EHIRAS

AL 1

ICHEF fbaxsy T 7=h)L RK¥x2A2F (eCTD) v4.0 D

ERNEEIZHONT v14.0

Page 1 of 82



EEREE

W& 5 A A B
1.2.0 201747 H 5 H IR
1.3.0 202042 H 19 A Mt EOELE
ICHIG v1.3 L DIEEGMEICHEY AR
1.4.0 20224 m A dH [T A 7% A 7 )VEEIEITAE 5 BEE 0k o B i K O

Ly

TXRAPMLE UTHEMWREZR ST (2.5) 2B
AT YR (&) DFERIZSWTIER

PMDA DZEMIZ eCTD Z 7 2 58 ORIz O
T, XV ERMERFIHICETIE

LUF B AR O ST+ 5 BIRODZE B

»  submissionUnit.title@value

» document.title@value

»  document.text.thumbnail@value

»  keywordDefinition.value.item.displayName@value
ICH IG v1.4 (28I 57 7 A VERHARED 7 7 A L3
Z 5 ® F B oo B R (S

Iz
document.text.reference@value JEMEICI T 57 7 A

JesS ZFEHITIEIZ BT S @I 2 80
HEEE 7 — % &2 M7 % Context of Use (25 - Z 4
% study id_study title Keyword @ study id 5 & 78k ID 7
FIFZIZRBNT, EFORLF/NLFIT—HIED
PVEIFRWE BT

eCTD i/ S—L & — (A1) DEE

£V A 72T D 72D ORBLOE IE KL OFETL D
(Eng

Page 2 of 82




1 == TSR 8
2 BB, R, BB D IE R oot 8
N T = - SRR 8
A A 8= () L -1 SRS SUPRORR 8
2.3 AR E B ATI S B IT DB et 8
24 XML ERE S 1T D Tt .o, 9
25 XML EZRRUBIEED IR ..ot 9
3. o1 0 =3 O RR 11
31 eCTD HERFICED D NEBHM oo 11
32 HEBURICIRHET D eCTDICEFLULMER ..o 11
33 BRHICBIT BIBIE ..o 11
3.3.1 BEEFT 2 VARATLENLTRETDHAE e 11
332  PMDA DO R T B A e 12
B B E B et 13
35 eCTD EF DI E D E M e 13
36 EBFEBDEIYUIUN e 14
37 TAURE=ILE s TRE DX T T e 14
4. e e R I e OO 14
A1 T I U e 14
42 A BERD TR D) T A BRI o 14
5. eCTDICEFND I+ N FTBERV I 7AIWNRIZETIEH e 14
TR - & N o I -3 R 14
5.2 AR et ans 15
5.3  ERR/N R R e 15

. eCTDIZEFEN D 77 A ABRICET AEH . 16
7. eCTDVAOXML A t—U BT DM e, 16
TA BN T A I U O B e 16
[0 B s RN R 16
73 EEEHEEVEZRRUBEDE YUY e 16
74 RAO—FICEFNSXMLERRUVBHOFERAE .o 16
7.4.1 WHAZBEEZR  (CONrOIACIPIOCESS)  ..ocveveeeeeeceeeeeeeeeeee e, 16
7.4.2 0] o] .4 £ To] o LU o 1 17
74210 XML EDFRE BT ..o i 17
T74.22 XML EBEIM ...ttt 17
7423 XML BRI B oo 17

743 priorityNumber for contextOfUSe ... 19
7431 XML E D B B AT oo 19
TA4.3.2 XML EBEEM ..ot 19

AT TSI (Y | == 3 N == R 19

Page 3 of 82



7.4.4 CONEEXEOTUSE. ... ettt ettt e e e e e e e e e e e e e eeneeeans 20

74410 XML EDFRE BT ..o e 21
TA44.2 XMLEBEIM ...ttt 21
7443 XML ER R UBIE oo 21
7.4.5 relatedContextOfUSE...........uuiiiieieec e 23
7451 XML B R B B A oo 24
7452 XMLERE .....ocoooeeieeeeeee e 24
7453 XML ERBRTUIBE oo 24
7.4.6 dOCUMENTRETEIENCE .....ueeeiiiiii e 25
74.6.1 XML B R B B AT oo 25
T74.6.2 XML EBEIM ...ttt 25
7463 XML ERBRUIBIE oo 25
7.4.7 Context Of USE KEYWOId .......c.ccuuiiiiiiiieie st cee e e e e 26
74710 XML EDFRE BT ..o e 26
TAT.2 XMLERE .....oooieeeeeeee e 26
7473 XMLEFRRUBME .o 27
7.4.8 SEQUENCENUMDET ... 29
74.81 XML B B B A e 29
T74.8.2 XML EBEIM ...ttt 29
7483 XML ERBRTUIBIE oo 29
7.4.9 S]] o] .0 517 o o 30
7491 XML EDFRE B RT ..ccocooi e 30
7.4.9.2 XML ERE .....ooviieeieeeeee e 30
7493 XML ER R B oo 30
A L 1= Y/ = PP 32
7.4101 XML B R B AT oo 32
7.4.10.2 XML EBEIM ...ccooiviieieee et 32
7.410.3 XML ERBRUBME oo 33
7.4.11  mManufacturedProdUCL...........ocuiiii i 34
74111 XML E D AR B B AT oo oo 34
74112 XML EBEIM ..o 34
74113 XML ERRUBME ..o 35
7.4.12  ingredientSUDSIANCE ........cooiiiiii e 36
74121 XML B R B AT oo 36
74122 XML EBEIM ...ooooiviieiece et 36
74123 XML ERBRUBME oo 36
A 3 T = o o[ o= T o | O 37
74131 XML E D AR B B AT oo oo 37
7.4.13.2 XML EBEIM ..o 37
74133 XMLEZBRRUBME ..o 38
A T o oo (U Tod (@7= 1 (=T o] o RS RRSSI 38

Page 4 of 82



741410 XML EDFREERT ..o 38

74142 XML EBEIM ..ot 38
74143 XML ERRUBME ..o 39
A o T o] o] [ [o7= 11 o] o [PPSR 39
74151 XML B AR B AT oo 39
74152 XML ZBEIM ...ocooiviieieee e 39
74153 XML ERRUBME oo 40
7.4.16  applicatioNREfEIrENCE ...........uvveeeeeee e 42
74161 XML B AR EI B AT .ooe oo 42
7.4.16.2 XML EBEIM ..ot 42
7.416.3 XMLEZRRUBME ..o 43
TAAT  dOCUMENT......oo e e e e e e e e e e e e e e e e e e e e aaarreeeeans 44
74171 XML B R B B AT oo 44
TANT.2 XML EBEIM ..o 44
74173 XML ERBRUBME oo 45
7.4.18  KeyWOrdDefiNitION ......ccciiviiiiiiiiie e e e enrae e 47
74181 XML E D AR B B AT oo e 48
7.4.18.2 XML FBEIM....cooivieiece e 48
74183 XMLEZRRUBME ..o 48
A L I o= (=Y [0 Y/ =AY = o | RS RRSI 50
74191 XML B R B B AT oo 50
7.4.19.2 XML EBEIM ..ot 50
7.419.3 XML ERBRUBME oo 51

8. T S O OPRR U 52
ST I 0 o Yol U1 V=Y Y /2 = = = 52
8.2 T T A D BRI e e e 52
9.  group title Keyword METIRLY ...o.ovieiiceieee e 53
(L B G s G 0 1V — .. 53
10T B ettt ettt ettt et eens 53
10.2 eCTD #IRRIBHEBF DT ..o 54
10.2.1  FIRRIBEEED T4 L AR .o 54
10.2.2  FIRRIREEED T 7 A JL o 54
10.2.3  FIMRIZEAEFD eCTD VA.O XML A W —URiE. oo 54
10.2.31 AR ICRBHARIBE oo, 54
10.2.3.2 AR 2 (TR BHARIBH oo, 58
10.3 eCTD BRETEFD E ..ottt 62
10.3.1  BRETEFD T A LA oo 62
10.3.2  TRETEFD T 7 A Il ettt 62
10.3.3 TRETEFD eCTD VA O XML A =81 oo 62
10.3.4 BRI B FT oottt 73
10.34.1 AYTXR b - JIL—THAOD Context of Use RRIEFDEE ................ 73

Page 5 of 82



10.3.4.2 Document B A FILDEREBIEIE . .oooe oo 73

10.3.4.3 Keyword RRXFFIDREIEIE ..o 73
10.3.5  €@CTD V3.2.2 0 B DFBAT oo, 74
10.3.6 BRETREICE T DB EEE e, 74

11. eCTDVAOXML A v tE—U M oBEEFT 2SR ITHEOEESE ... 74
(I )DL =5 - OO 77
121 #EIREZITET D CoU KEYWOId. ..o, 77
122 AUTFRAR = FIL—=TDEIRUY oo, 78
123 R BHBE B DRI IR oo, 78
(T AN I D T 1 | 79
14 B N A S ettt 79
15, (81t B BB BB B B oo 80
TR T - OO 80
15.2 TAIIFBEITITT AL T TBIRA o, 80
153 BB AERD T 7 A JLBEB oot 80
154 BRI EZEICRDEH DI AL e, 81

Page 6 of 82



HL7 (Version 3) FEIEHIF% Regulated Product Submission Release 2 Normative 24 & 9~
SARXEFEDHHIL, FITEH D il 273 TR L TS, HL7 #EHEHIE (Version 3)
Regulated Product Submission Release 2 Normative D {F4# (3. Health Level Seven
International® 37725 & D Th 5, MRS - HHE - #5257,

Page 7 of 82



1. =)
AREIT eCTD ZFEET HITHZ0, B3 [ICH EffbaEy « T/ =+ RF¥z A
L (eCTD) v4.0 F4EAA K vid) (LLF, TICHIG) &\W9H, ) DENTOEHRWERT
Xif%éodﬁDMﬂXML}ytwyﬁw%®m%&%®ﬁﬁmﬁég#kbf\@%&
DAGRHGEIAR D IE WM AE BEEE N OFEE Y /{~ETIICRET 2 FEE2HAT 5, AE
zilaﬂG&ﬁm¢5 Lo AEITICHIG ONFEF & B 25080 & 2 581L, REONS
EEETDHZ L,

2. mnl:ls I:IE EE%%O)E%

2.1 &g

AETHOWOLNTWOIHEDOEREZ LT ORIZRT,

B3 EE

UUID Universally Unique Identifier D¢, TFix ICHIG 2
HEL 5,

OID Object Identifier DI, TFlX ICHIG IZHEL 5,

JPCV eCTD v4.0 DOEH! %w%néﬁﬁlﬁ@ﬂyb
o—/L R REx¥x 7T,

CTD Common Technical Document D&, [ 3K 5, L5 Fn
ERR (ICH) T BNz, HriE G o sl
S TPNRF & %Lfﬂ FH RIS
RO,

eCTD Electronic Common Technical Document D%, CTD
ZHFEEDEEY RSBTSRBTS &
%Al RE & D ER AR,

eCTD HIFE eCTD % /KGEHFAEEMMNELDOIEARL L TR
2 [ 38 L B E R 7 KGR R R,

eCTD &£} eCTD HGERFICHEH T 2 &L

eCTD v4.0 XML # vt — ICH IG K OVREIZHE - THEAEY /IR SN D
submissionunit.xml,

PMDA MNTAT A N i IR AR S he s

~NAr—FR ~ Xy B R\ T — X2 RIER,

FHE T — X b S A7 BRI R e O % S0

HEEBTT — X VAT A LD v —Fy b &I Lﬁﬁauﬁ%%T
— X PEHHHERE - RS O T EHRE - MR HA~0RZ
FERE - AR RE S 2 T 2 v AT A
(F—bh T x2A VAT L] LEEHENDZ LD H
2,

2.2 XFORTE
ARETIE, XML Oy (BEREEWEMN) IR T RSN D, 7272 L, XML it#H sl
TIHZEDORRY TldZavy, F£72. XML O R~ T HES IR CRE SN D,

2.3 EEEmICBITHEES
AREO 7 OFLHEFTIZIBIT D585 O LF %2 LLFISRT,

Page 8 of 82



:FLIIH
ajo

Gl
>> AL ORI TERIL, BT EHROFEHRZTHD

2.4 XML 28 pHlI=H 1+ 5 XFR
AKRZED 7O XML ie#& BB 1 5 3700 LE &2 LLTFIZRT,

X BTG
# XML 5t bW
Bl <, = >
23 XML i3
5] : id, code
IS XML @t
51 : root, extension
25 XML 223N SR AR
5] : 2.16.840.1.113883

2.5 XML ERRUVEMOR
ARED TIRTEORT Z LU TIZHIT 5,
Bt SEE

fEDE
DB

BRXRERUORBHEOR

AR
BHAR &k

BHR: BEROLMETRT, FRTIXEEMOB AR E T, GBI AL EOMT
REINTODLEFRIT, HRERFFT 2ER IR EBWNT 270 DR
Thdicd, RNFTTOREME, ZEEEDHFRVEM I NLD,

B BrosmETRT,

LEE . WABENEHETHILEA. BERICKHT 5 YSEZOHHERO TREO R
BT, MBEBBMETH DG, BHRIIKT D YR HBRE O TR &
O ERZRT, nm]] BRATEIIN, n B TR, mA ERZEKRL, 7
2ZZYRA7 () Z0ELLEZEKT D, AELHOSLHET, AF—
Y EOERELT LS LRV, FELRICELT S eCTD 2BV TIE,
AELERT DL,

Page 9 of 82



EDR :  YHRERONEIIREDENRY 5 582777, HOROFIITLLT 0O

D,

® TFXR|: UTF-8 L7 (AAGEXTaETe) *Z2fEHTE 5,

® [HiE : BlE L CRE SN T DIEOAEHHTE 5,

® AT PRADTNT 7 Xy hF @bz KNA NS Z)
DHEFHTE %,

o CEMAHT PHOT ZETHT (0016 9) ORrEFHTE D,

& CEABHIYT . PARTMRUEABTOREZHMATE 5,

*7X A ML UCTHHCE 2 30FRIE, FHIE LT TO#EY &35,
[7 2 ML UCEH TR 72 S0 ]
> AR/
> AT
> PR (80, -/ 12[] #@) ROV AR—R
% T YR (&) 1 XML ORI O =, JFAlE LT
A LN &y RUBEHRTHEALLWEEE, fistE LTz
r—73F (&amp;) RO DICHEHALTHELX R0,
> JISX0208 #GpHO LT (7 (JIS 557k, JIS 55 kY%E) | &5
FNLT, BAKT., BA0LNR, A X ), 2ALE, &
A=A )
> AT (O~@, 1 ~X0 30 XFDH)

B, TXANMIORERDLERLVEMED Y B, YBF[IZL - TERY
A L2z & L ENTWAEOFIHIZ OV TIE, EREOSCTFHREICIRE
gy,

EDF] :  MEERONEUIBHEDEOH A2~ T,
B . UHER UIEMEEZFIIT S,
ERKORBRME
ORMEA] . UHEE IBEMEORMICOWT, kFEo [Z&EE) . [MEoR) KO H
B OWNEITINZ THE D ~EHR 2R,
EHBA]
A UHER UIEMEA RS 510 H T 0 i) & A EoFANIC oW T, AE
D 3311277 a), AR )D& TIZHEH I HAIZ5RT,

AR

-a) 0 YUMERNIEMEARMET 2ICH I 1) NEEH LSRN OV T, ki
A2 ) 2Nz, AEO 33.1R7 a)lli@mH S8R E7RT,

Page 10 of 82



EAHA
b) 1 UHRERIEM ARSI H TR REEM EoRAlZ oW T, B
HEABR-E% Sz, AEO 33 IRT b S HAE2 7R~ 7,
EAHA
)1 UHERIEMEAZRITHICH TN REEMA EoRAZ oW T, ki
HEABR-EME) 2z, AEO 331 RT o)ll#EH I s HAlZRT,

. ERrEIE
3.1  eCTD HEERFICEH D NEHEBY
eCTD HIGHEIRFIZE O 2 X EMER & LL IR T,
« TANH
+ eCTD v4.0 XML A v t&—
T T A

*7 7 A I T OREIED B 5,

1) eCTD v4.0 XML A v E—Y 6245 ICHCTD GET 7 A /L

2) eCTD v4.0 XML A v E—U BB E N5 ARG OLET 740 (B« 1 CE)

3) eCTD v4.0 XML A v =V BRI HGEE 7T — 4

4) eCTD v4.0 XML A v £ =V bR IR WA EE Y /IR T 27 740 (§
eCTD v4.0 XML A v E—VIZxT 5 F = v 7V LEFTLH L7 7 71 /L (sha256.txt) )

3.2 HBEURBICIRET S eCTDICEFLRLVERY
FAYHITHRN T 5 eCTD (21X, LA T ORI A 5 60 TIXR B 720,
1) AEICFLHEHA RN T A+ VE X7 74 v
2) AETFLHEA 2V XML ER KL OV

3.3 IRHICET5FE

HEEE DS AR FE PR X IS eCTD B AL MR T 2 kL, HFEE T —# v A
TA%ﬁLT%&?%E%k@jﬁﬁﬁkiimiﬁw““Aﬁﬁ(uT [PMDA| &\

o ) DA @EET, ) IRHT I HERD D,

[TRGRHFERFOE 7 — XTI BT 2 EHFEIIZOWT)  CER27 44 A 27 BRI
FEEFAT 0427 5 | BIEATEE EEENRFEEEHERREM CUF,  [E5Ep@m L
5, ) ) Wk, FRIE LTH—FT =2 AT 5 (KEMICBWCIIHEEFT—Z A
TALFF) ICEDHETRHTAZ L L SN TVDARHFEIZ OIS 2 &

3.3.1 HEBFTHLRATLENLTIRET A

HEEE ST — X VAT L& Lz BR85S0 T & 1B L Tl B p0mm L O
[HAGRHGERFOE 7 — X IRHEICET 28I T A Rizon<T) CER%27 44 A 27 B

Page 11 of 82



TEBERIEEE 0427001 SARNAATEOE N B G R IR AU S HEE E RS
) (CUF. THANRHTA F) Enwo, ) FE2BRTLHT L,
LI 30 D eCTD fERID 5 5, @%%mﬁé# bR )& T5HZ L,

a) (387 2= 38 0 oD B3 i 72 D 7GR B LA R EEE ISR T R X B R O /EREEIC
omfj(1&3&%H21HHE%%%%&MvEE%@%@%E%Emﬁ%E
wE) (LR, [CTD@EE] &), ) ICX-oTED LI ER WONCHFERE
T —H%—DD eCTD v4.0 XML A »vE—U ML L THHT % eCTD,

b) EiLanHrb, HiFEFT —ZDImk —20D eCTD V4.0 XML * v t—U b5
L THEHT % eCTD,

¢) Eita)»obH, CTDEMIZE > TED LN ER D% —>D eCTD v4.0 XML A
vlE—UNHEMR L THHT 5 eCTD,

AEBLCBOTL, )zt T2 5% X1 | kD ozET 5 FR% X2 &
W, AKRHFE ST T 2 BRI OUIR AR T 2BRE, HN 1 IHFR2 onFhisic &
STHRMT S Z &, FIBRHEELAAORIUIZB N TE, AR 1ICE2EOAZBD b,

FHA TR BET DR OCERORSEIC L - Tk, HEEET7 —# XX CTD EmHi
STEDOLNTEROLNEGEENDLZ DD, o, FR2 TiE, &7 o)l ﬂbfm%%
ITLTHIRRET 52 &, eCTD FRISCRR T 5 T OWTOFEMIL, AFEDO 10 23452
L,

3.3.2 PMDA OEOIZIRHT A%

PMDA O DI T 284, eCTD Al A—L & — (#EX1) Z{EkL, iﬁfﬁm#
HEEHIT, CTDIZHEOLZ L, ZOFE, I N—L X —OFBEF7 74 /L (cover.pdf) |
"ml/jp"lZEHDH L L L, wnwumMLth~Vﬂ5§%#é%£i&mo@k\$m
FHEPEBOEEIE, IN— L X —FHEE ZEIER L TH RV,

PMDA DZEMIZHEH L7z eCTD N2 H S V72 2 & A IRIICHEGR LT WIGATX, I —1
=Dz R TIRHT S 2L, I ARA— L X —DEZ MR S84, PMDA [JRHE
Blafid L, ZEAETh D Ll S =55 1E, eCTD B RN— L ¥ —O¥E 2 \Z% M8 %
WEId 2, HEEHIL, ZOZEME S > TRERPRINTZHEDLETHIENTE D, 72
BEEOLAEIX, IAN— VX —DEEZ ZiRET DD OEEZ I TEHAT L Z &, KXH
BRI, ARPFEEELCHWAER EHT 22 L b AEETH S,

