eCTD V4.0 7 A Y —)L
EAS PEFIAE (55 2.0 hR)

Page 1 of 197

1 H&

| %47 H

2015/4/10

eCTDVv4.0 T A FYV—)L

BEFIEE

MIATBHE NER M ERES

O




ﬂ'nde o

eCTDV4A0 T A Y —/)1
BETFIEE (5 2.0 IR

Page 2 of 197

1 B | %47H | 2015/4/10
HETERE
ik 5 YETHEA R | ST AT T
%5 1.0 | 2015/3/2 BEUERL

% 2.0 | 2015/4/10

v2.0 ~Dxfhts

1. CoU /) —R~D7 7 A VARG D 7 7 A V4
BF = v 7 OFERERIZ O EIE,
3.1.2 7 7 A VDY
1.7 7 A NVERGRT D
2. Repeated Structure Keywords 7% & I DOFLEEZS B (2
PESEIE L FLIR D RIE L,
7./ — RIZ2WT
12. [Edit Repeated Structure Keywords] # Y i
L/ — R&ET 5
3. eCTD iR DB/ 22 @D AR I
PR, N F—v 3 T — Ok & B,
15.3eCTD /1 %17 9
4. 77 An]) & IXET7 AV OHGEDOER
Z AL,
SGET &R ik




eCTD V4.0 7 A Y —)L
@ 4, BRIEFIRL (F 2.0 1) Page 3 of 197
e 1 HK | 5617 H | 2015/4/10
1. B

B e e e 3
= Y PSRRI 8

2. L R D B B e e e et 8
2.2 AR DB BB ..o e et e e e e e e e e eeens 8
p R - -1 SRR 8
2.4 L2 0p B i 8
P T =20 X5 -] fuke Y A R PRTRRRTRO 9
2.5 L LB e e e e e e e et e e e e e 9
2.5 B DR e 9
R T - 1) - ke ] e TR 9
254 FoUBILBEEDFMEITDUN T 10
R oo e e e e e e e e e e e e e e e et e e e e e e e e e e aeaeeaaaeas 11

T Y08 D I = A oY a0 1 X=X 1L - 11
311 ECTD SCREMA DIHEf .. oottt et et e e e et e e e et e e e e e e e e et e e e e s e e e e eeaaanas 11
BUL2  TFAILDEE R oottt ettt 11
3.2 R BRIRDIRIAL oottt et 12
Application & Submission & SubmissionUnit M BERIEIZDUNT c.oouiiiiiiiie e 14
BB R T e e e e et e e e e e e e e e e e e e e et e e eeeseaeeaeeaans 15
B L R BT B ceiiii e e e e e —— e e e —ee e e ——ee e ——ae e e —ee e e ——e e e et e — e e e e raeaaaes 15
T - 3 g 1 WU T TR OSSO P OO RPN 16
Start MenU/Eit/VIEW O B IR ER ....eevoeeeee e et et e et e et e e e et e e e et e e e et e e e et e e e e eeeee e e e e eeeeeeeaeeeeeeaaenas 17
6.1 LY LAY =T LU TR 17
LT e OO 17

o B == G 7 S 5 SO 17
8.2 Bt I .eeeeeeeeeeee e eeeee e e e e e e et e e e et e e e et e e et e et e e e e e e e et e e e e e e e e e e e e e e 19
B.2.0 A I/ e ettt et 20
B.2.2 N LI ettt ettt 21
B.2.3 VB /N ettt ettt e e e e e 22
6.2.4 ] {0 2= Va1 SRR 22
B.2.5  BCTD TR & T A I ettt et ettt e e 23
LT T = 1V — TSRO 24
6.2.7 0] o 1= o 1o PP PRSP PPTPPTRRRPRSPPPPPPR 24
6.2.8 [ =T o3 Yol 1= S PUPUPPRSN 26
8.3 VIBW TBITHT .vve et eeee e et ee e et e et e et e s e e e et e et e e e e e e et e e e a e e e et e e e e e ene e e et e e eae e e et e eer e e e e e e et eeereeeereeeeeeeaans 28
B.3. 0 A m /e ettt e e e ettt e et e e e e e ree e 29
B.3.2 VW /N ettt ettt e e e e e e 29
6.3.3 ] {0 2= Va1 S TP 29
B.3.4  BCTD IR & T A I e ettt ettt et e e 29
LR T = 1L — TSRO 29
6.3.6 e 0] 01T o (TSP 29
6.3.7 [ (=10 [ S PP TPPTPPPTTT PP SRRTPSPPPPPPR 29
(R T = Y 3 RPN 30

B e N e 11 e TR 31
T1 B BE R T /R E COU SR e, 31
A 10 B O N ke Y PO PR OTOTROTOTP 32
A T (¥ 1o VA 1o I ] N e 1 S SO T U U PO R OPPR PP 33
7.4 (o1 (o LU IR 111 (Y0 et N Futen ] A N GRS RRURUP 33
Controlled Vocabulary 0 COUESEt ZEEMET B ...oouiieiiiee ettt ettt e e et e ettt e teeete e te e eaeeeteesteesreeaaeea 34
8.1 OV LT DN ettt ettt ettt e e e 34
8. L. OV DB R B D R B oottt e e e e 34
8.1.2 CVIREZIT D T T D B T ettt 34
LI OV O 1Tt} -5 TSP TT R ORRR 35

8.2, B DR EE . e e e e e e e e e e e e ————etee e e e e —————raeee e e e e ————raa————s 35




eCTD V4.0 7 A kY —/b
o S BRIEFIEE (3 2.0 ) Page 4 of 17
e 1 HK | 5617 H | 2015/4/10

A 1o [ Yor 0o (=YY= T 1 UUR 36
8.2.3 ICH CoU Keyword Definition TYPE TEITET .......uerrerrurnnrnnnnnnnennnnnnnennnennnsnnsnnnnnnnnnnns s s s s s ssssssssaessaenss 36
8.2.4  ICH Controlled VOCADUIAIY TEITE..........uuueeeeeeesiaaeereeeeeaeesaaaenteeeraaeessaannseeeeeeaeaassannnsnseeaaeaesaannsnsenenaaeesannns 38
8.2.5  JP Regional Controlled VOCADUIArY T .........iouvureeeeieeesaiiieieeeeae e e s et eeeee e e e e annbteeeeeeesessnnbnneeeeeeeeaannns 41
8.2.6 User Defined Controlled Vocabulary T .........cceeeeiiiiiieieeee e 43
8.3  ICH CoU Keyword Definition Type @ Codeset ZZBRT B ......oooiiiiiii e 46
8.4 COUESEt ZEHREE T D ooiviiiiei ettt ettt ettt et et et et e teeaeetteeteete et e ereeaeereerans 47
8.4.1  [CopylCodeset DAL Z BT B ..ciei ettt ettt ettt 47
8.4.2  [Edit]COUESEL ZMREE T D .oveeieiiieie ettt ettt ettt ettt ettt ettt et e te e te e ete e eae e e aaeeanreas 48
8.4.3  [DElete]COUESEE ZHIBRT B .. o cueie ettt et e et e ettt e ettt e e et e e et e e ete e e te e e enaeeaans 51

9.  [Create] HHRIZ APPHCAtION ZEFEMIT B cnveee ettt ettt e e et e et ae e et eetae e et eaaeas 53
9.1 SUBMISSION DIAEI ... vttt et e et e et e et e et e e et e et e e e e e e e e e e e e e e e 53
T R 1) OO UP O SPRTPPRRO 54
Lo R 1o (= Yox (O AT 1 RN 54
9.2.2  eCTD General Information B ............coeeeeiieieeee e 54
9.2.3  Related APPICAtION BT - -uuvverereeeeiaaeeeeeeeraeeseaaaeeteeeraaaeeaaannteearaaaeasaaansesaeeeeaeasaaannssseeaeaeesaaansnsnneeeaeesaans 56
9.3 [Create ] HTRRIZ SUDMISSION ZEE AT B ettt e e e e e e e e e et e e e e e e e e seetaeaneeeeaeaaans 57
9.4 [Edit eCTD Extension]eCTD General INformation ZZEBE T B ......ueeuiirieeiieiie et neeas 61
10. [Edit REVIEWIREVIEW ZERTE T B . ueeeeive ettt eee e ettt e ettt te et et e e et e et e et e ete et e eteeae et e eteeteesteeteeaeeteereaneeeeeareenes 63
O < USROS 63
10.1.1  REVIEW SUMMAIY BT ...ceiieeeieeseeeeeee e e e ee e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e aaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaeteaeteeeeaeeeeeeeeenes 63
0T o [ L= T VT v 64
0 20 0 T [ g To | £=To 1= o | APPSO 65
000 T A = o To (W T A 0= =T To YT SRR 65
10.1.5 REVIEW LifECYCIES BT ... eeetueeeeeeuteieeeateieeeautteeeeamtteeeeaatteee e aasteeeeamsteeeeamnbeeeeamneeeeeannaeeeeanneeeeeanneeeeannneas 66
10.2  [ADAIREVIEW Z BRI T B o ettt ettt et ettt e et e et e et e e ete e ete e ereeeaeeeree e 67
10.3  [EAIt I REVIEW R EE T B c.ue ittt ettt ettt ettt ettt ettt ettt ettt et te e be e ete e e teeeteeeree e 70
10.3.1  BEREFD REVIEW ZHREE T B ..oici ittt ettt ettt ettt ettt ens 70
10.3.2  BEFFEH 0D ReVIEW ZTSUSPENTIT D c.ooiieiiieii ettt e e e ete e ete e ere e 72
10.4  [REMOVEIREVIEW BB T D .ottt ettt ettt e e e et e et e e et e e e e s e e e ee e e ereeeeeee e 73
10.5  [LifeCycCles I REVIEW D) 2T B T B o i ieie ettt e et e et et e e te e te e eteeere e 74
(I O 0 - & I SRS SRR 75
L0 L B R R oottt ettt et ettt et et e e et e eteete e e teeteeeteereeneas 75
I R B 38 m USSP 75
11.1.2  T7A I DB oo et e e te e ate et e eree s 76
O b g 1 ] bt Y 1 N TR 76
IR I b O - - B WU 77
T Y=o 0 B 1= o d Ly B  < SRRS 77
11.3.2 BT TAIL =B ITR O YT T B ittt ettt nre e 79
(NI R T NI U Nt & (I GV - & - I N 81
11.5  COUBERE B I 7 A I B R T D ittt ettt ettt ettt ettt ateans 82
12. [Edit Repeated Structure KeywordsI#EUYIRL /—FZERLT B ..ooooiiiiiiieieeee e 83
12.1  Edit Repeated Structure Keywords MIEZEEEBH .......oeiiuiiii ettt 83
12.2  Edit Repeated Structure Keywords M EIEIHEER .....ccveerreeiieeiieeseeeseeesteeseeeesebeesteeessaeesteeessseesnreesnseeennns 84
A R = 3 1 TP 84
R T Y T v 85
N T T Y 1 1 U OTPRRRP PSR 86
S TN = v 89
T T = v 91
T T R 1 S OTP SR 95
A A0 T v 96
< T TR T v T 97
12.3  Repeated Structure KEYWOrds Z BT B ...ociiiiie ettt 99
12.3.1  [AdAIFFRRITHRYIRL /=R E R T B oot 99
12.3.2  [Edit] FREBDRRYEL /—FZIBIIT D oottt ettt ettt ettt 102
12.3.3  [Remove] FRERBMARYIRL / —REHIBET B .o oe oot e ettt te e enas 104

12.3.4  [ReMOVEIAE Y R L R Bl B R T B eeeeeeeee oo et e e e e e e e e e e e e r e 106



eCTD V4.0 7 A kY —/b
& S BRIEFIEE (3 2.0 ) Page 5 of 197
e 1 HK | 5617 H | 2015/4/10
R T o=y 1 - < R RORRSTR 108
IR 700 R = 1o T 1 Y0 LU T3 1o 1] PSRN 108
13.1.1  Priority Number OBEZEERET ......ooiiiiiii ettt ettt 108
13.1.2  Priority NUMDEr BIEIBRER ....ecveeieieeeeeee ettt et e et et e et e et e e et e e et e e e et e e teeeteeeteesteesaeeeneeeneeaneeennas 108
13.1.3  Priority NUMDEr ZZETET B ..ueeiee ettt te et eete e e e teete et e ete e e e teeaeeneeeeeereeeeateens 109
13,2 THEIE ceeeeeeee ettt ettt ettt ettt et ettt et e et et a e te ettt e e te et et eaeeteeteeteeteete et e st eteeteeteete et etet et eseneeaeereeteerenns 109
13.2.1  Title OB ERB ..ottt ettt et e e te e ebe e ete et e aaeeannas 109
13.2.2  THHE D B IR . veiveeeeee et et ettt ettt ettt et e st et e et e e be e st e b e e aeess e e beebe e b e ebeenb et e eae e st e ebeebe e b e teeneenreens 109
R R I 111 - I YOO 110
13.3  Output Path
13.3.1  Output Path MBEEERBA .. ..ooiiiiiiie ettt ettt ettt ettt 111
13.3.2  [StUAY-I0] O BEEEEREH ...oviieeeee ettt ettt ettt ettt et e et e te et et e eae et e eteereeeteereens 111
13.3.3  [NUMTDBEEEREA ..ottt e e e et e e et e e e e e et e e e et e e et e e et e e e et e e ete e e etaeeeteeenreeeanes 112
13.3.4  Output Path MIEIEIHRER .. ..eeiveeiieiie ettt et et et e et et e et e et e e eteeeaeeeseeeteeteeeteesteesteeeaeeeneeansesnreennas 112
13.3.5  OULPUL PAth ZEZETE T B ooiiuiiiiiiieiecie ettt ettt e et e et e e et e et e e e beesaeeeab e et e e abeesbeesbeesbeesssesnseenbeenbeeneas 113
13,4 KEYWOIAS PrOPEITIES ... .ieeeeeiettt ettt ettt e ettt e e e e e e et e et e e et et et e et e e et e e e be e e e e e e e e ennnn e eas 114
13.4.1  Keywords Properties BIEIREER .....ccoeeveiieeee et e et e et e et e eeeeee e te e et e e et e et e et e e e e eteeeteesteesteeeaeeeneeaneeennas 114
13.4.2  KeYWOrdS PrOPEITIES BETE T D .oeiueeieieieieeie ettt e et e et e et e et e e te e et e e et e eae e et e e e e teeeteeeteeeteeeaeeeaseaneeannas 116
TR ST o 010 o I 111 [ TP TUPPRTPN 122
13.5.1  group title OBEEEERBT ...ttt ettt ettt et re s 122
13.5.2  group title EEIRER .....coveiveeee ettt ettt ettt ettt e et e ettt ae et e et et e ete et e teeae et e eteereereereens 122
13.5.3  rOUD HHlE ZEER TE T D cueieiieeeee ettt e ettt e te et ettt e et e et et eete e et e e ae et e et e ete et e ete e e e teeae et e eteereeeteereens 123
13.5.4  group title /— RISl T 7 A I B R T D et 123
13.5.5  GroUD TI1e Z B BR T B oottt et e e e e et et e e te e nas 123
13.6  [Study KeyWordsISTUY KEYWOITS ......cceieeiiiieieieieteeeeiaaeiuieeeeaeeeesannieeeeeaaeeesaanneaseeeeaeeesaaannsseeeeaaesesannnseeees 124
13.6.1  Study Keywords ODBEEETEA.........oiiiiiiiiie ettt be et ste et ennas 124
13.6.2  Study KeYWOords BT HEER ... ccvveieeeeeieeeee e et et e et e et e et e e e et e et e e et e e et e eae e et e e teeeteeeteeeteeeaeeeneeeneeenaeennas 125
13.6.3  STUY KEYWOIUS ZER T T B e veiieie ettt ettt ettt e e ettt e et e et e et e et eeete e e te e eteesaeeeaeeenseenreennas 126
13.6.4  Study id /=Rl B T 7 AL BT T B ittt ettt 127
13.6.5  STULY ID ZEBRT D oottt ettt e et e ettt et e et et et e e teereeaas 127
14. [Savel/[Exit]/[Edit]{R7E T 5. Edit BIEZELC 3. Submission Z Edit TR ...viiiiieee e 129
R /)Yy SRR 129
N T N Ry A Bl e < YRR 130
14.3 [Exit]REFL T Edit BEEZECA. £ 3R EE T I Edit EEERALD oo 130
14.4  [EditHRTELT= SUDMISSION ZMREE T D . oottt ettt sttt ettt e et s neeae s eteeveneas 131
15. [GENerate ECT D ECT D Bl JI AT oottt ettt e e e et e e e et e e e et e e e et e e e e e e e e e e e e e 132
15,1 eCTD HAZIDBEEEERBA. ..ottt ettt ettt et e e be e b e e eae e e ab et e e e e be e nbe e ebe e ebeeereeereeeneas 132
15.1.1 eCTD HADRE
LR B b L ORI
15.1.3 JALFHEE
15.1.4  €CTD HiJ10) OptioN BRI . veeiveeeeie ettt ettt et et e et e et et e e et e e et e e e st e e st e et e e teeeteeeteeeteeeaeeeneeenteanreennas 133
15.1.5 eCTD H 71D Keyword Definition BETE ......cvveeirieeiieeeiie e sttt eeiteeesiteeste e steeesrteeeteeestaeesnteeesseeesnbeeenseeennes 133
15,2 BT BE c.veoveieeiecte it oottt ettt et e e te et e et et e b e be st e ebeehe At heeRe e At e beebe e beebeeaeea b e eheebeeeaeebeeaeeresteeneeere e 134
T N € 1= 0 ToT =Y (Y =10 I D AT 1 R 134
15.2.2  Select Keyword DEfiNition BEITT..... .« ceeeaueeeeeeauueeeeeaueeeaeaaeeeeesaneeeesaneeeesasaeeesansseeeaasseeeeansneeeeannneeeesnnens 134
(R - Ton E N b s s SO SRRSO 135
16. [Add SubmissionUnit] SubmissionUnit ZBA1T % (SEqUENCE Z £ (FB) c.oiiiiiiieiie e e 140
16.1  Add SubmissionUnit DBEZZERET .........oiiiiiiiie ettt ettt eanas 140
16.2  User Defined Controlled Vocabulary MIZBIRITDUNT coooiiiiiieieeeee ettt e e e 140
16.3  SUDMISSIONUNIt ZEIBIIT B ...eeeee ettt ettt et e et e te et e te e st e teete e e eteeae e e eteeseeteeteesessaeeseeneeeseannas 141
A LYo Vot o s R 143
I R T Y Y - - O 143
17.1.1  RePIACE DX TEBDITE T T AL oottt e et et e e te e e eteens 143
17.1.2  Replace & REPIACE MUIIPIE ........eeiiiiiiie e e ettt e ettt e e e e ettt e e e e e e s e e st e e eeeaeeeesennstnreeeaaeesannnnes 143
17.2  Replace Multiple DEE 5%
17.3  1:1 D Replace FITI(FTUT &REIWT) ittt ettt 146
17.4  [Replace Multiple]Replace MUIIPIE ZE1TD cviiiiie ettt ettt et e et e et e e steeeereeeas 147

17.4.1 Replace BDIXETFAILITEBTZAILDIEE oo 147



eCTD V4.0 7 A Y —)L
@ 4, HETIES (5 2.0 1) Page 6 of 197
e 1 H& | %47H | 2015/4/10
17.4.2 Replace B MDXET7AILH DocUMENt REUSE MIFE ..c.viiivieeieeee ettt 149
T T Y L TV =N = s T 151
18.1 Document Reuse & File ReUSE A EEEREE ... ...veeeee e e e et e et e e et e e e e e e e e et e e e e e e e e e 151
18.2 1 D0 SUDMISSIONUNIE P T REUSE 1T oottt et et e e e e et e e e e e e et e e e e e e e e 152
18.3 D SUbMISSION DI T T A ILZE REUSE T B ..ottt e e e e e e et e e e e e e e e e e e e e e e e e e eraaaeees 154
19. [Suspend Document] XE I FAILZEIY TIFD c.ooi oottt 157
19.1  [Suspend Document] 3XE T 7 AILZEEIY T IT B oot 157
20. [Undo Document] XX 774 LISt g Bt E T ER Y T T oo 158
20.1  UNdO DOCUMENt DB B E B ..ot e e e e e ettt e e e e e e e e e e e e e e e e e 158
20.2 MBI TAI TR B R E T Y BT oot 158
21, [OPEN]STE T T AILZRRS oottt ettt 160
21.1 Open DH#EZEEHEA
212 MEIFAIWETOT TLTEIC et 160
22. [Add Submission]Application [Z SUDMISSION Z 3BT B ....c.eieiiieeciiee ettt et stee e sebe e et e snae e enree e 162
22.1  Add Submission MBEZEEER ..ot e et e e eae e et e e et e e aareeenteeanaeas 162
22.2  Application [Z SUBMISSION ZIBANT B . .ooeeieeeeieiee ettt et ettt te et e et eete e e eteete e e ereens 162
AT 1= Lt on A I = - YRR 164
231 VW DR E B Lo e e et e e e et et e e ee e e et ae e e e e eeteeeateeeateearaeans 164
p A I N NV A= on =35 A SRR 165
24, [COPYTAPPICALION Z COPY T B . ueiueiiieeie e ctee et et ettt ettt et e e e te e et e et e et e et e e teeeaeeeaeeesteenteeteeebeeateesaeeeseeanneas 167
24.1  Application CopY MBEEEEEE ... ...ooivi ittt ettt ee e e et e e et e et e et e e e et e e et e et et e e e e e eteeereeete e 167
24.2  [COPYIAPPICATION T T Bttt ettt e ettt ettt ettt ettt e et n e ereenre e 168
25. [Delete]Application. Submission. SubmissionUnit ZHEIBRT B.......cocoiieriiiiieii e 170
25.1  Delete DAL EEERBA ... .eoee ettt et e et e et e et e et e e et e e eteeere e et e eateenteres 170
T O R 1172 1= v A 170
2T N |12y I s R 171
25,2 SUDMISSION Z Bl R T B ettt e oottt ettt ettt e e e e e r e e s 171
26, [IMPOrt]ECTD ZER ) dA d S o ittt e e e e et e e e e e e e s et — e e e e e e e e ee b e b aeaeae e e s e bt baraeaeeeaaararanes 173
26.1  IMPOrt DBEEEREH ..ottt ettt et e et e et e et e e e eteeete et eenteanteanas 173
T N R 11 VYo ¢ /2 X=X v RSO TRSTRORRT 173
26.1.2 TFAIDTEELIRUMEE DILIE oot et 173
26.1.3  IMPOITBFD T I oottt et e et e e e e e e e et e e e et be e e s e aae e e e e baaeeeeebaeeeeeatsaeaeeasraeaeaas
PR A 1) RO
26.2.1 Select First Folder &
26.2.2  SeleCtCV LIMPOITI T ... .veeeeiereeeeitreeeeeitreeeeeetbeeeeeetteeeeeetsaeeesessaeeeaassaeaesansseeesansaseesassseesenssneaeaassaeaeans
26.3 CV @ Codeset #iRIZDL\T
26.3.1 ICH Controlled Vocabulary. JP Regional Controlled Vocabulary @ Codeset 3Z2RICDNT .oovvvevveeeinenne. 175
26.3.2  User Defined Controlled Vocabulary 0 Codeset BEHRIZDUNT ..eiiiiiiieiieiie e 176
P T [Tt = = B YR POURRURPRR 179
27. [Schema & Output Path]Schema & Output Path ZEETET B ....eovvrveiiieiieieeieie e 183
D L - PR 183
DA 8 N R ol 1= o ¢ F= = 1 o PPNt 183
27.1.2 XML OULPUL PAN. ...ttt e et e e et e e e ea e e e et e e eeaa e eeeta e aeeta e eeenaaeeennnaaeennnaas 183
P A 1) 3-SR 184
27.2.1  Schema & OULPUL Path BT .......ceiiioueeeeeeeeaeeeseettieee e e e e e e e et eeeeeee e e e e asmeeeeeeeaeeeaannenseeeaaeeeaaannnnnneeeaaans 184
27.3  SChema & OULPUL PAt ZERTE T D cuee e iie e cie ettt e et et eetee ettt et e et e et et e e e eaeeeteesteeeaeeeneeenteenteeteeeeeeens 184
28. [Schema Validation IXML D) B e TR T D et e et e e e et e et e et e e eteeeteesteesreeas 186
28.1  SChema Validation o T T B oo 186
29. [Document POOII B I 7 A IL—BE B HET D .o e 188
29.1  DOCUMENTPOOI BrOWSET O B T S . vveeeeeee e e e ettt e e e e e e et e e e e e e e e e e et eeeeeeee e e et eeeeeeeeeeeneeeeeeeenaaans 188
VA IV =l B 1)L - =~ s b RO 189
B0, R oottt e ettt e e e ettt e e —eeeteeeeateeateeaaate e e beatteeabeeeatreeabeeeaareeanns 191

30.1 eCTD Tree B I T Il B A . oot 191



eCTD V4.0 7 A Y —)L
@ 4, HETIES (5 2.0 1) Page 7 of 197
A s 1 HK | 5617 H | 2015/4/10
KIS e &= e AN Ly T 0 L)y = b=~ 196
30.3 Controlled Vocabulary M B 1T DUN Tttt e e e e e e e e e e e e e 197




eCTD V4.0 7 A Y —)L
M LEA BETFIEE (4 2.0 k) Page 8 of 197
2_FLoIZ [ %170 | 2015/4/10

2. [FL®IZ

2.1 XEDHM

AZE(L eCTD v4.0 TAMY—IL(LUBE, HE&Y—ILEWNS, ) E#EYIIRET H-OITRELRERAERVEES
EEiEHT 5,

2.2 AENE A

AEE. HBRY-IWLEFEALTeCTD 26K T 5 L TREGZEITOVTERT 5.
ICH eCTD v4.0 ICH Implementation Guide. ICH eCTD v4.0 DRAFT Japan Regional Implementation Guide, XML
B fT . HL7, MS-Windows DR BIZ DN TORZERZITHALY,

2.3 BEEEH
AZEICEETEIEHRIUTDOESY,
No. RExaA R4

1. | BERERUVAVA—ILERBAE

2.4 FEEDESR
AETHEALTWSREILTOESY,
ik EE
ICH IG ICH eCTD v4.0 ICH Implementation Guide
JPIG ICH eCTD v4.0 DRAFT Japan Regional Implementation Guide
cv Controlled Vocabulary
ICH CcV ICH AREY 5 CV
JPCV BAEEF®D CV
Codeset O—FELEDHEAEHLEDEENDTLE
/—K eCTD Tree ##E/ 3 5&E%
CoU /—F T7AIVEBHFETED/—F
T74I ERXTFAILDIE
XETIFAIL CoU /—RIZEFIN-T7/ILDTE
eCTD Hh eCTD D EEITR>T=TA LA #EiELT7 4 )L & submissionunit.xml ZH AT B2E
Sequence Number REERES
ERE LEZY—ILEFEALTeCTD 2R FEILHEE T 25
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2.5 XEDREHEICOLT

2.5.1 ffl
IR Bl B
[] [Create]R2> &V IT B, [ IIE. RV BERT,

Page 9 of 197

9. [Create] ##I- Submission * fERd %

T FFL COUITEEIrIFEBHTD. BUEFIRERT.
=14, ich 3241 mi2al facilities and equipment

*’E m22a1 facilities and equipment [New)

- ""ﬂ. m32a.l facilities and equipment [New)

@ TEDFAIEERL. B OMMitle)FS J)L-2 w05,
Dotument Properties
Doumsed Foob ) Aehbe B-3ed =83 10-3945c BRI e

|| AT DUl
TrCTeTTrI TP T YU DY T

File Sz WA KR
# Cunpint Path mE-agp
Cuitpndt Fileriame Fike1pdt
SHADSE Hash 095855 143933 FE 4B d9Radon 4 5 30 B Ibcb 11251 1563 44F928ec.

note: note: 1. COHEEBNICITIZEICEY CoU/-FOiERE RERET LN TED, FEBEOHESREERT .

(OIS

252 EDEK
WREC LICEZ DT CRREL TS,
LRY-IIVEERTAICHEY. EELEBDONSIARE. EERIT-TTREL TS,

BETIH. UTORBFLEH LTS,
1) HH8E
2) EImEfEER
3) REFIE

2.5.3 EEMFHRIZOLT
EEMZHTE. BEOAY)—2avh T DBEEOATERE#H L TLD,
151 -
13.1.2 Priority Number SfEEH
| Edit Priceity Number
—G Priceity Mumbar : 2500 <+—— EBEEOARY)—2iavk

2) ok || cemsl

T BRERE

& BT
#ETRE ]

No. BEHE B | B | ey | R | BB Fin- REME
1. |Priority Number THIF| N 10 v | Priority Number E2F T2,

TR

[
»

—~
omi

PIEITE A
No. FEE AL IETE

1. |oK BRNEEETTD.

2. | Cancel 5 W3R T 2 L T Edit Priority Number| EE-ER L. TEidt/&E ICK 2.

