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ITFIZEST 27 A VE X7 7 AL,
CTD ATt 2 "ml", "m2", "m3", "m4", "m5"7 4 /L&
R "m1"~"m5" 7 4 L Z RGN S LD AER D 5 B, "mS/datasets" 7 4 /L Z LU ORI Je N X
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eCTD F&Ej5
ID F = v 7TEH S
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N r—DICT 5N\ T—Yar - L—)b
eCTD F& ]
D Fx v 7IEA fii %
a) b) c)
JP-eCTD4- | M7 + VX470 eCTD ZfIHFEFTHDH Z &, O O O
001
JP-eCTD4- | & _BEfE 7 A N X 4 DN kR 5 ThbH Z &, O O O
002
JP-eCTD4- | % @ 7 AV ZE TIZ, L FOMBENHFIET 22 L, o, UTHRY | 72721, CTD &0 7 +1021%, 7 | O O O
003 PSND T A NE s 77 AP EENTNRNT &, F IV NI T D7 7 A NV EFFTZ 720
eCTD v4.0 XML * v&—3 [ 7 7 A /L4 : submissionunit.xml] AT ER L7an Z
eCTD v4.0 XML A v E—IId 45 F =y 7 h&imflil L7 7 AV
(Fxv IV LT77A4N) [77 A% : sha256.txt]
CTD &ED 7 /L4 ("ml", "m2", "m3", "m4" % (X"'m5" 7 4 /L 4)
JP-eCTD4- | "m5/datasets" 7 4 /L X Bl T & frE | 85 Mg 7 + VX LTI CE 5 7 41 O O O
004 Zlix, RRABEETLT L L,
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007
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eCTD F& ]
D Fx v 7IEA ik
a) b) c)

JP-eCTD4- | CTD 5 1 #IZfR 2D 7 7 A Vi, "ml/jp" 7 AV FHNICELE SN TWD Z &, O — O
008
JP-eCTD4- | eCTD % PMDA OE AT 25 B3, AINN—LZ—DEF7 7 AL (co O O O
009 ver.pdf) 2"ml/jp" 7 AN A NIZEESI N TND Z &,
JP-eCTD4- | CTD i 2 ¥R D 7 7 A /WL, "m2" 7 A /VHE FICEE SN TWD Z &, O — O
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328 : "32-sub" 7 ALK DX RBEAIE. T AN F A EEMREIT

32P : "32-prod" 7 F /LK Alg L THEDZR,

32A ¢ "32-app" 7 4 LH Fm BT A AL TFISGENO 7 5

32R : "32-reg" 7 A /LAH EERT 52 L bAELE X720,
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023 LUTFDEBYTHDLZ L,
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eCTD F& ]
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a) b) c)
JP-eCTD4- | CTD XET 7 A MZBIF HILETF DR ST, 3 UF4LFTHDHZ &, O O O
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JP-eCTD4- | CTD 5 2 Ei B S HICE END 7 7 A MK LT, JEMET — A4 7 (".zip O O O
026 "2 L) BMERER T RN &,
JP-eCTD4- | CTD XE7 7 A VD7 7 A LJERUL, PDF E (pdf) XX Microsoft Excel | PDF /£ 1% Microsoft Excel JEZ LIS D O O O
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JP-eCTD4- | F= v 7 ¥ L7 7 A /L (sha256.txt) (ZFCHK SAVIZMEAY, MM 5 eC | F= v 7 AL SHA256 7 /L= U AL O O O
030 TD v4.0 XML A vt&—37 7 A /L (submissionunitxml) 2»HHEH I /=F = | #HEWVEHTH 2 &,
TP LE-HLTND I L,
JP-eCTD4- | U HIZB W T, = v 7 ¥ L7 7 AL (sha2S6.txt) KRB S—LHF—D O O O
031 w7 7 A (coverpdf) ZFRE, eCTD v4.0 XML A vE—U bR I
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4.
4.1

Ayvt—UICT AN T—3 0 - IL—)L

4 Aytw—IICBTHEN)T—ar =L
41 Ayt—O%M

Ayt—U2fk
eCTD F& ]
D Fx v 7IEA fii %
a) b) c)

JP-eCTD4- | eCTD v4.0 XML A v &— 73, ICH eCTD v4.0 XML A& —~ 2% L CT%Y O O O
032 ThdZ L,
JP-eCTD4- | eCTD v4.0 XML A v —YDF ¥ 57 X —x > 2— F|2id, UTF-8 A O O O
033 EnTWnWs L,
JP-eCTDA4- | integrityCheck 553 % [ < 2T DEFIZ, FEFZLSONENFELRNT &, O O O
034
JP-eCTD4- | & I — X ITZE Ml & Fr o J@MEN A w2 — P HICHFE LR N &y O O O
035
JP-eCTD4- | JP IG IZFE#AN /0 WEESE « BN HBLL 202 &y O O O
036
JP-eCTD4- | eCTD v4.0 XML A vt —VIZBWCRRIBREND 7 7 A WX AD T 4 )V F X O O O
037 B0iE, A7 vva () DMERSATHDSZ L,
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4.2 Message Header

4.2 Message Header

eCTD T}l
ID Fx v/ HHA fii %
a) b) c)

JP-eCTD4- | PORP_IN000001UV %3 }2 X PORP_IN00000IUV EFDOEMEE LT, LLFMR O O O
038 HHT 52 L,

ITSVersion="XML 1.0"

xmlns="urn:hl7-org:v3"

xmlns:xsi="http://www.w3.0rg/2001/XMLSchema-instance"

xsi:schemalocation="urn:hl7-org:vd PORP IN0O00001UV.xsd"
JP-eCTD4- | LT OEFENHIT L2 L. s, INOERITRLT - 70— 72T O O O
039 TREN, FHEHE B - HzfoTnnI &,

PORP_IN000001UV.id

PORP _IN000001UV.creationTime

PORP _IN000001UV.interactionld

PORP _IN000001UV .processingCode

PORP _IN000001UV.processingModeCode

PORP _IN000001UV.acceptAckCode
JP-eCTD4- | PORP_IN000001UV.receiver E3N 5 Z &, O O O
040
JP-eCTD4- | PORP_IN000001UV.receiver.device Z-3E 3BT 5 Z &, O O O
041
JP-eCTD4- | PORP_IN000001UV.receiver.device@classCode JEVENHBLT 5 Z & O O O
042
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eCTD #ijjl]
ID Fx v/ HHA e

a) b) c)
JP-eCTD4- | PORP_IN000001UV.receiver.device@classCode JEVEDEIX, [DEV] THDHZ O O O
043 L,
JP-eCTD4- | PORP_IN000001UV.receiver.device@determinerCode JEIEDNHELT 25 Z &, O O O
044
JP-eCTD4- | PORP_IN000001UV.receiver.device@determinerCode JEVEDfEIZ, [INSTANC O O O
045 E] ThoHZ L,
JP-eCTD4- | PORP_IN000001UV.receiver.device.id 3N+ 5 Z &, O O O
046
JP-eCTD4- | PORP_IN000001UV.receiver.device.id.item 3575 2 SDHBLT 5 Z &, O O O
047
JP-eCTD4- | 4 PORP_IN000001UV.receiver.device.id.item Z35125%F L C., root JEME BT O O O
048 5Tk,
JP-eCTD4- | PORP_IN000001UV..receiver.device.id.item@root JEVEDfEIL, ICH FEEH A F | Y3% eCTD IZEEFNLEKRHFHE DO OB x| O O O
049 FTENEET A RO OID THhDH Z &, b EOHEEOHE H R R THZ R —

D O0ID Zf{ET D Z &,

JP-eCTD4- | % PORP_IN000001UV.receiver.device.id.item E35\Z5xf L C. identifierName J& O O O
050 PERHBLT 52 &,
JP-eCTD4- | PORP_IN000001UV.receiver.device.id.item@jidentifierName JEMEAEIL, 128 35 O O O
051 LTFTHHZ L,
JP-eCTD4- | PORP_IN000001UV.sender EHE N HBLT 5 Z L, O O O
052
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4.3 controlActProcess

eCTD #ijjl]
D Fx v/ HHA e

a) b) c)
JP-eCTD4- | PORP_IN000001UV.sender.device 3N+ 5 Z &, O O O
053
JP-eCTD4- | PORP_IN000001UV.sender.device@classCode JEEDNHELT 5 2 &, O O O
054
JP-eCTD4- | PORP_IN000001UV.sender.device@classCode JEMEDfIL, [DEV] TH5DHZ O O O
055 L,
JP-eCTD4- | PORP_IN000001UV.sender.device@determinerCode JETENN BT 5 Z & O O O
056
JP-eCTD4- | PORP_IN000001UV.sender.device@determinerCode JE:DEIX, TINSTANCE| O O O
057 ThdHZ L,
JP-eCTD4- | PORP_IN000001UV.sender.device.id BN HE T 5 2 L, 7ed, ¥gdEFEixt O O O
058 VT e I =V ARSI, FHEE R iR R T Tk,

4.3  controlActProcess
eCTD Fé&j|
ID Fx v HH e

a) b) c)
JP-eCTD4- | controlActProcess TN HEBLT 5 2 &, O O O
059
JP-eCTD4- | controlActProcess@classCode JETEN BT 5 Z & O O O
060
JP-eCTD4- | controlActProcess@classCode JEMEDEIL, [TACTN] THDHZ &, O O O
061
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4.4 Submission Unit
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eCTD Fé&j|
ID Fx v/ HHA e
a) b) c)
JP-eCTD4- | controlActProcess@moodCode JEVEN BT 25 = &, O O O
062
JP-eCTD4- | controlActProcess@moodCode JEVEDfEIZ, [EVN] THDHZ &, O O O
063
JP-eCTD4- | controlActProcess.subject BE BT 5 Z &, O O O
064
JP-eCTD4- | controlActProcess.subject@typeCode JEITENHELT5 Z &, O O O
065
JP-eCTD4- | controlActProcess.subject@typeCode JEME:DEIX, [SUBJ] THDH I &, O O O
066
4.4  Submission Unit
eCTD Fé&j|
ID F = v 7IHHA e
a) b) c)
JP-eCTD4- | submissionUnit B2 BT 5 Z &, O O O
067
JP-eCTD4- | | DDA v — K « X o—HICHEBLT % submissionUnit Z321X 1 O Th | 1 DOXAf a2 — K Ay—UHz, | O O O
068 LTk, ® submissionUnit EFHNHBLL Tlde b
TRV
JP-eCTD4- | submissionUnit.id 3BT 25 2 &, O O O
069
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4.4 Submission Unit

eCTD #ijjl]
ID Fx v/ HHA fii %

a) b) c)
JP-eCTD4- | submissionUnit.id@root JETENHHT 5 Z & O O O
070
JP-eCTD4- | submissionUnit.id@root JEI'ED{EIL, ISO/IEC 11578:1996 K TF ITU-T Rec X.6 O O O
071 67 | ISO/IEC 9834-8:2005 (O EF|C il L 7= UUID T % = &,
JP-eCTD4- | submissionUnit.id@root J&EAEIZH5E L7= UUID I, A Submission Unit % — O O O
072 HiCHRcE s L,
JP-eCTD4- | submissionUnit.code B33 HEBLT 5 Z & O O O
073
JP-eCTD4- | submissionUnit.code@code JEEP BT Z L, O O O
074
JP-eCTD4- | submissionUnit.code@code J&":DfEI%, submissionUnit.code@codeSystem JEVE | [jp other] =— Kix, JFHIE L<THEMAL | O O O
075 fE® OID 73753 JP CV @ [JP Submission Unit Code] =— KU X kmbHd = | 722 &, [jp other] =— REFEHT 55