%mﬁ% FFAIE LCDVD—RRW XX BD-RRRE (ENEFNEZET + A7 &, ) &7
Do EOMOEMRIZ K DR AMHET 25E101E. PMDA ICHANIIHRKT L2 &,

T 2 ETEARIIE, FRAT 2720 DL TONKEEZ T Lz 7 L&A 20, 3%
BRI 5, B, HEOHEEE o ? eCTD THILT 25 A1, RETHHFHFHR TR
[

1. eCTD %A% 5

2. HEERS

3. HEEH

Page 12 of 82



ERHE A
HR7E4
HEEH 4
RHE TEAPSER L Ao 72358, BRDIER 25385 C& 2% 5 CYURSHULE /Hatk
#)
2 H A
9. {5

NS » ok

&

3.4 ENMEEH

eCTD HEET A2A. HiEE L. FEYRPART HFEEOEERELEZE L, K2 T
FURTOMRE (Fon, V2% DEMET S 2 LA RFEL R ER B R, EIfER R L
TBREIX, BOICRHT 28I - X —ICE# L, HFEE T — ¥ VAT L% LT
BT O2GGIIHFEE T — X VAT LANIZR#HT 2 Z L ICK VEEYRITEKRT 52 L,
B, WEOBEBETY 7 A VERIH D BGETHIRHIHZ D7 7 A VMO 7 7 A LD Y
VIEELTHREINTOWAEAIEX, ELWY VI RRDTERLRDLAREERNH D, ZD
Balt, BEROZERRSETOT 7 A MZOWTEORETRARZET 52 &,
FAYRIZBNT, ART 2FAOREERE T LELBENHR TE R0, HDONIEARYR
RRDRBDOHND 2 EFFICENAET D LW LIS ITRFER M e kD2 L b
5, HEHE OBREICHW T, eCTD BEHIE R EORMEN AL, BRI TS g
Al B KOS FIRFICOWTHANCEEY RICHR LEEXS T2 2 L, b, &
HIATICENEZ fERR 32 FIEIZ DWW Tk, PMDA @ Web 1 & (https:/www.pmda.go.jp/) 2
WINT-IHFRAEHRO L CHEEEBT S Z &,

Fo, B ﬁu%?k&é777%//7b@ﬁm FFAIE L TR, 72720, 1B
HICHERT 2777407 MIZORD TixZeu,

3.5 eCTD £ I HI5ZEDEH

eCTD HFET 25 81E, eCTD ICELRET X CORMNEFLE 7 7 A LTI LT
X7 B, BERICE S XUXEL4 - BHIE SN ER—UF, Y% —Y &2 AXxy L, &
TR EDOFEN—VICEEHRZ TRIFL, eCTDIZED D Z &, TOBE, YiE—T %M

EWRSAX Y L2 EapndkELRTH 2 &, akEOEm %2 PFERHCERHT 5
VBTV, FELBORDIE L TRETEX 2 L% L T 2 &, kEOE T~
FAMT E1IE (FP2— 1) FEIHEICEDDHZ L,
FBEYDCERIOMGREITV AT & SNEHA DA, AEL OB 2 12 X 2 Bl S i
L7z eCTD 2T 5 Z L3 TE 5, ZOHa, @il LA KO EFHZ R L2 30E
RRHT2Z2 L, ZOXFEOEFT7 7 AMIF1E (EP 22— 1) 513 HOEATEE ~
DOFEHERHZZ O D Z &,

72%5, ICH IG FR#i o 7@ 5, #%5k Submission & BHEAF < HIGE, MU v3.22 /05 v4.0
~O AL EMZ BEE Lz eCTD 1L, FEYRICEH LTI 5720,

Page 13 of 82



3.6 BFELOEYKL
FEYRIRNT 2ERHCETBA M THA. UEBATAICL D BERERROMNENE
Y TRITIUT (B FENOCEAR, EBLTLEFR L OBNE, vy) | ETFBLENM
L7277 A V% eCTD ITHM L TIRHT2 Z L 13 L X220, 72720, Y&k 2B
HIZHTVFEELRICLY BAETGEEZ LB L THETEAITRO NN, BETEHAICEK
S THEELROEEMEICENHL5E1E, URETEAETRET DL KET 2 n
BHb,

3.7 arvrAE—LLKR-KREx¥yT3Y
ICH 3BUET D2 ha— L K- Rxry 770 (LLF, TICHCV]) &£wW9) 2z, Bli&
HETDHAABEGOa br—L R RExy7Z7Y (LAF, [IPCV] &\W9H) TS,
RxY 77V EEHT LB, Ui% eCTD IZE TN DAREHFFED O B b BV HIFE AR
THNWeNN—=Varpa— R A NS L, 2 — Y 2 NoF2HRIE [P OID
Listing] (ZCHET 5, [JPOID Listing] 1% eCTD v4.0 [ENFEHE X 77— I THIRAR &
ns,

4. Xal) T«

4.1 FyviIHL
eCTD HiFETlE, eCTD VA0 XML A v — T 5 F = v 7/ Azl i=7 7ML
(sha256.txt) (LAF., [FxzovZHhT7740] E0nH, ) ZiEHTIELEBIC, Fxv
LT 7 ANEER A DRIT 7 A NVDF = v 7 % L% eCTD v4.0 XML A v & — VITFE
T5ZE, Ty I A7 7 ANOREGEKL D eCTD v4.0 XML A v E—IIZF = v 7 $ 4
Z R 2 1B DWW TCE, ICHIG @ 5.1 Submission Unit OfiE KON 5.6 = v 7 A %%
BRI HZ L,

4.2 TJ7ALNBEOEFL)TARE

JFRAIE LT, HEEH L eCTD OER 7 7 A LK L, 77 AL DE X2 U T 4 RE
RNAT — FREO U 2w A LTI o7y, Flgke LT, F3E. FHa4i. LOE 5
WZEENDSELEIZ OV T, FEYRICL D3R T — RAS XUFFEAZEFEDOIEFRA T 72
LIZZ 7 A NVAEZMEST 2 2 ENRETHIVUE, hotX=2 7 ¢ &%E (R, SGEOZE
B, 728 MEAHISNTWTHELIZRV, £, B 1HICSB RN E ENL5EITH
FREOTNE T2, 7ok, WEEZfE, FBEYRORON&HLGEITHELNITRETE 5 &
IEIRIATREZ 7 7 A V&2 UM L TR Z &,

5. eCIDICEFENSTAILFRBERVT I 7AILARICEHT H2EH
51 BRI+ ILFTHEE

FEART + VEHEEX, DLFICHED 2 &

® ICHIG fld#k D 7 + WA HEEIESEERT 52 &,

Page 14 of 82



® Document H»HVNET 7 A IVOFFHIZ L > THEMNT 2 7 7 A VBGFIE L2 WEGEATT.
TS CIDHFE DT VA EBER LN &,

® F—IET AN F41% eCTD AFE S, B _PE 7 + VX4 R ER S & 752
s

® FH_MEIX, CTDZHMO 7 4/4 ("ml", "m2", "m3", "m4"}KO"'m5") ZEET D
&, EEL, BEEBLUTOTZ VA8 TIE, FAL 7 4V E IR 5 7 7
ANFERFTZ N T )V ZIIERR LR 2 L,

® 1 HOMMIZHONWTIR, AFED 15 23T 52 L,

® 4. HSHAMKT AL OMEFIL, —WEEZLICT ANV T EERT DD
s

®  FEEHVEA L AT A RIRTHEE 7 —# X, ICHIG it D 7 4 /L X HEiE D
HSH"mS" 7 A NAXE FICEET 528, DL &, M " msS" 7 + L& LA R
IR T 7 A NV AREEDO"MS" T AV E ER T A VF L AL, LT ORRICELE S D 2
s

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

(DR, i 71 F % BIR)

5.2 @& RA|
LN OE SEIZEDD 7 VAR OT 74 WO TIE, JHEHIE LTICHIG it#o 7
FIH T 7 A NMAGBANCHED Z &, eCTDVAO XML A vt —UhbLER I 25 HGEE
T T — X OMABANZOW TR, ET A Ricie> Z &,

5.3 I NAV&
IRADERFEIZICHIG OEHICHED = &,
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6. eCIDICEFND I 7AMILEKICETIEHR
eCTD V4.0 XML A v =Y b BRI 57 740D 5L HEEETFT —F D7 7 A VIER
WZOWTIIEINI T A N2 T 52 &, HEEET7 —Z LS o3FH % PDF U
Microsoft Excel JX2(U (xlsx) LIAND 7 7 A WA TR T 2 LENAE U551, FancEa
YRR T D Z &,

7. eCTD v4.0 XML * v E—CICEAT 5 EH
1.1 F¥3948—Ira—F
UTF-8 # % Z &,

1.2 Ay—U Ay H
A=V Ny X OFEMEEIL, ICHIG (TN LA T OEABAIAEH S5,
® receiver.device.id.item@root JEVEMEIZHEE T 2 FEHA A RO OID 1%, 4% eCTD IZH &
NAHEBHFED OB, HbFWVHFEARLRTANRNN—Va VEBETHZ &, AN
—a OAZHARIE TIP OID Listing] (2 CHEABET 5,
®  receiver.device.id.item@identifierName JEVEEIT 128 SLFLUT ET52 &, 7ods, FEY
JlT MR 2 L7 u,

1.3 {EEHELGTVWERRUBEMEOERY HK
eCTD v4.0 XML A v E— DA 1 — RIZEBW T, integrityCheck B2 % R < £ TOEFRIZ
FHERBUNONEZFT-ERNWZ &, Eo, WL FFIZ72\) integrityCheck F5: K VY I —1HE
NZ & U CRI= /7 integrityCheck R ZHEH L7a\ 2 &
JBPEIZONWTIE, ¥ I XTI EE R EEEa R L w2 &,

1.4 RAO—FIZEFEFNZ NN EXRVEHEOFERAAZE

eCTD v4.0 XML A v =Y DA F—~ (%, FEYRBLEH LRNER KRN, s s i
MFENRR ZERE L OEME, WA AROATHEAT 2 EELVEEE T, FEYFIC
2T % eCTD v4.0 XML A v & —UITE 45 EHR K BREOHH A IEIZ OV TIAE DR
FICHED & &L, AREICHRED 2 VER L OEEIFIRMIE L2 &, 7B, 58472 RPSR2
AF—=TETET T T FETIV « AFXF—<RNEENTNDED, HBiEHDOM, FBEYRIC
BWCatr ey 7 NETL - A% —<IEH IRV, 357 v 7 NET VO
IZHL7T O A F2ZROZ &,

71.4.1 WZ7EEZHK (controlActProcess)
eCTD v4.0 XML A v E—T DA u— REBET 572 DIZME 7 controlActProcess B35 [
VEM., W FDOFEFZ KR OVEMIT, ICHIG IZET#H DY, ICH IG 126t » THEd 5 =
L,
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7.4.2 submissionUnit
Submission Unit & 1. —EORHITEIZ L > TEEY /IR SN L LELOFROLES
%79, Submission Unit IX. submissionUnit 2352 L - TIN5,

7.4.2.1 XML LD EEEERT
submissionUnit B35 OFHEEFTICHOW T, ICHIG IZHED = &,

71.4.2.2 XML 52451
LLURIZ submissionUnit 5% O XML Frai 5l 2 7~ 7,

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

<component>
LD
</component>
<componentOf1>
LD
</componentOf1>
<componentOf2>
LD
</componentOf2>
</submissionUnit>

</subject>

7.4.2.3 WML ERRUVEH
submissionUnit B33 & N OBEL T O, WRNZENLOOFEMIEX, LT OHEY ,

B3R BE ZEE fE DR B
2
submissionUnit [1..1] AREFRIT, FEYFDITE
5 XELOEH %
AT 5,
id [1..1] ICHIG fi# i@ b,
root [1.1] %472 UUID ICHIG ft# i@y,
W.
root="c64abdbd-
c052-439a-bbcc-
e00198139790"
code [1..1] ICHIG fe# @b,
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fEDTY
1EDH
TH R b

#1l: code="jp_ctd"

Bt

/K Submission Unit O FiH
o4 a—R, a2— Nl
. JP CV @ T]Jp
Submission Unit] =— K

U A FNBERT S,

codeSystem

[1.1]

%472 OID

#1l: codeSystem="
2.16.840.1.113883.
3.989.5.1.3.3.1.1.1"

JP CV @ T[JP Submission
Unit] =2— KU XA D
OID,

title

[0..1]

ICH IG st v,

value

[1.1]

TF¥A K

M. value="?]7/ﬂ€"

ICH IG ft#iomm v,

component

[0..%]

ARHELFE I contextOfUse B
REANT D,
contextOfUse 35 DFfAH
IARED 744 2L
HZ &,

componentO

11

[1.1]

N g ES X
sequenceNumber %358 %
O\ submission %255 % ¥
T %,

sequenceNumber %3 D
FEIIAED 748 5
B35z L,

submission 5% DFFEHIT
149 22T 5T L,

componentO

12

ERXREOEBY Re

DFEHAR

[1.1]

AKIEFRIX categoryEvent
BREIANT D,
categoryEvent % 5% O
HMIEAED 7419 2SR
T5Z Lk,

BT Context of Use Z# #2flt 3~ 5354 IFEETF Context of Use % & #i,
HIBR K OFHT 9 585618, Context of Use = & (T component 537 % 4
92 Z &, Context of Use DFEAMIZHDOWTIL, AED 744 2B
HIT &,

> submissionUnit.title %3z DRI HFEE DMEEIHIWT 5,
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» ICHIG it#o@EHBANCIN A, LF2EH S5,

® LI TNOWTNMIZEEY T D Submission Unit 1ZH NI 5,
< D submissionUnit BENDRE I TV 5,
< submissionUnit Z3E D RAE S LTV R0,
<& title@value JEYEIEDS 1001 SCFLLETH S,
< WIRARHERZ component BE3EEML ST R0,

®  submissionUnit.statusCode %3813 H 4172\, Submission Unit %
B P55 813 EYRICHET 2 &,

o JFHIE LT, %A YRIL submissionUnit.title@value JEVEE A L
B, £, KBHOEORIZSOWTIE, AED250 [THFA L
AL U CHEH FTRE 72 U] IS CTHLE SV UL IR E S 47
AN

N RO 2 THE S S EABANE T 2,

DN FEAMRITHZ THRE 5 S EAHANZEHT 220,

ELAARITIN 2 THE D N EEMHANTFRC 20,

7.4.3 priorityNumber for contextOfUse
Priority Number |£, =27 % X K + 7 /L—"7N® Context of Use DFE/RIAFZ EFE L.
priorityNumber Z:33\Z L. > Tt 415, Contextof Use [, 2T FHF A~ « F—F T LT
Priority Number O S IE TR RSN D, 723, HFHFETT —ZIZHOWTUIFEAIE LT, FAEY
RTRETANZHXIET 7 A NVA DRI TR RIS NS,

7.4.3.1 XML L& &R
priorityNumber B52 O 5L & FTIC DUV TlE, ICHIG @ 8.2.5 Context of Use @ Priority Number

ERGE 3 AR

7.4.3.2 XML F2 & 451
LU FIZ priorityNumber 235 O XML Flaiifi] 4 <7,
<component>
<priorityNumber value="1000" updateMode="R"/>
<contextOfUse>
DL
</contextOfUse>

</component>

71.4.3.3 XL EXRUVEM
priorityNumber 2235 X O DR T OEFHE . W NI EN S DOJRMEIZLL T DHE Y,
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ER JE ZEE BT . B
=il
priorityNumber [1..1] ARERIaTFA D -
T N—T7HND Context of
Use OFRRNEF 279 1F
AT D,
value [1..1] AT Context of Use #3EDFE
RIEFATICEAT 5
Bil: value="1000" | ¥ % 5T+ 5.
updateMod [0..1] & & Priority Number % B 37
e THERIZ, "R"ERET
updateMode="R" | 7 _

G SSAONE e > contextOfUse R A fRHET 2556 UITIRMATH 5,
DOEHFEE] ®  priorityNumber@value
>  BEFEHI O Context of Use O priorityNumber@value JETHEZ T 5 &
., UFIIRAETH D,
®  priorityNumber@updateMode
EH “='d »  ICHIG stsioEBHBANINZ . LR EH &b,
A ® LITOWFINTHEYST S Submission Unit (ZHI T Sh 5,

& FA—HHENT, 1 202 TFRA R - JV—FIRT 2EHD
H7%)7 Context of Use 23[AME @ Priority Number % -0,

S R EEZOTA T A 7 VAL THO TRMET S
Context of Use |Z priorityNumber@updateMode J&EE TR S
ncTunas,

< ETIRIC priorityNumber@updateMode JEPEE N REES LTV D
73, priorityNumber@value J&MEAFE DY EHT STV,

® HFEE 7T — ¥ & 2M3 % Context of Use |Zf} X 417 Priority Number
X, BELRICBTLHHEETFT — 2 ORPBIEFITEE LRV,

® fEH % A D Context of Use % HIBr 7 2 B IC 2 it 3 2
priorityNumber@value JEYEAEIL, HIBRXT5 D Context of Use @ Priority

Number E[RMETH D Z ENEE LW, MOENREEINTEH, Y

A ISR Y IRt S e SR S L7, HIBR £ 415 Context

of Use @ Priority Number |3, [F] Submission Unit LARE G H "I HEIZ 72

2o

® FRHEAD Context of Use % B D Context of Use TEHLT 2 BRI,

FLCarTF AL Z7/L—7HNO Contextof Use & EHME LRWVRED |

E LR & [E L% O Context of Use @ Priority Number (%, FME T,

HipoTNThH, ZLIXAR, 7o, EHATE EHL% T Priority

Number 73 %72 5 TV T b | priorityNumber@updateMode J&E 1 % 121k

L2 &,

1.4.4  contextOfUse
Context of Use I, SLEDNEDITZEFKT D, Context of Use I T contextOfUse EFZ\Z L -
TRt S, BT O code ZHRIT L > THEEERINOALEST (CTD L) ZHE L.
documentReference %3312 5. > T 1 DD Document Z5ET 5, ZHUTLD ., FHEEINT-
Document 723 43%HEEIZEBWN T, ED CTD A LIZET 2003 ER S ND,
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contextOfUse T35 DFLELEFTIZ DWW CIL, ICHIG @ 8.2.6 Context of Use 5% 532 2

71.4.4.1 XML EECELERT
k o
7.4.4.2 XML FE&

LUFIZ contextOfUse 535 XML

<component>

<priorityNumber value="1000"/>

<contextOfUse>

RLEH 2T,

<id root="7¢5¢c61{d-5b88-4018-8323-b21f1a731880"/>
<code code="ich_3.2.5.2.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.2"/>

<statusCode code="active"/>

]
</contextOfUse>

</component>

1.4.4.3

WL ZRRUREME

contextOfUse B35 K OV OBL T DOEFE, WNZEN S D@L, L FO@y

B3R BE ZEE fE DR B
2
contextOfUse [1..1] AEFIL, FEYRHICHE
H353EL CTD AH
LA BESIT 5700
WERANT D,
id [1..1] ICH IG L& D&Y ,
root [1..1] %4475 UUID ICH IG Ft#mi@v ,
M.
root="7c5c61fd-
5b88-4018-8323-
b21f1a731880"
code [0..1] ICHIG fe# @b,
code [1..1] T ¥ Ak ICHIG & mi@v, ICH
CV @ TICH Context of
#i: code=" Use] XiX JPCV @ [Jp
ich_3.2.5.2.3" Context of Use| 7>5H7%4
95 a2 — Ra gl Uit
T 5,
codeSystem [1..1] %47 OID ICH IG fL# i@ Y, ICH
CV @ [ICH Context of
#: Use] @ OID X[ JP CV
codeSystem="2.16. | ¢ [JP ContextofUse] O
840-12153]8;‘?32-5-989 OID ##Efk9 %,
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B3R

originalTe
xt

W

[0.

HE

1]

fEDR
e D6

LA

]

T FA b

i
value="3.2.P.8.3-

14

ICH IG st v,
®

ICH IG it#imi@ v,

statusCode

[L..

1]

ICH IG st v,

code

[L..

1]

AT

M.

code="active",
code="suspended"

ICHIG fLdf i@ Y , 4%
Context of Use 23H %) T
HAUZL Tactive] %, HIFR
T 50 Tdh X

['suspended | % #& 9~
%o

replacement

of

[0..

*]

N 2 ES [
relatedContextOfUse 5%
T Do
relatedContextOfUse 55
DFFMIAED 745 %
ZRILHI L,

typeCode

[L..

1]

[ 7

typeCode="RPLC"

AJEMEIL replacementOf
BWHRE MWD ERICLE
HENBEETH D,

derivedFrom

[O..

1]

N 2 ES [
documentReference % 3%
T Do
documentReference = 5%
DFENIAED 746 %
ZRITLHI L,

referencedBy

[0..

*]

KESZ L keyword B35 %
AN 2,

keyword ELFEDOFERIITA
FHD 747 2RI L5
s

typeCode

[L..

1]

[ 7

typeCode="REFR"

KRBT referencedBy
Fa M DBRI LT
EHEETH D,
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BHR Bt ZEE fEDRY B!

