HlEHIFEEHROLTICONTIE, THIRT L oFRLET 1 K]
WO L,

YARNR—T g L DFEETT A RIZBEAF HLT Version 3 RPS R2 Normative FE#ER L N E O AL HEH 7 1 &
2B T D,

>M8_eCTD_Concept Paper.pdf /£ ICH 7 = 7 A K CATFHHE,

6 4~_T D ICH eCTD A W FEECEIL, ich.org £ 721X estriorg 7 = 7 A N THRTE S,
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4, ECTD v4.0 DIEMER
At a Tk, eCTD v4.0 (RO FEAERERIC O W TR T2, ERBERERIZUUT O
SR/

o A7 V=7 NEBIT (Object Identifier : OID) 35 X OV —E %57 (Universally Unique
Identifier : UUID) (&2 ¥ a3 > 4.5 THE#)
F—EH (T g 4.6 T
ik = 0FEEHT AR (87 3 v 4.7 TR
TrANETHFAE GEHlZE v arsBLOEZ v a v 11 25 R)
avha— )R- RxXx7 7Y GERIEZ Va6 %5H)
ICH eCTD v4.0 XML A ¥ —~ (GEfliZEZ v a v 725 H)
eCTD v4.0 XML #* vt — GEliZEZ v a2 8 #5MH)
eCTD V322 DOBITv v BV 7 « Avt— GEEMITIEZ S ar 10BXREYZ VS
V13 = 5H)
o eCTD v4.0 fEEHAI GEMITEZ v 2 v 12 25H)

{1 ICH eCTD v4.0 /S » 7 —VIZEH EN 5 LE RIS OV TIE, ICH M8 OB B # D
{REIZBAT % B HIIEHE  (Electronic Standards for the Transfer of Regulatory Information : ESTRI) @
V7Y A FEZROZ L,

LLTFD® 72 arTlEIn s OF/RERERZICHOW TP L, eCTD v4.0 fEAEDFEIE 1T DAL
BROEFNZFHLRT 5, eCTD v4.0 IZFERIZHEILL 72 A v B — T Z2ERkT 51T, ﬁ% ETA R
ONBEEMOBEOLETHET H2MER D DH, KETIL eCTD v4.0 O EERRER 2 HIT 5
ZLICERAEX, A v E—UNO CTD OF Y 2 —/L 2~5 OVERRIC LB/ G IC X %@
WTW5,

4.1 TJ7A4ILETHILE

774 XML A v E—UNLESRENTHDHLE) E XML A vEe—V etk fGEansg, &
77 AN, eCTD v4.0 THRESNTWD 7 4 VA HEEIZE L O LD, Dmmmm@m@%@ﬁ\
eCTD v4.0 XML A v E—NDO% document.text 32215, EAHDT « L7 b OBFFTNGEEH S
e BT 7 A VDS ND 7 A+ VI BIEESND, O N7 OFEIZONTIE, BZ &
ary5EZROZ L&,

4.2 avka—=)LE-R¥xxTSY

ayhue—/L K RXyr 77 V(L eCTD v4.0 D EEREREFZDO—>THY , MHAERME. 372
b%XMLxyt~y@%ﬁvx?A&%EVX%A%®%%wo%ﬁ@ﬁ%%ﬂ%K¢éo
XML BERIZa— FMEREENTWDIEAIE., TOMEOEERET H720Ica br—L R -
R¥XY 77 UVNRRELD, Fa—RZ in~b VAT ABEHAISND, I— K VAT A
ICH, Hum, E72ITFFEHICL > TEHEHIND, =2— K« VAT AMEOBEH2EI D Y Tlzon
T, OIDBLP=r her— L K- RX¥ 77 U OFMGBAZSRO Z &,

ayhE— LR RF YT T VEA = VUAOBFH TERSN TN D, a— R, =— N
EWOH HEBAINCEHT L2000 LTHBENS, ZhEzHL T, T XTOVRT
AL XML A vt —Y TEESNEHREEZRT D, 2 br— L K« "X 7 Z7 V2O TIE
v a6 T L, GEANTE YT D XML K E RO FIZRT,

ICH WEHTHary ha—L K« RE¥xy 7 7 VIZHOWTIE, M8 BX O M2 HZEIEEEE)

eCTD v4.0 2> b —/L R « R¥ v 7 Z7 VO FEZKRET D, TOMMOTXTHa hr—
VR ARy 7T U, BRI R E I ETE O LRR NE T 5,

TEEHNZOWTILESTRIO Y = 79 A hESROZ &,
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= g 6.2 THRINT SR g —L N e NF v 7T DEPLZOINT

It THl = DEREDT A R #2280 = &,

4.3 ICH eCTD v4.0 XML X ¥—%

AKt7 3 a Tk, ICH eCTD v4.0 A v E—VICHBEIp AT —~ « 77 A IO THEELT 5,
DRI, AF—~Z2 A7V T HTIVHNIRT, FTitDAF—<|[XESTRIOY =7
A4 FhTAFETZ D,

ARF—< Ty A)V

ay « Ax—<

3 X T » HL7
Version 3 A v & —
VB DO R X —
< -ty bk

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

2 | RPS A% —=< :

eCTD v4.0 HH A &% —
~ «&v b - RPS
LD A vt —

HBFAYE—TVE
RAF—<8 .

axry7ru&r k
T 5 LFE 721% RPS
AFX—<|Z Lo

AVEST I av:
PORP_IN000001UV xsd

Ao—H
PORP_MT000001UVO01.xsd

COCT_MT030203UV07.xsd
COCT_MT040203UV09.xsd
COCT_MT070000UVO01.xsd
COCT_MT090100UVO01.xsd
COCT_MT090108UV .xsd

COCT_MT090300UV01.xsd

BRERAX—< - T7 AV

= AN =SS A E/A N
MCAI_MT700201UV02.xsd

ot
MCCI_MT000100UV02.xsd

COCT_MT150000UV02.xsd
COCT _MT150003UV03.xsd
COCT_MT150007UV .xsd

COCT_MT710000UV07.xsd
COCT_MT960000UV05.xsd

ZHE N5 CMET

COCT_MT090303UV01.xsd

4.4 eCTD v4.0 XML X w&—2

eCTD v4.0 A v — X ICH eCTD v4.0 AF —~Z WL LTEBY , KAEEY 4 RE/-1T [Hg
TEDEETA K] THRESNTWAIGEOAGKIZZT 5, 1 20 Submission Unit (2% LT 1
SO XML A v e—I BN ER SIS,

4.5 OID & UUID

A1 OID & UUID @ 2 fEENH 5, ROV 77 2 3 Tk, ICH eCTD v4.0 TD OID &
UUID Offi I DWW T 5,

8 524272 RPS R2 A% —< 21X, Common Product Model A —~ NN TH D, FEMIZOWTIL [H

WL oFEELT AR 2Oz L,
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451 ATy FEMF

OID T4 7 V=7 F&—BIZi#HBT 2 L7257 T, BEMICEI Y Y Con-4riziz e
95, OID %, [EREEXEEHEAD ASN.1 EHEZFEH L CERICERZINTWD, OID DOER
Z LU FIORT,

o B UARTRUIGN—HOET : 2.16.840.1.113883
o T T UFDFHIFL : {joint-iso-itu-t(2) country(16) us(840) organization(1) h17(113883)}

ICH FAA > THEM SN DEBAED OID IZIZLL FAE £,
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 TlE, ICH IZX» CEFZIIN., O — RELELTHEERIIRL, N—T=
YOIDEEHLTCa—FR - VA7 MEZFRET 5, OID ZfRET H2LENH 55513, KU HE
FLa—RTrRINd, SMEEZIIINTEBENEEST S a— R - VA7 ATHE, BRIk
OID NMEHIND, IF: EEHIL EEEEXI—RFOOID Z8EKT L0 E I 0ERET S GE
HcOWTIEEZ v ar6s5a2BROZ &)

o b OID DENIZ IV T Ix) 14 code system &, [y] 14 code system version &
RLTWS,

4.5.2 AA—E8AF
UUID (%, 8-4-4-4-12 XD FFH] CHMiDFETF L 4 >DNA 7 & ETeT X A MHE) TRtk L
7216 #E DT ¥ A hTHH, UUID IE, ISO/MEC 11578:1996 35 L T8 ITU-T Rec X.667 | ISO/IEC
0834-8:2005 (Z X » TIEUZTER I N TS, UUID OFEFZLLFIZRT

o AT UTRYILNTZ—EHDOLTFH| : 25635£23-a3a4-4ce0-9994-99¢5f074960F

ICH eCTD v4.0 TiZ, UUID %57 @ root JBIMEAE E LT 5, UUID Z4ET H2LENH D
BAIE, BHVNEERLHNT (dEFRREY) TREND,

4.6 T—4H

T =ML eCTD VA0 AR D & 5 — DD EEREREFR TH D, XML A v — VB BT T
DOEHRERTI20I, BEARBLOREMEIIEE ST — 2R Ttk &b, BERLEFEMEC
RIS DT —F B E LI IR
e Text—UTF-8 X5 (AAGEXFZET) M TE 5,
e Alpha—- 7 NVT7 7Ry NUFORHEMHTES (Fl: A~Z72E)
e Alpha Numeric - SLFFNZT VT 7 X b (A~Z) . Bl (0~9) ZfH T 5, HHF
fEIZBI LT, XML L W3CHEHEIZAE S D &5,
e Numeric — XTFHNETFOHEMHEHTE (Bl : 0~9.E+) | I L OFEEEZRT,
e Boolean —true F 7213 false DEAFEETE 5,
e nullFlavor - MZEDEEZEHIZT AL AIHEHT %, Null Flavor (X HL7 A v & — JFEHEIC
EONWTED, 4 XML ZERIZET 26K E SN TWD, BRFATIE, eCTD v4.0 T
Null Flavor [ZffE H &AL TV 2w,

O EBRESIAIEIEAS . x680 : [E M — Abstract Syntax Notation One (ASN.1) : FEARGLIEDOLEE
0 FH PR LRSS, X667 © IH W — BB > 2 7 A RFE A5 — OSI B 4kJ5 0 FIE - FLH—
EikAl 7 (UUID) D4Rk & BEk, ASNA AT Y =7 NI EE SR & LT oflivyy
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7 : HL7 RPS D7 — 2713 [1SO 21090 : (RIEFEIEIEHR - [FHRATHD = 00 DIE LT
— AT THESN TS, 7275 LK eCTD v4.0 LD RO 75T,
XHNT 2 XML ZEZREF 71T EPEZ R U, fEid L7 Tl L 7= Bl 7 — % BN GE .,

4.7 i T DRESH A K

[l = & DFAET A R 1%, HEFICET 2B ARMLT 5 9 A THERKRH Z RIS, &
HERIIEL L TEY 22—V I TSNS, [HllZ & DFEIET 4 N] TR HFbh b,

C} FEHEFNDVEEHE - K ICH eCTD v4.0 FEHE 1 N OIFHRIZ I Tl dp 575, 45
HHDFERR XML X > —22Ek T BICId 15 Th Do TR XML X > t—2
ZEET B2, [HilE = DEELET A4 R PR TH S,

[t =" & DFESEY A FJ 1ZICHESTRI DU = 7Y+ F L TAFETE 3,

4.71 HEEAEDER

sk 72V XE A O BSE LEABANT, BUEICHE - T~ @ [HUIRZ & 0FET 4 R IZFHE S
NTWA

e application
o subject.reviewProcedure
o reference.applicationReference
o holder.applicant 4% BEHRIIBITv v BT « Ave—Y DDA IND, 7
MTtr s a105143%2BBOZ L, )
o informationRecipient.territorialAuthority
e submission
o subject2.review
*  subjectl.manufacturedProduct
= holder.applicant
*  author.territorialAuthority
= subject2.productCategory
= subject3.regulatoryStatus
o subject3.mode
o subjectd.regulatoryReviewTime
o subject5.submissionGroup
e componentOf2.categoryEvent
o component.categoryEvent
W F T NI [E 12 BT 5 G HRIC G E S BFR, [Ef DFEFIRS L OBEF
BFEDEHHANC O TiE, THI D& DELD A F] 2ZH0Z &,

4.7.2 ICH RN EXR

PITFD Y7 7 ABFEL ICH eCTD v4.0 MO SN TWD, BHEEE F 3B /T XML A vt
—VHNO IS DEROBH BT 2 FE EOFEEFHIINED 2 &,

Avt— e Ny XNOBERFLITO®Y -
o id
o creationTime
e interactionld
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processingCode

processingModeCode

acceptAckCode

sender.device.id

ERE~DHEBFE : CAHDEFIIA »b—IZF0, EAT7on—2 0%
TRID, BHEEL L OBEOMEIZE DR &y RAF—~v T F 5XMLEE

FIZONTIEE6: A v —Y « N~y FOXMUEE F B0 &, ZhEDEERD

N BREZFR L & BIEDPXML A > &= ICF EFND 565, RIGHICL VRS

2o

NA =R A=V NOERZIFILLFOMEY -

e document
o referencedBy.Keyword
*  submission

o subjectl.regulatoryStatus
() EEF~ORFFEH: Zh 5 ORERR L DI BIEERLS L OEIEDXMLA > &=
ICEENDHE, RIGHICE VEHRIND,

4.8 By EnZERTOER

M [E A OFEH 7 vt AIAREOHFEAIN TH D, HIKEA OEH 7 vt 223 XL FRE E
AN, THHIZRGZ20

o XIFIANEAE — B )R & HEEE M OBE IS 2 WA E £ 5,

o HHEEBOEHEARHD T A 7% A 7 /L —Submission Unit, Submission 33 & T Application (2
B 28RN EEND,

e Grouped Submission — #1352 L > THE 7 m B ANELR 5720, OB RERR D56
238 %, Grouped Submission |ZIZLLTFTDO X 972 b D03 H 5,

o 4 Submission & BEEfF < BE—0 Submission Unit

o 1 DOFEENFICHEED Submission Unit NG £ 5 (725, Submission = &
I1Z 1 -2 Submission Unit)

g FF 72 1 EE G ORI S S/ 7 7 & XIZO0Tld, [Tl & D ERE D
F] 22Dz &,

5. TH+IWLE, J714ILERHBYDOES

XML A v—3 L I LB R EET 2D AT 5 7 4 L X B LT 7 4 LOMEE, At
VEEDAS iR Late- I LU A S

5.1 Submission Unit )& &
Submission Unit # #& 3 25A XL F O E 2 HT 5 -
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B 1: Submission Unit ® 7 + )L ¥ #i&
4 regionspecifiedfalder
4 || zequencenurmber

[ =] shal56.bdt

| submissienunit.xml
ml

m2
m3
mé

ma

Wit [E A D 7 4 /L5 (Region Specified Folder) |3/ Z L IZEH ATV D, FEMIIZ OV TIE
[ =& DFEEHA K] 2RO L, MO TIZ, 2073V FE2RHATERWEGEMN
HD,

T2 B R 5 7 4 /L 5 (Sequence Number Folder) O 7 # )V X 21X 3 XTOHIEIZIENT
Submission Unit O #&HH#i & 5 (Sequence Number) 23 fFW\TUW 72 if Ll 72 572\, Sequence
Number O SEFEDAEIX 999 72 £1272% (Submission Unit (22 Submission 235 F 1155414,

M =L OREH A F] THMESRTDHIL) , B2 LV OTF LU TFOa LT
VEEDD,

o lsubmissionunit.xml] & £ H3L7~. 4 Submission Unit {IZ%/59 % ICH eCTD v4.0
XML AvtE—VaEHLHT L, F: EEHFIIAXF— - 77 ANV EEELUI LA
Ve V40 Tlxutil 7 AV ENAREICARD  XMLISEH T OA 2T ay « AFx—<
ZHEWRT D, B/ a8l 2B &,

e XMLeCTD A > A% A (submissionunit.xml) OF = v 7 A% [sha256.txt] & ZAFT
TTXARNT 7 ANMCEDDZ L, ZOTFANT 7 A VTHREEGEE 57 + V4 (F
72, XMLeCTD A VY AZ A L[E—DT 4 V7 NUN) IZEDHDHT &,

o ETUa—)LI~SHOT LA LM% Submission Unit (IZED DAL T Y, a7 UV |C
IZLL T OBRIEH S5 -

o ml D7 FNVEFREE X, T [HillkZ L 0EEN A R I2iEH> 2 &,

o m2~m5 D7 A /LA HEEIL, KRETUHAT2EEICES 2L, 87 ar 548
J1"EzzRoZ &,

o INHLDTFNFIZEEFNTNDLTRTDOT 7 A/MIHDONT, XML A vt—
Itk EnTnp Z ke

o VIANZHEEF L7 7 A NV EFEREET DML RN,

ELEH ~DVEEFIH : submissionunit.xml 7 7 A /WlE, v3.2.2 TR I A > b—2 77
4 /v (index, regional 35J: ONSTF XML 7 7 4 /) DREE &5 k<,

5

ELREH~DVEEFI : FE G~ DR MIZCIDE 2 = — L DNE & Fle 7 4 /05
DB TR I N D, 427 4/ X E I Z DR &,

5

WA OFISMZHONTIT THIR Z & DFREET A F] 220 Z &,
12 IﬁJJ:O
13 IEJJ:O
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5.2 & RAl
eCTD v4.0 FZEETIT 7 + VX OMAIRAINET Sz, TV 2 —/L 2~5 OFEM7e 7 + VX s i
HllzoWTiE, B2 ar 11 28ROz L,

W7 e T va CTHRESNLTW R WA HANCEE T 28R 2 L FIZRT

o TANEHLTFANKIHERENDT VT 7y MINLFORTIRIRTH &,

o TRTOITFANZKIITANFIANT—ELETDHI L, 77 A NVIRKEDLARIZMNIT D Z
EMBERINTWDBEA. 7ANVFOBMNRLEL 2 D855350 514,

o TRTOT77ANIIEETZMT 1 OIETHNLZ &,

o TrANMERTEMEHLTCZ 7 AN 74—~y hemrRT L,

o HIL VDT FNFIZONTIE, HaxD [HIKZ & DFEET A R] OFBNIHED Z
L,

5.2.1 ERTAREL XX F
TRTCOFEET, 74NVEFLITT 7 A NVLAIZOWT IETF @ Uniform Resource Locator (URL)
HANZHED (VA RETRAZY R 7 %RL) o SEFITT ST TH D, FFERSCFITIR
DRITRI LTI HDIZRET 5,

& SERTRLGHEXT
REUE B
$ FARE,

- NATU By va
TyH—RaT | TR, TUA—T
v, a—XF vy a

+ 7T AR

! JRRETF

' TARA v 74 —EG|IHK

( Feho 2

) HhroZ

IETF @ [Uniform Resource Identifier (URI): Generic Syntax RFC 3986 #ZfED = £,

I FTRE R X FDERL Y X b (HFEE 77— X I AT RER X F 25 8e) 12O0)
Tk, [ Z & DEREGA F] 2D &,

5.2.2 T7ANEBFELEIHILFTROES
T 7 AN ETNLT A NVE L OR SHIRIZLL T OHARIZHE D,

o WEH (ThbbLT7rANL) ORKE : 64 XF JLEFE2ET)

o THNAEZDEKRE 64 TF

o NRADEKE (FE1L_L0O7 A2 525T) 180 3XF

o JE:AKHEIZW S Z L& T, BIEEDEREEIZNN U T END T 4/ X3 E0I 7z n PR N7

A T DTN 7 4 NN SEEZIE TE 5, NADR IV 180 X FDHIRFE 7= 14 ikl TE
W= LREEE 2 S8BE, HEEEPIEL L7 74 /0285107 7 A A8 135S 5
N&ETH 5,

o Ty ANKIET =3 F7213 4 T

T7ANBELITT ANV FHDRSIZOWVTOFEMIT, [HRITE0RET A F] 220 &,

14 Iaj:o
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5.3 RRAZDRAUMERR - TS50 T4 X

NALOHAITIX, ZHNVERAT va (/) TRULNIERT 2V E « RREZZHT 5,
5] 213 Tm2/23-qos/introduction.pdf| &9 /N A4 1%, submissionunit.xml 7 7 A /L% FEUEZ L 7-4H
X727 7 A WMLE 2R T,

5.4 T AV
EREOMABIAIE N2 DORANZAE -T2 5 2T, EBRO 7 4V ZFIE O EHIHIEIC W Tid
rvaril e M T EDFEET A N] OB 2 &, ROKUTE Y 22— 3 DB ZRT,
B2:E2a—IL30TAILTREEH
4 m3
32-app
. 32-prod

32-reg

32-sub

33-lit

TV a— L 2~5 DEE 7 A VA BEEICOWTIEE Y v 3 > 10520 BB = b,

VE - WA D 7 4 XIS, T LS FE 2 B T A I o T B0 (5
FO, 6 L-~INEHEEZ2INNTHEEITEH TER0)

KRHEIZHE 5 Z & T, 1S09660 THIE I EHIRES 2 T L F 5 15k & Al T
&5, Flo, FIEHEEFITZIEED T 740 T Lo NS, BER T LA E
BT 5L AFEICR D,

5.5 274 IR

eCTD v4.0 A v E—UTliE, 77 A NERIFHEESN TR, HEEE T —2280bb5

BHMIZHOWT, AR 7 7 A LRI HOWTIE, THIR S E0EEN A K] 2238 L,

& EICHBRYOES 7 7 A ADIRIZONTIE [ETFE=E> - 77 =H/4 - FF
2 A2 N (CID) IZ5OBEF7 7 A /Mt#k] &#2H5 52 &,

5.6 Fryv oYL

eCTD v4.0 XML A »t&—UIZiE, TP document.text.integrityCheck E3E kST HF = v 7
TP LANEFEND, SHA256 F = v 7 « 7)Y X LTS T, PFrED Submission Unit D document
HRTSREINDI BT 7 A NVICKHINT D F = v 7 L2 BT 52 &,

Fxv 7Y LAOANELUTIORT

e XML Avb—VTHHEINEFzv Vol ZEMUATLATHEIN ZF =y 7Y
LEWRTHZ LT, K7 7 ANVDOEEMERIETE 5,
o FTxyulZHAEMHALT, HElMEICBITAEHMMORERIZZ7 7 A ANREEINTY
fcﬁl/\ k%*ﬁuﬁ(%é
5.7 ERET7—h4a47

JERET — A 7 EiE, 1 2OT7 =04 TIZBMENTZT7 7 ANVOEETHD, T—hA 7 &[T
THIET, T—=NAT « 774 (zip 77 AV, targz 7 7 A N7 E) OV A ZRf/NEST
W5, BV a—/L2~5 TIRHTHa T U VIIERT — A 7085 > TUIR B,
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6. avkAO—)LF-REx¥ITS5Y

Y7 g 42 TIRARZEY | eCTD VA0 A v —VOERRCIZ= he— L R« REy 75 Y
DHEBICRHENS, ROV 7272 a2 TiE, eCTD v4.0 A v —YOERICEH SN D 2
Fa—/L R« REY T T VICOWTHFHT D, 2 ha—L R« REx v 77 VITERORE)N H
L0, LT Cldar 7oy aE8+ 2HEICENS 2553 %, ICH eCTD v4.0 [EH OHFE.
TROLICHRER L2 ha— L R - RXy 7T V%87 a3 61I10R7,

@) EREFOBBFE: 22 B/ F - FEy 7T (L genericode 7 7 A /& 2T
Loy Rem N7 7 A il THEES B, ICH 35 & DI RT3 20— [ U <
MEBFELE N r— PN TAFTE S,

ICH 13N A T F o AETH9ar ha— L R RX¥xr 77V (33— g ViSEHORME L
25, F%a—RUZXMIEID L TENZOIDIZEDONN—2 g U FEEET, Ay 77U 28
THECI, @Y=V a vERMtT L2 L, BEEHOGEMICOWTITEZ v ay 35 2SR
Moz L,

6.1 ICHARET Sa>rbO—)LF - AR¥xv+ TS5

ICH M8 7% eCTD v4.0 M ICHE LTz hr—L R« RE ¥ 7 Z7 U ZLI IR L, FEOfHE
PR L FEMIE RO AT AT, ICH=a Y ha—/L R« R¥ v 77 VI3 XT eCTD v4.0 ik
Ny =T EEINS genericode 7 7 ANV EARAT Ly RU— N7 7 A VOl TIREE LD,

e ¢CTD v4.0 — Context of Use =@— K : Context of Use fEIZx[Ind D a— K « v b&EHEET
Ao ZAUL CTD A (BAMICIZEY 2—L2~5) IZBIFA R LICHY T 5,

# 1 ATREZ Context of Use B4 + 7' U DFERA Y X MIDWTL, [l =& 0%
By A ] B L,

e eCTD v4.0 - Keyword 2— K : 2> ha—/L R « R¥ ¥ 7 7 U Z§£fD Keyword DFESH (&)
YRR, BeGREE. B, THRORER &) I2onT, TOEE R a— REHRET 2,

1/ FTBE 7% Keyword Definition 75+ 77 U D5ERR Y X MZOWCld, [t =~
DEREGA ] &0z &,

e eCTD v4.0 — Keyword Definition = — R : keywordDefinition CiE7% X115 Keyword OFEEH
(RE¥EF, A, B, @E, SCEORE, Jv—7 - 24 bR E) ITxsT 5
keyword = — RZFRET 5, & : HEHEDEFKT D Keyword Definition DJRPEDEIZ DU
T, B2 ar 6525 &, Keyword Definition DFEFAIC HOUVNTIE, L Fr—
CHoarta—AR-RKXxyT77Y c ATy Fo—rasROZL,

1 1 A[GE Keyword Definition 8 ¥ 77 IV DFEHD 5L U X MZOTid,  [H
W= DEREG A N S0 &,
e eCTD v4.0 — Media Types : FFEDXLED 7 7 A MEXEZEET 5, ZOBNMERIL, =~
T UVNTKR U TR R LR 2 FTRE & D AT o RGBT IR L 72 D,

&/ FIFE 7 Media Types A5F+ 77 U DSERR U X MZOWTld, [Hlg =& D%
G N 2D L,
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6.2

BHEARET a0 FA—ILE - REx¥ TS5

eCTD v4.0 HIZH Ik CHIE SN2 b — L K« R¥ ¥ 77 U ELITICRT, codeSystem J&

PRI,

M =& DFEET A ] TELSNLFa—F - By MTHIET % OID 282425,
eCTD v4.0 — Application =— R
16 A[REZR Application INF ¥ =77 V DFERR Y X MZOVWTIE,  [Hilk = F 0 %%
AR 2oz &,
eCTD v4.0 — Application Reference Reason = — |
& }H FTHE /% Application Reference Reason 7=+ 77 U D5E£ Y X MZOU T,
[l =" & DEREG A R 220 = &,
eCTD v4.0 — Category Event 2 — KN
& ] A[BE /e Category Event I5F + 77 U DSERR U X MZOWTIE,  [Hlg =& D
KRG ] 220z &,
eCTD v4.0 — Contact Party == — K
& 1 FTFE/%: Contact Party 75+ 77 U DERR Y X MZOWTIE, [t &
DELEGA F] 2D &,
eCTD v4.0 - Context of Use = — [ : CTD#IEICHIT 2 RH L 2R = —F -« ¥y FE4EE
15, ZOa— RFHROBHY BIc k> TREST S (BENCEEY2—11) |
1 A[GE Context of Use INF + 77 U DZERR VX MZOWTIE, [l 0%

sy R FBEOZ L,

eCTD v4.0 — Keyword =— R : 2> bk —/L K « R¥ ¥ 77 U & FfD Keyword DFEFHIZ D
WTC, ZOEZERTa— RERET D, 03— Rid, HOBH Y HIC L - TEME
EINDHERH D,

1/ ATREZR Keyword AR+ 7" 7 U DFELR U X MZOWTIE,  [HIlZ & DFERES
AR 220 L,
eCTD v4.0 — Keyword Definition = — K : MUl OB 24 R L > THE S 4172 Keyword OFl
BIZxHET % Keyword 2 — RZFRET 5,
1 A[GE/ Keyword Definition N+ 77 V DFERR VX MZOWTIEL,  [Hilg T~
DELEGA F] 2D &,
eCTD v4.0 — Ingredient Role == —
&/ FTREZR Ingredient Role = — N « AN+ 77 VU DFELR U X MZONTIE,  [HE
B2l DFELEGA R 22D L,

eCTD v4.0 — Manufactured Product = — R
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1} FTGEZ Manufactured Product 7+ 77 U D5ER Y X MZOW T, [Hl =
EDELEGA N 5D &,

eCTD v4.0 — Media Types
1} FIGEZR Media Types 7N+ 77 U D5E40 Y X MZOW T, [THlg = E D%
A R 2D &,

eCTD v4.0 - Mode =—
1 B[ FEZR Mode TR+ 77 U DZERR Y X MZOWTIL,  [Hil =8 DFERED 1
R] #Z2H0 = &,

eCTD v4.0 — Place =— K
1 B[FEZ: Place K+ 77 U DSERZ Y X MZOW T, [Hilk =& DFERED 1
R #ZE0= L,

eCTD v4.0 — Product Category == — K
& A HE /% Product Category ih=F+ 77 U D5ERR Y X MZOWTld, [Tl ="~
DEHEGA R #ZHDZ &,

eCTD v4.0 — Regulatory Status =— R
&} FTHE/% Regulatory Status A5+ 77 U DERL U X MZOWTIE,  [HiE 4
DEREG A ] 2D L,

eCTD v4.0 — Regulatory Review Time == — R
& AT HE 72 Regulatory Review Time AN+ 77 U DERL U X MZOWTiE,  [Hit#
TEDELET L R #HEOZ L,

eCTD v4.0 — Review Procedure ==— K
1& [ A[BE/2 Review Procedure A5+ 77 U DSER T X Mo Cit, [l =&
DELED L RN &0 &,

eCTD v4.0 — Submission = — K

(i BIBEZL Submission NE v 77 U DERR Y X MZO T, [ = & o FELRE
A R] RO L, Fla BT~ o BT e A= DEODRF 7T
(DN, B2 921051212 o= &,

eCTD v4.0 — Submission Unit = — R

& H 7[BE 72 Submission Unit AR+ 77 UDERR Y X MZOWTIE, [ & o
FEREG S R 2RO L, Fa, BTy BT e X b= TSR F+
TZ VNI 292105422 22D &

eCTD v4.0 — Substance =— R
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6.3