—NMaETHDZ &, BlE, FANCEEYRICHRT 5 2 &,
JP-eCTD4- | submissionUnit.code@codeSystem JEVEDN BT 5 Z &, O O O
076
JP-eCTD4- | submissionUnit.code@codeSystem J&':DfEIL, JP CV @ [JP Submission Unit | %43% eCTD IZF ENAHEKGEHFED I B Ik | O O O
077 Code| =— RFU A RZll4 % OID THDH Z &, b EOHEEOHE H R R THZ RS =
D O0ID Zf{ET D Z &,

JP-eCTD4- | submissionUnit.title@value JEVEEIL, 1000 LFLLFTHDHZ &, O O O
078
JP-eCTD4- | submissionUnit.statusCode 3233 HBL L7202 &, O O O
079
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4.5 Priority Number

eCTDv4.0 ERFz vV EH—E v1.4.0.0

eCTD Fé&j|
D Fx v/ HHA e

a) b) c)
JP-eCTD4- | FIMHRHIZI\N T, submissionUnit.component E32 % (8, B T O priorityNumb O O O
080 er B3, contextOfUse BEFXENHBIT 5 L,

4.5 Priority Number
eCTD 7 J3!)
ID F v 7 HHA (i

a) b) c)
JP-eCTD4- | 4 submissionUnit.component B-33\25%f L C. priorityNumber B35 73 B35 2 O O O
081 L,
JP-eCTD4- | 45 priorityNumber 2:33\Z%f LU C. value JEMED BT 5 Z &, O O O
082
JP-eCTD4- | priorityNumber@value JEVEEIL, FAMTRTHH Z &, O O O
083
JP-eCTD4- | priorityNumber@value JEVEME L, T K 6 HTDEDEH (1~999999) T 5 Z | Priority Number (% Context of Use Zifx | O O O
084 &, BADHENT D2 E2BE L, 11000 7

HEALE LT 1000 oM 25 (1200
0 « T3000) 72&) ZEnffEfEsng,

JP-eCTD4- | [A] Application ND 1 DD a7 F A k « Z)L—TIZJ@ T HH%N7 Context of O O O
085 Use ®H1"C, Priority Number 28Ef L7202 &
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4.5 Priority Number

PESHBL L TW A5G, £ Submission
Unit [ZEIF S 415,
PIRIEHZE DT A4 7% A 7 V%l
LTI THELT D Context of Use
ThD
statusCode@code JEMEAFHY [suspende
d Th2s
priorityNumber@value J&VEE 7S 55T
STy

eCTD Fé&j|
ID Fx v/ HHA fii %
a) b) c)
JP-eCTD4- | BE#EHI @ Context of Use @ priorityNumber@value EVENEZ F T 55515, | LT O X 9572 Context of Use MEfitsiv | O — —
086 HHt4ED Context of Use D priorityNumber Z3512%F U C. updateMode J&1: | 72354 . % @ Submission Unit I[ZHI T 41
DHEBRST D &, %o
priorityNumber@value J&EAE 7S Hi[A]
RN EHEINTWD D, priori
tyNumber@updateMode J&"AE D Ik
SN THRL,
JP-eCTD4- | priorityNumber@updateMode JEVEDfEIZ, [R] THDHZ &, O — —
087
JP-eCTD4- | priorityNumber@value JEVEAE O FHT 73720 Context of Use (Zxf L C, priority | LL F T HUCE% %95 Context of Use | O O O
088 Number@updateMode JEMEDHEL L7202 &, \Zxf LC, priorityNumber@updateMode &,
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4.6 Context of Use

eCTDv4.0 ERFz vV EH—E v1.4.0.0

4.6  Context of Use
eCTD FiJjl]
ID Fx v/ HHA fii %
a) b) c)

JP-eCTD4- | % submissionUnit.component %:33\Z%F LT, contextOfUse FENHEBLT 5 2 O O O
089 L,
JP-eCTD4- | % contextOfUse Z32\Zxf LT, id BRN/HBLT 52 &, O O O
090
JP-eCTD4- | % contextOfUse.id %35 \Z%F LT, root BN BT 52 &, O O O
091
JP-eCTD4- | contextOfUse.id@root J&EDAE L, ISO/IEC 11578:1996 & TN ITU-T Rec X.667 O O O
092 | ISO/IEC 9834-8:2005 DEFRIZHEHLL 7= UUID THDH Z &,
JP-eCTD4- | contextOfUse.id@root JEENEIZFEE L 7= UUID (X, A Context of Use # —EIC O O O
093 MTTESLZ L,
JP-eCTD4- | statusCode@code JEVEAE Tactive] ToH Y . 2> priorityNumber@updateMod O O O
094 e BMEETRAL STV contextOfUse EFRIZxE LT, code B33 HELT

HZ kL,
JP-eCTD4- | statusCode@code JETHAED Tsuspended] T 5. X priorityNumber@update O O O
095 Mode FEMAEPTREE STV D contextOfUse BE3712xF LT, code BENHIHL

LianzZ &,
JP-eCTD4- | 4 contextOfUse.code E551Z5xF L C, code JBYEN BT HZ &, O O O
096
JP-eCTD4- | contextOfUse.code@code JBMEDAEIX, contextOfUse.code@codeSystem JEMEAED | [jp other] =— KNix, FHIE LTHEMHL | O O O
097 OID #3779 ICH CV @ [ICH Context of Use] =Z— KU A NX(XJP CV D [J| 7evvZ &, Tjp other] =— KEFEHT 5

P Context of Use] =— KU ZXA b Da—NETHDLZ &, Al FANCFEE Y RITHRET 2 2 L,
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4.6 Context of Use

eCTD Fé&j|
D Fx v/ HHA e
a) b) c)
JP-eCTD4- | eCTD f&jl] b)IZFN T,  contextOfUse.code@code JEVEA3 73 CTD FLHL LA — O —
098 CTD S 3 THICE L TWD Z &,
JP-eCTD4- | % contextOfUse.code E581Z%F L C., codeSystem JEVEDN BT 5 Z &, O O O
099
JP-eCTD4- | contextOfUse.code@codeSystem JEPEDEIX, ICH CV @ [ICH Context of Us | 4% eCTD IZEH FNLABHFED I B ik | O O O
100 e] 3= RFURFFTIP CV D [JP Context of Use|] =— FU X M &#il4 25 | & RVHGEOHEE AR R THY R N—
OID Th o Z &, D O0ID ZfiET 5 Z &,
JP-eCTD4- | % contextOfUse.code.originalText E35Z%F L C. value BIEDRHBET 252 &, O O O
101
JP-eCTD4- | contextOfUse.code.originalText@value JEVEEIL, 7F A M (3%) THHZ &, | AT R (&) XML OZHIsc | O O O
102 FolzH FAIE LTHERA LN &, %
KT FA ML UTHEATE L CFRITILLTO#EY LEF TR LzWEai fiste LTx
S NS A =7 (&amp;) 2ROV ITHEA L
L C THELIZRY,
P (30,4412 H@) K OVefg AR— R
JISX0208 #iPHOICT (BET (IS 5 —/KHE, JIS 5 —UKk#E) | &AHEKR
INCF BT, BRAOLNRR, B ZTIS BT, BAA
N 5F)
FEFRIAT ST (D~@, I ~X?D 30 LFDFH)
JP-eCTD4- | contextOfUse.code.originalText@value JEVEEIX, 128 LFLLTFTHDH Z &, O O O
103

Page 21 of 65




eCTDv4.0 ERFz v YIEEH—%E v1.4.00 4 Aytw—IICBTHEN)T—ar =L
4.6 Context of Use

eCTD Fé&j|
ID Fx v/ HHA e

a) b) c)
JP-eCTD4- | % contextOfUse B35 \Z%F LT, statusCode EHZENHBLT5Z &, O O O
104
JP-eCTD4- | % contextOfUse.statusCode %33 \125%F L C, code JBYENHEBLT 52 & O O O
105
JP-eCTD4- | contextOfUse.statusCode@code JEMEDFIX, Tactive] F7-1% [suspended] ® O O O
106 W Thbsr b,
JP-eCTD4- | HIRIRIHIF 2 & DT A 7% A 7 V%@ L THOH THELT % Context of Use 2 O O O
107 statusCode@code JEMHAEIL, Tactive] THDHZ &,
JP-eCTD4- | A& Application (23T D LLRTD T A 7 %A 7 /L CEELIIHIFR S 472 Context | {E#L X ITHIFR S 472 Context of Use ZfF | O — —
108 of Use L[l U id@root J&MAB % £ contextOfUse B3EMFAE LR Z & FEAINC LTz GEE IR, BT Context o

fUse & LTHREETSZ &,
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4.6 Context of Use

eCTD Fi 5|
1D Fxv /A ik
a) b) c)
JP-eCTD4- | UUID THFE X415 1 OD Context of Use (2% LT, [FA— Submission Unit | 2L F® X 5 72 Submission Unit (ZE T~ &4 O — —
109 W CRIRFICEEOERE GBrBlfE & &, HIFRE EHie L) MrbhvTni | 5,
AN - 43% Submission Unit {235\ T2

tH L7z Context of Use %, [f] Submis
sion Unit NCHIJ® Context of Use (T
B L TW5 G L7z Context
of Use @ UUID 73, [A] Submission U
nit N5 Context of Use O related
oContextOfUse.id@root JBMEAEIZIEE
ENTND)
*453% Submission Unit (23 THIBR L
72 Context of Use {Zxf L T, [f] Subm
ission Unit PNC Priority Number &
#HaiT->TD (HIBR L7 Context o
f Use &[Al—® id@root JEMENE % Ff
5, priorityNumber@updateMode J&'E
ERFEE STV S Context of Use
23, [A] Submission Unit NIZFFE L C
W5)
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4.7 Context of Use - Related Context of Use