1EDH
CE VOV ERES > contextOfUse.statusCode@code & TE fE 73 "active" T & 0 | 2> D
ORI priorityNumber %3275 updateMode J&":% & F 72V G5 LN IIMZE T
H5,
® code@code

® code@codeSystem
® derivedFrom

>  contextOfUse.statusCode@code J& V£ i 75 "suspended" T & 5 . X I
priorityNumber@updateMode JEVEE 2t SN TS L& LIFOW
T DOIEHR % & T Submission Unit [XHEI T 415,
code@code
code(@codeSystem
replacementOf
derivedFrom
referencedBy
> 120 Context of Use Z 14X Context of Use CTiE#i 7 2415, Bt
9% Contextof Use = & T replacementOf %57 % f2{:3 % Z &, Context
of Use DEHDOFEMUZ DOV, AED 745 28T 52 &,
> 120 Context of Use |2 D Keyword %+ 59 285613, 5725
Keyword Z & |Z referencedBy %135 12k % Z &, Context of Use (Zf+F
59 % Keyword DFEIICOWTIEL, AED 747 #5BT 5 &,
EH “oid > ICHIG it o @EHIAANTIN A, LF2EH S,
ysA: Ul ® LITFDOWTIMNIZi%EY T % Submission Unit [TH T 415,
< code.originalText@value J&MAEDN 129 SLTLLETH D,
< statusCode@code JEENE )N "active" 2 (N"suspended" DT 4L T
AR
< statusCode@code JEEAE73"suspended" T& % Context of Use D
Priority Number (2, [FIFFIZ updateMode EVEDM RS LTV 5,
S RN EZOTA T A 7 VAL THO TRMET S
contextOfUse Z55 D statusCode@code J&EAE )Y "suspended" T &
2o
WIS R replacementOf B2 3L S LTV 5,
WINREE I IRF I derivedFrom 56 % 1 £ 72\ contextOfUse F327)3
kI T s,
® EHLIHIFR S 4172 Context of Use & [Rl U id@root J&TEAE % >
contextOfUse EH# 7 HEfk L ClIe b e, EHSUIHIR S -
Context of Use Z FHEAZNZ LTV IGEIEL, BTHLo Context of Use &
LTHEET S L,
N EEO AN 2 THE S R EEABANE T 2R,
»  code@code JENEIEA RS CTD FH ULANER 5 58 3 HHITE S RWG5 .
% @ Submission Unit (ZH T S5,
OF B BTN THE D NS TEIBANTEE IS A0,

<>
<>

1.4.5 relatedContextOfUse
relatedContextOfUse 5513, $2 57D Context of Use % #H#1D Context of Use TEHLT 2
BRI S D, relatedContextOfUse 223513, il Context of Use DF 23R & L THEH S 41,
id BRI L o> TEHLE D Context of Use ZFRET D,
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7.4.5.1 XML £ ER &L &R
relatedContextOfUse %35 DFLa & FTIZ OV TiL, ICH IG @ 8.2.7 Related Context of Use

(Contextof Use D7 A 7% A 7 )V) AT HI L,

1.4.5.2 XML EE k451
LLUFIZ relatedContextOfUse %55 0 XML flalifi] &~ 97,
<replacementOf typeCode="RPLC">
<relatedContextOfUse>
<id root="d981c6a9-d57a-43cc-a71b-a8e35a34a3%a"/>
</relatedContextOfUse>

</replacementOf>

7.4.5.3 N ERRUVEM
relatedContextOfUse 2235 e N2 DL T OEFE, WRNZZEN O OEMET, LLTD#EY,

CHES JE M ZHEE fEDTY B
1E DB
relatedContext [1..1] AREFR T, BHLIN S
OfUse Context of Use DIFH#H %
AN D,
id [1.1] ICH IG FE#Di@ v ,
root [1..1] %2472 UUID ICHIG FL# i@y ,
ViR
root="d981c6a9-
d57a-43cc-a71b-
a8e35a34a39a"”
U NSO ERES > contextOfUse.statusCode@code & P E 7 "suspended" T & 5 . X I
;- ang Azl priorityNumber@updateMode JETEIE RS TV D L& IT O

¥ % & e Submission Unit IZHEI T 415,

®  relatedContextOfUse

i coidl > ICHIG iEs o EATRANZ N A . LTS S o,

FH ® LITOWTINICi%EY T % Submission Unit [ZH T 5,

< id@root JBMAED 7RI Context of Use 73, R LH a7 H A | -
ITN—TIE LT D,

< id@root JEMAEN 7T Context of Use 78, %4 7% Submission Unit C
ftsh T,

< id@root JEMAED 7T Context of Use 23, eCTD 5247 & 23 [FIfE

T D HFHEOWEDRHIC L - TRt ST,

id@root J&MAE N7~ 3 Context of Use 23, eCTD 247 & 23 [FIME

T D HFEOWEDIHIC L - THIFR UL ER STV 5,

N EEO AN 2 THE S X E BN 2,

OF FEAITHNZ THE 5 AR 220,

DN EER iz THE S ~ S EABANIEERIC R,

<>
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1.4.6  documentReference
documentReference %3513, Document Zf5E T 5, documentReference B35\Z J > THE S
#172 Document 1%, BlLEFE TH D contextOfUse E3E D code BT L - THRE ST HEEEE
WNONLEDIT L BT b,

7.4.6.1 XML £ ER &L &R
documentReference F3% DFLHEFTIZ OV TIL, ICH IG @ 8.2.8 Document Reference %5 % 2%

45z L,

7.4.6.2 XML FE&k

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

</derivedFrom>

7.4.6.3 N ERRUVEM
documentReference B35 i NV DOFL FOEZE, WRNZZN O OEMIZ, ATD#EY,

ER JE M ZEE fEDTY B
1E DB
documentRefer [1..1] ARBEFE X, Context of Use
ence L BE 315 5 Document
DR 2T D,
id [1..1] ICHIG fe# i@ b,
root [1..1] %72 UUID | ICHIG fi#ioi v,
ViR
root="al7b06a2-
a040-431d-8e5b-
1f678c83af3c"
L VAONERES > contextOfUse.statusCode@code & £ {73 "active" T & D | 2 D
DOFHFRA priorityNumber Z357° updateMode JE1E% 5 F 70056 DL IZLAE

Th b,
®  documentReference
>  contextOfUse.statusCode@code J& V£ {E 73 "suspended" T & % . X i%
priorityNumber@updateMode JEMIEN RSN TN D L& LITF O
%G T Submission Unit IZEI TIN5,

® documentReference
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> ICHIG redO@EMBANTIN A, LIPS 5,
® LI TNOWTNMIZEEY T D Submission Unit 1ZH NI 5,
< id@root JEYEMEANRT Document 73, 47% Submission Unit K& O
AR DT — H R_R— ZEOWTIUT B AFIE L 72,
< WINRARHRFZ documentReference %55 % 5 £ 72\ contextOfUse
EEMRES TN D,

*EA Y I, eCTD v4.0 2 VW CTHEH Z 4172 Document (2T, Y454 H
I T HNARVERY | A B E T ECUE S B E O 2 S
CLF. THUEDRERIHL W) ,), T—F_X—XIREFEL TN D,
N FEOARITIN 2 THE S R EEABANE T 2R,

DN FE BRI Z TR S RS ERRANTEHC 220,

ON Rz THE > ~EEABANIEEIC R,

7.4.7 Context of Use keyword
Context of Use |21} 5- & 415 Keyword (LLF, [CoU Keyword] &V 9, ) %, Contextof
Use 2379 CTD FLHH LIZxd 2B E# 2 #2935, CoU Keyword I contextOfUse Z:FHL T
D keyword BT Lo TR S, RESLUTO 2 ENH D,
1) ICH XUTHEA YR L > T Keyword DFESE & A D STV D H D,
5] : ICH Document Type, JP Analysis Type, 72 &
2) ICH XIXFHEAEYHIC L > T Keyword DFEFEN RO LN TR Y, HEHEMEE THEE
WD b D,
5l : indication, substance, group title, 72 &,
52 2)D Keyword Z 579 2 BRI%, Mi%HGE 24V T Keyword Definition % HV T % Off
% EFRT D, Keyword Definition DFEMIIAED 74.18 x5 T 52 &, Ik, HiFETT —
ZIZOWTIIHAIE LT, FELRTIET AN FLXUTT 7 A MNADFRIETE RSN DT
B, FAROBRZ Keyword TSN D HFRITZBE SN LW 03D D, HIZIX, HiFETT
— X %2 M3 % Context of Use (Z group title Keyword Z 1 5-L72 & LT, %i% Keyword |Z &
o Tt X172 Keyword RARSUFHIOERIL, grouptitle / — K& LTRRINRNI LD
2o

71.4.7.1 XML £ ER &L &P
Context of Use (21592 keyword ZL3Z OFLAKE FTIZ- DU Tl ICH IG @ 8.2.9 Context of
Use @ Keyword 52 Z M35 Z &,

1.4.7.2 XML E2 & 451
LUFIZ, Context of Use \ZAF 5795 keyword B35 D XML G5 2 ~7,
EEE Dos
<referencedBy typeCode="REFR">
<keyword>
<code code="ich_document type 65" codeSystem="2.16.840.1.113883.3.989.2.2.1.3.2"/>
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</keyword>

</referencedBy>

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

</referencedBy>

EEE 2)0p
<referencedBy typeCode="REFR">
<keyword>
<code code="MANUO001" codeSystem="My list 001"/>
</keyword>
</referencedBy>
<referencedBy typeCode="REFR">
<keyword>
<code code="SUBO001" codeSystem="My list 001"/>
</keyword>
</referencedBy>
<referencedBy typeCode="REFR">
<keyword>
<code code="SDTMDATE" codeSystem="SDTMVer001"/>
</keyword>

</referencedBy>

* o BEE 2)08E . Keyword DEFK % Keyword Definition & L THfitd %,
7418 22T D L,

FRIAED

=111}

7.4.7.3 WML EZERRUEM
Context of Use (21 575 keyword B2 K ONF OBL T OESR, WNZZENS OJFEMEIX. LT
DY,

fEDE
1EDH
keyword [1..1] AR, Context of Use
DEMEREBEST D
T AN 5,
code [1..1] ICHIG Fe#iDiE Y .
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BEREUVREM
DR HFIA

EH
AA

£

B ZEE fEDTY B
1EDH
code [1.1] T¥ A bk ICH IG FC#k i v
-
code="ich_route 1
code="MANU001"
codeSystem [1..1] Va2 ICHIG 2 i@y
# :
codeSystem="My
list 001"
R TZHEE), EOR) KO THH)] OWNFITMZ THE D &
I ESANAN
> ICHIG ft#o#EAMHANIINZ . LR S5,

® YL HIGE NI B o BB WIS E S FEE (1 DOFEFHD CoU
Keyword [Z DWW TCYZHFENICEBOENFE) L, T2 hico
WCLCEZRNT 25613, Yi%fEHO CoU Keyword ZHWTE
OEHRT 2 Z & (F]: HEORFEZ G RFEO% AL, CTD A
MU B BAIOXFAfF< &5, product Keyword Z 5 L#EE D
32P AN TT D),

L FOWTN0NTE%Y 45 Submission Unit IZEI FEh 5,

< ICH CV @ TICH Context of Use] XX JP CV @ [JP Context of
Use] 12X o THEDRED LA T2 Keyword 231 5 40T
W5 (ﬁf_ L. HEEE 7T — ¥ &2 M L T 5 Contextof Use D
LAk, KEOD 11 0 2)I12H 5 Keyword 1Z614F L 95),

ICH CV @ TICH Context of Use] XL JP CV @ [JP Context of
Use ] IZ L o> THZHE STV S Keyword 231 5- ST 720,
1 2 ® Context of Use (ZxF L T, [f LHHD CoU Keyword 2315
B EE TS

ICH Study Group Order Keyword 735 4L TUW 5 23,
id_study title Keyword 23 5- S 40T 7a Wy,
REEE 7 — ¥ 22 L T 720 Context of Use 12, LA FDW
T DD Keyword B H- ST 5,

v' JP Study Data Category

v' JP Analysis Type

v JP Terminology(Tabulation)

v JP Terminology(Analysis)

HEEE 7 — ¥ # 2 L T\ % Contextof Use |2, JP Study Data
Category Keyword 73 5- Z 41T 7,

[ R B fE C i3 227 — % | (Non-CP) LISt & 7”4 JP
Analysis Type Keyword 231 5- 341 TV % Context of Use 232
LT\ % Document (T, textdescription BEFE LI N T 72
AN

study

FREAEBITIN A THE 5 NS @ HRANTRRS 20,

JP Study Data Category Keyword 23 &t &L T2 WA, £ D
Submission Unit [ZHI T 415,

JP Study Data Category Keyword 232 X 71 T 5 354 . % @ Submission
Unit [FEF S5,

Page 28 of 82




7.4.8 sequenceNumber
Sequeuce Number /%, sequenceNumber E551Z L - Tt Z i, FRIPFENICKIT S
Submission Unit D2 AT & KR A 7= 3 e 5 A 2435, MFERICRET 5
Submission Unit (Z X » Tt SN 7o fF#IE, FEERICESWTCEMMIZRE D
Submission Unit {Z J > CTkiT &415, Sequence Number [J, Submission Unit = & (2P S 41,
BHILITHEMT 2EFZTH D,

7.4.8.1 XML £ ER &L &
sequenceNumber H5& DFLEL & FTIZ OV Tid, ICHIG @ 8.2.12 Sequence Number %% 24

5T &,

1.4.8.2 XML EE k451
LUFIZ, sequenceNumber %550 XML FLalifi] & <9,
<componentOf1>
<sequenceNumber value="1"/ >
<submission>
BRI

</componentOf1>

7.4.8.3 N ERRUVEM
sequenceNumber 235 Kk O OBL T OEF WNTEN L DML, LFO@EY

R B ZEE fEDAY B
S

sequenceNumb [1..1] AEHRIT, [FIHFENICER

er \F % Submission Unit DF&
AR & R R 80 2 =+
T AT 5,

value [1.1] L S ICHIG fi#i Dy,
Bi: value="1"

S VROV PRI THEE | MEOR ] KON TRHH ORNEITINA THE D N & fEH#
DHHFHA AllE 72,
EH v > WETT A5G ST R AU R S 12 3 W TR 2. Sequence
A Number @ 9 5, FRKOMEIZ 1 % /& L7=4KfE % Sequence Number & L
THfMT 5, T & X, K Sequence Number fH % Ff D FE A 3 7
Submission Unit Z5FET HIZH72V | submissionUnit.code@code {57
=S koA AN
> UTFOWTNMNIZi%2Y 95 Submission Unit [ZHEI T S 415,
& VAT IETHFO 1] 15 1999999 OFELLIA D% Sequence
Number & L THeflt L TV 5%,
® Sequence Number & 25 “BEfE 7 4 /L X403 —E L2,
® HIRRERHIREIC, TRCEMBIAN ), b)& T o)ICHI X 7220 Vi Z Sequence
Number & L THeflt L TV 5%,
® {ETIFIZ Sequence Number 73 1] F DI L T 72w,
® GTIFIZ, BEFZHID Sequence Number fEZ#EL L T 5,
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PR HRE D a)D Sequence Number (% 1) &7 5,
—JEHEH L7 submissionunit.xml % H UE 3 XIIFEERET 55681
HUE LI HER %4 @ submissionunit.xml & [F]fE @ Sequence
Number Z #2725,

PR HRE D b)D Sequence Number (X 1] &7 %,

—EfRH L7z b2 M LET XIIHRE 3 2354 1%. Sequence Number
I 1] &35,

HINERHRED ¢)D Sequence Number [X 2] &35,

—ERH L7 oZ M LET IIFHRHT 2581, Sequence Number
I 2] 95,

7.4.9  submission
Submission (X, submission ZFR\Z X > CTHRAEZ L, MBEZHEEICE £ 5 00 E OFHR A 723t
3%, Submission [ eCTD Z #5512 L - TXHIE 4L, 1 -2 Submission %, HECUIHEEL
O BIE#RE ST Z LN TE 5, Submission 3T 2 i H IZBSE# 9% Submission Unit (3,
2i5% Submission O FZHEE & L TRIESIT 55725, eCTD v4.0 XML A vt — ki,
submissionUnit %55 D N33 & U C submission 3213 F1ET 5, submissionUnit 3513, H
H A3 B# -5 < Submission DI Z | submission B3 & L CiRHET 5,

7.4.9.1 XML D Ee& &R
eCTD v4.0 XML A v — b submission BEZE IR DO L H I EINS,

®  controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission

1.4.9.2 XML EE k451
LU submission %55 O XML o# il 2 ~97,
<componentOf1>
<sequenceNumber value="1"/>
<submission>
<id>
<item root="c4550245-fa32-444e-8433-702tbba7a8d4" extension="20160505001"/>
</id>
<code code="jp_original" codeSystem="2.16.840.1.113883.3.989.5.1.3.3.1.5.1"/>
L1
</submission>

</componentOf1>

7.4.9.3 LEZRUVEN
submission B35 K OV QLT OESE, W ONZENL S OREMEIZLL T O Y
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R =1 ZHEE BT .
1EDH
submission [1..1] AREFE (T4 7% Submission
Unit (ZBHlEDSW TRt S
A5 b B A A
5o
id [1..1] AFFILY3% eCTD HIFE
DR 2T D,
item [1..1] AEFRIT Y% eCTD HIGE
DR ZHEHNT D,
root [1..1] %72 UUID A% Submission @ UUID,
ICH IG FC#k DR RIS
1i: WHl s =73y XA
root="c4550245- | |z L\ VH EE N KT
fa32-444e-8433- %,
702fbba7a8d4”
extension [1..1] Heffy ety eCTD =137,
/}%
extension="201605
05001"
code [1.1] AREFRIT Y% eCTD HFE
DALEST QEARFRM,
ZERM., L) M
15,
code [1..1] T A B Y5% eCTD HIGEDALE D
JERT a2 — NME % fi
i: ELTHRD, 22— NEIX
code="jp_original” | JpCV ¢ [JP Submission]
a— RFU X koo
ERCE
codeSystem [1..1] w472 OID [JP Submission] =— K
U A ~dD OID,
/}%
codeSystem="2.16.
840.1.113883.3.989
5.1.3.3.1.5.1"
subject2 [0..%] REEFZ T review B35 % 7%
W5,
review B35 DFEAIIAE
D 7410 M T5HZ
B
componentO [1..1] KEFRIT application B35
f ZAEANT Do
application E3& DA
AED 7415 228+ 5
&

DFEHAR

Bl Review Z i7" 2355 . IIBESE Review DIEH AL L T 556
1%, HEEE 2 &I1T subject2 BHFR L 47HET 5 Z &, Review OFEMIIZ DOV
TIE, AED 7410 2 BT D L,
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Bt

®
Kk

H fEDEY DL
g DB
> JFANE LT LT OBRMEICOWTIR, submission Bt T DI MO IZ
Bbbd| M2l L TR UEZREETL L, ZNLDEEEET
LEN D HGEIX, FANIEEY RICHERT L2 &,

id.item@root

id.item@extension

code(@code

code@codeSystem™

*7-72 L. code@codeSystem JEVEDRT OID DKEIZEH EN D/ —
VarFEiE, B L TWDLETRN,
> id.item@root JETEEIX, A Submission Z —EIZFAITE 5 UUID &3
LTk,
>  LUTFIZE%4 9% Submission Unit [ZHI T &5,
® id.item@extension JEVEEN M5 H D eCTD ZIHF B L Re D,

> FINRERHEREIC subject? BRI STV 2 WGA . % @D Submission
Unit ZH TS5,

A\

b)IZ subject? B %a GO TIXR BV, £7o, subject2 BHE % b)IHE
W1=3%E . %O Submission Unit IZEI TIN5,

Y

subject2 EEDRPES L TWRWE S, £ O Submission Unit [FHI T &
b,

7.4.10 review
review BFIL, M EERERUET 5, HFEET LI 1 DD subject2 EHEPFRBES 4L,
subject2 B3 T L2 1 DD review BEEN LI N D,

7.4.10.1 XML Eoie&EiErr
review 3213 eCTD v4.0 XML A vt — E LUFOLETIZGLHE S d,
®  controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission >>

subject2 >> review

7.4.10.2 XML &5
LUTFIZ review B33 0D XML G5 2 7,
<subject2>
<review>
<id root="c2a664fc-4b41-4425-8631-46b7bf1{58a6"/>
<statusCode code="active"/>
<subject1>
LL[FREED.
</subject1>
<holder>
LL[FREED.
</holder>

<subject2>
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7.4.10.3

review

L [FE]..
</subject2>
</review>

</subject2>

XL ZERKR VRS

review BN O OB T DY, WNZEN L DRIETILLTOEY,

HEHR B

SHEE

1.

1]

B
DB

S|

AREEFRITL,
LAERAE

i 3 16 2 7%

id

1.

1]

R Y5 review B
DR T2 KA 5,

root

1.

1]

%472 UUID

M.
root="c2a664fc-
4b41-4425-8631-

46b7bf1f58a6"

/K Review @ UUID, ICH
IG o7 /LY XA
WCIEVHGEE NHEEFT
Do

statusCode

1.