1 G REZ Substance B+ 77 U DSERR U X MZOWTIE,  [HitE =& D FELEY
4 K] 2Dz &,
eCTD v4.0 — Territorial Authority Role =— R
& }H FTGEZ% Territorial Authority Role =2— N « JhNF+ 77 U D52 Y
R MZONTIE, THIEZ b DELELG L F] 250 Z &,
eCTD v4.0 — Territorial =— R

& F[BEZZ Territorial = — N « AKF+ 77 UDZERR Y X MNZOW T, [
EDEREL A ] 20O L,

HL? XRETSav rO0—LK - Rxv TS5

HL7 E L7z br—L K« REx vy 77 V2L TR L, HEEOMERB & FEE O A
FhE 7,

6.4

HL7 Document Type 2 — F : Z DR ¥+ 7 7 UL HL7 Version 3fEH#ETHE SN TEY |
XML A v t—YNT—H#OEFED typeCode JENEIZHHTE 5, ZnbHda— Kk, XML
AFX—v THREIN TR ypeCode BYEDHTHE LD, XML X v E—I 0
typeCode JEVEIZ codeSystem OID [T E 72\, 1 ZHUHIXEEMETH Y . typeCode D5
EPLEREERICONTEAREDE S ¥ a 82 TR,

HL7 Status =— K : ZDO/RF ¥ 7 7 VL HL7 Version 3 FEHETHE SN TEY ., XML A v~
T — VN THEEER D statusCode BFIIHEHTE D, ZNHDOMHEIZ XML A vE—T 0
statusCode.code \ZfE {1525 Z &, Status Code |Z codeSystem OID (%720, & : Status =
— RTIZHLT BELWNICHIZ X > THESNTEOAEZEHTE 5, 15

HL7 Update Mode =— K : Z®O7ARF+ 77 U X HL7 Version 3 fZH#ETHESNTEY .,
XML A vE—VWNTEFELED updateMode JETEIZEHTE S, 2 b0 a— RiX
updateMode JEVETILELL 700, AFX—~ITHIKI ST, updateMode % Vo 32 L 5 545 B354
TOff HATRE 72 &2 AEH |2~ d, Update Mode (2B 23E/IIC DWW TIX, 27 v 3 v
8223 &ZMDZ &,

EHEE~DIEEFEIE  HL7 RPS [ZHEHIE T B SN S a2 pr—L N Ry 7
Z UL, AT ABEEEAREIZ T 56D THY, AT ADLTZ 7 ¢ /b Z—
Ve g b —Tx 14X (GUI) IZHEEFHRARTELEE L THT L ORETHD E
1TV Z 20, GUIICIZTEPI 22— RE 0L SIZHEET2Z &, thviz,
2 305 [Hitd =& DELED A R THEE LG T, EBICE L2 b D&t
75 &,

NEBEKIRET SV FO—ILF -RE¥ TSV

FOMOHIEIZ L > THESNZ (75 ICH, 4 ICH#ili, F72I1XZHL7 2MFFLL TV L)
ay k=L R« RXr 7 F7VEUTIORL, YFR, HEEOM LT, SEMEHRO AT

A,

15 fe FH AT REZ2 1. HL7 Version 3 RPS R2 FEHEDBEF|Z L » TR %, ICH eCTD v4.0 ELEDLEEIZ S

W,

genericode 7 7 A VB L RAT Ly Ry — |k « T A VESZROZ L,
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o [EFEEME LA (ISO) - 2XFOEFE=— F : ZHUELSEEICx L TIEE SN 2 50
2 — RT, ISO639.1EETHEINTND, ZORF¥ ¥ 7 7 VI text@language JEVED E
RIEHIND,

e ISOEz—F-2XFOEza—F: ZHILISO3166-1 EHETHESN TWAEITI— R THh
%

6.5 BEENEBT HHRF+ TS

KErvaro bty Tid, BENBLOCERTHBICHLIBRED —EWNEZHET D720,
EEHEVDEFRT HMEEZ XML BERIZEI D B CTHEOLRM IR TA X Aernd, RMEENERT
HAEIET R TN SR CR/ANEOITE E L, ARERRERERNPTEDL LT DH L,
EEENERT DMEIITILTEDO TIRIZZ2WVVN, TR —/VDFRIRNRT A= B2 D56 3ME
DFEAER VIR GAEN DS (MR L > TERLIGARH D) |

6.5.1 Keyword Definitions

FEEENERT IRy 77U (BRIIZIX keywordDefinitions.value.item.code) D5, A v
— X code 35 LN codeSystem % LE LT 5, HEEEIZZNOOEICHAOE Y Y TEMHEHL
Th LW, F/o, HEEFITE v a2 451 TRLZZ OD FD Y TEMHEHLTH LW, %79 L
b ZIUTHE D BT 72, 2D OIDEIY M TEMEMT 256, BI2 AR S 570, Eo
FEFEOOID #MHLTH X, ZEHIXZINLDOfEE 1 DD Application D THEHT 5, L7=H
- T, Hi% Application N TP keyword = — REDOEHIZE L TEEEOREN H > TE L b0,

@)  EEFOREEEE : W Application (1] : 7 —T LS WGH) TEEHIE
FITERF Y77 VDEHEET ZEH T VA bEXHND, TDOHE, FBE
Application N TP Context of Use Keyword & L COFFRDEN Z tadi (k72 72012,
##L Application [i] T Keyword Definition % EP 75 = E PRI 5, FHEMIZO0 T
iE, =& DERED 1 P 2202 &,

7. ICHECTD V4.0 XML R &+—~%

71 a7 - A¥x—%

a7 « A% —<|ZICHeCTD v4.0 XML A ¥ —~ DM TH A, a7 - Ax—< [ TEESRIN,
WA, FHAZHESC ICH eCTD v4.0 2 ¥ —~ O F CTRIBEICSRB EIN 5,

711 InfrastructureRoot-r2
ZDAX ==, MOT R TDOARAF—<IZEENDI TR TOERIZY LT L REEERT D,

D AREEN A TR, ZORF—<OERIZHOWTITEERY EIF 70,

71.2 is0-21090h17-r2_datatypes

ZOAF—<, BRLEBUEOERICHEHIND 1SO-21090 7 — X B ZEET L, ZO77 AL
[ZAF—=<NTOD 18021090 7 =X RDOHKZER L TEY, AT TALTIF v - b—| -
AF = OHITEHEND,

o AREBEN A FTIE. Z2OARF—<OEZR|IZHOWVTTEERY EIF7eu,

7.1.3 Voc-r2

TDAF—<IL, EERKICEENDIERTYy 7 7V OHEAZEET S, 2L eCTD v4.0
XML A% —<THEEHITMH SN TWETRTORT Y 77 U NEEND,

o REBEN A FTIE. Z2OARAF—<OEZR|IZHOWVTIEERY EIF7eu,
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7.2 eCTDVv 4.0 R ¥%—7

eCTD v4.0 A% —<, A X T 7 v arFi3Avbe—URI0EEND AFT—~ THER SN

%, BT 2 eCTD v4.0 A X —~ &2 Kt 7 o 3 VTRT,

7.21 eCTDV4.0M 32503y R¥F—Y

AU BT gy s AFx—<IT0, 5B XML A v — 2031 3 SO ESE, Thbb

AETIvay s Ax—< RIET v/— s AFx—< BILOlarbte—-T7 K AF—

~NEEND,

7211 Submission Unit Sent (PORP_IN000001UV.xsd)Submission Unit ;%15
(PORP_IN000001UV.xsd)

ZDOAF—<L, FEEDI B Z(EFE ~ submission unit ZEET A7 DITTRTD eCTD v4.0 1 >

XTI varyTHEHIND, TOAF—<[FTAvE—VH bbb TEER/B— R« A% —

~ EWIADIRET v —EfRET D,

7.21.2 Transmission Wrapper (MCCI_MT0001000UV01.xsd) 5% S5 v/ ¥—
(MCCI_MT0001000UV01.xsd)

:@x%wvm\#ﬁf@dﬁDwox/t~”’ZEEEL?yﬂ~%ﬁﬁ¢éo%E%&%

BEICETHEREEEE L, A v E— Y OMRINE Z FHEICT 5,

E o AREENA RTIE, ZTORAXF—vDOYHEBLEO L ETEHT S, VHAERIZHOWNTTEY V3

Y81 EZMDOZ L,

7.21.3 a>kra—)L 7o k- S5vs/v— (MCAI_MT700201UV01.xsd)

CDAF—=E, BETHIAYE—VDORI A= AR hearviba—)b 77 EHET D,

7.2.2 eCTDv4.0 R/ A—F - RF¥—7

7.2.2.1 NqO—F - X yt—% (PORP_MT000001UV01.xsd)

ZDAF—<1L eCTD v4.0 DIEBETH VY . eCTD v4.0 DT X TOMHBERERNGFEND, TDAF
—<E, IFTOH T FETI c AF =B A v VEEAT R, Bk Lo
ZHDAX—~ BT D5, BREDAFT—<IZOWVTIIARETHHA LRV, £/, FEEENZ
NOEDAF—<|ZHET 78 ATHT B0,

8. ECTDV4.0 XML A vt —

eCTD VA0 XML A v —U%, At 7 v a0 TEREIN TS LY L Z < OMAETHER IS,
ZZTlE, CTD OF Y 2—)L 2~5 TUERHEREZOLZEY BT 5,

8.1 Ayt—C A4S

Ayt— e Ny XOEFERIIT, BEHEZEEOFEICHLELR—HOBERIIMZ, AvE—
VERRIZ W2 ICH B L M O FIET 4 RONR—2 g AFRNEEND,

8.1.1 4> 7))L XML

WD XMLIZ, AF =<Moo TA =V 2Rt T 272 ODOMHEEZEL X WEMEE =T,

R6AYE—T - AYED XML 1EE

<PORP_IN000001UV ITSVersion="XML _1.0" xmIns="urn:hl7-org:v3"
xmlns:xsi="http://www.w3.0rg/2001/XMLSchema-instance" xsi:schemalocation="urn:hl7-org:v3
PORP_IN000001UV xsd ">
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<id/>
<creationTime/>
<interactionld/> IHNBHDOERIL, ZZTrLELIIZELT -
<processingCode/> Ja—Ur T e BT TR L,
<processingModeCode/>
<acceptAckCode/>
<receiver>

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

<id>
<item root="" identifierName=""/>
</id>

receiver.device.id (7
732812

~

</device> _
</receiver>
<sender> —

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

<id> | 252812
</device>

</sender> _

8.1.2 WRER

AF—<ZiE, LN ZER/NMROFBERE y FBAKLETH D ¢
e ITSVersion : XML 1.0 #ETHI &,
e xmins : lumn:hl7-org:v3] ZHETHI L,
o xmins:xsi : Thttp://www.w3.0org/2001/XMLSchema-instance|] Z#f5E T 5 Z &,
e xsizschemaLocation : SciDA 2T 7 ay « Ax—~< -+ T7 A/

(xsi:schemaLocation="urn:hl17-org:v3 PORP_IN000001UV .xsd") Z#Z& T 5= L,

o receiver@typeCode : [HEfH [RCV] Z#HD, A vE—IICHEDHLETR,
e receiver.device@classCode : 'DEV]| ZIETHZ &,
e receiver.device@determinerCode : 'INSTANCE| Z#45ET5HZ &,
o UTOEHREET 200 iditem BHRAEZHH L

o receiver.device.id.item@root : * 7 — UVERRIZ AW ARSZEE T A RE 7203 [k

TLpFEEHTAR] ©OIDEFEET A,

o receiver.device.id.item@identifierName : A > &2 — UAERUZ W RFERET A NET
X THR S L DRETA K] ONN—2 g VESERET D, FBEAYRHIIABMEM

A L2,
o sender@typeCode : [EEE TSND] ZH-D, A vE—IIZEDDHLEITR,
e sender.device@classCode : DEV] ZIETHZ &,
o sender.device@determinerCode : [INSTANCE] %#{ET 52 &,

8.1.2.1 XML D6

DATFIC, Avt—2 e Ao FICEEND id BEEDOXMLHIZ T, receiver.device.id BFE |3 FEET A R

D=V a EREZ LTS

<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="OID for Regional IG" identifierName="Regional/Modulel IG Version
Number"/>

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

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

8.2 RAA—F - AyE—
WIZRT eCTD v4.0 XML A vt — T DO 3SR 1L, HL7 Version 3 RPS Release 2 Normative standard

WZHASNWTN D, FERICHETERITENENER O v a NoRENTEY, XML A%
—< DX N ANTFREE LR > TV,

8.2.1 A vtEe—CEEMOBEE

UTFOMIZ, A vtE—VIC@EN 2B RZBICENSOEZRT, MAOKERITA~A v—
FeAvtE—UTHOOND,
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3 BREFOBMZETIL

— = Submission Unit—1 eCTD &
Submission Unit —ruz

Priority Number — Context of
Category Event -
n Use DR RIERF

Pricrity Number n
Context of Use—CTD RH L
Context of Use
Document Reference — CTD
R L EEERMTFEIDS
_- Document Reference Document #3894 3%
Context of Use Keyword —
—E Keyward CTD R LEETOIREMD
fHIniER
{ Related Context of Use
Related Context of Use — & 6
AR &7 HBEDREY ’
)

Sequence Number — eCTD *

Sequence Mumber
: vtE—CIcEShHES

Submission - B F 1= (S48
D Submission Unit A 5 &
RSN BRHEE

— =1 Application — BAE{F 7= (18
g Application # @D Submission A SHERL &
— N5 EREMTHY . %D
MO TIE, R
Application 4% 9 %
Document- XE(ZBET 5
AMERS LT+ ILTHE
ERNOEMIGMEET
Keyword Definition — 3% {5 % 1
MNEET D Keyword ZifE
I5

Category Event— >—/4 > 12
RADOREIZHT BT 0ER =

=
(|

-

8.2.2 M O0—F2KIZETSERSEE
s vay 823 IO u— K A v E—VIEENHEERICONT, UFEBETD
ZE,
8.2.2.1 DEREF
XML A v =V DA n— RERMGT 27201203, UTOBHENRBLETHD -
e controlActProcess@classcode : TACTN| ZI5ETH I &,

e conrtolActProcess@moodCode : EVN] %IETHZ &,
e controlActProcess.subject@typecode : [SUBJ| ZHETHZ &,

8.2.2.2 BERE

XML DAFXF—<L, AvbE—VICEENDIERICBEAL CTF—¥ERZLEHHI L, KEOH
ARTAE, AvE—VICEENDIBEROEGEERMERT, ZEENERZRZTELE LTS
BTH-TH (Febb, 0.1 £21E 0.%) | HESNERIHC L > TUAL RBFADV D 5,
HESNTZSRMEADbETEVYTCONEZEELEETDH L,

Page 23



8.2.2.3 Update Mode

eCTD XML A v E—UYNOEAF DT —# BHEIZIE, LI Submission Unit (234 28T 2 £ 7
updateMode % 55> 5 Z &, updateMode 75 Vo707 — X B3k % . Update Mode 73 FIRE72 7 — & B2
FORIITT, 728, updateMode F32 TV TG U CHHFNEZEFET HHAICOAEHT D
T, [EELEENDIZEICEETAIZ L, BHBER LW T — X EHRIT OV T, Update
Mode (FfEH L7220,

8.23 XML A v tE—C D&

RDFIZ eCTD v4.0 XML OFEAIESE (T7hbb, XM a—R -+« XAy¥E—) £ XML AF—~
DT RTCOERLEZRT, ZORE, YEHBEIZE EID controlActProcess. submissionUnit,
submission 35 J. O application D E58 THERL S VTV 5,

MEHLOTFA D« Ry 7 ZTERZ A L, ERICHET 2MERMEHRIZ R I2oic, 2k
ELTAE (MzBE THHFAL, 7 v arFoaidfl) £003 MMk odzdn o r] (#F
WA AT, HEAOHA Th 5 Z & a2nd) 2Rt 5,
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# 7: v4.0 XML * vt — s
eCTD v4.0 11 7 — K XML * v & —D controlActProcess > bR 5, MEEFEIT ER
(EZ7var821) OEY THY ., submissionUnit B35 DRNIFEH I D,
<controlActProcess classCode="ACTN" moodCode="EVN">
<subject typeCode="SUBJ">

submissionUnit 2581213, LLF® Context of Use BE & ZDREMENE END -
e component.contextOfUse
o primarylnformationRecipient. Territorial Authority
o replacementOf.relatedContextOfUse
o derivedFrom.documentReference
o subjectOf.submissionReference

o referencedBy.keyword
o ARFETA FITIIIN D DOERDT R TRBMEI N T D DIT TRV, FEIZ OV TIE,
[k =L DEEHA R 2BROZ L,

<submissionUnit> p
zg;b submissionUnit (€27 3 =2 8.2.4) L0
<title/> itk & & DFEIET A NS
<statusCode/> ~
<component> f
<priorityNumber value=""/> nriovitvNumhber (27 > 52 82.5)
<contextOfUse>
<id/> ( .
<code/> contextOflfse (2752 82.6)
<statusCode/>
<primarylnformationRecipient> ™
<territorial Authority>
< i ity>
gmfg}glgAuthorlty primarylnformationRecipient.terr
<name/> itorialAuthority
</governingAuthority> il =& DFEIET A RBH
</territorial Authority>
</primarylnformationRecipient> _“/
<replacementOf typeCode="RPLC">™
< ~ 4 A
rela‘gedContextOste replacementOf.relatedContextOfU
e T se (#7272827)
</relatedContextOfUse> L o )
</replacementOf> _
<derivedFrom> ™ P <
< >
doilgjr/lintReference . derivedFrom.documentReference
</documentReference> L (B7a>828) )
</derivedFrom> _
<subjectOf> N ~
<Sub<1;3is<liotré§;§izgc>e> - submissionReference
SUNEN ,—L.)H: N \\;}% BE
</submissionReference> L Mk = & DFRIET A FBI )
</subjectOf> _
<referencedBy typeCode="REFR">")
<keyword> g |
<code/> | keyword (2 3> 8.29)
</keyword> ~ g
</referencedBy> —
</contextOfUse>
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</component>

XML O Z D& 7 3 3 X submission B35 D5 EIZEIF%2 9 %, Submission D& 2

DY
[ )

callBackContact.contactParty
subjectl.regulatoryStatus

e subject2.review

o subjectl.manufacturedProduct
o holder.applicant

o author.territorialAuthority

o subject2.productCategory

o subject3.regulatoryStatus

e subject3.mode

subjectd.regulatoryReviewTime
subject5.submissionGroup

o ARETA FIIINDDEBER TN TERBMI N TV D DT TR,

Tk = L DFET A K] 220z L,

b=y
N

S EFRIETX

sequenceNumber (submissionUnit & Submission DBIfRZ " T HHA L L TEHEND)

SN HOWN T

<corr<1159: ;f:ﬁ?efézmb or/> }[ sequenceNumber.submission (2 > 3> 8.2.12) 2R ]
<submission>
<id/> }[ submission IR T L DOFEEIETT A FEHE ]
<code/>
<callBackContact> TN
<contactParty>
<id/>
<code/>
<statusCode/>
<contactPerson>
<name/>
<asAgent> - callBackContact
<representedOrganization> il = & DFEIET A RHH
<id/>
<name/>
</representedOrganization>
</asAgent>
</contactPerson>
</contactParty>
</callBackContact> _
<subject]> Y N
<regulatoryStatus> regulatoryStatus
<code/> | ICH eCTD v4.0 35 1%
</regulatoryStatus> 234N
</subject1> ) J
<subject2>
<review> . h
<id/> review
<statusCode/> Hilak =& D FEEET A R
<effectiveTime/> /
<subject1>
<manufacturedProduct> N
<ma2ufact1;iedP roduct> manufacturedProduct
name - e a2 1e
</manufacturedProduct> ML= & DRIH A KB )

</manufacturedProduct>
</subject1>
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<holder>
<applicant/>
</holder>
<author>
<territorial Authority/>
</author>
<subject2>
<productCategory>
<code/>
</productCategory>
</subject2>
<subject3>
<regulatoryStatus>
<code/>
</regulatoryStatus>
</subject3>
</review>
</subject2>
<subject3>
<mode>
<code/>
</mode>
</subject3>
<subject4>
<regulatoryReviewTime>
<code/>
</regulatoryReviewTime>
</subject4>
<subject5>
<submissionGroup>
<id/>
</submissionGroup>
</subject5>

R

e R
review.holder

I = & DFEIET A FHIR
.

r N
review.territorial Authority

I = & DL A FBR
-

J
4 N\
productCategory
Hihe =L DEAEHT A FEM
. J
regulatoryStatus
Hiek = & DRIET A FEM
mode
Hidel =L DEAET A FEM
4 N
regulatoryReviewTime
il = & DFIET A NS
- J
4 A
submissionGroup
Hidel =L DEAET A FEM
(&

XML #i&

XML O Z D& 7 2 2 > Tl application B3R %157 E T 5, Application © 27 ¥ = ZiE, LLTFD

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

component.document
referencedBy.keywordDefinition
<componentOf> TN
<application>
<id>
<item/>
</id>
<code/> _/
<holder> TN
<applicant>
<sponsorOrganization>
<id></id>
<name></name>

</sponsorOrganization>

</applicant>

</holder>

application (2 > 3>
8.2.14) B X UMK = L D%
WA FHM]

holder.applicant
Hisk = L DRIEH A FHM

_/
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<informationRecipient>

</territorial Authority>
</informationRecipient>
<subject>

</subject>
<reference>

</reference>
<component>

—

document (&2
g 282.15)

N J

N—
s N
keyword
ICH eCTD v4.0 5

L e B ITERSL

—~

~—

</component>
(<referencedBy>

keywordDefinitio
n (23>
8.2.18) I8

—

</submission>
</componentOf1>

\</referencedBy>
</application>
</componentOf>

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

informationRecipient.territoria
[Authority
IR = & DRIET A FEM

_/

<reviewProcedure>
<code/>
</reviewProcedure>

reviewProcedure

i = & DFEIEH A FHI

<applicationReference>
<id/>
</applicationReference>

applicationReference
il & & DEIET A FHM

<document>
<id/>
<title/>
<text integrityCheckAlgorithm="" mediaType="" language="">
<reference/>
<integrityCheck/>
</text>
<referencedBy typeCode="REFR">
<keyword>
<code/>
</keyword>
</referencedBy>
</document>

<keywordDefinition>
<code/>
<statusCode/>
<value>
<item code="" codeSystem="">
<displayName/>
</item>
</value>
</keywordDefinition>

nn

LLT1%eCTD v4.0 A » & — Y OB E R BRI T D ER O T X 7 Tdh %, Submission Unit
D Category Event/d, SubmissionlZ*iixT H#& T % 27, componentOf2.categoryEvent (5 3L U
7 717 = U component.categoryEvent) D% A28 5,
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<componentOf2>
<categoryEvent>
<code/>

<component>
<categoryEvent> > subject.categoryEvent
<code/>

</categoryEvent>

</component>
</categoryEvent>

</componentOf2>
</submissionUnit>

</subject>
</controlActProcess>
</PORP_IN000001UV>

I T & DRIET A FHM

K72 a DT _XTOERIT., AF—~WTeCTD v4.0 XML ORERLELZE 2N HEL9 5 IEFE THERK
N TW5H,

8.24

8.24

XML

8.24

Submission Unit
Submission Unit |Z, 1 [FDE(E THEIY R~EH S NS CEOEAS TH S, submissionUnit 3713,
1 DO L7 eCTD v4.0 XML A v E— V2T 5 #AR L T 5, 2% Y, Submission Unit
X 1EIZ 1D BETE D,

2 - submissionUnit 23|17 X CD T =2 — /S S5, MG O ZELEIZ S0
Tid, [H =& DEREG 1 B 22D &,

A XML _EDEiE
XML A v & —D submissionUnit ZE3EITIRDO L D IZEHLET S -

controlActProcess >> subject >> submissionUnit

DR IFHEIZHONTIL, £ T7:v40 XML A v E—IfEEEZSBBOZ L,

2 XML Z%

W DFNZ . submissionUnit 335 TV X TOXMLEZRB L OEMZ R L, B ERLD D
BAEITZNEAT,

@

classCode & moodCode |7 eCTD v4.0 XML X >t — Tl RETH 5, classCode |3
TACT | ., moodCode /3 EVN| IC[EHTEI N TiE, ZHEDEMEICEIDOMEN G EFN

BBE. FDXML X > —ld X F—~ 12X U TG TR,

submissionUnit 3535|236 FH SV A RMHIZLA T 0@ Y -
submissionUnit BEZ I A v —WNIZ 1 DT HEETE 5,

8.24

id

2.1 submissionUnit.id

Btk L EPE

[1..1]

fEDE
#

KEHRIT, AvE—ITEEEND
Submission Unit & — 2 \Zak B35 =
VTTERZTHD,

root

[1..1]

%472 UUID

id B3 D root BTEIL,
submissionUnit 3238 D 7 71— /3 )L —
I=X Vil R YL A
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EMFEIE
EHR
BRA B Rt

82422

| id@root ZLADBEIETH S,

Pt
B

| id@root 133~ CD submissionUnit B \2x L C—HBThd I L,

eCTD v4.0 THRERBMEIZLLT 0@ Y
e id@controllnformationExtension
e id@controllnformationRoot
e idwdisplayable
e id@extension
o idaflavorld
e idwidentifierName
e id@nullFlavor
o id@reliabiity
e idwscope
e id@updateMode
e id@validTimeHigh
o idwvalidTimeLow
e id@xsi:type

submissionUnit.code

code

IR
EHHR

ARBEFE L Submission Unit @ = >
TYVEERTHA—RDALT
TEETHD,

code [1..1] T ¥ A b

regional_sub_un

AKEMIZ=a— FEETH D, Hilsk
Daryra—)L K« RFx 77
12 DN T submissionUnit D =

it type 1705 | 720 « ZATEBET HIHE
(original 72 &) Th 5,
[k = & o
FdLIT A R
2
codeSystem [1..1] #2472 OID | codeSystem JEIEIL= > hu—/L

ReR¥x7 TV - VAT L& —
BRI 288 2 ET b,
AEMEDEITa— K « VAT LI
ek 7= OID TR iE7e b
720N,

‘ code & codeSystem JEMEIIVZEThH D,

| submissionUnit = — FlcoWTik, [HI S L 0EENA K] 23RO &,
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BRA B Rt

eCTD v4.0 TARE /R EFR L EMEIZLLTO®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 codewid

e code@nullFlavor

e code@updateMode

o code@pyalidTimeHigh
e code@yalidTimeLow

e code@yalueSet

e code@yalueSetVersion

e code@xsi:type

Wi
¥

8.24.23 submissionUnit.title

title

ARERIIEEEREDO LTI D=
VT HEFETH Y . Submission
Unit D27 Y a4 5,

value [0..1]

TF¥A R

BIRHEFRED
P2l

Presubmission
&

ABIE. title 23R D value J&1ET
&V . Submission Unit Z 7l 9%
LFINEZFEET Do

EMEIE

title [ MTEERTEDHEEZETH D,

EHHR

title | TEEEVDEEL/ZETH Y . Submission Unit ® HAJZ AT A2 HDTH 5,
AEZRBIOVEMEIIFEEYRICL > TEREIND HO TRV, FEIIC OV T
T Tk Z E oEET A R 2238352 &,
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BRA B Rt

SEE fEDR
Bl
eCTD v4.0 THRERZEHR L BYEIILLTO®Y
title.data
title.xml
title.reference
title.integrityCheck
title.thumbnail

title.description
title.translation

title@charset
title@compression
title@controllnformationExtension
title@controllnformationRoot
title@flavorld

title@language
title@integrityCheckAlgorithm
title@nullFlavor
title@mediaType
title@updateMode
title@validTimeHigh
title@validTimeLow
title(@xsi:type

Wi
¥

82424 submissionUnit.statusCode

statusCode

ARELFE (X, Submission Unit OfRHE
Rt ar T FEZTHD,

code

[1..1] TILT 7y Rk

active,
suspended 72 &

Tk = & o3z
Lh4 K] 2%
i

KRBT statusCode ZE3E D code
JEM:TH V. Submission Unit DIk
HEZ T,

IR

statusCode TR NMEE SN TV DB, code JRTEIMATH D,

EHHR

A v —UHTE(E &5 Status Code I3 active F 72 1% suspended DV NFHLHD Fx
Thd, Ml X OHHRERMEO—EIZHOWTIE, [H T & DFEET A K]