(X EIEB ) DfEER

1 B

No. EE #i HL

1. | TFRMRYIX 1000 TERRMEANTEHINT,
BDBAICIYANTESINFENELD,
2. |FEYTESY [ - |—END 1 ODEEFRRT S,

3. | FTVHREY @ Output XML and Files EREDS5, 1 2%RIRT 5,
) Qutput Reuzed Documents to Qutput Directory
) Qutput anly XML
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2 =
No. FEE TEXRNRYIZD A HH HtEA
J RTEH—EQ) AAREXNFORELZETCLAFAXFTET,
AN m2 YAEMFTRUVEATEDH, L. LTOEATLEER
¥k 2" < > |
3. N 1000 EAMFTOH,
(3) XF#
XEHIE. 2AFAITHIDOLT | TFRAMRYIRIZANTEDLIXERTH D, /AT,
4) ==
No. FEE HLE
1. | (nul) WETHIENTESIER,
F N RSN TWBEXEFET DI TELRIER,
(5) WA
No. B8 B L
(null) BRELTHLAECTHLMNVER,
Y WEIER, RELEWNGE X T5—ERYNBEHEDH DI EILTELLY,

2.5.4 Xv I EOFIRIZDLNT
[EFRIV)ITREHEL TSR v EILOMNEBIZDOWNTIE REFIBIZIEEEH L TLVEL,
Fro)LEONEBEERLE-VMVMES X, REEBRO[ETRIV]ICERHESINTLWINEEHERT 5,

51 -
& EEFRTIEDAAILEERL. B @0 Priority Number |55 =420 w0 5,
Froperty Mame Walue
Coll Properties
Coll Food I ook T2 0-be fae 80130 2 ((F-pe 05102 36000
| FTFr oty tamter Y00 | LA i
& TEdit Priority Number )BT Priority Number A L., [OK]R 5032 w515,
Edit Priceity Number
Priceity Mumber | 0l |
AN S ] ool | 4—— REFIEOHTIL, [CancellRELESYvHLIZBED
= [Error]BIEER. T8 5 @I 2ED FIEFEHEHL TLVELY,
TEditlEE c R - m e B T
13.1.2 Priority Number SfEEH
|Edrt Pricrity Number
G Pricrity Mumber @ 2600
2 i3 Cancel
O SAEEA
@ EIThRA
[E2EEE]
No. EHHE B | B | 2eoedr (3| uBiE Fon- REME
1. |Priority Number THIF| N 10 v | Priority Number E2F T2,
T3
- s LI
(£ ] Frvo)LALE
No. THE RERE DT,
I | oK FRMEEETT L, CZESET S,
2. |Cancel = E IR W L TTEdit Priority NumberlBE =L, [Edt/&E ICE 2. <
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3. EEEE

3.1 eCTD #Ef T 5 =& DERiIZEH

3.1.1 eCTD Schema D %1

LY — LTI, eCTD D AKX Schema Validation M E4THZ eCTD Schema S 8BL . XML Z7/ILDZE
LHEDEREITI.

eCTD v4.0 M eCTD Schema 77/ IL—RXEFAEL. #ZY—ILEAVAM—)LLIzOVE2—32RIZRTFELTHLS
&Eo

3.1.2 I7MIL D #(
eCTD #Ef I 5= DI7(ILEZHEET S,

LY —ILIZTPAIEZERT BRI UTOERFHERLTHLZE,
1. 77A4NVICIESHZARYERIOFREEFITHEL,

2 filed pdf T 0T 55
28 [poF [ tEause |36 | LiEos-vss]
':""1' fileT paf
e LDIEFE:  Adobe Acrobat Document (pdf)
0854 Adobe Reader EEQ.
P C¥=CTD¥PDF
HA A 144 KB (14786 i1 k)
FAnt g
pary 16.0 KB (16304 J44 1)

TEssE B 2014105218, 154745
EIRE 2014ETAIB. 150649
PHEAEEE  2014F 108218, 154745

SHhBERTE(D)

B [Cgaam=smAR |CIRRLIr M

Y\ Frospmnce

[ oK | [ Fed ][ EEE

2. eCTD HABIZHAHEITAHILENRELCELS CoU /—RIZIE, RLRARDI7AIVEZFTHILIETER
W BEBELEBWKRSIZELRS 7ML AZE TS,
(1]
S m113 Eil

= ip ma BRI E Rl R &
T ERTESRICEDER Newle— C0 2 SO XETFAIL DM ALEIEYML LALT
S i m132 SRR R (R B5H. ALARTTDI7AILEEETHIEG
o L LERERE TR (S New] «——  T=7AL,

3. HEYITXEIFANERKHEL. 7ML ALRFEBEM ToN-TOT F LTI LEHER
60
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3.2 F¥2HDFEN

LZY—ILEFERLTeCTD 2RI AFIEDRNITUT D EELY,
FRAOHREERIEV T ERXDIRBZHET SO TELL AIETHRENAIRERTH D, =, BiED
AIRETH Do

[A] eCTD DO#REM ——> [B] eCTD DHKETHF [C] eCTD DHETH
B m )
(PIRIRAE) BETHAD CV % SGTEAO CV &
; AMZAETS AIEMEAL= CV I
ALCVE#ET S =
[Codesef;;up] (H#£5%) ALTEESEETS
l BL.CV DEEAHDES (L. C1.Submission Z#ERL TEAL
A2.373]1Z Submission & BiEIfE AL T= Codeset & [Edit]
BT % aF—L. ZnaE—Lf= l
[Create] Codeset [TxtL THRET %
! [Codeset setup] C2.SubmissionUnit B9 %
— [Add SubmissionUnit]
mEEE v
A3.Review EE&T—E?'%) B2.Submission %1%#%[1(55( l
[Edit Review] [Edit] :
C3.CVDEENHDHGEEIE.
l BIEIfEALT= Codeset &
AL IRYSRL/—REERT S — — FEXBESTS
[Edit Repeated Structures B3.SubmissionUnit &0 % [Codeset setup]
Keywords] [Add SubmissionUnit]

SubmissionUnit &

WETEEACaE—LT= EBmLTHMDS CVE

A5.CoU /—KI[= Codeset Z:#RY % rEXETTS,

T7ANERTTD
' \ 4 v
A6.XXET7AILIZ WX mERIEE
Priority Number Z:&E ¥ %
v

A7_.)‘C%_77H:f)l/l: B4.eCTD H HEFS C4.eCTD HHA%1T5

Title ZEXEJ % [Generate eCTD] [Generate eCTD]

A8.XXETJ7AILIZ
Keyword Z:&ET 5

ARTEFTD
[Save]

| IStart Menu ) BIEC1T5 184k

| TEdit BIE T/ 514k

A10.eCTD H H%1T5
[Generate eCTD]
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(BAEEEAREDS RG]
| Tstart venuEIETH 54
| rEdit) Bl T 5184
[A] eCTD DFRVERL (¥ [E1R H BF)
No. k%2 HEE (R4 A) AEDSRIZH
Al CVZE#ET 3 [Codeset setup] 8.Controlled Vocabulary @ Codeset Z#{&9 %
A2 #1#R(Z Submission #{Efk | [Create] 9.[Create]##RIZ Application Z#{Em 3 %
EEG)
A3 Review 5% E 9 % [Edit Review] 10.[Edit Review]Review % EJ 5
A4 BUEBRL/ —FEERT D [Edit Repeated 12.[Edit Repeated Structure Keywords]#&YixL ./
Structures Keywords] —RZEERT S
A5 CoU /—RIZT7 (L% &5 11774V EEEZET S
ERG)
A6 XET7A LI Priority 13.1 Priority Number
Number 5% E9 %
A7 XET7AIVIC Title & 7E 13.2 Title
EEG)
A8 XZET74ILIZ Keyword % 13.Properties #ZE 3 3
HETD
A9 "EITS [Save] 14.[Save]/[Exit]/[Edit] &RTF T 5. Edit BIEZRFL
%. Submission # Edit TRH<
A10 eCTD HA%E1TS [Generate eCTD] 15.[Generate eCTD]eCTD H A%4T5

[B] eCTD MkETH - WETHAD CV ZHIICHET 5 (#HR)
[C] eCTD MERETH - HETEAD CV ZRIEIFEAL- CV [CHLTLEZREETS

No. %% HEE (R4 A) AEDSBIGER
Bl | - |CVOZEEMNHDIHFEIEL. |[Codeset setup] 8.Controlled Vocabulary 0) Codeset ##1{#3 %
BiIEfE AL 1= Codeset %
aE—L. 203t —L1
Codeset IZxL THRET 5
[Codeset setup]
- | C3 |[CVOEENHDIIGEIT,
BifEsE AL 7= Codeset &
LEZREETD
B2 | C1 |Submission Z:ERL TR | [Edit] 14.[Savel/[Exit]/[Edit] fR¥F 9 5. Edit EEZHFLC
%. Submission # Edit TRf<
B3 | C2 |SubmissionUnit ZiBA19 % | [Add SubmissionUnit] 16.[Add SubmissionUnit]SubmissionUnit 3809
% (Sequence # LI1F3)
B4 | C4 |eCTD HA%E1TS [Generate eCTD] 15.[Generate eCTD]eCTD H A%4T5
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SubmissionUnit ®EE#&MEIZ DWW T

4. Application & Submission & SubmissionUnit QREREIZDLNT

L%y —ILERVET DRI Application - Submission - SubmissionUnit| DR EE BT IDRENH D,
AETE. ZORBRMEISOVTRET 5.

[Application & Submission & SubmissionUnit DEIRIED 1 A— K]

Application Application
Application Root ID Application Root ID
Application Extension 1D Application Extension 1D

o]

Submission Root ID Submission Root ID Submission Root ID

Submission Extension ID Submission Extension ID | Submission Extension 1D
|
® ®
®

Sequence Number Sequence Number Sequence Number

SubmissionUnit Root ID SubmissionUnit Root ID SubmissionUnit Root ID
SubmissionUnit Extension ID SubmissionUnit Extension ID SubmissionUnit Extension ID

I

Sequence Number Sequence Number
SubmissionUnit Root ID SubmissionUnit Root ID
SubmissionUnit Extension ID SubmissionUnit Extension ID

Sequence Number

SubmissionUnit Root 1D BZ :iBZ SubmissionUnit
SubmissionUnit Extension 1D =X &# SubmissionUnit

@ Application I%. Application Z4%%E 3 %71=b®M Application Root 1D (UUID) &SR )JLEYEEZRE|D Application
Extension ID TEE &N 5, Application Extension ID A3[E—T% Application Root ID W& 515 & (LB D
Application &L Tk N b,

® Submission [Z. Submission Z4%E 3 51=6 ® Submission Root ID (UUID) &S5 JLEZE & EID Submission
Extension ID T&¥E&h 3, Submission Extension 1D A E]— T4 Submission Root ID NELZBIEEXRID
Submission &L Tk b,

@ SubmissionUnit [%. SubmissionUnit Z4%E 3 %7= M SubmissionUnit Root ID (UUID) &SR JLEILE 1R EID
SubmissionUnit Extension ID T& &t 5, SubmissionUnit Extension 1D HE]— T4 SubmissionUnit Root
ID NEA BB E(XRID SubmissionUnit LTS,

@ Application & Submission DEIREIX 1:n THS.

® 1EORH (=1 204 yE—2)(2ELVT 1 D0 SubmissionUnit & 1 D0 Submission D&HZ1EE TE3
M EHEIDRBEERESZEIZEY ., Y—IL LD Submisison & SubmisisonUnit MEEZ A 1:n TH B,
Submission AME D SubmissionUnit Z#F D15 & . SubmissionUnit [& Sequence Number TE¥ESN 5,
Sequence Number [Z&->TIREIEF A ERHE 4L, Sequence Number D FIETERREND,
AZE TI&. Submission HT® SubmissionUnit M Sequence Number A& KM SubmissionUnit % &%
SubmissionUnit]1&EFE S, TS & ZE SubmissionUnit] EFES,
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5. EEIERT

RETIEX, B%Y—ILDOEEER T OHEIZDOVWTEEHT 5.
note: 1. HERY—IHMNELLLVRF—=ILEN TSI EN TR,
BBBEBERVAVAMILHRBEZESE,

5.1 E8d S
LEY—ILERRENT D,

D TleCTDTestTool | 74 /LA ZEI<,
Windows DEEFEITEY . TR FNRRINTNDIGEESNTIVEWMEE TIZFMIILEADRTINELSLDT
UT%58B9 5%,

(HERFARTSNTIDIESR]

FAavh WDleCTDToolexelEZ T LY 95T B,
| | CVMaster.sglite
T4 eCTDTool.exe —— ZDIFANEZTILI)YY
| eCTDTool.exe.config
|| eCTDTool.sqlite

(HLRF AR RINTLVELGE]
74U WDTeCTDTooIEL TILHYwHT B,

| | CWMaster.sglite

@ eCTDTool —— ZOIFANELTILIYYY

| eCTDTool.exe < CDITF7AIVERTIZFANDESIZRZBH,
eCTDTool.sglite EEDT7A LA, TeCTDTool.exe.configl T 5.

FTIDVYILTH, BRY—ILITEELEL,

@ HEY—ILHEFL. [Start MenulEEHEHL,

"4 IP eCTD Test Tool v1.0 [Start Menu] =R |
A Edi O View S Greate P oot Eslizie) © Ot Codeset Setu Docurment Pool Schema Validation
=Y L £ Path »

07D Receipt Murber  Application Extensio..  Submission Extensic. Submissionlnit Extensio.. Sequerce Number  1GH GV JP Regional OV User OV

261010001 261010001 261010001 261010001-1 1 ICHCW W1 JPCWALD AEREER
261225001 261225001 261225001 261225001-1 1 GHGW W JPCGWAID User GV W10 (
270106001 270106001 270105001 270105001-1 1 ICHCW W10 JP YWD BEER
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528795
LEY—ILERT I 5,

@ TsStart MenuJEE MG [Exit] R2LES)v9T %, £i=IE. Windows D [x]RE2>

4 IP eCTD Test Tool v1.0 [Start Menu]

Y95,

= e ==
A Edi ) View -l Greate P Tnport Schema & Output Godeset Setu Dacument Poal Seheia Valiction |
A :& Ll I R Path P
eGTD Receipt Number  Application Extensio.. Submission Extersio.. SubmissionUnit Extencio.. Sequence Number 1GH OV JP Regionsl OV User O
261010001 251010001 251010001 261010001-1 1 CHOVWIO  JPOVYID nepEER
261226001 261226001 261226001 261225001-1 1 ICHCW W1I JPCV D User GV W10 (
270105001 270105001 270105001 270105001-1 1

ICHCW W1 JPCWALD BERIER

:
= [Start MenulEBEIEAEFL. & Y—ILHKRTT 5,
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6. Start Menu/Edit/View DEEfESH

AETIE, H&Y—

WERFT A LTEREGDHUTDEEIZOVTEHT D,

- Start Menu ElE&E

+ Edit EI&
- View EIE&E

6.1 Start Menu B
lStart MenuJEEIL. Y% YV—ILOEEZICEKMY TEER TH S,

‘ Window Title [Z[Start Menu] &ER & ‘

[ % JP eCTD Test Tool v1.0 [Start Menu] E@

@ Edit \_l Wigny (s Create ué:- Import Scmmsﬁ‘hompm Codeset Setup Document Pool Schema Validation

eGTD Receipt Number  Application Extenzio.. Submiszion Extensio.. SubmissionUnit Extensio.. Sequence Mumber IGH GV JP Regional GV Liser GV

261225001 261225001 261225001-2 2 IGH GW w10 JP OV 0 Uger GV V10 (.,
270105001 270105001 2701080011 ICH GV W10 W

261225001
270108001

1 D Submission (& 1 La—K (=1 17) T&REh 3,

- = .
I L) Copy H IF] Delete Exit

‘ 2 I Add Submission
[

® —E
@ =17
6.1.1 —&

REy

REFESNTLVS Submission Z—EIZYRMRTT B,
BHNZRTITHINBFLUTDESY,

No. HEB4A ECONCES

1. |eCTD Receipt Number eCTD Receipt Number #%&R,

2. | Application Extension ID Application Extension ID #%& 7R,

3. | Submission Extension 1D Submission Extension ID #%& 7R,

4. | SubmissionUnit Extension ID F&=#H SubmissionUnit @ SubmissionUnit Extension 1D &R,

5. | Sequence Number &% SubmissionUnit @ Sequence Number &R,

6. |[ICHCV T # SubmissionUnit TERE SN TLYATCodeset : ICH Controlled Vocabulary >
Codeset Name |# % R.

7. | JP Regional CV &% SubmissionUnit TEE SN TL 5 Codeset : JP Regional Controlled
Vocabulary > Codeset Name |&%& 7K,

8. |Usercv T #T SubmissionUnit TEREINLTLVSICodeset : User Defined Controlled
Vocabulary > Codeset Name 1% %R,

6.1.2 EITRE>

EARIVIELUTOESY,

No.

RE % HEERE

1. |Edit

—EGEIRLEEEFAD Submission ZiRET 5,
— & T Submission ZER L [Edit]/RE2EH) v DT B ERET SubmissionUnit M
FEdit B mEARI<,
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No Rav 4 BB E
2. |View —ETRIRL-1REEH D Submission ZEET 3,
View DFEFBILLIT D 3 FE5E,
« Current View
= Cumulative View
- Sequence View
— & T Submission Z:EIRL [Viewl R2LEH)vo 9 B EMNView IBIEH L,
3. |Create ##R1=T Application-Submission-SubmissionUnit | Z €53 %,
[Create]l RA %D w3 B LT SelectCVIBIEA B,
4. |Import eCTD (submissionunit.xml ET74)L) & ik Y—ILIZERY AL,
[Iimport]l?R42>%491)v93 % &M Select First Folder 1Bl AL
5. |Schema & Output Path UTOD2BEDEREEITS,
- Schema Path : Schema DIRFBFEHRTE
- XML Output Path : eCTD HH WEFD#EEDE NI+ LT EEETE
[Schema & Output Path]l R4 %51) v 9 %HElSchema & Output Path JEE A
Fﬁ(o
6. |Codeset Setup CV DEREEITI.
CV DIEFIFLIT D 4 584,
= ICH CoU Keyword Definition Type
+ ICH Controlled Vocabulary
- JP Regional Controlled Vocabulary
 User Defined Controlled Vocabulary
[Codeset SetuplRa>%E51) w99 % &l Select Codeset | BIE AL,
7. | Document Pool T—AR—X[RESNTWEIXETI7IILD—EERTT S,
[Document Pool /R4 % 41) w99 % &TDocumentPool Browser JEIE AL,
8. |Schema Validate submissionunit.xml A% Schema [Z#HLL TS DR L EREREITS,
[Schema Validate]/RA %9993 %L XML 774 JLEREIR T AvE—U B
<o
9. |Add Submission —E T:EIRL = Submission [Z#t{F<BX7E D Application IZx L THFHRIZ
Submission Z3B03 3,
— & T Submission &R L [Add Submission] R4 &1 w49 9 B &l SelectCV ]
EmEm AR,
10. | Copy —ETRIRLT- Application DaAE—%ERKT %,
— & T Submission ZE4R L [Copyl KRB %D wo 3 B LT Copy Target B AEH
<o
11. |Delete —ETERLT= Submission ZHIKRT 5,
Delete MIEFITLUT D 2 F&4E,
- Delete Latest SubmissionUnit
+ Delete This Record
— & T Submission ##1RL [Delete] R2> %91 w99 %L Delete |EIE AL,
12. | Exit LRY—IVERT T 5,
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6.2 Edit BEE

FEdit)E & (X, SubmissionUnit Z4ERL. #RETH-ODEE TH S,

Y Window Title [Z[Edit] &5~ /. ’ BEEAROT)TEENRAEESR ‘
4/ 3P eCTD Test Tool v1.0 [Edit] = =R
File_Edit__View  Help |
|l Save | Edit eCTD Extension | Edit Review | Keyword Definition Lifecycles | Edit Repeated ﬁtructure Keywords | Add SubmissionUnit | Generate eCTD |
Expand All | Collapse All || Group Tite
ECTD Receipt Number 270105001 Coll Code Sequence Group Title Priorit.. Document Title Outout Filename [
Y Application Extension ID 270106001 ﬁjp ather 1 1000 it file 10 pdt 4
ST N !
Ubmission Extencion ID: 270106001 D mi ' 10 BB N DESHE. filelodt :
'E]p mi12 1 GP 1000 FRPHFEE file2 pdf b
SubmissionUnit Extension ID:  270106001-3 Flip m12 1 GP I 00 FRRHFEE filed pdf {
Sequence Mumber 3 @]D m13 2 1000 HEl =] file 10 pdt 4
ip m14 2 1000 HEHAR file 15 pdf I
[ Gurrent View | % Lijp m15 2 o0 EERFEEOERBUR.  fielpd t
N A =1 ip m16 3 100 ABECHHRERRRECE.  filel12pd ]
S Hip m17 1 1000 EfERERhE—E# file 10 pat f
B ip other : 20 : Tip m13 1 o0 FHiTEE file 11 pdi E
L 201 171 jp m19 3 1000 —ARESRINC RS E file 16 pelf 1
E e mll: EERET 1 - L DEEDBEEHDB R @!D m1.10 1 1000 %ﬁ'ﬁ'l%%f)?é_iﬁﬁﬁm file15df [:
L SRR )L D ES S BEEEHOR K Tip m1.11 1 1000 I\Eﬁ;‘};&’)gﬂ#@%(ﬁ) file 16 pdt i
Bl ip ml2 : EGRHREEE ip m1.12 1 1000 FHTEH-% file 17 pelt
B H-1
FH{(E)
E B2(5 7
N - jp m13: STEAEER
5 ) = _% eRai &4 Propertiss
y S jp mi4 BRFAR Praperty Name Valus =
L=E S Col Properties
2 e ml  ERER IR OERRURRDER Goll Roat 1D 912 20892-d3ca-4611-bhide-a62097doebbf
Ll EER RO RUMENER # Priority Mumber 1000
e m 6 RSB B ERIREE T EE Documant Prof
T - e s + e perties
T -5 10 22 s
O jﬁﬁg&%;??ﬁg; S EERReplsce] Document Root 1D c44bi033-b540-45a9-a8bb-343dd0a208:2
= _% [, 2 Titl m# 2.1 8 safely pharmacoloey
R ~‘*ﬁr§{acx> Source File Path G Usersthojo INGTH ¥ Desktop¥PDF¥ile 18 pdf
L File Size 1483 KiB
- RTE 2 - -
Y inmi 8 AR AR - A Output Path mS422-pk/Tstudy-id]
q o D | Output Filename file 13pdi
SHA256 Hash bba?8b78ad 14d796a 1od590e554 8adededbibdalchbsl 1e20bbdi#53aa2ds
Keywords Properties
# indication
# substance
f
—_ A manufacturer
@ )(_:L /\ # product name !
ISy S # dosage form 3
® J )l// \ # excipient
. > o )
—_ # stability
@ View /3 Pl
study id NSK-C-001 (2.16.840.1.113863.39802.0 1154
@ InfoPanel study title £ multicenter, Double blind, Randamized, Parallel, Dose-Fiesponss Study t
@ eCTD Tree sie id Japan (2160401 113063398022 1 1y )
# eroup titls
@ I2774)|/—% species for non clinic.. mouse (216 2401.113883.3880.2.04.1 4)

(eCTD Tree T/—FK%EIRT BHL
ARAVIZRTEND) ¢

Q

Properties

3
4
Reuse Properties
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File View Help

Exit | View Other Submission... About 1P eCTD Test Tool...
Keyword Definition Lifecycles
Expand All
Collapse All
Group Title
Info Panel
No.| *=a— YT A=a— BRI E
1. |File Exit NView |EEZFALCS.
lExit|Z:#IRT HENView | BIEZFALT Start MenuIEEIZR %,
2. |View View Other Submission Nview |BEIEASFALYTULVDIREE T Submission ZEE T 5,
I'View Other Submission 1% E1Rd % &l Select Submission ] EE A BHL
3. Keyword Definition Keyword [ RE R =<YD,
Lifecycles I'Keyword Definition Lifecycles |%:&R 3% & Keyword Definition
Lifecycles ] EIE A BA<
4, Expand All lExpand All1%&iR 3 % & eCTD Tree D/—RETRTRBEALTERTT %,
YEA{E - Expand All (EBBIIREE)
5. Collapse All lCollapse All1Z®EIRT H& m1,m2,m3,m4,m5 DR L/ —FDHERT
L. Fl/—F#HFYID,
6. Group Title Group Title 1Z:&#R3 % & group title /—FDRFR/IFERTETVEZ S,
WEAE . TRoR
7. InfoPanel lInfoPanel J%5&1R$ % & InfoPanel DR R/FERTEYIVEZ S,
WEAE . FRoR
8. |Help About JP eCTD Test Tool | ZEZY—ILDEHRERTT 5.
6.3.2 View /83—

lEditiBE@mERIL, [6.2.3 View /\— 1% S8,

6.3.3 InfoPanel

lEdit)JEEERC, [6.2.4 InfoPanel 1258,

6.3.4 eCTD Tree &7A4>
lEdit/E@EERL, 16.2.5eCTD Tree &7 AV 1ESH,

6.3.5 XEI7MIL

-5

lEdit/BEEERL, [6.2.6 XEIT7AIL—E 1S,

6.3.6 Properties

TEditlEEERIC, [6.2.7 Properties 12518,

6.3.7 Lifecycles

TEdit)EmERLC, [6.2.8 Lifecycles 12588,
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7. /J—FIZDWT

eCTD Tree ¥ 5/—FIZIE. LT DEELH .
+ CoU /—R(XET7AMINEEFETES/—F)

- [EEERY/—F

- BYRL/—F

« study id /—F

- group title /—F

AETIE. ZhZThD/—FIZDONTEET 5.

eCTD Tree D7 A DEBAIZ. [6.3.4 eCTD Tree E7 AV IZS B,
eCTD Tree Z1R 3 5 /—RIZDL TI%. 130.1 eCTD Tree #&& L W7+ IILEMEAEI1EZ S,

71 EEBERST/—F&CoU/—F

eCTD Tree 1T B/ —FIZIZ. BEBERT /—FEXET7AMILNEERTES CoU /—FhH 5,
BEERYT /—FIIRELMGERINZHLE. BEEXEI7MILEZRTHIEETELL,

m3 ZHlICANSE, FBD/—FIEEEERT /—FT. FRD/—FIX CoU /—K &R D,

(XEI7AIHNBFE SN TUVELVREE] XeCTD Tree D #HAEDIREE
= m3 quality
- m32 body of data
----- m32s drug substance je—— BEEZERT/—F
----- md.2p drug product
—-  m3.2a appendices
----- ich 3.da1: midal tacihities and equipment
----- ich 3.2a2: m32a? adventitious agents safety evaluation [¢—— CoU /—Fk
IS mi.dad excipents je— BEERT/—K
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- ich 3.3 : mEE literature references ¢—— CoU/—F

CoU /—K&#HYB5 CTD RELIZ. ICH Granularity Document FE71=I& eCTD BAICK>TEZRINTEY. ICH
CV E£7f=IX JP CV IZEEEHIN TS,

Frz . AY—ILTIE. Shi CV IZEDE BEERT/—FE CoU /—FEHIBITES LS, /—FREUTDOKSIZ
XAILTRRLTLS,

CoU /—RIZIE, "jp" &F=IE "ich" MHIaFES Code ENTRRSNTLVS,
B~ dpmll: BIERCEY 1L D ESGHRESHAOE xR

ich 32a.1: m32al facilitiez and equipment

BEEERY /—FIZIE. "jp" F=(F "ich" HiaFES Code EIFRRESATLVELY,
B - m1a3 Fhit

1 md.2a appendices
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[(XEI7AILHEFINT-IKE

4---,_'_ m3 quality

=+ md2 body of data

----- md.2z drue substance
----- m3.2p drug product
=R m3.2a appendices < MEERY/—F
= ich 3241 m32al facilities and equipment <+—— CoU/—F
L *ﬂ@ m3.24.1 facilitiez and equipment[New] €——— CoU /—FIZE SN XET7M )L
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o m3.2a3 excipients

=+ ich 3.2r : m3.2 r regional information
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7.2 #&YEL/—FKIZDLNT

lEdit Repeated Structure Keywords | oE&EZ1TOE. eCTD Tree IZHRYIRL/ —FDMEREN D,
BUIRL/—FDMER SN DL, BYRL/—FDTFRIBEBD Col /—RARTENS,

BYBL/—FAMERTES/—RIEFLUTOESLY,
No. /—F%
m2.3.s drug substance
m3.2.s drug substance

m3.2.s.7.3 stability data
m2.3.p drug product
m3.2.p drug product
m3.2.p.4 control of excipient
m3.2.p.7 container
m3.2.p.8.3 stability data
m3.2.a.3 excipients
m2.7.3 summary of clinical efficacy
m5.3.5 reports of efficacy and safety studies
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©

[EnY
=

BYRL/—FDEEMIE. T12.[Edit Repeated Structure Keywordsl#&Y&L/—KRE KT %1558,

(RRYBL/—FARESNTLVELREE] eCTD Tree DHHAED KRR

=~ m3 quality
- m3l body of data
----- ma.2z drug substance BYURL/—REFOIIENTESL/—F
----- ma.2p drug product ZOD/—FIZEBEXEI7MIVEEHZTHIEILTELL,

=~ mi.2a appendices

: ich 32a.1: mi.2al facilitie? and eguipment
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- md.2a.d excipients
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----- ich 3.3 : m33 literature references
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[E- m32s drue substance | / lEdit Repeated Structure Keywords |[ZdY
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=
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ich 32221
ich 32222
ich 32223
ich 32=24:
ich 322250
ich 32226
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m3.2=23 control of materialz
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m3 2= 25 process validation andfor evaluation
md.2z.26 manufacturing process development
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TE% CoU /—FhH
FRSNd,

7.3 study id / — F[ZDW\T

I'Study KeywordsIm SR EFTTI&. eCTD Tree [ study id /—RAMERE NS,
study id /—F®DEREFIEIL., 113.6[Study Keywords]Study Keywords 1588,

[study id /—FAMER S TULVELVIKEE]
B__ ich 4231 : md.231 zineledose toxicity
P *3% md 231 singledose toxicity[Mew]

md 231 singledose toxicity[Mew]

[study id /—FAMER S 1=K EE
Ell_'_ md 23 taxicology

E|I; ich 4231: md 231 zinegledoze toxicity

[ 27 study id: Studyid01

T "3% m4.2 3.1 zingledose toxicity [Mew]

Lot m4.2 3.1 zingledose toxicity [Mew]

study id /—F

7.4 group title / — F[ZDL\T

Keywords Properties Dl group title /DR EZEITOE.

eCTD Tree IZ group title /—FAMERES N3,

group title /—F DR EFIBEIL. [13.5 group title IS &,

[group title /—FAMERSH TULVELVIREE
EI_'_ md.2a appendices
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b *r md2a.1 facilities and equipment[MNew]
. m32a.1 facilities and equipment[Mew]

(group title /—FMER S F-4KEE

EI__ m3.2a appendices

EI ich 32a.1: m3.2a.l facilities and equipment
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8. Controlled Vocabulary @ Codeset Z#{§9 %

Submission MERALIZIZ Controlled Vocabulary (L. CV) D Codeset ASisZBE%E D, £ (. Codeset Z#fEdT 5
EMBIRH S,
ARETIX. Codeset DERTE AEICDWNTERRET 5.

8.1 CVISDOL\T

8.1.1 CV MIEH LR DIREE
CV DIELEIL 4 FEEHY . B Y—ILTIE CV &I Codeset ZIZHLTLVS,

No. CV OiEE Rt Codeset Name BHRAR e
1. |ICH CoU Keyword Definition Type |ICH CV Kwd 1.0 ICH CV ERELRT,
2. | ICH Controlled Vocabulary ICH CV V1.0 ICH CV MPEDNFFEAYTHE
3. |JP Regional Controlled Vocabulary | JP CV V1.0 JPCV AN
4. |User Defined Controlled User CV V1.0 (Sample) HUTINT—aHE
Vocabulary fREN TS,
[Create New] 1La—FDO#ZEEk, |Codeset ZHRICIERTS
BRICERT S,

FCH CoU Keyword Definition Typel® CodesetlICH CV Kwd 1.0]1&. #t® CV oS B I 2EEL Key &b 1=
HEFEFTHILIETELGL, SBOARELED,

FCH Controlled Vocabulary], I'JP Regional Controlled Vocabulary | CiRt&fTULV5 Codeset [, ICH CV BT
JP CV M Code AEHIN TS, EEETICEDFHEFERTHIENTES,

l'User Defined Controlled Vocabulary (&, BEERICHEL: Keyword DR EEXFERENRET D,

ST ILELTRESN TULVS CodesetlUser CV V1.0(Sample) 123 N IE, 3°<IZ Submission ¥EfZRRIA3
BIENTES,

B EE A Codeset Z1ERL T BB A 1Z1E. Codeset[Create New]Z{E AL THERKT 5.

8.1.2 CVREXITIIH->THDIEEIE

1. CodesetlICH CV V1.0J&RUTIP CV V1.0Jl&. I ZnlICH Controlled Vocabulary @ Codesetl ICH CV V1.0
K UTJIP Regional Controlled VocabularyJIZEDUWLWTLNS, KY—ILTIE, TRAMBMELTINOERET
BHHAEZER(ITTLVS, eCTD v4.0 DIEHREZEBETICIHRETHETEENREL,. KY—ILBARDBEAU R
— LB LELGDGEENH DD, HETHHEEIL. eCTD v4.0 DEHREEAZL- ETITITE,

2. Submission ZBL =B Z, & SubmissionUnit & U@ Z SubmissionUnit IZHvhvh 53", ST D Codeset H
SIEHREIMFT D,
51 Z 1E. SubmissionUnit TfEF &M TL = Code H Codeset Mo EIREN =15 &L, ERi§T 5 Code NTETEL
V=8 . EE L IZINo Definition found in User Defined CV1&E&RREN 5,

3. Codeset # L EEXTHRET HIHERIL. MEDIIIVIDNEELLD,
5 Z (X, Sequence2 Z{ERLH (< User Defined Controlled Vocabulary Z#R&EL1=15 & (X, Sequencel &N E
73%#H T, Codeset ICEEAHDHEHERIFEDIFEHZ XML IZH AT S,
Sequencel T eCTD ZH AL=% TH>TH Sequence2 NYEF SN TL VL VIKEE T User Defined Controlled
Vocabulary ##m&L1=35& (&, Codeset (& Sequencel THR&ELI=ZEIZH D,
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8.2.1 BEEDIELH

Select Codeset
‘Select Codeset
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ICH CoU Keyword Definition Type
==

T0H Col! Keyword Definition Type

Godezat Hame
KHEY Fwd V1D

—>
G
ICH Controlled Vocabulary
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S &
‘_> [ Delete
G
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—>

Ciren.