1]

ARERIT LA O
il i OARAE & s
AN D,

code

1.

1]

o S

/}‘%

code="active",
code="suspended"

HEsHEOREL RT =
— K, BomEELS
tr eCTD IZHVVT, —Hh
DOHERTF T 5546, H
% OWET CIEHFEED
TUIFXS D Review (Zxf
L "suspended" % #Z ik 9
%o TOMDEGEIZIB W
Tld"active" Z 24 %

subject1

[0..

1]

N oL =S i
manufacturedProduct
RERANT D,
manufacturedProduct &
FOFEAIIAREFD 7.4.11
BRI H L,

holder

[0..

1]

AREZIX applicant T35
T Do

applicant ZL3& D FERIIIA
HFDTAB BT DT
&

subject2

[0..

*]

ZN i) = =
productCategory % 3 %
AN 2,
productCategory % 5& D
HMIIAEZD 7414 25
M5z &,
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B3R Bt

®
Kk

H fEDTY . B

1EDH

G DRV > PIRIRHRE, ERRER KBRS TRMNETH D,

O HF A > UGTRE, statusCode@code J&MEAED  "active" T 5 & &, FRLER LD
BIHEOETHMETH D,

> WETIE, stautsCode@code JBMEAED "suspended" ThH 5 & & LLF DWW
D FEH %G T Submission Unit IZEI TIN5,

®  subject]
®  jolder
®  subject?

»  subject? TFITHFEX Sy T LIRS H Z L,
EH il > LR OWTAAIZi% 9% Submission Unit [EI N 3415,
BHI o HIEHEEDTIA 7V A 7 NVEBL THIO TEMT D review &
F D statusCode@code JEMEAE D "active" TR,
® review.statusCode@code J&EVEAE ) "active" & O¥'suspended" DVNF 4T
BV,
® Y3 review HFE D statusCode@code JEMEAE % "suspended" THEAE L 72
FER. statusCode@code JEVEAE N "active" T 5 review B3R 734 7%H
FHICBWTIHEL 2L 2 D,
> id@root BYEEIX., A Review & —EIZFBITEZ 2 UUID £ §5Z &,
> UGTRE KRR T o TE LT, F-ARICET DR review
BRI L 2N &,
> —EHFERTIFICL Y B L /2572 Review &Rl U id@root JEVEAE %
FFO review HHR LML TI R O, —EHFER TN IFIC XL 0 EhIC
L7z Review & FJEF N LI=WEGE X, BBl Review & L CHEH
52L&,
N R AR 2 THE D ~ S E BRI 72,
> b)IT review BHREE O TR B2V, F72, review BE % b)IZE T
Y6, % @ Submission Unit [ZEIF &5,
DN FEDARITHNZ THE 5 S EAALINIERT 220,

1.4.11 manufacturedProduct
manufacturedProduct %3313, BEERZ RIS D, 1 DD review BEHE T LIZ 1 DD
manufacturedProduct ZED M S VD, manufacturedProduct B35 13 T[R4 D
manufacturedProduct B3R % F5 5 | KE TILHTE % manufacturedProduct B35 L WY, #%FEH %
manufacturedProduct. manufacturedProduct 535 & W-.5,

7.4.11.1 XML Eoie&Ei &
manufacturedProduct E351% eCTD v4.0 XML A v&—¥ L LUFOSEFTICEE I D,
®  controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission >>

subject?2 >> review >> subject] >>manufacturedProduct

7.4.11.2 XML 52451
LU FIZ manufacturedProduct %55 O XML sl#llf5] 2 773,
<subject1>

<manufacturedProduct>
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<manufacturedProduct>
<name>
<part value="t A ¥ 7 & 5 —/L§E 10mg"/>
</name>
<ingredient classCode="INGR">
L[]
</ingredient>
</manufacturedProduct>
</manufacturedProduct>

</subject1>

7.4.11.3 XML EXRUVEM
manufacturedProduct %38 K V2 OB T DR, WNTEN S DEMEITLL T D@ Y,
E:ES JE ZEE EDH . B

TEDH

manufacturedPr [1..1] AT, B R 2
oduct W9 B,

manufacture [1..1] ARERIL, WAIFEREE
dProduct W3 D,

name [1..1] ARERITIRTES &AM
5,

part [1..1] ARERITRTL AN
50

value [1..1] TX A b WEDOIRTE4

Bll: value="t 1
Y F g —bE
10mg"
ingredient [1..%] i iy = X
ingredientSubstance = 3

RIS D,
ingredientSubstance % 3%
DFFAMIAED 7412 %
ZHRTDHZ L,

classCode [1..1] E KNIBYET ingredient Bi5
Z WD BRI LB 2R i G
classCode="INGR | fj@t:Ch 5,

14

DFEHAR

EH “Sid| > part@value JEVEFIL, WS EFEOKTES & —HISEDH T L,
HHI >  LUTICE%% 7 5 Submission Unit [ZH T S5,

® part@value JEVEE 241 SCFLLETH D,

DN FREAMRITIN 2 THE 5 ~E EABANIFRIT 220,
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N > b)IZ manufacturedProduct 3% % 5 TIX e bW, F o,
manufacturedProduct 33 % b)IZ 5 7254 % @ Submission Unit (&
HFsIh2,

DN FRRAEMRITIN R THE 5 N EEABANTRFIT 220,

7.4.12 ingredientSubstance
ingredientSubstance %3813, AR DAFRERIET D, 1 DD ingredient BFE Z L 1T 1O
O ingredientSubstance BRI 5,

7.4.12.1 XML LoEE&i &R
ingredientSubstance #3513, eCTD v4.0 XML A v&— k. LLFOSGETICHE IS,
®  controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission >>
subject2 >> review >> subjectl >> manufacturedProduct >> manufacturedProduct >>

ingredient >> ingredientSubstance

7.4.12.2 XML &5
LLUFIZ ingredientSubstance %55 0 XML fl#lif] &~
<ingredient classCode="INGR">
<ingredientSubstance>
<name>
<part value="+ —7 A HEEEHE" code="jp_jan" codeSystem="
2.16.840.1.113883.3.989.5.1.3.3.1.7.1"/>
</name>
</ingredientSubstance>

</ingredient>

71.4.12.3 XL EZRRUVEMH
ingredientSubstance 135 i N DB T OFEFR | W ZN L DJFEMHEITLLTO®Y

B3R B ZEE B A
o

ingredientSubst [1..1] ARERIL, BRI D4

ance PRER&HIS 2,
name [L.1] RERIL, ARk 04

iR R
part [1..1] AREFRITA L5 D4

MREAEANT 5,

value [1..1] TX A b WK Gr DA TR,
G- value="+1—7
A W
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ER JE LEE R A
1EDH]

code [1..1] T HF AR B R 53 D 4 FR O TR
R4 a—R, JPCV D
#: code="jp_jan" | T JP Substance Name
Type] =— U X F D

EIRT 5,
codeSystem [1..1] %47 OID [ JP Substance Name

Type] = — KU A KD
#i: OID,
code="2.16.840.1.
113883.3.989.5.1.3.
3.1.7.1"

FFEo TZEE), MEOR ) KO TEH ] OWNEITINZ THE D N B

GUIESAAR

»  part@value FEPEEOMEIL, JRAIE LT, HEELHO—ML & —E S
5T Lk,

>  LUTIZE%%4 9 % Submission Unit [ZH T &5,

® part@value JEVEE 241 SCFLLETH D,

N EEO AN 2 THE S X E AN 22,

> b)IT ingredientSubstance 3% % 5 Tl b/, F 7
ingredientSubstance %35 % b)IZE W 7=, & @ Submission Unit [ %]
Tahnd,

OF BRI A THE 5 N E AN A2,

DFEHAER]

£

EH
AA

7.4.13 applicant
applicant ZL3Z 1%, WEh
nod,

THHRAIetT D, review B3R Z L2 1 DD applicant B3R HEfE S

7.4.13.1 XML LoEE&i &R
applicant 23213, eCTD v4.0 XML A v&— k. LN OGATICGL#E S b,
®  controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission >>

subject2 >> review >> holder >> applicant

7.4.13.2 XML &5
LUFIZ applicant 256 O XML l#k il % <,
<holder>
<applicant>
<sponsorOrganization>
<name>
<part value="PMDA HEREA 41" />
</name>
</sponsorOrganization>
</applicant>

</holder>
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7.4.13.3 XL EXRUVEM
applicant %35 K O DEL T OEFE, WNTZN D DRMAEIZLL T D@ Y,

B3R BHE ZEE fEDRY i
1EDH
applicant [1..1] ARKERZRIIHFEEL K
W5,
sponsorOrga [1..1] RKERZRIIHFEEL K
nization WA,
name [1..1] ABERIIHFEE S &K
W5,
part [1..1] AREZRIIHFELEHK
WM 5,
value [1..1] T ¥ A b BEHFEEORFEE 4,
#1: value="PMDA
B

CE VIRV Rel FELoo [ZEE ] MEOR] KUY [FH ] OWNFITIA TR 5 ~E 2B
DA 720,

EH <558 > part@value BV, HEEELBOBHEEL L —BEED T L,

KA > LLFIZR%%9 % Submission Unit (ZEH F X5,

®  part@value JEMEAEN 241 SUFLLETH D,

N BRI A THE S NS EA BRI A,

DN > b)IC applicant B3 A E O TIX /e B2V, £72. applicant B35 % bIZE
O1-%54E . % @ Submission Unit [ZH TS5,

O Rz THe > ~E EABRIEEIC R,

7.4.14 productCategory
productCategory B331%, HFEX3ZRHET D, review B5E Z L 12 | D XUTHILD subject?
DR XA, subject2 B3R T L\ productCategory BZZ MR S5, 1 DD productCategory
BRITHEIZ 1 DOHFEXD RO, EEORGEX 2R OHFEOLE, HiEX 0K E
[FI%OD subject2 ER RIS D,

7.4.14.1 XML Eoie&Ei &
productCategory 53513, eCTD v4.0 XML A vt — k. DL FOBGANCEHEH SN D,
®  controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission >>

subject2 >> review >> subject2 >> productCategory

7.4.14.2 XML E2&5k45)
LA FIZ productCategory L35 0 XML Frali il 2 7~
<subject2>
<productCategory>
<code code="jp_1 1" codeSystem="2.16.840.1.113883.3.989.5.1.3.3.1.6.1"/>
</productCategory>

</subject2>
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7.4.14.3 XL EXRUVEM
productCategory ZLF K N DR T DB, WNZZEN L DREMEITLL T DY,

ER B ZHEE EDR B
1EDH
productCategor [1..1] N == B PR N -8
y LRI
code [1..1] ARERITHFFEX D %
M3 2,
code [1.1] FEA N X BT I— |,

AR HPFEF IO H
Bl: code="jp_I_1" | X4y % JP CV @ [Jp
Product Category] 22— K
UARDNOEIRT D,
codeSystem [1..1] 2472 OID [JP Product Category| =
— U X~ OID,

il

codeSystem="2.16.

840.1.113883.3.989
5.1.3.3.1.6.1"

CEVVEONERE RRoo [ZEEE), MEOR ] KO THE) OWNRITIZ T D N B
DA X720,

EH =S8 > code@code JENMEMEN AR T HGEX 0L, RS EGHOBFEX D L —HE
FH HHZ L,

D) FEARRICINZ THE S ~EEABAIIEHC AR,

U8 > b)IT productCategory Fi5i % 5O Tl b7V, £ 7=, productCategory
TR & bW E DA, % O Submission Unit (FHEI T X5,

OF FEAEBICINA TR 5 NS EABANTERC A2,

7.4.15 application
Application (X, application B33\ X > CTiRE S, YHEHFEIC L > TR S LD IHEHRDOE
F M OLEORPFICEE S DERARUET D, 1 DD submission EFEITHIZ 1 HD
application %38 % 5 e,

7.4.15.1 XML Eoie&Ei &
application %5513, eCTD v4.0 XML A »v&— E DAFOEFTICEE I D,
®  controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission >>

componentOf >> application

7.4.15.2 XML E2&k45)
LUFIZ application %35 O XML o#i il 2 ~9,
<componentOf>
<application>

<id>
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value"/>

<item root="492462{7-81bf-46e0-9b59-b677a86c88a4" extension="sender-specified

</id>

<code code="jp_nda" codeSystem="2.16.840.1.113883.3.989.5.1.3.3.1.8.1"/>

<reference>
[T
</reference>
<component>
[T
</component>
<referencedBy>
[T
</referencedBy>
</application>
</componentOf>
7.4.15.3 XML EZRRUEH
application B36 X O OB T OESE, W NZZN O DJEMEIZLLFO®@Y
Bk B LEE fEDRY L
g DB
application [1..1] A EFIT . Y &
SubmissionUnit [ZE-S0Y
Tt =415 Application
DIFHREREMNT D,
id [1.1] AREFRIT Y% eCTD HFE
Dkl T 2T D,
item [1..1] ARERIT Y3 eCTD HFE
DT 2T D,
root [1..1] %72 UUID /K Application @ UUID,
ICH IG fC# D7 /v =Y
#: R BAZHE HIFEH DS 58
root="4924627- | &4 %,
81bf-46e0-9b59-
b677a86c88a4"
extension [0..1] T ¥ A b MEEEDNPEErEHET
L2 EHHAME LTH
p: B4 5RO,
extension="sender-
specified value"
code [1..1] AREFRIT Y% eCTD HIGH
DR EEMNT D,
code [1.1] 7X A b 2i5% eCTD HIFE OFEMH &
AT Aa— R, 23— NMEX
#: code="jp_nda" | JpCV @ TJP Application]
a— RU X R bR
ERAE
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HR Bt SEE fEDTY G

1EDH
codeSystem [1..1] %472 OID [JP Application] ==— K
J 2 ko OID,

4
codeSystem="2.16.
840.1.113883.3.989

5.1.3.3.1.8.1"

reference [0..%] VN 0t % [
applicationReference %55
ZIEINT Do
applicationReference %55
DFEMMIAED 7.4.16 &
ZHRITH L,

component [0..%] AREEFEIT document 35
ZRENT D,

document %37 O FEAMIX
AED 1417 2B 5
Z &,

referencedBy [0..%] N B = =8
keywordDefinition 35 %
AN 2,
keywordDefinition 3% D
FHMIIAREFED 7418 25
Byoz L,

ERXRERURBRM YELHGEICBET 2O (LT, TBERFE] &no,) 825
D HF A Bk, BIEMEE Z LT reference B w1952 &, £70, BIEHIGEE
I% Submission Unit = & (ZH 4 C OB E HFE A 2L 92 = &, B
FHDOFEMIZONWTIIAED 7416 2T 5 Z &,

*45% Submission Unit (2 & - THEHES 2 88l Document 73 & 2 5513,
Document = &2 component B35 7 1295 Z &, Document DFFEHEIZ
ONWTIEIARED 7417 2T D L,

WIS 2B T 3 % B8l Keyword Definition Z #2132 85513,
Keyword Definition = & |Z referencedBy 535 % #2292 Z &, Keyword
Definition DFEMICOWTIIATD 7418 #2352 &
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U

Bt

®
Kk

H fEDEY G
g DB
> JFANE LT BLROBMEICOWTIR, application B T DI HOZETIZ
Bobd, HEzE L CTHRUEZRETS 2, ZALDEZZEET
LEN D HGEIX, FANIEEY RICHERT L2 &,
® id.item@root
® code@code
®  code@codeSystem*
*7272 L. code@codeSystem JEVEDRT OID OKREIZEH ENDH/N—
Va UFEFIE. —EL TV DB,

> id.item@root JEMEEIL, A Application Z —EZik5 T 5 UUID &9
HT kL,

> id.item@extension JBEMEIIHFEEIC L DFHZERNE LTS, FAEY
JHZHEHT % eCTD v4.0 XML A v E—VICARBMEEZ GO D Z &3
L2720, FEYRITYZBMEELZEH L2V, 72, KEtEo
EDORNZONTIL, AEFED 2.5 D [F7F A ML LT rTEEe 05
FE] 2 THUE SV SCFREICIRE Shu7eu,

>  LITIZE%% 9% Submission Unit 1ZEI F S5,

® id.item@extension JEIEAE A 1000 SLFLL ETh 5,

N EEO AN 2 THE S R EEABANE T 2,

DN FE BRI Z TR S RS ERRANTEHC 220,

O EEEAMBIZ THE D ~E BRI R,

7.4.16 applicationReference

applicationReference %3513, BIERGEOFHRARMT 5, Hl2IF, AR HFEORR
WZBEAGR S B ORGEEZSZRT 50T 22818 TE 5, 2ok &, FERHEILeCTD
v3.2.2 T v4.0 ZIEA L LTHFE SN TWRITIIEZR 5720, eCTD v4.0 Z W72 HFED
applicationReference %3575, eCTD v3.2.2 Z HW=HIFED eCTD 2 E A ST 52 LI
LIz, BT % eCTD HEER /254, applicationReference 533 % HEfi 3~ 2 BT
NS, I DAL 1 DD application E3E1T 1 S XIIHEED applicationReference %55
ERFOZLENTE D, BET S eCTD HEENEE D 25613, BE 35 eCTD HFE 2 &1
applicationReference %35 % itik 4 5,

7.4.16.1 XML Eoic&Ei&Err
applicationReference %5813, eCTD v4.0 XML A v&— E DLTFOEGFTICHEL S D,
®  controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission >>

componentOf >> application >> reference >> applicationReference

7.4.16.2 XML &5
LUFIZ applicationReference 555 D XML FC#if5] & 7~ 7,
<reference>
<applicationReference>
<id root="20160103001"/>

<reasonCode>
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<item code="jp_pca" codeSystem="2.16.840.1.113883.3.989.5.1.3.3.1.9.1"/>
</reasonCode>
</applicationReference>

<reference>

7.4.16.3 XML EXRUVEM
applicationReference 55 K OV DFL T DEESE, WNZ TN S DBIEIZLLTO®#E Y,

Bk B LEE fEDEY G
1EDH
applicationRefe [1..1] AL T B ER IR R
rence ZREANT Do
id [1..1] AR IT B R Ok
BT T D,
root [1..1] S E BIE G5 D eCTD 17
o
M.
root="2016010300
] ”
reasonCode [1..1] ARNER (TR O fEE %
AT 2,
item [1..%] ARBEFE VTR E O fEE &
T 2,
code [1..1] T XA applicationReference.id@

root 73T BE S & D
#1: code="jp_pca” | BA#H OFEFH % R4 =2 —
R, @— NEIZJPCV @
r JP Application
Reference Reason| = — K

U A MNBERT S,

codeSystem [1..1] %47 OID r JP Application
Reference Reason| == — R
#i: ) A ~® OID,

codeSystem="2.16.
840.1.113883.3.989
5.1.3.3.1.9.1"

CEE LR > 1 DOBEHFENERORE A oW A, 1 OO applicationReference
DB BHRETIC, BIEORESE = L2 reasonCode.item B35 #1235 2 &,
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e ZHEE fEDTY . B
1EDH
» 4% Submission Unit OFHRFAICIIT 52 TOREHGE AT 5 2
Lo B2, MR RIS B G 4 2 D L, %o TR
HEE 25tk LR o 72356 W IR I BN &2 ko 7o LIRS L
> LUFOWTNMNIZi%2Y T % Submission Unit [ZEI F S415,

® id@root JBVEIESRT eCTD ZA1E 5723, %% Submission Unit THz
flksnTnsg,

® idwroot RYEEN/RT eCTD ZfHEHEFFOHFEN, FEYROT
— A R=RITHFE LRV,

® id@root JEMAENRT eCTD ZATFE B A FFOHGEN, WMEICHRY T
FohTnog,

® [l —® id@root JEMAE ZFFO1EELD applicationReference B35 % | 1
2@ Submission Unit |27 & Tt L T 5,

®  reasonCode.item@code % reasonCode.item@codeSystem™ D75
DENE—TH DEED reasonCodeitem EFH 7%, 1 DD
applicationReference Z235H. T T L T2,

*7-72 L. reasonCode.item@codeSystem J&'E73 K5 OID OKJEBIZE
ENHN—Ta VFEER-HL TNV TH, TOMOERL—
B L T W v ¥ . reasonCode.item@code }2 T
reasonCode.item@codeSystem D75 oW X [F— & FAg,

o [HHOMIEL LT AL E/ARMGERIZR LT 2B 2w
L T\ % applicationReference 58 D id@root JEMHEIZ, KGRI T
WIRWHIEED eCTD A& 521t L T\ 5,

N EEO AN 2 THE S R EEABANE T 2,
DN FE BRI Z TR S RS ERRANTEHC 220,
ON Rz THE > ~EEABANIEERIC R,

O

1.4.17 document
Document [, &3 27 7 A /WIZET 21FH A RIS 5, Document |d document FLF1Z X
> TiEfit s, WEEEIL, 120 Submission Unit (2 X 5T 0 2> HEED document 555 % 4
BT ENTES, B/EHT D77 AL T L2 1 DD component HHENME S, component
FHR T LIZ 1 DD document BEFEPIEHE I NS,