RO L,
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EDH
Z s

FRAV K B 1E eCTD v4.0 THRERESE L EMEITLLT O Y.,

o statusCode@controllnformation Extension

o statusCode@controllnformationRoot

o statusCode@flavorld

e statusCode@nullFlavor

o statusCode@updateMode

o statusCode@yvalidTimeHigh

o statusCode@validTimeLow

o statusCode(@xsi:type

8.24.3 H#

Q T_RCDICH= > f2— L N« ¥ ¥ 77 Uldgenericode 7 7 A /5L INR 7L > N
=N A SRS NS, 10

8244  BHEF
submissionUnit %56 CEBRAN SN D 7 T AEHRIT /20, FEMICOWTIE THUK Z & D FET A R
EBROZ L,
8.2.5 Context of Use 0 Priority Number
Priority Number (£, =27 % Xk « 7L —7N®D Context of Use DERIEFZ EFRT D,
priorityNumber B FZ X X THEB L2 0 IEX 22 57220, #HE O Context of Use 2 [A U
contextOfUse.code@code & keyword.code@code DIL7 & oW ZFiO%G ., £ 6 DEFEDFIRIAZ
b HES. priorityNumber D3R S5,
8.2.5.1 XML LDEE
XML A v ¥ — D priorityNumber B35 13RO L 5 IZEET 5 :

e controlActProcess >> subject >> submissionUnif>> component>> priorityNumber

XML DOtk FIEIZ DWW T, £ 7:v40 XML X v — G2 SO = L,

8.2.5.2 XML ZEF

IRDFIZ, component.priorityNumber Z55 CLE /23X CO XML ZFEB L OVEELZ R L, Fhle
RNV SRAE A= S i D B

Q typeCode(%eCTD v4.0 XML X > & — 3 TIFETH 5, typeCodeld [COMP | IZ[FHE
INTS, XMLA =212, ZOFIFICHIDER G ENSHE, €DX v E—
IR F =~ ITH L TR TR,

priorityNumber E35 |\ ZH SN AHFRMHITLL T 0@ Y -

o LD Context of Use B2 [A U contextOfUse.code 5% FF->354 . Priority Number % fifi
9% Z & T 120 Application (Z351F 5 Submission Unit N, % 7213 Submission Unit fi] €%
ExIEFfTTTE 5,

e Context of Use & #:(Z Keyword 23501k LTV 5851, Context of Use & Keyword DA
¥ Z & IZ Priority Number 2 H U TNEFAHT 35,

16 B 72 FAEFFEEIZ ESTRIO W = 7 A MIBHEi S5,
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8.2.5.2.1 priorityNumber

EEES JE A
#i E-ZN
priorityNumber [1..1] AREFET Priority Number & % OfiE
DarTFHERTHD,
value [1..1] Bl priorityNumber O value JEVEIL,
1000, 2000, Context of Use 223 DIEFAHT IZ
3000 &2 & R 2 BEEIEES D,
updateMode [0..1] TNT 7> N | updateMode JEME1L, Context of
R = Replace 72 & | Use O priorityNumber 7> %51 S iU
TeinE D kRt a— MEZTEE
ERAE
TEWEIR priorityNumber@value JEVEII VA TdH 5,
EHHA ZNEND contextOfUse E32 2%} L C Priority Number Z {5 E 35 Z &,

Z OBEIEE K 6 D IEDEE (1~999999) T. [A] L Context of Use = — RfH &
Keyword = — NEDFHAG 0 &£ contextOfUse EFR MM T 5,

[ U Context of Use =— R & keyword 2— FOHAAHOHEEZ LA LTV % Context
of Use D] submission Tli&, 1000 75 BHAA LT 1000 ¢ >8I & H 5

( 12000] . T13000) 72&) Z EHERESND, ZHITL D, Context of Use Zf7
NRZDHENT D EXIT 1, 10, 100 DHESY AL ZFH TE 5,

Priority Number 23 H SR WGE (T2 5, [EHFE 72 13HIBR S 4172 Context of
Use BRIZHEHET 2555) E72I1IBEAFD Context of Use BEHRZ BT 555, &=E
#13245% Priority Number % #7727 Context of Use 7 — K & Keyword = — R D#HA
EOEICHEE Y Y TTH LV, [T Context of Use =— K & Keyword = — RDFH
F4 1o O H1 T Priority Number 28 H A L Tid72 721>, Priority Number O FEA 1
BT @ HBANZ O\ T, [HIkZ &0 FET A N 220z &,

[l U Context of Use =— R & Keyword = — R D#AA oW % F£F-D Context of Use 22
FHEERTT LR b DERZNAFAAHT T 5 72912 Priority Number 2 {8 4~
5 o

AT YDA EERT H0EDNH 5856, Context of Use 07~ 2 57280,
priorityNumber 5> 1 STV 5 0287 updateMode JEVEZAEH L CRT LD &
% (updateMode ="R") , BE{7® Context of Use DNEFNEE AL TWHRWRY |
updateMode | L7722 &, ©FE V| BEfED Context of Use IZH L Priority
Number % %] ) 25 T TR X HIRPLLSMZ, Update Mode 2 L Tid7Ze b7
AN

FHHICOWTITEZ L a v 8210 B L,
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EES

FRAV K B 1E eCTD v4.0 THRE/RESR L JRMEIZLLT 0@ Y
e priorityNumber.expression

e priorityNumber.originalText

e priorityNumber.uncertainty

e priorityNumber.uncertainRange

e priorityNumber@controllnformationExtension
e priorityNumber@controllnformationRoot

e priorityNumber@flavorld

e priorityNumber@nullFlavor

e priorityNumber@uncertainty Type

o priorityNumber@yvalidTimeHigh

e priorityNumber@yvalidTimeLow

8.2.5.3 5z
Q SDBEFICKHET S ha—L N R 7T Ut e,

8.2.5.4 BROVEFE
priorityNumber 235 TR S5 7 T ZABERITIR0,

8.2.6 Context of Use

Context of Use X, HR® G L (contextOfUse.code) & % ® FH UIZBEfT T & =SB0
Document DR % EFT 5, Context of Use 1XZNNFEH S L7z v —7 o AZBHHEMT B s,
U/ ANZIX, submissionUnit THMB EI D 1 D FE T2IIHEED submission 135 F 5,

Context of Use = — R X O'document ~DZ M (F7720 5 documentReference) |3, Submission Unit
DarTY e 1 OELIFEHROBR EO R LA T 57O S5,

e contextOfUse Z35(%, 1 DD submission unit TLZERZITMY LI E, DF D, 1
DD XML X >t — |2 |FZHD contextOfUse K% 505 = LN TE 5,

Q FHEND contextOfUse Z3E(ZX] L T4 7 priorityNumber % #5E L, Context of Use
IR SN BNEFEF5E LR ITFUL: 5720, priovityNumber /3, [A] U
contextOfUse.code@code & keyword.code@code D145 2 L TIEHT S5
contextOfUse Z3E 2 IR/7 11T 5 72 DIZHEHT T 5,

8.2.6.1 XML EDEE

XML A > tE— O contextOfUse ESEITIRD L 5 IZALET S -
e controlActProcess>> subject>> submissionUnit>>component>>priorityNumber> contextOfUse

XML OFER FIEICHONWTIE, #7:vA0XML X v — G2 SO = &,

8.2.6.2 XML EF

WDFEIZ, contextOfUse B THHEI2TXTHO XML HEBLWEMEZ /R L, $ERRER1H 5
LA EMT,
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Q classCode > moodCode |7eCTD v4.0 XML X > & — 2 TIETARETH 5, classCodeld:
DOC ) , moodCode/s EVN| IZJEESIN TS, 45 DFEIEIZHIOERZ Fi
BBE, FDOXML X v — I R F—~ 1% L TR TR,

contextOfUse B3R IZHH SN D KMITLLT D@ Y -
o 1 DFELIIHEED contextOfUse B3 % 1 DD submissionUnit (25 5 THEETE 5,

o BIHIT D keyword WRICHH SN LKL EMT DT L,

8.2.6.2.1 contextOfUse.id
Bt ZEE (X%} A
%/_\‘
[1..1] RIEFRIL contextOfUse DA 1%+
KT BT EETHD,
root [1..1] %472 UUID | id B32 D root BN, contextOfUse
BRO T a— )b —Eilkhl 1 2 et
45,
EHFH id@root | ZADENETH 2,
BRI id@root 1%, $EH S5 T XTD contextOfUse |2k L T—ETHDHZ L,
BRI B 1 eCTD v4.0 TRERJFEIETLLTOEY -

e id@controllnformationExtension
id@controllnformationRoot
id@displayable
id@extension

idaflavorld
idwidentifierName
id@nullFlavor

id@reliabiity

id@scope

id@updateMode
id@validTimeHigh
idavalidTimeLow
id@xsi:type

8.26.2.2 contextOfUse.code

R B SHEE {[XPZix) Bl
Z #57

code [0..1] ARHEFHEIT contextOfUse THW SN 5
AT A TDaTFER
Thd,

code [1..1] TX AL | code BIEIT R L ZRd a— %
BET S, ZOMEIXICH £7213#
ich 3.2p.2.3 | HIMRICL > TERIND,

o
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EEES B ZEE EDH A
Z 57
codeSystem [1..1] %472 OID | codeSystem J&MEIX, =2 hr—/L
ReRFr 7TV « VAT L&
\ZR 3 2Rk 2 e E T %,
KBVEDEIL 72— N« X7 AIZH
FREV/Z OID TRIFFULT B 7
o,
code.originalText value [0..1] T X AR value JETEIE. Document OWEFR % fifi
3% 72 % @ Document Label % 7~
32.P8.3-1 7% | T
L
TEAHETH code B INFETE SNV TV DAL, code 35 K1 codeSystem B Z R ET HMENH D,
EHHR code %313 Context of Use DIEFHRFIZMLETH 5,

T52L) .

contextOfUse.statusCode 1 suspended D} % 7= XS % prioriyNumber 7 HUi S 117
Y. code B3R L originalText R IIANETH 5,

originalText@yalue J&:1% Context of Use ZHE DT X T TIHEETH Y . Context of Use TS
XT3 Document DIEFRZ 7RT,
o ZOIIIEFRREICIEER L2 LiciEET A 2 & (EFfREEIC OV TIE
priorityNumber %= 2D Z L)  £72, value (FLAED > —/7  ATITEH TE 20
(originalText@updateMode JENEIIARFELE T A RIZHB T 5EH OGN ThH D Z LITHER
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EES B ZEE fEDR B!
Z ¥

g E Tl AEAs eCTD v4.0 TARER R L JBMEITILL FO@EY -
e code.displayName

e code.translation

e code.source

e code@codeSystemName

e code@codeSystemVersion

e code@codingRationale

e code@controllnformationExtension

e code@controllnformationRoot

e code@flavorld

e code@wid

e code@nullFlavor

e code@updateMode

o code@yalidTimeHigh

e code@yalidTimeLow

e code@yalueSet

e code@yalueSetVersion

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@controllnformationExtension
e code.originalText@controllnformationRoot
e code.originalText@ flavorld

e code.originalText@integrityCheckAlgorithm
e code.originalText@languange

e code.originalText@mediaType

e code.originalText@nullFlavor

e code.originalText@updateMode

e code.originalText@validTimeHigh

e code.originalText@validTimeLow

e code.originalText@xsi:type

8.26.2.3 contextOfUse.statusCode
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statusCode [1..1] ARERIIar he—/L R FRK¥y
77 s a—RKREgEnfarT
FEEFETH Y., Context of UseD{R
xR,

code [1..1] TIT7 7 X k| code JEMIL, Context of Use 3 F
s, B DWIFHIBRS e aoR
active, THEDHEEZIEET 5,
suspended
7oL
TEAHETE Context of Use W EE S AV TWDIGE1INT statusCode BRI VNETh 5,
EHHR statusCode@code JEVEII VT A v —VICEDTEETLHZ &,

1F : status code @ 9 B Tobsolete] =7— KiX XML A v — TR L TiEZe B 720y,
Context of Use WE XML LS. VAT LANED AT —H A% active )5 obsolete
~EET D,

igeE Tl AEA eCTD v4.0 TARERESR & BT RO Y -
o statusCode@controllnformationExtension
o statusCode@controllnformationRoot

o statusCode@flavorld

o statusCode@nullFlavor

o statusCode@updateMode

o statusCode@validTimeHigh

o statusCode@yalidTimeLow

o statusCode(@xsi:type

8.2.6.3 -

Q T_XCDICH=Z > h2— L N« NF ¥ 77 Uldgenericode 7 7 4 /35 L INR 7L N
= N A MCER SIS, T

& T FICi BRI o T BICHIRPHE bR S HEN B S, #2455 [H
WL DEEETA R 220952 &,

8264  BRHIEF
contextOfUse BFE CIRANI LD 7 T ZAEFRITR0N,

8.2.7 Related Context of Use (Context of Use DS 41 741 4 JL)

relatedContextOfUse %35 % i Hl L T, 518 &1L contextOfUse %% 1 D FE - IXTHE KD
relatedContextOfUse B35 |\ ZBIEANT 1T 2 2 L8 T&E %, replacementOf DEARMEA A LT, Context
of Use BHED T A 7% A 7 VDNBHF S LD,

8.2.71 XML £DEE

XML A vt — O relatedContextOfUse E3Z XKD L H ITHLET S -
e controlActProcess>> subject>> submissionUnit>>component>>priorityNumber>
contextOfUse>> replacementOf>> relatedContextOfUse

XML OFER FIEICONWTIE, £ vA0XML A v — HiE 2SO = &

17 B A&y 72 FAEFZEEIZ ESTRIO W = 7 A MIBHEis b,
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8.2.7.2 XML Z%

IRDFIZ, relatedContextOfUse P35 TWoBi/2 3~ TO XML EHEB X ORMEL R L, Filefar
NHHLGEIT AT,

e classCode & moodCode /3 eCTD v4.0 XML X > & —TIZARETH 5, classCode 13-
IDOC] . moodCode /% EVN] IZ[EHE X TS, T4 6 DBIEIZHIDEDNZ E
NEBEE. TDXML X > b—F R F—~I25F L THRE TR0,

relatedContextOfUse E38 i S VD SAFIFLL T DY -
o L\ contextOfUse |Z . > TEMENDHIE, 1 DFEITBEID relatedContextOfUse 55 %
XML THHTE 5,

8.2.7.2.1 relatedContextOfUse.id

id [1..1] KEFIT relatedContextOfUse 7 =
CTTHEIBTHY, @FITE-T
ZHREND,
root [1..1] X472 UUID | KEVEIL id R D root BIETH

V. B3 D relatedContextOfUse
PO T 01— )L A T A Rt

T %,
IR id@root (IVHADEMETH S,
EHHR 1 DD contextOfUse B321Z 1 D F 72 1TEELD relatedContextOfUse Bsi % &> 5 =
EMWTED,
BRIV B eCTD v4.0 TREZRBIEZLL T O®EY -

e idwcontrollnformationExtension
e id@controllnformationRoot
e id@displayable

e idwextension

o idaflavorld

e id@identifierName

e idwnullFlavor

o id@reliabiity

e id@scope

o idwupdateMode

e id@validTimeHigh

e id@validTimeLow

e idwxsi:type

8.2.7.3 -2

Q T_RCDICH= > f2— L N« NF ¥ 77 Uldgenericode 7 7 4 /5L INR 7L N
=N AT SIS,

8274  BRHIEF
relatedContextOfUse ZL35 CHRAN I LD 7 T ZABLFRITR 0N,

18 BAKH 72 FAEFZESEIZ ESTRIO W = 7 A MBS b,
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8.2.8 Document Reference

Document (F#%® Context of Use 2" HBH I 15 Z L3 TX 5729, documentReference 555 % fifi
HLTENEND contextOfUse \Z%F)ixT % Document ZF5ET 5, [A L Submission Unit DT
Document 23 &AL HBRIZ, Document OfEHSE (CTD A L) NENEREL->TH I, 2
FUZHEV, Hr7z72 Context of Use (F72bH, AT —HF A « 22— K3 active 2 H D) 1 XENEIL 1
2@ Document ~DZ IR ZIR L TWRIT TR B 72200,

8.2.8.1 XML EDEE

XML A vt — D documentReference B33 13K D L 5 I[ZELE T 5 -
e controlActProcess>> subject>> submissionUnit>>component>>priorityNumber>
contextOfUse>> derivedFrom>> documentReference

derivedFrom B35 DRIZ 1 D F 72138 D replacementOf B3z % itk 5 Z LR TE 5,
XML OFERFIEIZ DN TIE, £ 7:v40 XML A v — UM A SO Z &,

8.2.8.2 XML ZEF

WDFRIZ, documentReference %32 TV H 703X TO XML EHEB X OEMEZ R L, Rl farnn
bOGEITINEMT,

Q classCode & moodCode/3eCTD v4.0 XML X > — 2 TIZARZETH 5, classCodeld:
DOC] . moodCodels: 'EVN] IZ[EHE I T b, ZH5DERIZFIOMEHE
EFNDIBEE, FDOXML A »— ) 2 F—~ 25 L TR TRUY,

documentReference 235 21 S D FRAMETLL T OB -

o % contextOfUse | X 0~1 20D documentReference 56 % 55 T %5, IE : Context of
Use HH 2 HIFRT 255, Document ~DZMIIRNELTH D,

o contextOfUse.statusCode@code = "active" D & X | documentReference B35 |3V 7H CTh 5,

o contextOfUse.statusCode@code = "suspended" D & X | documentReference %52 % 57 L CIX
BT,

8.2.8.2.1 documentReference.id

[1..1] AREF T Document ~DZ R IEH %
BT 22T T EETH D,
root [1..1] %4752 UUID | root JEIEIX. S BRIE document 355
DT w =) — G T A Rt
%o
HEPEIR documentReference B2 EE S TWDIGE | id@root BIEIIVATH 5,
EH A id@root |3 Submission Unit CTi5{3 &41% Document, F 72ILLLRTPD Submission Unit

TiE{E &7z Document ~DOZMRTH 5,
FKERHEEZ BT 5 BRSO T OV T, 35415 THUR =L oFEd «
R] 2oz L,
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B3R

FRAV K B 1E eCTD v4.0 TREZRBHEZLL T O®Y -
e id@controllnformationExtension
e idwcontrollnformationRoot

e idwdisplayable

e id@extension

o idwflavorld

e idwidentifierName

e id@nullFlavor

o id@reliabiity

o idwscope

e id@updateMode

o idwvalidTimeHigh

o idwvalidTimeLow

e id@xsi:type

8.2.9 Context of Use @ Keyword

keyword ZL381%, contextOfUse \ZBA3 5B G HRAZEETHTDIMEHIN D, keyword [T D
A ha—L R RFxx 77U TERINDD, A vE—VDOFT keywordDefinition & | TiEF
Ihd,

8.2.9.1 XML _LDEE

Context of Use D55, XML A vt — O keyword B2 TR D X H IZELET 5 -

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

referencedBy %32 D HIZ ., primarylnformationRecipient . replacementOf. derivedFrom. F 7-1%
subjectOf B %7k 75 Z LN TE 5,

XML DR FIEICHONWTIE, #7:vA0XML X v —JHEEE2 SO = &,

8.2.9.2 XML EF

WDORIZ, keyword B3z CTHH/2 T XTOXMLERB L OEMEZ R L, Filefiar~nd o2 85451%
ZNnEAT,

Q classCode & moodCode | eCTD v4.0 XML X > & — " TIZETH D, classCode
/1 [ACT) , moodCode /% |EVN] IZIEES TS, Z4 6 DFIEIZHIDOMED
BFENSHE. FDXML X vt— 1 X F—~ T L TRE TR,
Q eCTD v4.0 XML X > &—IZ | dtypeCode 132 X T 5, typeCodelZ|E REFR) %
EETDZE, XMLA > E—I2, ZDFEVEICHIDOER G FNSHE, DX
v —F R F =T L TRE TR,
keyword ZLFE 2N S VD SAFTLL T O#E Y

o & contextOfUse BSE 2D X 0 0> HLEED keyword B2 % 55 TX 5,
o %072 Keyword Type (£4+ Context of Use ERI(Z 1 [Rl DA 595,
e Contextof Use =— FIRHEIZA L T4T L STV 5 Keyword &M 54 5 BEn 5,
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8.2.9.2.1

Keyword Type (%, Context of Use St LIZX L THRITH D,

contextOfUse B5& T HF- Xl # D Keyword DFEFHIZ DV T,
Rl #2220 &,

keyword.code

[Huls = & DI AT A

code

EMEIE

EHHR

BRIV B E

[1..1]

AREFIT keyword 35175 a2 —

4 : OID 18 F 7=
115 N E 7R
L7ETF XA

FDaTFTBEETHD,
code [1.1] T XA b AKIEMEIL keyword D =2 — FfEZ 7R
T code BIETH %,
ich_route I,
MANU001 ¥ 7=
/I MFR_001 72
& (BEEE
1 B4
codeSystem [1..1] 7 XA b codeSystem BE|L = fa—/L

ReRFxFrT TV « VAT hk—
FAZRR DT 2 HEET D,

code £ codeSystem JETEIIVZHTH 5,
keyword IZ¥EETE D a— NiZ12DHTH D,

ICHIsSED=a» hr—/L R« R¥x ¥ 7 7 VLD keyword Z 23 2555,
codeSystem JEMAEIL OID TRIF T2 720, BEFHEDERT D keyword ILEF

FIZE-oTEV Y THNZOID £72013T A 2B L ARTNIE R B 220,

code DFRZNL, FInTDHaA— K« VAT LANLEREINS,

eCTD v4.0 THRER B LRIl T om@m Y -
e code.displayName
e code.originalText
e code.translation
e code.source
e code@codeSystemName
® code@codeSystemVersion
® code@codingRationale
e code@controllnformationExtension
e code@controllnformationRoot
o code@flavorld
o codewid
e code@nullFlavor
e code@updateMode
o code@yalidTimeLow
e code@yalidTimeHigh
e code@yvalueSet
e code@yalueSetVersion

®  code@xsi:type
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8.2.9.3 -

Q T XTCDICH= > fr—/L N« 5F ¥ 77 Vldgenericode 7 7 1 /b5 . ONX 7L
v No— 7 A S SRS,

8294  BHEF
keyword BFE TN LD 7 T ABRITR 0N,

8.2.10 Keyword (2R3 5 & EEIR

—EBOFEFD keyword ZEHT DGEIT, FHIEBET 280355, LLTICZ O DOBEFHEOM
[N

8.2.10.1  Keyword MD#E#£E : Study Group Order

EEEPEMEERETEL CarTX AL « Z—7HNORER ID B L OGRS A bV D keyword (3
b bRER) DIEFZRREL L9 & T 558 1%. "study group order"® keyword ZfEH T 5 Z &,
Z OFEHO keyword ZEHT 25613, AT OA—/MIZHED,

e study group order ® keyword OffifiZ, ICH => b —/L K+ "¥+ 7 7 U @ Context of
Use ICHESNTWD LI THA L« 70—k ID BXORBRY A4 hro
keyword X L5 H DI LT D,

o HERID BILOFHERH A ML D keyword 72 L C study group order @ keyword Zf# H L7-%
a. ZEHCIVEREIND,

Z OFEFAD keyword @ Keyword Definition DEDE| Y 4 TIZHOWTiE, BZ v 3 8.2.185.1 %%
oz &,

8.210.2 Keyword D : JIN—TF- 2414 FIL
EEEPETEORBLLANALTarTHA L - FU—72 I b8 EL L5 LT 25813,
keyword OfEi L L HEED I NV—T" « X4 MEMEHT 5, ZOfEED keyword O Keyword
Definition DEDEI Y B4 TIZHOWTITE®Z v a3 82.16.1 2RO Z &,

8.2.11 XML # > 7L : Context of Use

8.2111 Context of Use EF/Context of Use ? Keyword

KIZ Context of Use O XML Ol % 7~7", contextOfUse |3 submissionUnit %32 1D component & | C
Rk X415, 4 Component (21 Priority Number EHRENE ENTNDH I &,

<component>
<priorityNumber value="1000"/>
<contextOfUse>
<id root="1f080afd-f5d4-4cec-8d09-2btf0eatbec66"/>
<1—Original Text/%Context of UselZ 31T HDIEE D EFE Th 5-->

<code code="ich_3.2.5.2.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1">
<originalText value="3.2.s.2.3-1"/>

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

[FEMDEZE F 71T FEIE 2 qiit§ 5 51
contextOfUse.primaryInformationRecipient D% |2 5000 X415, ]

19 54 i 70 FEAE FHEEE X ESTRIO W = 71 MBS N5,
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<replacementOf typeCode="RPLC">
<relatedContextOfUse>
<id root="25fdfdcb-a2a2-4f2b-a2aa-9ccb4c096acb"/>
</relatedContextOfUse>
</replacementOf >
<derivedFrom>
<documentReference>
<id root="8dc27e78-41ef-4b8d-960d-2626b743f194"/>
</documentReference>
</derivedFrom>

[FETNDZZR F 7= 1T BN 2 Fluh 95 55513 subjectOf.submissionReference D14 (2 i
WIS, KEFIZONTIE fJLﬁ/k EDEREG S R TS5 E, ]

<referencedBy typeCode="REFR">
<keyword>
<code code="MANUO001" codeSystem="2.16.840.1.113883.3"/>
</keyword>
</referencedBy>
<referencedBy typeCode="REFR">
<keyword>
<code code="SUBO001" codeSystem="2.16.840.1.113883.3"/>
</keyword>
</referencedBy>
</contextOfUse>

</component>

Context of Use Dkeywordld 3~ THLRD A TOHRT, M/ ATREZL M A58

Q IZDNTIE, 2 hr— L R B F v 7T V5L NCH M4 TEZ g DGR
DIEODAF « 72 =H/ « NFa2 X (CTD) Dk 7 74 &S MO
Z &,

T ~DOVEBEFHIE : FOBITIE, FBEWFOFNELER] LD, ZHEEH WD X7

Q ADZ—WPREL L TR T S #EH)7 Document Label (9724 %, Document
DEFR) % Context of Use @ originalText BYETRL TS, KAyt 5151z
DNTIE, THEE T E DEREEG 1 R 202 &,

Q & DEH S 7512 20Tl XML TOE DG 5 B0 D = &~

#5450 Context of Use 2 723[A U contextOfUse.code@code & keyword@code D4 5 oW % FFo%;
%+ Priority Number Zfi /] L C Context of Use R X NEFATT L, R TDINEFEET 52 L7
T& %, RO XML Y > 7z, Context Group NIZF31F % Priority Number Off il 2 775,

<component>
<priorityNumber value="1000"/>
<contextOfUse>
<id root="27c069¢1-8fec-4b07-907e-cf691543cf66"/>
<code code="ich_3.2.s.2.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<derivedFrom>
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<1--"Controls for Material YYY"& W9 % A h LoD Y E->

<documentReference>
<id root="26a7¢20a-b7b6-4729-adcf-75tb90097d68"/>
</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="749e6191-797b-4aeb-89c6-7cf7b9402¢c15"/>

<code code="ich_3.2.s.2.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>

<derivedFrom>
<!--"Analytical Method #234" &\ 5 Z A F )LD FE-->
<documentReference>
<id root="57¢00a6f-5425-4c0e-98ad-cad4b2eObefea"/>
</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>

Q Context of Use D keyword |39~ TR D HEJTDHA T, (H ATRELAAE DEIZ
DN, I N BF T TV IBLONICH M4 [ 2505 DA 7% D 7=

ODIFEL e T =G e NFE2 X2 b (CTD) DIk 774 VR0 L,
‘, EDME I L7 E1E DU TITXML TOE DG 5 B/ = &,

8.211.2 XML #> )L : Stugy Group Order ® Keyword
WIZ, fEED keyword DFERTH 5 study group order ZH| W B CTHEEOMHBI 2 /RrT, ZDOHE

ZZNi=
bALTHRRL  TNV—THNO AT Y ONEFHEEIZIE Priority Number 2 42 2 & IR
THZ L,

<component>
<priorityNumber value="2000"/>
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<contextOfUse>
<id root="3b60de11-5277-4a62-beda-6ac87e¢046elb"/>
<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-b1cOb2ct76cd"/>
</documentReference>
</derivedFrom>
<referencedBy typeCode="REFR">
<keyword>
<code code="STDY I-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>
<!—Study Group Order [ZEE Dkeyword DIEFETH 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 D keyword |39~ TR D HAEJTDOHA T, (H ATRELAAE DEIZ
ea ONTE, A= N RNy 7T VL NICH M4 [EFEG DGR 5D /e
DODAFEL « T =W« FF2 A~ (CID) Dk 77 A/ EZHDZ &,

Tt ~DIEEFH : LOGITIE, FBREEGH & X 5IZBHT 572012 keyword O
Q k& U T Study Group Order ZJH > TiV 5, Z DfeilL, Priority Number DfUEF & 12
RHERYY,

‘, EDEH S 7512 D0 TIIXML TOE DB 5 B0 D = &~
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8.2.11.3  Context of Use EXED &

ARKtE7 a3 T, contextOfUse DT A 7% A 7 )WVEBIZOWTHBIT %, contextOfUse 7% id &
WICIRH SN D &, ZD contextOfUse DZ A 7% A 7 )VinhiE 5, ICHIZBWTHMIINTND
BANILL T 0@y -

o Context of Use # BHLT AEE . BT H 25D A L AZ 2 A 2L U Context of Use =2 —
& Keyword = — ROMAGOEMEMA SN2 TUT R B0 (OFD | BEHEZEICARK
W TORMEM ORI ERED LN L) |

e Context of Use # & #1925 &, W EIZIEH N7z contextOfUse B (T 7b b
relatedContextOfUse E.35) 135 & 725,

contextOfUse D3 I L HHHIZLL D@ Y -

e Context of Use DEM# : 72 %5 Document F 7213 documentReference B56 1 Cil K2 B L
72 Document % £ M9 2 H17- 72 contextOfUse % &9 %,

e Context of Use DHIBE : Submission ® T A 7 %A 7 JLHI|Z Context of Use Z HI[Rd 2 MBI
A U7=36 . Submission Unit C statusCode 3535 %72 FH 35 Z L2 L D, Context of Use ™D
HIbRZmmd 5,

e H LUV Keyword : Context of Use @ Keyword ZZE T L2 XLENDHDHGE (Thbb,
Context of Use = — R & Keyword @ — FO#AFOEDOZEH) | BIfED Context of Use % Hll
B L THr Ly Context of Use Z#2H 3 %, 15{57% 7 Keyword Definition @ Display Name
HERHTHGE, 23— NMEIZFE—OFEETHY ., H LW Keyword & 13472 I 7200,

8.2.11.3.1 7 L 1> Context of Use ZEFEDFFA

submissionUnit |\Z[7] U contextOfUse = — R & Keyword =1 — R % £ O %51 7 Context of Use 237 F 41
5Y56 . component %53 \Z Priority Number % 5% 7E L, BHHI 92 contextOfUse B3R 351T HFE%E
7R F R E 2R ET D,

<component>
<priorityNumber value="1000"/>
<contextOfUse>
<id root="fd28ce84-651a-437f{-b7f0-5171ad21057d"/>
<code code="ich_3.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<derivedFrom>
<l-- 225 ik 1>
<documentReference>
<id root="0ac0295¢-766{-4567-9d63-40b8180de0c0"/>
</documentReference>
</derivedFrom>
</contextOfUse>
</component>
<component>
<priorityNumber value="2000"/>
<contextOfUse>
<id root="d27a4269-eebc-449£-9f33-6459071964984" />
<code code="ich_3.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<derivedFrom>
<l—- BB jik#2-->
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<documentReference>
<id root="839235d5-1409-46¢6-al44-e4{c3988¢313"/>
</documentReference>
</derivedFrom>

</contextOfUse>
</component>

WETHREIZ$2H 9% Submission Unit TlE, AIEIO T —47 A LR U contextOfUse.code % i L C
Context of Use Z B/ L2 T NI 72 B WEERH 5,

[dl U contextOfUse.code@code & keyword.code@code DFLAE 1 % FF-281 L\ Context of Use % 18
4 261% ., wifeOF Z AV TLLRICRT, R OREIZfE a7 3R R LIcx LT
IBINE 4025 DT, Priority Number 23BEfFD =2 7 Y W CORELE %7~ 9, Z @ Context of Use 3,
PARMZEE S 472 2 2@ Context of Use ZE DI A Z L5,

Context of Use DA
<component>
<priorityNumber value="1500"/>
<contextOfUse>
<id root="d5528cfc-15f8-479¢-ab59-562c0aa3as5d8"/>
<code code="ich_3.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>

<statusCode code="active"/>
<derivedFrom>
<l-- ZE L Hik#3-—>
<documentReference>
<id root="198212bf-bd82-45¢c6-83d7-8838598c971f"/>
</documentReference>
</derivedFrom>

</contextOfUse>
</component>

(’ G DI EIZ DU TIE XML TOEDREHFI B0 = L,

8.2.11.3.2 Context of Use Dilt ~E 2
contextOfUse FLFE 3 [HiE - 1o KR IAT TIEE IS4, BEENZDIAFEZEELZWEERH 5,

W~z 1. BETFD Context of Use DJIZHT LV Context of Use Z AT HERIZ & MBI/ BH 2 b
&%, contextOfUse B3z DI ~FE 2 INLERGA L, LN OREABANZAGES 2 &

o WRFEZEAITH & XITH LU Context Of Use ZiBIMT 255, Mi% contextOfUse H35|
contextOfUse.priorityNumber@updateMode JE 2 L7200,

o Context of Use Z W UVEZ 5B H 5%/5\\ RHREHDNEFIZH T2 DODATH D Z
L HRT IO, M5 contextOfUse E 3212 contextOfUse.priorityNumber@updateMode % i\
Do

IZFEH L 7= Context of Use DJAF A HE > TWEBRIZIAF 2 T 2614 UL N IZRT,
Context of Use DI ~F5 2 (21X contextOfUse.code, documentReference.id 35 J. U keyword.code D%
FIEENRVWZEICEETDH L, T UVIFELVWEFE CRESND (i : #8212 Priority
Number 5000 & U TR L72GE) o F 0 HEEE 1L contextOfUse Bz DI ~E 2 DK i B L L
“C Submission Unit Z 355 L7222 E A HELRE SN S,
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<component>
<priorityNumber value="900" updateMode="R"/>
<contextOfUse>
<id root="d5528cfc-15f8-479¢-ab59-562c0aa3as5d8"/>
<statusCode code="active"/>
</contextOfUse>
</component>

LAFIZ, AU Contextof Use = — R & Keyword DflAGDLEEHT 527 Y BEOH T, Priority
Number 73/N &N (f51] @ Priority Number 73 1000) Context of Use DZIZHID 2 7 Y ZELET 5

(Tbb, WAEZD) flerd (B dEORH CiIESR B XU O Keyword & & 1
m3.2.523 Z#HLIZ5GE) .