4.7  Context of Use — Related Context of Use
eCTD Fé&j31]
ID Fx v/ HHA fii %
a) b) c)

JP-eCTD4- | #IifRHIZRNT, UTERENHBEL LW &y O O O
110 contextOfUse.replacementOf

contextOfUse.replacementOf.related ContextOfUse
JP-eCTD4- | statusCode@code JEEAEDY suspended] T 5. XIL priorityNumber@update O — —
111 Mode EVEENHEBES LTV D contextOfUse EFE|kF LT, LA T EHENHH

L7pnZ &,

contextOfUse.replacementOf

contextOfUse.replacementOf.related ContextOfUse
JP-eCTD4- | % contextOfUse.replacementOf E:33\Z%F LT, typeCode EVENHBLT 5 Z & O — —
112
JP-eCTD4- | contextOfUse.replacementOfi@typeCode JEEDEIZ, T[RPLC] TH5DHZ &, O - -
113
JP-eCTD4- | % relatedContextOfUse %33\ "5t LT, id BHRNHBT 52 &, O - -
114
JP-eCTD4- | 45 relatedContextOfUse.id B35 \Zxt LT, root BHENHBLT 2 Z &, O - —
115
JP-eCTD4- | relatedContextOfUse.id@root JEVEfE?> UUID 1%, [Fl— Application ®LARID 7 O — —
116 AT A 7 N0 E L TREES LTV D Context of Use Z/R LTV H Z

&,
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4.7 Context of Use - Related Context of Use

eCTD #ijjl]
D Fx v/ HHA e

a) b) c)
JP-eCTD4- | relatedContextOfUse.id@root JEMHEAED UUID (%, 4% Submission Unit FRESC O - -
117 £%)72 Context of Use (statusCode@code J&MAE)S Tactive] Td 5 Context o

f Use) Z/RLTWNHZ &,

JP-eCTD4- | relatedContextOfUse %35 D id@root JEMEMEA3 779 Context of Use 73, A< Cont O - -
118 ext of Use [l —DaA L THFAK « ZL—FIZBELTNDHZ &,
JP-eCTD4- | HIGEE 7 — 4% 7 7 A V& BT 5 Context of Use ZEHLT 5555, EHLA] O - -
119 ® Context of Use NBMT D57 7 A /L& [EH#HL#%D Context of Use ST

%7 7 A VOB IT D "mS/datasets" LARED 7 7 A VN ANR—F L TNDH T &,

JP-eCTD4- | HGhEEF7 —% 7 7 A NVE ST 25 Context of Use ZEMT H5EI1T. 1D | HEFEFT—F 77 A NVEZHT5H Cont | O — —
120 DI 7 ANE, 1ODOT7 7 AVTE LI HEBRTHDZ L, of Use (ZxF LT, LLUFIZREE 4 5 [E i
EATH T EILTER,
1077 A NVE, BEOT7 714V
TELEZ D
B¥D7 7 A4 NE, 12D7 74
TAELEZ D
BEDO7 7 A NVE, BEDOT 7 AL
TAELEZ D

Page 25 of 65



4 AyE—CICET SN T—3 v L—)L
4.8 Context of Use - Document Reference

eCTDv4.0 ERFz vV EH—E v1.4.0.0

4.8  Context of Use — Document Reference
eCTD Fé&j31]
ID Fx v/ HHA fii %
a) b) c)

JP-eCTD4- | IR I T, 45 contextOfUse B35125%F L C, L FEENHH 5 Z &, O O O
121 contextOfUse.derivedFrom

contextOfUse.derivedFrom.documentReference
JP-eCTD4- | statusCode@code JEVEMLH Tactive] TH Y . 2> priorityNumber@updateMod O O O
122 e BIEENIEHE STV contextOfUse B32\ZkFL T, LU EENHELS

LTk,

contextOfUse.derivedFrom

contextOfUse.derivedFrom.documentReference
JP-eCTD4- | statusCode@code JEEAEDY suspended] T 5. XIL priorityNumber@update O — —
123 Mode EVEENHEBES LTV D contextOfUse B3|k LT, LA T EHENHE

L7pnZ &,

contextOfUse.derivedFrom

contextOfUse.derivedFrom.documentReference
JP-eCTD4- | % documentReference %:33\Z%F L C, documentReference.id 357N B4 5 2 O O O
124 L,
JP-eCTD4- | % documentReference.id %35 \Z%F L C, root JBYENHELT 52 &, O O O
125
JP-eCTD4- | documentReference.id@root JEVEAE D UUID 737573 Document 73, *47% Submiss O O O
126 ion Unit b L <IZHEYROT —H X—AIFHET D Z &,
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4.8 Context of Use - Document Reference

eCTD F#H|
D Fx v/ HHA e
a) b) c)
JP-eCTD4- | HEEE 7T — 4 7 7 A V&S M7 2 Context of Use ZHHfEHT 256, L O O —
127 TRUERTITHET 27 7 A VD, BERBHERE SRR O T A 7 A 7L
HIZAIEL 720N 2 &
BHTEH T 5 Context of Use NBHT 5 7 7 A /L & "m5/datasets" LAE D
INAB—BT D
statusCode@code JETEAED Tactive] T % Context of Use 2B S 4
W5
JP-eCTD4- | Document Z f3FIHT 25515, LT DEZIL2)OWT DKM A2 LT O O O
128 W5nHZ kb,

1) FHFIH &M% Document % EFE L TV 2% Submission Unit 2 O\FFH &4
% Document % 29 % documentReference %55 % 5 ¢» Submission Unit
DI 3 E—D Application |ZJ& L TV 5,

2) UTFOLRMEEZE2THIZLTWD,

FAIH &40 % Document & iE % L TV 2 HEEBEIZAR I LTV 5
FAIH S35 Document % EFE L TV 5 HIFE X OVEFIH S 4% Docum
ent M9 2% documentReference %35 % e HFED M ITH3, eCTD v
4.0 fEERICHI > TIEARE LTIREBEEATWD

FAIH &% Document ZEFE L T2 HIGEEEIS, HBEYRICLD
RELEOHRTHY , DOBREOREHMANTHD
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4.9 Keyword
eCTD #ijjl]
ID Fx v/ HHA fii %
a) b) c)

JP-eCTD4- | HEEE 7T — 4% 7 7 A NV E BT 2 Document % FFIHT 5551%, LT O O —
129 2 ETHIZLTND Z &,

FFIH &35 Document 2 LT 5 H %7 Context of Use 23, [F—

Application WIZBEEAFAE L7210

FFIH &35 Document 235 L TV 5 7 7 A /L & "m5/datasets" LARE D 7

7ANNAZABE—DT 7 A N eZH L TV DAL Context of Use 73,

YELIRHIER R SRR D T A 7V A 7 VHRITFIE L 720

Keyword
eCTD T}l
ID F v 7 HHA (i
a) b) c)
JP-eCTD4- | statusCode@code JE MDY Tsuspended] THhH 5., F 7213 priorityNumber@upda O — —
130 teMode JEVEEBE S LTV D Context of Use OFC FIZ, LA FERNHILL 72
Wz ok,

contextOfUse.referencedBy

contextOfUse.referencedBy.keyword
JP-eCTD4- | % contextOfUse.referencedBy %:33\Z%F L C, typeCode BV HEBLT 5 Z &, O O O
131
JP-eCTD4- | contextOfUse.referencedBy@typeCode JEMEDEIX, TREFR] Tho Z &, O O O
132
JP-eCTD4- | 4 keyword B33 \Zxf LT, code HHRINHBLTHZ &, O O O
133
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4.9 Keyword
eCTD #ijjl]
ID Fx v/ HHA e
a) b) c)
JP-eCTD4- | % keyword.code E55125%f LT, code BEN BT HZ &, O O O
134
JP-eCTD4- | keyword.code@code EVEDEIZL. contextOfUse.code@codeSystem JEMEEN/RT | LLF=2— KU X D [jp other] =1— K%, O O O
135 22— R U & |k (Keyword Definition (Z X D EFKIN/za2— KU XA My ETe) 2 | JRAIE LTHEH LZ2WZ &, Tjp other) =
LbOa—FMETHLZ &, — RZEHT 25613, FANCEE Y I
RS 2 2 &
JP CV [JP Study Data Category |
JP CV [JP Terminology(Tabulation)
JP CV [JP Terminology(Analysis)
JP CV [JP Analysis Type]
JP-eCTD4- | % keyword.code Z3E\Z%f LT, codeSystem JEVEN BT 2 Z &, O O O
136
JP-eCTD4- | keyword.code@codeSystem JEVEDAEIX, CV O 2— KU A R Zi#539% OID ¢ | OID ZfRET DT, Ui eCTD IZEHEN | O O O
137 L < 1A Application TiE# 4172 Keyword Definition Z 5T 5l TH D 2 | 2A&GEHFHED 9 b kb RVHFEDOHFEH
&, R CHZ R/ N—Y 2 @ OID ZRET
5Tk,
JP-eCTD4- | Context of Use =— R737x3 CTD fLH L% LT, ICH CV @ [ICH Contex O O O
138 t of Use] XIXJP CV @ [JP Context of Use] (2K > THMHEE IN TS Ke
yword M HENTWAH Z &, (AL, HEEE T —F 7 7 A VES T 5 Co
ntext of Use DA 1%, ICH Document Type Keyword [Zf15 L72< TH Xy,
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4.9 Keyword
eCTD Fé&j|
D Fx v/ HHA e
a) b) c)
JP-eCTD4- | CTD E7 7 A Va2 ¥ % Contetxt of Use @ Context of Use =T — R/ O — O
139 3 CTD A LiZx L, ICH CV ® [ICH Context of Use] XIXJP CV D []
P Context of Use] (&> THRHEMRFRD LTV Keyword 2335 S 41T
WRWZ Ly
JP-eCTD4- | HEEE 17— 4 7 7 A V%S HT 5 Contetxt of Use @ Context of Use =— K O O -
140 2379 CTD A LIZx LT, BLFW AU Hi%4 L7eW Keyword 235 &
nTninz &,
ICH CV @ TICH Context of Use] XI&JP CV @ [JP Context of Use]
2K o> TGRS 51TV D Keyword
JP Study Data Category Keyword
JP Terminology(Tabulation) Keyword
JP Terminology(Analysis) Keyword
JP Analysis Type Keyword
JP-eCTD4- | 1 2® Context of Use (Zx LT, [A UFEFHD Keyword 23EEfT 5 4L Tuie O O O
141 WZ &,
JP-eCTD4- | ICH Study Group Order Keyword »3f}45- X4 TV % Context of Use {ZXf L O O O
142 T, study id study title Keyword 235 & CW\5 Z &,
JP-eCTD4- | HFEE 7T —4 7 7 A VA2 Z /3 % Context of Use |2, JP Study Data Categ O O —
143 ory Keyword & TN JP Analysis Type Keyword 23 5- S Tn5 Z &,
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4.9 Keyword
eCTD #ijjl]
D Fx v/ HHA e
a) b) c)
JP-eCTD4- | HEEE 7T —4% 7 7 A V& B L T /2 Context of Use (2, LLF® Keywo O — O
144 d MG S TWRNT &,
JP Study Data Category Keyword
JP Terminology(Tabulation) Keyword
JP Terminology(Analysis) Keyword
JP Analysis Type Keyword
JP-eCTD4- | eCTD ffijl| b)iZ & - THEHE Z41 5 Context of Use (2, JP Study Data Category — O -
145 Keyword 23 H- S TW\W5 Z &,
JP-eCTD4- | eCTD FEjl ¢)iZ & - TRk 415 Context of Use (2, JP Study Data Category — — O
146 Keyword 23 H5- STV a2 &
JP-eCTD4- | JP Analysis Type Keyword @ 9 5, TEEFRIEBLFEIL Clde\\T —# | Zond | lRIEHBEROREE 7 — X 2+ | O O —
147 Keyword (jp_non_cp) LIS Keyword 734 5- STV 5554, 2% Context o | DFRIX, MiZHGEE T —Z I LT, 7
f Use 7329 % Document O text.description@value JEVEENTRIES LT D | 7 A VINEOFH] % Document @ text.desc
ek, ription@value JEMAE & U THEAES 2 2L
N D,
JP-eCTD4- | SDTM T —4 v hD7 7 AL (3%) %2+ 5 Context of Use (2, JP Ter O O -
148 minology(Tabulation) Keyword 23} 5 XL TW\5% Z &,
3 "tabulation/sdtm" X /% "tabulation/sdtm_j"fit FOLETDH 7 7 A /b
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151