7.4.17.1 XML LoOse&E &R
document B35 DFLHEEFTIZ OWTIE, ICHIG @ 8.2.15 Document %542 B4 5 = L

7.4.17.2 XML &5
PUFIZ document Z55 D XML FLak il & 7~ 97,
<component>
<document>
<id root="8505a8b2-7035-47cf-81ec-e8176e1d87be"/>
<title value="—% & " />

<text integrityCheckAlgorithm="SHA256">
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<reference value="m3/32-prod/manuf-process-and-controls.pdf"/>

<integrityCheck>c0d5623550c997a70b62717d95fcalcada201754d1ed9tbbbbfa97bfd64c

8ead</integrityCheck>

</text>
</document>
</component>
7.4.171.3 XMLEZXZRUEMN
document B35 O OEL T OEZE, WNZENLDEMIL, LLFO#EY,
ER B ZEE EXQF) B
1EDH
document [1..1] AERIT, FEYRHICHER
3277 A4 LDIGEH
ZAEANT D,
id [1..1] ICH IG FL# D@y ,
root [1.1] #%¥M72 UUID | ICHIG fe#koi@ v,
/}‘%
root="8505a8b2-
7035-47cf-81ec-
e8176eld87be"
title [1.1] ICH IG ki@ v,
value [1..1] TE Rk ICH IG Ft#@ v .,
-
value="—#1GH#H"
updateMod [0..1] [ 7 Document O % A kL%
e WHTAHERIC, "R &S
updateMode="R" | =4 7%,
text [0..1] ICHIG si# i@ b,
integrityCh [1.1] & ICH IG FL#D#E b ,
eckAlgorith
m integrityCheckAlgo
rithm="SHA256"
charset [0..1] TXA B HEEE 17 — ¥ 52 W
9% Document {23V,
i: MHEHEETT —XIZ
charset="jp_uf8" | G ¥h %5 HAFETF — X
DX Fa—K, Z2RTS
HEEE 7 — ¥ 1% SAS
XPORT £ (xpt) D
4. JPCV @ []P Japanese
Character Code] 7>5H %24
T 53— NE@IRT 5,
‘ reference [1..1] ICHIG ft#»mb ,
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BR Bt HAE fEDTY B
g DB
value [1..1] TX AR KRFENTZH ST
% submissionunit.xml 7>
pi: b ORI RAEAT, 7
value="./1/m3/32- | » 4 L OB A ET
bodydata/32s- %,
drugsub/32s1-
geninfo.pdf"
integrityC [1..1] S e ICHIG fi#i Dy,
heck
-
<integrityCheck>c
0d5623550c997a70
b62717d95fcalcad
a201754d1ed9fbbb
bfa97bfd64c
8ead4<integrityChe
ck/>
thumbnai [0..1] ICH IG & D@ v
1
value [1..1] T XA K ICHIG FL# i@y ,
-
value="26145c7a-
3dc7-404d-91cl-
6ele5c7118f6"
descriptio [0..1] ICH IG Fl#i D@ Y ,
n
value [1..1] THF A b g PR S R A e o0 R G R
T — 2238 T D
- Document D355 S 4
value="PK fIEWT/H | 2 WzEETT — % DN
T=Ltr | FOBM,
(ADaM JEF) "

BERE VB
DFEHAR

Document % A MV &2 BT HGEZRE | text ERITINAETH D,
BE#& H © Document @ title@value J& M'EE % T B 5 & & |
title@updateMode JEVEIZVZETH 5,
title@updateMode JEVEMENTRE ST WD & & text BHRET L
Submission Unit [ZH] F &4 5,
PUF O @M ICHIG IZREHE N H 523, 245 % & ¥ C Submission Unit
ML TH, FEaY IRt & RSz,

® textwlanguage

® textwmediaType
® textwupdateMode
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JE ZHEE fEDTY . B
1EDH
> ICHIG RL#llOERHANTIN A, LR S5,
® LI TNOWTNMIZEEY T D Submission Unit 1ZH NI 5,
title@value JEMEED 1001 XFLLETH D,
description@value JEVEED 101 XFLLETH 5,
thumnail@value JETAEDS 1001 SLTF-LLETH D,
MRIEHEZED T 7 A 7 v EE L THD TR T 5
docment %32 \Z title@updateMode JEMEENTREE S LTV 5,
title@updateMode JEVEEN TRILS L TWD D title@value &1
2SR STV,
title@updateMode JEVEE D TRAE S U TWVR WA id@root JEVENHE
DR EIZHEH S 472 Document O id@root JEMEAE & [Fl—TdhH 5,
< [A] Submission Unit @ Context of Use 7>HZH AL T2
document ZLFHE 3R I TN D,
& reference@value JBYEEN R THINCKHET D 7 7 A VIMFAE
L7puy,
< reference@value JEMAEIZ eCTD ZAfFHE 7 A NVZ L0 EORE
J& (v b7 AN ZInD U E BN STZREE) hH DT
7TANNAPE STV D,
<> integrityCheck BLHENEDVRTF = v 7Y LD FEERDOT 7 A1
DF 7Y LNERID,
<% SAS XPORT B (xpt) D7 7 A VA2 BT % document Fi55
Bl TS, text@charset JBIEDTRHE S LTV,
< THRREBEFHE TIZ 22T — %] (Non-CP) LStz /"7 P
Analysis Type Keyword 231 5- 34TV % Context of Use 72 H %
I TWD document ESEIL T2, text.description 55 )3Tt
STV,
> JFHIE LT, BE YR document.text.thumbnail@value J&EAE % {4
L7, £, ABREOHEORIZ SN T, AED 250 [FHFA |
UL U Tl TRE 72 ST PR IS THUE S AU SUFHEICBRE S 780,
> LTy VL0777 A NNBEBGET 2565 TH-TH, £
nNENDO7 7 A4 N%aB KT % Document O UUID (Z5 725 2 LITHER
THI L,
O R RRICIN X THE S N X TSI 20,
>  LUTICE%% 7 5 Submission Unit [ZH TS5,
®  reference@value ENVEE R T IGTN, HEEE T T — ¥ 2T &
BT ClER .,
>  LUTICE%% 7 5 Submission Unit [ZH T S5,
®  reference@value JEEMED T AN MEEE 7 — X M T &
IS 2

RS

<>

<>

7.4.18 keywordDefinition
Keyword Definition (%, Keyword DEF & f2ltd 5, contextOfUse 23z, Bl TIZ Keyword
ERFOZ ENTE DN, keyword BFRIT2— REREET HOHRT, O a— RHIVRTHNEIX
IRE72, Ka—RiE, LTFD2 20 FIEICL > TERIND,
(1) ICH XIFEBEYRICL - Ta—FEHNERERESINTWD
(2) HEENT— NENBEEXRTD
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ERL(DIZEE YT % Keyword % Context of Use |27 53 2854, %fi59 % Keyword Definition
R L Cid e b0, EFRQR)ICEE Y T % Keyword % Context of Use (2 59 2856, %t
7% Keyword Definition Z 5825 e It 2 M BN H 5,

7.4.18.1 XML L& &R
keywordDefinition E55 D FL#E FTIZ OV TIEL, ICH IG @ 8.2.18 Keyword Definition % % 2%

45z L,

7.4.18.2 XML E2&k45!
LARIZ, keywordDefinition 555D XML FLilk 5l & 7~ 9,
<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="MANUO0O01" codeSystem="My list 001">
<displayName value="Big Manufacturer"/>
</item>
</value>
</keywordDefinition>
</referencedBy>
<referencedBy>
<keywordDefinition>
<code code="jp_keyword type 2" codeSystem="2.16.840.1.113883.3.989.5.1.3.3.1.12.1"/>
<statusCode code="active"/>
<value>
<item code="SDTMDATE" codeSystem="SDTMVer001">
<displayName value="2017-01-01"/>
</item>
</value>
</keywordDefinition>

</referencedBy>

7.4.18.3 XML ERXRUVEM
keywordDefinition B35 . O OFL T OB, WNZZEN O OEMEIL, L FO®@Y,

B fEDEY
1EDH]
keywordDefiniti [1..1] AREFIL, Keyword DE
on TN D,
| code [1.1] ICH IG il DIl v,
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CHES e LHEE fEDRY B
1EDH)
code [1..1] T H A bk ICHIG i, ICH
CV @ TICH Keyword
Bi: Definition Type| X (X JP
code="ich_keywor | cyv @ [ JP Keyword
d_type_1" Definition Type ] 7> 5 %24
THa— Na@IRL#E
32,
codeSystem [1..1] %47 OID ICHIG Fi#»i#@ v, ICH
CV @ TICH Keyword
Bi: Definition Type| > OID X
codeSystem="2.16. | |3 Jp CV @ [JP Keyword
840.1.]13883.5.989 Definition Type ] ?® OID %
2.2.1.5.2 BT 7
statusCode [1..1] ICH IG Fe# D v
code [1..1] [ & ICH IG Fi# D v,
code="active"
value [1..1] ICH IG FL#i Dl v,
item [1..1] ICH IG FL#iDii v,
code [1..1] T XA K ICHIG FL# i@y ,
HEEHE DMEEICEET
B: % 2 — R,
code="MANU001"
codeSystem [1..1] T A b ICH IG Fi#miE v ,
HEEH DMEEICEET
- %, a— KU A O
codeSystem="My | 7
list 001"
display [1..1] ICH IG FL#iDii v,
Name
value [1..1] VAR ICH IG FL#iDii v,
HEEH DMEEICEET
#: value="Big | % . Keyword DF 74,
Manufacturer"
updateMod [0..1] iE ICH IG fL#i D@y,
e Keyword D=4 % BT
updateMode="R" | 4 7|z "R"ZFEET
Do

DFEHAR

>  BEHEH © Keyword Definition @ displayName@value JEVEE A TH 35
L&, LTI ATH D,
®  displayName@updateMode
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U

Bt

®
Kk

H fEDTY B

1EDH

> ICHIG RL#llOERHANTIN A, LR S5,

® LI TNOWTNMIZEEY T D Submission Unit 1ZH NI 5,

value.item@code JETHED 129 LT LI ETH B,

value.item@codeSystem JEMAEDN 257 SLF-LLETH D,

displayName@yalue J& 75 1001 X TF-LLETH D,

MM EZEZD T A 7 A7 v EEL THO TRAET 5

keywordDefinition B35 T2 displayName@updateMode J&VEAE

DRI TN D,

WETHFIZ displapName@updateMode JEMEENTRAL STV D

73, displayName@yalue JEVENEN BT S AL TR U,

< value.item@code % O value.item@codeSsytem JEVEE DK G
W23, [RIHFE O EICIEH L7z Keyword Definition & [f]l—Th
%03, displayName@updateMode JENEDTEHE ST,

DN EELARITINZ THE 5 &SRR 220,

> b)THEMHT % Keyword # EF 7 % Keyword Definition (%, b) THfitd"

HZ &,

displayName@updateMode J& 't % % 15 Submission Unit [ZH F I 5,

o) CEHT % Keyword % EF 3 % Keyword Definition % b) CHefTHEH

T 52 LIFELIZRN,

» b)THMHT2 Keyword & o) CTHEHT 25EEE, xS T % Keyword
Definition % b) COA$EHT 5 Z &,

»  displayName@updateMode J& V% 7 {9 Submission Unit [IH T =5,

RS

<>

Y|V

7.4.19 categoryEvent
categoryEvent %5513, 24i% Submission Unit 2 35 & Y JHICIEHT 5 ¥ 4 I 2 7 K OWIRREE H
ORI 27T, PRI ORI & (X, AFED 33.11275F a), b), KD o)&fiEd. 120
Submission Unit |, 1 2@ categoryEvent %35 % Ff,

7.4.19.1 XML LoiEE&i &R
categoryEvent B33(%, eCTD v4.0 XML A vt —v k. LT OSHFTICEE I NS,

®  controlActProcess >> subject >> submissionUnit >> componentOf2 >> categoryEvent

7.4.19.2 XML &5
PLUFIZ categoryEvent 235 D XML Fl#lifil 277,
<componentOf2>
<categoryEvent>
<code code="jp_initial" codeSystem="2.16.840.1.113883.3.989.5.1.3.3.1.2.1"/>
<component>
<categoryEvent>
<code code="jp_initial_a" codeSystem="2.16.840.1.113883.3.989.5.1.3.3.1.3.1"/>
</categoryEvent>
</component>

</categoryEvent>
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</componentOf2>

7.4.19.3 XML EXRUVEM
categoryEvent B35 i N DR T OEFE | WM Z N O DEMEIZLL T D#E Y,

E:ES JE ZHEE EDH . B
1EDB]
categoryEvent [1..1] AT Y4 3% Submission
Unit DR Z A I 7 K
O i 2 H Ry oD FL 4 %
AN D,
code [1..1] AFLFEIF 7% Submission
Unit DR Z A I 7%
FEANT 5
code [1..1] T X Ak 5% Submission Unit 735§
EDEDIA I TT
pi: HHENTVD LR
code="jp_initial" | 42— R, 22— FfEIE.
JP CV @ []JP Category
Bvent] 23— R U X Fpr b
EIRT 5,
codeSystem [1..1] %472 OID [JP Category Event| = —
FU X~ OID,
/}y‘.
codeSystem="2.16.
840.1.113883.3.989
5.1.3.3.1.2.1"
component [0..1] AL T IR H B I
4 3% Submission Unit DA
BT 2T D,
categoryE [1..1] A B R IR H R L
vent 4 3% Submission Unit DA,
BT E M 5,
code [1..1] AL F T IR H BRI
3% Submission Unit D7,
BT E N D,
code [1..1] T XA B H) B R L Y %
Submission Unit O FffH %
pi: Ry a— R, a— N
code="jp_initial_a | |3 JP CV @ [JP Initial
! Submission Type| =— R
UARDHHEIRT D,
codeSystem [1..1] #2472 OID [ JP Initial Submission
Type] = — KU A hD
p: OID,
codeSystem="2.16.
840.1.113883.3.989
5.1.3.3.1.3.1"
CE LA e > PIRHEE, AEO 331 1R a), L )DOWNTIUTE N T,
DR component B3R |IVHTH D,

>  WGETIE, component B3 2 HEflt L Cld 7200,
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U

JE ZHEE fEDTY B
1EDH

JRAE LT, TR ). TEEMBagA ). X TEaM) 2R+
componentOf2.categoryEvent.code@code JEVEMEIT, 7 A 7 A 7 V% i@
LT EDOAREHESND, 1 20 eCTD HFBICEWNT, W)l
ZAEEEREE T 2 LN B D 5L, FANCEA Y RICHRKT 5 2
Lo 2L, AEO3INITFRTHR 2 TR DBHOLEE, TR
H | 27~ componenOf2.categoryEvent.code@code JEMAEIL T A 7 A
7 NVEE LT ERES D,
B R B YRR 42 9 % Submission Unit 2% a) Td 5 % & .
component.categoryEvent.code@code JEVENEIT )&~ T =2 — R TRITH
T2 5720,
8 1 7 % Submission Unit 2 b) T & 2% &% & .
component.categoryEvent.code@code J&AE X b) &/~ 9 22— R TR T
T2 5720,
8 1 9 %  Submission Unit 728 ¢) T & 5 H & .
component.categoryEvent.code@code JEVEE IS )& /"9 22— R TRITH
2672200,

8. HBFA
8.1  Document MEFIH
eCTD v4.0 Z W - IS Tid, £ IZH2 M L7z Document Z FFIHT 5 Z LN TE 5,
Document O A J7¥EIZ 2V TIX ICHIG @ 8.2.17.1 Document D FHFIH G455 2 L,
JFHIE LT, Document O FFHIZHFEEAEE T 5, Document & FFIH T 54551%. ICH
IG B OFMITZ, LT DEZIZ2DOWTNNDOSMEE 42 &
1) FHAIHE4 % Document % EF L TV % Submission Unit & OVFFH & 415 Document %
2T % documentReference %55 % 5 1 Submission Unit D X J5 23 [F]— D HFEIZE LT\
Do
2) LUTFOFEMHEETHZLTND,
® HFIH % Document Z EF L TV D HEENBEICAR STV D,
® HFIHZ# % Document & EF L TV 5 HIEE L UHAIH 415 Document % 2 M4
% documentReference H5 % G 1o HEE DRI, eCTD v4.0 fEERICHI - TIEARE L
THREHIATN D,
® FHFH =415 Document Z iEF L TV D HFEE RIS, FTA YRIC L HRE LEDXF
GThY ., PORECREHHNTH 5,

8.2 TJ7AIILDEFA
eCTD v4.0 Z WV HEETIE, BEICRHE L7 7 AV EFAAT LN TE S, 77
A NVOBERAIFEZOWTIZICHIG @ 82.173 7 7 A VOHAA %4228+ 25 2 L, JFA
LT, Z7ANVOBAMEIHFELETHDL, 77 A NVEHAAT 2561%, ICHIG it#
DT Z, BRSNS 7 7 A V&2 H LTV % Submission Unit X ONFHFIH S D 7 7
A NWE ST D document B35 %5 Tr Submission Unit 236 — D HFEIZE S 2 i uid7e &7
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9.

10.

W, Ko T, document E3E D reference@value EVEEIZ, 5F—FE 7 + 124 (eCTD ZA+3F
) BEELANAERBELRNI &,

group title Keyword @ ERRLY
T Y IR D eCTD v4.0 XML A v & —|Z group title Keyword Z{# f4 % &, HA&
BREEICEHIT S CTD Y U —DORREEIZIBW T, 23 group title O displayName@value JEVEAE
IV E LT, — R (LA, [lgrouptitle /— K] W9, ) & LTEREID, group title
/— RiX, %5% group title 23 5- X 4172 Context of Use @ CTD FLHI L &, 47% Context of Use
DZ M5 Document DX A FLOOREEIZR RTINS,

CTDRHL
CTDRHL
EH cTDRHL
= group title /—F
Document A k)L
Document 2 A )L
Document 24 )L

2%, grouptitle &, 2T F AL « ZA—TEHMEHT D Keyword D—2>ThH D Z LITHE
T5ZE, T7bb, [ U group title Keyword 231 5- S 41TV % Context of Use T > ThH,
Z DD Keyword AR/ T2 T F AR « Z—T BRI D7, FMED group title / —
RSEERERIND,

SA4 794 IER

10.1 #=

HAIZIIT S eCTD DT A 7 A 7 VEERLIE, Hx OHFEICBWT, HEEEEOBN,
EHEREOEMZITH) ZLTHY, —HMOFBARIAGE, —MALAKRHESEL B LTE
B2 OTIERY, flx OHFEICIBVTIE, eCTD ZA4E 5 7 4+ /L Xl TICH e
TS ("1 "2") DELE S AL, F OB TIZELE TS CTD O 1 EbH 5 5 M D 7 +
LA ("ml", "m2", "m3". "m4", "m5") \[ZHGEEESN SN, HEEER AT DT 7
AZDNT, B, EE, HIBRDBITONERIC, HEERE LTEDT7 7 A ABFEEHTH
L% T 7 ANVBATEDORMEERICLIVERT L ENTA THA 7 VEEHOHNTH
Do

eCTD v4.0 D7 A 79 A 7 WVEBIZIHBWNTIL, eCTD v4.0 XML A v & —Y R OT7 7 A VT
SN, JFHTE LT, ZoRE R EwMAT 5, HEE ISR L% O eCTD f2 ik
T, FRUHRE IR FOE ®N DAL T HIHERO 2R T D, 722, FROMWEH D
WIEHIE OAR B BEENEOEROBERD LTI RO RWEERH L 2 LICHET
HZE, FHHIIAED 103 22BTHZ L,
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10.2 eCTD #hRIRHFEDEH
10.2.1 #hRIRERD 74 L5 HEE
KEDSEHBB LTI ANTREEEERT A L,

10.2.2 #RIREEO I 74
TRO7 7 ANERETHZ L,

® cCTD v4.0 XML A v &— (submissionunit.xml)

® FxvI VAT 7 A/ (sha256.txt)

® MIRIZEVIRIHT DT 7 A 1*
8, AEFEDIIVIRTFR 2 ICKLBEOSEEIE. WIERET 27 7 A V27
ALY E NI TR T S, R b) Tl HEEE T — X OAEH L, )l )T
X, CTD BANZ L > CTED b= EROAENT 5,

10.2.3 #WIRHEE®D eCTD v4. 0 XML 4 vt — D&
WINFEHRE, ARED 331 IR T HR I X 2 M ThHIUTFER a), X2 ICL 5 TH
AUTFER D) N o) &4t T 5, 2Dk 7 v 3 TlE, WO eCTD v4.0 XML # v & — Dk
K HEEE T, FEBLBEOTHEMIZOWTIX, KAEFEDOTE2BRTH L,

10.2.3.1 AKX 112Xk 2HRRIELE
ARIETIIAED 33.1 127375 112 X D WIRREEH IO 080 2 7=,

1) submissionUnit 327> categoryEvent H5% F C O FHEF

<submissionUnit>
<id root="A"/>
<code code="B" codeSystem="C"/>

<componentOf2>
<categoryEvent>
<code code="D" codeSystem="E"/>
<component>
<categoryEvent>
<code code="F" codeSystem="G"/>
</categoryEvent>
</component>
</categoryEvent>
</componentOf2>
</submissionUnit>

A: K Submission Unit @ UUID,

B: K Submission Unit D% /~r3 =2— K (JPCV @ [JP Submission Unit] #Z/3 25 2
L),

C: K Submission Unit ® =2 — F (LFEB:) ZEFET L= — FU X LD OID,

D: 7 Submission Unit WEBIZBIT A EDX A I v TRESNZNER"Ta— R (JP

CV @ T1JP Category Event] #Z&MR4+252 L)
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E: & Category Event ® =2 — R (LFID:) Z#E#FTH=2— KU XKD OID,

F: 7K Submission Unit X ARED 3.3.1 17T a)ThHZ LE T a—R (JPCVD [JP
Initial Submission Type] ST 52 &) |

G: A& Category Event ® 2 — R (EFLF:) ZEHKTH2— KU A LD OID,

2)  contextOfUse %55 D FL#

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

------- (%D Keyword #2325 515, referencedBy %%V X 9) —--mmmx

</contextOfUse>
</component>

------- (8% Context of Use Z #2425 55 13, component Z i V) iX4") -

H: BEOarTFAN - ZV—TNFETDHEIC. BRIEFEZED DM (BEAFEL
BRWEEbRHT LI L) .