<component>
<priorityNumber value="1500" updateMode="R"/>
<contextOfUse>
<id root="1f080afd-f5d4-4cec-8d09-2bf0ecabbec66"/>
<statusCode code="active"/>
</contextOfUse>
</component>

Q D 1EIZ D0 Tl XML TOEDESG 5 R0 = &,

8.2.11.3.3 Context of Use EFEDHIfR

BETHED Submission Unit TiX, BETED Context of Use ZHIBRT AMLENAETL L (0F 0, BEFED
Context of Use 23Mt.?> Context of Use (Z{EH I L72\) T ENHDH, DG, BEAF?D Context of
Use IE active & L CER/RINRL D,

Context of Use DHI|BR
<component>
<priorityNumber value="900"/>
<contextOfUse>

<id root="d5528cfc-15{8-479e-ab59-562c0aa3a5d8"/>
<statusCode code="suspended"/>
</contextOfUse>

</component>
v3.2.2006v4.0I1CF1T L 7= Application|Z O Tld, 227 2 BMEH S < 2o 7=
Q BE, FZIEH LUV w4.0DContext of Use = — N EKeyword = — N OF AL YD T
HE SN DZLERD D55, 2T VRHIESAS 2 ERD S, IO T
14, B2 328216455 HD= &,

Q G DEH T77E1Z 50 TIFXML TO D 5 0680 = &,

8.2.11.34 Context of Use EEDEME (\— 3 VEE)

WETIREO Submission Unit TiX, #1 L\ contextOfUse E32|2 X - TR O contextOfUse B35 % (&
T DMENAECDLZ ENH D, BEORTITITZLLTO 2@ OFEHmRH 5 -

o HIELENA (HEh 5 uE) BNEH SN,
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® {HIfRLI-HEEEEZHRET O UERDH D,

*A T Y R LR TR S v & & HHLO Context of Use DA & A E—UIZHE DT
Document OFk5I T2 23 508, MEM 7 7 A VIZHRET 2 L2 T 720,

B LY contextOfUse Z3R12IE, Fi LW—EOMEAT 252 biv, T 2T X TORENTEES
N5, 6T, relatedContextOfUse B %A LT, [E#LS 5 Contextof Use 5 ET D, ZiL
TR DR Z R L TEY . relatedContextOfUse O—F DA% BB+ 252 L OAhi HRYE
LTCW5%, relatedContextOfUse |33 A7 N2 LV TR (obsolete) | &~—27 I s GEMIZD
WCIEEZ v a 827280 &) —EEBLINTIES) (obsolete) 7 Contextof Use /&,
DIFE, BONEHCTE vy (T2 b, THEZR) (obsolete) | &~ —72 I 417z Context of Use %
relatedContextofUse EZNTHI L TR B2V, BEFED priorityNumber % i LT, LIRIIZHE
HE NN TORE) 2 EICESE, 207 Y2 ELWEFCRETLSZ ., (FEN
WEAF OB ORI E 721312128 5 %A [13>77) Priority Number % F3E £ 721387212510 4 TTH LV,

<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="78b21721-25{0-474d-914b-5efb026¢cc7{7"/>
</relatedContextOfUse>

</replacementOf>
<derivedFrom>
<!--Document-->
<documentReference>
<id root="6ee97feb-8cd1-4991-8¢38-002f16102fca"/>
</documentReference>
</derivedFrom>
</contextOfUse>

</component>

. Eoflix, LAATOD Context of Use (F7240 5, relatedContextOfUse E3R1Z L W x5
Context of Use) CH\ 7= Priority Number % FEE| V) 24 TH A,

v3.2.2700 5v4.0I1ZF1T L 72 Application|Z-20 T &, [E#i/Z[A] U Context of Use = — N
Q & Keyword = — R D#l A5G DContext of Use D] TOAFEITAIRETH 5, FFEMIZ
DNTIE, B 821645 5D L,

Q L8 DAEFH 7512 DU TIXML T D | 5 B0 = L,

8.2.12 Sequence Number

sequenceNumber@value | 3385 (72721, FIZTIERW) | BEMEIITHEINT 2806 T, 1 2F 720X
#4D Submission TIEFF & FF RN ZHMERFT D72 S D, T4 120 Application (280
T—HDETH D, HiEH D Sequence Number DiEH HiEIL v4.0 THIRILTH 5,
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Q FERHF~DERFER : Z@'fﬁl_/n D—gh & L THIT X415 Sequence Number (Z-D1)
Tid, T T DEEG 1+ R 22D L, ZHbIEA v —2DEEH DR
DB TE S L e —EDEZ &> (ThPH, ZOfEIZEZIGHH THEH S
)
8.2.121 XML _LDEE

XML A v —3 D sequenceNumber 553K D L 5 IZHLET 5 -
e controlActProcess >> subject >> submissionUnit >> componentOf1 >> sequenceNumber

componentOf E:3% DRI subject 35 X O component 3% (ZDJAFE Y IZ) kT 252 ENTE
o

XML DR FIEICHONWTIE, £ 7:vA0XML X v — HEEE2 SO Z &,

8.2122 XML ZE%

WDEIZ, componentOfl.sequenceNumber %55 CHLE2 T X TOXMLEFR B L WEEL R L, FF
GRAS = AVIRY SRAY> i s SNl gV b B S

typeCode/ZeCTD v4.0 XML A > & — 2 TIFRNETH 5,
typeCodel: [COMP) IZFHE SN T B, XMLA »t—2 0, = DFEEIZHOMED
GENDBLE, TOR =PI RF = ITH L TRY TR,

8.2.12.21 sequenceNumber
B3R JE 1t Z2EE EDR B
i 5T
sequenceNumber [1..1] AREF L Sequence Number & Z D
BEoarTFHHEETHD,
value [1.1] FfiE sequenceNumber .55 D value J& "

X, submission E3ENT
1., 2, 3/72% | Submission Unit ZNEFfHT 3 5 7=
OIHFEHEINDIERTH D,

TEHEIR sequenceNumber@value JEVEIIVATH 5,

R sequenceNumber |Z1IEDOFES, ZOEIX 1) OEEY . 1T+ 5, 20
fE1E 1999999) Z#EZ TUTRH AR,

BRIV B/ B HE eCTD v4.0 TREREFR L FEMEILLTO®Y
e sequenceNumber.expression

e sequenceNumber.originalText

e sequenceNumber.uncertainty

e sequenceNumber.uncertainRange

o sequenceNumber@controllnformationExtension
o sequenceNumber@controllnformationRoot
e sequenceNumber@flavorld

o sequenceNumber@nullFlavor

o sequenceNumber@uncertaintyType

o sequenceNumber@updateMode

o sequenceNumber@yvalidTimeHigh

o sequenceNumber@validTimeLow

o sequenceNumber@xsi:type
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8.2.12.3 3
b S DIRIZHHNT B2 N a— L N e R 7T U0,

8.2124 RHEF
sequenceNumber %35 CERANS D 7 T ABLFIT 720N,

8.2.13 XML H> )L : Submission Unit
W OH)IZ Submission Unit 3238 & . 9T ® Submission Unit |59 A& B2 RT,

<subject typeCode="SUBJ">
<submissionUnit>
<id root="0d84467¢e-f20b-42ad-a69a-63e6 1a4f7ea7"/>
<code code="regional sub_unit type 1" codeSystem="2.16.840.1.113883.3.989.x.x.x"/>
<title value="Original Submission for pain medication - acetyl salicylic acid tablets"/>

<statusCode code="active"/>

[EMNDFEFE F /=121 B 557514 statusCode, title 5 /- /3 code FE D |2 sl
Shs, #lzit, Submission Unit DFEFIZ J- > Tld, subject ® 5 /3 compoenet
HERZEINTE S, ]

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

[submission 235|775 B IO EE E /21T JEER T IS4 S, FEMIE [T = &
DEREGA F] 22D &, ]

<componentOf>

[application Z3|ZB 7 5 EMDEFRF /- I1LEMERGER IS, ittt a2
8.2.14 £ /=14 [HIlf =" DERY 1 N #BHD= L, ]

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

[categoryEvent 22195 IB D BK F 1= JFIEP b S 5, 7EMIL [HtE =
L DEWEY L R FEEDOZ L, ]

</componentOf2>
</submissionUnit>
</subject>

Q LD 7EIZ DU TIE XML TOE DG R0 = &,

LDV TN TR ST D codeSystem OID 14, HIBHID =22 | 17—/
R« RKF+ 771V OID a9V TNETH S,
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Sequence Number DFffIZ DOV Tld [l =& DFELELD 1 N 2o = & (FF
| (2, 1 2D Submission Unit {2854 Submission 735 iﬂéfﬁa/m\)

8.214 Application

application E5813X XML A v & —IZ8 T % document B3 & keywordDefinition %532 % #5 N1 %
HbDOTHDLHI, KT a THMT 5, application B33 OBEEITHIIZ K0 Hie 5,

7E K, Application | I [EH DBEE TH S 720, [Htl =L DFELED 1 ] T ST
0 ) 50

8.2141 XML LODEE

XML A v t&— D application BE3E 13RO L D ITELET 5 -
e controlActProcess>> subject>> submissionUnit>>componentOf1>>submission>>
componentOf>>application

XML OB HFIEIZDNTIE, F7:vd0 XML A v —kiEE2SsRBoZ L,

8.2142 XML ZE%

R OFIZ Application ¥R XML % 7~9°, Z @ Application %, submission %:3& & % DJFMD% D
componentOf B35 L L Citib ST %

[Appllcatlon FEIZ XML 5570 248 0 29, Submission #2353 Application 235 D%l #EE ThH
5. ]

'<'c'omp0nent0f>
<application>
<id>
<item root="123¢558f-cd58-41bc-bf6f-c6d230d3d665" extension="NDA987654"/>

<l--item BEENPGTZDINEZ ERD D, >

</id>
<code code="us_application_type 1" codeSystem="2.16.840.1.113883.3.989.5.1.2.2.1.1"/>
[FENDEFEF =1L EFE (#2113 Application |2 BJ# 7~ 5 component,

referencedBy. informationRecipient, reference, subject ¥ /-3 holder) % 1#2!117 5
A )3 . . A R BN R UL SRS
BT, application.code DT |ZGN X415, ]

</application>
</componentOf>

(’ EDFEH I 51200 TIHXML TOEDE S R = &,

WDFIZ, application B3 TYVEIT_RTO XML EHEB L OEMZR L, Bl E RN H 5
Hlxznzfd,
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@

— IR F I L TRY TR,

8.2.14.2.1

application.id

classCode > moodCode (TeCTD v4.0 XML X > & — " TIFAREThH 5, classCodeld TACT)
moodCode|% EVN ) IZ[EE SN TS, ZH6DBIEICHIDEN G ENS5E, € DXMLA &

id [1..1] AEFITL item BERZFHAT L =2
TTEFETHD,
id.item [1..%] AREZRI TR a7 3R

TH Y. Application %z — & (255
T 5 IEWMZ AT D, Application
TV K o THR & 22580123
HESNDN, ZO—ED
Application @l £ Z ATk L
T 120 id.item BHEZERHT 540
ERHD,

root [1.1] #2472 OID or | id.item E5E D root JEMEIT
UUID application 3D 7' 01—/ —F
ikl 2t 2,
extension [0..1] T XA bk id.item 3% D extension JEEIT.
Hi3s [ A > Application ;BB % 5 &
NDAI23456 | R4 GERTEEET D,
(Sample U.S.
NDA value)
NDAI123456
(CK[E NDA fer
DY)
go

id.item@root |3 application %58 D V@M TH 5,

EHR

Application 753/ 7-DE| 24 TH LN OID £ 7213 UUID DWW T NDIE% id.item@root
TRETNENTHONTE, THIRZT L 0FET A R 2202 L,
application.id.item@root |~ OID 4 HIZEM N E £ DH5H .
application.id.item@extension DEITHIK O ELEIZHES DO LT 5,
EHA R 2RO L,

[ = & D FE
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EES

BRA B Rt

8.2.14.2.2
B3R

code

eCTD v4.0 THREREMITLL T DHY -
e id.item@identifierName
e id.item@scope
o id.item@reliability
o id.item@displayable
o idwvalidTimeLow
o idwvalidTimeHigh
e id@controllnformationRoot
e id@controllnformationExtension
e id@nullFlavor
o idaflavorld
e idwupdateMode

application.code

B ZHEE EDOH A
M jﬁ/_\‘
[1..1] AFLFE L Application D 21— RNl %
W3 5a 7 )rEEZETHD,
code [1..1] TH AR code JEMEIL, HugRlO = Fr—
VR -R ¥y 77U (NDA,
us_application | MAA., Art-8-3, Art-10-172 %) (Z
type 170 | B3\ T Application D =2 7 >
Vo BA T ERT EDOETH
[Hiis = & %,
DRIETT A
N ZH
codeSystem [1..1] %X 72 OID | codeSystem J&MEIX, =2 Fr—/L
ReRFr 7TV « VAT Lk—
BRI 280+ 2 fET 5,
KBVEDOMEIZZ— N« X7 AIZ
BER X2 OID TRITAULZR B 78
o,

Application |Z 1% code@code J&N:% o3 1 DIZIFHRET H Z &
SR OWTCIE Tk = 0 FETA R 22O L,

ENFH |
EHRA
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B3R B ZHEE DA FEA
Z 7
BRI B eCTD v4.0 CAREREZ L BMEIZLL T oMY,

e code.displayName
code.originalText
code.translation

code.source
code@codeSystemName
code@codeSystemVersion
code@codingRationale
code@controllnformationExtension
code@controllnformationRoot
code@flavorld

code@id

code@nullFlavor
code@updateMode
code@yalidTimeLow
code@yalidTimeHigh
code@valueSet
code@yalueSetVersion

code@xsi:type

8.2.14.3 -

T _XTCDICH= > f2—/L N« ZF+ 77 Uldgenericode 7 7 1 /L35 L MR 7L N
= T A MCER SRS, Y

@ application %+ 7" « = — FIZ B9 5 [ A DIFHRIC OV Tld, #2475 [Hi =
EDELEGA R 22D &,

8.2144 RBRHEF

application BL3E CTHRAN SN D 7 T ZAEFIT I, FEICOWTIE [Hlk Z L 0T A R 25
oz L,

8.2.15 Document

document B-321%, Application |ZB8# 35 % Document ([ZRHT D 1EHREZEXETH-OITHEHT 5,
Document (PDF 7 7 A /L72 &) 1%, BMHINLRICLDBFEREDT-DICHEEIZ L > TER IS,
Document [T # R CTEF IND5LENH D, 1 20D Document (ZHEELD contextOfUse Hi55 % B
BT AZENTES, £7/2. 1 20 Documen 23E2r Submission Unit CEAINSZ 8 H
%

Document & ZAUZXINT 5 —HOER/EMEE WO TER L7z & X £ Document D3MERK S 4172
LR &35, Document 3 E M AT AT Ko Tikpl &5 & IO FHERIZ X5+ T
% @ Document 2R TX 5,

8.2.15.1 XML _EDEE

XML A v ¥&—D document BHEITIRD X 5 IZELET D -

20 A&y A FEAE EEME T ESTRI O 7 = 7% A MCEBEH S5,
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e controlActProcess>> subject>> submissionUnit>>componentOf1>>submission>>
componentOf>>application>> component >> document

component E-3Z DHIZ holder, subject, 721X reference B3R %5452 LN TE 5,
XML OFERFIEIZ DN TIE, £ 7:v40 XML A v — UM A SO Z &,

8.2.15.2 XML EF
WDFRIZ, document B3 TV HE/2T_TO XML EHELB I WVEMEZ /R L, B ERNS D55
=l W/

Q classCode * moodCode /3 eCTD v4.0 XML * >t —2"TIFRETH 5, classCode
/% IDOC] |, moodCode /% EVN/ IZ[FE I TS, Z4 6 DFEIEIZHIOME D
BFENBZEEL, FDOXML X t—1F X F—~ T8 L CTRE TR,

document B33\ SNDFMHFITLLTFO®EY
o 1 OFEIIEED document B % application EFHEDOHITFLHETHZ LN TE 5,

8.2.15.2.1 document.id
J=:1is SHEE DT G
i 5T
[1..1] AL X Document DBl 1D =2 v
TITHEHATH D,
root [1..1] #2472 UUID | id 32D root &ML, document O
7 a =NV —Eilhl T Th D,

TEHLFEIE id@root | IV EDEMETH D,

EHR id@root |33 ~TD document HFIZXI L T—ETHDHZ L, 2Fv, WL
id@root 7% ¥ L T 2 -2 Document Z#&H L TiX72 5720,

1 HEEE DS F 72735 Document #FHE L TWA A, #HEEHIEIC £
72723 % Document 55! 7- 2 FHWTH L WA3, Document BRI LUWELT 7 A /L%
AHUER E 7T Y RIS T A 2 &, BRI OW TR [HUE Z & DR A
F] 220z &,

BRIV B B eCTD v4.0 TREZRFEMEIILLTF D@D
e id@controllnformationExtension
e id@controllnformationRoot

o id@displayable

e idwextension

o idaflavorld

o id@identifierName

e id@nullFlavor

o id@reliability

o id@scope

e idwupdateMode

o idwvalidTimeLow

o idwvalidTimeHigh
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8.2.15.2.2
R

title

EMEIE
EAHR

BRI B E

8.2.15.2.3
R

document.title
J=:1is G
B
[1..1] KRBT Document O fitle B35 D
AT TEETHD,
value [1..1] T XA b KIBVE. title Z238 D value JEVE
C. Document ®# A FIVAEFRE
FEEDEE | T2,
LizZA kv
KIBVEDE 1T 552 7345 document
[General W2 L CIFET S TH S,
Information |
P
updateMode [0..1] TIT7 7 X | document.title B35 & BT D56
T‘ \Z updateMode J& 1% FEHT 5,

R = Replace 7%
&“

title@value JEM:13X7~T?D Document CWHZH T 5,

50

Uy,

&o

title ZE D 2 1X5 T 25 61%, title@updateMode JEEIZ
Z &, BEfFD Document ¥ A MV REH ZAVTWRWERY | updateMode 13 L
RNZ &, DED . ZA MVIEDFE USEIE updateMode % fEM L Tt 572

title EFEEFHL T, XET77ANEFRTDHEZICAMPRODELRET

R] DIEAFEET S

document.title O ¥ F 2T B3EMICOWTIE, B2 v a3 8217245 =

o title.translation

o title@flavorld

o title@language

o title@nullFlavor

o title@yvalidTimeLow
o title@validTimeHigh

eCTD v4.0 CARERER L EMEITLLTO@EY -

o title@controllnformationExtension
o title@controllnformationRoot

document.text

Bk L EPE

fEDE

Pt

text

[0..1]

Z

&
ARZEFE T Document (Z B9 5 BN
HWETRT T TERETH
LR
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EES

JE ZERE EDTY B
i R
integrityChec [0..1] HE KIEVEIL, integrityCheck B35 C
kAlgorithm RESNTWELF = v 7 ¥ A
SHA256 72 & | I S iz
integrityCheckAlgorithm DT %
%o
language [0..1] TNT7 7y b | AKJEMEIE Document (ZfEH ST
WA ERE% T language J& 1T
QUFEEA— | HD,
Rz oWk
1S0639.1 &%
e,
gk = & D%
EHAR] 2%
e,
mediaType [0..1] T XA R mediaType JEVEITHUE A TR D
HILD 7 7 A VOB 7=
FEREHT2 2 | DOFERIEEZRET S,
LEBELLR
{3
[k = & D32
EHAR] 2%
charset [0..1] 7 ¥ A K charset JE14 13 Document {Z4#
INTWHIFEra— Rxts
"ip utf8"E 7L | BT D
"ip_ shift jis" 72
E
[l = & D%E
WA Rl 2%
updateMode [0..1] TIT 7 Xy & | updateMode JEE I text B35 D JF

R = Replace 7
&“

PEDFFHBLETHDNE D h
Y a— MEZIEET 5,

text.reference

[0..1]

ARNELFE L Document D fext B35 (T
EENDaTTHEETH D,

Page 60




EEES B ZHEE fEDTY B
Z 5
value [1..1] T XA R Z I text.reference %58 D value
BEMETH Y. Document DFHXS /X
Document D7 | AL 77 AN EHEH L TCE
741 D EfEET 5,
Jbe /NX
[../m3/32-
bodydata/
32s-drugsub/
32s1-geninfo.
pdf] &
text.integrityCheck [0..1] BT integrityCheck J& 4% Document
DF = v 7% MEERMT S,
1618102bf0706
She
c1250594201fe4
485
15f0fa61) 72 &
text.thumbnail [0..1] thumbnail 3313, EEENPBEH
D AT AT Document % 7t
T H7OIEHT 5,
value [1..1] TXA b AEPEIL, HEEELBHEDO VA
7 LNTHIH T % fE% Document
[26145¢7a- AT G B0 value EVETH
3dc7-404d-91cl- | B, E : ZEFITZ OfEE M
6e0e5c711816 L7220,
(UUID) * /=13
A1234567 (X15
HIGE DE) 72
e
[Hsk = & D%E
WA Rl 2%
text.description [0..1] description 3813, FEH N
Document % 3t 9% 72 12 H
T 5%,
value [1..1] TXA b AJBPEIL, HEEE D Doument D
WEZAT 572D D value JE M
SDTM 7>56 ThbH,
ADaM %515
L7280 SAS =
LR A

Ttk = & p 32
wrq Rl 2%
He
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EHHR

BRI B E

=1 ZHEE EDTY B
41 bpn
2T OHH Document [ZITLL N DOEF L RN MHATH S -
o text TR
o text@lIntegrityCheckAlgorithm J& %
o reference@value JE'E
o textintegrityCheck %55

#H1 LU Document # #3256 1 text BE AT 2 2 &, BEFD document 3
FOEHTIE, KEZBIIRLERGALH D,

Document % A hVDOFEHTTIL, text@integrityCheckAlgorithm J& 135 Y
text.integrityCheck B3R\ INE Th 5, #H LV document BLFRITNTT T text HH &
text@integrityCheckAlgorithm J& 133 1O text.integrityCheck B35 % 5805 2 &,

Document % A h VDT HT Tl text.reference BRI ETH DN, DT
document B3E AT 255 13MHTH 5,

SAZHT text.thumbnail B3E 2 U722V, value JBIEITEEFEHEHATHY . 2EE
F YW T text.thumbnail % 1# 3%,

text.description@yalue JEVEITHIN Z & \IZHE SN D (HESE 7 —# O Document
BT 55 L) o THHK S E ORED A N 25O L,

%< DA, text@language JEVE, text@charset JEVEDOMEHIITEE Th D, text 32
FOFEFET HHMCONTITE Y a2 821722280 Z &, #HiB X
OMEH ATRE R ED 227 — BT oW TIE TRk S o FEH A K] 280 2
&

77 ANEBFAAT 2I12IE, DAENZHRH S 72 document B35 & 7] U
reference@value. text@lntegrityCheckAlgorithm, I35 X O\ text.integrityCheck D1t %
text B THR L2 T UL 720, reference@value |3 3LE DR XA &5
Z &, [AU Submission Unit N CHEAIMT 256, MR SATEEE 2D, #HED
Submission Unit {Z E 72725 > THAIHT 556, X/ XA IZ1E Sequence Number %
RTVENS Y | AT L o TIE Application Number &7~ 3 BN B 5,
text.reference %35 D LA T 25 IIC DWW TIT®E 7 22 82173 25D 2
s

eCTD v4.0 THREREER LRI T om@m Y -
e textdata
e textxml
e text.translation
® text@compression
o text@controllnformationExtension
e text@controllnformationRoot
o text@flavorld
o text@nullFlavor
o text@validTimeHigh
o text@validTimeLow
o text@value

®  text(@xsi:type
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8.2.15.3 -

T NXCDICH= > ha— L N« RF ¥ 77 Uldgenericode 7 7 4 /5 L INR 7L N
' =T A SRS S, Y

8.2.15.4 R EF
document BFE TN S ND 7 T RABERIT 0,

8.215.5 XML #> )L : Document

PLF®D XML > 7 Uiz, Application (245 € X172 document B3ROV TEE O BRCEMEE &
HTRY,

<document>
<id root="973d9293-77b9-4f45-b62e-aac62d7ce814"/>
<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>c0d5623550c997a70b62717d95fcalcada201754d1ed9fbbbbfad7bfd64c8ead</int
egrityCheck>
</text>
</document>

Q G D 7512 D0 TIFXML TOEDE P 280 = &,

8.2.16 AVTFR b - T—TODEBE~ADORDS *

Z ZTClE, [Al—® Context of Use =— I LN Keyword =— K (Keyword 23MFIET 554) O
HEDEEFFD | DEITHEID Context of Use THERL S LT T F A b« ZL—T" 7% §fH]
ORI TEEINTZGEIT. contextOfUse B2 % W T 5 k&2 #AT 5,

B4:avTFxRAr-JNL—T-ETIL

Bl e

Priority
Number

Context of Use

Keyword (53 2454)

WDt 7 v a v TiE, Keyword 2 LT 1 DF 723D Context of Use EE % 7 V—7{tT %
ik, av T U VEROER, TbB 1 D0 Context of Use NHEEIND 1 LEEZHEED

2 AR A FEAE I EEME T ESTRI O 7 = 7% A MCEBE SN 5,
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Context of Use OB EN B LEREN LD 1 T —T~, FT1TFDOWA~EET S 5515523000