User Defined Controlled Vocabulary
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Godezat Hame
User G V18 (Sarele)

ICH CoU Keyword Definition Type List
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W o

T

WD Ty D e

ICH Controlled Vocabulary List
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Coderet Bvme EHEV VIR

[——

Edit ICH
Controlled Vocabulary

Codeset
Kayweord
Keywrord
Kayweend

\Ali’rywuul

Edit TCH Controlied Vocabulsry

Hame : LT
g

CodaSyemn O

Devription

() (e )

JP Regional Controlled Vocabulary List

B gl Comtrobed Veeatudary Lt

Edit JP Regional
Controlled Vocabulary

Fdit ) Regional Controled Vocabuary
[o—y—

! CoseSestem Hame

Code

Coselyaiem 01D

Dascription

&

SOV

rigtion.IP

Garcal |

[ [

User Defined Controlled Vocabulary List

S ———

Edit User Defined
Controlled Vocabulary

Fdit User
Codesel
Keyword
Keywerd
Keyweord

‘ma

Defined Controlied Vocabulsry
Harre. User £V VLD [Sarple)
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8.2.2 Select Codeset EIHE
Select Codeset =
l ICGH Goll Kevword Definition Tvpe
N IZH Contralled Vocabulary
€
]
JP Regional Controlled Yocabulary
Uzer Defined Contralled Yocabulary
Gloze
D RfTFREY
[EfTHRE]
No. KA % BEESE
1. |ICH CoU Keyword Definition Type ICH CoU Keyword Definition Type #5889 5,
[ICH CoU Keyword Definition Typel?R22 &5 vod 5E
F'ICH CoU Keyword Definition Type & & A Bi<,
2. | ICH Controlled Vocabulary ICH Controlled Vocabulary Z#&&£9 5.
[ICH Controlled Vocabularyl/R2> &9 w93 %&
F'ICH Controlled Vocabulary |EE A B<,
3. | JP Regional Controlled Vocabulary JP Regional Controlled Vocabulary ##R&E 9 5.
[JP Regional Controlled Vocabulary]l?RZ2 %51 w93 % &
[ JP Regional Controlled Vocabulary JEIE AEE<,
4. |User Defined Controlled Vocabulary User Defined Controlled Vocabulary ##w&£E9 %,
[User Defined Controlled Vocabularyl/h2> &9 w99 &
l'User Defined Controlled Vocabulary 1 & E A Bf<,
5. |Close I'Select Codeset |EIEAEAL . Start MenulBIEIZR S,

8.2.3 ICH CoU Keyword Definition Type
(1) ICH CoU Keyword Definition Type EIF

I

ICH CoU

Keywaord Definition Type

[ro|- ]

N
G

N

Codeset Name
ICH G Kwed W10

Close

® —%
@ EfTHREY
[—E]
No. HEA BR-BENE
1. |Codeset Name 483K H D Codeset D—EER T,
[EfrRE]
No. RV % R
1. |Browse —E TEIRLT- Codeset #5889 5,
[BrowselRA22 %491 w499 5 ETNCH CoU Keyword Definition Type List Bl E ASE
<
2. |Close FCH CoU Keyword Definition Type lEIE%FAL. lSelect Codeset IEIEIZR %,
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(2) ICH CoU Keyword Definition Type List Bl
ICH CoU Keyword Definition Type List =n ===
Codeset Name IGH GV Kud W10
KWDet Gode KwDef CodeSystem OID EwDefType Description
ich keyword type 1 216840.1.1138833989.2.24.12 indication
ich keyword type 2 216.840.1.113883.39802.24.12 substance
ich keyword type 3 216.840.1.113883.39802.24.12 manufacturer
ich keyword type ¢ 216.840.1.112883.39802.24.12 product name
ich keyword type & 216.840.1.1123883.29802.24.12 dogage form
G) hoent et oL 2o oty
Eh k:mZId ;E: 8 216.840.1.113883.39802.24.12 z:né:n);r
ich keyword type 8 216.840.1.112889.2980224.12 study id
ich keyword type 10 216840.1.1138833989.2.24.12 study title
ich keyword type 11 216.840.1.113883.39802.24.12 site id
ich keyword type 13 216.840.1.113883.39802.24.12 eroup title
2
@ —__EBE&
@ ERfTREY
(—E]
No. HBA RR-BENE
1. |Codeset Name l'CH CoU Keyword Definition TypeEIH T:&RL 1= Codeset Name &R,
2. |KWDef Code ICH CVICodeSystem Name=ICH CoU Keyword Definition Type > Code &% <,
LT 12 8%,
1) ich keyword type 1
2) ich keyword type 2
3) ich keyword type 3
4) ich keyword type 4
5) ich keyword type 5
6) ich keyword type 6
7) ich keyword type 7
8) ich keyword type 8
9) ich keyword type 9
10) ich keyword type 10
11) ich keyword type 11
12) ich keyword type 13
3. |KWDef CodeSystem OID |ICH CVICodeSystem Name=ICH CoU Keyword Definition Type > codeSystem
OID1ZE %R,
4. |KWDefType Description | 1)~12)IZ%fI&d % Description %K 7R,
[EfTREV]
No. Rav% M=
1. |Close l'CH CoU Keyword Definition Type List]EEZFIL. CH CoU Keyword
Definition TypelBIEIZE %,

8.2.4 ICH Controlled Vocabulary EiH

(1) ICH Controlled Vocabulary [EE

ICH Contrelled Vocabulary

Lo ]

Codeset Name
ICHCWV V1D

Glose

®O

b
Q) of
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No. HEB4 FRR-BENE
1. |Codeset Name %K H D Codeset D—EER T,
[EfTHRE]
No. RAV% REREHIE
1. |Copy —E TEIRL 1= Codeset #aE—7F 3,
[CopylRa>EH)vH T DL, [Codeset Name IBIE ASFL,
2. |Edit —E TEIRLT= Codeset w5 (Edit/Add/Delete) %,
[Edit]7/RA2> %9 v493 % &, TICH Controlled Vocabulary List | A<,
3. |Delete —E TREIRLT= Codeset ZHIBRT %, HIBRXT R &% 5 Codesete AY Submission TE
RAENTLBBEICIFBIBRTERLY,
[Delete] RA2ZEH) 9o TBE, R AVE—IUHEL
4. |Close l'CH Controlled Vocabulary IEE % FfL. lSelect Codeset |EEIZR 5.

(2) ICH Controlled Vocabulary List &

ICH Controlled Vocabulary List = |
Codeset Name ICH CW w1
Keyword Type Keyword Gode Keyword GodeS..  Keyword Description ot
species for non clinical study ich species 1 216840111388 mouse
species for non clinical study ich species 2 216840111388, rat
gpecies for non clinical study ich species 3 216840111388, hamster
species for non clinical study ich species 4 216840111388, other rodent
| =pecies for non clinical study ich species & 216840111388 rabbit
CL > species for non clinical study ich species § 216840111388, dog
4 species for non clinical study ich species 7 216240111288, non human primate
species for non clinical study ich species & 2.16840.1.11388..  other non rodent mammal
species for non clinical study ich species 8 216840111388 non mammals
route of administration for non clini..  ich route 1 216840111388 oral
route of administration for non clini..  ich route 2 216840111338 intravenous
route of administration for non clini..  ich route 3 216840111388, intramuscular
route of administration for non clini..  ich route 4 216840111388 intraperitoneal
route of administration for non clini..  ich route & 216840111388 subcutaneous
route of administration for non clini..  ich route § 216840111338, inhalation
‘ 2 ) Add Glose
® —&
@ =Ry
=
(—E]
No. HEA RR-BEAR
Codeset Name l'CH Controlled Vocabulary | EIHE T:E#RL 7= Codeset Name £ &R,
Keyword Type LIF D 5 BEERT,
1) species for non clinical study
(ICH cVvIlCodeSystem Name=ICH Species for Non-Clinical Study D Z &)
2) route of administration for non clinical study
(ICH CcVvICodeSystem Name=ICH Route of Administration for Non-Clinical
Study1D &)
3) duration
(ICH CVICodeSystem Name=ICH Duration | Z&)
4) type of control
(ICH CVICodeSystem Name=ICH Type of Control D Z &)
5) document type
(ICH cVICodeSystem Name=ICH Document Typel®D &)
3. |Keyword Code % CodeSystem Name @ Code &R,
4. |Keyword CodeSystem £ CodeSystem Name ® codeSystem OID #%& K,
OID
5. | Keyword Description % CodeSystem Name @ Description &% Ko
[EiTh4EV]
No. Rav% M=
1. |Edit BEHEFHADOLIO—FERET S,
—BETLa—FEERLIEditI A2 %9999 %&, TEdit ICH Controlled
Vocabulary | EIE A BA<
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No. Ra £ HREIRE
2. |Add FRICLI—REERT 5,
[Add]1RE %) w93 BE, TEdit ICH Controlled Vocabulary JEIE AL,
3. |Delete BIRLTLBLO—FZEHIBRT 5,
—BTLI—F%EERL[Delete]l RALEV) VI 5L R AVE—DHEL
4. |Close T'CH Controlled Vocabulary ListJEIEAEAL. NICH Controlled Vocabulary JEEIZ
R%.

(3) Edit ICH Controlled Vocabulary &

Add B¥ Edit B
| Edit ICH Controlled Vocabulary (=5 Edit ICH Controlled Vocabulary =3
Godeset Name : ISH GV V1D Codeset Name ICH GV w1
Keyword : | v\ Keyword species for non clinical study
1 ) Keyword Gode 1 ) Kewerd Code ich species |
Keyword CodeSystem OID Keyword CodeSystem OID : 2.16.840.1.113883.3980.224.14
Feyword Dﬁur\p(\un Keyword Description : mouse
@ B&EEEB
@ =EfTRsy
(ZREHEA]
Add FF Edit B¥ =
No. BE% Bt | B | XFH ~C o RR-BREART
%E |0E | ZE | BE )
1. |Codeset Name A ) l'CH Controlled Vocabulary |18 & T
JRL 1= Codeset Name 3R,
2. |Keyword bRy’ Y |FH BEYFERIILLTO 5 #E,
4y 1) species for non clinical study
2) route of administration for non
clinical study
3) duration
4) type of control
5) document type
3. |Keyword Code T4AM| AN | 100 Y | FHE [Code |DEZANT B,
LUV
4. |Keyword CodeSystem | 7%AF| AN | 100 Y Y |[CodeSystem OIDIDEFANT B,
oID KYIR
5. |Keyword Description | 7¥AF| J | 1000 Y Y |IDescription]DEEZANT %,
UM
[Ef7R5]
No. Rav 2 HMEEmE
OK BHROEEZRITT S,
Cancel % EHEERZMZEL TEdit ICH Controlled Vocabulary JEE %L . F1CH Controlled
Vocabulary List1BIEIZRE %,
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8.2.5 JP Regional Controlled Vocabulary [EHE
(1) JP Regional Controlled Vocabulary &l

JP Regional Controlled Vocabulary

== Mol =

Codsset Name
JPCV VD

Glose ‘

O —E
@ EiTREY

(—%]

No. HEA

BT-BRENE

1

Codeset Name

B FHD Codeset D—EERT,

[EfTRE]

No. REVE

HREE

1.

Copy

—E&EINLT- Codeset ZaE—9 3,
[CopylRE>%41) v 9 &, TCodeset Name I EIE HVBE<,

Edit

—E TREIRL 7= Codeset Z#a%k (Edit/Add/Delete) 3%,
[EditlR2>%E451)v45F % &, TIP Regional Controlled Vocabulary ListJEEAEL,

Delete

—ETEIRLT= Codeset ZHIFRT 5, BlbRxT R &% S Codesete A Submission T
AShTWRIEEIZIFEIBRTELL,
[Delete] R22EH) o T BE, BREAVE—UHEC

Close

IJP Regional Controlled Vocabulary IEIE# L. ISelect Codeset]EIEIZRE %,

(2) JP Regional Controlled Vocabulary List [& &

P Regional Controlled Vocabulary List (=2 E=R ===
Codeset Name JEGV VL
CodeS.. Gode CodeSystem Description Desc *
JP Appl. jp maa jpapplication matket suthorization application Hh5E
JP fippl.. jp other ip-application ather Zfl|
JP Appl.. jp ichihen jp=application-reference-reason partial changs —%|"
JP fippl... jp other jp-application-reference-reasan ather ZOf
JP fppl.. jp related jp-application—reference-reason not-ichihen but related —%]
JP Gate.. jp after committes meeting jp-category-event after committes mesting =]
JP Gate.. jp after department review jp-category-event after review by department on drugs ik
JP Gate... jp committee mesting p-category-svent for committee meeting i)
JP Cate.. jp expert discussion Jp-category-event for expert discussion =r5
JP Cate... jp first jp-category-event first submission of ectd FIRE
JP Gate.. jp ather jp-category-svent other T
JP Gate... jp revision during review jp-category-event revigion of ectd during review =
JP Prod.. jp 1-1 jp-product-category drugs containing new active ineredients A
JP Prod.. jp 1-10-1 jp-product-category other drugs (under reexamination) i
JP Prod.. o 1-10-2 ip-product-catesory other drugs (drues such as biologics which fall i. FOI ™
—
(2) =

—%
@ EIFREY

(—%]

No. HB4

RR-RENE

1.

Codeset Name

I JP Regional Controlled Vocabulary | EIE T#E{R L 1= Codeset Name &R,
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e o géﬂg;ngolled Vocabulary ® Codeset % %TH | 2015/4/10

No. HB4 FRR-REAE

2. |CodeSystem Name LA @ 8 $$B M CodeSystem Name &R,
1) JP Submission Unit (JP cvIlCodeSystem Name=JP Submission Unit])
2) JP Category Event (JP CVvICodeSystem Name=JP Category Event])
3) JP Submission (JP CVICodeSystem Name=JP Submission])
4) JP Product Category (JP cvICodeSystem Name=JP Product Category )
5) JP Substance Name Type (JP CVICodeSystem Name=JP Substance Name

Typel)

6) JP Application (JP CcvICodeSystem Name=JP Application )
7) JP Application Reference Reason (JP CVIJP Application Reference Reason )
8) JP Study Type (JP cvIlCodeSystem Name=JP Study Typel)

3. |Code % CodeSystem Name @ Code &R,

4. |CodeSystem £ CodeSystem Name @ codeSystem OID &Ko

5. | Description £ CodeSystem Name @ Description %K<,

6. |Description JP £ CodeSystem Name @ Description(Japanese)# &R,

[EfTREV]

No. KRRV 2 HEEE

1. |Edit BRFHOLI—LERET 5.
—BETLa—FEZRLEditl AR 2% 9 vo 9 % E. TEdit JP Regional Controlled
Vocabulary I EE A F<,

2. |Add HRILO—REERT S,
[Add]RE %S w49 %L, TEdit P Regional Controlled Vocabulary | & A B
<o

3. |Delete BIRLTLBLO—FZEHIBRT 5,
—EBTLI—F%EERL[Delete]l RALEV) I 5L BERAVE—DHEL

4. |Close lJP Regional Controlled Vocabulary List]EEAYEAL. TJP Regional Controlled
Vocabulary IBIEIZR 5.

(3) Edit JP Regional Controlled Vocabulary El[H

Add B¥ Edit B
Edit JP Regional Controlled Vocabulary === Edit 1P Regional Controlled Vocabulary @
Codeset Name JPCV WD Codeset Name JPCVWID
CodeSystem Name : v‘ CodeSystem Name :  JP Application
: Code : C Cade I maa
1 ’ CodeSystem OID 1 ) CodeSystem OID : jp-application]
Description Description : market authorization application
DescriptionJP Description.JP i\%i'_u‘ﬁ&ﬁﬁ:é?,}!ﬂﬁi
2 OK Ganosl 2 0K Cancel
@ ®/EEHR
@ EfTREY
(BREEE]
Add B Edit B -
No. HEA Bt | B XFH o v RR-BRERNET
TE |08 | LE | BE -
1. |Codeset Name gl ) [ JP Regional Controlled Vocabulary | &
ETi#EIRL 1= Codeset Name &R,
2. |CodeSystem Name Fay7 Y |RH BRI T O 8 F845,
a9y 1) JP Application
2) JP Application Reference Reason
3) JP Category Event
4) JP Product Category
5) JP Submission
6) JP Submission Unit
7) JP Study Type
3. |Code T7¥AM| AN | 100 Y |FH [Code |IDEZEANT B,
wyIR
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g@ﬂg;ngolled Vocabulary @ Codeset % %470 | 2015/4/10
| AddEE | EditBE _ .
No. EBR4£ BiE | B | XFH E | A | R | A RR-BEAE
4. |CodeSystem OID THAM| AN | 100 Y Y |[CodeSystem OIDIDEZFANT B,
KvIR
5. |Description THAM| J | 1000 Y Y |lDescription(&:&) IOEZANT S,
UM
6. |DescriptionJP THAM| J | 1000 Y Y |IDescription(BA:E) IOEEA DT
Ky %o
[EfTHR2V]
No. KRRV 2 HEEE
OK BERUEEETT S,
Cancel =% E E#RZA M Z L TMEdit JP Regional Controlled Vocabulary |BIEZREIC. TIP
Regional Controlled Vocabulary List]BIHEIZR %,

8.2.6 User Defined Controlled Vocabulary B[
(1) User Defined Controlled Vocabulary [# T

User Defined Controlled Vocabulary

@)

Codeset Name

User GV V1.0 {Sample)
[Cretas New)

Gloze

S B |

—E
Q@ EfTREY
(—&
No. HE4A FRR-BENE
1. |Codeset Name B4%FH D Codeset D—EE KT,
[EfTHR2]

No. Ra £ HREIRE

1. |Copy —E TEIRL 1= Codeset #aE—TF 3,
[CopylRa>%EH)wo 9 B &, [Codeset Name IBIE ANFL,

2. |Edit —E TERL 1= Codeset ##m & (Edit/Add/Delete) 95,
[Edit]?RZ>%E451)w493 % &, TUser Defined Controlled Vocabulary List & & A B
<o

3. |Delete —E TE#IRLT= Codeset ZHIRT %, HIBRXI R &4 S Codeset AY Submission T
RAENTULSBEICIKBIBRTERLY,

[Delete]l RALZED)V IS L BRAVE—UHEL
4. |Close lUser Defined Controlled Vocabulary IEEZEfL . Select Codeset | BEIEIZRE %,
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=
e @ 8 Controlled Vocabulary @ Codeset % 47 A 2015/4/10
S [
i D
(2) User Defined Controlled Vocabulary List [ E
User Defined Controlled Vocabulary List (=2 E=R ===
Codeset Name User GW 10 (Sample)
KWhet Code KwDef CodeSystem OID KwDef Description Keyward Code Kewword CodeS..  Keyword Des *
ich keyword type 1 216.240.1.1128832920224.12 indication INDIOOT 216840111388, AMEE
ich keyword type 1 216840.1113883.3980222812 indication INDID02 216840111380 LR
ich keyword type 1 216840.1113883398022412 indication INDION3 216840011388 ARIHELAIANY
ich keyword type 2 2168401113883 398022412 substance sUBS001 216840111388 A —P-1EEA
| ich keyword type 2 216840.1.1128832920224.12 substance suUeson2 2.16840.1.11388.. THRISFL
1 ich keyword type 2 216840.1.1138833989224.12 substance SUBS003 216840111380, 1 —PATIG
ich keyword typs 3 216840.11138833980224.12 manufacturer MANUDDT 216840011368 HAFRZET2
™| in keyword type 3 2168401113883 398022412 manufacturer MANUDN2 2168400111388 A =P Ip—
ich keyword type ¢ 216840.1.1128832.980224.12 product name FRODOOT 216340111388, 4 vh¥Fa—.
ich keyword type & 216.240.1.1128832920224.12 product name PRODO02 2168400111388, 174470 a—
ich keyword typs 4 216840.1.1138833980224.12 product name PRODOOZ 276840111360, 174 a%a—
ich keyword typs ¢ 216840.11138833980224.12 product name PRODD0OY 216840011380, TARPE-IE
ich keyword type 4 2168401113883 398022412 product name FRODDOG 216840111388 EAvh-ilE
ich keyword type § 216840.1.1128832.980224.12 dosage form DOSA001 2.16840.1.11368..  #EHI
ich kevword tvoe & 216.240.1.1128832.920224.12 dosame form DOZA002 2.16.840.1.11388..  iF&HE 2
fm ~
‘ 2 ) Add Close

)
@
(—%]

__BEs
=
RITHREY

No.

HBA

BR-RERNE

1.

Codeset Name

l'User Defined Controlled Vocabulary | EIE TiE{R L 7= Codeset Name &R,

KWDef Code

I'CH CoU Keyword Definition Type List1®DTKWDef Code 1% & o
LUTD 12 7848,

1) ich keyword type 1
2) ich keyword type 2
3) ich keyword type 3
4) ich keyword type 4
5) ich keyword type 5
6) ich keyword type 6
7) ich keyword type 7
8) ich keyword type 8
9) ich keyword type 9

10) ich keyword type 10
11) ich keyword type 11
12) ich keyword type 13

3. |KWDef CodeSystem OID | TKWDef Code JI=*}h53 5IKWDef CodeSystem OID |Z &R K.
4. | KWDef Description TKWDef Code JIZ%}ii5 3 %TKWDefType Description % & R,
5. |Keyword Code Keyword @ Code &R,
6. |Keyword CodeSystem Keyword @ codeSystem OID &R,
OID
7. | Keyword Description Keyword @ Description # %R,
[EfTREV]
No. RV 2 RAEBE
1. |Edit BREHDOLI—FERET 5,
—BETLa—FEERLIEditIR22%9)vo 9 %&, TEdit ICH Controlled
Vocabulary | EIE A F<,
2. |Add FHICLO—REERT S,
[Add]REZ %51 v5$ %L, TEdit User Defined Controlled Vocabulary | & & AR
<o
3. |Delete BIRLTWSLO—FZHEIRT 5,
—BETLa—F%EZFIRL [Deletel REVED v 0T HE BRAVE—UHFL
4. |Close User Defined Controlled Vocabulary List |EIEAEAL. [User Defined Controlled

Vocabulary IEEIZR 5,
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8 Controlled Vocabulary @ Codeset %

® ©° P
ete it 2015/4/10
i 5 AT
(3) Edit User Defined Controlled Vocabulary & &
Add B Edit B§
Edit User Defined Controlled Vocabulary =3 Edit User Defined Controlled Vocabulary ===
Codeset Mame User GV W10 (Sample) Codeset Name User GV V1.0 (Sample)
Keyword [ -] Keymard indication
G ) Keyword Code © Keyword Gode INDIODT
Keyword CodeSystem OID Keyword CodeSystem OID : 2.16.840.1.113882.3989.22.1. 1y
Keyword Description : /T
(2= (2)
@ B&EEEB
@ =EfTREy
(ZREHEA]
Add B Edit B =
No. BE% Bt | B | XFH " e RR-BREART
TE |04 | LE | BE )
1. |Codeset Name A Al l'User Defined Controlled Vocabulary |
EmE C:EIRLT= Codeset Name #F&K7R,
2. |Keyword Foy7” Y | &H BRERIILLTO 12 B8,
YV 1) indication
2) substance
3) manufacturer
4) product name
5) dosage form
6) excipient
7) stability
8) container
9) study id
10) study title
11) siteid
12) group title
3. |Keyword Code T¥AM| AN | 100 Y | A Keyword Dl Code |ID{EEXA AT 5,
FyhR
4. |Keyword CodeSystem | 7¥AF| AN | 100 Y | A Keyword Ml CodeSystem OID 1D fE%
0oID K992 AAT %,
5. |Keyword Description |7¥Ak| J | 1000 Y Y |Keyword M T Description] DfEF A 713
wyIR 2o
[EiThEV]
No. REV£ HMEEM=E
OK BHRNEEERITI S,
Cancel % EIEHRZE M ZEL TIEdit User Defined Controlled Vocabulary JEIEZFLC. MUser
Defined Controlled Vocabulary List|BHEIZR %,
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= 8 Controlled Vocabulary @ Codeset % L
N 2015/4/10
el 5 ¥ATH

8.3 ICH CoU Keyword Definition Type @ Codeset Z&B9 5

Codesetl ICH CV Kwd 1.01DS B FIEZELHT 5,

@ TsStart Menu JEE A S [Codeset Setupl RAED)vIT B,

34 IP eCTD Test Tool v1.0 [Start Menu]

(Zw Jaw

['Select Codeset |EIE M5 [ICH CoU Keyword Definition Typel/R2 %91 v93 3,
==l

===

= Schema & Output
l l P Import ] | Path

| Codeset Setup l Document Pool l l Schema Validation

l l = Create

Select Codeset

’ IGH Coll Keyward Definition Tyvpe l

IZH Controlled Wocabulary

JP Regional Controlled Yocabulary

User Defined Contralled Yocabulary

Close

@ TICH CoU Keyword Definition Type JEIE® —EMSIICH CV Kwd V1.01%:ER L. [Browsel RZES1)y
79 %,

F1=(X. TICH CV Kwd V1.01Z5 T ILH)voT 3,
= ® s

ICH CoU Keyword Definition Type

Browse

ICH CV Kwd V1.0 #EiR
FX.ETILEvs

Glose

B

@ TICH CoU Keyword Definition Type List/EE MBI DT, NBEHEZET 5,

ICH Col Keyword Definition Type List

Codeset Mame :

IGH GV Kd W10

(B8 N =

KWDef Code

ich keyword type 1
ich kewword type 2
ich keyword type 3
ich keywaord type 4
ich keyword type §
ich keyword type §
ich keyword type 7
ich kewword type §
ich keyword typs 9
ich keyword type 10
ich keyword type 11
ich keyword type 12

KWhet CodeSystem OID

2.16.:840.1.1138832080224.12
2.16.840.1.11388323.989224.12
216.840.1.113883308922412
216.840.1.113883308922412
216.840.1.113883208022412
2.16.840.1.1138832.080224.12
2.16.:840.1.1138832080224.12
2.16.840.1.11388323.989224.12
2168401.113883398922812
216.840.1.113883308922412
216.840.1.113883208022412
2.16.840.1.1138832.080224.12

KwDefType Description
indication
substance
manufacturer
product name
dozage form
excipient
stability
container
study id
study title
site id

eroup title

Cloge
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e BETFIEE B 2.0 R0
= 8 Controlled Vocabulary @ Codeset %

i 4%

FATH

2015/4/10

8.4 Codeset 2#R&Ed 5

AIETIE. Codeset DIFEFIEZFEH T 5.

l'CH Controlled Vocabulary . 'Regional Controlled Vocabulary ], l'User Defined Controlled Vocabulary|®

Codeset D#REFIEIZR L THS71=8. [User Defined Controlled Vocabulary 1% ALV TERE T 5.

8.4.1 [CopylCodeset MEHEERT S
Codeset[Create New]D#EEE KT 5.

@ TSelect Codeset |l T[User Defined Controlled Vocabularyl?/R2> 491 w93 5,

Select Codeset [

IGH Coll Keyword Definition Tyvpe

IGH Controlled Wocabulary

JP Regional Controlled Wocabulary

’ Uszer Defined Contralled Yocabulary l

‘ Close ‘

@ TUuser Defined Controlled Vocabulary I &I D — & A5 [Create New]ZERL ., [Copyl RELEH)vHIT B,

User Defined Controlled Viocabulary EI@
Codeset Name
Lsee G A0 Same e
I [Create New] I /
BiR N—

Glose

@ [Codeset Name |EIE CHLWARIZA AL, [OKIRZVED)VIT B,

Codeset Name (=3

Save as

AERZEF| |

%ﬁbl:‘%ﬁﬁjé—)\jj \'I[ QK ]ll Cancel I

= [Error JE@ABLV15E  @ITHED,
l'User Defined Controlled Vocabulary |EIEICR21=15& : ®IZH#L

@ LT OlErrorlEEAELV=1BE (. [Codeset NameEIE TAALI=RRIMNZEEEFHD Codeset B EEHE

LTW%. RBEEFHERLIOKIREVEI) 90T %, QIZR S,
Error ===

|"6] Entered Codeset Name has already used.
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8 Controlled Vocabulary &
W95

Codeset %

2015/4/10

® BEKIZHIIT BHETUser Defined Controlled Vocabulary JEIEIZEREY .. —EI[Z Copy &t f= Codeset BT RE

Nnd,

User Defined Controlled Vocabulary =N ==
Codeset Name B
AEREEM ]
Uszer CY W10 (Sample)
[Create Mew] Edit
Copy 17z Codeset
Delete
Glose

8.4.2 [Edit]Codeset %9 %
Codeset DIREF1TD.
AIETI&. Copy LTz Codeset IZxtLTLa—F DB, #RE. HIFRE

(1) [AddlLa—FZEmd 3

lUser Defined Controlled Vocabulary JEE T Copy L7= Codesest ##RL . [Edit] R2ZE9vI$ B,
FE1zI&. Codeset 2 T )ILY)vIF 5,

@

@

FEFETILO)9

User Defined Controlled Vocabulary =N ==
Codeset Hame ‘ B ‘

Ter TT=ample
[Create Mew]
N Edit
ER

Delete

Glose

i

— =

1726

lUser Defined Controlled Vocabulary List | EIEm® [Add]1 K2 E91v0F B,

User Defined Controlled Vocabulary List

Codeset Mame :  ABREEAR

(B8 N =

KWDef Code KWhet CodeSystem OID
ich keyword type 1 2.16.:840.1.1138832080224.12

KwiDef Description Keyword Code Keymiar

indication Sample Sample

d CodeS..  Keyword Descri
Sample

i

Glose
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= 8 Controlled Vocabulary @ Codeset % _

el 5 J1TH | 2015/4/10
@ TEdit User Defined Controlled Vocabulary I B CTHELIERERTET D,
Edit User Defined Controlled Vocabulary @
Codeset Mame : AEREEFR
Keywaord : [ ']

Keyword Gode :

Keyword GodeSystem OID :

Kewword Description :

@ [OKIREED)VIT %,
Edit User Defined Controlled Vocabulary @
Codeset Name : BEREEA
Keywaord : [ind\cation ']
Keyword Gode : IMDLcex

Keyword CodeSystem OID : 216.8401.113883.3989221.11x

Kewword Description : AN

= [Error JEEARAL-5E - GIZHED,
l'User Defined Controlled Vocabulary List ] EEIZRE2>1-154& @I,

® LUTOKS%AError |BTE@A AL ZEE (X HBBEEAA NS TULVELD, FEEZEADLO—FE

Keyword Code KU Keyword CodeSystem OID DIEMNEHRL TS, RBREHERL[OKIR2VEI I
%, DIZR%,

Error [=3s]| | Error =

l ki Keyword is required. l ki There is already same code in CV.

® B8FIZHT BETUser Defined Controlled Vocabulary ListlEEIZRY . —&IBMEN-REARTIN
%,

User Defined Controlled Vocabulary List

Codeset Name Ll

KWhet Cade k'WDef CodeSystem OID k'WDef Description Keyword Code Keyword CodeSystem OID

40.1 indication INDIN0

]

I

Edit | [ Add | [ Delete | [ Closs
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= 8 Controlled Vocabulary @ Codeset % L
N 2015/4/10
el 5 ¥ATH

(2) [Edit]lLa—F#EHETD

@ WEETILa—FERRL. [EditlRE2EI)VIT S,
FELa—FEZTLIVVIT %,
User Defined Controlled Vocabulary List ===

Codeset Name AR

KWhet Gade E'WDef CodeSystem OID k'WDef Description Keyword Gode Keyword CodeSystem OID Keyword Description
1412 indication INDIDD1 ¥y
PE3IN
] 10 SA +

[ Edit || Add || Delete |[ Glose

@ TEdit User Defined Controlled Vocabulary | EIE CZEEZ{TL\, [OKIRZUED)vIT 5,

Edit User Defined Controlled Vocabulary (m23m)
Godeset Name : BEREER
Kewword : indication
Keyword Code : IMNDINOT
Kewword CodeSystem OID - 216.840.1.113883.3.980221 1y
I Keyword Description : M I
£E =N

= [Error JETEABHLV-IHE QIZHED
l'User Defined Controlled Vocabulary Listl1BIEIZR>=154& : @IZED,
® UTO&S%Error ] EIEA KLV ZZE &, WA E THS Keyword Description AAA ASNTLVEL, AR
#HEELIOKIRAVED)9 DT %, QICRS,
Error @

l\ Keyword Description is required.

@ Tuser Defined Controlled Vocabulary ListJEIEIZR21=5& (X, —BITHREIN-AEN RTINS,
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i 4%

(3) [Delete]lLa—FK#%HEIKRT S
note: 1. HIREETTIELA—RETICET ZLIETELL,
@ HIBRYHLa—FEERL. [DeletelRE2E7)vIT %,
User Defined Controlled Vocabulary List EI@

Codeset Name Ll

KWhef Cade K'WDef CodeSystem OID K'WDef Description Keyword Code Keyword CodeSystem OID Keyword Description
j 6,340 indication fg40 §83,3.939 B [ 16
2.16.840.1.1 indication Sample Sample
EIR
4 Tl \ | 3
N -
[ Edit [ Add [ Deete || Close

@ ItE—CORABREREZEL. HIRLTXTNIE[OKIRELES) T B,
HIRfERIET BB EIE. [FrovILIRELED) 9T B, DIZRES.