I K Context of Use ® UUID,

J. K Context of Use 235 E 7 % Document Z#H| D 4 T% CTD Wi L Z~»d 22— R~ (ICH
CV @ [ICH Context of Use] XX JP CV @ [JP Contextof Use] &I 25 L) ,

K: K Contextof Use D=2— K (L5 ):) #EFKTH=2— KU A FdD OID,

L: K Context of Use D AT —H& A,

M: K Context of Use 732 H27 % Document @ id@root J&VEAF,

N: referencedBy %35 % H\ ) 2 BRI B2 S @R, EIX"REFR" C22 1T U7 H 720,

O: K Context of Use (25 415 Keyword O =1 — R,

P: K Context of Use |2} 5- 4% Keyword #7952 — KU X @ OID Xi% Keyword

Definition CiE & 7= (= DA,

3)  submission E5E D FLHEG

<componentOf1>
<sequenceNumber value="Q"/>
<submission>
<id>
<item root="R" extension="8"/>
</id>
<code code="T" codeSystem="U"/>
<subject2>
<review>

Page 55 of 82




<id root="V"/>
<statusCode code="W"/>

<subject1>
<manufacturedProduct>
<manufacturedProduct>
<name>
<part value="X"/>
</name>

<ingredient classCode="Y">
<ingredientSubstance>
<name>
<part value="Z" code="AA" codeSystem="AB"/>
</name>
</ingredientSubstance>
</ingredient>

——————— (#3454 Ingredient Substance Z &9 2551%., ingredient %Y X T) -

</manufacturedProduct>
</manufacturedProduct>
</subject1>
<holder>
<applicant>
<sponsorOrganization>
<name>
<part value="AC"/>
</name>
</sponsorOrganization>
</applicant>
</holder>
<subject2>
<productCategory>
<code code="AD" codeSystem="AE"/>
</productCategory>
</subject2>
</review>

——————— (%D Review Z 2T 28551, subject2 %) K T) -
</subject2>

------- (Application ([ZDOWTIILAT D 4) 25 M) oo

</submission>
</componentOf1>
Q: K Submission Unit OFEHHEKER S (FIRHEFETIE"")
R: A Submission Unit 3B4:# 9% Submission @ UUID,
S:  eCTD %A% =
T: K Submission DAZE-ST (] : IEA#RM, ZF#RH, 72E) 2R-9=2—F (JPCV O
"JP Submission"Z &I H L)
U: 7 Submission D=2 — K (FFT:) 2E€#FT 22— KU A D OID,
V: K Review ® UUID,
W: 7 Review D A7 —H A (FIRFEH Tld"active") .
X: o4,
Y: ingredient B35 % 1\ 5 BRI MBS R, X INGR" T IT LR B 72w,
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Z. ARG

AA: B4 OFERZ~d 2— R (JPCV [P Substance Name Type] # &5 =
&) o

AB: Substance Name Type = — K (Efl AA:) ZEFRT H2— NU X LD OID,

AC: HEEE4,

AD: HFEX & 7xd 22— R (JPCV  [JP Product Category] &35 &)

AE: Product Category =— R (EFLAD:) Z#EFTH=2— KU X D OID,

4)  application B3 D FLH

<componentOf>
<application>

<id>

<item root="AF" extension="AG"/>
</id>
<code code="AH" codeSystem="Al"/>
<reference>

<applicationReference>

<id root="AJ"/>

<reasonCode>
<item code="AK" codeSystem="AL"/>
</reasonCode>
</applicationReference>
</reference>

------- (#2800 Application Reference Z 123" 25513, reference Z i V) 4, BIEHEE
(X, PR - SETRRICIR S, R E 1, 2 OS2 s 2 CRi#T 5, )

</application>
</componentOf>

AF: A Application ® UUID,

AG: HEEFAEE OMHE,

AH: K Application OFfESH (LEARTFEAR PG, 2E) 29 =2—F (PCV [P
Application] ZZH$ 52 L)

Al K Application ® 21— R (EFL AH:) Z#EFTH=2— RKJU X D OID,

AJ: 7K Application & Bi#E (—H# A AR HEER L) 3% Application @ eCTD A1,

AK: ERE AL TORTBIEAFHIZOWT, TOME#EOHEEZ /R =—F (JPCV [P
Application Reference Reason| #2325 L)

AL: BR#HOFEEDO 7 — K (LFL AK) Z2EFTH=2— KU X b OID,

5)  document 5& D FLEHG

<component>
<document>
<id root="AM"/>
<text integrityCheckAlgorithm="AN">
<reference value="AQ"/>
<integrityCheck>AP</integrityCheck>
</text>
</document>
</component>
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AM: K Document @ UUID,

AN: K Document NZMT 57 7 A NDF = v 7 LOFEET NI Y XL, fEIZ"SHA256"
TRITHIFTZR 720,

AO: & Document 3BT 5 7 7 A /LD /3A, 7S A | submissionunit.xml % £ 5 & U 7= FHx
IRATIRITIUTZR B 7220,

AP: K Document NS D7 7 A VL DF = v 7 ¥ L, fHIL sha256 A TRITIT R B2
/AN

6) keywordDefinition H5% D FC#

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

------- (B4 D keywordDefinition % 123 25518, referencedBy Z#0 IX¥, ) -

10. 2.

10. 2.

AQ: K Keyword Definition 23 EFs 9 5 Keyword OFEEE (] : WISAE, M. BEES, 7
&) %9 a—FK (ICHCV @ [1CH Keyword Definition Type] Xi% JP CV @ [JP
Keyword Definition Type | &3+ 52 L)

AR: & Keyword Definition 73 &35 % Keyword DFE¥E A /md =2 — K (EFE AQ:) %2 EF:
Ha—RY R KMo OID,

AS: & Keyword Definition A7 — & A, fHIEX"active" T2 1T T 72 6 72\,

AT: & Keyword Definition 23 E# 3 5 Keyword DN GEIED LB, ®AIOLFR, 72
L) T, HEEEEDa— L,

AU: A& Keyword Definition 23 E# 3 % Keyword DINEZ <3, HiEELEO2— R (LFL
AT) ZEHRTLHa—FU R PO#HTF, 4% — ) XA MIHFBEEPRETLHOT
HDHOT, WHITE DHERTHITEAUTMDZ (] - OID, HEEEFLEDOT ¥ A
) .

AV: K Keyword Definition 23 E# 3 5 Keyword DINEZ /R, HEELED 2 — RIZxts
T DR ILFS,

3.2 ARX2I12&ZUMIREH
AR TIIAFD 33.1 1T R 212 K DR R O FEH B 2 79,

3.2.1  eCTD #&5I b) D #IkiR H
A TIIAEFD 331173952 12 K DA AZ R D eCTD )31 b) DLl B 27~

1) submissionUnit B33 categoryEvent H5% F C O FHF

<submissionUnit>
<id root="AW'"/>
<code code="AX" codeSystem="AY"/>
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------- (contextOfUse. submission |\Z O\ CIXZNENARED )L N ) H M) —mmmm

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

AW: AR Submission Unit @ UUID,

AX: A Submission Unit DfEfE A "3 =2— K (JPCV @ [JP Submission Unit] 4S5 Z
E)

AY: K Submission Unit ® 27— R~ (E5E AX:) ZEFKTDH=2— U X FD OID,

AZ: /K Submission Unit NEEIZBITHEDX A I v I TiREESNZ0ERTa2— R (P
CV @ [JP Category Event] #&M3 252 &) |

BA: K Category Event ® =2 — R (k5L AZ:) #EFTH=2— KU XKD OID,

BB: A Submission Unit AAED 331 12737 b)THDH I LErTa—FK (JPCVOD [P
Initial Submission Type] #ZH$T 5 &) |

BC: A& Category Event ® = — R (LFZBB:) #E# T 52— KU X KD OID,

2)  contextOfUse %57 DFCHH

<component>
<priorityNumber value="BD"/>
<contextOfUse>
<id root="BE"/>
<code code="BE" codeSystem="BG"/>
<statusCode code="BH"/>

<derivedFrom>
<documentReference>
<id root="BI"/>
</documentReference>
</derivedFrom>
<referencedBy typeCode="BJ">
<keyword>
<code code="BK" codeSystem="BL"/>
</keyword>
</referencedBy>

——————— (#2455 Keyword Z 429 5355 1X. referencedBy %4V IK9) -

</contextOfUse>
</component>

——————— (#4D Context of Use Z 42 25513, component %V IK¥) -

BD: D a T XA L« TNA—TNFET HHEIC, FrIRFEZED HE (BEGIE L
WA bHRHET A2 &),

BE: K Context of Use @ UUID,

BF: A Contextof Use 23MEE 7 % Document ZE| VY 24T5H CTD A L #~xd=2— K (ICHCV
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@ TICH Context of Use] (X JPCV @ [JP Contextof Use] #ZH$ 52 &),

BG: A Context of Use ® 2 — K (k3 BF:) #E#&# T H2— KU X ~® OID,

BH: K Context of Use D AT — & A,

BL: A& Context of Use 232 M7 % Document @ id@root J&MEAE,

Bl: referencedBy %35 % I\ 2 BRIC LB/ ME R B, EIX"REFR" T2 #UIE 7 B 720,

BK: A& Context of Use (2} 5- 415 Keyword O =1 — R,

BL: A& Context of Use |Zff 5415 Keyword Z# EFKT 52— KU A ~® OID X% Keyword
Definition CiE ) 7o & DfHE,

3)  submission B35 D FLEB]

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

------- (application \[Z DOV TIZLL T D )2 S M) —mmmm

</submission>
</componentOf1>

BM: A Submission Unit OFE G E 5 (FIHFE TIE "),

BN: K Submission @ UUID,

BO: eCTD =& &,

BP: /K Submission OfZ{E ST (i 1 IEAR#RH, &R, L) Z7-32—F (JPCV O"JP
Submission"Z# &35 &),

BQ: A Submission ® 21— K (EFEBP:) #E#FT 52— KU X hdD OID,

4)  application B3 D FLH

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

</application>
</componentOf>

BR: & Application @ UUID,

BS: HGEE(EE DfE,

BT: K Application OFE¥H (BUEMRIEARHGE, 72 L) Z~d =— K (JPCV [P Application]
ZMRTLHZ L),

BU: /K Application ® =2 — K (EFEBT:) #E&HT 52— KU A LD OID,

5)  document %% DFCHAH

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

------- (#2552 Document # #3255 1%, component % IKT, ) -—----

BV: /K Document ® UUID,

BW: & Document NEHT 57 7 A NDF = v 7V LORET /NI X A, fEIZ"SHA256" T
RIFIULTR B2,

BX: A& Document 2T 5 7 7 A )LD /IR, X AT submissionunit.xml & JE i & U 72 AH%S /S
ATRITIUTR B 720,

BY: A Document NEMT 257 7 A NVDF = v 7 W A, fEIL sha256 T TFIX 57
AN

6) keywordDefinition B5% D Fra 151

<referencedBy>
<keywordDefinition>
<code code="BZ" codeSystem="CA"/>
<statusCode code="CB"/>
<value>
<item code="CC" codeSystem="CD">
<displayName value="CE"/>
</item>
</value>
</keywordDefinition>
</referencedBy>

——————— (352D keywordDefinition % #2928 51%, referencedBy %V X7, ) -

BZ: A& Keyword Definition 23775 Keyword OFEFHE (i : @ISE, dnd, BEES, 7 L)
%x9 22— R (ICH CV @ [ICH Keyword Definition Type| X! JP CV @ [JP Keyword
Definition Type] #ZM9 52 &),

CA: & Keyword Definition 23 E# 3 % Keyword DffifE4 ~d =2 — K (EFBZ:) ZEHKRT D
a— KU X ko OID,

CB: A Keyword Definition D A7 — 4% A, fE[X"active" T2 1T FUIX72 57200,

CC: K Keyword Definition 23 EF%7 % Keyword DN GHEIEDLFR, TEIOLFR, 72 L)
R, HEEE RO a— K,

CD: & Keyword Definition 23 E# 3 5 Keyword ODINEFZ 7, HEEHTLEO=2—F (ki
CC:) ZEFKTH=a—FI) A PO#HTF, Hi%a— )X MIHFEELPRAETLHOT
b5 DT B TE DM THTTZAUIMbD 2\ (B : OID, HEFFHER DT XA ),

CE: K Keyword Definition 723 %7 % Keyword DN Z 7~ 7, HEEETE D 23— NITRHGET
D RRILFH,

10.2.3.2.2  eCTD ¥Rl ¢) DHHRIZH
RED 331 IRTHR 212 L DYIRREEHEO eCTD FER o) OREE L. LLTFA#Rx, AED
10.2.3.1 (2RI FER] a) DS & AHEZ2V, ITF 2 SMICEE L TAED 1023.1 22452
&O
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® F: 'K Submission Unit NAEFD 43 277 T ) THLZ L ZRda—F (JPCVD [P
Initial Submission Type] #Z&MT5Z &) ,
® Q: /K Submission Unit D fHdFER 5 (WIRRHAFE TIZm2") .

10.3  eCTD HETHDEH
10.3.1 WETHD 7+ IILFTHEE

BETRFE, TRED 7 AN F e RKED 5 22U TERT 5 2 &,
® F—MET N (eCTD ZMFEZFE T ANLHET DT HLH)
o BT+ (UHUBGETORMNERESZ 7+ NI ET DT 3 LK)
® NUUGIICKVIRET 57 7 A NDBIESNTND T ANV E R RED BALT V5

10.3.2 WETHED 774U

TRO7 7 A NVERET D &,
® cCTD v4.0 XML A v &—3 (submissionunit.xml)
® Frv/HAT7 A/ (sha256.txt)
® YHUGIIZLVRHET LT 7 AV

10.3.3 CRETHFD eCTD v4.0 XML A vt —THEE

UGETHRED eCTD 1, fRHICE D 5T, AEO 33 IRTHEN a)Z WD Z &, G
(2, FEAREEIZOWTIE, ICHIG 126> T eCTD v4.0 XML A v — Y Z{ERT52 L, 2
DY 7 v a r TIHSETHD eCTD v4.0 XML A v & — Y DR G2 R4, SERSCEME
DFFMZONTIE, KED T 2RI DL,

1)  submissionUnit B35 7> 0 categoryEvent B35 & C D FL#

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

------- (contextOfUse. submission |22 CIXZNENARED )L N ) S M) —mmmm
<componentOf2>
<categoryEvent>
<code code="CI" codeSystem="CJ"/>
</categoryEvent>
</componentOf2>
</submissionUnit>

CF: 7% Submission Unit @ UUID, Submission Unit @ UUID [Ff&H Z S 1253 57-%, #@E
(ZHEH L 7= Submission Unit & B L 720,

CG: & Submission Unit DFfifHA <79 =— K (JP CV @ [JP Submission Unit] S+ 5=
&)

CH: 7 Submission Unit ® 2 — F (FF CG:) Z#EFT H2— KU X+ OID,

CI: K Submission Unit NBEEICBITH EDX A I vV TiREENZ0EZ7RT2—F (JPCV
@ [JP Category Event] Z#Z&M4 252 L),

CJ: K Category Event ® 2 — R (EFLCL) ZE#:TH=2— KU A h® OID,
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2)  contextOfUse B35 D FL#

® UGTRRZHHICIEALT 5 Context of Use DREEH FIEIL, WIRA~DFLH L & AHER
VW, AKED1023.1 D2)ESRT L L,

® FEFEMH D Context of Use (2%} L C CoU Keyword #1801, & IIHIBRT 5 Z L1 T
72\, BEFRH D Document (ZDWT, ERLa7x A b - 71— BHH ST
7o WGATE, 7% Document & Z M4 2 BEA7E D Context of Use ZHIFR L. #Hriil
Context of Use Z 4295, X45%#1#l Context of Use I%, BEFEHI D Document 1%~
TANEBAMPT 50, W7 7 AV Z2BEE L, 22 8H Document & L TS M
THIENTED,

® HEITIRM LI CELHIIRT 52 &2 HUE LT Context of Use ZHIFRT 2555 D
FLHGIILL T oY,

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

CK: HHEDa LT HFAN « ZN—TPNEET DHEIC. RIEFZED D (BEEAFAE LR
WA HEHET S 2 &), HIBRRIED Context of Use @ Priority Number & [FMETH 5 =
EMHEFE LV, MOEIREIN TS, YEITFEELS /IR LT RME 72
VN, HIIER S 415 Context of Use @ Priority Number (%, [F] Submission Unit LA T H Al HE
(272 %,

CL: HIBR*I5D Context of Use ? UUID,

CM: K Context of Use D A7 —# A, Context of Use & HIFRT 5 EE1%. AEIMEAEIZ "suspended”
ZiEftd 2,

0 UGTRRIXELZZELMZDZ EEHME LT Context of Use # BT 556, LT
D418 DRVBFZZ BN D,
1) 12077 ANV, 1OO7 7 A/VTELEEZD
Q) 15077 ANE, EROT7ANTELIEZD
B) HEDOT A NE, 1ODT 7 AIVTELIEZD
4) HEOT77ANE, BEOT7 7 ANVTELBZD

FioFENERIZHOWT, LLTFICRT,

1) 12077 ANVE, 1OO7 7 A/LVTELEEZD

<component>

<priorityNumber value="CN"/>

<contextOfUse>
<id root="CQ"/>
<code code="CP" codeSystem="CQ"/>
<statusCode code="CR"/>
<replacementOf typeCode="CS">

<relatedContextOfUse>
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<id root="CT"/>
</relatedContextOfUse>
</replacementOf>
<derivedFrom>
<documentReference>
<id root="CU"/>
</documentReference>
</derivedFrom>

------- (fE#LRT D Context of Use |Z Keyword 231 5- S TW DA, A Keyword 2 Z Z (2
FLi9 5, Keyword O FL#Hi FIEITHIMA~DFLH & FIER WD T, AED 1023 2245 2
Lo 7B, EHLAT & E L% D Context of Use [#] T, Keyword O V= — RiX[E— T2 iU
IRHIRN, ) e

</contextOfUse>
</component>

CN: D a7 XA b« ZV—TBFET LA, ZrlEFEZED HE (AL
WA BELHT D Z &), EH#LE D Context of Use (ZF1 Y 24T % Priority Number % AL
T5, MLarTFA K« Z)L—7HNO Context of Use & B LARWVRY | EHAlE &
#i1% @D Context of Use @ Priority Number |3, FfECTH, Bie> T TH, 2L XA,
F 7o, [EHLET & EHL1% T Priority Number 23 %72 - TV T b priorityNumber@updateMode
BEZRAE L 2N T Ly

CO: E#H#at% D Context of Use ® UUID,

CP: E#i1% D Context of Use & E T % Document ZE| V¥ T% CTD AHHLZ /R4 a2 —F

(ICHCV @ TICH Contextof Use] XX JPCV @ [JPContextofUse] #5325 Z &),
Z OfEik, B AT & E % O Context of Use [ CRIE T2 AL e H 72w,

CQ: A Context of Use @1 — F (LFE CP:) ZEFT 52— KU XD OID, ZOfEIE, &
il & & HA1% O Context of Use [ ClRME T/e 7 uE 72 572\ (7272L. OID ORBICHEH
FNHN—=Ta F ST, B LTV ARMETRW),