ERAR

8.2161 JN—F - &4 FILTD Keyword DIEHF %

EEFHIX Keyword ZfEH LT, 7 /v—7" « A h/L% Context of Use (21BN L, HXRDORHLIC
RRENDALT UV BB LI LN TED, FEFICL->T CID AHLBIZ V=T - ZA
FMLTEHINDVLEND D L SN D5G . contextOfUse B3R5 1 D12 1T ThHh->ThH,
Keyword Z H\\ % Z &, Contextof Use (IZiH T % 7 /v—7 « Z A L ® Keyword IL 1 DD H &7

5T &,

FTHDH, >

<component>
<priorityNumber value="1000"/>
<contextOfUse>
<id root="11271446-8d56-4ddc-b730-eace208c7053"/>
<code code="ich_3.2.p.7" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<I—Z M X} % Document(3"Analytical Procedure 1" Cdh 5, >
<derivedFrom>
<documentReference>
<id root="164afle4-f625-4621-8d69-ca56b8f7dc7b"/>
</documentReference>
</derivedFrom>
<1--C001/% =2 > 7 F DKeyword Definition T"PVDC Blister Pack" % 39" = —

<referencedBy typeCode="REFR">
<keyword>
<code code="C001" codeSystem="2.16.840.1.113883.3 "/>
</keyword>
</referencedBy>
<-GTOOLILZ W—"7 « Z A /L DKeyword Definition T"Analytical

Procedures" % #%3 2— R TH Y | {LEDkeyword DT TH 5, -->

FTH5H, >

<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="4a5c97e1-4448-47¢2-90ff-2d6a264167c0"/>
<code code="ich_3.2.p.7" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<I—Z M X} % Document(3"Analytical Procedure 2" Cdh 5, >
<derivedFrom>
<documentReference>
<id root="0127b8b6-5510-45¢5-93fd-9a3a6e9735aa"/>
</documentReference>
</derivedFrom>
<!--C001(% =2 > 7 F DKeyword Definition C"PVDC Blister Pack" % 34 =1 —

<referencedBy typeCode="REFR">
<keyword>
<code code="C001" codeSystem="2.16.840.1.113883.3 "/>
</keyword>
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</referencedBy>
<!--GT001{X 7 /v—=7" « %A k)L DKeyword Definition C"Analytical
Procedures" % #3 2— R TH Y | {LEDkeyword DT TH 5, -->
<referencedBy typeCode="REFR">
<keyword>
<code code="GTO001" codeSystem="2.16.840.1.113883.3 "/>
</keyword>
</referencedBy>
</contextOfUse>
</component>
Context of Use Dkeyword(d 3~ CTHID A1) TOHFRT, EH AJRERA A G P IZD
GB WTlE, a fr— b e N v 7T VI L NCH M4 T[EFE G DOAGEHFFD 720D
2EL e T EHN e FF2 A (CTD) Dk 7 7 A &S D2 &,

(’ G D 512 D0 TIFXML TOE DE 280 = &,

82162 BH—IrAILSEHTFAIN~DEE

ZDOVFIVATIE, 1 2O 7 74/ (Document) % %4 Document 725D 227 Y TEHL
TLHHA60, 2T YRR OETIZOWTEAT 5,

=R 1
#)[El> Submission Unit Ti&. Context of Use 7> H &M X415 Document 2R RT D722, LLTFD
Context of Use Z &3 5,

<component>
<priorityNumber value="1000"/>
<contextOfUse>
<id root="11271446-8d56-4ddc-b730-eaee208c7053"/>
<code code="ich_3.2.p.7" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<I—Z M X} % Document(3"Analytical Procedure 1" Cdh 5, >
<derivedFrom>
<documentReference>
<id root="164afle4-f625-4621-8d69-ca56b8f7dc7b"/>
</documentReference>
</derivedFrom>
</contextOfUse>
</component>

V—F U R2

WOHITIX, FiD > —7r o A TH:H 472 Context of Use 2 2 DD H L\ Context of Use B3 T
¥id %, 4 Context of Use B |IZNE 45D Document =S LT\ 5 (Thbhb, arvys7oY
232 ODH LV Document (277 E X415 728, — 5 ® Document SLFT TH Y . b 9 — 5 D Document
PIBINTH DG, &5 WL 5O Document NHFi7-72 a7 Y =& Te56) , Related Context
of Use IX. FijD T —74 o A THH SH7= Context of Use Dikp 2325, ZAUIRCRE LD
FE. 12D Document 7% 2 20 Document CTEM I LD Z L &2FKT, 1 LLTOHITIX, EHLE
@ 2 >® Context of Use D 5 5 )] F5|Z Priority Number A FEH| D ¥ THN D, EEH
23871 L\ Priority Number 25| 0 4 T TV A HEHH D,

<component>
<priorityNumber value="1000"/>
<contextOfUse>
<id root="0c0abab8-cbfa-4d2f-9793-2b30ea51b8f5"/>
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<code code="ich_3.2.p.7" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<replacementOf typeCode="RPLC">
<relatedContextOfUse>
<id root="11271446-8d56-4ddc-b730-eaee208c7053"/>
</relatedContextOfUse>
</replacementOf>
<I—Z M X} % Document(3"Analytical Procedure 1" Cdh 5, >
<derivedFrom>
<documentReference>
<id root="164af1e4-f625-4621-8d69-ca56b8f7dc7b"/>
</documentReference>
</derivedFrom>
</contextOfUse>
</component>
<component>
<priorityNumber value="2000"/>
<contextOfUse>
<id root="4a5c97e1-4448-47¢2-90ff-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="11271446-8d56-4ddc-b730-eaee208c7053"/>
</relatedContextOfUse>
</replacementOf>
<!--Z M X1 % Document|3"Analytical Procedure 2" Cdh 5, >
<derivedFrom>
<documentReference>
<id root="0127b8b6-5510-45¢5-93fd-9a3a6e9735aa"/>
</documentReference>
</derivedFrom>
</contextOfUse>
</component>

‘, G D 512 D0 TIFXML TOEDE P 280 = &,

82163 XK IFPAINDSE—TFAIN~DEE

ZOVFVFATIHR, EEOT7 s A NVTHER SN a0 TV E 1 DO7 7 A I)VTHER SIS =
VT TEBT D EEHAT S, RO — o A TEID contextOfUse B (T2 b
D Document) ZEE L. BDOT—7 LV ATIHI OO 7 7 A NVEBRLIEZWES, 2070y
1 OO T 7 A NVITHEET 5,

= A1 -BED document RENENBRIND
DY T AT, FZEDEID Document 7 ZHET % 2 DD contextOfUse B35 % 777,

<component>

<priorityNumber value="1000"/>

<contextOfUse>
<id root="0c0abab8-cbfa-4d2f-9793-2b30ea51b85"/>
<code code="ich_3.2.p.7" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<!--Z: M X1 % Document| 3" Analytical Procedure 1" Cé 5, -->
<derivedFrom>

<documentReference>
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<id root="164afle4-f625-4621-8d69-ca56b8f7dc7b"/>
</documentReference>
</derivedFrom>
</contextOfUse>
</component>
<component>
<priorityNumber value="2000"/>
<contextOfUse>
<id root="4a5c97¢e1-4448-47¢2-90ff-2d6a264167¢0"/>
<code code="ich_3.2.p.7" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<!--Z M X3 % Document|3"Analytical Procedure 2" Cdh 5, >
<derivedFrom>
<documentReference>
<id root="0127b8b6-5510-45¢5-93fd-9a3a6e9735aa"/>
</documentReference>
</derivedFrom>
</contextOfUse>
</component>

=R 2-BRINSE—D Document

WOBTIX, IO —47 2 ATHRE S 7= 2 2D Context of Use EHFE %, 1 -2 Document & 2 It
F % 120 Context of Use TEHLT S (L7232 TZ D Document {ZiL., DI —7 o ATHRH X
iz 2 DOR72 % Document THRHINIZa T Y NRTRXTEEND) . 1 LLTOHITIL,
L\ contextOfUse %55 \Z Priority Number 3 FFEHI D ¥ THN 5D, HEFH 238 LU Priority
Number ZE| D ¥ TTWALELH D,

<component>
<priorityNumber value="1000"/>
<contextOfUse>
<id root="49¢18e35-fe1b-4929-bf30-ea58c81ec30f"/>
<code code="ich_3.2.p.7" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<replacementOf typeCode="RPLC">
<relatedContextOfUse>
<id root="0c0abab8-cbfa-4d2f-9793-2b30ea51b85"/>
</relatedContextOfUse>
</replacementOf>
<replacementOf typeCode="RPLC">
<relatedContextOfUse>
<id root="4a5c97e1-4448-47¢2-90ff-2d6a264167c0"/>
</relatedContextOfUse>
</replacementOf>
<1--ZJ8 & 11 © Document/&" Analytical Procedure Consolidated" C & % -->
<derivedFrom>
<documentReference>
<id root="e8e44446-de99-4324-ba9c-502fe8d729ba"/>
</documentReference>
</derivedFrom>
</contextOfUse>

</component>

Q G D T77E1Z 0 TIFXML TO D 5 2080 = &,
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8.2.16.4 [EEHEEDEE
N EE S5, £2135H O eCTD FEETIT YR UNER) L /e 572834, CTD K,
HLDOMBEEDOERENYLIE LD ERNH D, FiTd eCTD EHEIZE1T 5 CTD B L ofFEHE
1L ICH 3CE [EELOARPFEDO DO IAET « F 7 =H) R¥xa A b (CTD) OHERL] T
ED LN TND, WO ROET X, & CTD R LT AlHE7 Context of Use Z=— RE 7~
I% Keyword |28 T A RTREMED B 5, BEEASE O T IZXHLT AR DFEE Z2 L T IZR T,
8.2.16.4.1 LUIFiIZEH B[BE T o /= CTD BH L DYIkE
(LARXEE A ATRE Tdp o 72) CTD R LAMEIARRE & Ao 8. AT DY F U ANEL S
o EHMIIGFORHLO T THLEEHEMEHINDIN, BMOFERORMN ML ERGA,

o HTLWEHMZHT L2272 Context of Use = — RI8 L O Keyword & & HIZHEH
52 L,

o fEHIMIIA CTD AH LI L O Keyword D F CTHRRIND,

o BEfFORRMY & LWRHHOROBRYE (T7hbb 74 7 A 7)) 1372
60

o EFOIRHEMIIEH SN2 20 HLWIRHYORE DS LRSS
o BEGFOHREMEZHIRTIVNENDHD (87 a2 82.11335M)

o HLWZEY72 Context of Use = — RIB LN Keyword & & H12, #H LW %12
5,

o HIBR SR HIT active TR 720 | B LWEHE®SHT LW CTD R LB I
Keyword @ F T active & 72 %,

o BEfFORREY & LWRHDOROBRYE (T7obb 74 7 A 7)) 1372
60

o RHWEEZMA DMENRHSH05, CTD R LI XUV E 7213 Keyword DZE B 3 el 4B

e e,
o BEGFOREMEZHIRTIVNENDHD (7 a2 82.11335M)

o FHLWCTD R L., Keyword 35 X OBEF DD Document ak il ~DZ M &
E B2, Hr L Context of Use 23 H &5,

o koI —rATIE, FU CTID A L. Keyword B8 L OEFDO AT Y ~D
Z (3725, related Context of Use) Z 1 9 #H1 LU Contextof Use D F T, H L
Wi AR ET D,

o FEHME, HL\ CTD A LE LW Keyword D T, BEFOFEHY) & B L g
H O OBRE R,
8.2.16.4.2 LUFiIZE FRBE T o 7= CTD B H L DB

(LIEHIfEHARRE CTH - 72) CTD R L MERAIREE 720 . By CTD ARHLO T TIXE Y &
AEFE TR DR DO T7 058 L TV A,

o HEMIIEAFORHLOFTHIIESHmESMEHSINDA, FrLv CTD A Lo FTIdiEm
DIFROREN LB IRGE,
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o FTLWIEHPZH LU 2% 72 Context of Use = — RIEB LN Keyword & & HIZHEH
THZ L,

o TRHMITA CTD AL LI XU Keyword D F TERI LD,

o WEAFDRRMM &H LWRIEMOMIZEER (Thbb 74 7% A7) 13275,
o BEFORHEMITEEH S22, B LW ORI DSV EE R G5,
WAFOREM AT 20 E DD (7 a2 8211333/) .

o FHLWEY7: Context of Use =— NI LT Keyword & & 1T, #H LWIEHY %18
H 5,

HIER S 72 I active T2 <720 | HT LWEE 2T LW CTD fLH LB X O
Keyword ® T T active & 72 %,

BEAF ORI & LR OHE OBIRIE (T2 5T A4 79 A 7)) 1372< 72
60

o RHEMOEBNMETEH D2, CTD AH LE L OVE 71T Keyword D2 A B 2

PAN
o

o

o

o

o MHFORHEMZHIRT AVLERSHS (B7 a3 8211335H) |

o HLW CTD AH L., Keyword 3 X UBEAFOH M D Document il - ~DZ i &
E B2, H L Context of Use 2 H&H &5,

o ko —rATIE, FU CTD A L. Keyword B8 L OEFDO AT Y ~D
ZH (9725, related Context of Use) %1 9 #7 L\ Context of Use D F T, L
WEHM 2R ET D,

o PEHME., HL\W CTD A LB LW Keyword O F T, BEFOFEHY & B L iE
Y O ORISR Z =T,

8.2.17 Document ZEX([CET 5&FEHE

8.2171  Document DEFIH

Application D7 A 7H A Z /LOHF T, 1 2D Document NA[EHLZMINDZ &N D D, EDI
®, Document O FFF|HIL eCTD v4.0 DEZERHERETH 5, Document DFFFIHIL, LFED= T
VL AT =2 BRI 5 Context of Use ([ZH i AIRER G A DOAFRETH D, F7-.
Document OFFIHFIZH 72> T, LENKF L L GREEHIN DB, NA /=T XA | - U
VI EELETOa YT YN, BAHFRE TRIT IR S 7, BEZRHICEEO I CE
~DEWEGURERE 72556 1%., Document Z FHF|H T & TlixZew, K7 v a Tl
Document F3F| FH D e & — %9 7261 &2 7~ 9,

Document % A H 9% 72 D Document £R4E 515 EHANZOWTIE, THlZ Lo 52EH 1 K]
BB OZ L,

[l CSCEE 1 D F 721384 Submission Unit (25D CIEET 256, Uk LEOHEY 2R ET
% document ZLFEE 1 EZ TR TNIT RV, £D®%IT. ED contextOfUse HFE)H THED
Document =2 Tx 5,

WD XML IZ, XLEO@ATIZ X - TR U Document 229" % 2 D0 contextOfUse B-52 % 7~

V= A1
Context of Use &
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<component>
<priorityNumber value="1000"/>
<contextOfUse>
<id root="7480bc1a-6486-4714-8d32-a3bd41de9be6"/>
<code code="ich_3.2.s.2.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<derivedFrom> document.id
<documentReference V= AL1T
<id roof="3d1084fb-56c6-4923-ale5-8al 5e4fdcIcs"/> fRiE
</documentReference>
</derivedFrom>
</contextOfUse>
</component>

Document Z35
<document>.

<id root="3d1084fb-56c6-4923-ale5-8al5e4fdc9c5"/>
<title value="Excipients X"/> document.id

<text integrityCheckAlgorithm="SHA256">
<reference value="m3/32-prod/excipients.pdf"/>
<integrityCheck>c0d5623550c997a70b62717d95fcalcada201754d1ed9fbbbbfa97bfd64c8ead</int
egrityCheck>
</text>

</document>

=T R2
Context of Use &
<component>
<priorityNumber value="2000"/>
<contextOfUse>
<id root="47939431-1ac1-4e17-b44d-dcea7ce43050"/>
<code code="ich_3.2.s.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-ale5-8alSe4fdc9c5"/> document.id
</documentReference> —Ar A ] THEE
</derivedFrom>
</contextOfUse>
</component>

(’ G D F5EIZ D0 TIHXML TO LD 5 S0 = &,

Document %35

document %3313 Z @ Submission Unit TILiE(E 472V, Z @ Document [X3—77 > A 1 TH TIZ
HEEHATHDH, EFLOHITIE, Document (X[F] U Application N & 7213 #%k? Application 7> 5%
ETu5b, Document O FFIHIZET 2FEMICOWTIE [HkZ L 0FET A R] 2o
Z ek,
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8.2.17.2 Document EFEDEH

document B35, OO HRICEH 2 ET L A[EEMERH DN OO EttEz &te, THNL, M4
% Document DFJEHRHIFIZEEN A2 MNEB I OMEEOEFRHICESWTEITINAILERH
5o document BEZEDW T X TOMEBLIMMEEDOEZEBIVEMELE & HICLLFIIRT,

document DEA DI H
<document>
<id root="ceb05f3d-ebb0-4547-9734-056¢efal34a7a"/>
<title value="Process and Controls"/>
<text integrityCheckAlgorithm="SHA256" language="en" >
<reference value="m3/32-prod/manuf-process-and-controls.pdf"/>
<integrityCheck>a4c828974a7d177137d69aedfc45379a694611ef317c¢6¢1741a935aa9555¢57d</in
tegrityCheck>
</text>

</document>

Document B35 D FHIZOUWTIL, Document % A MV EF, text BHEOEHFIB I OWERZEOH
BT 2UTOr 787 va o THT 5, LLTOFRMEIL, text BRBIRFZ A MLVOEFHO
WG EA S5

o text@integrityCheckAlgorithm, text.integrityCheck 33 I (X reference@value > % 4 SV LY
[ET text BHREOTH L & IR ENTZHE, TNOLOMEITIZEFICLVEHINS,
A0 Document DI, 2O DERE L ITBEHEDMITEE TE 220,

8.2.17.2.1 Document %1 F/LDEHT

document.title B23E 2= 7 —NEG £ 7 document EENEEFEINT-HBE. EEZHIT. FriLw
Document Z1ERK LIE T4 0 IZ, documenttitle B % HH 52 LMW TEDH, K7 aro
BNZ, SRR R AT,

updateMode % E/H L 7= Document % 4 /LD EHf

document.title@value JEMAEDOFR Y (F] : F85F) ZAEIET 25355 Document @ id@root fEIX[F U E
FTH5, Document ¥ A MEFTHT 5 &, Hi% Document NS I TND DT X TOEFT T
B S5,

<document>

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

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

document.tifle@value 7’ =< B2 555 (T7obb, iLnWF A M ORRELZEXT 25E) .

L\ Document 7 Y =7 N5 L, 20X, ZrAADBHAHEINDZ L ERD
Kot svarB8)

8.2.17.2.2 Document Text D EFF

language JEVEIZE R SNDGE013H Y | AU updateMode JENEZ O T % X N@E & I6T 5,

document.text@language J&M:H O T 7 — £ 72 |3 KBEEAEIE L TH Document D id@root fEIL[F U
FETHDL, 207V a ORI TITLEIETOMEER L RT,

<component>
<document>
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<id root="ceb05{3d-ebb0-4547-9734-056efal34a7a"/>
<text language="en" updateMode="R"/>
</document>

</component>

Document @ text %32 % HHT (EOEBMNEBRZRD72\) 3585, updateMode |2 TR| DAE
ZRE L, XEHEVPUANZRE LZE®RO EEHEE 2B L & 2R T,

language B OHEWFIZET 2 RICOWTE Mk Z L 0FET A R] 22O &,

8.2.17.2.3 Document %1 P/ B NTF X FDER

Document @ title 33 X O text BEDOW T OFH 2 B3 D56, TNENORH HiLEEHAEDE
60

document.title@value, ¥7-1% document.text@language JEET DT T7 —F I IRBEEZEIEL TH,
Document @ id@root fEIXFI UE ETH D, ZOtT7 T a U HORITIXYEEFTOMNEERERT,

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

</component>

(’ G D F5EIZ D0 TIHXML TO LD 5 S0 = &,

8.2173 JrAILDEFHE

77 AVTIEE. 1 DD document B3 TFLIR S 4L, £ D document F23Z I D contextOfUse
FNOEBHBTE D, ZHICDWTIE Document OFFIH] 27 v a T LTW5, FRED
KW FTIE, FCLT7 7 ANVEHBIZL > TR D H51E (725 Document # A kL) TR 7T
U BN EnH D, ZOX I RBITEBNTIX, 77 A NVEHT2BIO document F55 T
IR TIVENDH D, T, BED document.text EIEIZIF U7 7 A VX AN BT 58550
D, TOT 7 AMEIT A NVEEEICEDT 1 ERETREETLILERS D, IO TIE
Document DFFIH] THIAL TS (7 v a 82171 25M)

L document HEFEZERT HEE. RN L2 7 7 A VO REZRET L L, HEO
Submission 3 X" Application (FFLOEEZZM) Zx CRIC 7 7 A VEFAIHTES, 774
L, BT 7 ANVPEBICIRE SN 7 AV EOSHh RGNS, BESNSHFHED Y
T UAIFLLTOmY -

o FHMEOT A NENREID (o Application NIZ/FET D) 7 7 A NV E=HFIHT HIZ
X, RRACEFOE—BEEO 7 ANV ELEEGhD T b,

H.72 7% Application NOD 7 7 A L& IRT T 7 A LS AH
<reference value="../../NDA123456/99/m1/promotional website.pdf"/>

o FEMEOT FNENEIRD (FHD Application DD T —r L ANIZIFAET D) 7 7
ANEBFRRT LIE, NRACE EEO T ANV F Lm0 5 T L,

[d U Application NOD 7 7 A L&~ $ 7 7 A VXA
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<reference value="../99/m1/promotional website.pdf"/>

o BIMEOT ANEZHMEL ([F L Submission Unit WIZTFIET 2) 7 7 A VO FFIH
[7 U Submission Unit ND 7 7 A )V ERT 7 7 A L3 A
<reference value="ml/promotional website.pdf"/>

W 77ANVEBAATLHGE, 2E0, 2077 ANV ET CICRHEFEATH LI LG, 74145
BELELOTZ7 7 ANNMNEZBEDICEETEZOREELL b, 7287 5, Submission Unit,
Submission, F 721 Application (27D THRHT LT XTOT 7 A0, [F L7 4V FHEENITIF
ETDLERLRNVNETHD,

E 77 A VOBEFICET AR OB IO TIL, [T oFEEDT A F] 28RBo =
&o

WD XML %> 7z, [Report for Study 1] &9 XA ~VD document B35 % 7~

<component>
<document>
<id root="bab246ef-7d8e-4042-bd8b-ad9769f4589b" />
<title value="Report for Study 1"/>
<text integrityCheckAlgorithm="SHA256" language="en">
<reference value="m5/531-biopharm/reportl.pdf"/>
<integrityCheck>5b94eb14cd31031a4d4539d0bctbef0282a91c04d2d2575990c4422947a9f437a
</integrityCheck>
</text>
</document>
</component>

WD document HFE 121X, FEOHIERIC T 7 A VD ETF72 D Document Z A FL & & H T30
SNTWD, ZD document B3E 1L, 7 7 A N OP)RIFEHE IR L7-%#%:? Submission Unit |Z
KXo TIERENTWD, ZNHDOPTIRESNTWD 7 7 A WX AFROBWIIEET DHZ &,

<component>
<document>
<id root="79da2f37-02a8-4dcd-8552-54565b093c08"/>
<title value="Summary Report for Study 1"/>
<text integrityCheckAlgorithm="SHA256" language="en">
<reference value="../sequencefolder/m5/531-biopharm/reportl.pdf"/>
<integrityCheck>5b94eb14cd31031a4d4539d0bcfbef028a91c04d2d2575990c4422947a9f437a
</integrityCheck>
</text>
</document>
</component>

(’ G D 512 90 TIFXML TOEDE 280 = &,

8.2.18 Keyword Definition

keywordDefinition |325E8 3 EFT 5 Keyword Z 1R 572D S, A v E—T OO
S TCIEa— R T sLd, Keyword Definition D E7effH HIIL, = hr—L K- R¥x vy 77
U TERINL TR Keyword (GEEHFFA D Keyword 2 &) DEEZERT H L TH D,
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Keyword Definition |2 134 AT & EAKHI 72> TEHENTIE Y, Context of Use T Keyword Z F57E7
L0 EINS, 1E : HEEH 3L Application fif] THFF]H I HE72 714 T Keyword Definition
ZEFRLTH LW, EOEEITE Application = & IZ[F U Keyword Definition Z #2H 725 M B &
2o

8.2.18.1 XML E£DEE

Keyowrd Definition O35, XML A vt — D keywordDefinition B35 % IR D X 5 I[ZELE T 5,

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

referencedBy %58 DHIZ ., informationRecipient, holder, reference, F 7213 subject B35 % Ftik3 %
ZENTED,
XML OFERFIEIC DN T, K 7:vA0 XML A v —UHEEEZ SO Z &,

8.2.18.2 XML EF

WDFRIZ, keywordDefinition 55 T E/2T X TD XML ERB I WEMEZ R L, FRAIZRFERD
bOGEITINEMT,

Q ClassCode * moodCode/3eCTD v4.0 XML # » & — 2 TIFFETH 5, classCode T
[ACT) ., moodCodeld EVN) IZIEHESN TS, ZHEDEIEIZHIDENZG Fh
BB FDXML A >t —lF R F—~IC45F L TRY Ty,

% keywordDefinition 3. 1L H & D keywordDefinition B3 25D CEET 5, AF¥F—~TiL, %
keywordDefinition |G DB L2 FLHE T H 2 EWFHF RSN TWH A, eCTD v4.0 TliX 1 DD
keywordDefinition %35\ D & 1 DDEDHFLHT 5 2 ENFFAI S D,

keywordDefinition B35\ Z i S DM LL T 0@ Y
o % application RO X 0 ) HAEILD keywordDefinition %525 5E TE 5,

o KXEFEMNVEERT D Keyword T 25518, kG T 5 keywordDefinition % ¥57E %
Eb b,

e keywordDefinition |3 Application D7 A 7% A 7 V& L T 1 ELFRIETIZ LV, OF
Y . Keyword Definition (% 1 EEEF T 4UI. [F U Application N THALTHEID Y ThHh/z=
— NMEZER L TENESHT 52 & TE D, 1E : keywordDefinition |3 Application =
LICERT DUENRD D,

8.2.18.2.1 keywordDefinition.code

code [1..1] AREF L Keyword Definition D F#EH
kA DR AT o T
EERTHD,
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EES

JE ZEE EDH A
g 5T
code [1.1] TX AL | KEMEIX Keyword Definition DFEH
ZoRg a— NMEIZHINT 5 code &
ich_keyword | "EToH 5,
type 170E
TRbb
ICH *£721%
Mt = —
DIER
[ it = &
DRIETT A
N =%
e,
codeSystem [1..1] #4732 OID | codeSystam JEMEIZ, =22 b —/L
ReARFXr T 7Y « VAT bE—K
\ZR 3 2B 2 e E T %,
KBVEDEIL 72— N« X7 AIZH
FRETZ OID TRIFFULTL B 72
o,

EMEIE

code & codeSystem |V HDEMETH 5,

EHR

code | 3% 72 ICH Keyword = — RO THDH Z &,

BRA B Rt

eCTD v4.0 TAREZRER L JFMEITLL T O#Y -
code.displayName
code.originalText

code.translation

code.source
code@codeSystemName
code(@codeSystemVersion
code(@codingRationale
code@controllnformationExtension
code@controllnformationRoot
code@flavorld

code@id

code@nullFlavor
code@updateMode
code@validTimeLow
code@yvalidTimeHigh
code(@valueSet
code@valueSetVersion

code(@xsi:type

8.2.18.2.2

keywordDefinition.statusCode

statusCode

[1..1]

ARESZIX, keywordDefinition O
KEZRTa T THRETH D,
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IR

EHR
BRIV B E

T IV 7 X
>k
active 72 &

KBYEIZAT —# 2% -4 a2— NA
Th 2,

statusCode ISV EDHEFETH 5,

code JETEDMEILHIZ Tactive] THDH I &,

eCTD v4.0 THREREEE LRl Fom@ Y -
o statusCode@controllnformationExtension
o statusCode@controllnformationRoot
o statusCode@flavorld
o statusCode@nullFlavor
o statusCode@updateMode
o statusCode@validTimeHigh
o statusCode@validTimeLow
o statusCode@xsi:type

8.2.18.2.3 keywordDefinition.value
e B LEE B
7
value [1..1] AKEFR L keywordDefinition {1l T
Keyword Z#nl 3 57D a— K
DALTTHERTH D,
value.item [1..1] AREZIE % D Keyword Al 1%
BETHaLrTTEETHD,
code [1..1] THA Lk ARJBYEITER S D Keyword (Z%f
95 code JBMETH B,
EIEFHEDPEFEL
T ME
MANUO001 F 713
MFR_001 72 &
codeSystem [1..1] T X AR KEMIZ= Fe—/L R A%y

TTY VAT N EISERAIT
FIEEPEFL | D codeSystem [EToH 5,

g2
value.item.displayNam [1..1] KEFRIL displayName % 6 7E T 5
e aTFTERTH D,
displayName * |3,
keywordDefinition = — R {Z &g
LERTHTHD,
value [1..1] T XA B ABMET, EFR D Keyword D
value E3% O displayName JEVET &
/Big Do .
Manufacturer | 7%
FREH P EZ
L7fE
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J=:1is SHEE DT B
Z s
updateMode [0..1] TIVT7 7 Xy k| updateMode |3, Keyword

Definition D 7~44 OAE % T 9
R = Replace 72 & | H 72T %,

keywordDefinition.value |3V ZEDEF Th 5,

value.item@code. value.item@codeSystem., value.item.displayName@yalue | 3275 D
BETH D,

keywordDefinition.value.item@code 7315 €3 5
keywordDefinition.value.item.displayName DfE7—EIZEE LW & & (T2
B updateMode % 1\ T U 72 B M ToT . BEfFO 22— FIZk LT
displayName@value N2 S 7= LX) | ZORHIFHA TIN5,

EHHA % keywordDefinition |Z1 X EE N EFE LT= Keyword & 1 D72 &5 Z LN TE
2o

displayName@pyalue |% Keyword Definitoin 23 FFD1EH D 5 H HHT a] GE/2ME— D &M
ThHY ., BTHT 5551T displagyName@updateMode |Z TR] OIEZIRET 5 Z &,
displayName@value 7> 3 S LTV R WIR Y | updateMode 1ZFEF L7202 L, o
F O YKENTEH SN TWRWEEX update mode 7 fE ] LTl 5720,

nj

AR ID B8 LR Z A R LD keyword DFEEIZHI VD 4T HATWHIEDOFERIIZD
W, BZ 23821851 28D L,

BRAV SR B 1E eCTD v4.0 THRE/RESR L JEMEIZLLT 0@y -

e displayName@controllnformationExtension
o displayName@controllnformationRoot

e displayName@flavorld

e displayNamewlanguage

o displayName@nullFlavor

o displayName@yalidTimeHigh

o displayName@pyvalidTimeLow

8.2.18.3 -

Q T XTCDICH= > fr—/L N« 5F ¥ 77 Vldgenericode 7 7 1 /b5 J. ONX 7L
v Rer— N7 7 A CFE# I D,

8.2184 BHIEF
keywordDefinition B35 CIRAN S DH 7 T AEFRIT 20,

8.2.18.5  Keyword Definition DIEIZE§F B H 1 #> X

AKE 7 a Tk, BEAO Keyword Definition OFEFH (F72b 6, EEHENERT H2E) 12H

T HHRBIR IR RO 2~ d, FHITHEHRDELEHIND LS., ZOHTA KT A4 120D

& BMDONY T =g =DV TE, [HI TG DEEY 1 R #2o= &, ) .