Delete Controlled Vocabulary (3]

& "‘-.I Once you delete a record, could not undo this operation.
¥ Do you want to delete?

[ o [ " ]

= FEIRLI-La—KHEIBREh . TUser Defined Controlled Vocabulary List]—&[Z&R 3.,

8.4.3 [Delete]Codeset Z#lkgd 5
note: 1. HIREZEITIT HE Codeset ZTICRT ZEIETELLY,
2. Codeset A% Submission TERAINTLSIGE (X, Codeset ZHIBRT B EILTERLY,
Submission TERAINTLYS Codeset IR BIZ(E. Submission THID Codeset #EHT 5
H. £7=1F Submission BIAZHIRL. Codeset HE D Submission Mot BEBEN TULVELVIREE(C
T 5,

@ TUer Defined Controlled Vocabulary |EIE D — &M 5 HIERT 5 Codeset Z:#1RL . [Deletel RF %51 vH
T35,

User Defined Controlled Vecabulary EI@
Codeset Name
==z Dane Capy
|| EE N |
L BT ) ) -
[Greate Mew] 3 Edi
PEEIN i
Delete
Close

= HIRTELRVWEDAYE—EEAREVLIEES :QITHED,
HIRRT BB D AvtE—EEAREVLEE QITEDT,
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. . 8 Controlled Vocabulary @ Codeset % -
e e 2015/4/10
% FETH

@ LUTOAvt—UEEARLIEE L., EIRLT- Codeset AR Y—ILIZIEET ULV T Iuh D Submission

THEAIN TS, [OKIREUESvIT B, DIZRED.

Delete Codeset @

L Selected codeset is used with Submission(s). You can't delete it.

@ LTOAvt—UEEARVNIEEE, BIBRFEEETHS, [OKIREUEI)vIT %,
HIRRERIETDZEE. [FrowL]RE E0)90T 5. DIZRS,

Delete Codeset @

- | Once you delete a codeset, could not undo this operation.
¥ Do you want to delete?

[ oK ] | Fo il ‘

= ERL 1= Codeset HHEIEREH. TUser Defined Controlled Vocabulary JEIEIZR S,
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Hn ‘. 9 [Create] #}liC Application % {ERk SITH | 2015/4/10

ER

9. [Createl##RIZ Application Z/Ef 9%

#3812 Application BRUZFNIZH{T< Submission, SubmissionUnit Z4Em L. CV MEIRKZ Y eCTD General
Information DIEHREHRTET D,
AETIL, [Create] IZTDWVTERE T 5,

9.1 Submission D&RL

l'Start MenuJEIE® —& Tl&. 1 D0 Submission (& 1 La—FK (=1 17) Tk&h 3,

T4 P eCTD Test Tool v1.0 [Start Menu] =n e <
ﬁ Edit € Wigw -S4 Create 2 Impart SRS & Cuhu Codeset Setu Daocument Pool Schema Walidation
Q ip i " Path P
eCTD Receipt Mumber  Application Extensio..  Submizsion Extensio.. SubmissionlUnit Extenzio.. Sequence Mumber ITH CW JP Regional GV Uszer GV
260930001 260930001 260930001 260930001-1 1 ICH GV D JPCWNTD User GV W10 (.
1 261235001 261225001 261225001-2 2 IGH Gy AL JE Y A0 Uzer CY 0L
230105001 270105001 270105001 270105001-3 3 ICH GV LD JP GW W10 ABEEM I

W

1 D Submission (& 1 La—K (=1 17) T&R&Eh 3,

ABITE, 3LA—RRRENTLNDD T, 3 DO Submission HEFIN TLEIREE,

(9]

[Create]Z#3£1T9 5L 1 DM Application, 1 D@ Submission, 1 2@ SubmissionUnit1AMERL S D,

Application

Application Root ID
Application Extension ID

Submission Root ID
Submission Extension ID

Sequence Number
SubmissionUnit Root ID
SubmissionUnit Extension ID |

note: 1. [Create]m (& Application. Submission, SubmissionUnit #Z N Z N EIMTIERL T &IETER
Ly,

2. Application. Submission. SubmissionUnit M EHRMEIZDULNTIE. T4.Application & Submission &
SubmissionUnit D BEFRMEICDOVNTIZ SR,
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= 9 [Create] Hifiic Application 1Rk | .~ | 5015410

ER

9.2.1 SelectCV EH

SelectCV (3w
Select Controlled Vocabulary Lap
Controlled Wocabulary

N IGH Cantrolled Wocabulary - [ICH CW LD ']
1 ,’ JP Regional Caontrolled Wocabulary : I.JP CW A0 ']
User Defined Controlled Wocabulary - [ v]

(2) Ce) (o

® HEEBE
Q@ EfTREIY
(2EEH]
No. EEZ Bt @B RR-BERNE
1. |ICH Moy7'| Y |BIRFTEEZE Codeset AS 2 DLL EHZIHE . HIEIX TS V&5,
Controlled Vocabulary| 4’y Codesetl'ICH Controlled Vocabulary > Codeset Name 1% & 7R,
2. |JP Regional May7'| Y |BIRETEEZE Codeset AY 2 DLL EHZIHE . FIHEIZ TS24 5,
Controlled Vocabulary| 45> Codesetl JP Regional Controlled Vocabulary > Codeset Name | &% 7,
3. |User Defined May7 | Y |BIRETREL: Codeset M 2 DLIEHBBEE . MHEF TS HE4D,
Controlled Vocabulary| 4y CodeSetlUser Defined Controlled Vocabulary > Codeset Name |3 Ro
[EfThREU]
No. Ra £ HREIRE
1. |Next WIBEHEDD,
Cancel HEEHREIEL T SelectCVIEEZFAL . Start MenulBEEIZR S,

9.2.2 eCTD General Information &[E

eCTD General Information (=3a)

eGTD Receipt Number

J Application
1 > Application Root ID : elchibed-3274-493:-831a-bc 4663627096
: :4

Application Extension ID :

Application Code : - ]

Related Application

Related Application  Application .. Refersnce Reazon Code CodeSwstem.. Add
€
Submigsion
Submigzion Root ID : 4bieid47-Shee-4965-acd -95228ef0fe 1

Submigzion Extension 1D :

Submigsion Code : -

W\ Submiszionlnit
1 ‘> Sequence Mumber : 1

SubmissionUnit Root I : ba2d1620-2504-4f70-bh 1b-e 69081223231

SubmissionUnit Extension 10 :

SubmissionUnit Code : [ v]
Category Event : [ v]
(2)
@ ®/EEHR
@ EfTRE
® 19.2.3 Related Application %2
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o' o 9 [Create] ##lic Application % fEfX %770 | 2015/4/10
T 5
[BREEH]
No. HE4 Bt | B | XFH| EE | LA FR-BENE
1. |eCTD Receipt Number T¥AF | AN 100 leCTD Receipt Number |D{EZ*A DT %,
K992 FeCTD Receipt NumberIZAFLI={EIL. K
TOEBIZCEEEAINDS,
- Application Extension 1D
+ Submission Extension ID
+ SubmissionUnit Extension ID
Application
2. |Application Root ID T¥Ab |l DRTLHMEELT UUID
w992
3. |Application Extension ID | 7%AF| AN | 100 [ Application Extension ID1DfEZA DT
wyhA %o
l'Application Extension IDJIZ A AILT={&EIZ.
LTOHEBICEEREASNS,
= Submission Extension ID
= SubmissionUnit Extension ID
4. |Application Code Fay7 CodeSetl JP Regional Controlled
a9y Vocabulary > CodeSystem Name=JP
Application ] M"Code(CodeSystem)"% % 7
ERON
Submission
5. | Submission Root ID TEAb A DRTLHEEE LT UUID
w992
6. |Submission Extension ID | 7¥AF | AN | 100 I'Submission Extension IDDfEF A AT
w92 %
I'Submission Extension IDJIZA A1LT={E
IX. L TOEBIZEBEASNhS,
+ SubmissionUnit Extension ID
7. | Submission Code bRy’ CodeSetl JP Regional Controlled
¥y Vocabulary > CodeSystem Name=JP
Submission | ®"Code(CodeSystem)"# &~
EER
SubmissionUnit
8. |Sequence Number T¥AF| N 10 Y |lSequence Number i D{EZ A 19 5,
UM Sequence NumberJIZA AL =fEIX, AT
DIERIZBEEASNS,
= SubmissionUnit Extension ID
WEAME:1
9. |SubmissionUnit Root ID | 7%Ak |l DRTLHEEE LT UUID
K992
10. | SubmissionUnit TEAM | AN 100 I'SubmissionUnit Extension ID1MD{E% A 1
Extension ID wvhR 35,
#HA{E : "Submission Extension ID" + "-"
+ "Sequence Number"
11. | SubmissionUnit Code Fay7” CodeSetl JP Regional Controlled
a9y Vocabulary > CodeSystem Name=JP
Submission Unit]®"Code(CodeSystem)"%
E N I
12. |Category Event Foy7 CodeSetl JP Regional Controlled
V) Vocabulary > CodeSystem Name=JP
Category Event ®"Code(CodeSystem)"#%
E
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ﬂn du 9 [Create] #HIZ Application % 1Ex% %47 B 2015/4/10
35
[EfTHR2V]
No. A% AR
1. |OK WEEEDHD,
Cancel B EIEHREKZEL T eCTD General Information B EZEAL . [Start MenuJEI&EIZRE
60

9.2.3 Related Application &
(1) eCTD General Information [E[E R Related Application

Related Application

Related

Application  Application ..

Reference Reason Code

CiodeSystem.. Add

-5
@ E=fFREY
(—&
No. HEA RR-BERNE
1. |Related Application Application Extension ID &R,
2. |Application Root ID Application Root ID &R,
3. |Reference Reason Code |JP Application Reference Reason @ Code %% 7Ro
4. |CodeSystemOID JP Application Reference Reason @ CodeSystem %%,
[EfTREV]
No. RV 2 RAEE
1. |Add Related Application B3 3,
[Add]1 KRB EHY) w93 B ETRelated Application IEIE HVEA<
2. |Remove Related Application ZHI&9 %,
—BETLa—FZZIRL[Removel RA &V v T HLHIBRERITs D,

(2) Related Application )% 7 &I E

Related Application @
Related Application
I )
G) Application Root 1D :
Reference Reason Code
I -
@ Gancel
@® HEIEB
@ EfTREY
[BREEH]
No. | HE% | Bt | B | xeM|ZE | 44 | FR-BENE

Related Application

1. |Related Application Foy7’ Y1 | HE&Y—ILIZEEESHN TS Application
¥y Extension ID D —&# &R,
YLEY2 DWThAD LA,
2. |Application Root ID T¥AF| AN 100 | & lRelated Application | CiER SN 1=
£ 9hR Application Root 1D #%& R
Reference Reason Code
3. |Reference Reason Code |F0Oy7° Y2 |CodeSetlJP Regional Controlled
a9y Vocabulary > CodeSystem Name=JP
Application Reference Reason]®
"Code(CodeSystem)"# &Ko
Y1EY2 DWTHADIE,
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ﬁn d. 9 [Create] #HIZ Application % 1Ex% %47 B 2015/4/10
RS
[EiTR4EV]
No. REUE BEEE
1. |OK WEEEDHD,
Cancel RETEHREIRZEL TlRelated Application JEIEZEAL . leCTD General Information ]
EEIZRS.

9.3 [Create] ##I= Submission #/Ef$ 3

#7312 Submission Z4ERKT 5,

note: 1. Submission DERLTERAT S CV D Codeset (FFRIZERFT S,
['8.Controlled Vocabulary @ Codeset Z#1{Ed 515,

M TStart MenuJE & T[Create]l RAVE9vIT B,

T4 P eCTD Test Tool v1.0 [Start Menu] =R
A i el view 2 Greate 2 Tnport Schema & Output Godeset Sety Document Fool Schema Walidation
= ‘l Lp |- > Fath P
eTD Feceipt Mumber  Application Extensio..  Submission Extensio..  SubmissionUnit Extensio.. Sequence Number ICH GV JP Regional GV User GV
260920001 260920001 260930001 260930001-1 1 ICH oV V1D JP GV VIO User CW WD (.
261225001 261225001 261225001 261225001-2 2 ISH GV w10 JP GV TD User CYVI0 (.

2 LO—KRRFREINTNSD T, 2 D0 Submission NEFFINTLVDIREE

:

@ TSelectCV]EE TS CV M Codeset #FOvTH U MoREIRT S,

Selectcv [E3a)
Select Controlled VVocabulary s
Ciontrolled “ocabular: ﬁﬁiéhtb \%) COdeset 75§ 1> 0)*733'3 (i N
IGH Cantralled Vocabulary : [IOH GV 10 v] Pu‘y709~rjyl)ZF[:*J‘]'H‘EﬁE&L'_C_b_‘yl\é*L%}i
JP Regional Controlled Vocabulary : [.JP GV W10 v] 2 juiﬁ@%éh—gl':éi%gli‘ 7\7‘/7’6%7]‘
Usger Defined Controlled Waocabulary : [ -] éhé 0)—6\ F A ‘yj g rj‘/ I) X I\h\ o) COdeset %
EiRY %,
@ Codeset ZE&ELT=5. [Next] REVEI)VIT %,
SelectCv [l
Select Controlled Vocabulary L
Controlled Wocabulary
IGH Gontralled Vocabulary : [IOH [TRN| v]
JP Regional Controlled Wocabulary : [.JP CW V1D v]
User Defined Gontrolled Vocabulary : [User GV 10 (Sample) ‘]

Cancel

= [lError JE@A RN -5E @DIZHED,
FeCTD General Information ] EE AR =EE :OIZED,
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= 9 [Create] Hiiiic Application 2Rk | .~ | 50154110

ER

@ LITOTError JEEAA LGS (X, AvtE—P TREN T Codeset BNRIBETH D, NEZEREEL[OK]RA
VEDIVIS B, QITRS,
Error @ Error @ Error @

l._ Choose ICH CV. ! . Choose Region CV. I Choose User Defined CV.

® TeCTD General Information | BB CEIEBZHRET 5.

eCTD General Information =

&G TD Receipt Mumber
Application
Application Root ID e2chibed-3274-493e-831a-bc 563627095

fpplication Extenzion ID -

fpplication Code © v]
Felated Application
Related Application  Application ..  Reference Reason Gode CodeSystem.. fidd . -
» Related Application @

=1
BREFIREO~

Submission

Submission Root 1D : 4h0ef947-3bee- 406 5-acd3-05220:F e 11

Submission Extension 1D

Submission Gode -

Submissionlnit
Sequence Number 1
SubmissionUnit Root ID: ba2d1620-e504-4f70-bfi Ib-efid0& 1233231

Submissionlnit Extension 1D :

SubmissionUnit Code : [ -
GCategory Event [ -]

note: 1. WZAIEHEI(XISequence NumberlD&, TRTDEZANLGELTHIEditIEEERSENTES,
ICV] R UTeCTD General Information]l&. EditlE@EABL =1, [Edit eCTD Extension]7R&2>
NoEEBFTEHIENTEDS,

® Related Application DR EZE1TS,
lRelated Application1® [Add]RAED)vIF 5,

Related Application

Related Application  Application .. Reference Reason Code  CodeSystem.. Add

@ TRelated Application |BIEI CRIEBZHET 5
Related Application (=3

Felated Application

Application Root ID:

Reference Reason Code
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@ e BEPIER GF 2.0 )
¢ o B 9 [Create] #r#liZ Application % {EL

FEATH | 2015/4/10

ER

IRelated Application IEIE D [OKIRZED)vId 5,

Related Application @

Related Application
260930001 -

Application Root ID: 5167 28fe-5635-4b54-b314-f07chadba037

Reference Reason Code

|jp ather (jp-application-reference-reason) v‘

= TError JE@EA RV =1EE  @F=IZOIED,
FeCTD General InformationEEIZE>T-1H& : DIZELD .
© UTOlError]E@EABEL=EEE. HBEBMNZRESN TGN, NBEEEZELIOKIRIVEY)vIT D,
®IZR%,
Error @

|8] Either item is required at least.

LR OlError JE@EABILV =15 E &, Z8FLES5ELTLVS Related Application M BEIZZ RSN TV, NBE
FZLIOKIREZLEI)YIT B, BIZRES,
Error @

|0’| You've already selected an application.

@ TeCTD General Information) @ IZERE>7=154& &, Related Application D—EIZERELZEN RTINS,
52 Related Application BN 515E 1%, ®IZR%.

Related Application

Related Application  Application .. Reference Reason Gode  GodeSystem.. Add
260930001 6d8d8a99-13.. jp other jp-applicatia..
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9 [Create] #H#iZ Application % 1Efk

17 2015/4/10
% AT H

@ TRTOBENETLES[OKIRELES)IT S,

eCTD General Information @
eCTD Receipt Number 230105001
Application
Application Root ID: 3d79d401-29ef-dcad-999a-a2 1aabf 33073
Application Extenzion 1D : 27010500
Application Gode : [JP—MP.P. (216.840.1.113883.3.980.2.2.1.15) v]

Related Application

Felated Application  Application .. Reference Reason Gode  CodeSystem... Add
260930001 959190fb-8b..  JP-Other PALEIIRREM
Submission

Submigzion Root ID: lech7bac-dief-4 10b-893c-27776f 402582

Submiszion Extension ID : 270105001

Submission Code : JP-Original {2.16.640.1.113883.3969.2.2.1.15) A

SubmissionUnit
Sequence Mumber 1
SubmissionUnit Root 1D cffalada-G964-4c4d-8867-4b7 1chbi2add
SubmissionUnit Extension ID: 2701050011

SubmiszionUnit Code : [JP—Official (2.16.540.1.113883.3.089.2.2.1.15) ']

Category Event : [JP—First (2.16840.1.118388.8.089.2.2.1.1) V]

@ TEditE@EAEILD T. InfoPanel [Z Extension [EEMNRTRESNTNBIELETHEET B,
T4 JP eCTD Test Tool v1.0 [Edit] (=N ==

Eile Edit View Help

| Save | Edit eCTD Extension | Edit Review | Keyword Definition Lifecycles | Edit Repeated Structure Keywords | Add SubmissicnUnit | Generate eCTD

Hr-u |M2 |m Iw |M5 | Expand All | Collapse All || Group Title ‘ ‘Inﬁ}Pane\

SO Reeefe Rnlizy 2AIE00] Coll Code Se. Group Title Priorit.. Document Title
Application Extension D: 270105001
Submission Extension ID 70105001
SubmissionUinit Extension 1D 2701050011 ‘\ InfoPanel =
Sequence Number : i = .
) leCTD General Information | T
Current View == - oia LS —_—
B eCTD A HRELEZRBLARTRINDS,
S oml

P other - EOIt1
pomil: B IERCES L — L DR EHBIEEHOE K

m

Il
Il
Il
Il
Il

pml. AR

Jp m15: BRI OEE RURMREDER
jp mlE: SEICEISERERE S ISER
pml? H}gﬂﬁ’]uu*ﬁi

ip ml10: &5 QIREOIEETEEMOE
jpmli Eﬁ ol AR EE X

ipml2: E T EH—E

B omlig Ea)ﬂﬂ

i ip m1.13.1 : BURIE RS FER

ip m1.13.2 SRR IR (E

ip m1133: BEFAE RUBLIACHT2EEE
B m113s ZOMOEH

OB jpm13A0 AR

jp 113400 ENEAIIEE T SRR
Jp m113.42: EAESBHEADREENE
e jp m1135: eCTDORET IR EERRE

(=~ m2 common technical document summaries

d JiL, b ] 1 [

note: 1. TEditJEI@ETRKE. T—2~—XI[Z Application-Submission-SubmissionUnit AMEREN S,
lEditlEEZREFE S IZEACTE. Start MenulBEIEIZR L. Submission @ 1 LA—RARRE
hTWha,
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= 9 [Create] Hifiic Application 1Rk | .~ | 5015410

ER

9.4 [Edit eCTD Extension] eCTD General Information #Z %39 %

Submission DYEFEFIZEEFE L= CV @ Codeset %> Extension DIEFHRELEE T 3,

note: 1. Submission MYEFIKRF T CV M Codeset DEEEFTo-EEIL. BEL-ENELLRFTTELL
HAHAREEN DS,

@ TEditJEE®OA=1—/\—H 5 [Edit]—[Edit eCTD Extension]&#%')v93 5%,
F1=1&. Y— I/ —® [Edit eCTD Extension] h22%&4)vH93 5,
74 IP eCTD Test Tool v1.0 [Edit] (=0T =)

File Edit View Help

|l Save || Edit eCTD Extension | Edit Review = Keyword Definition Lifecycles | Edit Repeated Structure Keywerds | Add SubmissionUnit | Generate eCTD

@ TselectCVIEEMBE. ERBFIZERELT= CV O Codeset BARTIN D,
FETHESIE. FOvTEHUMS Codeset EIRL. [Next] RELEH)vHoT 5B,
EBELEWGE(X, ZOFEE[Next] REZLEI)VIT B,

SelectCV (=3

Select Controlled Vocabulary I

Contralled YWocabular

I5H Controlled Wocabulary : [IGH [TRTAN] ']

JP Regional Controlled Vocabulary - [JP G¥ W10 -] IN

User Defined Gontrolled Vocabulary : [F\EFEEFH '] > Codeset EE?RT%) °

@ TeCTD General Information B E A BAZE ., EREEIZERTE LT= eCTD General Information D ABEA R TSN
%

EHETHI5E1F. RIEBICHEGEREREL. [OKIRIVED)vIT B,

eCTD General Information D ZEE (L1774 {TH CV M Codeset ZZEELI=HZEIZIE. [OKIRELEH)YH

ERCR

eCTD General Information =
eGTD Receipt Number : 270106001
Application
fpplication Root ID 3d79d401-29ef-4cad-998a-a21aabf33073
fpplication Extenzion ID: 270105001
Application Code : [JP—MF\A(QIENDI 118883.8.939.22.1.1y) v]

Related Application

Related Application  Application Reference Reason Code GodeSwstem Add
260830001 950190fb-8b..  JP-Crher 216.840.011..
Submiszion

Submission Root 1D : lcch?bac-d3ef-410b-893c-e 7776492683

Submission Extension 1D : 270106001

Submission Code : [JPfOrlgmal (216.840.1.1138833.989.22.1.1y) v]

SubmiszionUnit

Sequence Number 1

SubmiszionUnit Root 1D cffalafa-5964-4cdd-8867-4b71cbb92add

SubmissionUnit Extengion ID: 270106001-1 \
SubmigsionUnit Gode [JP—OH\cia\ (2.18.840.1.113883.3980.2.2 1,150 v]
Category Event : [JP—First (2.16:840.1.113823.3980.02.1.1y) v]

(ommet—|
= TEdit/E@EIZERY. InfoPanel [CEEL-EMNTRTRIND,
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SubmisgionUnit Extenzion ID :

Sequence Number :

2701050011

1

N - Page 62 of 197
] —y BAETIESE (5 2.0 ) 9
o @ = 9 [Create] ##iZ Application % {EL .
2015/4/10
47 SE1TH
eZTD Receipt Number 27010500 1%
Application Extenzion 1D : 270106001
Submizzion Extenzion 1D : 270105001x
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10  [Edit Review] Review Z %7 % | J{7H | 2015/4/10

10.[Edit Review]Review Z8&E9 5

Review TIXLLTDIEBZETET o
+ Manufactured Product
= Applicant
 Ingredient
* Product Category

AETIL, Review DREFEELEHT Do

10.1.1 Review Summary [EH

Review Summary EI@
Manufactured Product Applicant Status Code
Manufactured Product] Applicant1 active
Manufactured Product2 Applicant? suzpend

(2)
® —%
@ EfTHREY
[—E])
No. ER4£ RTEAR
1. |Manufactured Product | {ERFEH D Review M Manufactured Product1Z &R =9 3,
2. | Applicant e FH D Review DT Applicant1Z RT3 %,
3. |Status Code YERLFH D Review DI Status Code ]ERTT Do
[EfTHR2V]
No. RE 2% HEEE
1. |Edit BRLTWSEHEADLI—FERET S,
—ETLa—FEBRRLIEditIREUE ) vI$ &, TEdit Review | EIEABR<,
2. |Add FRICLI—FEERT 5,
[Add]RA>ZEH) o T B L. TEdit Review |EIEAEE<,
3. |Remove FIRLTWALI—FZHIBRT 5,
—ETLO—F%EEIRLIRemove]l RELEH) o T B &, BEEAVE—U MK,
4. |Lifecycles Review DEERELHRT D,
[Lifecycles]h 2% ') vo9 &, [Review Lifecycles |EIEAYEE<,
5. |Close IReview Summary B &% FL. lStart MenulBEEIZR %,
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10  [Edit Review] Review Z %7 % | J{7H | 2015/4/10

10.1.2 Edit Review E&
Edit Review @

Manufactured Product : |

< 1 .> Feview Foot I : fia 19d96f-d7 3d-4cf0-b673-1d070d2b 7d2f

A GStatus Code: [active =
Applicant :
Ineredient
Ineredient JP Substanc.. CodeSyste.. Add
=
(3)
N

Product Category

[jp 1-1 [jp-product-categary] V] Add
L~
(4
©
@ ®/EEHR

Q@ EfTHR4Y
® 10.1.3 Ingredient 1Z 58
@ T10.1.4 Product Category |Z 58

[BREIEE]
No. EHEA Bt | ¥ | XFH | EE | wA RR-BERNE
1. |Manufactured Product TEAN| D 100 - Y | TManufactured Product]DfEZ A D3 %,
R99A
2. | Review Root ID TEAb ) AT LMEELS UUID,
Kv9R
3. |Status Code Moy active/suspend Z:ERT 5,
4y ¥IHA{E : active
4. | Applicant TEAM| I 100 Applicant I DEZ A HNT B,
R99A
[EfTHREV]
No. Rav £ BRI E
6. |OK WIBZEED D,
Cancel HEFHREIZEL . [Review Summary IEEIZR %,
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10 [EditReview] Review # #7325 [ %470 | 2015/4/10
10.1.3 Ingredient
(1) Edit Review EIEIRN® Ingredient
Ineredient
Tneredient JP Substanc..  CodeSyste.. Add
O —%
@ =EfTRsy
(—E]
No HBA RR-BERNE
1. |Ingredient Ingredient &R,
2. | JP Substance Name Type | JP Substance Name Type #%& R,
3. | CodeSystem OID JP Substance Name Type ) CodeSystem OID %% 7~o
[EfTREV]
No. Ra 2 RERERE
1. |Add Ingredient ZEN¥ 5,
[Add]REZEH) 9T BE, TngredientJEEAEAL
2. |Remove —ETEIRLT= Ingredient ZHIBR T3,
[Removel R2LEIv T BL. BHIREETT 5,
(2) Ingredient 0% Bl
| Ingredient ==
Tneredient :
1 JP Substance Mame Type :
[ip jan tip-substance-name=type) -]
)
® EFEEH
@ =Ry
[BREEH]
No. HB4 Bt | B | XFH EE | wA FR-BENE
1. |Ingredient TEAM| I 100 lngredientIDEZANT %,
w992
2. | JP Substance Name Type | b'Oy7’ CodeSetl JP Regional Controlled
4y Vocabulary > CodeSystem Name=JP
Substance Name Type M
"Code(CodeSystem)"# &K Ko
[EfThREU]
No. Ra £ HREIRE
OK WIBEHED D,
Cancel SR EEHREMEL T Ingredient ]EEZFAL . MEdit Review |BIEIZRE 5,

10.1.4 Product Category [Em

Product Categor,

Add

C )l 1
ij 1-1 {jp-product-category) vI

WO
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P 10 [EditReview] Review # #7325 [ %470 | 2015/4/10
[BREEH]
No. HE4 Bt | B | XFH| EE | 2E FR-BENE
1. |Product Category bRy’ CodeSetl JP Regional Controlled
oy Vocabulary > CodeSystem Name=JP
Product Category]®M"Code(CodeSystem)"
ZTRRo
(—E]
No. HEA RR-BEAE
1. |Product Category Product Category & ~o
[EfTHREV]
No. Rev £ HREBIE
1. |Add Product Category ZiBH03 5,
[Add]RAUEH)vo T BE, FAYTHE U TEIRLTZ Product Category MBS
na,
2. |Remove —E &R L 1= Product Category ZHI&9 5%,
[Removel R2LEI VT B, BIREETT B,

10.1.5 Review Lifecycles [EH
Review Lifecycles EI@
Sequen Manufactured Product Root 10 Operati Ttem Walue
1 Marwfactured Productl ealflded-d247..  Mew MarufacturedProduct Manufactured Producti
1 Marwfactured Productl ealflded-d247..  Mew StatusCode active
1 Manufactured Product 1 ealBlded-d847..  Mew Applicant Applicant 1
1 Manufactured Product 1 ealBlded-d847.. MNew ITneredient Theredient 1
1 Manufactured Product 1 ealBlded-d847 Mew FroductCategary jp1-1
N 2 Manufactured Product 1 ealBlded-d847 Update Theredient Theredient 1. Ineredient 2
1 2 Manufactured Product 1 ealfided-d#d7..  Update ProductCategary o 1-1jp 1-2
A |2 Manufactured Product2 G3dabds9-830c..  Mew MarufacturedProduct Manufactured Product2
2 Manufactured Product2 G3dabds9-830c..  Mew StatuzGode active
2 Manufactured Product2 53dafdda-836c.  Mew Applicant Applicant2
2 Manufactured Product2 G3dafdf-830c..  Mew Ingredient
2 Manufactured Product2 53dafddn-835c.  Mew ProductCategary
3 Manufactured Product 1 ealBlded-d847..  Update StatusCode suspend
3 Manufactured Product2 £3daf439-4926c..  Update Ineredient Iheredient 1
3 Manufactured Product2 53da®439-835c..  Update ProductCategary jp1-1
2 Close
— B
Ot
i 1)
@ RiTREY
B
(—E&]
No. HE4 RR-BRERNE
1. |Sequence Review ZiBNFE=IEZEFE LTz Sequence Number #%F& R,
2. | Manufactured Product Manufactured Product &% R,
3. |Root ID Reivew Root 1D #%& 7R,
4. |Operation Operation %k 7R,
New: $T#3 & &%
Update: 5S4 7H AV ILTOER
XAEZHIBRLI=1Z & L. Operation:Update, Value:null(fE%L) TRREh 3,
5. |ltem LTD5ERZERT.
* Manufactured Product
+ Status Code
= Applicant
* Ingredient
- Product Category
6. |Value BREMBEERT,
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No. HE4A ZTRAR
1. |Close Review Lifecycles JEIEm % BAL . [Review Summary |EIEIZR %,

02 bl bevlesranfir e
Review #Ef9 %,

[Edit]E @D A*=a1—/\—h 5 [Edit] — [Edit Review]&2') w99 5,
Ff-%. Y—IL/A\—D [Edit Review] RELEH)vHT B,

@

@

®

@

"3 IP eCTD Test Tool v1.0 [Edit]

File Edit View Help

| Save | Edit eCTD Extensig Edit Review ||Keyword Definiti

on Lifecycles

r-ulM: H3|M4 s ExpandAWl InfoPanel |
FReview Summary JEIE D [Add]1RZ>E0)99F B,

Review Summary

=l =]

Manufactured Product Applicant

Status Gode

1La—FHEHIN TV AR

[ Eat [ A

Remove ] [ Lifecycles ] [ Clase

[Edit Review |BEIEI C&IBEBZHRET 5.

Ingredient MEEEZETTI,
lngredient® [Add] K22 &S990 B,

Theredient

Ineredient JP Substanc.. GCodeSyste.. l Add

Edit Review (3]
I Marufactured Product : | I_ >
Review Root 10 : fia19d95f-d73d-4ci9-b672-1d970d 26 7d 2f
Status Code : [active "}—_>
I Applicant : I
—
Ineredient
Ineredient JP Substanc..  CodeSyste.. #Add
| -
»
Product Category
ij 1-1 [jp-product-categary] v] Add
| -
»

Manufactured Product #5%E 3 %,

active DFEFIZT 5,
Applicant & €9 5.