ERHET 2 HEEE ST S Context of Use 23, LA D~2)D5M %7 L

TS Z L,

1) study id_study title Keyword @ code@code }% X code@codeSystem JEMAE
NE—ThHsHZ &,

2) WEEE T — X 22T % Context of Use &, ®ET HMEELBHT
% Context of Use D9 HA7e< &b 1 Dl LTOFERBAESLH O T
F—TbobodIZ &,

Context of Use D code@code [ () code@codeSystem &1
LLF CoU Keyword @ code@code % (F code@codeSystem JEMAE
» ICH Study Group Order

> indication

der Keyword @ code@codeSystem J&ED 7~
3 OID OREIZEHEENL A=V a3 V&K
X, —H L TV B MEER,

eCTD F& 1] b) D H& HHRF A TIIkHis 3 2 W
EA2 245 Context of Use ITHEHIH
PPN D it D eCTD FERI o) DHE HIRFIC
BT 1) 2)OE&MNHZ S TuhiuE X
VY,

4.9 Keyword
ID Fx v/ HHA fii % eCTD
a) b) c)

JP-eCTD4- | ADaM 7 — &t v D7 7 A )L (3%) ZZM7T 2% Context of Use |2, JP Ter O O —
149 minology(Analysis) Keyword 35S Tn5 Z &,

*"analysis/adam" X {¥"analysis/adam_j"Bl FDOETD 7 7 A /L
JP-eCTD4- | HFEE 7T —4% 7 7 A W %aE BT % Context of Use |Zf1 5 &% study id st | 7272 L, 5T DO KILF/NLT458 —HSH 5 O O —
150 udy title Keyword @ study id 8531, BEHFEETT —F 7 7 A ADBEMNE | LEITR0,

NTWEREBID 74 VA DEHRER—THDHI L,
JP-eCTD4- | HFEE 7T —4 7 7 A Va2 B3 % Context of Use &, Mi%HihE®s 7 —# | Context of Use & T" ICH Study Group Or | O O O
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4.10 Sequence Number

4.10 Sequence Number
eCTD Fjl]
ID Fx v/ HHA fii %

a) b) c)
JP-eCTD4- | L FERMAHIT L Z L O O O
152 submissionUnit.componentOf1

submissionUnit.componentOfl.sequenceNumber
JP-eCTD4- | | DDA v — K+ A vb—HIZHBLIT % sequenceNumber 35151 D Th | 1 DDA m— R« Avw—Uic, | O O O
153 HZ &, D sequenceNumber EFHENPHBL L CTixia o
AN

JP-eCTD4- | sequenceNumber@value JEVEDNHBIT 25 2 L, O O O
154
JP-eCTD4- | sequenceNumber@value JEVEEIX, FABTFHTHLZ &, O O O
155
JP-eCTDA4- | sequenceNumber@value JEVEDMEIL, 1 22 HHEE 5 999999 LLT DIEDFEELT O O O
156 HHT L,
JP-eCTD4- | sequenceNumber@value JEVEEILX, 1 D0 Application |23 T, %43% Submiss O O O
157 ion Unit Z #5325 —&E D Sequence Number TH 2D Z &,
JP-eCTD4- | sequenceNumber@yalue JEVEEIL, 55 MR8 7 4 L X4 O R & & —8 O O O
158 T56Z &,
JP-eCTD4- | FIRIEHIZIUVNT, eCTD FlBl ) sequenceNumber@value JEMEEIX 1] T O - -
159 bHTZ L,
JP-eCTD4- | FIRIEHIZIVNT, eCTD FERl b)D sequenceNumber@value JEMAEIX (1] T — O -
160 bHT L,
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4.11 Submission

eCTD Fé&j31]
D Fx v/ HHA e

a) b) c)
JP-eCTD4- | FIMARHIZIV T, eCTD R ¢)D sequenceNumber@value JEVEAEIL (2] T — — O
161 bHHT L,
JP-eCTD4- | iTIf, sequenceNumber@yalue JEMHEAEIT, ETHREE HFF 5 CHE Application |2 O — —
162 BN THMALE A D Sequence Number D 9 6, e KOEIZ 1| & L7-EHETH

HT &,
Submission
eCTD F&J3!)
ID F = v 7IHA (i

a) b) c)
JP-eCTD4- | LLFERNHILT D 2 L, O O O
163 submissionUnit.componentOf1

submissionUnit.componentOf1.submission

JP-eCTD4- | 1 DDA v— R« A v &—YPITHBLIT D submission 21X 1 DTHLZ | 1 DONAm— K- Ayb—viz, g | O O O
164 & D submission F33 75 HIL L TIE7R 5720,
JP-eCTD4- | submission.id B33 BT 5 Z &, O O O
165
JP-¢CTD4- | submission.id.item ZFH 3 BT 25 2 &, O O O
166
JP-eCTD4- | submission.id Z35\Zxt L C, item BERPEEEIHEL L7202 &y O O O
167
JP-eCTD4- | submission.id.item@root JEEN T 5 2 &, O O O
168
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4.11 Submission

eCTD #ijjl]
ID Fx v/ HHA fii %

a) b) c)
JP-eCTD4- | submission.id.item@root J&MEDAEIL, ISO/IEC 11578:1996 K TN ITU-T Rec X.6 O O O
169 67 | ISO/IEC 9834-8:2005 (OEF|C il L 7= UUID T % = &,
JP-eCTD4- | submission.id.item@root J&MEAEIZH5E L7- UUID (X, A Submission & — & O O O
170 Wl TEH T L,
JP-eCTD4- | submission.id.item@root JEMEEILX, 74 7 A 7 L Z@ L CRICIETH D Z O — O
171 Bl
JP-eCTD4- | submission.id.item@extension JETENN BT 5 Z &, O O O
172
JP-eCTD4- | submission.id.item@extension J&MAEIL, AT THL Z &, O O O
173
JP-eCTD4- | submission.id.item@extension JEVEDEIL, Y% 5D eCTD I HFE S TH D O O O
174 ZE
JP-eCTD4- | submission.id.item@extension JEMEAEIL, 7 A 7% A 7 V%@ L ClH CIETH O - O
175 5Tk,
JP-eCTD4- | submission.code E3Z5 BT 5 Z &, O O O
176
JP-eCTD4- | submission.code@code EYED BT 5 Z & O O O
177
JP-eCTD4- | submission.code@code JEM:DIEIL, submission.code@codeSystem JEVEED OID | [jp other] ==— FiZ, FHIE LTHEMHL O @) O
178 237RFJP CV @ [JP Submission] Z— KU X MpbHDa—NETHLZ &, | 722 &, [jp other) 2— R&EFEMHT 5

Bld. FANCEELRICHRT L2 &,
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4.12 Review
eCTD Fé&j31]
D Fx v/ HHA e

a) b) c)
JP-eCTD4- | submission.code@code JEVEIX, 74 7 A 7V BLTRIUETHL Z &, O — O
179
JP-eCTD4- | submission.code@code JEMEABEIZHEE L7z 22— R, 2434 eCTD DIEARFEH, O O O
180 ZEREHOMNE —BHLTNDHZ &,
JP-eCTD4- | submission.code@codeSystem JETEN I 5 Z &, O O O
181
JP-eCTD4- | submission.code@codeSystem J&IEDfEIL, JP CV @ [JP Submission] =— F | ¥i% eCTD IZEH FNLABHFED I B ik | O O O
182 A R&ilhl$ % 0D ThdZ L, b REWHEEO B H R THEZ RN =

3D O0ID ZfiET 5 Z &,
JP-eCTD4- | submission.code@codeSystem JEVEMEILX, 74 7% A 7V EBL TR UETH | 7272 L. code@codeSystem JEMED 777 OID | O — O
183 Ik, DREBIZEEN D NA—V a v &F T —&
LTV D BT,
Review
eCTD Fé&j|
D F = v 7IHHA e

a) b) c)
JP-eCTD4- | FIRARHIZIW T, eCTD FRl a) L N c)DE, LN ERNHELT L Z &, O — O
184 submission.subject2

submission.subject2.review
JP-eCTD4- | eCTD FERI b)IZH VT, U FEHENHBL L2V 2 &, - O -
185 submission.subject2
submission.subject2.review
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4.12 Review
eCTD Fjl]
D F = v 7IHH e

a) b) c)
JP-eCTD4- | 4 review BFH|Txt LT, id BEHEBHBLT D &, O - @)
186
JP-eCTD4- | 4 review.id 232 2% LT, root BN BT 5 Z &, O - O
187
JP-eCTD4- | review.id@root JEMEDA X, ISO/IEC 11578:1996 K& TN ITU-T Rec X.667 | ISO O — O
188 /IEC 9834-8:2005 DEFRIHEHL L 72 UUID TH D Z &,
JP-eCTD4- | review.id@root JEVEMEIZHEE L 7= UUID X, A Review & —EIZikhl & 5 = O — O
189 &
JP-eCTD4- | % review Z3IZ%F L C, statusCode BEFNHBLT 5 &, O — O
190
JP-eCTD4- | 4 review.statusCode 38 \Z%F L C, code JEMEDRHELT 5T &, O - O
191
JP-eCTD4- | review.statusCode@code JEIVEDMEIL, Tactive] F721X Tsuspended] DV O — O
192 NrTHDLHZ &,
JP-eCTD4- | FINERHFF 2 E DT A 7% A 7 V%@ L THIO THBLT 5 Review @ statusC O - O
193 ode@code JEMEAEIL, Tactive] THDHZ &,
JP-eCTD4- | A& Application |23 DLLRTD 7 A 7 A 7 )L THIBR S 4172 Review & [A U id | HIBR Si17= Review Z# FEAZNIZLI=WE | O — —
194 @root JEVENE % FFD review BEHRENFIE LN &, BlE. FHiO Review & L THHEHT 5 Z