2 ARy A FEAE I EEME T ESTRI O 7 = 7% A MClBE I 5,
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8.2.18.5.1 Study Id Study Title

B ID B L UBR Y A R /LD keyword DIEZFEHT 256, Wk ID_$#BR Y A LD L 51T 2
ODEENH[T o F—RaT L Filsy (§) A TORIT 2,

WKIZ keyword definition fED i Z 777 :

<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_TITLEOO1" codeSystem="2.16.840.1.113883.3">
<displayName value="Study0001_$StudyABC"/>
</item>
</value>
</keywordDefinition>
</referencedBy>

8.2.18.6 XML > )L : Keyword Definition

B 5T, Keyword DEZEIT 1 50 Application DFIFAICB W COLREN TH D, UL, HilskHE
HOEHFT VA (Bl . 7 v—7{b & 7= Submission) % & L T, [A L Keyword Definition (=
— FBXMEDOX) Z#ED Application TH#EH L TH X, ROEZ >3 > Tk, Keyword D
ERPBLOEMRICE T D XML A AZ L ADTF ) A2+ 5,

8.2.18.6.1 Keyword Definition
WD XML Y > 7 W2, keywordDefinition DFEXED—->T& % Manufacturer %7~

<referencedBy>
<keywordDefinition>
<code code="ich_keyword type 3"
codeSystem="2.16.840.1.113883.3.989.2.2.1.5.2"/>
<statusCode code="active"/>

<value>
<item code="MANUO001" codeSystem="2.16.840.1.113883.3">
<displayName value="Big Manufacturer"/>
</item>
</value>
</keywordDefinition>
</referencedBy>

T AR —<TIIEED item BFEEFTLIRT DL ENEDLNLTWDHMN, eCTD v4.0 TiX 1 DD
Keyword Definition (2> & 1 SFEHET 5 Z &,

Q DM BT DN TIFXML TOE DG 5 B0 = &,
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8.2.18.6.2 Keyword Definition DZ~4 D E#f

{5 L 72 Keyword Definition |ZF2 0 BNEENTND I ENRDH D, £(5H 2 Keyword Definition (D3
RAEEET DVENHL5E (R CHESENORLE (R 72 E) 2 ETHARE) X, 20
FRL T2 = HH TX 5, Keyword Definition 2 — RIZTEFH TX 7200,

Y=l YA L

<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>

V=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="|Acme Manufacturer"ypdateMode="R"/>

</item>
</value> displayName % 1E L\
</keywordDefinition> fEIZ 2
</referencedBy>

o BRAEEHT H54A. AU Application N3 X "C D Submission Unit GEEIZHEH L7ZH D
Hate) XL THEFNEHIND, Z OFHTIEMO Application @ Submission Unit |Z (38 FH S 41
72\, FFE D Submission Unit (2D AFR 74 O E 27T 556, # L Keyword Definition %
EFRT DI L,

8.2.18.7  #&# D Submission Unit [Z % 1% Keyword Definition D&

EEHIT L - T 1 EEE S 7z Keyword Definition 13, Z DEFRHN FHT SARWVR Y FFET 544
X 7evy, Keyword =— KX, Application N3 <X"T? Submission Unit Z i L C[A U T2 iux
RBHIRN, DED | HHTE LDIEIRFADHTH D, Hx OBEEIZK L, Keyword Definition =
— FERTFAOME 1| DR ERTLHZE, 2FE D, 150 Application O H TR UL &2 R
EFRT DI LIFITERN,

=1
= A 1 TER 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>

I —7r A 1 ® Context of Use Tff | 4172 Keyword Definition

<component>
<priorityNumber value="1000"/>
<contextOfUse>
<id root="8¢590801-c4ca-4940-bb4d-5ad4cd32685d7"/>
<code code="ich_3.2.s.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 h /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 Dkeyword(d 3~ CTHl~D HE) TOHRT, (EH A RERA A G HPEIZD
QB Wi, > ha—n B BFy 77 VL OICH M4 [[EHEG DR D /28D
2E e T =N NFE2 X (CTD) D] 7 7 A /&Moo Z &,

(’ G D 512 D0 TIFXML TOEDE 270 = &,

V=R 3 TER I Keyword
Z @ Keyword Definition {22V T XML TEFT 2BIMERIT R, > —7 A 1 THERE INTE
TMANUO003] & 3#/~4: [Simple Manufacturer] 235 & ki < FIHARETH 5,

L —/%r & 3 @ Context of Use TfEH 72 Keyword Definition
<component>
<priorityNumber value="2000"/>
<contextOfUse>
<id root="64¢e51{b8-4608-4c3a-af52-68b5cc02345b"/>
<code code="ich_3.2.s.2.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
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<statusCode code="active"/>
<derivedFrom>
<!--"Controls for Material BCD" & 9 % A K~ LD L E->
<documentReference>
<id r00t="23967¢61-99bf-4090-863¢c-15b524ce242¢"/>
</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 Dkeyword(d 3~ CTHI~D HE) TOHRT, (EH A RERA A G HEIZD
QB Wi, > ha—n R BFy 77 VL ICH M4 [[EHEG DAEGEHED 728D
2E e T =GN NFE2 X (CTD) Dffp] 7 7 A& Mo Z &,

(’ G D 512 D0 TIFXML TOEDE 280 = &,

9. REAEHOER
HEEE RO B L X, Submission Unit, Submission, 33X Y Application D 7 A 741 7 VEH %
fEd, ZAUE eCTD v4.0 (T & » TIFICEERIHA TH O, ARETA FO#HASNTH L, T

A T XA 7 IVOEFRITIEICEST 5 HH]S° Submission Unit 25 OEE O MR E 3% 1T = & I & e
A, ZOERIT THUIRK T 0FEN A F] TRYHEDLONA,
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10. ECTDV3.22 A v E—UhoDBIAIVEVT » Avte—

eCTD v3.22 A v tE—U0 5 eCTD v4.0 A v B — U ~HFEERIZ AT T HI2hT-> T, LLTICS

OMDBERH D

e BATv o BT  Avb—VIEEBHBNORMBEHEINS, BiTvy BT « Aytb—

DA AH AL RPS R2 Normative A X —< 03 FHI SN TWA R, Bift~oy B
T e Av—UNvA0 A=V LTHET 22 2B T 20 TR, LER
STRATY v BV S « Ay —UOMHERIT, REIETA FOFEHECFEE L TV DM
HIZHE D DO TIEZR 0,

o BAT~vo BV Avb—VEIEHT L LT ERBEMEREEBICY— AL A
WaERRTDHZENARELE 2D, T70bH 120DV —/LTv3.22 B XU v4.0 DREZ Y
R—=FTHZENAREL RS, BITw v L7 « A v b= TIIREMOFRIIFER S
AR, BRE SN T —F EHREFH L TUTO 2 O OHMEZERTE S ¢

o eCTD ®/3— = [l T Context of Use D7 A 7H A 7 NV EMRFTHZ LN TE
%o

o eCTD ®4% Application N, F 721X Application [#] C Document Z F-HIH 35 Z & 23
T& %,

o FEEMICIE. WTRAOMEA T V322 DA SRR T I MBER D DT, BITT
T —F TIE V322 DEFIREE LA — 32, DF0, HEHLT, FAS
BICH 2P Gt T NTORGELER L KBTI 0ERH D,

o BT~ BT« Aub—VZETEXAINE I TR L > TREEN D,

FELEF~DWFEEFI - LGl O HIFEE DT~ > B« X r— (T
QE T5, X b= IIFFNENEE DR E TR ESI S, FEAICO
Wl [Hitg =& DELED 1 R 2o = &,

10.1 BAIYEY T - AytE—COBE

V3225 vA.0 ~DRATZ FEBLS 5 kLI —>Th 5, WiEH L4 Application ® [Current View |
Ave—VERNTHZIEIZE ST, 1 OBy LT « Ave—VEHWTCBUET 77 4
TIRTRTCOarT 7% v4.0EHIZEITT 5, Current View [ZIRD L D IZEFRSIND -

o BiTvybt LU e XAyk—UiliE, RS RICRHSNRZREYDOHRZZD 5,
FEHBICHIBR E IITER IV TWR VNI, €D 717 791 7 Dk T 5 75>
E D DN IR ST RTRBATT %,
o HIBRF/mITBHI N — 7 HEFEERL,
e lappend| REED Y —T7ERB L PZOBEEY —7 &5,
o R RMEHEIX, V3221054 DT 7 A v (B index.xml F 7z Hidsk
T EIEH LTV 5 regional xml) (23 £ TWD AREMED & 5,
o BiT~vtBr 7 « Avb—UHTOCTD A LOZEFETED S0,
o F—TF e T AN V322D A vE— « 77 AL (index.xml F 7o T T & fEA
LTW5 regional.xml) OV —T7HEZNLEZMIN T R2W T 7 A0, A —T 7 -
T 7 ANDEENTREWITZE < OHIBIZIBWTAIF Sh D,

BIT~o BT « A= THEH22OD 7 7 A/ (submissionunit.xml 33 & TV sha256.txt) DA% $
528 GERIZOWTITEZ a3 1032/) . HEEE TSRO EER 7r ¥ 2 —iZiE->
T, % Application DBIT~ v B 7 « A v —VZHTHZ L0 TE S, LUTFD v3.22 b
va.0 ~DBIT7 et ALY, v4.0 A vE—TKEDEED Document OFFF|H I L ORI D Z
AT AT NVBRFEEEND Z EPRIEES LD, Current View DT _XTO AT UV IBIT~ v B
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VT e A=V TEETSHI L, Current View 1L, 1 DFEITHEED v322 A vE—T % HAWT
BHEN-a Ty aEte,

5Ty bEyy - AvEe—S0FOotR

I5—%&L

Warning
DFH

Rejection %
s

W mm

BAT~ v BT « A vb—T 08
o HIFEEIIMAR LR DHHEED Current View DEBIT~ v B 7« XA v —U%21RHT 5,
o XGLDHFEOBITY Y BT « Ay —U RIS RBEIZERE L TV D AREE T,
BT BT « A=V L U by, 37 4bb, T8~y B
T e Ao —VIIHERIZ 1 OORTH D,
o WIEMEHLIREIX, FHRHOANIHIBIOBI Ty B « Ayt —V %MWY T, £k
T 52 &,

BT~ o BT« A —Y ORI F— g v
o BRI Y EVS - Ay VO ABEEE TS 5,
o RUF—Tar . L MIEBT NS TREEITL, NYF =y - L~ N TT
Z—% [rejection] E7-1% Twaming] & L CH&4 %,
® Rejections - A v =T AL HRNCETENMLERT T — %27,
e  Warnings - A v E—Y OB EZ LT RNT T — %R,
o k11508 F—v 3 - LF— LT Rejection & Wamings % & b I E T8 1)
b5,
o BUYSRIEEE LB~ v BV S - A vk — VR AT 5, Thbb, Bifv vy
Ve A=V 1 SOBMARETH 5.,

NYF =gy LR—FO®%EE
o HHI4BEIBIT~vELY « Ay—VOREEZRTHBLEINZNNY T—2 a3 - L
A— FNERIET 5,
e TT7—72L
o BiTvv VLT« Avb—UNICZ T —NeWiEE, FiEE X eCTD v4.0
Ayt —VOEEEHBEZIBIT~ Yy E LS A=V ETY T
%o B0 T OMEHEEITRYID eCTD v4.0 A v — 523 SNDRTNIZD A
ARETH D, eCTD v4.0 22T VY NG ENT-%1T. B TP oudE
ZAH T B,
e Warning X v&—
o BiT~vw VLV« Auyb—VDOxT—0fER, Warning 234 U754
FHE 1 Warninig A v — U 2 4] L T eCTD V4.0 A v &— U DOE(E 2Bk
TEDHN, BiTw oy BU 7 « Avb—VZI0 FIF, EEHFEZIR-T
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H LV, B P OEEITRAID eCTD v4.0 A v — VR[5 S DHREIIC
DHFHETIH D, eCTD v4.0 22T Y NEZAF S %1E, Y TP ok
TS T Bivzen,
® Rejection A vE— (Waming A v E—V a2 G065 5)
o NRUF— g3« LR— MIIT Rejection £7-21% Warning Z#E L2527 —
NEFEND, ZTOLAR— KL, Submission Unit 2352 B X419, Sequence
Number 2ZFFEE Y Y ToHNDH I L ERT,
o T DR, BiT~vy 7 - AvtE—UNRATFTINTSEE, HiEE
ITEEHELZ R > CRIEZR L, Ayt —V 2 H{RETOI0ERD D,
o HFFENROAT v THEPRFETDHIENTEDLEIC, N TF—var - LAR—MaH
ONZZETHZ L,

BIT~o BT « Avyb—U0ORD T
o HEEHIEIBIT~vY VLS - AvE—VERD THF2HATH, BiTvoyEL T - Avk
— N EN D ETOM., eCTDV32x A v =Y DEELMGET L Z &N TE 5,
o BATV o BT« AvbE—VORY FIFEHIFILLTO®ED -

o 7 VI3 Current View ([ZIEFEIZ~ v F L7222 & % Warninig A v & — U 07R
THE, Thbb, Avt—Y L7 7 A LNOBRBHOMICAR—ENH Y . v4.0
A=V TDTA TH A 7 IVOREHTE R R L KT THE,

o HFEHIIZHEINTBITv Yy E LY « A=V FIF5ZEMTES,

o HIHIMBEIBIT Y EL T « Avb—UNERCHIRENT-Z L OREEE LR T
TR0, ZOAT vy FIXEEEENFRHINIANATI 28 (B2x A vE—TVDE
B, FREFROBIT v E LT « A vbE—VDIETH D2 b LT,

BEIEHEDOET

o HIFE# L, Rejection £721% Warining IZBT 527 —%EEL, BfT~vy b7« Aok
—VEBEHNTAZIENTE D, HEHIIHLWEBITY Y E Y « A v E—URZESX
NDHETIE. V32X A v B—VDRELMEL TH LU,

o HiEDOBITY vy B« A vt —/Submission Unit (ZE FE 72X FiIFonTnb7=
O, FHEHEFIC Sequence Number # FFIH 72 13HHIMSTHZ LB TX 5,

o [EIEIFXIGE D HFED Current View |21t L CEMATAHZ &, LR -T, BNy —4F v
AZV32x CRRMT HOMENRH HGE, RITIRHTO2BIT~ Yy 7 - Ayt —I1TidT
~TO Current View 2T VB &HDH T &,

HEEEDBAIT v BT« Ao —V a2 MBERIHTE2%IE, v4.0 A v B—U2HWT, &
HOREY DT A 7 A 7 NVEBEEITH Z &,

10.2 AxXr—7

BIT~o 7« Avt—IfFHHEINARPS AF —< LT _RCOMNEEZENGEIND, AF—
< IIZBMOHFIRCH B EITEROBIHIE N2V, BiTv o7 - Ayt —U8 v40
A=V GFICRLAF—~E2FHTX 5,

KLEF~DIEFFH - ELERXF =~ I DHIFI ETNI NS = DB S =6, BT~ > b
> DI 7 T T DI GEE P RBEIRIB R D 5,

10.3 BHNNvHy—
BAT~ o BT OO0/ Ny 7 —12id XML A vt — (submissionunit.xml) 8LV F =
v 7% (sha256.txt) DT 7 ANDIHEEZDDHZ L,
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FELEH ~DVEEFIH : submissionunit.xml 7 7 A /WlE, v3.2.2 TR I A > b—2 77
/v (index, regional #5J: CNSTF XML 7 7+ /) DRF 7| <,

B 6:BTIvEVT - AvtE—S0 T+ LEHEE
4 | regicnspecifiedfolder
4 ||| sequencenurmber
|| sha256. bt

|| submissionunit.xml

Sequence Number 7 4+ /LA NIZIZ T A NF ZENRNT L, MO T 7 A NVETILT 4V E DBIFLE
T556. TORMTIATIND,

10.4 Avte—C -Ays
Aol— o Ny XDOERITIT. BEELEZEEOHEIINER#HOBER|IIMZ, A vE—
VERRICHWT-ARELET A FB IO O EET A Rl o= g3 AERNEGEEN S,

WD XMLIZ, AF—<IHoTA v —V2MArT 2720 ONMEEZEBL L OVBEMEL =1,

REEBITIVELT - Avt—C - Ay SN XML 1EE
XML Structure

<PORP_IN000001UV ITSVersion="XML _1.0" xmIns="urn:hl7-org:v3"
xmlns:xsi="http://www.w3.0rg/2001/XMLSchema-instance" xsi:schemalocation="urn:hl7-org:v3
PORP_IN000001UV xsd ">
<id/>
<creationTime/>
<interactionId/> INHOEHEL, T TRLEEIITEL
<processingCode/> Terma—Tr T BTTRTIE,
<processingModeCode/>
<acceptAckCode/>
<receiver>
<device classCode="DEV" determinerCode="INSTANCE">
<id> receiver.device.id (‘£
<item root="" identifierName=""/> 29 104.1)
</id>
</device>
</receiver>
<sender>
<device classCode="DEV" determinerCode="INSTANCE"> sender.device.id (£
<id/> s g 104.1)
</device>
</sender>

10.4.1 DRERBSUVEML
AF =<2, LT ZER/NMROFBRE y FALETH D ¢
e ITSVersion: XML 1.0] ZfEE+5Z L,
e xmins : lumn:hl7-org:v3| ZfETHI &,
o xmlins:xsi : Thttp://www.w3.0rg/2001/XMLSchema-instance| % f5ET 5 Z &,
o xsi:schemaLocation : gD A X T 7 ay « Ax—~< -+ Ty o)L
(xsi:schemaLocation="urn:hl7-org:v3 PORP_IN000001UV.xsd") #ZM4 5 &,
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o receiver@typeCode : [HEfE RCV] Z#HD, A vE—IICHEDHLETR,
e receiver.device@classCode : 'DEV] ZIETHZ &,
e receiver.device@determinerCode : INSTANCE| %#{5ET 5 Z &,
o UUTOE#REET 200 iditem BRAEZHH L
o receiver.device.id.item@root : * 7 — UVERRIZ A WTEARSZEE T A R E 703 [k
ZEDFEETA K] ©OID HIEET D,
o receiver.device.id.item@identifierName : * > &2 — UVERIZ W RFERE T A NET
X T = L DFEEET A K] OR—=T a VB EERET D, FEYRIIAEMEE
AR L7,

o sender@typeCode : [HEMH [SND) ZH2, A vEB—UIZEDDLHLETR,
e sender.device@classCode : 'DEV| ZfETHI &,
o sender.device@determinerCode : INSTANCE| Zf8ETHZ &,

10.4.2 XML Dl

UTFIZ, Avbt—y « Ao FIZEEND id BFEDOXMLE %2777, receiver.device.id BL35 13245 77
A RONR—=T a3 NEREEZLTND

<id/>

<creationTime/>
<interactionld/>
<processingCode/>
<processingModeCode/>

<acceptAckCode/>
<receiver>
<device classCode="DEV" determinerCode="INSTANCE">
<id>
<item root="2.16.840.1.113883.3.989.2.2.1.11.3" identifierName="ICH eCTD v4.0 IG
v1.4"/>
<item root="OID for Regional IG" identifierName="Regional/Modulel IG Version
Number"/>
</id>
</device>
</receiver>
<sender>
<device classCode="DEV" determinerCode="INSTANCE">
<id/>
</device>
</sender>
10.5 RAO—F - AytE—2

WIZRT eCTD v4.0 XML A vt — T Ok 3SR 1L, HL7 Version 3 RPS Release 2 Normative (255D
WTW5b, FEERICHEHTERITENENERIOE 7 > a R T, 2F0, XML A% —<D
K I ANFHEEITIE R » TV uy,

10.5.1 TMM R4 O—F - AvE—CEBYOBEE

UTOMIZ, Ay t—VIC@EN 2B RZRICENSOEZRT, MAOKERITA~A v—
ReAvtE—UTHOWOND,
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B 78Ty A vtt—CHEREROBSETIL

Submission Unit

Priority Mumber

Category Event

Context of Use

I n Document Reference

|
r—n Keyword

'_ﬂ Related Cantext of Use

Sequence Number

Contact Party

Person

Organization

12 Application

IS Keyword Definition

-

Submission Unit — 1 eCTD
—r YR

Priority Number — Context of
Use D RIERF

Context of Use—CTD R Hi L

Document Reference — CTD
RH L EBE&EFITEND
Document B9 5

Context of Use Keyword —
CTD R LEETOREHO
fHintE R

Related Context of Use — &
xR LG LHBEDREY
)

Sequence Number — eCTD *
=I5 EINDES

Submission — B FE 1= [X4R
# D Submission Unit D 518
K Eh BiRG1EE

Contact Party — Submission

IZBY oM

Contact Party — E#& Fc D&
ANEHTET H1ER

Organization — E#& 5t DA
BEEET H1ER

Application - E# F 1= [$88
D Submission M SR S
h3BEMEMTHY . %D
hothiE T, 3]
Application Z4§%E9 %
Document - X E(Zf9 %
FMERE LV T+ LT
ERNOERMIEHREEST
Keyword Definition — 1% {5
MEZT B Keyword ZiZfit
EI)

Category Event— > —/7 >

ZDOARITHT B fHniER

10

=
(Y

13

14

15

V322005 vAO IZBAT T ABRICHET DB AT~y B 7 « A vt—IZid, UTOEEZENHLET

5,

Av— e Ny H

o priority number (Context of Use = — R & Keyword = — R OfAG O Z & ITHE)

o receiver.device.id
SubmissionUnit

o 1id

o code

Context of Use

o id

o code
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o status code
o document reference
o keyword

e Sequence Number

e  Submission
o 1id
o code

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

e Application

o id

o code
e Applicant

o id

o name

e Document
o 1d (version 4.0)
o Reference value
o Leafreference (URI 7 /L= U XA - SequenceNumber.xmltype.leafld
(0032.ich#NLAS57D17EB601C9EDCA 72 &) )
e Keyword Definition
o Code —type
o Code for keyword value
o Status Code
o Value for display name

10.5.2 A O— F£RICET H5FEEE
BT~y B 7 - Ay b—PI0d, BITICRERE/NROBER EBIEOLNEEND,
10.5.21 QSEAEF
XML A v =YD~ v — ReBlhad 5720113, UTORENLETHD :
e controlActProcess@classcode : TACTN| ZIgETH I &,

e conrtolActProcess@moodCode : EVN] %IEETHZ &,
e controlActProcess.subject@typecode : [SUBJ| ZHETHZ &,

10.5.3 BIIIYEYT XML A v tE—S DS

ROFIZ TMM XML OFfMEE (T72bb, ~fr—F: Ayt—=y) L XML AF—<D7
RTCOERERT, ZTORIT, YEMEITE TN D controlActProcess . submissionUnit .
submission 33 J. O application D E58 THERL S LTV 5,

REHLOTFA D - Ry 7 RAHEREA L, BRIZHEHT HMEREREE R~TT2DIC, L
ELTARE A2 EFTCHML, B v a UFBFLAREHEH) 003 Mk EoEET A F]
a3, fikEAOHEEThH Z L ERT) Ziidid 5,
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RKRIBITIVELS - AvE—DORBE

BT~y BT « A yB—UF~A 82— RXMLA vt — DcontrolActProcess ) HBAIGT 5,

VHERIT LR (B2 23 2104) OB THY | submissionUnitZE I DHIZFLH S D,

<controlActProcess classCode="ACTN" moodCode="EVN">
<subject typeCode="SUBJ">
submissionUnit B35 21%, LLF O Context of Use B3k & = DJgMENEEND -
e component.contextOfUse
o primarylnformationRecipient. TerritorialAuthority

o replacementOf.relatedContextOfUse
o derivedFrom.documentReference
o subjectOf.submissionReference

o referencedBy.keyword
o RFETA R ZN O DERNT N TRBS ATV D DT TIERY, FEMIZOWTE, TH#
WML DERENA F] 2BROZ L,

<submissionUnit> p N
jd/g - submissionUnit (€2 3 = > 10.5.4)
code — HELE ¢ 5
<title/> L ﬂﬁfﬂjz\_ k@%z’&ﬁ/l} ]\ 2 )
<statusCode/>
<component> L, .~ s A
<priorityNumber value=""/> } priorityNumber (€2 >3 > 10.5.5)
<contextOfUse>
<id/> ( SN
<code/> | contextOfUse (€2 >3 >~ 10.5.5.3)
<statusCode/>
<primarylnformationRecipient> —
<territorial Authority> N
<gov<eil;1r>glgAuthor1ty> primaryInformationRecipient.territ
<name/> orialAuthority
</governingAuthority> s = & DRI A B )
</territorial Authority>
</primarylnformationRecipient> _~
<replacementOf typeCode="RPLC™> [~
<relatedContextOfUse> replflfementOOfr;{ateiCor;tZextO{Use
<id/> ! BT~y - Ay—7T
</relatedContextOfUse> WIERH L2
</replacementOf> RN J
<derivedFrom> IR N
<doc<1;$intReference> - derivedFrom.documentReference
</documentReference> L (B2 22 >105.6.3) .
</derivedFrom> _
<subjectOf> ™ P .
<submissionReference> submissionReference
<id><item/></id> >-%WQ&@£%ﬁ4P%%
</submissionReference> = = = S .
</subjectOf> _
<referencedBy typeCode="REFR"> )
<keyword>
<code/> >-[ keyword (£ 2 25 > 10.5.7.3) ]
</keyword>
</referencedBy> _

Page 89



</contextOfUse>
</component>

XML O Z D& 7 2 2 1 submission Z5E DFEEIZBIFR T 5, Submission DL T < ZEFR IR
DY
o sequenceNumber (submissionUnit & submission DEAfRMEZ /R T EHFZ L L TEEND)
e callBackContact.contactParty
e subjectl.regulatoryStatus
e subject2.review
o subjectl.manufacturedProduct
o holder.applicant
o author.territorial Authority
o subject2.productCategory
o subject3.regulatoryStatus
e subject3.mode
e subjectd.regulatoryReviewTime
o subject5.submissionGroup
o RFEETA I IN b OERDBLH SN TOD DI TiEARw, S OW TR M =
EDOFEETA R 22RO &,

<componentOf1>
<sequenceNumber/>
<submission>
<id/> }[ submission (£ 2 > 2 > 10.5.12) ]
<code/>
<callBackContact> ~
<contactParty>
<id/>
<code/>
<statusCode/>
<contactPerson>
<name/>
<asAgent> . callBackContact (£ 7 >
<representedOrganization> 7210.5.12.2)
<id/>
<name/>
</representedOrganization>
</asAgent>
</contactPerson>
</contactParty>
</callBackContact> —
<subject1> ™ B
<regulatoryStatus> regulatoryStatus — 517~
<code/> >~ yBEL T AyE—TT
</regulatoryStatus> VEAER L7au,
</subject1> _/ J
<subject2>
<review>
<id/> [ review — Hilik = L DI A RH R
<statusCode/>
<effectiveTime/>

}—[ sequenceNumber.submission (€2 >3 > 10.5.11) ]

~
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<subject1>

<manufacturedProduct> ~
<manufacturedProduct> manufacturedProduct — ik
<name/> T DFETA R
</manufacturedProduct> = - )
</manufacturedProduct>
</subject1>
( SUNERY I
<hol<der>r > } review.holder — 13 = & D324k
applican N ang
</holder> A RS )
4 N\
<auiltoerrjitorial Authoritv/> review.territorial Authority — {15k
ul — ey N B
Jauthor> Y | Loz FBH |
<subject2>
e — —
<produc‘£1C}':1tegory> productCategory UK = & D3
<CO C > >H: N ~ f/ﬁ% H’E
</productCategory> \ FHA FEH y,
</subject2>
<subject3>
s — —
<regulatgr3/Status> regulatoryStatus ik = & D5
<code/> LE G 15 B
</regulatoryStatus> _ w=HA FEM J
</subject3>
</review>
</subject2>
<subject3>
<mode>d / [ mode Ik = L DFIET A R& ]
<code/> e
</mode>
</subject3>
<subject4>
<reg21atgr75ev1ewT1me> [ regulatoryReviewTime — il = & ]
code S ¢ o =
</regulatoryReviewTime> DRENA RS
</subject4>
<subject5>
<SUb<r?(1§il onGroup> submissionGroup ik = & D3
}Ij: ~ ~
</submissionGroup> WA RS
</subject5>