Ingredient MEREFHEITO~BES R

Product Category D& EHi%kITQ~D%ES R
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lngredient | BIE CREBEEHRET 5,
Ingredient @
Ingredient : TEXEXNEAD
JP Subztance Mame Type
ljp jan {jp-substance—name—type) v]
[OKIRBED)V IS B,
Ingredient @
Ineredient : Iheredient 1

JP Substance Mame Type

ljp jan {jp-substance-name—type) v]

= TError JETE@A LV -15E : DIZED,

lEdit Review | EIH ICR>1=154 :@IZ# D,
LU T Dl Error JEITE ARV =15 & L. Tingredient]&MJP Substance Name Type lD# A &H & TEEFEFH D
La—REEHELTWS, RBEEHEALIOKIRELEVvIT D, DITRD,
Error @

|®] There is same combination already in the list.

[Edit Review JEIEIZR>1=15& (& Ingredient —E (T BML-RENR RTINS,
2HBEERITIERIE.DITRS.
Theredient
Theredient JP Substanc.. CodeSvste.. Add
Iheredient 1 ip jan jp-substan...

1La—kEmshi=ikeE

e

Product Category DR EZE1TS,
lProduct Category IO ROV T U MHERESTL., [AdAIREUED)vIT 5,

Product Category

I ljp 1-1 {jp-product-category) vnl Add |
FOvTa Sy \\_/ /
MoER

= TError]E@A BILV-15E  DITED,
lEdit Review | EIEIZR>1=15& :DIED .
LITFOIError B @A KWL EE (X, BEFADOLI—FREEELTWVD, ABREHEZELIOKIREVEI v
T35, 9IRS,
Error @

|®] There is same text already in the list.
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lEdit Review ] BIEIZR>1=15#& (. Product Category —EIZR RSN 5,

2HBERETHERIE. QITRS,

Product Category

[jp 1-1 {jp-product-category) = ]

jp 1-1 [jp-product-category]

1L a—REMEhF-IKRE

FTARTOREMNTT L=, [OKIREU %

Add

20999 %,

Edit Review

Manufactured Product:  Manufactured Product !

[EX

Review Root 1D - ea280ded-dB847-494c-8cB6-0820{0522114
Status Code : active -
Applicant : Applicant1]
Ineredient
Ineredient JP Substanc.. CodeSyste.. Add
Ineredient1 jpjan jp—substan...
Product Gategary
[jp 1-1 {jp-product-categaory) v] [ Add

ip 1-1 [jp-product-cateeory]

Cancel

EERICAINT H&EMReview Summary IBEEICRY . —BIZEMSN-NBELRTRIND,

Review Summary

E= om x5

Manufactured Product Applicant
Manufactured Product1 Applicant1

1 La—REmshi-ikEE

Statuz Code

active

Add

BT TEMZETISE X, QMDD FIREREYIRT .
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10.3 [Edit] Review ##R%E$ 5

10.3.1 &HEFHD Review =iRET S

@® TReview Summary |BIEMNS#RET HLI—FZFIRL. [Edit] REEI)9v 0T B,
FlE LA—FEETILI)9IT B,
Review Summary EI@

L Idanufactured Product Aoplicant Statye Code
oduct Applicant active

[ Edit ] Add ] [ Remave ] [ Litecycles ] [ Cloze ]

@ TEdit Review |EIEMN DT ZENHIEEIXEZTHRET S,

Edit Review (==
L » Manufactured Product Z#R&EJ 35 & (L.

IManufactured Product:  Marufactured Product 1]

Review Foot ID : b 140207~ 3ae 7~ 4eda-ab4-deal T4E2afak EZAHNT %
Status Gode : ative -—— active DFEFITT B,
Pzl poplicar |——> Applicant £ T 2158 1%, EEAHT .
Ingredient
Tneredisnt JP Substanc..  CodeSyste.. Add
Tneredient 1 ip jan ip-substan.. > |ngredient @ﬁ\ﬁ%jﬁlf [i®~@§%§ﬂﬁ

Tneredient2 ipns jp—subztan...

Product Category

[jp 1-1 {jp-product-categary) - ] Add

jp 1-1 [p-product-cateeory]
jp 1-2 [p-product-cateeory]

v

Product Category D#R&EH % TO~@S B

@ Ingredient DIREFTTS.
BMAHZGEE. [AAIRELED)VIT S, FlEIX, [10.2 [Add]Review ZELT 5 1NDDESHE,

Tneredient
Ingredient JP Substanc.. CodeSyste. Add
Iheredient 1 ip jan jp—subztan...
Iheredient? jp ng jp—subztan...

@ HIFRY 55 EE. La—FEERL. [Removel K2V &)Y 0T %,

Theredient

Theredient JP Substanc.. CodeSvste. [ Add ]

Theredient 1 Ip Jan jp-sub=tan

Theredient? jp—subztan

= Ingredient D—E M SERLI-LO—FHEIBREN S,
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® Product Category DIREZEITI,
BMNAHZEEIE. [AdIRELESY YIS S, FIBIE. [10.2 [Add]Review /R T 2 I1NDQESER,

Product Category

[jp 1-1 {jp-product-category) - ]I fdd
|

ip 1-1 [p-product-catezory]
ip 1-2 [p-product-catezory]

©® HIFRYHHEEE. La—FEERL. [Removel REVEV) VI B,

Product Category

[jp 1=1 {jp-product-category) v] [ Add ]

Remove

jp 1-1 [jp-prod
jp 1-2 [jp—prod.

= Ingredient D—E M 5:ERLIZLa—FHEIBREN D,

@ WEMETLELIOKIREVEIIVIT S,
Edit Review (3]

Manufactured Product:  Manufactured Product-#A

Review Root I : d2504a31-fH05-4170-9b 15-f95296d 5 161
Statuz Code : zugpend -
Applicant : Applicant-#&
Ineredient
Ineredient JP Substanc..  CodeSyste.. #Add
Ineredient 1 jpjan jp—zubstan...
Ineredient-A

Product Category

ij 1-1 {jp-product-categary) - ] Add

ip 1-1 [p-product-category]
jp other [jp-product-category]

==

FReview Summary |EIEIZRE S,
Review Summary EI@

Manufactured Product Applicant Status Code ‘

Manufactured Products Applicant? active
Manufactured Product-& Applicant—#& active
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10.3.2 Z8EFEHD Review Zsuspendl T3
{ER LTz Review ZHIBRI HHBE . Tsuspend I1ZERE T B,

[Review Summary |EIE A SRET L a—FZEIRL. [Edit] RE2E9)vIT 5,
F=lE. La—FEFITNLIVVIT 5B,

Review Summary

note: 1.

@

F=NECE =x3

Manufactured Product Applicant Status Code

Manufactured Product2

[ Edit ] Add ] [ Remave ] [ Litecycles ] [ Cloze ]

@ TEdit Review | EIEHEAKD T, Status Code |Zsuspend JIZEEL. [OKIRZ2LEHvIT B,

(2]

Edit Review

Manufactured Product :

Manufactured Product?

Feview Foot 1D : cliec?iie-radb-d4e24-b7e?-2ochice Foe O
I Status Code : [suspend v] |-
Applicant : Applicant?
Ineredient /
Ineredient JP Supstanc..  CodeSyste.. #Add
Product Category \
[jp 1-1 {jp-product-category) \ v] Add
\

—> KOyI A ouhiblsuspend & BRI 3,

©)

[Review SummarylBEEIZRY . lStatus Code 1A suspendl&ER RSN D,

Review Summary

[o]l e ]

Marufactured Product

Marufactured Product?
Marwfactured Product-£&

Applicant

Applicant?
Applicant-&

Status Code

active




eCTDV4.0 7 A Y —)L
M EL BIETIEE (5 2.0 ) Page 73 of 197
10 E

[Edit Review] Review Z#E4 % | #17H | 2015/4/10

10.4 [Remove] Review #% B9 %
B 8% FH D Review ZHIRT 5.
note: 1. ARIETHHBAI BHIE (Remove) &TEdit Review IBEIE R TR E T %I Status Code=suspend | (&3 bk

NELS,
HIF& (Remove) (L O—R T LBIREITLN., EBEE I, ED SubmissionUnit THHEIBRT HZ&
WTES,

l'Status Code=suspend |l&. lactive | TEEEL 7= Review ZBARIIIZIsuspend 9 %,

@ TReview Summary |BEIE M SHIRT HLa—K%EIRL, [Removel K2 %S w53 5,

Review Summary EI@
Manufactured Product Applicant Statuz Code
ER
[ Edit ] [ Add [ Remove ] Lifecycles ] [ Close ]

@ UTOAvtE—SHARFTENDZDT, ABEFHEZELIOKIRELES)YIT D,
HIfgZERIETBEEIE. [FrovIL]REUED) 9T B, DIZRED.

Delete Review @

§ Once you delete a review, could not unde this operation.
&' Do you want to delete?

| oK | l i ]

= ERLI-La—FHEIBREH . TReview Summary |EIEICRE 5,
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Review DZEBREEFERT .
@ TReview Summary | C[Lifecycles]/RA &0 voF B,

Review Summary = =R
Manufactured Product Applicant Statuz Code
Manufactured Praduct] Applicant1 active
I Edit J I Add J [ Remove I Lifecycles Clase

@ TReview Lifecycles]BEIEMN RTINS,

Review Lifecycles EI@
Sequen.. Manufactured Product Root ID Cperati.. Item Value
1 Marwfactured Product1 ealifded-dd47..  MNew MarufacturedProduct Manufactured Product]
1 Marwfactured Product1 ealifded-dd47..  MNew StatuzCode active
1 Manufactured Product 1 eal@fded-dad7..  MNew Applicant Applicant 1
1 Manufactured Product 1 ealfided-d8d47..  Mew Ingredient Tneredient 1
1 Manufactured Product 1 ealBlded-ddd7..  Mew ProductCategory jp1-1
2 Manufactured Product1 =alf9ded-d847..  Update Ineredient Tneredient | neredient 2
2 Manufactured Product 1 ealBlded-d847..  Update ProductCategary jp1-1jp 1-2
2 Marufactured Product? B3dafd30-830c..  Mew MarufacturedProduct Manufactured Product?
2 Marufactured Product? B3dafd30-830c..  Mew StatusCode active
2 Manufactured Praoduct2 53dafd39-830c.  Mew Applicant Applicant2
2 Manufactured Product? h3daBd39-836: Mew Tneredient
2 Manufactured Product? 53daB439-236c e ProductCategary
3 Manufactured Product 1 ealifded-ddd7?.. Update StatuzCode zuzpend
3 Manufactured Product? 53dafd39-836c..  Update Theredient Tneredient 1
3 Manufactured Product? 53dafd39-836c..  Update ProductCatezory jp 1-1
Close

note: 1. HIB&(Remove) LI=La—FDEEB(IRTRSINEL,
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11. 774V EZRTH

AETIL CoU /—RIZTFANEZHET =D DERTREFEICOVTRET 5.

CoU /—KIZDUL\TI&. 16.3.4 eCTD Tree &7 A1, [7./—KRIZDWTIZ S,

11.1.1 FSvJ&kFoyy
CoU /—RIZT7AINEZEZT HIBEIL. XOADRSYY &ROVTEL D,
T7AINEROYTTESERIE. LT D 2 Eft. EELDEFRICKAYTLTHEERIIRLC LS,
+ eCTD Tree @ CoU /—F®D L
- XEI7AIL—E

T4 1P eCTD Test Tool v1.0 [Edit] = EEm==|

Eile Edit View Help

: } : ] ) : Ee I

|l Save | Edit eCTD Extension | Edit Review | Keyword Definition Lifecycles | Edit Rep I§77’f}b_ﬁ_ ionUnit

ML |M2 M3 |m ms || Expand All | Collapse All || Group Title ||| InfoPanel

eGTD Receipt Number 270105001 Coll Code Se.. Group Title Priorit.. D
Application Extension ID: 270105001

Submigzion Extengion ID 270105001

SubmigsionUnit Extension ID: 270105001-1

Sequence Number : -
eCTD Tree

Current View |

= m3 quality
=8 m32 body of data
mi2s drug substance
: m3.2p drueg product
= m3.2a appendices
: ich 32a.1: m32a.1 facilities and equipment
ich 32a.2: m3.24.2 adventitious agents safety evaluation |4
m32ad excipients
ich 3.2r : m3.2 v regional information
ich 3.3 m.3 literature references
= mé nonclinical study reports
El md.2 gtudy reportz
E| md 2.1 phamacology
: ich 42.1.1: m42.1 1 primary pharmacodynamics
ich $2.1.2: m42.1 2 secondary pharmacodynamics
] I

eCTD Tree @ CoU /—k®d L[ NEIFAIL—EZRSvH & KOS
R =D S

T7AIVERSYT &ROYTLESELT eCTD Tree PXEI7AIL—EITYIRKRAIUE2EEDLEDE, T IRKRA
VEDIIRDED S,
TIRARAVEDIIRNDTFAIVNBERTED/ — KO B TELRWN/—FhZHIBTHIENTES,

FOvFL&ESELI-BED -
TYZRRL DR =
N TORKRABED /—RIZT7 A A BETCEBEERT .
= KRy T$BoETI7AILABEEND,
S TYIRRAVBED /—RIZETFA LN BHTERNLEERT,
ROy T $BET7(LDERMERENS,
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11.1.2 I74ILOEHER
BEOIT7AIIVERIRLTRSYY &FOYTF 52 ELTEETH DAY, Priority Number (& Windows I SES Tz
T7AIDIEETHRESIND,

b fo o
hoofiag v &+ POF T7AIVEEHEIRLT,

I70ME) ®EE FRW” | CoU/—RIZRSvY &RAYT,

3

&

T file1.pdf \ _
X file2. pdf oy ieh 230 m23 introduction eCTD Tree IZRREINDIEEF L.
X file3. pdf ----- 5 m2.3 introduction[Mew] Windows I ESNF=T77MILDIEE LTG0,
T filed.pdf . ma 3 introduction[New] EDXETFAILICICEDT7AILBERESN TS
%::22E3: Lo kE m23 infroduction[New]  DME. i

g b HARA>® Document Properties THEFET 5,

11.2 Z274IIZDT

CoU /—RIZZEEFTBI7AILIE. LLTD 2 AIZBEVWTEENBETHD,

1) 77141L%
HAKTAHILENELCELS CoU /—RIZIE, BLCARIDI7MILEZERT HIEIETELLY,
BELEVWKSICELSE 7ML EF T,

. Output Path : m4/421-phm
= md.21 phamacology . .
S ich #2101 - mé 2.1 1 primary pharmacodynamics / Output Filename :_filel.pdf
*"_‘]Eq mé.2.1 1 primary pharmacodynamics[Mew]
ich 4212 md.2.1 2 secondary pharmacodynamics Output Path : m4/422-pk
- ich 4213 : m42.1 3 safety pharmacology Output Filename : filel.pdf
- ich 4214 md 2.1 4 pharmacodvnamic drug interactions
£k md.22 pharmacok inetics HAORTAHIEINELDBEEE. BROT7AIVEEE
Bl ich 4221 md.22.1 analytical methods and validation reports FTEHRIENTES,
Lo *"_‘]Eq m4.2.2.1 analytical methods and validation reportz[Mew H j]ﬁj?}'}lz@ﬁﬂﬂ CEEIL. BENIT7AILDZ%IE
TRIELN,

2) HHDYER
T7AILIE, Windows D77 ILDT /T4 TRETAHEZABYBERIDFvIIENLTHLZE,

L filel.pdfF O/ 1 =
=8 POF [ tEau7s [ [ LEos-Uas
apa file 1 ool
i ILAEEE  Adobe Acrobat Dacument {pdi)
FlilIN Adobe Reader FEHIC)
1B C#eCTD¥FDF
HA7 144 KE (14786 )31 1)
T4AD L §
U:rwﬂ.: 16.0 KB (16,384 }i( |

PEREEF: AFIF21E. 154745
EshB e W4ETANE. 150649
FolzAHE:  2014EF 10F218. 154745

)2 [ClsxEmEmE [IEL» 1 [ EHEEED).

™~ FryohHhTNBIY
[ o [ Fedl || #@FEA

MERAHIMYERIOT74 L% CoU /—RIZ&E%9 S L. [Application, Submission, SubmissionUnit @ &l B&EFIZT7 7
1 ILZHIBRTE4 LV =8, [Application, Submission, SubmissionUnit] M &|I&EH TE4LY,
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11.3 I 7ML E&5%T D

CoU /—RIZT7AILDEERKEITI,

11.3.1 eCTD Tree [ZFAYF¥ 3

@ eCTD Tree ®AHYA—)L/\—T eCTD Tree # L F&H, I7 ML EZE%T S CoU /—RERRSETH,

"y IP eCTD Test Tool 1.0 [Edit]
File  Edit

|l Save | Edit eCTD Extension | Edit Review | Keyword Definition Lifecycles

View  Help

Edit Repeated Structure Keywords

(=)o =)

Add SubmissionUnit | _

M1|M2 M3 wlms Expand All | Collapse All || Group Title | | InfoPanel

eCTD Receipt Mumber : 270108001 CoU Cods Se.  Group Title
Application Extension 10 : 270105001
Submission Extension 1D : 270105001
SubmissionUnit Extengion ID - 270105001-1
Sequence Mumber :
eCTD Tree T

Gurrent View

Priorit.. Dac

=- m3 quality -
- m3.2 body of data
md2s drug substance &
m32p drug product XOD_)L/ \_—G
= m32a appendices
: ich 32a.1: m32a.1 facilities and equipment / eCTD Tree éigg)j
ich 3242 m32a2 adventitious agents safety evaluation f= 4
m32ad excipients
ich 3.2r : m3.2 r regional information
ich 33: ma3 literature references
= m# nonclinical study reports
= md.2 study reports
=~ w421 phamacolozy
ich 4.2.1.1: m4.2.1 1 primary pharmacodynamics
B ich 4.2.1.2: md 2.1 2 secondary pharmacodynamics i
« T " i m = v
note: 1.

1TV, CoU /—RZERRIETHLZE,

@ T7MILERSYS L. eCTD Tree M CoU /—RIZYHRRAU M EEHE S,
TYRARALEADRIRD % [2Zh-ot=-rkavTd 3,
==

T7AIVERSYY LIIRRETIE eCTD Tree 2RYAO—/LT B EIFTELLE=SH ., BRICDODIEHE

4/ IP eCTD Test Tool v1.0 [Edit]
Eile  Edit
|l Save | Edit eCTD Extension | Edit Review

View  Help

ik i " e ik

Keyword Definition Lifecy

mlm: M3 mlms Expand All | Collapse All || Group Title | | InfoPanel

elTD Receipt Number : 2701085001

Coll Code Se..  Group Title

RORARAVEMNES &,

Application Extension ID : 270105001

Submission Extenzion ID 270105001

270106001-1
Sequence Mumber : 1 / - ]

Gurrent View /

= md quality -
B mi2 body of data

mi s drug substance
m3.2p drue product

a--l memar I

mi2ad excipients
ich 3.2r: m32 r regional information
ich 3.3: m3.3 literature references
=} mé nonclinical study reports
El mé.2 gtudy reporte
=] md 21 phamacology
i ich 4210 md21 1 primary pharmacodynamics

- ich 42.1.2: md 2.1 2 secondary pharmacodynamics i
] I + — ]

SubmissionUnit Extension 1D -

M CoU /—RL&THERT 5,

FSvT &bknyr

luation [=

ARA2D CoU /—REEESNS,
eCTD Tree B MY IKWMGE (.

Priorit.. Dat

= [Error JE@A RN -15E QIZHEL,
[getSHA256String IBEE ALV =156 : DIZED
l'User Defined Controlled Vocabulary JEIEIZR>1-15 & : ®IZHED,
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® LT OlError]EBIEABLIZE L. HA%EAREL CoU /—RIZEZDT7A LA TICEF I TN,
[OKIRELEDY DT B, DIZRS,

Error

==

|0| The same file name already exists in this directory.

@ LITDlgetSHA256String JEIE M BV ZIHEE (X, BERLIZI7MIIVIZITGRARYERIOFZEN SN TS,
[OKIRZUED) 9T B, BIZED,

getSHA2565tring

X

JTR 'Cr¥eCTDEPDR¥lel.pdf ~DF S EAMESENELR.

FRICHIT H& CoU /—RDFITXET7AILHRTENS,

4 1P eCTD Test Tool v1.0 [Edit]
Eile Edit View Help

Edit Repeated Structure Keywords

(=N N8 s

Add SubmissionUnit

|l Save | Edit eCTD Extension | Edit Review | Keyword Definition Lifecycles
ML |M2 M3 | M4 |M5 Expand All | Collapse All || Group Title ||| InfoPanel

eCTD Reoeipt Number : 270105001
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Edit Repeated Structure Keywords [ = | 2
235 |ao5 | 28F sap [32a8]273 [s535 |
Product Product Manufacturer Marufa Dozage form Dozage form
PRODO0T Product..  MANUDDT Manufa..  DOSAD0T Dosage Forml
PRODOOZ Product..  MANUDDZ Manufa..  [MULL] [MULL]
©
N
(2)
D —%
@ EfTREY
(—E
No. HA4 RTAE
1. |Product Product Ml Keyword Code |Z &~
2. | Product Description Product Ml Keyword Description 1% % 7K.
3. |Manufacture Manufacture Ml Keyword Code |& %R,
4. |Manufacture Description Manufacture Ml Keyword Description 1% & 7~
5. |Dosage form Dosage form D IKeyword Code 1% &K .
6. |Dosage form Description Dosage form M I'Keyword Description %% R,
[EfTREV]
No. HBA RTEHAE
1. |Edit 2.3.P AT TIHERATELL,
Add FHICRYEBEL/—FFEMT 5,
[Add]IRZZED YV $BE. TAdding 2.3.PIEE A E<,
3. |Remove —ETERLTVALO—F{#@YRL/—F) ZHIRT 5,

X #YEL/—RE TIZEZE SubmissionUnit TEELI-XZEI7/ILHF
ET 58S, [Removel REVIZFEMEL S,
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o o 12 [ Edit Repeated Structure

Keywords] # Vi L / — R&E{ERRT 5 JEATH | 20154710

(2) Adding 2.3.P EE

Adding 2.3.P e
Product
[Productname 1 -
Code PRODO0OY
I CodeSystemCID : 216840.0.11388330802 2 1yy
Cl_ ) Manufacturer
[ Manufacturer1 -
Code MANMLDOT
CodeSystemOID : 2A6840.0.113883.3.968922 1 1yy
Dozage form
= =
Gode DosANN
CodeSystemOID : 216.840.1.113883.3.98022. 11wy
© e
® HEEBE
@ EfTREY
[BREEH]
No. | HE% | Bt | = | oA | Fr-RENE
Product
1. |Product Foy7” CodeSetlUser Defined Controlled Vocabulary > KWDef
89y Description=product > Keyword Description %% <,
2. |Code TEAM | B EiREN 1= Product MTKeyword CodelZ &R,
w92
3. |CodeSystemOID TEAb | A BIRENT= Product DTKeyword CodeSystem OID | &R 7R
K992
Manufacturer
4. |Manufacturer boy7” CodeSetlUser Defined Controlled Vocabulary > KWDef
a9y Description=manufacturer > Keyword Description 1% & .
5. |Code THAN | AT FEREN 1= Manufacturer D TKeyword Code |Z &R,
K9IR
6. |CodeSystemOID TH¥AL | A #EIRE N 1= Manufacturer M TKeyword CodeSystem OID j% %
K92 o
Dosage form
7. |Dosage form Fay7’ CodeSetl User Defined Controlled Vocabulary > KWDef
4y Description=dosage form >Keyword Description | %K,
8. |[Code TEAb | A BIREN 1= Dosage form DIKeyword Code 1% &R,
K992
CodeSystemOID TEAM | A #iREN 1= Dosage form DIKeyword CodeSystem OID 1%
K992 o
[EfTREV]
No. RE% HEEME
OK —E~DORBUEEETT S,
Cancel HEFERETHHELTIAMIng 2.3.PIEE#FAL. [Edit Repeated Structure Keywords &

HICRS,
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= 12 [ Edit Repeated Structure .
4 . . 2015/4/10
Keywords] #ViRL / — REERRT 5 TR
12.2.5 3.2.P EIH
(1) Edit Repeated Structure Keywords &l
Edit Repeated Structure Keywords =N ===

235|225 [23p | 32F [3283]273 535 |

Product Product Descrip..  Manufacturer Manufacturer .. Dosage form Doszage ..

PRODONT Product MName 1 MAMLIDOT Manufacturer1  DOSADN Dozage

PRODO0D2 Product Name? MANLDD2 Manufacturer?  [MULL] [HULL]

©
N
(2) Add
oK Cancel
D%
@ RfTREY
(—%]

No. HE% REAR

Product

Product Ml Keyword Code %%~

Product Description

Product @l Keyword Description |Z &~

Manufacture

Manufacture M IKeyword Code 1% &K<,

Manufacture Ml Keyword Description 1% & 7~

Dosage form

Dosage form M IKeyword Code 1% %R,

1
2
3
4. |Manufacture Description
5
6

. | Dosage form Description

Dosage form ?I'Keyword Description 1% % 7K.

[EiTHREV]
No. HB4A RTAE
1. |Edit —ETERLTWSLO—FERET S,
¥ 3.2.P4/3.2.P7/3.2.P83ERETHENTES,
2. |Add IR YIRL/—FEEBINT 5,

[AddIREUEHvo 3 BE, TAdding 3.2.PJETEAERKL,

3. Remove

—ETERLTWSLI—FHYRL/—RF) ZHIRT 5.

X #YRL/—KRE TFIZEZE SubmissionUnit TEEFLI-XEZE 7/ ILHF

7955 EIE. [Removel RAVITEM LGS,
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12 [ Edit Repeated Structure

Keywords] # Vi L / — R&E{ERRT 5 JEATH | 20154710

(2) Adding 3.2.P EE

Adding 3.2.P @
Product
lProduct Mame | v]
Code PRODO0OY
I CodeSystemCID : 216840.0.11388330802 2 1yy
Cl_ ) Manufacturer
[ Manufacturer1 -
Code MANMLDOT
CodeSystemOID : 2A6840.0.113883.3.968922 1 1yy
Dozage form
Dosage Formi -
Gode DosANN
CodeSystemOID : 216.840.1.113883.3.98022. 11wy
32P4
Excipient Excipient Dezscription Add
EXCI001 Excipient 1
[MULL] [MULL]
32P7
Crantainer Container Description Add
CONTOO01 FTP Sheets
[MULL] [MULL]
32P83
Stability Stability Description Add
STABON Stability 1
[MULL] [MULL]
2 oK Cancel
@ B&EEEB
@ =Ry
[5REHEE]
No. | HE% | Bt | £F | 4 | FR-BENE
Product
1. |Product bRy7” CodeSetlUser Defined Controlled Vocabulary > KWDef
a9y Description=product > Keyword Description 1% & %o
2. |Code THAM | A #IREN 1= Product MDTKeyword Code & &R,
K992
3. | CodeSystemOID TH¥AL | A RSN 1= Product D TKeyword CodeSystem OID &K 7R,
K92
Manufacturer
4. | Manufacturer Fay7’ CodeSetl User Defined Controlled Vocabulary > KWDef
V) Description=manufacturer > Keyword Description | &% Ko
5. |Code T¥AL | AH] EIREN 1= Manufacturer D IKeyword Code 1R Ko
K92
6. |CodeSystemOID TEAb | A BIREN = Manufacturer MTKeyword CodeSystem OID |% 5%
K992 o
Dosage form
7. |Dosage form boy7” CodeSetlUser Defined Controlled Vocabulary > KWDef
Y Description=dosage form >Keyword Description1%%& R,
8. |Code TH¥AL | A FEREN 1= Dosage form D IKeyword Code & FK R,
K9IR
9. |CodeSystemOID TH¥AL | A EREN 1= Dosage form D IKeyword CodeSystem OID %K
w92 o
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=] IE% Jefs .
s BETFIEE ( # 2.0 Jif)
12 [ Edit Repeated Structure %770 | 2015/4/10

Keywords] # VKL / — RE{EKRT D

[EfTHREV]
No. Ra £ PREMEE
1. |OK —E~ORBUEERITT S,
Cancel FEEHRZEIHZEL TIAding 3.2.P1EE#FAL. NEdit Repeated Structure Keywords |
HIZR%.
(3) 3.2.P.4/3.2.P.7/3.2.P.8.3 EIE
Adding 3.2.P [
Product
Product Mame | v]
Code PRODO0OY
CodeSystemCID : 216840.0.11388330802 2 1yy
Manufacturer
Manufacturer 1 -
Code MANMLDOT
CodeSystemOID : 2A6840.0.113883.3.968922 1 1yy
Dozage form
Dosage Formi -
Gode DosANN
CodeSystemOID : 216.840.1.113883.3.98022. 11wy
32P4
Excipient Excipient Dezscription Add
EXCIN0N Excipientl
[MULL] [MULL]
N 4
G) 32P7 <.9
Cicantainer Container Description Add
CONTOO01 FTP Sheets
[MULL] [MULL]
32P83
Stability Stability Description Add
STABON Stability 1
[MULL] [MULL]
® —5
Q@ EfTREY
(—E]
No. | HE# ETHRE
3.2.P4
1. |Excipient Excipient M Keyword Code 1% % Ko
2. | Excipient Description Excipient ®I'Keyword Description 1% %R,
3.2.P7
3. |Container Container M TKeyword Code 1% &R,
4. | Container Description Container M I'Keyword Description 1% &R
3.2.P8.3
5. | Stability Stability ®I'Keyword Code 1% %Ko
6. | Stability Description Stability 0 'Keyword Description 1% % 7R
[EiThEU]
No. HE4 EHNSES
1. |Add FHICRYIRL/—FEEMT S,
3.2.P4 M[AddI B %) w9 B, TAdding 3.2.P.4EIE AR,
3.2.P.7 ®[AddIRE %)Y F %, TAdding 3.2.P.7 JEE AL,
3.2.P.8.3 M[AddIREL %D vIF H&. TAdding 3.2.P.8.3 EEAEH<,
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ﬂ la | BRIE IS (3 2.0 ) Page 94 of 197
= 12 [ Edit Repeated Structure .
Keywords] # Vi L / — R&E{ERRT 5 FEATH | 2015/4/10
No. EHEHA RTEHE
2. |Remove 3.2.P.4/3.2.P7/3.2.P8.3 D—ETERLTLHLa—F(#EYRL/—F) ZHl
k95,

X #YiEL/—KRE TIZEZE SubmissionUnit TEEFLI-XZE 7/ ILHTF
TET B15EI1%. [Removel RAVIZESN LB,

(4) Adding 3.2.P.4/Adding 3.2.P.7/Adding 3.2.P.8.3 £% i B
Adding 3.2.P.4 @
Excipient

[ Excipient 1

G‘ Code

CodeSyetemOID -

EXCI001
JAG240.0.113882 208020 1 1y

Adding 3.2.R.7

=3

Container

=)

~ [Gnnta inet 1
1 ) Code
=

CodeSystem(ID :

CONTOOT
2AG840.0.113882208022 1 1y y

2 ) o ] (o

Adding 3.2.P.8.3

Stability

N [Stability1

-]

()

Code

CodeSystem(ID :

STABON
2168400113883 2989220 1y y

=

2) [ ] [Comesl

® HEEBE
@ EfTREY
(2EEE]

No. | HEE% | Bt |2 | w4 | Er-RENE

Adding 3.2.P.4

1. |Excipient Foy7” CodeSetlUser Defined Controlled Vocabulary > KWDef
a9y Description=excipient > Keyword Description |Z%& <,

2. |Code TXAM | B EiREN 1= Excipient O Keyword Code |Z &R,
K92

3. |CodeSystemOID THAN | AT FEREN 1= Excipient DIKeyword CodeSystem OID 1% &Ko
w992

Adding 3.2.P.7

4. |Container Fay7” CodeSetlUser Defined Controlled Vocabulary > KWDef
ELV, Description=container > Keyword Descriptio |Z & R,

5. |Code TH¥AL | A FEREN 1= Container MIKeyword Code %K R,
K9IR

6. |CodeSystemOID TEAb | A FEIREh 1= Container MIKeyword CodeSystem OID | & R,
K92