CR: [EH#11% D Context of Use D AT —H A, fHIT"active" T2 T2 5720,

CS: replacementOf %35 % F\ 2 BRIZ LB IS B, EIZ"RPLC" T2 il U7 6720,

CT: [&H#4RI1D Context of Use @ UUID,

CU: E#it% D CoU & Hi3 % Document @ id@root J& A,

2) 12077 AN%E, BEROT7 7 A NVTELBZD

<component>
<priorityNumber value="CV"/>
<contextOfUse>
<id root="CW"/>
<code code="CX" codeSystem="CY"/>
<statusCode code="CZ"/>
<replacementOf typeCode="DA">
<relatedContextOfUse>
<id root="DB"/>
</relatedContextOfUse>
</replacementOf>
<derivedFrom>
<documentReference>
<id root="DC"/>
</documentReference>
</derivedFrom>
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------- ([E#LATD Context of Use |2 Keyword 234 5- T4 551X, Al Keyword & Z Z 1T
FLik 7T 5., Keyword O FLHEFIEIIHIRA~DFLHE & FER WO T, AED 1023 25352
Lo 7B, EHLAT & E L% D Context of Use [#] T, Keyword O V= — RiZ[E— T2 U
ZAJSY/A VAV Quu—

</contextOfUse>
</component>
<component>
<priorityNumber value="DD"/>
<contextOfUse>
<id root="DE"/>
<code code="DF" codeSystem="DG"/>
<statusCode code="DH"/>
<replacementOf typeCode="DI">
<relatedContextOfUse>
<id root="DJ"/>
</relatedContextOfUse>
</replacementOf>
<derivedFrom>
<documentReference>
<id root="DK"/>
</documentReference>
</derivedFrom>

------- ([E#LATD Context of Use (2 Keyword 234 5- S T4 551X, Al Keyword & Z Z 1
FLik 7T 5., Keyword O FCHEFIEIFHIRA~DFLHE & FER WO T, AED 1023 25352
Lo RFs. [EHART & [EHL% O Context of Use fi] T, Keyword O N — RIL[Al— T2 iF UL
A SY/A VAV Quu—

</contextOfUse>
</component>

------- (AFLHS Tl 2 DD Congtext of Use 73 1 2 Context of Use % &7~ 5 1] &7~ L T
W5, FIZZ\W Context of Use |2 > T 1 -2 Context of Use & [EH#L T H5A 1L, &Lk D
Context of Use D472 1) component BE %4V iIKTZ L, ) ——mmmm

CV: DT XA N« TV —TBFEET LA, ZrlEFEED HE (AL
WA bRLHET D 2 L), EH#L% D Context of Use (2| Y 24T 2% Priority Number % Frag
T5, MLarTFA K« Z)L—7HNO Context of Use & B LARWVRY | EHAlE &
#i1% D Context of Use @ Priority Number |Z, FfECH, Ble> TN TH, 2L XAV,
F 7o, EHLET & EHL1% T Priority Number 23 %72 - TV T 4 priorityNumber@updateMode
BEARAE L7222 &, #5D Context of Use C 1 2 Context of Use % & #9554
[E 1% D Context of Use D 9 6 1 D721F 25, EH#ARTOD Context of Use & [FIfE O Priority
Number Z > Z LN TX D,

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

CX: EH#i% D Context of Use N EET % Document ZE| V¥ T% CTD AAHHLZ /R4 a—F

(ICHCV @ TICH ContextofUse] XX JPCV @ [JPContextofUse] #ZM3 5 Z &),
Z OfEik, B AT & E % O Context of Use [ TRIE T2 T AL e H 720,

CY: K Context of Use D=1 — F (LFE CP:) ZE#KT 52— KU A FDOID, ZOfEIE, &
il & & Hat% O Context of Use [l CRME T/e P ud 72 572\ (7272L. OID ORBEICHEH
ENDHN—T 3 IR, B LTV DB,

CZ: [EH#11% D Context of Use D AT —H A, fHIT"active" T2 T AL 5720,

DA: replacementOf %55 % I\ % BRIZ LB E ) B, MBI "RPLC" T2 T U2 720,

DB: & #4811 Context of Use @ UUID, #3447 Context of Use T 1 -2 Context of Use % & 4
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THEE . B OB Contextof Use DA BIEENFME & 72 5,
& DIOMEIZEE & 72 5,

DC: E#it% D CoU 3B Hi9 % Document @ id@root J& A,

DD: CV: & [FlEE,

DE: CW: & [AlkE,

DF: CX: & [AlE%,

DG: CY: & [Al#%,

DH: CZ: & [FI£%,

DI: DA: & [Al%E,

DJ: DB: & [Alf%,

DK: DC: & [FRl%%,

B) BEDOT 7 ANE, 1 ODT7ANTHELIBLZD

Z OFC#HFI Tl DB:

<component>
<priorityNumber value="DL"/>
<contextOfUse>
<id root="DM"/>
<code code="DN" codeSystem="DQ"/>
<statusCode code="DP"/>
<replacementOf typeCode="DQ">
<relatedContextOfUse>
<id root="DR"/>
</relatedContextOfUse>
</replacementOf>
<replacementOf typeCode="DS">
<relatedContextOfUse>
<id root="DT"/>
</relatedContextOfUse>
</replacementOf>
<replacementOf typeCode="DU">
<relatedContextOfUse>
<id root="DV"/>
</relatedContextOfUse>
</replacementOf>
<derivedFrom>
<documentReference>
<id root="DW"/>
</documentReference>
</derivedFrom>

------- ([E#LATD Context of Use |2 Keyword 234 5- STV 4551, Al Keyword & Z Z 1T
FLi9 5, Keyword O FL#EI LTI A~DFLHE & FIER WD T, AED 1023 22452
Lo TRFs. [EHART & [EHL% O Context of Use fi] T, Keyword O N — RIL[Al— T2 iF UL

IRBIR, ) e

</contextOfUse>
</component>

DL: B =27 XA b+ FA—TBAHET BHAIC, EAMFEED B WBAFE L7
WA BELIT D Z &), EH#LE D Context of Use (ZF1 Y 24T % Priority Number % AL
5, ML TFA R« Z)—7ND Context of Use & M LRWRY | BRI & &
#i1% @D Context of Use @ Priority Number [T, FfECH, Ble> TN TH, 2L XAV,
F7o. EHLAT L [EHLE T Priority Number 25272 > TUNT b priorityNumber@updateMode

EEZRAE LN T L
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DM: & #41% @ Context of Use @ UUID,

DN: &#it% D Context of Use 235/E T 5 Document Z#| Y ¥ T35 CTD RHLAZ/rda2—F
(ICHCV @ TICH ContextofUse] XX JPCV @ [JPContextofUse] #ZM3 5 Z &),
Z O, EHRET & EHLE D Context of Use [t TRME T2 iF ALiX 72 57200,

DO: A Context of Use ® =2 — ' (EFLDN:) ZE&T 52— KU A D OID, ZOfEIE, &
il L &2 1% 0 Context of Use I CRME T/ 7 iuE 2 572\ (7272L. OID OREIZHE
ENDHN—T 3 VTR, B TV DB,

DP: [&#11% ® Context of Use D AT —# A, fllT "active" T2 1 I 5720,

DQ: replacementOf %55 % I\ 25 BRIZ L& B, B IF"RPLC" T2 T 1T e 720,

DR: EH#iRi1?D Context of Use ® UUID, EH#iFjD Context of Use N H DA, & THOEHL
fif Context of Use 73, replacementOf B35 & & HIZHIFE I N5,

DS: DQ: & [Flk,

DT: DR: & [Alfk,

DU: DQ: & [alk,

DV: DR: & [FlEE,

DW: #E #if% D CoU M &3 2 Document @ id@root JE& A,

@) BEOT7rANE, BEOT7 7 ANVTELBZD

<component>
<priorityNumber value="DX"/>
<contextOfUse>
<id root="DY"/>
<code code="DZ" codeSystem="EA"/>
<statusCode code="EB"/>
<replacementOf typeCode="EC">
<relatedContextOfUse>
<id root="ED"/>
</relatedContextOfUse>
</replacementOf>
<replacementOf typeCode="EE">
<relatedContextOfUse>
<id root="EF"/>
</relatedContextOfUse>
</replacementOf>
<derivedFrom>
<documentReference>
<id root="EG"/>
</documentReference>
</derivedFrom>

------- (fEH#LRT D Context of Use |Z Keyword 231 5- S TW DA 13, A Keyword 2 Z Z (2
FLid 5, Keyword O FL#Hi LTI A~DFLH & FIER WD T, AED 1023 2245 2
Lo RFs. EHART & [EHL% O Context of Use fi] T, Keyword O N — RIL[Rl— T2 iF L
IRBIRN, ) s

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

- (E#ifT Context of Use |Z Keyword 23 5- STV 55513, [F Keyword & Z 212

FLik T 5., Keyword O FLHEFIEIIHIRA~DFLH & FLER WO T, AED 1023 25352
Lo 7RFe. [EHART & [EHL% O Context of Use fi] T, Keyword O N — RiL[Al— T2 iF L
ZAJSY/A VAV Quu—

</contextOfUse>

</component>

DX:

DY:
DZ:

EA:

EB:
EC:
ED:

EE:
EE:

EG:
EH:

ELL
El:

EK:

EL:

EM:
EN:
EO:

EP:

B D2 THADN - TN—TBNFET D562, BRIAFZED HE (EEFE LR

WA HREHET A 2 &), B D Context of Use (2] Y 24T % Priority Number % Frl#,

T2, MUz TF AN 7 L—7HND Context of Use & T LRWRY | EHAFT & &

#i1% @D Context of Use @ Priority Number |3, FfECTH, Ble> T TH, 2L XAV,

F 7z, EHLAT & E L% T Priority Number 73 %72 > CTUNT 4 priorityNumber@updateMode

BYEZRAE L RN T &y

EHL1% D Context of Use @ UUID,

EH1% D Context of Use 23 EET 5 Document Z#E| VY4 TH CTD AL Z/R~d 22— F
(ICHCV @ TICH ContextofUse] XX JPCV @ [JPContextofUse] #ZM3 5 Z &),

Z OfiElX, EHRET & EHLE D Context of Use [t CRME T2 iF ALiX 72 57200,

K Context of Use D= — K (LR DZ:) #EHRTLH2—FURAFDOID, ZOHEIL, &

il L &2 1% O Context of Use B CRME T/ 7 iuE 2 572\ (7272 L. OID OREIZH

ENDHN—T 3 VTR, B TV DB,

B 1% D Context of Use D AT — X% A, fE L "active" TR T IUIL72 B 7200,

replacementOf %35 % H\ 2 BRIC L E G EYE, EIXZ"RPLC" TRT UL H 72wy,

EETD Context of Use ® UUID, (& #4717 Context of Use BNEEH D56, & TDEHE

fif Context of Use 73, replacementOf B35 & & HIZHIFE I N5,

EB: & Ak,

ED: & [Alfk,

[E 1% D CoU 23235 Document @ id@root J&MAE,

DX: & [Alkk,

DY: & [Alfk,

DZ: & [Alfk,

EA: & [REE,

EC: & [FAlER,

EC: & [Flkk,

ED: & [Alkk,

EC: & [FlER,

ED: & [Alfk,
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EQ: EG: & A%k,

® UGIFICXEZELMR D ZLEENT 5E. JRAIE LT EROWT DL
Z MW T Context of Use ZEH#LT 52 &, CELZZLMIH I LZERLEND
Context of Use Z HlIFR L. ##l Context of Use Z #2925 Z & I3t Cldzev, (&t
J X Context of Use (22T, HIFRE OHFHHRMIC L OIS LR E LT, 57
TIENH D L S 7284 . Submission Unit O g ZRODHZ LB DH 2

LIHETDHZ L,

3) submission E3% D FLHE]
® ETHE. S HEBRICEE N2 U submission THHEBE T IXLL T OFEIC /B O R
DR % FLHET 5,

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

------- (Application (2 DWW TIIARIAD 4) &5 M) ——mm-

</submission>
</componentOf1>

ER: A Submission Unit D& H#EKiE S (EATNISHH S 4172 Submission Unit (ZFE# L 72
sequenceNumber@yalue JEMEEIZ 1 % /& LT 5E) .

ES: A Submission Unit 23B4i#9~% Submission ® UUID, #IRD submission.id.item@root J&1':
il & [FE CART UL B2,

ET: eCTD %A% 5, #IRICFELE L7- eCTD %A% 5 & RME Tl iud 2 H7auy,

EU: 7K Submission DAZE ST (B : EAR, &M, 22 L) 2773 a—F (PCV O 1P
Submission] ZZMT D &), FIRICCHE L7Z code@code JEVEAE & [RIE T2 T T e
YN

EV: K Submission ®=1— F (L& EU:) ZEFTH2—FU A D OID, FIRICE#K L7
code@codeSystem JEVEAE & R T2 1UE 72 57200,

® UETHE., HHLNL B Z1BINd 2345 . submission BHEAL T IXLL T ORRIZEEHT 5,

<componentOf1>
<sequenceNumber value="EW"/>
<submission>
<id>
<item root="EX" extension="EY"/>
</id>
<code code="EZ" codeSystem="FA"/>
<subject2>
<review>
<id root="FB"/>
<statusCode code="FC"/>
</review>
</subject2>
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------- GBI SN =5 B IZEHE 9 5 Review Z itk L statusCode JEMEAE %2 "active" & L
T+ 5, ) -

------- (T TFonTBod, ZHELH 2V Review (Fit# L7V, ) -

</submission>
</componentOf1>

EW: A Submission Unit Oz HEFEE 5 (ERTIZ8H S 417 Submission Unit [ZFC# L 72
sequenceNumber@yalue JEVEEIZ 1 % /& LT 5E) .

EX: A Submission Unit 7% B # 3 % Submission @ UUID, ] ik IZ 5 #& L 7=
submission.id.item@root JEEAE & [FE CT/RIT LR 720,

EY: eCTD %A% 5., HRRICFEH L7 eCTD A& 5 & FfE TRIFIUER a0,

EZ: & Submission OLE ST (F : [EA$EH, &M, 72L) Z/xd=2—F (JPCV D"JP
Submission"Z 295 Z &), FIMRIZFLEL L 72 code@code JEMEAE & [FE TR IT L7 &
7200,

FA: K Submission ®=— N (LGt EZ:) ZE&HRT2L2—FU X D OID, #IAIZE#H L7
code@codeSystem JEVEAE & R T2 1UE 72 57200,

FB: ##LEMNG H & BE % Review ¢ UUID,

FC: A& Review D AT —4% A, FHHEBNM HIZES#E T 5 Review OAJEMEAE X "active" T2l
N B0,

° @@&Hﬁ@infméanD$é IRWVWT, FAEOBEBRIZIBNT—Ho M H 0K
RHFEOHLZIY T 556 M T FEEZRE Lk Ok b R OBETRIC
submission %’%EET%MT@E@ IZRLHT D, 7ok, eCTD f2HOAIT LY st H DK
WHEFEEZIT S Z L3 TE R, £72, eCTD ICE EN 52T O H OB HEE
EZIRTT 556, BUNITRAWAREH L721212 eCTD 4217 2 BT 20,

<componentOf1>
<sequenceNumber value="FD"/>
<submission>
<id>
<item root="FE" extension="FF"/>
</id>
<code code="FG" codeSystem="FH"/>
<subject2>
<review>
<id root="FI"/>
<statusCode code="FJ"/>
</review>
</subject2>

------- (DM B NEY T BTV D5 E1E. subject2 B5E L & HIZENEILD Review
Zaid U, bR & [RAERIC statusCode JEEAE % "suspended" & U CTHEET 5, ) -

------- (WTFFenTE 59, ZF 720 Review ILicd LRV, ) ——m-

</submission>
</componentOf1>

FD: A& Submission Unit OFEHE#EKEEF 5 (ERTIZZ5E S 4172 Submission Unit (ZFC# L 72
sequenceNumber@yalue JEVEEIZ 1 % /& LT 5E) .
FE: & Submission Unit 7% B # 3 % Submission @ UUID, ] ik IZ 5 #& L 7=
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submission.id.item@root JEEAE & [FE T22T UL 720,

FF: eCTD & f1& 5, #IMIZHEEH L7z eCTD 524+8& 5 & A Cre it iuid /e 5720,

FG: K Submission DNZE-SS (] : IEASRH, ZEEH, L) 2R"F=2—F (JPCV O"IP
Submission" % ZH925 Z &), FINIZELH L 7= code@code JEMAE & [FME T/ T T 72 &
720N,

FH: & Submission ®=— F (EfE FG:) ZE&FT H=2— KU X hd OID, HIRIZFLH L7
code@codeSystem JEVEE & [FME TR T UL 720,

FL T AL E & BHET % Review @ UUID,

Fl: K Review D A7 —& X, BUF T 725 B IZBE T % Review DA JEMAEIL "suspended" T 72
e b7,

® ETHHCH AW ALET 555, submission EREL FIHLLTF O L 5 ICiliy 5.

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

<id>

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

<review>

<id root="FP"/>
<statusCode code="FQ"/>
<subject1>

------- (subject] ZRELTIX, FIMUCIEH L2 TOEZLWEEZRAE L, ZRHTIZIX
ERBEOEZFLHET D, [Fsh BICEE GO EE S 25513, [ U subject] EFERL TIZ4T
DEW & KW %, EHEFTC updateMode 13504 L 72V, ) -

</subject1>
</review>
</subject2>

------- (HFEEDOS B DEHRENEEINTWAILEE, BEINTWA A BIZESHET 5 Review
TR 5, ) e

</submission>
</componentOf1>

FK: A& Submission Unit OFEHE#EKEE 5 (ERTIZZ5H S 4172 Submission Unit (ZFC# L 72
sequenceNumber@value JEVEEIZ 1 2 /& U7 50H)

FL: A Submission Unit 23B4:#9~% Submission ® UUID, #IIR?D submission.id.item@root J& 1"
B & FEME TR TR 70,

FM: eCTD %A% 5, WIRKIZFLHL L7z eCTD % A& & A TR UE2 B0,

EN: K Submission ONZE-SS (B : IEASRH, ZEEH, L) 2RF=2—F (JPCV O"IP
Submission"Z 295 Z &), FIMRIZFLHE L 72 code@code JEMEAE & [FIE TR IT L7 &
720N,

FO: & Submission ®=— F (EFE FN:) ZE&KT 52— FU A b OID, HIIRICFCH L 72
code@codeSystem JEVEE & [FME TR T LR B 720,

FP: ZH Z&Tehh B & BE$ 2% Review © UUID,

FQ: K Review D AT —H% A, EH & Giei BIZBE#E T 5 Review OAJEMAE X "active" T72
TR B0,
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4)  application F5& D FLH

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

------- (#2809 Application Reference Z 123" 25513, reference Z iV 4, BIEHFE
(X, IR - SETRRICIR 3, B E I, Z OS2 2 2 TRt 5, )

</application>
</componentOf>

FR: A& Application @ UUID,

FS: HFEHTEEOHE,

FT: K Application OFE¥H (BUEMIEARHGE, 72 L) 2”3 =— K (JPCV [P Application]
LT H L), WIRICELE L7z code@code JEMEAE & FE T2 T X2 6720,

FU: /K Application DfEffiz /r9 2 — K (LFLFT) 2EHTH2— KU A D OID, #IKIZ
FL#l L 72 code@codeSystem JEVEAE & [ T2 UL e 5720,

FV: 7K Application DBHEHFED eCTD S+ %5,

FW: EFC FV: O B S IC DWW T, ZOR# O % ~7 2 — K (JPCV [P Application
Reference Reason| # &3 52 L),

FX: Bh#OfEEDO 2 — K (LR FW:) 2 E#KT 52— KU X~ OID,

5)  document %% DFCHAH
® UGETIRFICHTHLICHEMET 5 Document DFLHE T IEIL, HIRA~DFLHETIE & FRER Y,
AED 1023 22T 5 L,
® —JEEH L7 Document {ZDWT, ¥ A RMVORBRTEEETHZ L EZFRE, eCTD
DIATHA I NEBLTEERHIRET 5 Z LIXTERY, A MOBRTEE
ET 2 HEIFIAED 10342 22T 52 L,

6) keywordDefinition H5% D FC#

®  UGTERIHHICIRMET 5 Keyword Definition D FRE S 1EIL, HIMR~DFE#E Tk & HH
R, RAED 1023 25T 5L,
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® —JEHEH L 7= Keyword Definition (22T, displayName@value JEMAE D 7~ KR
LFHNORLEEIET D2 L &BRE, eCTD DT A 7H A 7 V% il L CTEESCHIBR
FI DI LITERY, FIRLTHNORLEAEIET D TIEITAETED 103.43 25
T5HZ &,

10.3.4 1BEEROEH

BETRE, LT OBHREEHTHZ LN TED,
1) =7 F AN« Z7/—7NOD Context of Use Z/RNAFDZ
2) Document % A h/LDFAFUEIE
3) Keyword £ L FHIORFUEE
ZiEl, FHIE LT HROEHOAZHIE LT eCTD ZWAT LW T &,

10.3.4.1 a>FXX b - FIL—THD Context of Use RRIBFEDLEE

T X AR - Z—7NOD Context of Use RARNEFFIL priorityNumber@value JEMEEIZ L -
THREDHD, eCTD OYUGTRH YiLBIMEEZEE T 5 2 LICL WV RRFIEFEZELTTHZ LN T
X %, Context of Use DF/RIEFZ {522V CTIL ICH IG @ 8.2.5 Context of Use O Priority
Number F2 2T 252 &,

10.3.4.2 Document % 4 FILDIRECIELE

10.

document.title@value JEMAEIZ I > TR S5 Document D & A N VIZRRFLD & D555,
eCTD OUGET R YL JBMEZ AT T 5 Z LICKVIEET 2 Z &R TE 5, Document & A
NV OREGUEIEFIEIZ DWW TIL ICH IG 0 8.2.17.2.1 Document % A RV O %% 50425 =
&, Document % A MVOFEFIL, [ U document.id@root 8% %:FF L T\ % 4T ® Submission
Unit (3]0 HIEE D Submission Unit 5 ¢e) ([CHEHT2EMAFOLO LERESND, FFED
Submission Unit D23\ CEH A2 H T 5 B ZFO%55 1%, 3D document.id@root fiEi %
FF O Document Z #2325 Z &, Aol LFOWTNANIEE YT 555 1L, Document #
A MEEHT 52 EITRO LR,

® HIHFED Document ¥ A L ETEH T B,

® HRLOBIETIIZRL, ZA MVERICL Y LEDNESTHLED S,

3.4.3 Keyword RRXFFIDRIBIELE

Keyword Definition @ displayName@value JEVEEIZ L > TR S5 Keyword D3RR LFH %
BIET 2HENH D5, eCTD OUGTRIC S XBMEMEEZ LR 25 2 LICKVEBEIET L Z &N
T& %, Keyword /5 LT DFEFUEIEITHEIZ DWW TIL ICHIG @ 8.2.18.6.2 Keyword Definition
DERTHOER HE2BMT 52 L, Keyword RARLFHNORFUEEIL, FHPFHENCTHEICE
i L7242 T? Submission Unit (Z 6T 2 ERZRFSH O LREN 5, FFED Submission
Unit O %D Keyword & LFHNDORFLAEIET 25513, #H721C Keyword Definition % E# 7
% Z &, F7- Keyword FoR T A OERFMEIEIT BIHGFEIITEE LW LICBETDLZ &,
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10.