XML Structure

XML O Z D% 7 2 = 3 application ZFRDOFFEIZEIFRT 5, Application £ 7 2 3 2%, LA

TOEZLBERETEND :
holder.applicant
informationRecipient.territorial Authority
subject.reviewProcedure
reference.applicationReference
component.document
referencedBy.keywordDefinition

<componentOf>
<application>
<id>
<item/>
</id>
<code/>

application (‘€2 >3 >
10.5.14)
ik & & DEIET A NHH
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<holder> TN

<applicant>
<sponsorOrganization>
<id></id> holder.applicant (€2 > 3 >~
<name></name> 10.5.14.3)
</sponsorOrganization>
</applicant>
</holder> _
<informationRecipient> N
<territorial Authority>
<gov<ei$21gAuthor1ty> informationRecipient.territor
name/ >\ ialAuthority I = & DE
NEe ) -
</governingAuthority> ENA R
</territorial Authority>
</informationRecipient> _
<subject> N
<rev<1ew(11’r/0>cedure> reviewProcedure —13k = &
code — e 0 S
</reviewProcedure> DFEENA FZH]
</subject> _
<reference> N
<app<1i1(c17>t1onReference> applicationReference —Jik
> - g <
</applicationReference> S L DFENA FBMH
</reference> -
<component>
— <document>
<id/>
document (€2 » zt1tle/.> v Check Alorithm="" . . .
S22 10.5.17) text< ;t;iggégzebec gorithm="" mediaType="" language="">
<integrityCheck/>

</text>

keyvi:?rd: BT~ <keyword>
yeeT Ay < <code/>
v — U ClIfEH </keyword>
L720, (_ </referencedBy>
</document>
</component>
<referencedBy>
~ <keywordDefinition>
<code/>

<statusCode/>
keywordDefinitio <value>

n(tzvar ~ <item code="" codeSystem="">

10.5.18) <displayName/>
</item>
</value>
(__ <’keywordDefinition>
</referencedBy>
</application>
</componentOf>
</submission>
</componentOf1>

~—
- <referencedBy typeCode="REFR">

Page 92



<componentOf2> N
<categoryEvent>
<code/>
<component>

subject.categoryEvent — ik = &
<categoryEvent> >— e g .
“eode/> DRENA FBH
</categoryEvent>
</component>
</categoryEvent> _
</componentOf2>
</submissionUnit>
</subject>
</controlActProcess>
</PORP _IN000001UV>
K7 varOF_NTOERIT, AF—~HNTBITY Yy BT« XA yb—VOMIRERP T
DNEFF CHER S LTV 2,

10.5.4 Submission Unit
BIT~ o7 « X wtB—0 Submission Unit ZBZEIZIL, U FOEENEGEND

o submissionUnit.id
o submissionUnit.code

PLFZ&Te, Submission Unit TR SN ZDMOT X TOEZELZIEH LI-HE. £
HOERIIEHIND

o title
o statusCode
e componentOf2.CategoryEvent

N OHERZIFIBITY v B @ Submission Unit TIIARETH 5, FELHB TR S 555811
BLOa—MEOHPLETH D,
10.5.4.1 XML _EDEE
XML A & — O submissionUnit B3 1TK O K 5 1ZHLET 5
e controlActProcess >> subject >> submissionUnit
XML OFERHIEIZOWTIE, RIEZZHDOZ L,

10.5.4.2 XML EF

WDFIT, submissionUnit B35 TV _ToO XML EHFEL L OVEtk & BAR 72 i 742 =
7,

Q ClassCode & moodCode!3eCTD v4.0 XML X > & — 3 TIETARETH 5, classCode -
[ACT) . moodCode/d TEVN) IZIEESATING, ZHALDEMEE L THIDMENE
FNIHE, TDOXML X > t—F X F—~<I2% L TRLE TRV,
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10.5.4.21 submissionUnit.id

EEES B A
5
id [1.1] ABEFIL, AvE—VTEEEND
Submission Unit % —EZikA 75 =2
YTITERETHD,
root [1..1] #2472 UUID | id B3R D root JBIEIT,
submissionUnit D 7' 7 — 73 )L — ik
BT ZtEfid 5,
EHFE id@root [IVERIETH B,
EHHR id@root | X% VED submissionUnit \Z%f L C—HE ThHZ &,
10.5.4.2.2 submissionUnit.code
EEES B ZEE EDH A
o1 5T
code [1..1] AL Submission Unit 0 7= 8 7D
a— NMEZHER T 227 FEHE
Thb,
code [1..1] T XA B code JE M1 Submission Unit & 1 =~

WD a7 Y OfEZ R~ — &
ich_sub_unit 1 | DA ToH D,

codeSystem [1..1] 470D | KEtix=ar hr—L K- A¥xy
TTV e VAT KBS
% codeSystem ® OID T 5,

BERSI 72 OID TRIUTAULTR 5 7%

AR
EEIE code@code JE 1T Submission Unit IZ DX 1 DOAIFET 5,
R Zoa— NMEITIBIT v T« A vB—I 07 0O Submission Unit 27773,

10.5.4.3 -

Q TRCDICH 22 h2—/L N« NF¥+ 77 Vit genericode 7 7 4 /v I5 . (MR 7L
Fer—F 77 A MICE#H SN D,

10.5.44 BRIV EF

submissionUnit B35 CEBRAN SN D 7 7 A BRI /20, FEMICOWTIE THUK Z & D FET A R
EZROZ L,

10.5.5 Context of Use ) Priority Number

BAT~ v 7« A —IZ1X Priority Number 2343 Cd 5, Priority Number 24 1% OJEFFF
T EFERIER SN D,

10.5.5.1 XML EDEE

XML A v ¥ — D priorityNumber B35 13RO L 5 IZEET 5

B B2 FAEFEEEIZ ESTRIO W = 71 MIBEEH S5,
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e controlActProcess >> subject >> submissionUnif>> component>> priorityNumber
XML OFERGIEZ SN TIE, RIEBROZ L,

10.5.5.2 XML EF

IRDFIZ, component.priorityNumber Z35 CLE /23X CTO XML EZFEB L OEELZ R L, Fhl7e
RN SRAE A= S N D

typeCode/3eCTD v4.0 XML A > & — 2 TIZNETH 5, typeCodeld [COMPJ IZ[EHE
IATNS, XMLA v E—I2, ZOFMEE L THDOEREZFEFNSHE, €DA >
Tl IR F NI L TR TR,

10.5.5.2.1 priorityNumber
B3R JE 1t Z2EE EDR B
W fﬁh/_\‘
priorityNumber [1.1] ABEFE T Priority Number & & DfEIC
KT DAL TFTERETH D,
value [1..1] Bl priorityNumber O value JEVEIL,
1000, Context of Use ZL3R DA T 12 ff
2000, 3000 | F9 28K EHEET D,
o
TEWEIR priorityNumber@value JEVEII VAT 5,
EHHA % contextOfUse 33 |Z%}F L C Priority Number Z 5 E€ 35 Z &,

Z OfEIER R 6 HTDIEDHEH (1~999999) T, [F LU Context of Use = — NfE &
Keyword = — NEDFHAG 0 &£ contextOfUse BRI T 5,

[i] U Context of Use =— K & Keyword = — ROHAAHHE %A LTV % Context

of Use D] Submission Tix, [1000] 7>5HBA44 LT 1000 >8NS &5
(120005 . T13000) 72&) Z EenHfERESND, ZHUZ LY, Context of Use Zf7

NEZDHENT D EEIT L, 10, 100 DHEYHENL A FH TE 5,

[il U Context of Use = — R & Keyword = — R DfHAA > O H T Priority Number
MEM L T2 5720, Priority Number D412 BT 2 A BIANZ DWW T,
s =& OFET A N 2oz &,

[l U Context of Use =— R & Keyword = — R D#AA >H % F£F-D Context of Use 22
FHEERTT OB b DERZNAFAAHT T 5 72912 Priority Number 2 {8 4
5 o

10.5.5.3 =
Q = DHFE|Z T EPEHEIL 20,

10554 BRIV EF
priorityNumber B35 THRAN S VD 7 T ZABEHRIT /2,

10.5.6 Context of Use

Context of Use (&L > T, BEfFEY —7 DT A 7H A 7 VAH %251 D eCTD v4.0 A v & — 3 THLT
TEAHIHTRD, 2Dz, Contextof Use [T T~ v EL T « Ao B—ITRA[RTH S,
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10.5.6.1 XML LDEE

XML 2 vt — D contextOfUse B3 (XKD X 5 IZHLET D,
e controlActProcess>> subject>> submissionUnit>>component>>priorityNumber> contextOfUse

XML OFER HFIEIZOWTIE, BIOEZSHEDOZ L,

10.5.6.2 XML EF
WDFEIZ, contextOfUse B THHEI2TXTO XML HEBLWEMEZ /R L, FERRER1H 5
el inzd,

Q classCode & moodCode|3eCTD v4.0 XML X > — " TITARZETH 5, classCodels

/—DOC_/ N moodCode/i [EV]VJ /:@féﬂ’(b\éo :ngwﬁﬁ/:)ﬂ/@ﬁﬁ)?iﬂ
BHE TOXMLRA v &— TR F =25 L THE TR,

10.5.6.2.1 contextOfUse.id

AHLFRIL contextOfUse itk 1 %t ik
T2ACTTEETH D,

root [1..1] %472 UUID | id B32 D root BN, contextOfUse
DT w =) — G A R
2

[1.1]

TEHFEIH id@root IV EDEMETH D,
BRI id@root 1%, $EH S5 T XTD contextOfUse |2k L T—ETHDHZ L,

10.5.6.2.2 contextOfUse.code

e B Z2EE e DRI B
Bl #E
code [1.1] AL contextOfUse THH SN 5
AT - BA TGS o3
THERTH D,
code [1..1] TX AL | code BIEITRM L ZRd a— %

fHEd %, ZOMEIEICH 72138
ich 3.2p.2.3 | fIMRIC L TERSND,
RE
codeSystem [1..1] #2472 OID | codeSystem J&PEIX, =2 hu—)L
ReRFXx 7TV - VRT LE—F
(R 2Rk T 2R E T D,

KIGPEDME T =2 — R« > X7 A IZE
FREXFL7= OID TRITHIER 678
0,
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code 13 . ) codeSystem [EIMEZT-EHT 52 L, ZNHOBEMEITEGFY —7 OfE L —
BLTWRITUTRBRW, a— NMETBITY Yy B 7« XAyt —VOMRKIC
MEES LD, BIT~ >y B 7 « A vt—IPNTIE Context of Use 2 — K & Keyword
I — ROMAGOEEREFT 2 2 L, 7272 L., Study ID & Study Title (3 Z DR Y
TRV, FEEEZ 23 2 10520 B,

EHH A code B35 X Context of Use DEFRFICMNETH D,
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10.5.6.2.3 contextOfUse.statusCode

CE S B 2EE B
&
statusCode [1..1] ARERZar be—/L F-FRxx 7
Y« a—RFBREEharTTE
FTH Y. Context of UseDIRAEZ 7T~
ER
code [1..1] TIVT 7| code JE&M:1E, Context of Use 23H %)
> B D, oD WITHIBR SN B R TRET
EDEETEET 5,
lactive |
statusCode Z5E TV THEH L, % Tactive] 952 &,
E A statusCode@code |39 A v b —ICEHOTCEETLZ L,

10.5.6.3 -

Q TRCDICH 22 f2—/ N« NF¥+ 77 Vit genericode 7 74 /v I5J: ONX 7L
Fer—F 77 A MICE#SI NS, *

& =Rzt WIS L o TE ST R DRBHES D B, 4TS [H
W 2 DEETA F] 250552 &,

10.5.6.4 BRIV EF
contextOfUse BFE CIRANI LD 7 T ZAEFRITR0N,

10.5.7 Document Reference

ZOHEF T, BHETABITY B S« XA v E—@ Submission Unit, 72 IXLARTICIRE L8
1T~ ¥ 7 « X vE—0 Submission Unit TiE{E X172 Document ~D SRRV 5D,
10.5.7.1 XML _EDEiE

XML A vt — D documentReference B3 3R D L 5 I[ZELE T 5 -
e controlActProcess>> subject>> submissionUnit>>component>>priorityNumber>
contextOfUse>> derived From>> documentReference

derivedFrom B35 DRIZ 1 D F 72138 ELD replacementOf B3z % itk 5 Z LR TE 5,
XML OFEBRGTIEZ SN T, RIEZZRDOZ L,

10.5.7.2 XML EF

WDFRIZ, documentReference %32 TV H 703X TO XML EHE B X OEMEZ R L, Rl farnn
bOGEITINEMT,

Q classCode & moodCode |3 eCTD v4.0 XML X > & —"TIFFETH S, classCode 13
IDOCJ ., moodCode /% 'EVN| IZ[FHEZIH TiD, ZH6DHEFE L THIDOMED
BFNBEL. FDOXML X v t—I1F X F—~ |5 L CTRE TR,

U B FAEFEEHEIZ ESTRIO W = 71 MIBEEH S5,
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10.5.7.21 documentReference.id

[1..1] ABF 1T Document ~D 2 MR E# %
BT a7 T EETHD
root [1..1] %272 UUID | root B E 7213 id BT, %L
Document 3 D 7 1 — /3L — 5k
WA 2R 5,
TEHLEIE id@root JEMEIZVHTH 5,
EHHA id@root 1%, $#EHT 28T~y 7 « A v&—T0 Submission Unit, F 72 1L LLAT
DT~ v BT« A »— 0 Submission Unit Ti&{F 4172 Document ~D %
WThHb,

10.5.7.3 3
Q ZDHEFIZ|TEPEHEILR 0,

10.5.7.4 BRI EF
documentReference 235 CIRIN S5 7 T ZABLFIT 20N,

10.5.8 Context of Use ) Keyword

v3.2.2 U —ZIZBEAT T B =3 T D Keyword 1, referencedBy % ] L T Context of Use Z3&
WZBINT %, ZH D Keyword (21X Y — 7 EREDJEME, / — FILREINE 7 7 A2 7L L
THEENTWEbD b H D, TXTOREAHEIL, Keyword Type (ZBAfR72 <2 ST UL 6
2N, DED, 2 hr—/L K- R¥¥y 7T Y F72lEL Keyword Definition D—f & L THH 41
Do /o — FILREDBLUANZAER WRE CTH o I2E. 7 v—7 « ZA FL® Keyword Definition %
WT, FAIUEZREET D2 &, HEO / — FIKENFR U RH LU E2IZAN TG THRE S
G, ENLOEE 1 DO NV—7 « 24 F)L®D Keyword Definition (ZiE#AETH 2 &, I HIZ, /
— FPEIRORER L 72 5E Y 2 —/L 1 @ Context of Use "X ¥ 7 7 UV IZOWTIE [ = & o3k
A R] 22Oz L,

BHLVERSBIMENTLE > 72D, BiTv v BT « Ayt —URNTH LU v4.0 Keyword D #
AT EREL IR LR,

10.5.8.1 XML LODEE
Context of Use D55, XML A v &— D keyword E3RITIRD X 5 IZEE T 5,

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

referencedBy %35 O HIZ . primaryInformationRecipient . replacementOf., derivedFrom. % 7- 1%
subjectOf TR &5k 35 Z LR TE 5,

XML Ol FEIZ DWW T, £9IE2SHROZ &,

10.5.8.2 XML ZF

WDORIZ, keyword B3z CTHLH/2 T XTOXMLERB L OEMEZ R L, Fhlefiar~nd o553
ZET,
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Q classCode & moodCode/3eCTD v4.0 XML X > — 2 TIZARZETH 5, classCodeld:
[ACT) ., moodCodel/d EVN IZIEESATINS, ZH6DEMEE L THIOMENE
FHBEE, TDXML X >t —ld R F—I256 L THRL TR,

ea eCTD v4.0 XML X » & —IZ | dtypeCode 734/ 2T 5, typeCodelZ|d REFR) %15
ETEZE, ZDFEMEE L THDOER G FNSHE, TDOXMLA >t — 2 lF X F—
VK L TR TR,

10.5.8.2.1 keyword.code
CEES =1 B

ik o
code [1..1] AREFE (T Keyword Z 35172 =
VTTEHRTHD,
code [1..1] T AN AJEVEIL Keyword D 22— R %
~T code BYETH 5,

lich_route 1]
IMANUO001 | ¥ 7=
/% ITMFR 001 72
& (BLEEE VT
F DHE)
codeSystem [1..1] T XA codeSystem JEME (X2 hu—)L
ReRXy 77V « VAT L%
5 - OIDEE 721% | —EIZEBIT 28R 2 ET
REEPERELTL | b,

7 ¥ A K
KEBHEDEITZ— F « > X7 A
IZBER S L7 OID TRITIUIER
520,
EEIE code & codeSystem EVEIIVZHTH 5,
Keyword [IZFEETE 52— RiZ 1 2OHATH 5,
EHHR code DFRAIL, LT HA—R « VAT LANLRETH I L,

BAIT~v v B« A v E—U N T Context of Use = — R & Keyword = — R DfH A
AbEEEEETS 2L, 72721, StudyID & Study Title 1£ 2 DR Y TiE/aw, 7
HxEZ v 31052022352 L,

10.5.8.3 -

Q FTRCDICH 2> fa— L R« ¥+ 77 UT genericode 7 7+ /L35 S (NX 7
Ly o= 77 A MCG# ST S, ¥

10.5.84 BRI EF
keyword BFE TN LD 7 T ABFRITR 0N,

10.5.9 XML H > 7L : Context of Use £k & Keyword DBITI v ELY
WOBNZ, BT~y BT « A vE—UIH % Context of Use & Keyword @ XML % 7”7,

25 BRI 7 FAEFEEHEIZ ESTRIO Y = 71 MIBEEH IS,

Page 100



10.5.9.1 XEEFHEZH L /- Keyword Z# D Context of Use

<component>
<priorityNumber value="1000"/>
<contextOfUse>
<id root="d82eb3db-04ed-48d8-85db-4a83baletb6d"/>
<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="3452ada4-791-49dd-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>

Context of Use Dkeyword |37~ THIRD A TDHRRT, #HAIRELRFA G HEIZO
Q NWCld, aha—n N NF v 7T VI L OICH M4 TIEFE G DRGE HRE D /28D
2E e TI =Y RF2 A (CTD) DOk 77 A VEFHDOZ &,

Q G D T77E1Z D0 TIFXML TO D 5 0080 = &,

10.5.10 EAEXBEEF#R = ¢ Context of Use

v3.22 OV — 7 I BRBIE W (B - Bk ID, RBRZ A b, BRE) 2S5 ERC, RABREDE
D7 7AN 2T H2ELHE0OLHY, 25T v40 @ Keyword IZBITT DXL ERZH S (F =
RO~y ETIEIRI0: TMM B~ v B ZIORT) . TUHOEFERS T 7 AV - X 71%, HiE
L BAEAHT 5TV Study Tagging File (2 STV 5,

Bl 21 ma 231 B FDY —7 O F1E. index.xml IZZ0H S5 & & bIc. FMEOZRR]F7% STF
bR s, BT RN v ShTngd (- idmd2111) .

& 8: index.xml 7 71 ILAD ') —72

<leaf checksum-type="MD5"
version="stf version 2.2" xlink:type="simple"
checksum="421e55366d62fad0e9510f6aed005272" operation="new"
xlink:href="m4/42-stud-rep/423-tox/423 1-single-dose-tox/stf-jm-12-345.xml"
ID="idm42111">

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

</leaf>
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9:v322EFRBLUVI7AN 25

<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 -5 & O m5.3.5.1 Bl T D leaf EF72 £ Property R 21T H7-9HIZ1X, Context of Use |2
Keyword # {1 5- L, 7> Keyword Definition Z £fit L 7211372 & 720>,

& 10: v3.2.2 Property 3%
<study-identifier>
<title>Wonderdrug Study S107</title>
<study-id>S107</study-id>
<category name="type-of-control" info-type="ich">placebo</category>
</study-identifier>
<study-document>
<doc-content xlink:href="../../../../../index.xml#r345">
<file-tag name="synopsis" info-type="ich"/>
</doc-content>
<doc-content xlink:href="../../../../../index.xml#r346">
<file-tag name="study-report-body" info-type="ich"/>
</doc-content>
<doc-content xlink:href="../../../../../index.xml#r347">
<property name="site-identifier" info-type="us">11</property>
<file-tag name="case-report-forms" info-type="ich"/>
</doc-content>
</study-document>

£ : STEDTD X° STF A ¥ A L — NMIft#k SN D3 ADFK:E [././0.0.0.01 1%, STEA AKX
A DT X > TED 5,

INODHEBRT 7 A )« Z 7% V4O IZBATT HI2H72Y | Current View DIFMBBAT I 72D
EMGEET D720I2, STF Oar 7 Y RHwbD, LLFORIE, STE 0= 7Y LT~y
B s Ayt —VIZEBENLIHEBE ZMHT 2D TH D,

¥ : codeSystem JEVEEDS keyword = — RZRFET D720, 41% info-type [T ARE LR 5,

Z10: TMM EBit<w v EVS
va.0 B3R/ENE B

v3.2.2 B3R/ R AEA

Leaf

A leaf T IX,
m4.23.1 HE TIZH
HZEMNL, v4.0 D

Context of Use =7 — K

DIEREE D,

contextOfUse.code@code

ABMEMEIX, v3.22
D leaf BRE M5
CTD R L LA
T 5,
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v3.2.2 ZR/EMt

B!

| v4.0 EFR/EME

Wt

Study Identifier

Title

AR A A PV ETR
—g—O

keyword.code@code

AKEMEMFEIX, v3.2.2
@ STF H /R4 3RER
2 A hLbe T
50

ERBREA ML
X, BEHEED
Keyword Definition
LLTHREIND
VEND DL, F
7=, A& A1 bV
1B ID LA S
nNi-1->0fEE LT
wons, B7 v
2> 10520 25
DT L,

Study -id

AR ID #7/R7,

keyword.code@code

KIEME L, v3.2.2
@ STF H R4
ID LEAT D,

PE . 1D M SO e S
B & £ B 0
Keyword Definition
ELTRHEEND
WER D D, F
7o, AER ID |
2 A MLEFREASS
nNi-1->0fEE LT
Tonzd, €7
a2 10.5.20 # &M
D&,

Category

AREFIT, ICH IZ &
> TEHEH I D
Keyword (4
duration ., route of
administration

species ) # @ & T
%, Category ZEF T
HHCE I3 E
L, TOETHE
ITENLH2RENH
Zals

keyword.code@code

A 1 22>
&, 120 Keyword
=BT %,

v322 STFIZ L - T
2 L 7= Category
DZNLTLIZDOWN
T, 1 2® Keyword
et End,

Study Doc

File-tag

ARERIL, leaflZft 5
INBT7 7 AN X
T TChb, leafllZ)BT

keyword.code@code

A% #H 1L Document
Type Keyword & L
TR a5,
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v3.2.2 BER/EME B v4.0 S35/ @M B
HI7 7 AN ZTD
HWBITRI R TH
60
Property leaf ZHRIZAH5- SN D | keyword.code@code A G X site-id
site-id TH 5, Keyword & L T 42
s,
T« osite-id (X,
FAEE O Keyword
Definition & L T#g&
HEINDdHENH
Do
STF O FHr

. WIEIFE AR I HT &4 5 AlH
- TIX Current View 12T AV ENRH D Z LD, T OFHFHRIBL

52 &,

11:BH SN/ STF

<study-identifier>

EMEND D, 774N« ZTDREHINTWDLEE, BITICHT=
THRIRIZIRD Z B ET

<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>

species" info-type="ich">dog</category>
<category name="route-of-admin" info-type="ich">oral</category>

</study-identifier>

<category name=

IR N IZEF SN 6. BITY vy BT « Ay E—UNOF%Y Context of Use ZFIZAAT
< Species Keyword & L CiZ mouse] TiX72< [rat] BNEMHINDIRETH D, EHATONEHAE
BiT~y &7 « Ave—=VICGoicisa, =7 —LHlichb,
10.5.10.1 XML H#> )L
BT~y BT - X v&— 0 Context of Use 3 L U Keywords @ XML Fiflfil & 7~ 7,

<component>

<priorityNumber value="2000"/>
<contextOfUse>
<id root="3b60de11-5277-4a62-beda-6ac87e046¢elb"/>

<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-adbc-454a-blcl-blcOb2cf76cd"/>
</documentReference>
</derivedFrom>
<referencedBy typeCode="REFR">
<keyword>
<code code="STDYI-TITLE1" codeSystem="2.16.840.1.113883.3.989"/>
</keyword>
</referencedBy>
<referencedBy typeCode="REFR">
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<keyword>
<code code="ich_document type 4"
codeSystem="2.16.840.1.113883.3.989.2.2.1.3.2"/>
</keyword>
</referencedBy>
<referencedBy typeCode="REFR">
<keyword>
<code code="ich_species 2" codeSystem="2.16.840.1.113883.3.989.2.2.1.7.1"/>
</keyword>
</referencedBy>
<referencedBy typeCode="REFR">
<keyword>
<code code="ich_species_6" codeSystem="2.16.840.1.113883.3.989.2.2.1.7.1"/>
</keyword>
</referencedBy>
<referencedBy typeCode="REFR">
<keyword>
<code code="ich_route 1" codeSystem="2.16.840.1.113883.3.989.2.2.1.6.1"/>
</keyword>
</contextOfUse>

</component>
1 FEENEET D Keyword O Keyword Definition I3, BiT~ v B 7 « A vb—IIZEH D
WHN G D, 3R ID R ORERZ 1 h LD keyword DFEAT/L— /T DWW T, 27 23210520
2T 5T L,
10.5.11 Sequence Number
sequenceNumber | X E:PEH)ZHE NN 2 50 C. Submission PN & 7213 Submission [ CIEFF & B R % %
HEFF T 2720 &N D, 2T 1 DD Application (ICBW T —EDETH S, HEILFH I LI
NYF =gy b= LR85 L Bbb-®, @ Sequence Number DFE| V) X4 Clx, %45
SRS L7 e 22HE 5, HEEE L. DRIV E LT~y BT« Ay k—DD
Sequence Number & FEEI D 2 TTH L L, H LU Sequence Number fEZ 51T L TH LU,
10.5.11.1 XML LODEE
XML A v ¥&— 0 sequenceNumber B33 3IR D X 5 IZHET 5 -

e controlActProcess >> subject >> submissionUnit >> componentOf1 >> sequenceNumber

componentOf Z:32 DRI subject 5 X O component B35 % (ZDJAFEY IZ) Lk T 52 LN TE
Do

XML OFEIR HFIEIZONWTIE, EIEZSHRITBHZ L,

10.5.11.2 XML ZF
IRDFIZ, componentOfl.sequenceNumber B35 T B2 T X TO XML ERB LT WEMELZ R L, FF
MRS D5 EIE I E T,

Q typeCode|3eCTD v4.0 XML A > & — 2 TIIRETH 5, typeCodeld [COMPJ IZ[EHE
SNTVS, XMLA > =212, ZOEHEE L THIDEREENSHE, TDA >
T —lT R F I L TG TR0,
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10.5.11.21 sequenceNumber

CEES =1 B
#i E-ZN
sequenceNumber [1..1] AREF L Sequence Number & & DFE
RS Ha T T ERTH D,
value [1.1] FfiE sequenceNumber .55 D value J&":

X, submission 3% PN T Submission
1, 2, 328 | Unit a3 5720 H SN

LEBTHD,
TEPEIR sequenceNumber@value | IV ZEDJEMETH 5,
EHHR sequenceNumber |[ZIEOHH ThH 5, BT~y BT « Ayt —U 2T HER]

® Sequence 3 FFOTRHEERE B ORDIEOFEK ZHE T5 2 L, ZOEN
1999999 Z % TIE/RH e,

10.5.11.3 E
Q Z DEFIT|TEPEHZEITR 0,

10.5.11.4 BRIV EF
sequenceNumber %35 CHRANS D 7 T ABLFIT 720N,

10.5.11.5 XML %> )L : Sequence Number
WD XML EEHEHINZ, BT~y BT« A v t— TRER Sequence Number %7577,
<componentOf1>

<sequenceNumber value="100"/>
<submission>

[submission ZEF (2 155 MO EHEE 1= 2BIS b S5, FEMIE [HiE =&
ﬁ);j‘é‘g«gﬁ‘/f /\“‘j /Z/‘é_{‘/gﬁﬁ): Cl_)o ]

<componentOf>

[application Z35(Z 95 EMDEFR F 7= 1dBIER G S5, ittt >a >
10.5.14 5L OF [Hill =& DELEG 1 N #2o= b, ]

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

10.5.12 Submission

submission B \ZOWTIE [HilkZ L DFEEH A N THHINTWS, 7272 L. Current View
DBIT~ v BT « Ay —UTIE, idB L O code BTN DO B2 BANZHE 5 LER H
%o Submission Z A4 FIZOWTIE, ICH=2Y Fa— /L R« RX ¥ T TV EHHTHZ &,
10.5.121 XML EZF

W DZFENZ, submission BFETYUE/2T_XTO XML EEB L OEEZR L, BRI S 55
Alxo A4,
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Q classCode & moodCode/3eCTD v4.0 XML X > — 2 TIZARZETH 5, classCodeld:
[ACT) ., moodCodel/d EVN IZIEESATINS, ZH6DEMEE L THIOMENE
FASEE, FOXMA v —lF R F—~ (T L TRY TR,

10.5.12.1.1 submission.id

C:ES =t ZHEE fEnR A
W fﬁh/_\‘

id [1..1] AEFIL T EREHBNT 22T
JTHEETHD,
id.item [1..1] ARERIFLUT OEFB LR
WM BarTFEETHY .,
Submission & — E (2517 5.
root [1.1] %3472 UUID | id B3 D root JBMEIL T 10— 3 )L—F
BT E AR S,
HEPEIR id.item@root JE: 3 submission 3R\ Z VAN DO—E Th D,
EHHR Submission i - IZ—ETHDH Z &,

eCTD v4.0 A vt — Y OBEMIZET 2EEMIC WL Tl = & o3k b1 K] %
SO L, KEFIBIT~ BT« A v — ICOREET 5,

10.5.121.2 submission.code

code [1..1] AREF L Submission D = — NE%
W3 5a 7 )rEEZETH D,
code [1..1] TEA L code J& "% Submission % A 7N D

ar Ty OfEE R T EOKE
ich sub 1705 | Tho

codeSystem [1.1] %% 72 OID | codeSystem JEME T = hr—)L
ReBFryTTY - VAT D —
BT 2802 e T 2.