Adding 3.2.P.8.3

7. | Stability Foy7” CodeSetl User Defined Controlled Vocabulary > KWDef
Yy Description=stability > Keyword Description &%~

8. |[Code TEAb | A FIREN 1= Stability D Keyword Code |% &R
K992

9. |CodeSystemOID TH¥AL | A FEREN 1= Stability DKeyword CodeSystem OID 1% &Ko
K9IR
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S 12 [ Edit Repeated Structure J47H | 2015/4/10

Keywords] # VKL / — RE{EKRT D

[EfTHR2V]
No. Rav % HEEE
1. |OK —E~ORBUEERITT S,
Cancel BREFEREHZEL TEIAding 1B EZFL. Adding 3.2.P1EEICRS,

12.2.6 3.2. A3 EMm
(1) Edit Repeated Structure Keywords &

Edit Repeated Structure Keywords EI@
235 |825 [2ap [aap | 2243 (273 [535 |
Excipient Excipient Description
EXCION Excipient1
[MULL] [MULL]
(1)
N
(2)
-
=
Q@ R4y
(—%
No. HE% RTEHAE
1. |Excipient Excipient M 'Keyword Code 1% % Ko
2. |Excipient Description Excipient M 'Keyword Description 1% <o
[EfTHR2]
No. HB4 e L
Edit 3.2. A3 AT TIEFERATERLY,
Add FRICRYIRL/ —FZEEBINT 5,
[AddIREZEH)vHF B L. TAdding 3.2.A.3 JEEHEAL,
3. |Remove —ETERLTWALO—F(#BYRL/—R) ZHIRT 5,
X #2YIRL/—FE FIZ@ZE SubmissionUnit TEERLE=XET7MILHE
ET5EEI%. [Removel REV T EM &S,

(2) Adding 3.2.A.3 EIE

Adding 3.2.A.3

Excipient

[Excipienﬂ v]
1
Code EXCIN0T

CodeSystemOID : JAG240.0.113882 208020 1 1y

OIESE==

@ #ZHEBEE
@ EfTREY
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12 [ Edit Repeated Structure

Keywords] # Vi L / — R&E{ERRT 5 JEATH | 20154710

[BREEH]
No. | HE% | Bt | = | oA | FR-RENE
Excipient
1. |Excipient Fay7 CodeSetlUser Defined Controlled Vocabulary > KWDef
'y Description=excipient > Keyword Description 1% &R,
2. |Code TH¥AL | A FEREN 1= Excipient DKeyword Code & F& R,
K92
3. |CodeSystemOID TEAb | H] BIREN 1= Excipient DTKeyword CodeSystem OID JZ &Ko
K92
[EfTREV]
No. Rav 4 PREMEE
1. |OK —E~DORBUEEEITT S,
Cancel SR EFIREKRZEL TIAdding 3.2.A.3EEZ L. MEdit Repeated Structure Keywords |
BEEIZRS,
12.2.7 2.7.3 E@A
(1) Edit Repeated Structure Keywords &
Edit Repeated Structure Keywords EI@
235 [azs [a23p [asp [a2a3] 273 [535
Indication Ihdication Description
INDIONT Indication 1
[MULL] [MULL]
(1)
N
(2)
QK Cancel
—&
@ EfTREY
(—%
No. HE4 EHNSES
1. |Indication Indication M TKeyword Code %X R,
2. | Indication Description Indication M Keyword Description | & %R,
[EiThEV]
No. HBA RTEHAE
Edit 2.7.3 8T TIREATERLLY,
Add FRIRYERL/—FZEEBINT 5,
[Add]IRAZED v FBE, TAdding 2.7.3 1 EIE A E<,
3. |Remove —ETERLTWLALO—F{#YRL/—F) %HIRT 5,
¥ #BYIRL/—FETFIZEZE SubmissionUnit TEERLIZXEI7MILHE
T B5E . [Removel RAV L ESh LS,




eCTDV4.0 7 A Y —)L
M L fi{/ﬁ%mﬁ% éi ZORH}Y—\) ted Struct ke
i epeate ructure -
Keywords] # ¥ i LF; — REAERT 5 JEATH | 20154710
(2) Adding 2.7.3 EIE
Adding 2.7.3 @
Indication
Ihdication1 -
G Lode INDIOO1 I
CodeSystem(ID : 216840.1.113883.398022 1 1yy
2
® HZEEHE
@ =EfTREy
[BREEH]
No. | HE% | Bt | 2% | 24 | ER-BENE
Indication
1. |Indication Fay7 CodeSetlUser Defined Controlled Vocabulary > KWDef
EV, Description=indication > Keyword Description 1% & .
2. |Code TH¥AL | A RSN 1= Indication DTKeyword Code | F Ko
K9IR
3. |CodeSystemOID T¥AL | AH] EIREN 1= Indication D Keyword CodeSystem OID |Z &R,
K92
[EiThEV]
No. RaV % BEEMEEE
1. |OK —E~ORBUEEEITT S,
Cancel R EHRERELTIAIding 2.7.31EE%/EILC. NEdit Repeated Structure Keywords 1]

HIZRS,

12.2.8 5.3.5HH
(1) Edit Repeated Structure Keywords &l

Edit Repeated Structure Keywords =N ===
235 |325 |23 |32 |s2a3[2za [ 535 |
Indication Indication Description
INDIOO1 Indication1
[HULL] [NULL]
-
{ 1)
N
(2)
BE
- R
@ EfTREY
BE
(—&
No. HBE4 RTNB

1. |Indication Indication Ml Keyword Code 1% &R,

2 Indication Description Indication @l Keyword Description 1% %<,

[RfTHRE]

No. HBA RTHB

1. |Edit 5.3.5 2T TIEERATELLY,
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12 [ Edit Repeated Structure
Keywords] # VKL / — RE{EKRT D

FEATH | 2015/4/10

No. HB4 RTEHE

2. |Add FRIZREYIRL/—FEEMT 5,
[AddIREEHvo T BE, TAdding 5.3.5 JETEAERL,

3. |Remove —ETERLTWALO—F(#YRL/—R) ZHIRT 5,

X #UYRL/—RE TIZEZE SubmissionUnit TEELI-XEZE 7/ ILHF
ET B15EI1%. [Removel RAVIZES LB,

(2) Adding 5.3.5 Bl

Adding 5.3.5

Ex3

Indication

=

[ndicationt
1
Code INDIOO |

CodeSystemOID :

216840.1.113883398922 1. 1yy

2 ) oK ) (omesl

@® &EEEB
@ EfTREY
(ZREHEA]
No.| HE% | Bt | 2% | 24 | FR-BENE
Indication
1. |Indication FRy7” CodeSetlUser Defined Controlled Vocabulary > KWDef
a9y Description=indication > Keyword Description 1% & 7.
2. |Code THAN | AT FEREN 1= Indication DIKeyword Code 1 & F Ko
K992
3. | CodeSystemOID THAN | H FEREN 7= Indication DIKeyword CodeSystem OID 1% &R,
w92
[EfTREV]
No. Ra £ PREMEE
OK —E~NORBUEERITT S,
Cancel ERTE

HEFEHREMELTIAdding 5.3.5 1EIEZFAL. [Edit Repeated Structure Keywords &l

HIZR%.
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S 12 [ Edit Repeated Structure J47H | 2015/4/10

Keywords] # VKL / — RE{EKRT D

12.3 Repeated Structure Keywords Z g3 %
BYIRL/—FDERFIEIL. [3.2.512ATRET 5.

12.3.1 [AddIHHRIHRYRL/—FEZERTS

@ FT(E.eCTD Tree H5 m.3.2.s DIFEEMHERT 5,

=~ mi2 body of data

© e m32s drue substance BYRL/—RAMER SN TULVERLVIRRE
m3.2p drug product

@ TEdit]E@EDA*=a1—/\—h\i5 [Edit] —Edit Repeated Structure Keywordsl1Z5J w99 %,
Ff-1&. Y—JL/N—®D [Edit Repeated Structure Keywordsl?RZ> &5 v99 %,

% IP eCTD Test Tool prototype v0.1 [Edit] [= =] =]
File Edit View Help

|l Save | Edit eCTD Extension | Edit Review = Keyword Definition Lifecycles] = Edit Repeated Structure Keywords dd SubmissionUnit | Generate eCTD

@ TEdit Repeated Structure KeywordsIBIEMD[3.2.5127%91)v9L. 3.2.S 2T D [AddIRZ2EH)9v9IT B,

Edit Repeated Structure Keywords EI@
[2aq 325 [dar [32p [32a3]273 535 |
Substance Substance Description Manufacturer Manufacturer Description
>
@ TAdding 3.2.S1EE® I Substance & Manufacturer 1R E S 5,
Adding 3.2.5 [l
Substance
L 3 |
Code
CodeSystemOID :
Marwfacturer
L ) |
Code
CodeSystemOID :
325793
Stability Stability Description #dd
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= 12 [ Edit Repeated Structure J47H | 2015/4/10

Keywords] # VKL / — RE{EKRT D

® 3.28.7.3 %I BBAK. [AdAIRELES) YIS B,
Adding 3.2.5 ==

Gubstance

[SubstanceW v]

Gode : SUBsn01
GodeSystemOID : 2168401 11386833968922 1 1yy

Manutacturer

Manufacturer | -

Gode : MANLDOT
GodeSystemOID : 216840 1113883398922 1wy

32573
Stability Stability Description l HAdd

® TAdding 3.2.5.7.3]EE® Stability #%EL. [OKIRE2LES)vHT S,

Adding 3.2.5.7.3 [l
Stability
| [Stability 1 - |

Code STABON
CodedyetemOID : 216840.0.1138833989.22.0 1y y

Cancel
= [lError JE@A RV -5E  DIZHED,
FAdding 3.2.SIEIEICR>1=15& : ®ITED,

@ LT OlError ] EIEARLV-EE L. BREADLI—RE—HLTLVS, NEEZHERLIOKIREVESvY
I%,B8IZR%,
Error @

|8] Could NOT add an existing keyword.

[Adding 3.2.SIEEIZRE--15 &%, 3.2.5.7.3 D—EIZEBML-ABNERTEIND,
H(Z3.28.7.3FEBMTB5581%. BIZRS,
3.2.8.7.3ZBMLAENEEIE. [OKIREED) YT B,

Adding 3.2.5 [

Gubstance

[SubstanceQ v]

Gode : SUB5002
GodeSystemOID : 2168401 11386833968922 1 1yy

Manutacturer

Manufacturer? -

Gode : MANLIDO2
GodeSystemOID : 216840 1113883398922 1wy

32573

Stability Stability Description HAdd

STAENDT Stability 1
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. eI (52,0 150 Page 101 of 197
= 12 [ Edit Repeated Structure %47H | 2015/4/10

Keywords] # VKL / — RE{EKRT D

= TError |BIEMBALV=15 S QITH D,
l'Edit Repeated Structure Keywords |EIEIZR>1=1546 : OIZHED,
@ LUTOlErrorJEIEAEAL-3HE L. Substance J&TManufacturer DA EHE TEFEAHDLI—REE
BLTLS, NBZEREELIOKIRZVEI)vIT 5, QIZRS,
Error (=3

|"6] Could NOT add the combination as same as existing.

l'Edit Repeated Structure KeywordsJEIEIZR>1-15& (X, —EITEBMLE-RBENRTEINS,
B(Z3.2.SZEMT H5HEF. QITRD,
BEMNTET LGS, [OKIRFVEI)v IS B,

Edit Repeated Structure Keywords EI@
[235 | 325 |2sF [s2p [32a3]273 535 |
Substance Subgtance Description Marufacturer Marufacturer Description
SuBsant Substance 1 MANLINDT Marufacturer 1

note: 1. T[Edit Repeated Structure KeywordslBE®D [OKIRALED) VT BHIETHRYEREL/—FHVER
b,
E£4TEBLTO[OKIREL EL DT80, HIZIE, 2.3.5S ZEEE L4, #KI+T 3.2.8 Z&&EL. [Edit
Repeated Structure KeywordslE & T[Cancell R 91wy 9 5L, 2.3.S &£ 3.2.5 DFREABH
WEIND,

@ TEdit Repeated Structure Keywords JEIEAEAL . eCTD Tree M m.3.2.s D/ —RIZ#EYIRL/—FHAMERSH
%,

B mils drug_substance
IB # substance: Substance!l manufacturer: Manufacturer 1 I BYURL/ —F
LT B made] general miormaton
b ich 32211 : m32z1 1 nomenclature
ich 32512 :m322.1 2 structure
ich 32213 : m32z.1 3 general properties

B m3Jdz.73 stability data
[5- % stability: Stability1 | #YRL/—F
B ich 32273 : m32=73 stability data

note: 1. Keyword #HEH T ITHEYERL/—FEERLIZEE . EYIRL/—FIZ[NULL]ER RSN D,

Sl m32s drue substance

I = * substance: [MULL] manufacturer: [MULL] I BYRL/—F
= m32z.1 general information

ich 32211 : m32=.1 1 nomenclature

ich 32212 m32=1 2 structure

ich 32213 : m32=.1 3 general properties
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12 [ Edit Repeated Structure

Keywords] # Vi L / — R&E{ERRT 5 FEATH | 2015/4/10

12.3.2 [Edit] FREEBDEYRL/—FEEMT S
AFIETIE. 3.2.5 DTFHIMEERE®D 3.2.5.7.3 I Stability D#EYIRL/—K#EBNT 3,

note: 1.

3.2.5 :
3.2.P :

ERLT=#&YIRL/—RIZR LT Edit BMTRBDIEUTDESY,

m3.2.5.7.3 M Add & Remove
m3.2.p.4 M Add & Remove
m3.2.p.7 M Add & Remove
m3.2.p.8.3 M Add & Remove

@ FTE. REQREEHERT D, LTOHITIE 1 D0 stability D#EYIRL/—FHNEFHET B,
- m32s 73 stability data

B

= ". =tability: Stability

ich 522758 midels stability data | TR EL/—FAV L OERESN TR

L m32=75 stability datalNew]

@ TEdit Repeated Structure Keywords |EIE D 3.2.5127%9)v93 %,

Edit Repeated Structure Keywords

= HoR =)

[2as] 325 feap [a2p [a2aafaza [535 |
| M|

® —EMbEdit $HLIA—RERRL. [EditlREVEIYVIT %,

Edit Repeated Structure Keywords

[F=3 NOH FxX5)

[23s | 325 |oap [22p [a2m3]a73 535 |

Substance

Substsnce Description

Minufacturer Minufacturer Description

SUBSIM

Substance1

MANLINDT Manufacturer 1 I

Edit | Add || Remove |

@ 3.2.5.7.3 M[AdAIREUED)YIT B,

Adding 3.2.5 (=3
Substance
Code SUBs001
CodedyetemOID : 216840.0.1138833989.22.0 1y y
Marwfacturer
Manufacturer 1
Code MANLINOT
CodeSystemOID : 216840.1.113883.398922.0 1wy
32573
Stability Stability Description #dd
STABON Stability 1 1
1La—krEHFINTNS
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Keywords] # VKL / — RE{EKRT D

® 3.2.5.7.3 @ Stability Z5&EL . [OKIRZLEI)VIT B,

Adding 3.2.5.7.3 (==
Stability

| [Stability2 - |
Tode STREN0Z
CodeSystemOID :  2.16840.1.113683.598922 1 1y \

= TError JETE@A LV -1E S ®ITED,
[Adding 3.2.SIE@EICR-1-15&  DIZED,
® LUTOTErrorBEABLV-IEE L. BBEEADLI—REEEL TS, ABREZRERLIOKIREVES v
T5. DR,
Error @

|®] Could NOT add an existing keyword.

@ TAdding 3.2.SIEIEICE>1-154& (&, 3.2.5.7.3 D—E(ZEBML=NBEN RTINS,
[OKIRZLED )V IT B,
Adding 3.2.5 [

Substance

Substance | v]

Code sUesom
CodeSystemOID : JAG240.0.113882 208000 1 1y y

Marwfacturer

Manufacturer 1 -

Code MANLIDDT
CodeSystemOID : 2AG840.0.113882208022 1 1y y

12573

Stability Stability Description Add

STABOIN Stability 1 e
STABON2 Stability2

Gancel

lEdit Repeated Structure KeywordsBEIE D [OK]RZLEH)v 9T 5,
Edit Repeated Structure Keywords EI@

[235 | 325 |2sF [s2p [32a3]273 535 |

Substance Subgtance Description Marufacturer Marufacturer Description
SuBsant Substance 1 MANLINDT Marufacturer 1

Cancel
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Keywords] # VKL / — RE{EKRT D

©@ TEdit Repeated Structure KeywordsEIEHEFL. eCTD Tree M m3.2.s.7.3 IZ#EYIRL/—RANEME D,
=4 m32z.73 stability data

= 7 stability: Stability |
[El, - ich 32273 m3.22.73 =tability data
ik

; m3.22.7.3 stability data(New]
2r | stability: Stability?
b ich 32273 : m32=7.3 stability data

EBMESNTARYRL/—F

12.3.3 [Remove] FERD#YIRL/—FZHIFRT S
AFIETIL, 3.2.5.7.3 O Stability ZHIFT 5.
note: 1. {EFL=#YIRL/—FIZXLTEdit MTABDIELUTDESY,
3.2.5 : m3.2.s.7.3 M Add & Remove
3.2.P : m3.2.p.4 M Add & Remove
m3.2.p.7 M Add & Remove
m3.2.p.8.3 M Add & Remove

2. HIRTA3BYIRL/—RICXET7AILNEBFIN TV EEEICIE, 8YIRL/ —F O HIBRE EF
IZXET7/1IILLEIBRENS,

D ZFFIX.BEDREEZHEDRT S, LTOHITIE 2 D0 stability DFEYRL/—KHFEET S,
E- 4 m3.2=.73 stability data

- 7 stability: Stability 1

- B ich 32378 m32s13 stability data
L m3 2273 stability datalMew]

:- ’_. =tabilty: Stabnlify 2
EI---,__ ich 32273 : m32=7.3 stability data

------ B ma 2273 stability data[Mew]

@ TEdit Repeated Structure Keywords |EIE D 3.2.5127%9)v93 %,

Edit Repeated Structure Keywords [foli® | ==
—

[23s | 225 |bar [s2p |32a8]273 535 |

@ —EM5Edit $HLI—RERRL. [Edit]l REVEY9IT %,

Edit Repeated Structure Keywords ===

[235 | 325 |2sF [s2p [32a3]273 535 |

Substance Subgtance Description Manufacturer  Manufacturer Description

SUBS001 Substance 1 MANLINOT Manufacturer 1

Edit | Add | [ Remove |
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Keywords] # VKL / — RE{EKRT D

@ 3.25.7.3 D—EMNSHIBRT HLI—FEERL. [Removel REVEI VI T B,
Adding 3.2.5 (==

Substance

Subgtance 1
Code SuBsnn
CodeSystemOID : 216840.0.113683.3.989.2.2 1y y

Marufacturer
Manufacturer 1
Code MANUODI
CodeSystemOID :  2.16.840.1.113883.3980.2.2. 11y y

32573

Stailit Stability Description fidd
STABO0T Stability 1

==
iR k/«

= Remove |ETEAFLV-15E BIZHELD,
[Adding 3.2.SIE@EICR-1-154 : ®IEL .
® LT OlError|EEABWLIEE L. BIBRLKLSEL#EYIRL /—FIZ, B2 SubmissionUnit TE L&
T7AILDEEINTD, COZEIE. BYRL/—FZHIBRT HILIETELGL, ABREHELIOKIRIV %
P)999 %, DITRS,
Remove @

Could not remove the selected keyword because it includes
Y document(s) that was added in previous sequence.

® TAdding 3.2.SIEEICR-=H& (X, —EALLA—FHEIBREN TS, [OKIREVEI)vIT B,
Adding 3.2.5 (m23m)

Substance

Substance 1
Code SUBs001
CodeSystemOID - 216.840.1.113893.3.989.2. 21y y

Marwfacturer
Manufacturer 1
Code MAMUODI
CodeSystemQID :  216.840.1.113883.3980.2.2 1 1y y

32573
Stability Stability Description #dd
STABN02 Stability2

BIFRS N =IRRE

Cancel
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Keywords] # VKL / — RE{EKRT D

@ TEdit Repeated Structure Keywords JEIE D [OK]RALEH)vIT B,

Edit Repeated Structure Keywords (=N EcR=<|
325 [23p [a2p [92maf2ra [sas |
Substance Substance Description Manufacturer Manufacturer Description
SUBS001 Substance MANLINDT Manufacturer1

[Edit Repeated Structure Keywords |EIEASELC. eCTD Tree D#EYEL /—FAEIfREH, ZDHEYIRL/—
FIZEHF SN TW=XET7MIILLAEIBREN S,

E-4 m32=27.3 stability data

=% ztability: Stability?
o ich 32578 m322.73 stability data B1)5RL/—R D EIBE &=k BE

------ AL m32e7.3 stability datalNew]

12.3.4 [Removelf#gYiREL/—F%HIkT 5
AFIETIE. 3.2.5 I2Z5EL-RYIBEL/ —FZHIKRT 5,

note: 1. AT HBYRL/—FIIXET7MILNERIN TV B EIZE, BYRL/—F DHEIBRE ERF
[IXET7MIVLHEIBRENS,

@ FTE.REOKEBEHERT D, LTOHITIE M3.2.s 121 DDBRYRL/—FHFEET D,

= m3a 2= drug zubstance

= " zubztance: Substancel manufacturer: Manufacturer
EI---,__ m3.2z.1 general information
E- ) ich 32211 m3221 1 nomenclature

L *ﬂ'@ m3.2z.1 1 nomenclature[New]
B ich 32212 m32=1 2 structure

L *ﬂ'@ m32z.1 2 structure[Mew]
E- ) ich 32213 : m32=21 3 general properties

------ *ﬂ'@ m32=1 3 eeneral properties[MNew]

@ TEdit Repeated Structure Keywords |EIE D 3.2.5127%9)v93 %,
Edit Repeated Structure Keywords EI@

—
235 | 225 |par [s2p [22m3)273 [535 |
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Repeated Structure

2015/4/10

©)

®

@

—ENSHIBRT DAL a—FZEEIRL, [Removel RE2UED)VIT B,

[285 | 325 [28P [B82P [82A3]278 |636 |

Edit Repeated Structure Keywords E]@

Substance Substance Description Manufacturer  Manufacturer Description

SUBS001 MAMLIDDT Manufacturer |

o ][ |) [rome ]

= HIRMATELGVEOHEZEEHN RV -ISE  @ITED,

HIRRHEROEEARLIEES GITED,

UTOEZEEARWN-GEIE., HIBRLESEL=#YIRL/—FIZ, 8% SubmissionUnit T&ERLI-XE7
FAILDEFEIN TS, ZOBA K. BYRL/—RZBIRRT B EFTELRND, REZHESELIOKIREVEY

Jv09 %, QIZRS.

. Could not remove the selected combination of keyword because
I “ it includes document(s) that was added in previous sequence.

Remove Keyword [

UT OHEREEARVIES I, HIFRFTTEETH S, [OKIRELEI)v0T %,
HIBRZEARIETBHEEE. [FrowLIRE 2DV %, BIZRS,

Remove Keyword ==

|'@'\ Once you remove selected keywords, it removes document
&' under the keyword and it could not put back.

Do you want to continue?

’ oK l l FrL l

[Edit Repeated Structure Keywords JEIE D [OK] KA EI)VIT B,

[285 | 325 [28P [B82P [82A3]278 |636 |

Edit Repeated Structure Keywords E]@

Substance Substance Description Manufacturer  Manufacturer Description

QT:EIRLIARYIRL/ —FIE,
—E L TIERRISNTULELA,
F72 eCTD Tree [ZIZ RS TULVELY,

[OKIRELZED ) I$ HETHIRMEITENS,

lEdit Repeated Structure Keywords JEIEASEL. eCTD Tree D#EYRL/—FAE IS, ZDHEYIRL/—

FIZEFINTWXETI7MILBEIBREN S,
=~ m2.2 body of data
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13.Properties #Z 833

lProperties IZRTRSNTWSIEEDSE. UTODIER (XERAENEEZERTHENTES,
* Priority Number
- Title
« Output Path
- Keywords Properties(18 IEH)

ARETIE. TPropertiesIDE B AEICDLNTERET D,

13.1 Priority Number

13.1.1 Priority Number QO#tZEz8H

Priority Number [& 1CoU RIZEBDXE I 7ML AZERIN TV EBEDRRIEZ R -ODEST.1HBED
XET7AIVIZIEZNEAEEL T'1000" & E SN, 2 4 B LIFE(X . %KD Priority Number [ZxtL T"+1000"DfEA
HmESND,

XTIV OERIR Prioritflll\:llumber Prioritgul\?umber
1 BIZEFLEXET7MIL 1000 (WHABEDEF) 500 [CEELI=HE
2HBIZERLEXET7AIL 2000 1500
IHBIZERLE-XETFAIL 3000 2500

eCTD Tree TI&. Priority Number D RIETXE 774 ILMNRTEN, Priority Number ZEEJ 5 EICKYNXED
FALDRTRIELZEETHIENTED,

BIZ X, Titlel @ Priority Number % Title2 JYKET H&IZKY, Title2 MEITRREN D,
TR Title ! [Priority Number < 1000] >< T Title2 [Priority Number : 2000]
B Title2 [Priority Number : 2000] LR Title 1 [Priority Number : 2500]
F1zIL. Title2 ® Priority Number # Titlel &Y/NEFT BT &KLY, Title2 BNEIZRTEIND, o
T Titlet [Priority Mumber < 1000] SR Title2 [Priority Mumber @ 500]
. $fT Title2 [Priority Number : 2000] >< 5T Title1 [Priority Number : 1000]

13.1.2 Priority Number EEf#Z5#

[Edit Priority Number (=]
Cl) Priority Mumber : 2500 |
2 (8] 4 ] | Cancel |
® HEHEB
@ =Ry
(5REHEE]
No. HB4 Bt | B | XFH EE | wA FR-BENE
1. |Priority Number TEAF | N 10 Y |TPriority Number1D{EZ A H3 5,
w992
[EiTREV]
No. KRRV 2 HEERE
OK BERUEEETT S,
Cancel % EIEHRZE I ZEL TIEdit Priority Number JEIEZEL. MEidtIEEIZR .
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13.1.3 Priority Number 2ZE 33
D FFIE. 1C0U [TEBDXET7AIVEZFT S, XGRAL, XET7/)LL% Titlel, Title2 IZFRFELTULVS,

5P Title 1[New]
LR Tita 9 [Mew]
@ ZEEETOIXEITFAILEERL. HRA2 DI Priority Number 124 JIL9)v 99 %,

Property Mame Walue

Col) Properties

Cioll Boot 10 gehef008-hefa—ddfA-b oS00 00 205
| ﬁ Priority Mumber 1000 | 97 )LOU “j7
@ TEdit Priority Number | T Priority Number Z A L. [OKIRAL%#H)vH 3 %,
Edit Priority Number (=]
Priority Mumber :| 2500| i

AZ \m Cancel |

= TError]E@MNEAWNVIEE :@DIZHEHD,
TEditJE@EICRE2 =158 :OIZHD,

@ LITOTError IBEAARWISS X, EARANTHS, ARZEHRELIOKIREVED) VDTS, DITRS,
Error @

l . An empty string is not allowed for Priority Number.
h

® TEditIEEICR>1=1B4& &, ZE L= Priority Number [ZEDU\T eCTD Tree DXE 77 (L DR RIENE
5,

B Title2[New] } . "
E B A EHoT-IKEE
- *ﬂ% T|t|E1[NEW] ]Egb zb?f Jk

13.2 Title

13.2.1 Title OBERA

Title DAMEABEIZIEXE T 7ML EZEEKLT= CoU IZH{F< CoU CV M Code MERK T Description DIEMFRE SN
5

Title DFEAEIZEILTIX. 130.1 eCTD Tree &L HE A TA IS MEAEIZ S,

EI__ ich 32a.1: mid2al facilitiez and equipment ZDELH Title
- *ﬂ'@lmﬂal facilities and equipmentm
13.2.2 Title DEEHRS
Edit Document Title (=3a)
1 Document Title :  m3.2a.l facilities and equipment |
(2) OK Cancel |
® HEEHE
Q@ EfTREY
(ExEIEE])
No. EHEHA Bt | 3 | XFH | EE | ¥A FR-BENE
1. |Document Title TEAM| D 1000 Y |IDocument TitleJDEZEA DT 5,
R9IA
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[EfTHR2V]
No. Ra £ HREIRE
oK ERNEBERITT S,
Cancel 2% E E#RA#ZE L CMEdit Document Title JEEZRFLC. TEidt/E®EIZE S,

13.2.3 Title2Z®E 933
@D FFIE.CoUITXETFMILEEEET D,

EI, ich 3.2a.1: m32al facilities and eguipment

_F** m3.2a.1 facilities and equipment[Mew]
i m3.2a.1 facilities and equipment[Mew]

@ XEIFAILERBIRL. ERAUDITitle)]ZZTILI) 99T 5,

Document Properties

Llocyment Boot 10 Achffc 8 _Sedn_d ot _oodr_robb 019 ke 0
ﬁ Title m3.2a.1 facilities and equipment /)"(“j“}[,/ju wh
peTal (o0 o = ot 143 w3
File Size [EXE N A
# Output Path m3S32-app
Cutput Filename file 1 pdf
SHA25E Hash 09299514b383359945fd90afoc 2151 9:6 1beb B 1f25 115634419380 .
@ TEdit Document Title JEIE T Title # AAL. [OKIRELEH)vIT B,
Edit Document Title [3al
Document Title I m3.2a.1 facilities and equipment (1) i

An Np| e

= [Error]E@MNREAWV-IEE :@DIZHED,
TEditlJE@EICRE-1=154 GITED .

@ VUTOError ] EEABEWL=IGE X ENRANTHS, AREHERLIOKIREVED)YIT 5, BIZRES,

Error @

l . An empty string is not allowed for Document Title.