L,
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4.12 Review
eCTD Fé&j|
ID Fx v/ HHA fii %
a) b) c)

JP-eCTD4- | UUID THFE S5 1 DD Review (Zxf LT, [A—0¢ Submission Unit N ClA] | L~ & 5 72 Submission Unit [(ZEIF 4L | O - —
195 RFICHEEOBAE CErigE LT (HIER) 72 &) 2MTbhTninl s, | 5,

5% Submission Unit (235 CTHIIHIE

i L 72 Review (2 L T, [A] Submissi

on Unit NTH T (HIBR) Z17- T

W5 CHTHLTEH L 72 Review & [dl—®

id@root BVHEL ¥ 5 | statusCode@c

ode JEVEMEZY Tsuspended] T 5 Rev

iew 73, [A] Submission Unit PNIZ1FAE

LTW5)

FEE D Review (ZxF L C, [A] Submissi

on Unit NTHURT (HIBR) % #%kE

1T T 5 (id@root JEMEME DS EME T,

statusCode@code J&MEAF7S [suspende

dl T&®% Review 73, [Al Submission

Unit MICHEEAFEL TV D)
JP-eCTD4- | 1 ©® Application (23 T, statusCode@code JEVEAE Tactive] T®H 2 Revie O — O
196 w1 DU EFELTWHWD I &,
JP-eCTD4- | thFTHf, AGRHFEVNI T T oM TE LT, WEICEEDRR review ZH )2 O — —
197 fleInTninz &,
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4.13 Review - Manufactured Product
eCTD Fjl]
ID F=vZ7IHAE fii %
a) b) c)

JP-eCTD4- | % review BFRIIxF L. statusCode@code JETEAED Tactive] DIGHE. LATHE O - O
198 RPHBADZ &

subject1

subjectl.manufacturedProduct
JP-eCTD4- | % review BEFRIIxF L. statusCode@code JEMEAED Tactive] DIFHE. LLTHE O - O
199 RPEBEIHB L2 &

subject1

subjectl.manufacturedProduct
JP-eCTD4- | 4 review B3E|Z%t LT, statusCode@code JEVEMEDY suspended] DIFE. LT O - —
200 HRP/HHA LN &,

subject1

subjectl.manufacturedProduct
JP-eCTD4- | % manufacturedProduct %33\Z%F U C, manufacturedProduct %3575 1 B9 % O - O
201 N
JP-eCTD4- | % manufacturedProduct. manufacturedProduct 235125t L C, name Z35 73 HBL O - O
202 THZ L,
JP-eCTD4- | % manufacturedProduct.name E33\Z%F U C, part EHFENHBLT 52 &, O - O
203
JP-eCTD4- | % manufacturedProduct.name %33 \Z%F U C, part BEFRNEEEIHELL 722 O - O
204 L,
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4.13 Review - Manufactured Product

eCTD #ijjl]
D Fx v/ HHA e
a) b) c)
JP-eCTD4- | % manufacturedProduct.name.part B35 \Z%F LT, value BEN BT 5 Z &, O - O
205
JP-eCTD4- | manufacturedProduct.name.part@value JEVEEIL, TF A M %) THHZ | AT 3P F (&) 1T XML oZHIZC | O — O
206 B FOrH, JFAIE LTHERALRZNWZ &, R
LB L0 ek fisk e LTx
T HA ML LTHATE 2 CFREITUTO®Y, A =735 (&amp;) 2ROV IZHH L
A RN THELIZR,
L E
YATE (80,4120 #@) KOV A~— 2
JISX0208 #iPHO LT (BET (JIS 5 —/KHE, JIS 55 —UKHE) | &R
IINCF BAECT. RAOLNRR, RAK X BRI, BAA
N 5F)
BRI (O~@, 1 ~X?D 30 3LFDH)
JP-eCTD4- | manufacturedProduct.name.part@value JEMAEIE, 240 XL FLLTFTHDH Z &, O — O
207
JP-eCTD4- | manufacturedProduct.name.part@value J&'EOEIL, HEEEFLIOIRTES & — O — O
208 BLTWHZ &,
JP-eCTD4- | % manufacturedProduct.manufacturedProduct %3325t U T, ingredient B3 )3 O - O
209 HHT 52 L,
JP-eCTD4- | % ingredient Z351Zxf L C, classCode BN HBLT 5 Z & O - O
210
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4.14 Review - Ingredient Substance

eCTD #ijjl]
ID F=vZ7IHAE fii %
a) b) c)
JP-eCTD4- | ingredient@classCode JEVEDfEIX, [INGR) THDHZ &, O — O
211
4.14 Review - Ingredient Substance
eCTD T}l
ID F=v7HA fii %
a) b) c)
JP-eCTD4- | % ingredient E35\Z5xf L C. ingredientSubstance ZEN BT 52 &, O - O
212
JP-eCTD4- | % ingredientSubstance Z35\Z%F L C, name EHRNHBLT 52 &, O - O
213
JP-eCTD4- | % ingredientSubstance.name Z35125%F L C, part BHRNHBT 5 Z &, O - O
214
JP-eCTD4- | % ingredientSubstance.name E35125xf L C, part B3RP EEEIHELL 7202 O - O
215 L,
JP-eCTD4- | % ingredientSubstance.name.part %33\Z%F U C, value EIEN BT 5 Z &, O - O
216
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4.14 Review - Ingredient Substance

eCTD Fé&j|
ID Fx v/ HHA fii %
a) b) c)
JP-eCTD4- | ingredientSubstance.name.part@value JEVEEIL, 7F A M (%) THLHZ &, | AT P F (&) X XML OZHISC | O — O
217 FolzH FAIE LTHEA LN &, %
KT FAPMYL LT TE L FRITILLTO#EY, L GTEH LI WEEIT fs e LT
A RN A =7 (&amp;) 2ROV ITEEA L
L E THELIZRRY,
PG (80,4412 #@) KO- RAR—R
JISX0208 #iPHOICT (BET (JIS 5 —/KHE, JIS 55 —UKHE) | &R
IINCF BAECT. RAOLNRR, BRAK XS BT, BAA
N 5F)
BRI 0T (O~@, 1 ~X?D 30 3LFDH)
JP-eCTD4- | ingredientSubstance.name.part@value JEVEEIL, 240 SLFLLFTHDH Z &, O — O
218
JP-eCTD4- | ingredientSubstance.name.part@value JEMEDEIX, JFHI & LT, HFEELIO O - O
219 —frAE—BLTWDHZ &,
JP-eCTD4- | %4 ingredientSubstance.name.part B35 2% L C. code BN BT 5 Z &, O — O
220
JP-eCTD4- | ingredientSubstance.name.part@code EVEDEIL. part@codeSystem EMEAED O | Tjp other] =— FiZ, FHAIE LTHEAL O - O
221 ID 23759 JP CV @ [JP Substance Name Type] 2= — KU X hxb 02— RfE | 722 &, Tjp other] = — F&EEHAT 255
ThodZ L, Bl FANCHFEEL RICHRKRT 52 &,
JP-eCTD4- | 4 ingredientSubstance.name.part B35 25%F L C., codeSystem JEMEHBLT 5 = O — O
222 L,
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4.15 Review - Applicant

eCTD #ijjl]
ID Fx v/ HHA e
a) b) c)
JP-eCTD4- | ingredientSubstance.name.part@codeSystem JEVEDMEIL, JP CV @ [JP Substa | M4i% eCTD IZE ENLABHFED I B &k | O — O
223 nce Name Type| =— KU R h %54 % OID ThH5HZ L, HERVHGEOHRFE KRR TR R A=
32D O0ID ZfiET 5 Z &,
4.15 Review - Applicant
eCTD T}l
ID F v 7 HHA (i
a) b) c)
JP-eCTD4- | 4 review B3R|Z%F L. statusCode@code J&MAEDY Tactive] DA, LT E O - O
224 ENHBLT D L
holder
holder.applicant
JP-eCTD4- | % review Z3Z1Zx L C, statusCode@code JETEAEDS Tactive] DY5f, LATE O - O
225 FENEREHB L2 L,
holder
holder.applicant
JP-eCTD4- | 4 review E3EZ%f L C. statusCode@code JEVEE)S Tsuspended| D5, LITF O — —
226 BHRPHIL L2 L,
holder
holder.applicant
JP-eCTD4- | % applicant %53\2%F L C. sponsorOrganization B2 HBLT 5 Z & O - O
227
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eCTD Fé&j|
ID Fx v/ HHA fii %
a) b) c)
JP-eCTD4- | 4 applicant.sponsorOrganization %55 2%f L C, name BFRNHBTHZ &, O — O
228
JP-eCTD4- | % applicant.sponsorOrganization.name %32\Zx%F LT, part ERBHELT 5 Z O — O
229 L,
JP-eCTD4- | % applicant.sponsorOrganization.name %55\2x L C, part B35 03 5R] HHBL O — O
230 LWz &,
JP-eCTD4- | % applicant.sponsorOrganization.name.part %58 \25%F L C. value J& D HELS O - O
231 5Tk,
JP-eCTD4- | applicant.sponsorOrganization.name.part@value JEMHAEIL, 7% A Rl (3%) T | AT 3 K (&) 1 XML O[5t | O - O
232 bHT L, FolzH FAIE LTHERA LN &, %
LEETHEH L2WGEIT sk e LTz
KT FA ML LTHEATE L CFRITILLTO#EY A =73 (&amp;) 2ROV I L
L VNI ES THELIZRY,
L C
Y s (30,4120 @) K OVefg AR— R
JISX0208 #iPHOILT (BET (JIS 5 —/KHE, JIS 5 —UK#E) | &AL
INCF BT, BRAOLNRR, B STI BT, BAA
N 5F)
AR (O~@, T ~X0D 30 LFDH)
JP-eCTD4- | applicant.sponsorOrganization.name.part@value JEMAEIT, 240 SLFLL T TH D O — O
233 NP
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4.16 Review - Product Category
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eCTD Fjl]
ID Fx v/ HHA fii %
a) b) c)
JP-eCTD4- | applicant.sponsorOrganization.name.part@value J&'EDOE L, FEEETLHEH O S O - O
234 FHE-HLTND L,
4.16 Review - Product Category
eCTD T}l
ID F v 7 HHA (i
a) b) c)