KIGPEDME I =2 — R« > X7 A
BERE S OID TRUTAUTR 572

v,
HEPEIR Submission = & (ZME— D code@code JEVEETEET D Z &,
EH A a— NMEIIBIT~ v B 7« A —0 Submission TH D Z & ZRd,

10.5.12.2 JfHiE
TRCDICH 2> h2—/L N« NF¥+ 77 Vit genericode 7 7 4 VI ONX 7L
Fe—hZ 7 A MICG#H SIS,

26 AR A FEAE EEME T ESTRI O 7 = 7% A MCEBE SN 5,
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10.5.12.3 [RILEF
submission B3E TRV S D 7 T ABEZIT 20,

10.513  EiiiESEERE

BITv oL T Aot —UT7 7 A NVTRAELEMEZRT 52 2AME LT, BT B
VT A= DT 7 A MIFEIRH S E OEK 2 S 5, gL D EICLU T O A EE

T5HIZ &,

10.5.13.1 XML EF
WDFEIZ, contactParty B3E CTHE/RTXTO XML BRB X OEMEEZ R L, FhleiErsnd o8

BlEIhzfd,

Q callBackContact@typeCode/3eCTD v4.0 XML # > & — 3 TIF R ETH 5, typeCodeld
[CALLBCK ) IZIHES TS, ZHEDEME L THDENEFNSHE, TD
XML A »&—lF X F =125 L TRE TR,

Q ContactParty@classCode/ZeCTD v4.0 XML X > & — 2" CIZAETH 5, classCodelZ
[CONJ IZHESN TN G, ZHEDEMEE L THIDER G ENSHE, € DXML

A =T RF =T L TEY TR,

Q ContactPerson@classCode|3eCTD v4.0 XML A > & — 2 Tl RETh 5, classCodeld
IPSNJ IZIES TS, ZhoDEHEE L THIDERETEFNS5E, £ PXML

A =T RF =T L TEY TR,

Q asAgent@classCode |3eCTD v4.0 XML X » & — 2 Tl TH 5, classCodels
TAGNT ) IZIHESA TG, ZALDFEMNEE L THIOENEG FNE5E, & DXML

A =T RF =T L TR TR,

Q representedOrganization@classCode [ZeCTD v4.0 XML X > & — 2 CIIRNETH 5,
classCode/Z: |ORG) IZ[HE XN TS, ZALDFEMEE L THDMENR G EI 55
B TOXMLA >t — TR F—~ |25 L TRY TR,

10.5.13.1.1

callBackContact.contactParty.id

id

10.5.13.1.2

[1..1]

ABLFE 1L Contact Party Dkl 1%
RT3 T7TEETH D,

root

[1..1]

%472 UUID

id Z232 D root JBYEIL, contactParty
DT\ =) — T A f g
%o

EH SR ABEZNE SN TV DA TE. Contact Party alhl| 72302 T 5,

callBackContact.contactParty.code

fEDE

code

BB

[1..1]

7

ARHSZ X Contact Party D =1 — RfHE
PHERTH T FTERTH D,
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R

B ZEE EDT B
v 22N
code [1.1] TEAL | REMET, MR T b e —L
ReRFr 77 VIZESNT
regional_sub_c | Contact Party Dl 2 /R4 —F D =
ontact type 2 | — KETH 5,
&
[ = & >
FAETA K]
codeSystem [1.1] 224 72 OID codeSystem JEVEIZ, = b —/L

RKeRF¥T TV « VAT L% —
BB T 250 2R ET 5,

KEPEDOEITZ— N« > X T AIC
BERI AL OID TRUTHIE R B 7
2R

EHA

Contact Party ZEMEH SN TV D 5EIE, BAfMfHYE R EDa— MaxfRET

DMEDNDH D,

10.5.13.1.3 callBackContact.contactParty.statusCode
LES =4 LEE EDR . B
Bl &
code [1.1] KB |E Contact Party D AT —#
A« a— NMEZMRT 23T F
BHRThD,
code [1.1] TNy b KRBT, HL7 2> ha—L R -
AR¥ ¥ 7 F VIZHSUT Contact
active 72 & Party DIREEZ R —HE D3 — NHE
Th D,
B HRY AREZDPTRN SNV TWDIGEIL, code JBIMEEN VA TH 5,
10.5.13.1.4 callBackContact.contactParty.contactPerson.name
LES =4 LEE EDOR B
gz 57
name.part [1..1] AR T FEE OEFT O % 4k
5T T ERFETHD,
fpe [1.1] TNT Ty b RBRMIARTRS DX AT (il
FEE 2134 R E) T BT
GIV o & b5,
value [1..1] b2l AJEMIX, Contact Party D44 HiS
Jane 2o | HOMEETRT,
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EHHRY N& DB, EA D name BFR %505 Z L, namepart@type JEVEIL HL7
Daypp—/L R JXAMIEDIE, AF—<IIFEND,
10.5.13.1.5 callBackContact.contactParty.contactPerson.telecom
Q telecom [F 1t Dxsiztype1d, NFHEEDRVY X b, F/2i% IBAG TEL] &L TIVX M52
&o
BR B LEE fEDT LB
i 15T
item [1.1] ABEFE T Contact Party OB 1
W (BEEE T, EX—NARRE) &t
R 5arTTERETH D,
value [1..1] el AJENMEIT Contact Party (DB A& 1E

W O(BIEEE. EX—A72 L) OfE

tel:-+1(111)9 | EFTRETH D,

99-9999
b

SEEEE Watis o OIEIFLL T OERUZHE D -

o ENOBFEESILISHIEZBARN &, Ttel+] 271, koOBEXEH
Wn, TEFEE . I(VaEE)) . DBioRE . - . [4HioF
i) . Tpostd:l . T10 HTLAN DO NHRE 5|

o il : Ttel:+1(111)999-9999;postd:12345 |

o WADEIEHZFFIL 202N &, ROBEXEZH NS, Ttel+] |
EFE . [(M&E) . [e—hF&EE; Tpostd:) . [10HTLAN
DINRREE |

o Bl : Ttel:+011(123)1234567890] . H&E 572 W HE T
ltel:+011()1234567890)

E A —/LVOEIZLLT O RUSHE D,
o value DIEAUTROEY : [mailto:;johndoe@acme.com |

10.5.13.1.6 callBackContact.contactParty.contactPerson.asAgent.representedOrganiza
tion.name
PN R S A B
B 6T
name.part [0..1] ARBEFZ T Contact Person D#H A% %
T 2207 ERTHD
value [1..1] pE=l AJEMEIT Contact Person Ok D
EZRTIEETH 5,
Acme
Pharmaceuticals,
Inc. 72 &
2B Contact Person X GEHF DEHEDUEXEB F L ITE ="FE2RETLHOLEENH 5,
_ value J&E 1213 Contact Person Dffk & Kk X5 Z &
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10.5.13.2 XML H> )L : Bfirt8 24 E E# L
LT XML fL#lplc, Bir~ v By 7 « X v —V HOFEMNHYFE#EE Oz w3, B4
SR DEREIICHONTIE, THIR T 0FEEH 4 R] 2B L,

<callBackContact>
<contactParty>
<id root="20b45e49-a226-4bd4-a716-bb54eba3blec"/>
<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>

(’ EDFEH I 51200 TIFXML TOE DS 2B = &,

10.5.14 Application

application 31X, £ D Application NBIT~ v BV 7« A v —DIZBBRL TV DE 0 EEET D
IZTHFEICEHETHD, TRTONY T =gy - b—F, ZOBERIHE S ERICE
SWTHER SN D,

10.5.14.1 XML EDEE

XML A vt — D application B2 13RO L H ICEIET 5 -

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

XML OFCR FIEIZOWTIL, EIEZSHITBHZ L,

10.5.14.2 XML EF
WDFIZ, application B TYVEITXTO XML EHEB L OEMZR L, Bl E RN H 5%
BlXzhzrd,

Q classCode & moodCode/3eCTD v4.0 XML X > & — 2 TIFRZETH 5, classCodeld

TACT) . moodCodel/d EVN) IZIHESA TS, ZHEDFEMEE L THIDENE
FNIEE, FDOXML A > Eb—1F R F =I5 L T2 TRy,
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10.5.14.2.1
R

application.id

B

Wi
6

id [1.1] AEFII T ER L @D T
T HEFETH Y, Application & &
W2kl 4 2,

id.item [1..%] AREZRI TR a7 TR

TH Y. Application %z — & (25
9%, Application (Z X #ilkiz K -
THRA TR DR E S D 7
B, —E D Application i3I 7 1
ZHUZKE LT 1 DD id.item B35 %
T HNERD D,

root [1..1] Y72 UUID | id.item B35 D root JEVEIT
application 2235 D 7' 11—/ )L— %
ikl ARt 2,
extension [0..1] T XA R id.item B35 D extension JEMEIZ,
Hi3s [ A > Application ;BB % 5 &
NDA123456 | R Gt afaEd %
(CK[Z NDA
1) &

g D AUT
DNTIE THl
ol o3k
A R] &

IR

id.item@root |3 application B35 D VZADJEVETH 5,

EHHR

Application i3l 7 I1ZBI T 2RI DWW CIE [HlkZ L RS A K] 220 2
& o

application.id.item@root | OID £ HiZEH 35 ENH5A
application.id.item@extension DB THIK D FARIZHED b D LT 5,
EHA K] 2BROZ &,

[k = & o3z

10.5.14.2.2

application.code

code

AFLFE X Application D 21— RfE %
kT a7 ERZTH D,

[1.1]

code

[1..1]

THRA B

us_application_

type 1 72E | 25U T Application D = > 7
Vo I T HRRT EOMETH
k= | 5,
FAETTA K]

code BIEVL, MR O = Fa—
VR« ARF¥¥y7 7Y (NDA,
MAA. Art-8-3. Art-10-1 72 &) &

Page 112



CEES JE ZERE EDH B
1 5T
codeSystem [1..1] #4472 OID | codeSystem J&1E1%, =2 hr—/L
FeRx¥7TY « VAT D& —
BT 2852 e T 2.
REVEDOMEILZ— F « X7 AIZ
BER X172 OID TRITAULR B 78
2N
TEHEIH Application |23 code@code JE&1EZ VT 1 DTETIRET HZ &,
EHHA = — NEXEEF O Application D & —F L CTW\W5 Z &,

10.5.14.3 A&

T XTDICH= > f 12—/ N« ZF+ 77 Uldgenericode 7 7 1 /35 L MR 7L N
= F T A CE#E IS, T

@ application % ' 7" « = — FIZ B9 5 [ A DIFHRIC OV Tld, #2475 [Hi =
EDELEGA R 22D &,

10.5.14.4 BRIV EF

application B3 CERAN SV D 7 T ABRIT/, FEMICOWTIE [HUkZ L 0 FET A ] 25
oz &,

10.5.15 Applicant

Ay —UVIZEEND Applicant |%, BT~y BT « Ayt —UREORE T Application D7
HOT 7 ANTOFEREFRUETH D Z &, Applicant DFEBIFB L OLHEIEET 5 Z &,
10.5.151 XML LDEE

XML A > &—0 applicant E3E1IR D X 5 IZALET 5,

e controlActProcess>> subject>> submissionUnit>>componentOf1>>submission>>
componentOf>>application>> holder>>applicant

XML Ol FEIZ DWW T, £9IE2SHROZ &,

10.5.15.2 XML EF

IRDOFRIZ, applicant BFE TYERTXTO XML BERBLOBEHEEZ R L, FIRERNH D55
(ES gV

Q classCode |3 eCTD v4.0 XML * > & — " TITARETH 5, classCode |5 [SPNSR/ 12
EESATNG, ZALDEIEE L THDERGFNIHE, TDOXML X >»t—
(ZRF— TS L TEE TR,

2 Ak A FEAE EEAE T ESTRI O 7 = 7% A MCEBE SN 5,
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10.5.15.2.1

EES B

SHEE

applicant. sponsoringOrganziation.id

fEDE

Wi

Z

#7

id [1.1] ARERIITMNER L BEOa T
FEFETH Y, Applicant Z —F |
a3 5,

id.item [1..%] AEFIX T EMED 2 7 3R

TH Y. Applicant % —E (254
50

999999999 7 &

root [1..1] #2472 OID id.item H52 D root BT T- %
FATT DA HTZER D OID ZHRET
1.3.6.1.4.1.519.1 | %
g
extension [1..1] JEHCT id.item B33 D extension J& (134

RTZE I FEAT I D Bl DI & 15
ET %,

EMFEIE

id.item@root | applicant B35 DV HD EMETH 5,

EHR

Z &
— o

A B —UIZIE Application D728 D 7 7 A JLH D Applicant ZF5ET 5 Z &, kil
T4 BIZE M TR ATRE R B E DMEIC W TCIE TH 2 L o FEELT 4 K] 23R

10.5.15.2.2

name.part

[1.1]

applicant. sponsoringOrganziation.name

LEE

B
%

ABLFE T Applicant D4 B D %

kT 5a 7T EBRETH D,
value [1..1] peil AIEMEIT Applicant D44 BB 57 D

EMEIE

name.part@value EVED B ZEET HZ &,

EHHR

Applicant D4 BT F B IEDTEE LIS D EZ KD T I &,

10.5.15.3 A&

Q Z DHEFI|TEBHE TR0,

10.5.15.4 BRIV EFE

UTD7 7 ARSI~y BT« Avb—VhbS S5, W OEPZH SIS

ATH, TULITEHIND,

e applicant.sponsoringOrganization.addr
o applicant.sponsoringOrganization.telecom

HASSEE A8 2 121%, Contact Party (BT 2 fRIZOWTOEY 3 105122 2O

Z &
— o
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10.5.16 XML 3> 7JL : Application & & U Applicant
WOHFNZ, BT~y B « A vyt—IIT81F % Application 35 KUY Applicant B 58 % 7~ 7,

<componentOf>
<application>
<id>
<item root="123¢558f-cd58-41bc-bf6f-c6d230d3d665" extension="987654"/>

<-—item BEENPGZNINEZ ERD B, >

</id>
<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 E D I 51200 TIHXML TOE DS 2D = &,

10.5.17 Document

document B33 |1X v3.22 V—T7HRZ~DY 7 THV, v4.0 A v E—T Document % FHF|H7 %

DA RIRER Th D, BED v3.2.2 DHEAEEIZIE, Application N E 7213 Application [H D

BV —TICL>TRILZ 7 A NVEZRT LS E ENTND, HFEEIL, Document 47

=7 NOEFR, BARIIZIE Document OFEH T2V 5 HiEEZRET HMERH H, w7

Document DFFHIZBWTIE, 1| 77 A /LEF04F 1 5@ Document k572>, 95 LW

. WEEE X, Document Z HAIHT 272D ZEE L, HFIHT 5 Document % #fFE 8RR

L2 F 472 5720, Document #Bl|F236% i 3415 &, Application BT~y B 7 « Ayt —
FITE5 %D vA.0 A v — T v 4.0 D Document DB+ b EERISZ B Tx 5,

10.5.17.1 XML LDEE
XML A v ¥ — D document HHEITIRD X 5 ITHET S -

e controlActProcess>> subject>> submissionUnit>>componentOf1>>submission>>
componentOf>>application>> component >> document
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component B3 DI holder, subject, ¥7213 reference BF# % 70ib 3% Z LN TE 5,
XML OFEEHTIEC SN TR, RIZBRT D&,

10.5.17.2 XML EF
WDFRIZ, document B3E TV HE/2T_TO XML EHELB I WEMZ /R L, FFRERNS D55
=l (V=

Q ClassCode » moodCode|7eCTD v4.0 XML # > & — Tl RETH 5, classCodeld
DOC ] . moodCodeld 'EVN| IZ[HE SN Tid, ZH6DEMEE L THIDMENE
FHABEE, FDOXML A v t&— 17 X F—~IT5 L TRE TR,

10.5.17.2.1 document.id

[1..1] ARBLFE X Document Dkl 1 % £ 5
T5a7TEHETHD,
root [1..1] #2472 UUID | id B3R D root JEMEIL. document B
FEOTu— N L—EFHATFTH
%
TEHEIR id@root | IVHADEMETH 5,
EFHHEA id@root | X9 ~XTO document ZFZ X L T—ETHHZ L, 2F V., [FU idwroot
2 H LT 220 Document Zf2H L CTid7e 57200,

10.5.17.2.2 document.text

text [1.1] A BT Document |2 B9~ % B hNfE
WERT AT TEETHD,
text.reference [1..1] AREFE1X Document D text B3R IZ 5
FNbaLTTERTHD,
value [1..1] T X AR ARIEVEIL reference B3E D value &

MYET&H Y . Document ® URI /XA &
URI 7/ | 77 A NVAEFH L TCXEOYAT
RLNCHDS | BfRET D,

U=

Ivalid
xmltypes | 1Z
DUV TIEICH
code list &2
Document [ZIZLA FOEF L BN MLETH D -

o text B

o reference@value &'t
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EES

EHHA text HHFEIL, FEESNZURI 7 LT ) XA, bbb
SequenceNumber.xmltype#leafld (0032.ich#NLAS57D17EB601C9EDCA 7¢ &) % {# H
LCU—7%2BT 5551235, Z @ URIIX Application @ Current View (2
VHTHY, RWERITAIT NS,

10.5.17.3 -

Q T_RCDICH= > hr— L N« ¥ ¥ 77 Uldgenericode 7 7 4 /b5 L INR 7L > N
=N A ST SIS, P

10.5.17.4 [RHILEF
document 35 TRV S ND 7 T ABEFRIT /2,

10.5.17.5 XML %> 7))L : Document EZDEITv v E> Y
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codeSystem="2.16.840.1.113883.3.989.2.2.1.95.2"/>
<statusCode code="active"/>
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<item code="PRD-001" codeSystem="2.16.840.1.113883.3">
<displayName value="Product A"/>
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4-003 Bl IEIMAETHL | FESh TV, DI ZHRE L CHRH
(1.1 . %,

eCTD | yEHHIH] Submission Unitid | submissionUnit.id@root 7> | SubmissionUnit %382 — &
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Sequence Number IEE S TRV, 5,
1IN 6hRED,
eCTD | & FHHIH] Sequence Number Sequence Number 73 Application T—E D
4-015 IXHEEE O Submission/Application T | Sequence Number % f57& L
Application (BN | —EDOETIT W C Submission Unit % f4
T—EThd, H9 2,
eCTD | & HHIH] Sequence Number Submission Unit PN Submission/Application {Z
4-016 I% Submission B35 | D% submission E3E\2 > | BEICIEET B & 1387
RSl JVA RS & 120 Sequence %I Sequence Number %
DT RRIR S 4 Number 235t LTV | ik L. Submission Unit
Do 7200, ZHENTHT L,
Priority Number
eCTD | A% —~ Context of Use Priority Number D345 | Priority Number & 57 L T
4-017 Priority Number /X | 2 KL Cuh7euy, Submission Unit % F4&H
WHTH D, 32,
eCTD | 3EHHHI Context of Use Priority Number OfEA33F | Priority Number DfEIZIEE
4018 Priority Number B ERTITR, EEAFEE L. Submission
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TIVE LU 600dpi (8-bit D7 L A A/r—)L)
BRI v~ N7 57 300dpi

2.10 E{REMICEL D7 7 1 LY A g

BT =BT LA A — VE T JPEG 2000, € / 7 v @i JBIG2 & AW CTEAHET
L2 L, BEBEMILT 7 ANV A X EMi N o HEDO—D>Th D, EMiFIEIC L > T
T—2 DRV ELCDAREMERH O | [HEROBEMITET DEMT —F 7 77 M4
CHBENDRH D, WTHOEMFIEIZ S RIWERO A 7> a ind 5,

2.11 EBOHS—-IvFoYT

Fo XL H o THRRENDION R D0, FBEBDTOE R & EICFE CAE R
ODNAEIICTDHZLIIRETH D, ZOR—EERTHIZD, WT— -~y F T
2 ICC a7y A NEHEATHIZE (¥ —FvaFfn-DT7—-ar)—v7T
2\ (International Color Consortium : ICC) : www.color.org) .

2.2 ICC7RZ77A)

COFET —~ v MI, ANEE (WAT, AxvT) | rKE (T=4—) B&
O 3E (07 —7") 2 HIRITRE) [CX 50082 ERTOIHEN SIS,

ICC7 a7 7 AL, ICCIZE-TERINTWS, F7=, ISO MK (ISO 15076) & &H
%5, ICC7a 77 A4/%, PDFCICCIC LA EZIRTLHBL, HIHA Tk
(Outputlntent) & L CfEHIND,



2.13 XEDFTFET—S3y UNMN—TFAL- Y2y, Tvove—u8
KUHEHR)

INAN—=FTHFZAK - VI BIONT v I ~—71%, PDFXEDFTESF— 3 %&nE
SEDBT V= I THDH, NN =TFA L - U7X, MBOEFETHI)., &
BDOTXAPMIEVEETE D, LERICHRVZRWEETH-TH, Ty I ~—7
EATHZ ERREEL D, SNV EOEIZONTIE, BHRICNA /N—TF R
e VI BT v r~—0 %5975 L, REL, 774 VPREINTEY
MIENRFRER Z N H DT, BELERIC OV TIZZ ORY TIEZRV,

— %Iz, BIRFFEDOLEICHOWTIE, BIRIRSNEEFHBICKH L T v I ~—0 %
RETDH, Ty Iv—713RTOR, K, TITW. ZOMDOSEE L OfTEkE &
T (ZNHOEANBWRIZREWGAETH-TH) , ZNHDT v I <—7 3 XEDR)
BT ETS—2 a v OEOICHUHETH D, 4ME %2 72 WEHE TORHZHESE
B, Ty I — I PR T e = g VI EETHHEAICE VT, BINOREE
ZVERR L Th LV,

NEL2EREZBL T, A=Y EIZ2WEEEE Y v a v, BEER, i, fEIZ
A~DNAN—=FTF AN - VI ERETHIEFTHEAHATHY, 75— a 0%
KambESw5,

TAAT RITIATHTIANTERBHTHEO N N—FTF 2 -« U7 i
DEKER/NZT DD, XEMONANR—FTFZA L - U7 2ERTD2HE
I RN AEZRIHT 22, BED RIS TNV —FsT 4 L7 N W T 5
Maxt X2 ZFHALEZY 271, HEERRZEEODa Ly Ea—Xilrn— NS
TR ITHERE L 22 < 72 B,

Ty I =T ENAN=T XA U BERT DA IE. X— L ED Inherit
Zoom T 5, ZHICLY, BEEPRILOX—T% RAHERIC, A—A LR
EbobZ Ll FRrEns,

LELRAWTZERICETOT v I/ ~— I PNHE—EOR 2R T DL, FH R
TOT v 7 ~—=7 3L TEBIRETH D, WHEROBREICONTIT2.15 bEHO
&,

2.14 R—UBEIIT

B LEREROT S —MI, TOXELEPDF 7 7 A NVDO_N—UFENECTHD L
BHThbH, TNEERT DHZOIIE, XEOFRYION—VFFE 1L L, Uk
KETON—Y ((HREIRIEEREEZET) 2. 77 7T 25, #
A MR=TURHRNN—VEICr—vHFEER DV, FBSFHTORNR—
(ZA MNR—=U8) 2SR, ZOXDICEFFTTHZEITLD, SCERNEO
NR—=VFKF L PDFE Y 7 hOR—=UN—ET+5 Xk oIk b,



277U, LFD 208581365 & 15,

o VAXEDOHHATLELZDETLIHAIT Q3 D77 ANTF A XE2ZHDZ
E) V2 F/EFREIFORE T AN, 1 BB EZRATTE T A0
B Fira AT 5,

o T 7 AILHMEESIIN TR RENRATRERSE SR,

2515 FEADEE

PDF 7 7 A VO & 51X, [Bookmarks and Page (LI VD /"3 )L EL_—) | [TRE
95, Ty I v—7 BNEWEAIE, WIERE [Page only (W—TDH) | ITRET
%, Magnification ({53%) & Page Layout («™X— + LA T U L) OFEX [T 741
~OICERET Do,

2.16 xiE1e
PDF 7 7 A JWZEhRIJIZT 7B AT& 5D L 5, PDF 7 7 A VL Web Frs I {3
%,

207 X1 T4

PDF 7 7 A VB T2 D/RIAT — RREITEA LenwZ &, SCGEOREZHIRT 5
TOOEX2 VT o REXMATOHA,. ZEEE. B, METS, 74—47—
ZaEHT 5, AR5, o722 OB, Zofthoarr oY Ear—452
EMTEXDHHENDH D, PDF 7 7 A NVEAERETIZBLTDH EEE, ZNOOMER
HEEEZANTIVERSH D, PDF 7 7 A VEMEREZIIBATH L XX, b0
VERREEANCT DL, V=K X—=FT DY 7 b =T %MHLTPDF 7 7 A
NWEVERRETZIZBAT DG, V=K X—=T 40V 7 by =712, bt
WS nEXa U TF AERENESENTVWAEARH D, ZNHDEX 2 U T ¢ e
X, ZEEDLBEIREREAZFITTEXDHL 91T, PDF 77 AV ERETHHEIICEET S
WVEND D,

2.18 Acrobat 7554 L OH A

HEEERIOIERRARIC T T VA V& FEHT D Z S id#EYch o0, HfilY R T 7
A DEMERDDZLIFREY THAHLZ b, HiFEEOEAIZ Adobe Acrobat
TR ENDZLUND T T T A o HBE LI LT 5D,

3. XML 274

T ATV TN e w—2 7 v 7 Fik (Extensible Markup Language : XML) £V —/L
KeOUAR-Dx7 a2V —7 A (World Wide Web Consortium : W3C) DU —F
YT e TN—TIZ XV I, WH~—2 7 v 755 (Standard Generalized
Markup Language : SGML) oA /X—7 F A | « v—7 7 v 753k (HyperText



Markup Language : HTML) 72 &, ZNETO~Y—7 7T v 7 FSiba W R T 270 DITBH%
ST FEREED  (nonproprietary) Sab Cd D,

XML [38IFE, eCTD O—HD a7 Y TR SN TW5A, HEEA L. o
WMRENDINSGD XML 77 A NVEZEHLAWAREMERHAZ E2HE L= 9 2T,
RO FRF Y RITAHRET D Z &,

XML EEHERRAZ (BT D5 MIE#RIZ W3C 7 = 7 A N CAFTTE B,

4, SVG 27274l

AR —TFG T e R B— 757 07 A (SVG) 1L XML T 2RITDT T 47
AHENERT HIZODEFETH D, SVG TlE, "I « 7T 7 4 v 7 OIR WBlz2iX

BB L OMHMBEPORERESNDRNR) | HEBBLXOTXA MO 3EEOCT T 7 4 v
T o F T2 bW, TTT 4T AT M, TN—TER R X A AT
J. B, BIOBEIER SN A T V27 FEOBKRDRARETHD, TF A MI

HEEICHE L7fEED XML R — AL AR—ZA T, 2L SVGG T T 4 v 7 AD
FREBHERESST 7 B A DRSNS £ 5, et v MIIX, ANV FIZ7e > 722 (nested
transformation) . 7 U v BT « RNA TNV T 7w ARY [ T4 NE—FhE T
—h ATV FNEBIXOYEEENEG END,

SVG i Z XA F I v I TA U HETIT 4T ThHbD, SVG HDOD RF a2 A b« TV
=7 bk +E7/L (DOM) (£ XML DOM Z&de) 13A7 U7 MLV EHENT, =%
B _I B« T T 4T AT = A= a  FA[REICT D, SVGG VT 7 4 v « F
7Y =7 MZiE. onmouseover X° onclick 78 EDEE /R A XUk e N KT —HE[Y YT
HTEMTED, TORMMEL ﬂﬁ@ﬁ:n?‘ﬁ‘ﬁ@iﬁ% L0, ML=z R=YNT
SVGEH L, B X —LARXR—=ZADMO XML EHZEIZX L, FRHCAZ U TFT 007
REDOHREEERH NS Z N TE S, SVG 7 71 LiZ iJavaScnpt’Eﬁﬂqbfa?b\i}:o

FEEICRIT D SVG ORI FIZE L Tk, HEIN B EMikShizuv,
SVG AR ICEE T 2 3 EMEHRIZI W3C 7 = 73 A K CAFTE 5D,

5. HWEFT—4
REEE 17 — ¥ 2 ERT 2kl WCix, LFOFHREIZOWT/L— L3R5 L
NHD :

e HFEE T —XIMEHAMRER 7 7 4 VB
s HIEAT—HDT77ANYARX
FEHE

FD 7 7 A VA I K OME Al RE 72 S0

oup T
IJJIH+ IUJH+