® TEditiE@mICR>1=&H&E, EREINT: Title (CEDULVT eCTD Tree @ Title AEH 5,
S ich 3281 m32al facilities and equipment
_F*" m32a.1 facilities and equipment (1)[Mew] €«— Title AL FE I F-4KEE
- m3.2a.1 facilities and equipment[Mew]

note: 1. EIRLIE=XZET74J/LH Document Reuse DiHE . ZELT- Title I& Document Reuse ShTLVS
FTRTOXET7AIVIZRBENDS,
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13.3 Output Path

13.3.1 Output Path DEERA
Output Path [Z[X eCTD E D T7A LD E AIBFERET 5.
PHAMEIE. 30.1 eCTD Tree &L h AL T M EIZSE,

13.3.2 [study-id]DH#EEHEA

Output Path M #EAMEIZ[study-id] R TSNS CoU /—KIF. eCTD H A [study-id]E A ZETR/ESNTLVS
study id | DBEICEERA TIAILFEERT S,

THIVEZER T BHD (L, TStudy Keywords |#EE TR ESNT=HBAIZRS,

Document Properties
Document Foot 1D 16995fcd-aalb-44fe—a2f8-chdcfedaldcy

2 Title m4.23.1 zingledoze toxicity

Source File Path C¥lUzers¥hojo INGTEY¥Dezktop¥PDF¥file 1 pdf

Fil= Size 14 44 kiR | [study-id]&Z&R R
# Output Path iS4 23—t Tetudy—id] '////[

Output Filename file 1 pdf

SHAIRE Hazh 19299514b333359945fd9bafoc 2 5f 9c6 1beb 1261 166

eCTD Tree eCTD H HBED T4 L F HEE
‘ study id /—F
= mé 23 taxicology / 4% md | [study-id] D&k 53 %
Ehf ) ich 4231 m231 singledose toxicity 4 J) 423-tox  / study id /—F#IZ

S study id Studyid0 1 | Studyiddl | BEBRATHAZA

: J*ﬂ'@m#?ﬂ .singledcuse toucicity [Mew] X filel.pdf =4S
-5 study id: Studyid02 | Studyidoz

Lk md.2.3.1 zingledoze toxicity[Mew] T file2.pdf

- m4.23.1 sineledoze toxicity[MNew] L file3.pdf

note: 1. eCTD tHABIZ[study-id] &% % study idIDIEICBEMRA TIAHINFZERTIEHEUTDE
33[')0
1. [study-id]AERATES CoU /—FT#$HAHI&(130.1 eCTD Tree #EEH T+ L FHAE L1
B8,
B Z (X, [study-id] AMER TE4LY CoU /—R M Output Path [Z[study-id] &35 E L5 & (&,
"[study-id]"EWSBRID TAHILE BMER SN D,

2. TStudy Keywords1h T study id1ZE&ELTLVHZE(eCTD Tree £IC study id /—FDFETE
T5),
[study-id] WMEATES CoU /—RFTH-TH. BRAU DI study id I CEBIZERELIGE
1%, study id Z4I/LE (FERBESNELY,

3. Output Path IZ[study-id] D NHDH &,
5 2 1E . m4/423-tox/ [study-id] & m4/423-tox/study-id [CE B LI=15& (X, "study-id"&L 5%
BT+ LA DMEREND,
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13.3.3 [num] DR EEHEA
Output Path D FNEAEIZ[num] TR S CoU /—RIL, eCTD H ABFIZ[num]EBH%E "1" HOIRFESBELES
[CEEMZ TIHILFTEERT S,

Document Properties
Document Root ID 8b389b38-3201-4e97-55%-9d9dibcbe B8c

2 Title m32z.1 1 nomenclature
Source File Path Ci#lzers#¥hojo INGTE ¥ Desk top¥ P DF#ile 1 pdf
File Size 1444 KB | [num]&xRR
& - — B
|_-;r Qutput Path m3/32-zub/Tum]  — ]
Cutput Filename tile Tpdt
SHA2GG Hash 092995 14638335994 6fd98afce 25 9c6 1beb B 1F 26 11E
eCTD Tree eCTD HH WD T+ /L HEiE
EI md quality
EI__ m3.2 body of data _ BURL/—K 1 ‘
§OEH ) m32s drug substanc [num]DEHZ@EL

_é 9 substance: Substancel manufacturer: Manufacturer | 41 m3 / BEICEEH]AT
: 4 | 32-su

E'n_,_ m3.2z.1 general information HASNn=T+ILE

EI ich 32211 : m3lz1 1 nomenclature —> 1

Lok . . '
iyt msyn BYREL/—k 2 ‘ L file1.pdf Cnum] 884 % L
5% substance: Substance? marufacturer: Marufacturer? 2 | BBISESRAT
= | substance: Subs ar'n::.e many acturer: Manufacturer o fleapdf | HASNETA LA
EET m3.2=2.1 general infarmation
EI ich 32211 m32z1 1 homenclature

------ *ﬂ'@ m3.2z.1 1 nomenclature[MNew]

note: 1. eCTD HBARFIZInuMIEBRZBELESICESBRA TIFINTEERTEIEHEEUTOESY,

1. [numlAERTES CoU /—RTH5HZE(130.1 eCTD Tree 1 EEH D74V HER{E 1%
SHR),
BIZ X, [num]AMEFATEZLY CoU /—R D Output Path IZ[num] &R ELIZHE L.
"Tnum]"EWSEBETID TAH LT AMEFEN S,

2. Output Path IZ[num] DEBRNH D&,

1 Z [£. m3/32-sub/[num]% m3/32-sub/num IZZEE LB AL, "num"EWS BRI TAILE
MERENS,

13.3.4 Output Path D EE#EH

Edit Output Path (==
G Output Path:  ma/82-app/test
2
@ HZHEEBE
@ EfTHREY
[BREEH]
No. HEA Bt | B | XFH EE | LA RR-BEERNE
1. |Output Path THAM| AN 100 Y |TOutput Path1DfEEAHT 3,
TS
[EfThREU]
No. Ra £ HREIRE
oK EHRNEBEETT S,
Cancel SR EIEHRZHZEL TIEdit Output Path IEEZFL. TEidtIE&EIZR %,
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13.3.5 Output PathZZE¥ 3
@ FF(E.CoU [CXET7MILERERT D,

EI_'_ ich 3.2a.1: m32al facilitiez and equipment

. m3.2a.1 facilities and equipment[Mew]
* m3.2a.1 facilities and equipment[Mew]

@ XEIFAIERIRL. BRA2DOMOutput Path 25 TILY)vod 5,

Document Properties
Document Root ID Schbfcd0-3cd0-4314-89d5-c8bbi 1 26icc9d

_-;'? Title m3.2a.1 facilities and equipment
Source File Path Ci¥lzers¥hojo INGTKY¥Dezk tap¥PDF¥file 1 pdf
P Output F'-th 27) Lo)wy
SHA2EG Haszh 09299514b3832699456fd90afce M Bf do b 1beb B 112611663441 938ec ..
@ TEdit Output Path & & T Output Path Z A AL, [OKIRZLES)VIT B,
Edit Output Path (3]
OQutput Pat :  m3/32-appstest
Aj] \' QK Cancel
(BREEER]
No. HEA Bt | B | XFH|LEE | A ER-BENE
1. |Output Path T¥AF | AN 100 Y |TOutput Path|DEEAHT S,
K992
[EfTR5V]
No. RaV% HMEEME
1. |OK BHRNEERTI D,
2. |cCancel % EIEHRZE A ZEL TIEdit Output Path IEE L. TEidt1EEIZR 5.

= [lError @A RN -5E  @DIZHED,
TEditIEEICRE =158 :GIZHL,
@ UTOlError|EEMNBEWN-ISEIE. FRAFAXEEAALTNSS, FIXEARANTHS,
REEHEELIOKIRALES)YIT 5, QIZRES,
Error @

Error @

l Following characters cannot use :
oY

¥r¥? 2 x|

and any other non-alphabetical international characters. l , An empty string is not allowed for Output Path.

note: 1. {FATRAXFIZDONTIL. [2.5.3 EEMEHRIZOVTION) B I1258E,

® TEditlE@EmIZRE->-15HA &, RELI=AZIZ Output Path NEEH#Hr> TS,
A Output Path m3/32-app/test
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| %47 H

13.4 Keywords Properties

Keywords Properties M LT @ 18 1B B I&. lUser Defined Controlled Vocabulary | T5& % L 1= Codeset H ;&R %

1726
1. indication Eropentes
Praperty Hams Wslus
2.  substance CoU Properties
3. manufacturer X (quu _R.mNt IDh ?:;;aaﬁd—?dd?-&ﬁIf—852a—d99ch32dlac4
# Priority Number
4' prOdUCt name Document Properties
5. dosage form l_[;u”cument Raat ID ;eob)izaU*E?aﬁ*#db‘a*&&lHUaa#cSEQUab
6_ excipient g Source File Path C#lisersihojo INGTK V¥ Desk top#PDF¥file | pdf
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Definition to Oputput [Select Keyword Definition to Oputput]7R2>%491)w99 B &, Select Keyword
Definition B E A BA<,
2. |OK eCTD tH W EERRT B,
3. |Cancel SR EHEHREMEL T Generate eCTDIEEZFIL. lEdit1BEEICRE S,

15.2.2 Select Keyword Definition B

Select Keyword Definition ===
Keyword Code Dizplayname Statuz i
[ INDIOD 1 indication1 =
[ INDI0D2 indication2
[ INCI0DZ indicationd
suUBs001 subgtance 1-xx00 Update
[T suEsN02 substance?
[T sUESN03 substanced
1 [ maNUDNT manufacturer 1
( [ maNUDn2 manufacturer?
FRODODT product name1
[] PRODODZ product name?
] DOsANDT dosage form
DOSADD2 dosage form2
[T Exc10m excipient 1
L EaInng Sxcinientd
(2)
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o @ 155 [Generate eCTD] eCTD ) %17 %470 | 2015/4/10
[—%]
No. HB4 FR-BEAR

1. |Keyword Code

l'User Defined Controlled Vocabulary | Ci#E{RL TLV% CodeSetl User Defined
Controlled Vocabulary > Keyword Code | &% 7.

FyIRy XD HHE : 243% SubmissionUnit THIRIZEHRE LT= Keyword, Ff=(Z
B2 SubmissionUnit EZ£ 4 M BKeyword Codel 2L TFzvoHYELED,

FIVIRVIR FvoHY — XMLIZHATS
FryvIRYIR :FyoiEL — XML ITHALEWL

2. | Displayname

CodeSetlUser Defined Controlled Vocabulary > Keyword Description 1% & 7K.

Status Codeset A #RESN . BZE SubmissionUnit EZE 5 A4 LT-15 &< Status
(Update/Suspend) & R9 %,
Update: Displayname WZEE S 1=
Suspend: La—RAVEIBR SN 1=

[EiThEV]
No. HA4 REAR
OK FrvIRVIRADHRENBRERET S,
Cancel FryIRvH AN WHAEICERL Tl Select Keyword Definition |EIEZ L .

[Generate eCTDIEIEIZRE %,

15.3 eCTD HA%E4TS

@ TEditJEEDA=1—/\—h 5 [File]—[Generate eCTD] &4 vH$ 3,
F1=l&. W—IL/A—® [Generate eCTDIRAVES) IS B,

4 IP eCTD Test Tool v1.0 [Edit]
File Edit  View Help

= o ]

|l Save | Edit eCTD Extension | Edit Review | Keyword Definition Lifecycles | Edit Repeated Structure Keywords | Add SubmissiDnUnit
= eCTD HAFZRFZT>TLEWGES [E, REFHEZE AV E—UA R QITELD,
Generate eCTD IEIE A BALV=IHE : QITED
Q@ LTORFEERAVE—UNRAVEERIF. REZTI, [OKIRIVEI)9IT %, QITED,
REZPLETIEEE. [FrowILIREVEI)VIT . DIZRS,

eCTD Tool

| |
¥ modification.

@% Before generate eCTD, it should save this submission unit

[EX3)

oK | | Fr Al ‘

@ [Generate eCTDIEIEI CEEBEZERET 5o
Generate eCTD \EI
Output Location : C#eCTD¥Output

First Level Folder : 260106001
Second Level Folder @ 1

Output Options
@ Cutput ¥ML and Files

Cutput only XML

Browse...

Cutput Reused Documents to Output Directary

Select Kesword Definition to Output
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15
2

[Generate eCTD] eCTD /1 %17

2015/4/10

@

®

®

@

['Select Keyword Definition to Output |Z:#iR9 3,

Generate eCTD =
Output Location : C¥eCTD¥Output
First Level Folder : 260106001
Second Level Folder @ 1
Output Options
@ Output XML and Files
) Dutput Reused Documents to Output Directory
) Dutput only XML
I Select Keyword Definition to Output I
I'Select Keyword Definition |l T submissionunit.xml [ZH 519 3% Keyword Code DF v Ry I RIZF T
VI AND,
Select Keyword Definition EI@
Kedword Code Displayname Status it
[] fuo1om indication 1 = .
|:| MOINO? indication? ~ KeyWOrd Deﬂnltlon tL/—C
] TS Indicationd » XML ,r_‘/xg:/xl:ﬂjjjj'é Keyword
UBs001 substance 1-o00 Update _
[ puesnog substance? IZFvI%FAND,
7] BuBS002 substancel
[ Manuoot manufacturer |
[ pamunn2 manufacturer?
RODO01 product name1
[] pRoDOD2 product name2
[ posannt dosage form1
OSAN02 dosage form2
[T ExcIont excipient1
Q HEI02 excipient2 -
—

['Select Keyword Definition |EIE D [OK1 KA &I v 0T 5,

= [Generate eCTDJE@AIZRE.
note: 1.

['Select Keyword Definition | EE CT:&ELT={EIL. eCTD H hEETT HLMHEDIREICRS,

5l % (£, TGenerate eCTDIEIEIZRE>1=% . BE. Select Keyword Definition IBIE %< ERTEL

=NBXFE TS, eCTD HAEEFT

L7=#%. lSelect Keyword Definition Bl Z < LR EL

RBIFERSNDPEDREIZR-o TS,

[Generate eCTDIEE®D [OK]RALED)VIT B,

Generate eCTD [
Output Location : C¥eCTD¥Output|
First Level Folder : 260106001
Second Level Folder @ 1
Output Options
@ Output XML and Files
) Dutput Reused Documents to Output Directory
) Cutput only XML
I Select Kewword Definition to Output I

= [Error JETEABILV=5E :@IHED
[Schema Validate JEE ALV -1BE : QIZHDT,

LEZERRITHIEDAVE—VEEI LGS OICED,

l'Validation Erros ] EIE ARV =15 E : BIZED,

REFICHYILEEDAvE—CBEEARVNHE OIZED,
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1)5 [Generate eCTD] eCTD ) %17 %470 | 2015/4/10

D

LI OlError JEEARWV=HE & BARBEBITENRESN TGN, REZHERLIOKIRS>EDv T
%, QIZR%.
Error @ Error @ Error @

|®] Output Location is not specified. [g] First Level Folder is not specified. [@] Second Level Folder is not specified.

© LIT®DlSchema Validate IEIE ARV =15 & (L. FRIIZ Schema @ Path AEREINTLVELD., FEESH
T=1% I Schema MTFEFELELY, [OKIRZVESUVIT B,

Schema Validate @

|0] Select a schema file.

Windows D774 JLZIREE TIPORP_INO00001UV.xsd & RIRL . [BAKIRELEHYv DT B,

"4 Select an schema file [=5e]
@Q'l « Schema_eCTDv4_0_schema_files_2014-09 » processable » multicacheschemas » - ‘ ’7H multicachesch p'

2By HLLTAA— =+ 0 @

Schema_eCTDv4_0_schema_files_2014-09 = 28 FEE

b

processable

PORP_IN000001UV.xsd 14:2 XML Sche
coreschemas PORP_HD050032UV.xsd e
examples [Eh PORP_HDO00001UVOL.xsd

POQM_MTO00001UV.xsd
POQM_HD000001UV. xsd
POOR_MT200999UV.xsd
POOR_MT200000UV.xsd
POOR_IN200911UV.xsd
POOR_IN200910UV.xsd
<

multicacheschemas

b

- m — — :
TP AILE(N): PORP_INODOOO1UV.xsd ~ | XML schema files(*.xsd) -
@ [+ [ Freen |

note: 1. EEILIZRIOTI7AILHIEREET S0, I77MILERICITIENVETH D,
2. —EBFEETSE. RELBOOEEITRREINLL,
=> FEXEZHRTIEOAVE—EEARVEES DICED,
I'Validation Erros]EE MLV -15E BIED .
REICHRILEEDAYE—CEEARVL-SE  BDITED,

@ LLT O submissionunit.xml @ _EEE=4HEZE T SEEABELIHZE L. H A7+ )LF 12 submissionunit.xml
NEET D,
LEZZT5BA1E. [OKIREEH)VIT B, =2DIZHED,
eCTD HAMBEBEFIETHHEEIX. [FrowILIREUEH)voT 5, =>TEditBEEICES.

Generate eCTD [

) submission.xml is already existing. Do you overwrite it?

[ oK ] l FroL ‘

note: 1. LEEZFZFTHLGWNGEE. [FrowL]IRaoT—BHAREZFIEL, UTOHETRHIET S,
HiE1) BE. DO LEBEEITL. QD IGenerate eCTDJEE M Output Location | TH H k%
ZEEY SHH. [First Level Folder ZE7=[ESecond Level Folder1ZE#HELELNTA+ILE £
IZEET 5,
#i%2) eCTD HAZITIHINC REFEZFAHDRICEZFIDIHIA BEERT SN, FETHILE
DOBEOBIBRELTHL sk O SFEIET 5,
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1)5 [Generate eCTD] eCTD ) %17 %470 | 2015/4/10

D

@ LUTFTOII774IILDOaE— IEBEABL S EATALFICRCLFTDI7AILIEET S,

FEXETBEE. [aE—LTEEHRZ 5 15:8IRT 5,

FEXETORNESF, OE—LELERIRT 5,

2077/ DAE—EEIEL 1 T7AIIVBEIZR RTINS, TRTDI7AILIZDNVTEIRLI-#.
l'Validation Errors |EIE@AFLV=15E : BIZHELD,
REIZRILEEDAYE—CEEAREWN -GS OIZED,

eCTD HAMEBER T T BERIZIE. [FroILIRE EH T %, =>TEditlE@EIZES,

TFAILDIE— (=)

COERICHRCERO T 7 LTI E0ET.
FREITIT7AALELYy SUTLESH

5 OE-LTEESRS
RBADIANA—CBBIFNLEIE—TOIT 7L TEXRAFTT:

267e6106-8633-42b4-8db7-08c35929662f.pdf
6726106-8633-42b4-8db7-08c35929662f (C:¥1—H—
¥hojo. INGTKY¥5 24 tw F¥eCTDTestTool 31 /FFIBEER
¥DocumentPool)
HAZ: 144 KB
EFTHH: 2014/07/31 15:06

IWEEEENERA. BEOTA NS —CHBIROITI T
FHA

filel.pdf

filel (C:¥eCTD¥OUtput¥260105001¥1¥m1)

HAZ:14.4 KB

EFE: 2014/07/31 15:06

33 E—T B EADI 7 LERETS
IE-FTBI7 AL "flel (2).pdf" LWDIFALECETENE
ER

@ LT olValidation Errors | BIE AR ZI5E (X, Schema ELTRHEER (49) BHASKTLVEWLZHIZ
NYT—23vITF53—E>TNVD, [Closel REVEI v IS %, DITELD
Validation Errors EI@

Error Meszage

(DES DHZERT wrrhl T-orev ' 0 'submission’ (ZEBMNGFES BEZERT wnhl T-orevd O 'componentOf SN TGS PEXENZERR A2 wrch|-orevd @ 'code’ TF

Save as.. Cloge
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D

[Generate eCTD] eCTD /1 %17

2015/4/10

note:

1. [N\YF—23a>rIS5—DERAE]

Schema ELTHEER(4Y)NDEBEHZRTELTLVALVREET eCTD HAZTSENNYTF—2 3>

15_&7;:6 o

EY—ILIZEFREAKDNT—2avI5—4E#T O3, LTOEBEEZRES %,

B [ £

BEHA

[eCTD General Information | ElE&

Application Code

leCTD General Information ] &l

Submission Code

l'eCTD General Information | & @ h 5
Bi<Related Application |TEH&

Related Application
Reference Reason Code
3 Related Application #:%XE T 55 E D H

T AYtE—CEEARN -5 EI1E., eCTD HAIZHIILTULS,
H 71L7= eCTD @ Second Level Folder 74 LA Z#BAHE . [IZWN]REVEHIYVIT B, 2T+ ILE DB

<o

THILEEZRANENGEEIE., [LWWRIREVES)vIT S, =>TEdit)BEEICES,

‘Generate eCTD

¥ folder?

y "‘-‘ eCTD XML was saved successfully. Do you want to see output

23

Ceuw | [ weam |




eCTDV4.0 7 A Y —)L

BRIE IS (3 2.0 ) Page 140 of 107
M XEA 16 [ Add SubmissionUnit ]

SubmissionUnit Z;8/M9 % (Sequence | %47H | 2015/4/10

% EF5)

16.[Add SubmissionUnit]SubmissionUnit ZiBiN9 % (Sequence # E(+3)

AETIE. SubmissionUnit MEBINAEIZDWNTEEHT 5,
REE@ICOWLTIX. 9.2 BIEmfERIZSE,

16.1 Add SubmissionUnit DA

Submission [F#%10 SubmissionUnit DI &M TE. Sequence Number TIEBRZEET 5,
SubmissionUnit ZBiN9 5 Z & THRET SubmissionUnit (X182 SubmissionUnit £%:5, 182 SubmissionUnit 12
LTHRERY eCTD HAIETELLY,

SubmissionUnit A% 1 D DK EE SubmissionUnit Z3i8NL7=4K 88
Application Application
Submission Submission

SubmissionUnit BN 5Z&

I2&kY. 1BFE SubmissionUnit &

Sequence Number : 1 Sequence Number : 1 BY ., #RELS eCTD HAlXTE
T 1375 %,

& SubmissionUnit

G Sequence Number (: 2 & SubmissionUnit

' e

;BN % SubmissionUnit M Sequence Number (&
"+ EDEEERET S

16.2 User Defined Controlled Vocabulary Q:&RIZDULNT

ZhhisiBiN3 % SubmissionUnit [ZxfL T User Defined Controlled Vocabulary D#R&ENH 5154 . Codeset D

WEHEILUTO 2185 LLD,

1) IRAEFEALTLS Codeset ZaE—L ., aE—L7= Codeset [ L THREFTTI, 183 S SubmissionUnit Tl&
aE—L17= Codeset 2353 %, (#2E)

2) HAEFALTL S Codeset # L EEZRET 5,

2)D L EZHREDIZ AL, Codeset DIREZAIVIDNEELL D,
mEA4Z 4 (X, SubmissionUnit ZB 0L TH S Codeset DIREZE 1T, SubmissionUnit ZiB 09 %81 Codeset
DImEEITIE BED SubmissionUnit [TxFL THRESNF-Z&IZARY | BANL Tz SubmissionUnit @ eCTD H 71k
2R E T 5574 updateMode A A& 7Ly, F-. Codeset D EEE={RE (X, HH SubmissionUnit DHEHT
1BE SubmissionUnit IZHFEE 52510, 1)DHEE#ET 5,
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BAEFIAE (GF 2.0 D)
M EA 16 [ Add SubmissionUnit ]
SubmissionUnit Z38/M9 % (Sequence | 47H | 2015/4/10

Z LT5)

16.3 SubmissionUnit Z3&h3 %

@ TEditJEE®OA=31—/\—h 5 [Edit]— [Add SubmissionUnit]&45)v99 %,
F1=(Z. TEdit]EE CT[Add SubmissionUnitl/RZ> &9 vo9 5,

(4 P eCTD Test Tool v1.0 [Edit] [=[@]==]
Fle Edit View Help
| Save | Edit eCTD Extension | Edit Review | Keyword Definition Lifecycles | Edit Repeated Structure Keywordd | Add SubmissionUnit | Generate eCTD
|1| wz| | w3 |1|ﬂ Expand All | Collapse All || Group Title | | InfoPanel
(7D Receipt Humber : ZF0106a01 Coll Code Se.. Group Title Priorit.. Document Title
Application Extension ID : 270106001 *ﬂ'!j.];jp other 1 1000 FMit
LT _oP ) e 2]
Submission Extension ID: 270105001 ﬁjg‘-’." mLl ; oo BISHEETL ADERD.
*1Thip m12 | 1000
SubmissionbUnit Extension ID:  270105001-1 1 Thjp m13 1 o0
ey =i
Sequence Number [1 = *j&JD ml4 1 1o0n BRI )
#1Thip m1§ 1 o EFERFEROERRY.

@ TselectCVIEEAFE, MERESN TS CV AKRTIND,
EBEETIHBE. FROVTIIUhLE Y CV ERIRLIE, [NextlRELEDYYIT B,

EEETHEWNMEEE, [Next]REVEI)VIT B,

e = JBfNLT= SubmissionUnit A M
Select Controlled Vocabulary L Codeset B SN TLDIHEII.
Z® Codeset Z:&IR3 3,
Gontrolled Vosabulary 3 SubmissionUnit ABMS =% TE
ICH Controlled Vocabulary : [Hov Vi -] THEITAHIEIEAIEE
JP Regional Controlled Wocabulary [.JP G0 ']
Uzer Defined Gontrolled Wocabulary : [F\EB§§FF_| wan } | Codeset éi%%{l%IE’d'éi%@@\
EBELAL,
Gancel

@ TeCTD General InformationEIE A BAZE . IRIEVERL TLYS SubmissionUnit DABRMNRREINS,

EEEITIHEE. FEBISEYREZREL. [OKIRZVEI)VIT S,

eCTD General Information (m23m)
eGTD Receipt Number 260105001]
Application
Application Root ID : 4b490c47-09cb-4cd 1-Befid-60d%chic 1deb
Application Extension 1D : 260105001
Application Code : [JD maa (jp-application) ‘]
Related Application
Felated Application  Application .. Reference Reagon Gode  CodeSwetem... Add
Submigsion
Submigzion Root ID : 14498502-435f-dcdfi-add7-G86babfcoced
Submigzion Extension ID : 260105001
Submizsion CGode : [jp other (jp-submission) -
SubmissionUnit
Sequence Mumber : 2 > Sequence Number #‘C_Eﬁsﬂtéo
SubmissionUnit Roat 1D 13abbic03-8a17-4639-bb 24-9f44 29807010
SubmissionlUnit Extension ID: 260108001-2
SubmissionUnit Code : [Jp official {jp-submission-unit) ']
Category Event : [JD first (jp-category-event) V]

note: 1. Sequence Number I&., IRTERALVTLYS SubmissionUnit 0 Sequence Number &Y 1 LI EDEZ
HET S,

MHAME (L. "I Sequence Number+1"DEANHRESN TS,
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EA 16 [ Add SubmissionUnit ]

eCTDV40 T A Y —)L
WAETIEE (4 2.0 1) Page 142 of 197

SubmissionUnit Z;8/M9 % (Sequence | %47H | 2015/4/10
D)

SubmissionUnit D ERL & A FIRIICRFELTTHNLS,

51z 1. Sequence Number:1 A\F7ET %4KEET Sequence Number:2 Zi&0L . MEdit)EE%E
FLAEWTEHLEELTE. Sequence Number:2 SBIISN-IREE TREFESA TS,

Sequence Number:l [ZER 3 15 & (. I Start Menu | & B A 5 Delete Tl Delete Latest

SubmissionUnit 1232179 %, Sequence Number:2 A HIf&EH Sequence Number:1 DHIFHET
IR D,

= [Error]E@mMNREAWLVIEE @DIZHED,
FEdit)EEARLN-15E :GITED,

@ LT OlError EEABALV=ZE &, Sequence Number D EEFEMIELLELY, ABRERHEFELIOKIRZEDY)
979 %, DITRS.

Error

' sequence.

I-" v "-I The sequence number should be big number than previous

=l

® TE

dit)EEAEAL =B & (L. SubmissionUnit BAMERKSN TLVS,

File Edit View

4 P eCTD Test Tool v1.0 [Edit]
Help
el Save | Edit eCTD Extension | Edit Review | Keyword Definition Lifecycles | ¢

eGTO Receipt Mumber :
Application Extenzion ID

Submisgion Extension ID :

Sequence Mumber

[ len:lmlms Expand All | Collapse All || Group Title ||| InfoPanel

270106001
270105001
270106001

ROy F&HU(2(FiE->TLVSA, BRSh

SubmissionUnit Extension 1D : _270105001-2 ) 1) Xk~ =% . BEE ¥ﬁ- SubmissionUnit @
) | - I > Sequence Number T3,

TEdit)EmE CTl&. #@% SubmissionUnit %

FTHCEIFTELLY,
Sequence Number M LM >1=C LR T 5, ERTH-cFTELL
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17 Replace #7179

Page 143 of 197
2015/4/10

{hnda

17.Replace 175

| %47 H

Replace (%, 2% SubmissionUnit TEERLI=-XXET7MILIZF L TREESHXET7AILIZ Replace 1T,
ARETIE. Replace [CDWVTEEHT 5.

17.1 Replace OBEE A

17.1.1 Replace MTEIXET7AIL
Replace (&, i@% SubmissionUnit TEHFLI=XET7MILIZHLTITITENTES,

[&# SubmissionUnit TXE 774/ L& ZERKLT-FFD Title &R
Ell_'_ md.2.a appendices

{ i ich 32a.1: m32al facilitiez and equipment

@ m32a1 facilities and equipment[Mew]

Title IZ Lifecycle #%& 9 [New]XF35l& New 7A >
NRRINTLS,

ZDIREEDXET7A LD Replace [ETELLY,
XET74 /L% Replace 9 5i5& (&, Undo Document
101z XEIT7AIVEHRIZEET S,

[SubmissionUnit AV B ANE 4B SubmissionUnit IZ7E> =B Title R7R)

mi.2a appendices
ich 32a.1: md.2al facilities and equipment

- . Title IZ[New]XF5I& New FAAV NG E (X
'@ ma.2a.1 facilities and equipment

Replace mJ &g,

17.1.2 Replace & Replace Multiple
(1) Replace Di&%E
Replace IZ1% 2 #&3EH 5.
1) 1XEI7MILE 1 XET7AMILIZ Replace 9 5Replace(1:1) ]
2) BHXEI7AIVEERIXET71)LIZ Replace I 5 Replace Multiple (N:M) |

No. Replace MiE%H Replace TtDX/I7 1L Replace #DOX®EI71ILE
1. |Replace(1:1) 1XET7AIL - |1 XET7ALIL
Replace Multiple (N:M) 1XET7AIL - |1 XET7AMIL
1XEI7AI - |EBXETFAI
BRXEI7AIL - [1XET7MIL
BRXETITAIL - |[EBXETFII

Replace (1:1) & Replace Multiple (N:M) TIXR1EA AN ERX S, FT=. Replace & D Properties DABRLZEDH S,

Replace(1:1)

LHEY—ILTDIRE
FSvy &kny?