JP-eCTD4- | 4 review B3R|Z%F L. statusCode@code J&MAEDY Tactive] DA, LT E O - O
235 ENHBLT D L

subject2

subject2.productCategory
JP-eCTD4- | 4 review BEFZ 2%t LT, statusCode@code JEVEMEDS [suspended] DIGE, LLIF O - —
236 HRPHAL RN &,

subject?

subject2.productCategory
JP-eCTD4- | 4 productCategory FLFEIZ%F LT, code RN BT 5 Z &, O — O
237
JP-eCTD4- | % productCategory.code Z35\Z%f LT, code BN HELT HZ &, O - O
238
JP-eCTD4- | productCategory.code@code JEVEDIEIL. productCategory.code@codeSystem J& | [jp other] ==— FiZ, FHIE LTHEML O - O
239 PEAE D OID 73779 JP CV @ [JP Product Category] =Z— KU A b D a— | 72202 &, Tip other] =— R&MHT 54

NMETHDZ &, Al FANCFEA Y RITHRET 2 2 L,
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4.17 Application

eCTD F&jI]
ID F = v 7IHH e
a) b) c)
JP-eCTD4- | productCategory.code@code JEVEMEN 7R HGEX /01X, HEEERLHEH O FFE X5 O - O
240 E—HLTWDHZ L,
JP-eCTD4- | % productCategory.code %55 1Z%f L C. codeSystem JEMENN BT 52 &, O - O
241
JP-eCTD4- | productCategory.code@codeSystem J&:DfEIL, JP CV @ [JP Product Categor | 7% eCTD I[Z& ENHAGRHFED I B & | O - O
242 yl 2—RUZX M&ihl4 2 0ID THDHZ &, b RVHFEOHGEH R THR R N—
2D O0ID ZfEET D L,
4.17 Application
eCTD Fjl]
D F=v 7 IHH e
a) b) c)
JP-eCTD4- | LLUFERMHBLT 5 2 & O O O
243 : submission.componentOf

submission.componentOf.application

JP-eCTD4- | 1| DDA B — R « A »¥—UHIIHEBLT % application 313 1 DTHDHZ |1 ODOXAfa— R Ayb—Ufiz, # | O O O

244 L, O application Z3E 75 HEL L TIE72 B 720y,

JP-eCTD4- | application.id B33 BT 5 Z & O O O
245

JP-eCTD4- | application.id.item BEENWHBLT 5 2 L, O O O
246

JP-eCTD4- | application.id Z3E\Zxt L C, item BERPEEEIHEL L7202 &y O O O
247
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4.17 Application

eCTD #ijjl]
ID Fx v/ HHA fii %

a) b) c)
JP-eCTD4- | application.id.item@root JEMEN T 5 2 &, O O O
248
JP-eCTD4- | application.id.item@root J&VEDfEIL, ISO/IEC 11578:1996 J X ITU-T Rec X.6 O O O
249 67 | ISO/IEC 9834-8:2005 (O EF|C L L 7= UUID T % = &,
JP-eCTD4- | application.id.item@root JEMEAEIZFEE L7- UUID I, A Application % —E | O O O
250 AlTE L L,
JP-eCTD4- | application.id.item@root JEVEEIZ, 7 A4 7 A 7 VA2 B L CRICMETH D Z O — O
251 Bl
JP-eCTD4- | application.id.item@extension JEVEEIL, 1000 XFLLTFTHDH Z &, O O O
252
JP-eCTD4- | application.code BE BT 5 Z &, O O O
253
JP-eCTD4- | application.code@code JEMED BT 5 Z &, O O O
254
JP-eCTD4- | application.code@code JEVEDEIL, application.code@codeSystem JEPEMED OID | [jp other] ==— FiZ, FHIE LTHEMHL O O O
255 2RI JP CV @ [JP Application] =— RU X b0 a— RETHDHZ L, | e &, [jp other)] 2— N&EHT 55

BlE. FANCEEYRICHRT 2 2 &,

JP-eCTD4- | application.code@code JEMAEIX, 74 7V A 7N Z@ L TRIUETHD Z &, O - O
256
JP-eCTD4- | application.code@codeSystem JETENS BT H Z &, O O O
257
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4.18 Application Reference

eCTD #ijjl]
ID Fx v/ HHA fii %
a) b) c)

JP-eCTD4- | application.code@codeSystem JEYEDEIX, JP CV @ [JP Application] =— F | ¥5% eCTD IZE ENLABHFED I B &k | O O O
258 A M&inl$ % 0D ThdZ L, bR VHEEO B H R RTH R N —

22D O0ID ZfiET 5 &,
JP-eCTD4- | application.code@codeSystem JEVEMEIZ, A 7 A 7NV EBELCRIUMETSH | 7272 L. code@codeSystem JEI)3 777 OID | O — O
259 5T &, DREIZEEND A=V a U EF T —&

[PHQAYPY JEeAAR

Application Reference
eCTD T}l
ID F = v 7IHA (i
a) b) c)

JP-eCTD4- | 4 application.reference TS5 \Z%F L C, applicationReference B-3273MELT %5 Z | applicationReference BEHRZHAL L7 | O O O
260 E, AL, application.reference %35 % Hff L T

T2 5720,
JP-eCTD4- | 4 applicationReference 2133 \Z5x L C. id EHENHBLT 52 &, O O O
261
JP-eCTD4- | 4 applicationReference.id %3312 L C, root BIENHBLT 5 Z &, O O O
262
JP-eCTD4- | applicationReference.id@root JEVEME L, FAFHTRITHDL Z L, O O O
263
JP-eCTD4- | applicationReference.id@root J&EAE 3~ 7 eCTD 324 &5 2 Fe D HIGEN, & O O O
264 YROT — 5 _X—= R HHET D 2 &,
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4.18 Application Reference

eCTD Fé&j|
ID Fx v/ HHA fii %
a) b) c)
JP-eCTD4- | applicationReference.id@root J&EAE 3~ 7 eCTD S &5 Z RO HIEEN, LT O O O
265 FonTnnz &,
JP-eCTD4- | applicationReference.id@root JEIEAEH 773 eCTD Z2A1& 5 & . 434 Submissio O O O
266 n Unit TIRESI D eCTD ZfHEFEFNRRRD Z L,
JP-eCTD4- | [l Submission Unit N4 applicationReference 35D id@root J& AL DAE A O O O
267 BlpoTnDHZ &,
JP-eCTD4- | B DR & L T — A KGR H SR ICiR T 2 BAGEH G 2 R LTV ap O O O
268 plicationReference %35 (3%) O id@root JEVEEIL, HKFRBWE DHEED eCTD
MHESTHLZ L,
*¢reasonCode.item@code JEVEEIZ TCTD 25 1 #6 13 1 BEIAGRIEISNITKR D
BE IS LEELFTDHFEO eCTD & =] 27T a— 1 (jp_
pca) MIEE STV D applicationReference 555
JP-eCTD4- | % applicationReference 235125t L C, reasonCode 23575 MBI T 5 Z &, O O O
269
JP-eCTD4- | 4 applicationReference.reasonCode Z-35125xF L C, item BHENPHBLTHZ &, O O O
270
JP-eCTD4- | % applicationReference.reasonCode.item Z35125%F LT, code JEMENSHELT 5 O O O
271 NP
JP-eCTD4- | reasonCode.item@code JE:DEIX. reasonCode.item@codeSystem JEMAED OI | [jp other] ==— KFix, JFHAIE LTHEAL O O O
272 D 23759 JP CV @ [JP Application Reference Reason] =— KU X ka0 | 720 2 &, Tjp other] =— R&EMFEHT 545
—FMETHD Z &, BlE. FANCTEEYRICHRT 2 2 &,
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4.19 Document
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eCTD Fé&j|
ID Fx v/ HHA fii %
a) b) c)

JP-eCTD4- | % applicationReference.reasonCode.item %:32\Z%t L C. codeSystem JEME7)S T O O O
273 THI &,
JP-eCTD4- | reasonCode.item@codeSystem J&'EDfEI%, JP CV @ [JP Application Referenc | 247% eCTD I E N ABHFED I B &k | O O O
274 e Reason] ==— FU X L ZGHI3 2% OID THDHZ &, b RVHEEO HGEE H R RTH R e —

3D O0ID ZfiET 5 &,
JP-eCTD4- | 1 O applicationReference Z32 233\ T, B F D% reasonCode.item 35D ¢ | 7272 L. codeSystem JEIEH 777 OID DX | O O O
275 ode JEVEXL O codeSystem JBIED ARG DE NI > TNDH T &, RBIZEENDI A=V a v FE SN —FHL T

W TH, ZOMOERMA—F L T\

IX. code JEEI O codeSystem &1 DFH 7

HOEIER—E A Esns,

Document
eCTD T}l
ID F = v 7IHHA fii %
a) b) c)

JP-eCTD4- | % application.component E55Z%f U C, document BN BT 5HZ &, document F3EZHEML L2 WIGEIE, appli| O O O
276 cation.component %35 % f2fit L Tl 672

Y,
JP-eCTD4- | 4 document BE3I\ZX LT, id BEENHETHZ &, O O O
277
JP-eCTD4- | % document.id B3E1Z%} L C, root JEMENHBLT 52 &, O O O
278
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4.19 Document
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eCTD Fé&j|
D Fx v/ HHA e
a) b) c)
JP-eCTD4- | document.id@root J& £ DfEIL, ISO/IEC 11578:1996 & TN ITU-T Rec X.667 | 1 O O O
279 SO/IEC 9834-8:2005 D EFHRIZHEHL L 7= UUID TH D Z &,
JP-eCTD4- | document.id@root J&AEIZFEE L 7= UUID IE, A Document % — & Zak5I] T & O O O
280 5HZ &,
JP-eCTD4- | 4 document TF\Zx%F LT, tile HRNMBLT 5 Z &, O O O
281
JP-eCTD4- | % document.title 23325t L C. value JEVENR BT 2 Z &, O O O
282
JP-eCTD4- | document.title@yalue JEMEEIZ, 7F A2 M (%) THHZ &, ey 7 R (&) X XML OZRIsz | O O O
283 FolzH FAIE LTHERA LN &, %
KT FAPMYL LTHEATE L CFRITILLTO#EY LEF TR LzWEai fiste LTx
e NS A =7 (&amp;) 2ROV ITHEA L
A THELIZRY,
P s (3044120 @) K OVefg AR— R
JISX0208 #iPHOILT (BET (IS 5 —/KHE, JIS 5 —UKk#E) | &AHEKR
INCF BARUT. BAOLNRR, B Z TS BT, BAA
N )
AR (O~@., I ~XD 30 LFDH)
JP-eCTD4- | document.title@value JEVEMEIX, 1000 LFLUAFTHDH Z &, O O O
284
JP-eCTD4- | BE#ZEH D Document O title@value J& A% FHT3 235615, EH XD Docu O — -
285 ment @ title 322 %F L C, updateMode JEVENN BT 25 2 &,
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4.19 Document

eCTD Fé&j|
ID Fx v/ HHA e
a) b) c)
JP-eCTD4- | document.title@updateMode ETEDEIZ., [R] THHZ &, O - —
286
JP-eCTD4- | title@value JEVEML D FHT 73 72\ Document (Zx%F L T, title@updateMode JEED | LLF WU NZ7%2S 9% Document (ZX%f L | O O O
287 HELL7Z2WZ & . title@updateMode JEMEDNHELL T 5
%6, % @ Submission Unit [ZH T X5,
MR ZEZD T A 7 A 7 V%
LTI THIBLT % Document T 5
title@value J&MEAE S BHT S LTV
|7
JP-eCTD4- | %72 7% Application THEfit X417~ Document (2%} L C. tile@updateMode J&': O — —
288 HDHBL LN &,
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4.19 Document

eCTD T}l

ID Fxv /A S
a) b) c)