10.

11.

3.5 eCTD v3.2.2 s DFEAT

WA RFIZ eCTD v3.2.2 Z W56 SFAMIFIHIZ eCTD v4.0 Z IV CTHETT 5 2 &1
TV, FIEEHNS TG A 7V A I VD5 T ETHR—/N—T 3 D eCTD N2 &
V322 NI D/N—2 3 & VTR L72 3CED leaf ID %% v4.0 LAED AS—2 5 & e
HEENHLBIRT 5 2 LT B,

3.6 WETHICHITHBESEIE

UUID THFE S415 1 2@ Context of Use,/Review, Document X°, code K (X codeSystem J&
PAE DR AA O THIE Z 1D 1 DD Keyword Definition (2%} L C, [fl——0¢ Submission Unit
W CRIRFIZEEOEAE CIBITR I L B, HIBRE B ) 217 TR b0, il XL
THID X ST, 12D Context of Use (2% LT, HIFRZ HAJ & L7z contextOfUse E5E & FKnIIA
FFrOFFi & B & L7z contextOfUse %55 %, [Rl—0 Submission Unit CRIFFIZHEHME L Tide b
7200,

[NG D]

<component>

<priorityNumber value="1000"/>
<contextOfUse>
<id root={"7c5¢c61fd-5b88-4018-8323-b21f1a731880")>

pa HIBRZ HAgE L7
contextOfUse Z37

<statusCode code="suspended"/>
</contextOfUse>

</component> _

™

<component>

<priorityNumber value="2000" updateMode="R"/>

<contextOfUse> B
|  mAE AR LT
<id root=|"705c61fd—5b88—401 8-8323-b21f1 a731880"|/> contextOfUse B35
<statusCode code="active"/>
</contextOfUse>
</component> 7

eCTD VA0 XML A v E—C o BEEFT— 2SR LEOBEEE

eCTD v4.0 TlX, 2T 27 7 A WZ L > T XML OFEE FIEE KB L Tz, JRHI
LT, AEDTEZZMLTeCTDVAOXML A v —VaEKT 5, 72720, HFEETT —
Z % eCTD v4.0 XML A v —U 065U TIRIET 258128 W TYH, HEEE 7 —F 13k
WA RIZHEE L CWDALERSH D, 16> T, eCTD v4.0 XML A v &— U5 HGEE 7
— X2 ESRT LB, BEEETT — Y UNESRT GA L. ERBANCRZR S AR H 5
CLIHETLZ L, PEETT X 2RI ABOBEBEFHEIZLITOMY
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1)

2)

3)

4)

5)

MEEE 7 — ¥ 23 2 Context of Use |Zff 5 X415 study id_study title Keyword ™
study id 5 7701%, ML HFEE T —Z DM I TV DHERID 7 + VX O FRE [Fl— &
THIE, L, WEORILF/NLHT B S L BETR0,

HEEE 7 — ¥ 223 % Contextof Use (Z1E, LLF Dl Y (Z CoU Keyword % {1 592

pOE a—RJ Xk a— R
B2 CORGEETFT —X JP Study Data Category Whlea— R
JP Analysis Type Whlea— R

SDTM 7 —% & v k JP Terminology(Tabulation) | #)7¢=— K
("sdtm"$3 & OV'sdtm_j" 7

FNABLTDT 7 A V)

ADaM 7—4% -t v b JP Terminology(Analysis) W7 a— R
("adam" ¥ X (*"adam j"

THANERTFDT 7 A IL)

HEEE 77 — ¥ 223 % Document (21X, LA TFO@Y ICEZ/ @It L,
PO /B &

il PR SEPRAE I D G5 #E 1+ | document.text.description@ | 7 7 A VN Dt
T—H value

SAS XPORT 3 (xpt) @ | document.text@charset JP CV @ [ ]JP Japanese
HEEETT —4 Character Code| 72>5 %4

T 53— FEIERT S

Wi 77 — ¥ %2 M7 % Context of Use 121X, ICH Document Type Keyword %} 5- L
< Th R, Flo, HETLEETHo T, HFEETT — ¥ 227 5 Context of
Use & xIGd D& EA ST 5 Context of Use DT, fF5- 41TV % ICH Document
Type Keyword % [f]— & 9" % BT 720,

HiEE T — ¥ 2245 Context of Use &, Y4iZH ihE T & ERHST A ESL
29 % Context of Use [ZB LT, LAFSRMEZWT-32 &,

5)-1 15 &1 5 study id_study title Keyword @ code@code % O code@codeSystem J&H:AHE
X Fl—&352 L&,

5)-2 HFHETT — ¥ 2B M7 5 Context of Use &, MUiZHFEETT — & LT 2WE
HEBMT D Context of Use D9 H D7 &b 1 D% X, LITOEHRPAES S
WTRE—ThoHZ L,
® Context of Use @ code@code KX code@codeSystem J&E{E*?
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® LT CoUKeyword @ code@code }2 ) code@codeSystem J&VEAE
» ICH Study Group Order*?

» indication

HEIZIX, BEHEETFT —Z ERHINT OMEEPERMFEL., TNENNR
7% CTD FHE FICHEET 25513, UHHEETFT 223 RT5
Contextof Use & FRltEM Az R —L T 5D, TN HHREFD > b—TT2SM
9% Context of Use DA T LV,

*2 Context of Use & OF ICH Study Group Order Keyword @ code@codeSystem J& 1+
PRY OID ORRBICEEN D A= a & ZIT, —E L TOLBETR,

727120, AEO331IRT [HR2) 12X 2 0RHRFZI VL TIL, eCTD fE5I b)D
HIRE R ClIIst e 9 2 5 &2 295 Context of Use (FHEH 72 72D #%56iD eCTD
FERI ) D ERZ BV T ERE 5)-1, 5)-2 OEMANHT= S Tuniuid kv,

6) H—$ﬁ [ZFBUWNT, HER ID*N 572 2 B OMEFM TS T 2 HFEE 7 — 2 7
HBLTWDLEAIE, ZNEhOWREEITKHIST 28R ID 7+ V¥ 2 E LT- =T,
UT®w¢ﬁﬂ®ﬁ%Tﬁmﬁé:&o
® [Fl—DOHFETT —FE2ZNZENORERID 7 4+ VX ITHMT 5,
® —ORBRID 7 A+ NVHIITHFEE T —F ML, i ORER ID 7 + /v
AR D"misc" 7 A /VFITIE, HEEEFT — X 2B LR ID 7 4 VX 2B
M5B8 2 LI CELEKNT 5,

U EE L ST S Context of Use [Zf 5 4L T 5 study id_study title Keyword @
study id #4325~ 97 5ABR ID

7 HEETT—ZICHETINI T a VRO T 7 AV E—BIRET D720, B
BT —H T T 7 A /L D"m5/datasets" LAKED 7 7 A VAN AT —F ThHHMEN D
%o P T, BGETRFIXLLTICEET S Z &,

® HEETT— 2RI 255

> FTHERH T2 Context of Use 2ZZ T 5 7 7 A /L & "m5/datasets"LARE D 7
7 ANWNANE—DT 7 A )V BT 587 Context of Use 73, Yi%it
HOEHEE SRR D T A TH A ZVHFIAELRNWZ &, DE D LHTD
FTA T AT NVTEDL D7 Context of Use ZHEH L TWEHATH, M4
#% Submission Unit (2 CATHIBRTIUZX, "mS/datasets"CARE D 7 7 A /L%
AMFE—D T 7 A Va3 % Context of Use ZH 72 IZHEH L TH AL X
ZIRUN,

o RHOHFEETT —F 2 EHRT 56
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> [EHETO Context of Use BT 57 7 AL &, EHFE D Context of Use
MWET D7 7 A4 )LD O"mS/datasets"LARED 7 7 A VX AN —F LT
WhHZ L,

8) HWEEE 7 — ¥ %2795 Document Z FHFIHT 255613, AED 81 I1TMA., LLTD
FEERETWIZTZ L, B, HEEEFT —ZIZBWTE, AEO82ITRT 774
VOFRMAIERRD B,

® I S5 Document ZZ R L TV 5 H%h7 Context of Use 73, 4%z Hik
RASWERD T A 7Y A 7 VHITHEEAFIE L7200,

® HFIH XI5 Document SZHE L TUNVD 7 7 A /L & "m5/datasets" LA D 7 7 A
JLIRAME—D T 7 A VE B L TV BE%7: Context of Use 75, 4 i%fe
TE BRERD T A 7 A 7 NVHIIFIE LR,

B, WEEETT — ¥ 22T % Document 7 FHFIH L7-561X, BAHIND
Document XL TND T 7 A LD T 7 A VAR I TN D "mS" 7 4 /L F BT D
7 AN REEOERIL. FRHE L5 EMHSIN D, FIRIE, "mise" 7 AV FBLRO T
7 A NV 2T 5 Document & FFIH L7256 1%, 2% Document ST 257 7 A /L
EHEAA%Z D, "misc"7 ANV X TFOT7 7 A& LTI bbb,

9) HEEETT — % #2725 Document & OF Context of Use (DT, LA FOEHRITHEA
LRI L > TRIHE 2R,
®  priorityNumber@value
priorityNumber@updateMode

document.title@value

document.title@updateMode

12. OB EERIA
12.1 #EREE(24153 5 Col Keyword
CTD % 5 ¥ & 8 D IRBROMBILH S & 2 Z M7 % Contextof Use (ZXf L T, ICHCV @ [ICH
Document Type] ZLLFO@EY 59252 &,

BEREELZ1 77 ANVTRET 256
WELT 7 A WA 5 Context of Use {Z"ich_document_type 2"%# 15325 Z &,

MIEREELZEE T 7 ANV THEHRLIEBET 256
K7 7 A NESZHT D Context of Use [Z%F LT, [E3-Reference] DFNZHIEREEDIH
FB L STV D Code DN LEEEIR b D AT HTH 2 &,
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1222 a>THFR b+ - TIL—TOEKLY

12.

ITXAR - TA—T1, 1 DXIFEED Context of Use & Z 415 D Context of Use 7> 5
Z M &5 Document |2 &> THERK S 415, Context of Use }2 OF Context of Use |21 5- & 415
Keyword 5 D code J& % O codeSystem JgEDIEDF AL HOHE T LT, 1 DO T F A
Ko ZNV—T RS D, codeSystem JEVEN ICHCV XX JPCV ®=2— R Y X h® OID %
RLTWEEEIT, OID DRRBIZEENDNN—Va VE SRR TV & LThH, ZOfth
DIEHRN—B L TWIUX, code JBMHE I N codeSystem JEMEDIEDKAE DHEILIF—ThH D & A
fEis, #6-T, BlziX, LT DX 9 72 Context of Use = — K %> Context of Use 1%, [fl
—PaArTXA L TA—TIET D E TSNS,

Context of Use 1 Context of Use 2
contextOfUse . i
jp_ml.1 jp ml.1
@code
contextOfUse
2.16.840.1.113883.3.989.2.2.1.1.1 2.16.840.1.113883.3.989.2.2.1.1.2
@codeSystem

3 ANEMBSORBEAE
BEXECHROBTEERDIIT 2201, M4 /T =2F U7 4+ R¥a AL FKOIP
CV @ [JP Context of Use] THUE Z4L7= CTD F 5 & 0 b#IVKIEDFE S (B : 3.2:5.2.3-1)
. FUESHBRIH LG T D52 ENARETH DL, YK TiE, UTOFETHEGTLZ

LINTE D,
1) Document Label (contextOfUse.code.originalText@value J& %)
Context of Use @ code.originalText@value JEVEIT, 297% Context of Use ZZH L T 5
Document DfLE OWE4  (Document Label) Z#&fit3° %, {15 O CF51|% Document
Label & L CH#EMET 5 Z & T, Document Hifif CIRFTERIE 25T 52 LN TE
%, LLTIZ Document Label DR % 7R 7,
<contextOfUse>
<id root="7¢5¢c61fd-5b88-4018-8323-b21f1a731880"/>
<code code="ich_3.2.5.2.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.2">
<originalText value="3.2.s.2.3-1"/>
</code>
<statusCode code="active"/>
Ll

</contextOfUse>

2) ICH Study Group Order Keyword
ICH Study Group Order Keyword /%, study id study title Keyword Z & &e 2> 7 F A | -
T N—TR T OFRRIEFZEFRT D7D Keyword ThH 5, %L Document |25 LT
ABR ID HiAL CF & O TIMTERRE S &5 L2 Wi5E 1%, ICH Study Group Order
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Keyword Z 3% Z LN TZ 5, 723, ICH Study Group Order Keyword & Document
Label ZfFH L TEEM L TH AL A 72V, LA FIZ ICH Study Group Order Keyword %
f35- L 7= Context of Use D FC# il &/~ 97,
<contextOfUse>
<id root="7c5c61fd-5b88-4018-8323-b21f1a731880"/>
<code code="ich_5.3.1.1" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.2"/>
<statusCode code="active"/>
<referencedBy typeCode="REFR"/>
<keyword>
<code code="ich_study group order 1" codeSystem="2.16.840.1.113883.3.98
9.2.2.1.12.1"/>
</keyword>
</referencedBy>
<referencedBy typeCode="REFR"/>
<keyword>
<code code="STUDYID TITLEOO1" codeSystem="StudyID list 001"/>
</keyword>
</referencedBy>
LD

</contextOfUse>

13. NYyF—=3r - )L—
ICHIG DAY 7 — g v« b—/LWZMA, AARIZEIT S eCTD HEEIZRT 21 7 —
Ta v e =W OWTE, AFEICEEHOEBMHAE EHShD, B, AARIZKITS
eCTD GBI 21U F—3 3 O X ) BRI Z2NEIZ OV TiE, PMDA @ Web 1 |
(https://www.pmda.go.jp/) TART25F = v 7 IHH —EX eCTD v4.0 fRAEY — /LD EME~ =
AT NVEEBEBITHI &,

14. [BUWEhtt
eCTD v4.0 OEMIZBEIT 2 EMFIEL, FRUST=TfHT 5, 72720, —RAIFEIHIZ DWW T
T, —REOHTKH L THET D Z LIFEFE L RV, ERBRICEENE LT D X
o, AARBETRERSFOEREKZE L TRIHT 52 &, FEDMBIZOWTOERIZS
WTIHZORY TER<, FRICE> TRIFMNITF LD,
ectd@pmda.go.jp

Page 79 of 82



15, fF8%1: £ 1 BOIEREE
15.1 #=E
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XML A » b= IZ5#d %, 5 1 HOEEHT, D& & FFEIZ, Context of Use D 21—
NIZE > T CTD R L & BEST i, Mo E R4 27 % Context of Use & [F] U eCTD
v4.0 XML A v E— VISR S TR E RS,

15.2 AL EERLERIZ T+ L T2 HEE
F1LEHO T A VEHERKE T AV OmAIFRAE LT TO 7 4V Xk E 35,

m1l
ip

MBS CCTHEEE X" p" 7 A VA LU TFIZ 7 4+ V2 2B L CH R, 72720, "ml/jp" &
TOMEBIZOWTIIEFE LW &

15.3 H1ED 774 ILE4
ELIEOT 7 AN, UTOT7 7 ANKESEIHRETDHI L, 2L, UTFO7 7 AV
HIEBETHY, HEITTEEOAHEMETH I ETELIZ R,

SCHEOFEE 77 AN S

LI-1 1 (EV=2— 1) Z50HEEE | ml-01-01.pdf eCTD HIF5 CIdftH 2 1EE
Bt HIR L35,

1.1-2 R m1-01-02.pdf

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

1.3 FEREH m1-03-XX.pdf

1.4 FraPtRi m1-04-01.pdf

1.5 BFOGEFE RO RS & OBHFE Ot | m1-05-01.pdf

1.6 SHENZE T DRI (ZB 2 &R | m1-06-01.pdf

1.7 [RIFE[R)Zh G — B2 ml-07-01.pdf

1.8 Wsf3E (%) m1-08-01.pdf

1.9 —fRAVAPRICHR D 30 m1-09-01.pdf

1.10 #3E-BIREOREFRAELIO E & | ml-10-01.pdf

111 EIGL Y A 7 BB EE (%) ml-11-01.pdf

1.12-1 A& E—% (PDF) ml-12-01.pdf

1.12-2 &R —%  (MS Excel) m1-12-02.xlsx

1.13.1-1 KB EDE L m1-13-01-01.pdf BhERFEE L THRT 52
LIk o THEEH TR, 7
HNIAED 154 25T 2
NP

1.13.1-2 FAREE ml-13-01-02.pdf B L L TERT 52
Lk o THEHATEE, #
HIAED 154 Z2BWT 5
NP

1.13.1-3 &R ml-13-01-03.pdf B LE LTSRS 2

LlL-oCTHERHARE, &
HIAED 154 25T 5
N
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1.13.1-4 SAPEp—%

m1-13-01-04.pdf

BEHZE L L TR 52
LlL-oCThHIRHARE, &
HIAED 154 25T 5
&,

1.13.2 IBBRR ek ()

ml-13-02-XX.pdf

1.13.3 MESFEHG) KRS FHIIH T D
% (5)

m1-13-03-XX.pdf

1.13.4.1.1 AGRHRFFEE EORE HFIEMIZE
% BB EMEEE BT 5 —
BR

ml-13-04-01-01.pdf

1.13.4.1.2-1 B Z B4 2 EE R —
i)

ml-13-04-01-02-01.pdf

1.13.4.1.2-2 515 5% 5 B A&

ml-13-04-01-02-02.pdf

1.13.4.1.2-3 ABEHRFEE (F)

m1-13-04-01-02-03.pdf

1.13.4.1.2-4 Fimmmz B3 a8

ml-13-04-01-02-04.pdf

1.13.4.1.2-XX Hris iz B3 5 &8k - A
Bk XX

ml-13-04-01-02-XX.pdf

1.13.4.1.3 =D

m1-13-04-01-03.pdf

1.13.4.2 [BAE5@E ~Oe HE R

ml-13-4-2.pdf

15.4 BIAZRERRICHRIEHOREAE
CTD % 1 fBIZ & D D BAGBER IR D ER O 9 B, DEGEE

DEL] KO TBAGRHIE

IR 2 BRI R (ARG E, B 2HICTHES T 288 (CTD oE (I~ U —) KOWRAE
BH—52) ) 1 Zo0WTE, UTOWThrOHETRIET 22 &8 TE 2, 72720, FAlE
LT, A4 79 A7 NORPTREGFAEZEELT 52 LT b,
1) #4577 A40EF" ml/jp" 7 +/VZITE S, Document 7> 52 L, Context of Use |Z
Ko TH#E4 2% CTD AL L BESIT 5,
2) AR SNT-HFED Document & FRFIH L, Context of Use (2 &> Ti%X44 % CTD fALHI L

ERESIT B,

3) Application Reference @ id@root J& 1

(2 Y REBEAGE

il eCTD AT 5 2 ii#l I 5.,

7ok, ERHDOFHEERDIGAIL, F UBAKRERLIARDIERE DXILIDIZL - T

eCTD OF 1 ERlzEH TIIe H 720,
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