JP-eCTD4- | UUID THFEZ415 1 -2 Document (ZXF LT, [A]—® Submission Unit N | LA R X 9 72 Submission Unit IZHI T+ | O — —
289 FIRFICHE O BafE Coriifett & 7R L) 2MThbhThaRnZ &, %o

5% Submission Unit (235 CTHIIHIE
Hi L7z Document (Zxf L C. [A] Submi
ssion Unit NC Document % A /LD
B2 T> T D (TlFEH L7z Do
cument & [d—® id@root JEVEME % £F
5| title@updateMode J&AED R E S
AU TV % Document 73, [ Submission
Unit AIZAFAEL TV D)
K7€ @ Document (Zxf LT, [A Submi
ssion Unit N C Document % 1 k/L®
TR AT > TV D (id@root &
MAE DS [FE T, title@updateMode &1
B E &AL TV 5 Document 73, [F]
Submission Unit PIZHEAFAE L TV
%)

JP-eCTD4- | % document B3 \Z%F L C, title@updateMode JEENTFAET DG ERE . te O O O
290 xt WHEPHET L5 L,

JP-eCTD4- | title@updateMode J&EDMFAET 5 document BT LT, text BHEIHBLL O — —
291 A VAR
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4.19 Document

eCTD #ijjl]
ID Fx v/ HHA fii %

a) b) c)
JP-eCTD4- | % document.text Z35 2%} L C. integrityCheckAlgorithm EVENRS BT 252 &, O O O
292
JP-eCTD4- | document.text@integrityCheckAlgorithm EMEDEIL, [SHA256] THDH I &, O O O
293
JP-eCTD4- | SAS XPORT JE= (xpt) D7 7 A V&2 BT % document FLFETxF LT, tex O O —
294 t@charset JEVENHBLT 52 &,
JP-eCTD4- | document.text@charset JEVEDEIL. JP CV @ [JP Japanese Character Code] lip_other] ==— R, JFAIE LCTEAL O O —
295 I—RUYUR L0 a—RETHDLZ &, 22 b, jp_other) = — &AM 25

BlE. FANCEEYRICHRT D2 &,
JP-eCTD4- | % document.text Z35(Zxf L C, reference ZHRNHBLT 5 Z &, O O O
296
JP-eCTD4- | % document.text.reference 35 12xF L C, value JBYENHEBLT 52 &, O O O
297
JP-eCTD4- | document.text.reference@value JEVEDAEIX, A Application (235N THEERYIZAF O O O
298 BT D7 7 A NVOMMSATHD Z &,
JP-eCTD4- | document.text.reference@value JEVEIZ, eCTD 1% 57 + V& L0 EORE)E O O O
299 (VL b7 NEND BB L ERSTZREE) DD 7 7 A VR &R
ELBRNT &,
JP-eCTD4- | eCTD FER! b)IZISVN T, document.text.reference@yalue JEVEMEDN 7RI HFETD3, — O -
300 HEEHE 7 — & 2T G ("mS/datasets" 7 4+ VX B F D7 7 A /L8
A) ThDHI L,
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4.19 Document

eCTD Fé&j|
ID Fx v/ HHA fii %
a) b) c)
JP-eCTD4- | eCTD &5l c)iZ35\ T, document.text.reference@value J&MAE D3RI I5FT - - O
301 HEEEF7 — 2 2T &G ("mS5/datasets" 7 + VXL T D 7 7 A L X
) ThRWIZ &,
JP-eCTD4- | 7 7 A V& BHMT 2561%, LUTF 23— Application [ZJB L TW5 Z &, [fl— Application TiEHHEN/=7 7 A LiZ | O — O
302 BAHSND 7 7 A4 V242 LT % Submission Unit RO, 77 A VZBHAMTLZENTE
MR END 7 7 A VeSS D document 3% % 5 T Submission Unit | 5, ¥78% Application THEHIN7=7 7
ANEFEAHT L Z L3 5,
JP-eCTD4- | HEHE T —4 7 7 A LDBHFHA S TN &, O O O
303
JP-eCTD4- | % document.text %55 \2%f L C. integrityCheck BENWHELT 5 L, O O O
304
JP-eCTD4- | document.text.integrityCheck DN L LT, %3% Document NET 57 | F= v 7 YAl SHA256 73 AAZ | O O O
305 TANDF =y 7 FARFIESATNDZ L, VR Z &,
JP-eCTD4- | % document.text.thumbnail Z352xt L C, value BYED BT 5 Z & O O O
306
JP-eCTD4- | document.text.thumbnail@value JEEAEIL, 1000 CFLLTFTHDH Z &, O O O
307
JP-eCTD4- | JP Analysis Type Keyword @ 95 5, THRRIEFFEIL CldeW7r —# | 2 ¥ | BRSEHEBEROREEE 7 — 2 2R+ | O O —
308 Keyword (jp_non_cp) LASL® Keyword 235 S 41TV % Context of Use 205 | HF%IE, ¥EHGEE 7 —ZIZxt LT, 7
STV % Document Td D355, document.text B32\2%F L C, descripti | 7 A VN DB % Document O text.desc
on LENHBLT L5 &, ription@value JEVEAE & U TR 25 42
JARY SRS
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4.19 Document

eCTD Fé&j|
D Fx v/ HHA e
a) b) c)
JP-eCTD4- | % document.text.description B-32\Z%F L C, value EIEDN BT 5 Z &, O O O
309
JP-eCTD4- | document.text.description@value JEMEAEIL, 7F% A M (%) THHZ &, g7 N R (&) I E XML ORI | O O O
310 FOlh, FAE LTHEA LN &, R
KT FAPMYL LT TE L FRIILLTO#EY, L GTHEH LI WEEIT fs e LT
A PR A =7 (&amp;) 2ROV ITHEA L
Ny Y THAELIAR,
M (80,412 H@) K UBEA AS— 2
JISX0208 #iPHO LT (BET (IS 5 —/KHE, JIS 55 —UKHE) | &R
IINCF BAECT. RAOLNRR, RAK X, BRI, BAA
N 5F)
BRI 0T (O~@, 1 ~X?D 30 LFDH)
JP-eCTD4- | document.text.description@value JEMEEIL, 100 LFLL T THDHZ &, O O O
311
JP-eCTD4- | [A] Submission Unit @ Context of Use 2> 52 X1 T 72\ #HT1# D Document O O O
312 Bt TV RN &,

Page 56 of 65




4 Ayt—VICETENUT—ar -
4.20 Keyword Definition

eCTDv4.0 ERFz vV EH—E v1.4.0.0

4.20 Keyword Definition
eCTD FiJjl]
ID Fx v/ HHA fii %

a) b) c)
JP-eCTD4- | % application.referencedBy 32 %t L C. keywordDefinition B3N B9 % | keywordDefinition E3EZ 2 L7205 | O O O
313 ek, X, application.referencedBy %35 % 2t L

T b7,
JP-eCTD4- | 45 keywordDefinition 235125t LT, code BFRNHBLT D Z &, O O O
314
JP-eCTD4- | % keywordDefinition.code %332 LT, code EIEN BT 5 Z &, O O O
315
JP-eCTD4- | keywordDefinition.code@code J&: DI, keywordDefinition.code@codeSystem O O O
316 JEMEAE O OID 237r§ ICH CV @ ICH Keyword Definition Type] =— KU &
FPHDa—RETHDLZ &,
JP-eCTD4- | % keywordDefinition.code %3512 xt L C, codeSystem JEVENHBLT 5 Z &, O O O
317
JP-eCTD4- | keywordDefinition.code@codeSystem JEVEDfEIZ, ICH CV @ [ICH Keyword | 47% eCTD (& ENDEBHFE DI L Ik | O O O
318 Definition Type] =— KU X h&i#5]3 % OID ThHH Z &, HRVWHFEORGE HRE R CTHZ R N—Y
D O0ID Zf{ET D Z &,

JP-eCTD4- | 4 keywordDefinition Z33\Zxt L C. statusCode BN HBIT5Z &, O O O
319
JP-eCTD4- | % keywordDefinition.statusCode 255125t L C, code JBYED TS5 Z &, O O O
320
JP-eCTD4- | keywordDefinition.statusCode@code JEMEDEIX, lactive] THDHZ &, O O O
321
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4.20 Keyword Definition

eCTD Fé&j|
ID Fx v/ HHA fii %
a) b) c)
JP-eCTD4- | % keywordDefinition B35 \Z%f L C, value BEENHBLT 52 L, O O O
322
JP-eCTD4- | % keywordDefinition.value %33 \Z%f L C, item ZHRNPHBLT 52 &, O O O
323
JP-eCTD4- | % keywordDefinition.value %3325 L C, item ZFRPEHEIHBL L7202 &, O O O
324
JP-eCTD4- | % keywordDefinition.value.item %33 \Z%f L C, code BYENSHEBLT 52 &, O O O
325
JP-eCTD4- | keywordDefinition.value.item@code JEVEEIL, 7F A Ml %) THHZ L, | FAT PR (&) XML OZHISC | O O O
326 FOLDJFAIE LTHEA LN L, R
KT FAPMYL L THEATE D CF/RITILLTO#EY LEF TR LzWEai fiste LTx
e oA BRI A —7" T (&amp;) DV IZHEHL
A THELIZRY,
P s (3044120 @) K OVefg AR— R
JISX0208 #iPHOILT (BET (IS 5 —/KHE, JIS 5 —UKk#E) | &AHEKR
INCF BARUT. BAOLNRR, B Z TS BT, BAA
N )
AR (O~@., I ~XD 30 LFDH)
JP-eCTD4- | keywordDefinition.value.item@code JEVEEIL, 128 XFLU T THDH Z &, O O O
327
JP-eCTD4- | % keywordDefinition.value.item %:33\Z%F L C. codeSystem JBYEDNHELT 5 2 O O O
328 L,
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4.20 Keyword Definition

eCTD Fé&j|
D Fx v/ HHA e
a) b) c)
JP-eCTD4- | keywordDefinition.value.item@codeSystem JEMALIL, 7F A M (%) THD | AT /3 8 (&) XML OZHIsC | O O O
329 ze, FOH, JFAIE LTHERALRZNWZ &, R
eGP LW a ik fisk e LTx
KT HA ML LTHATE 2 CFREITUTO®Y, A =737 (&amp;) 2RO VI L
A RN THELIZRRY,
A
PATE (30,4120 #@) KOV A — 2
JISX0208 #iPHO LT (BET (JIS 5 —/KHE, JIS 55 —UKHE) | EAHKR
INCF BAECT. RAOLRR, BAN X BRI, BAA
N 5F)
AR (O~@, T ~X0D 30 LFDH)
JP-eCTD4- | keywordDefinition.value.item@codeSystem JEMAE L, 256 LFLLFTHDH Z L, O O O
330
JP-eCTD4- | Keyword Definition (Z351) 5 value.item@code % O\ value.item@codeSsytem JEVE | UL T SRR TIZi%YS T % keywordDefinitio | O O O
331 EDFIAE HIL, A Application @ Keyword Definition D CT—E ThH 25 Z | n ER NS 7-5E . £ D Submission
B Unit [ZEIF S 415,
displayName@updateMode &'t )3 21
STV
value.item@code X\ value.item@code
Ssytem JEMEEDOFLAEDED, A Ap
plication Tt L 72> Keyword De
finition & [F]—
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4.20 Keyword Definition

eCTD Fé&j|
D Fx v/ HHA e
a) b) c)
JP-eCTD4- | % keywordDefinition.value.item %33 \Z%F U C. displayName E56 73 HEBLS 5 = O O O
332 L,
JP-eCTD4- | % keywordDefinition.value.item.displayName #32\Z%t LT, value BN HEL O O O
333 T5Z &,
JP-eCTD4- | keywordDefinition.value.item.displayName@yalue JEVEEIL, 7% A ML %) | AT K (&) 1 XML O[5t | O O O
334 ThoHI L, FOrH, JFAIE LTHERLRZNW. &,
LEGTHEHLIWEEIT A e LT
KT FAPMYL LTHEATE L CFRITILLTO#EY A =7 (&amp;) ROV ITEHL
L VNI ES THELIZRY,
L C
P s (3044120 @) M OVefg AR— R
JISX0208 #iPHOICT (BET (JIS 5 —/KHE, JIS 5 —UKk#E) | &AHKR
INCF BT, RAOLNRR, RS T BT, BAA
N )
AR (O~@, T ~X0D 30 LFDH)
JP-eCTD4- | keywordDefinition.value.item.displayName@yalue JETAEIX. 1000 X F-LLF TH O O O
335 5Tk,
JP-eCTD4- | keywordDefinition.code@code J&MEAE Tstudy id study title] Z~3 =2 — K (i O O O
336 ch_keyword type 8) Th D51, displayName@value J&MAEIZ 35T 575k 1D
EREBRY A RV, AT X —RaT & RLEEE ($) I2X-T2 20fE
ENL—hTEDH T L,
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4.20 Keyword Definition

eCTD #ijjl]
ID Fx v/ HHA e

a) b) c)
JP-eCTD4- | BEHEH © Keyword Definition @ displayName@value J& A5 % 53 D 5513, O — —
337 BT k5 Keyword Definition @ displayName E32\2%F U C. updateMode J&

PERHES DT &,

JP-eCTD4- | keywordDefinition.value.item.displayName@updateMode JE:DfEIZ, [R] TH O - —
338 5HZ &,
JP-eCTD4- | displayName@value J&M:-AE D FH1 75 72> Keyword Definition (2%t L C. display | LA F W T4 % 9 5 Keyword Definiti | O O O
339 Name@updateMode JEMEDSHEL L7202 & on (2%} L T, displayName@updateMode )&

PERSHBLL TW DG, £ Submission
Unit [ZEIF &4 5,
MR ZZD T A 7 A 7 V%
LTI THELT %5 Keyword Definit
ion Th 5
displayName@value J& A 7)3 T <
TV
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4.20 Keyword Definition

eCTD Fjl]
ID Fx v/ HHA fii %
a) b) c)
JP-eCTD4- | UUID THiE S5 1 2? Keyword Definition (Z%f L T, [l Submission | LA~ & 9 72 Submission Unit [(ZEIF 4L | O - —
340 Unit N CTRFHIEBOBRME et & B &) 2MTbhTnianl e, | 5,

5% Submission Unit (235 THIIHIE
tH L7z Keyword Definition (Z%F L T,

[/l Submission Unit N C Keyword 7~
LEFEFNDOFEFH 2T TND CHrie
Hi L7z Keyword Definition & value.it
em@code X (X codeSsytem J&VEAE DHE
I oA, displayName@upd
ateMode JEVEMMEE SN TV D Ke
yword Definition 73, [F] Submission U
nit NIZHFAEL TV D)

¥#7E @ Keyword Definition (2%} LT,

[l Submission Unit N C Keyword 7~
LFHNOEH & EHEAT> TS (v
alue.item@code 2 codeSsytem J&'E
TEDMAA O3[R — T displayNam
e@updateMode J&TEENTEE ST
V% Keyword Definition 73, [F] Subm
ission Unit WIZHEEAFIEL TV D)
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4.21 Category Event
4.21 Category Event
ID Fx v/ HHA fii % oCTD

a) b) c)
JP-eCTD4- | L FERMAHIT L Z L O O O
341 submissionUnit.componentOf2

submissionUnit.componentOf2.categoryEvent
JP-eCTD4- | 1 DDA v — K« X vt —FIZHBLIT 5 submissionUnit.componentOf2.cat | 1 DDA 01— R« A yb—UHz #E | O O O
342 egoryEvent B3813 1 >DThHH T &, @ submissionUnit.componentOf2.categoryE
vent BLE DML L TIE72R B 7200,
JP-eCTD4- | componentOf2.categoryEvent.code BN HBLT 5 Z &, O O O
343
JP-eCTD4- | componentOf2.categoryEvent.code@code JEMEDN BT 5 Z &, O O O
344
JP-eCTD4- | componentOf2.categoryEvent.code@code JE1: DI, componentOf2.categoryEv | [jp other] =— RNix, JFHIE LCTHEAL O O O
345 ent.code@codeSystem J&MAE D OID 73777 JP CV @ [JP Category Even] 21— | 72\ 2 &, Tjp other] =— R&MiHT 545
RUARDHOa—RETHLZ &, AL, FANCEEYRICHRS D 2 &,
JP-eCTD4- | FINRIEMIZIV T, componentOf2.categoryEvent.code@code JE B THIREE O O O
346 ] 2”4 =2—F (p_initial) THDZ &,
JP-eCTD4- | FINRLAADIRHIZISVN T, componentOf2.categoryEvent.code@code J&MAE I O - -
347 [WhR$E ) 279 22— R (jp_initial) TRWNIZ &,
JP-eCTD4- | componentOf2.categoryEvent.code@code JEVEENLL T =2 — R Th 5546 LIl O - -
348 DITATHAZNVTHLE 2= FRRESATH RN &,
M) Z7rd 22— K (jp_expert_discussion)
M) 279 2— K (jp_committee_meeting)
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eCTD #ijjl]
ID Fx v/ HHA fii %

a) b) c)
JP-eCTD4- | componentOf2.categoryEvent.code@codeSystem EMERN BT 5 Z L O O O
349
JP-eCTD4- | componentOf2.categoryEvent.code@codeSystem JEVEDEIL, JP CV @ [JP Cat | ¥i% eCTD IZE ENLABHFED > BH &k | O O O
350 egory Even] =— RU A %5925 OID THdHZ &, HERVHGEOHRFE KRR THNR A=

2D O0ID ZfiET 5 &,
JP-eCTD4- | FIRERIHIZEWT, ATFERNHET L2 &, O O O
351 categoryEvent.component
categoryEvent.component.categoryEvent
JP-eCTD4- | | DDA v— K+ A vv— BT % categoryEvent.component.categor | 1| DDA 11— R+« A vtv—UHc EH | O O O
352 yEvent B3x\3X 1 >THH T L, D categoryEvent.component.categoryEvent
BWRMHBLL TUTR B0,
JP-eCTD4- | FINRLADIEHIZISWNT, categoryEvent.component.categoryEvent 5555 13 HEL O - —
353 L2 Z &,
JP-eCTD4- | FIRR$ZHIZIVNT, component.categoryEvent.code Z3E 1N HBLT 5 Z & O O O
354
JP-eCTD4- | HINRIEHIZIVNT, component.categoryEvent.code@code EMEN BT 5 T L O O O
355
JP-eCTD4- | component.categoryEvent.code@code J&":DMEIX. component.categoryEvent.cod | jp other] =— RNiX, JFHIE LTHEAL O O O
356 e@codeSystem JEMEAED OID 23753 JP CV @ [JP Initial Submission Type| = | 72\ Z &, [jp other] =— KZ&FEHT 53
—RUAMPLOa—RETHDHZ L, AL, FANCEEYRICHRS D 2 &,
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4.21 Category Event

eCTD Fjl]
D Fx v/ HHA e
a) b) c)

JP-eCTD4- | #IRER HIZH W T, HA 1 & LTRINT 254, _IHERE S (1) O O - -
357 \ZH81F % component.categoryEvent.code@code EMEAEIL., eCTD 5l a)& ~3

22— K (jp_initial a) THD I &,
JP-eCTD4- | #IhIRHIZH W T, HA2 & LTRINT 254, 1_RIHERE S (1) Ol — O -
358 \ZH81F % component.categoryEvent.code@code JEMEAEIX, eCTD &5l b)& <3

22— R (jp_initial b) THDHZ &,
JP-eCTD4- | #IfERHIZH VT, HA 2 & L TRINT 254, RIEERE S [2) O - — O
359 \Z81F 5 component.categoryEvent.code@code EMHAEIL. eCTD 5l ¢)& 3

22— R (jp_initial ¢c) THD Z &,
JP-eCTD4- | MRV T, component.categoryEvent.code@codeSystem JE:H H B 5 O O O
360 HZk,
JP-eCTD4- | component.categoryEvent.code@codeSystem JEMEDAEIL, JP CV @ [JP Initial | 245% eCTD IZE ENDHABHFED 9 B i O O O
361 Submission Type] =— KU A k%545 OID THH Z &, HRVHFEORG HRE R TR RN —

D O0ID ZfiET 5 Z &,
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