Replace 7t A

Replace #

Replace
FSvs &kays

i

Replace Multiple (N:M)

LR Y—ILTORE
[Replace Multiple]

A B

7 7 7

Replace
[Replace Multiple]
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17 Replace #7179

| %47H | 2015/4/10

(2) Replace Multiple (N:N) T Replace TTDXET 7 L EEHEIRTELEM

Replace Multiple (N:N) T Replace T EHXET7MILET BIHEE . XET7IILDEHIILUTDERY,
1) Replace TDXET7AILIEE—D CoU /—FIZEFEIN TSI &,
2) Replace FTTDXET 74 )LD Keywords Properties DR EEN—EL TV &,

UTOHZERWNTEHRAT 5,
— md.2a appendices
_:__ ich 32a.1: md2al facilities and equipment
B BT
TH m32al facilities and equipment-1 A

TH m3.24.1 facilities and equipment-2 B
= ,}' EJL,_:?E
LT m32ald facilities and equipment  C

AB,C DXETI7AILIZE—D CoU /—FIZEEFZKINTLVSH, A,B & C Tl& group title /—FANE4 576, AB,C

%t T Replace TtEL T

FTHEIETERLY,

AB DXET7AILIEE—® group title /—RIZEFINTUL A, I'group title]1 L4+ D Keywords Properties A%
—HLTWSIEMNIL, Title NS TIXHIETT 5 EIETELL, Replace TTELDIXET7MILELD Keywords
Properties M—HL TWL\S 0 Il T 57=8IZI&. BRXET7A /LD Keywords Properties #3295,

F1=—75 T Replace Multiple #3179 52 &IZkY. #EIRL 1= Replace Jt &R — D Keywords Properties 15D XE
T7AILH BEHHE SN DD T, 7% Replace ST ¥ 51=HICCOEEEEFIATHILETES,

(3) Replace # M Properties

Replace TEDXET7 M ILH S5 EMCIEFRITLUTDESLY,

No. | LR

‘ Replace(1:1)

Replace Multiple (N:N)

CoU Properties

1. |CoU Root ID

HLWID A&ITESNS,

HLWID BAEITEINS,

2. | Priority Number

Replace STDEEMEE5IZTH,

Replace JtD & /IND Priority Number %
RECESNRYESND,

Document Properties

3. |Document Root ID

HLWID RTINS,

HLWID BAEITENS,

4. |Title

Replace TDEEEMEZEFIZTH,

HED Title 2R =,

5. | Source File Path

Replace %D XE 74 )LD Source File
Path &=,

Replace %MD XET74)L® Source File
Path &=,

6. |File Size

Replace DX ET74/L O File Size &
e

Replace DX ET 74 ILD File Size &
=,

7. | Output Path

#WHAED Output Path Z&K R,

#EAED Output Path £ R,

Output Filename

Replace £ D XET74 /LM Output
Filename &R,

Replace &M XET74JL O Output
Filename #3%& R,

9. |SHA256 Hash

Replace DX ET74 /LD SHA256
Hash # &R,

Replace D XET74 /LD SHA256
Hash & ~o

Keywords Properties

10. |indication

Replace TTD X EMEL5IZHC,

Replace TTD R FEEEFIZTHC,

11. |substance

Replace TTD X EMEL5IETHC,

Replace TTMERFEEEFIZTHC,

12. | manufacturer

Replace TTD X EMEL5IETHC,

Replace TTD R FEEEFIZTHC,

13. | product name

Replace TTD X EEZFIEHC,

Replace LD FEEZEFIEH,

14. | dosage form

Replace TTD X EEZFIEHC,

Replace LD FEEZEFIEH,

15. | excipient

Replace TTD X EELFIEHC,

Replace LD FEEZEFIEH,

16. | stability Replace TTD R EBEZE5IEH, Replace STTDEEEEESIZHC,
17. | container Replace TN R EBEZE5IEH, Replace JTTDEEEEETIZHC,
18. |study id Replace STTD /R EEZE I EH, Replace STD R EEE5IESH,

19. |study title

Replace TTDEREEEFIEHC,

Replace TDEFEEEFIZHC,
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17 Replace #7179

| %47 H | 2015/4/10

No. HEA

Replace(1:1)

Replace Multiple (N:N)

20. |site id

Replace TTDEREEEFIEHC,

Replace TTDEEEEFIZHC,

21. |group title

Replace TTDEREEZEFIEH,

Replace TDEEEEEFIZHC,
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7

eCTD Rfceipt Mumber  Application Extensio..  Submission Extensio..  SubmissionUnit Extensio.. Sequence Number ICH GV JP Regional GV User GV

260930001 260920001 260930001 260930001-1 1 ICH GV LD JPCW VLD ABEER

EPEEET i a2
I 270105001 2

270105001 270105001

La—R%E:ER

l Add Submission

) ]
Li=) Copy ] Delete

@ View OEEEZLEETHEEITIE, View 2TEIV VIS B,

2 IP eCTD Test Tool v1.0 [View]

Eile  View Help

ML len: ™ |M5 Expand All | Collapse All || Group Title ||| InfoPanel

eCTD Receipt Number : 270105001

Application Extension ID: 270105001

Submiszion Extension ID : 270105001

SubmiszionUnit Extengion ID:  270105001-2

Sequence Mumber : [2 v]

Gurrent View ‘Cumulative Wiew | Sequence Viewl I
J

‘-E‘—“u_ mi
L Jp other O
-4 Zdif2
- EMit 1[PH update]
L dp mlt BSRCEY )L DESTEESOE K
- BB ISR (RS- DESDEFEHOE R

® TS SubmissionUnit #ZEE 3 5LEIZI1E, [Sequence Number IORAYTHA DU MERTRT S

Sequence Number1&4')v93 %,

74 IP eCTD Test Tool v1.0 [View]
File Help

M1|M2 MJ|M4 ms || Expand All | Collapse All || Group Title ||| InfoPanel

View

eCTD Receipt Mumber :
Application Extension ID :
Submizgion Extension 1D

SubmizgionUnit Extension ID

270106001
270106001
270106001
270106001-2

Sequence Number :

Gurrent Wiew |Cumulativa Wi

B eCTD

By ml

EOf 1PN update]
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@ BIXEIFAINDEBEERTD,

Current View Cumulative View Sequence View

Current View | Cumulative View I Sequence View Current Wiew | Cumulative View |Sequence ‘u’lew| | Current Wiew I Cumulative Wiew | Sequence Wiew [
B eCTD [, =CTD [ 8CTD

By ml -y ml B ml

El{ jp other : Z{0ft B jp ather : ZDf E-{_ ip other : ZQff1
Z()h2 -5 202 P vE[ =Dt 1PN update]
: i 1PN update] Poddn
=5 ZMBIPN updatel]
& XEITANET )
XEIT7ANEDIVITH L ol -
X &/~ RO THREI<5H5
712250090 9%

Lifecycles

Sequence Operation Before Operation After Operation

2 FM update  [seql] 1000 [zeq2] 2000 Lifecycles I:ﬁﬁ(éhé
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24  [Copy] Application # Copy 3% | J{iH | 2015/4/10

24.[Copy]Application % Copy 3%

AETIL, Application #3E—3 35X IZDOWTRET S,

24.1 Application Copy D#EZ e

Application @ Copy I, RFESH TULVS Application DN EZE T Application DAE—EEK T 5.

LY —ILTIEEI—® UUID ZRTFT DI EIETELL =6, aE—BFZLLT® Root ID [ZxLTHLLY Root ID

(UUID) ZH1T9 %,
*Application Root 1D
*Submission Root ID
*SubmissionUnit Root ID
*CoU Root ID
*Document Root ID
-Review Root ID

Application

Application Root ID
Application Extension 1D

Submission A Submission B
Submission Root ID Submission Root ID
Submission Extension ID Submission Extension ID

Sequence Number Sequence Number
SubmissionUnit Root ID SubmissionUnit Root ID

SubmissionUnit Extension ID | SubmissionUnit Extension ID

Sequence Number
SubmissionUnit Root ID
SubmissionUnit Extension ID

EiEDHITIL., Application A% 2 DD
Submission &5 3 DM SubmissionUnit
#H-TLW5D T,
BB O ZEZE (Submission A% 2 D,
SubmissionUnit A% 3 D) T Application
DIE—HMEREIND,

JE—IZ Root ID [ZHTLLY UUID AY
FEITEN5,

Root ID MNZEHL-THERBRILZED
BIELY,

Properties

Praperty Mame Walue

Col) Properties .
Goll Root 1D 5730031182 15-434 3-a6 1b-5dG 1c0481475 | XET774ILIZEEET S Root ID [ZFFLLY UUID AY

J Priority Number im0 RiTEND,

Document Properties Root ID BEHH>TEHEFHRINTLVS CoU /—RH
Document Foot D | cobllefbb-ac31-4304-sf2c-07c6Tdeballa | XET7/ILBRIEEHSELY,

J# Title O F 1z Replace %° Reuse DBAFRMELEHLEL,
Source File Path G zere¥hojo INGTKY¥Decktop¥P DF¥file 1 pdf
File Size 1444 KiB

{3 Output Path il
Output Filename file 1 pdf
SHA256 Hash 0193995 14b38335894 5 95afcc 25196 1bcb 112511563441 938204555 4ebd
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24 [Copy] Application % Copy 3% | %{iH | 2015/4/10

24.2 [Copy] Application #aE—9% 3%

@ Tstart MenuJEEA S Copy LU\ Application [ZES:E T HLa—R&EIRL. [Copyl RE2EH)vIT B,

T4 P eCTD Test Tool v1.0 [Start Menu] =R
A Eai 0L View U Greate = Tport B 2 O Codeset Sety Document Paol Schems Validation
Q4 isp I P Path =
eTD Feceipt Mumber  Application Extensio..  Submission Extensio..  SubmissionUnit Extensio.. Sequence Number ICH GV JP Regional GV User GV
260920001 260920001 260930001

260830001-1 1 ICH GV LD
251995000 a2 o

LIRS TP

JPCW VLD
5

IT-WaSURTZ]

ABRGEA

nnnnnnnnn

270105001

nnnnnnnnn

270105001

nnnnnnnnn

270105001

270108001-2

Application [ZB8:E 9 % Submission MEMEFEL=B AL,
fAlH @ Submission DLa—REFEIRT 3,

vy

l Add Submission

L) Gopy l

=
L@I Delete ]

Copy Target |EIEMBAE. EIRL-La—FIZ#41< Application [ZBH& 3% Submission D—EF#KRKT 5,
(==l

@

Copy Target

Edit extensions by double click each row.

Application Extension D

270106001
270106001

Submiszion Extension I0

270105001
270203001

DTEIRLT= Submission [Z#R4F< Application &
2 DO Submission ERSET B8,
—Z(22 La—FHARFSN TS,

® Copy #%® Extension ID & E 95N T. LOA—KREFTILIIVIT B,

Copy Target =l
Edit extenzions by double click each row.
Application Extension 10 Submission Extension ID
270106001 270105001 =5 I
2701058001 270203001 97)1/7 J J7
note: 1.

@

[OKIRELED)woF BE Copy MEITEN S, Extension ID ZZEE T IZEITLTLES L. Copy

st&EL Extension 1D @ Submission BMEFM SN B EIZHS,
AFIEIFEBELIENE,

FEdit Extensions B E T Extension ID #8&EL. [OKIRELEI)vIT B,

Edit Extensions

B8

Application Extension D :

Submisgion Extengion ID

23010500 1-Copy

27010500 1-Copy]
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24 [Copy] Application % Copy 3% | %{iH | 2015/4/10

® [Copy Target /E@EIZERY. Extension ID AEEIN 5, fiilT TREZTIHEE. QIZRS,

==l

Copy Target

Edit extensions by double click each row.

&pplication Extenzion ID

Submigzion Extension ID

270105001-Copy
270105001

Extension ID MZEBEINI-IKEE

Oance'

[Copy Target/EIE D [OK]IRALEH)vIT %,

Copy METLI=EDUTDAYvt—CEEMNFKD T, [OKIRZVEDYIT B,
==

Submission Copy

I’ L
|0_| Submission copy was completed.

FEdit/EEICRY . EEINT-LHIT Application R U Z 1 IZE:&9 % Submission. SubmissionUnit A¥3E—
TS,

T4 P eCTD Test Tool v1.0 [Start Menu] =R
ﬁ Edit Wiew Ju, Greate e Impart RIEIEAE £ O Codeset Setu Document Pool Schema Walidation
r}; L | *mP Fath R
&CTD Feceipt Mumber  Application Extenzio.. Submission Extenzio..  SubmisgionUnit Extenzio.. Sequence Number ICH GV JP Regional GV User GV
260930001 260930001 260930001 260930001-1 1 ISH GV w10 JPGWAND ABGER
261225001 261225001 261225001 261225001-2 2 ICH GV w1 JP GV TN
270105001 270105001 270105001 270105001-2 2 ICH GV LD PG V10
[ 270105001 270105001-Copy 270105001-Copy 270105001-2 2 ISH CV W10 JP GV W0 I
IEREIEDDT] FRIPLEN] PRIBAELI] PRI RN T o1 eTATAN] AIETATAN
r 270203001 270202001-Copy 27020300 1-Copy 270203001-1 1 ICH CV w10 P G V10 |
Copy &1z Application
Extension ID MZEBEINTULVELVE Copy TTEED
oY AYALEA TN
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LA 25 [Delete] Application, Submission
‘ Y| #4TH | 2015/4/10

SubmissionUnit % #IlE&4 %

25.[Delete]Application, Submission, SubmissionUnit Z#Ik&3 %

AZETIE. Application, Submission, SubmissionUnit ZHIk& 9 A EE & T 5.

25.1 Delete DEEEHEH

25.1.1 HIBRDE
Delete [ZI&. SubmissionUnit B IZHIBR9 %A%k E Submission ZEHIBRT 5 2 iEEDHENH D,

No. Delete ME$E HEEE
1. Delete Latest SubmissionUnit | #IiRL1=La—FDHFF D SubmissionUnit ZElIfRT 5,
=D SubmissionUnit A% 1 DLAVELMEE &, Submission ZEAEIRRE D,
5% Submission (Z#R4+< Application IZEH:&E9 % Submission A\l ZAE LGS
I%. Application ZLHIREIN 5,
2. Delete This Record TR L =L a—FK (Submission) ZHIf& 3 3,
242% Submission [Z#1 1< Application [ZEH5E9 % Submission AMIZAE LG &
I%. Application Z&HIBRY 5.

[Delete Latest SubmissionUnit]
Delete This Record #=£1T Delete This Record %47

Application Application

Submission A Submission A

Sequence Number : 1

ZDEF SubmissionUnit A EIEEN S

Application IZB:&9 % Submission H7ELMEE (X,
Application & Submission HLEI&T 3

C D& SubmissionUnit AN EIREh S

[Delete This Record]

Submission A Z&iRL T
Delete Latest SubmissionUnit =17

Submission A Submission B

] Submission B

Sequence Number : 1 Sequence Number : 1 Sequence Number : 1
— ZOFITIE. TSubmission AJIZ#{t< Application . 'Submission B]%
Sequence Number : 2 BLEM LTS T20.
FRL 7= Submission A1D# A EIEREHL. Application &T'Submission B
1 [FHIBREAAEL,
Submission A =& Application [ZBH5&E9 3 Submission A% 1 DLAELMEE 1L, Application &

HIBRSN D BHTHIFREN S,
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N ETIE (35 20 4D Page 171 of 197
KA 25 [Delete] Application. Submission
PP : “ | %470 | 2015/4/10

SubmissionUnit % #IlE&4 %

25.1.2 HifgEhdT—4
SubmissionUnit M BIBRFEIZLL T DT—42%HIRT 5,

HIBR >R HIBRAE
¥DataPool 7+ /LA HilB& xt & D SubmissionUnit DT —%
¥DocumentPool 74 JL4 HIBR X &R 0 SubmissionUnit [Z& SN TLNET7M )L,
b SubmissionUnit x> Submission T Reuse SN T3 774 ILILHEIREH
UL\O
eCTDTool.sglite HllBR > & D SubmissionUnit D7 —%

D TStart MenuJE T Submission Z#iRL. [Delete] R4 E9)vIT 3,

[/ P eCTD Test Tool v1.0 [Start Menu] =N R
R Edi Ch View ] Grsate T r Schema & Output Godest Sety Document Pool Schema Vialidation
i g ot L Path -
eCTD Receipt Mumber  Application Extensio..  Submission Extensio..  SubmissionUnit Extensio.. Sequence Number ICH GV JP Regional GV User GV
260930001 260930001 260930001 260930001-1 1 ICH GV Wi JPGWD ARER

261225001 261225001 261225001 261226001-2 2 ICH GV LD JPCW VLD User CW W10 (.

270106001 270106001 270106001 270105001-8

4R L 1= Submission ® Sequence Number [& 3 D

l Add Submission

Do B

@ TIDelete Latest SubmissionUnit]ZE =& Delete This Record Z:&IRL . [OKIRELEH)vHT B,
Delete (=3

@ Delete Latest SubmissionUnit

) Delete This Record

[ OF ][ Gancel ]

® HAvt—CORBEHEZRLIOKIRELES VIS S,
HIfgZERIETBEEIE. [FrovILIREUED) 9T B, DIZRED.

Delete Latest SubmissionUnit Z&i{RL1-5HE Delete This Record ZRiRLI-1HA
Delete Latest Submission Unit [ Delete This Record (3]
‘0' Once you delete a latest submission unit, could not undo this @) Once you delete this record, could not undo this operation.
& operation. ¥ Do you want to delete?

Do you want to delete?

oK | l el ]

[ oK l [ +r2tl ]

= [Error]E @AV =15A  @ISED,
[Start Menu |ETE M BV -IEE BIZHED,
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25 [Delete] Application, Submission,

17 2015/4/10
SubmissionUnit % #IlE&4 % FATH

@ LTOMError]EEARWN=BE L. BESNTWEI7MIILNA A RYERICH TSN TNAT=OHIRA
TELEM T, [OKIRZVEI I TBHELZY—ILBET T 5,

®

Error

FAvS

'C:¥eCTDTestTool1¥DocumentPool¥df273a ad-cf34-416c-adfs-
2edefelede28.pdl ~"DF I AHESENELE.

=l

note:

1.

I Application. Submission, SubmissionUnit 1ZHIBR 9 57=® (L, BEFEINTVWDTRTOI74A
ILHVEIBR SN AETIEAES ALY,
@D AvE—TU NS E X T 7 ILHEIBRTELL 28 HELI—FIFHEIBRSNAL,

L2 L O—KRZHIBRT S1=61Z(X. TDocumentPool |74 ILE MSRHEDIT7AILDI A ERYEFH ]
5L, BEONSEET 5,

IDocumentPool | 74 /LA [ZI& Document Root ID D& R TIREFESN TS,
[Z74 /L% (Document Root ID) R 2ZH %]
1) TStart MenuJEIEA D i L a—F% Edit E£7=(& View TEI<,
2) eCTD Tree £%&:29 %,

a. HIBRENF-XEIFALT(avIE. & TRRESATNS,
b. BIfR CELMN>EXETI7AINTAaVIF, HRFEBATOTSLOT(aUH
RRSNTLNS,
3) eCTD Tree M5 b.OXET7AILEEIRL. HRXA>DIDocument Root ID|ZFANS,
4) TDocumentPool | 74 LA ZFERT H&. 3)DDocument Root IDIDT7AILENEFET

%)o
MStart MenulEEIZRo71=15 8 1F, DQT:ERLI= Submission ASHIBRE 1=,
Delete Latest SubmissionUnit % Delete This Record &
BRLI=HE BRL-5E
4 1P eCTD Test Tool v1.0 [Start Menu] T4 IP eCTD Test Tool v1.0 [Start Menu]
l A i I 0L view H (8 Greate H [ tmport l Schema &0 l 2 e I Q, ven H L e
eCTD Receipt Mumber  Application Extensio..  Submission Extenzio. SubmissionUnit Extensio.. Sequence eGTD Receipt Mumber  Application Extenzio.  Submission Extensio .
260830001 260930001 260930001 260930001-1 1 260930001 260930001 260930001
261225001 261225001 261225001 261225001-2 2 261225001 261225001 261225001
270105001 270108001 270106001 270108001-1 270105001 270105001 270105001
270105001 270105001 27010500 2301050012 @
Sequence Number [& "2" &%, E#RLT:‘\SUP‘@ssmn
(La—k) MEIRRESN S,
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i 26 [Import] eCTD %0 ALs [ 6470 | 2015/4/10

26.[Import]eCTD #HVYiAL>

LY ILTHEREN T eCTD PO Y—ILTERSN Tz eCTD 5% Y—ILIZEYIAL,
AETIE., Nmport ] DLWV TEREHT 5.

26.1 Import OMEEHEA

Import BFDERLTRIILTDEEY,

26.1.1 Import MBI

First Level Folder B TERYIAAZEITI,

First Level Folder M THIBERE ([ Second Level Folder EFE(EH 5 Sequence Number AT ULN=D 4 ILA WTELE
9 %, Second Level Folder BEHMEFET HIHE (L. TXTD Second Level Folder ZERYIAA R RET D,

-

, 270105001 < First Level Folder

g 1 < Second Level Folder
y ml
, m2
. m3 Module 7414 __ First Level Folder O TR D
. m4 FTARTHERYAHXRELD
y M5

|| submissionunit.xml

§ 2 < Second Level Folder
, m2

|| submissionunit.xml

26.1.2 J7AIHEFELEWNEEDNIE
UTDIHILTERD&SIZ Module T4 LA BFEFELAELTE. Tsubmissionunit.xmll 774 )L HSE YN IBFTIZTF
EI NI Import 4752 &M TES,
270105001
1

submissicnunit.xml

I'Submissionunit.xml JMSBL TS T77A LA Import AR D TAHILFRARUVEHEZY—ILAICHFEELEVMES X,
Import BfIZ 0 NA D T7MILEBEIERLL TEFREITO,
(Import L1= eCTD % EditJE E > View ] B & THL\=FFIZ eCTD Tree THIRY 471-8)

26.1.3 Import BDFxT vy
Import B2 T3 F TV IELUTDERY,

1) Import 3% eCTD M Application Root ID & Submission Root ID DA EHEM ., B V—ILNIZEKIZEE
9% Application Root ID & Submission Root ID D##EHEE—BLTLV=BEA,
- BEIZTETES 5 SubmissionUnit 0 Sequence Number &Y XELMEEIZIE Import AA1TZ 5,
- BEIZTETES 5 SubmissionUnit 0 Sequence Number ERICE=IX/NELMEEZIE Import [£1TZ ALY,
2) Import 3% eCTD @ Submission Unit Root ID &2 5%y — L INIZBEIZTFEHE S % eCTD @ SubmissionUnit Root
ID MEETBHEE. Import (FITAELY,
3) Import 3% eCTD @ Submission Unit Root ID &% Y—ILINIZERIZFETES % eCTD O CoU Root ID AAEE
L9354, Import (X1TR ALY,
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26.2.1 Select First Folder EImE

Select First Folder =

==

Sequence
Cl

© |
DK
Q EfTRAY
[—E)
No. HB4 FR-BEAR
1. |Sequence FERL 7= First Level Folder IZ&FE M4 Second Level Folder D—E# %R,
[E1THR2V]
No. REUH HEE =
1. |Browse First Level Folder Z:&iR9 %,
[Browse] R 22 EH)wH 9 H&. Windows D74 /L5 EIREE AR,
2. |OK WIBZEED D,
[OKIRAZLZEH)wH T BE, TSelectCV [ Import] JEEAEAL,
3. |cCancel REEREMZEL Tl Select First Folder JBEIEZ AL . I'Start MenuJEIEIZRE S,
26.2.2 SelectCV[Import] EmE
SelectCV [Import] =
Select Controlled Vocabulary L
Controlled Wosabular
IGH Controlled Vocabulary : l vJ
~ JP Regional Controlled Vocabulary - l -J
G— > ) Usze an exizting Uszer Defined Controlled Vocabulary
"~
) Create a Mew Uszer Defined Gaontrolled Wocabulary
©)

® HEEBE
Q@ EfTREY
(2EIEH]
No. HA4 B | & RR-BEAE
1. |ICH May7© | Y | EIRTIAEA: Codeset A2 DL EHBIGE. MREIL ISV &R
Controlled Vocabulary 4y B,
Codesetl ICH Controlled Vocabulary > Codeset Name 1% & .
2. |JP Regional Moy7' | Y |[5BIRTETRELR Codeset A\ 2 DLLEHBIBE . HIHMEF TSV o ¢4
Controlled Vocabulary LV B
Codesetl JP Regional Controlled Vocabulary > Codeset Name | %
=R,
3. |Use an existing User V% Y | lUse an existing User Defined Controlled Vocabulary |\ Create
Defined Controlled w4y a New User Defined Controlled Vocabulary | EH 5 M EEIRT
Vocabulary
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P 26 [Import] eCTD % itV iA7e | 5617 H | 2015/4/10
No. HEA Bt | WA RR-BREAND
4. |Create a New User %,
Defined Controlled + Use an existing User Defined Controlled Vocabulary:
Vocabulary BE7F D UserCV 295

Create a New User Defined Controlled Vocabulary:
submissionunit.xml 75 User CV #BHEIE KT 5

5. |Use an existing User boy7° | Y |TUse an existing User Defined Controlled Vocabulary |%24R L 1=
Defined Controlled RV, BEIT User CV #EIRT B,
Vocabulary @Ry 759 SRR ATRELE Codeset MY 2 DL EHBIEES . MHEIET S HE4E
~ %, CodesetlUser Defined Controlled Vocabulary > Codeset

Namel# &R,
[EiTREV]

No. KRRV 2 HEEE

1. |OK Import LEBEEITS B,
Cancel R EHIEIZEL Tl SelectCV [ Import] 1B EZEAL. IStart MenulBIEIZE S,

26.3 CV O Codeset BIRIZDLVNT

26.3.1 ICH Controlled Vocabulary, JP Regional Controlled Vocabulary @ Codeset 3#iRIZDLVT
Submissionunit.xml [Z[X ICH CV BTN JP CV A3 F > TL\ S 2 FEMRA FELBR S TULVAL 28 Import 12 eCTD Tree
*> Property {&$R & EmE LICHIR I 57=0IZIX. Import B (Z CV E@RMALELLS,

SelectCV [Import] (3w

Select Controlled Vocabulary [

Controlled Vocabulary

IGH Cantrolled WYocabulary - | -‘

JP Regional Controlled Yocabulary : | v‘

Use an existing User Defined Gontrolled Vocabulary

Create a Mew User Defined Controlled Wocabulary

Gancel

“ich species 1" ZHIIZRALTERAT %,

L2 Y—ILDIRETXE T 74 LI species for non clinical study : mouse DX EF 1T &, submissionunit.xml
IZ Code fBE® "ich species 1" I&H 719 5H%. BEIEFRRIFEHRD "mouse” [FH AHShizLy,

(L5 Y—I/LDE @K : Properties])

Properties

Property Mame

.} zpecies for non clinical study
# route of administration for non clinical study J6.840.1.113883.3.989.224.15)
J duration short (1684011138833 989224 16)
[eCTD H ABF D submissionunit.xml D RZA])
<referencedBy typeCode="REFR"> l ———
<keyword>
<code code="ich species 1" codeSystem="2.16.840.1.113883.3.989.2.2.4.1.4" />
</keyword>
</referencedBy>

Z O submissionunit.xml % Import LTH&ZY—ILOEE-EIZ "mouse” ERREEHT=HIZIX. Import BFIZ
“ich species 1" & "mouse” ZHEUMTIT5T=H DIEMMNLELLE D, THH Import B D CV #EIRELD,
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[Import 3% submissionunit.xml N RNZA])

<referencedBy typeCode="REFR">
<keyword>
<code code="ich species 1" codeSystem="2.16.840.1.113883.3.989.2.2.4.1.4" />
</keyword>
</referencedBy>
[Import B3R 9 % ICH Controlled Vodabulary D INZ]
ICH Controlled Viecabulary List "ich species 1--(\:"m0use"g)%EU{:J—(-J—;&?—‘I—}0 E'@
Codeszet Mame : IGH G W10
Kesaword Tyvpe Keyword Code Keyword CodeSystem QLD Kewword Deszcription N
I zpecies for non clinical study ich zpeciez 1 2168401113883.398922414  mouse I =
species for non chmcal study Ich species f ALK AR REEE AR W0 T
species for non clinical study ich species 3 216840.1.113883.398022414  hamster
(Import &0 % 5%Y— )L DEE R K : Properties]
Properties
Property Name N
2 species for non clinical study @ Import L=ZEIETH "mouse” ABHRTES,
# route of administration for non clinical study — oraTL2.16.840.1.119883.8.989.2.2 4.1 5)
A duration short (216.340.1.118835.2.080224.1.6)

Import BFIZ§E LT ICH CV [ZTich species 1:cat|EERESNTLVNIE, BIE L& "cat" ERREINSHIEITHD,

note: 1. H\ERY—I/LTRHEL TS ICH CV R JP CV O Codeset (&, Step 3 A ICH CV XU JP CV TE

HSNTWWBHRBEHREL TS, ERIBIIC Codeset DEFEF1THAELRY. Import JtERLC
NBZBETES,

2. Import Xt%& ® eCTD T Step 3 A ICH CV BT JP CV TEZESALTLVAELY Code 4 Description A%
FERASh T EBE., B3 Y—ILIZImport L eCTD 4R TTERILINARZ BRI 51=6H1Z1. Import
R D eCTD DAHNBFERELI- L THZY—ILOD ICHCV BT JP CV M Codeset #ERLL . Import
BrIZMEZ ICH CV RN IP CV £ BIRT BZLELAH S,

3. submissionunit.xml DEHABITHMNH5T . Import BFIEIRSIN L CV D Codeset BN LEE
SNBTEFL,

26.3.2 User Defined Controlled Vocabulary @ Codeset :#iRIZDL\T
Import B® User Defined Controlled Vocabulary M FRIELAT D 2 FE5EELD
(1) Create a New User Defined Controlled Vocabulary
(2) Use an existing User Defined Controlled Vocabulary

(1) Create a New User Defined Controlled Vocabulary MiZiR[ZDUNT
lCreate a New User Defined Controlled Vocabulary |1, Import BF[Z submissionunit.xml &
<keywordDefinition>®D1FE A 5 User CV # BEIERKT 5,

SelectCV [Import] =
Select Controlled Vocabulary P
Contralled Yacabulary

IGH Controlled Vocabulary - [ v]
JP Regional Gontrolled “ocabulary : [ v]

() Uze an existing Uzer Defined Gantrolled Wocabulary

(7} Create a Mew lzer Defined Contralled Wocabulary

ELLNEERYT S,

I} User Defined Controlled Vocabulary &
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LEBY—ILDEBEETIXET7AILIZLLT O Keywords Properties M 5% % % 75 & . submissionunit.xml [
<keywordDef|n|t|on>tl,’C Codeset DNBZEH T 5,

* indication . ich keyword type 1
* substance . ich keyword type 2
- manufacturer  : ich keyword type 3
« product name : ich keyword type 4
- dosage form . ich keyword type 5
+ excipient . ich keyword type 6
« stability . ich keyword type 7
= container . ich keyword type 8
« study id . ich keyword type 9
« study title . ich keyword type 10
- site id . ich keyword type 11
= group title . ich keyword type 13

[User Defined Controlled Vocabulary ® A& ]

User Defined Controlled Vocabulary List o || = =

Codeset Name : User G W10 (Sample}

K'wDef Gode KWiDef CodeSystem OID K'Def Description Kesward Gade Keyward CodeSystem OID Kesward Descriphgn

m | e

ich keyword type 1 216.840.1.113883.398920412 indication INDI001 216840.1.113883.3.989.2.2.1.1%
ich keyword type 1 2168401 113883398922412 indication THDI002 216840.1.11388339892211 s
ich keyword type 1 216.840.1.113883.3.98922412 indication INDI003 A EESPI AT |
ich keyword type 2 216.840.1.113883.3.98920412 substance sUBs001 A =T I5EHE
(L5 Y— /LD EE KT : Keywords Properties]
Properties
Property Hame Walue /
Keywords Properties User CV MR
# indication rellEAE (2.16.840.1.1138083.3889.22.1 1y )
# substarce A =7 T Nyl
A marufacturer EI?M&I%E&?I (2 16.840.1.113883.3889.22 11y y)
[eCTD H B D submissionunit.xml DA ZE]
<referencedBy=> i User OV A>T\ BT RTOIERA RSN S

<keywordDefinition>
<code code="ich keyword type 1" codeSystem="2.16.840.1.113883.3.989.2.2.4.1.2" />
<statusCode code="active" />
<value>
<item code="INDIO01" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.y.y">
<displayName value="g& M/EJE" />
</item>
</value>
</keywordDefinition>
</referencedBy>
Z®D1=8. User Defined Controlled Vocabulary [ZDUNTI&, Import BFIZ submissionunit.xml @
<keywordDefinition>1&%#k M5 User CV ZBHEIEMR T S ENTES,

[Import 9% submissionunit.xml]
<referencedBy>
<keywordDefinition>
<code code="ich keyword type 1" codeSystem="2.16.840.1.113883.3.989.2.2.4.1.2" />
<statusCode code="active" />
<value>
<item code="INDIO01" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.y.y">
<displayName value="%& M /EJE" />
</item>
</value>
</keywordDefinition>
</referencedBy>
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[Import [IZ&Y HE R EHT= User CV M Codeset]

User Defined Controlled Vocabulary List [= =] =]
Codeset Mame : Import-0001
kwDef Code kWhDef CodeSystem QID k'WDef Description Keyword Code Keyword GodeSystem QID Keyword Description
ich keyword type 1 216.840.1.113883398922412  indication DIt 216.840.1.113883398922 0 1wy il EE
<keywordDefinition>4% 1 #EBSINTLVDIHEE L. 1 La—KRh&EERSh 5,

<keywordDefinition>% 2 iR ENTLVDIFE &, 2 LO—FEHEIN D,

Import BfIZE RSN S Codeset &I, "Import-0001" Mo IR FE S EHR LMD,
Import Z175&Z &IZ#HLLY Codeset AMERLSAL. "Import-0002","Import-0003" & &S M LANS,

note: 1.  submissionunit.xm [Z<keywordDefinition>A% 1 4 FFE LAY, F1=I1E Sequence2 LAFE®D Import
BF(C UserCV # EZ2E9 5102 E TupdateMode="R" IN i SN TLVELME S (L, BRYIAH
Fhit3 5,

(2) Use an existing User Defined Controlled Vocabulary IZ2ULVT
l'Use an existing User Defined Controlled Vocabulary 1Z:&iRL1I=5& &, HB%Y—IILIZEHFIN TS User
Defined Controlled Vocabulary @ Codeset Z{# AL THRYIAL,

SelectCV [Import] (=3
Select Controlled Vocabulary L
Controlled Wocabulary
IGH Gontrolled ocabulary : [IGH GV LD v]
JP Regional Cantrolled Wocabulary - [JP CY A0 ']
@ Use an exicting Uzer Defined Controlled Wocabulary .
User Defined Controlled Vocabular
[User GV V10 (Sample) - CELMERINT S y 1
() Create a Mew User Defined Controlled Wocabulary e = ©

submissionunit.xml D LLTDEEDY—HERD D code@code & code@codeSystem DIAHEHE T, EIRLT-
Codeset MIFEZEEFL . Import 175,

lCreate a New User Defined Controlled Vocabulary | &IE£7:Y . submissionunit.xml @ <keywordDefinition>
DIERIEERAINGLY,

[Import 9% submissionunit.xml]
<referencedBy typeCode="REFR">

<keyword>
<code code="INDIO01" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.y.y" />
</keyword> de@code & code@codeSystem M4 &+ T Codeset MiSIEHREIRET S
</referencedBy> coae@code coae@coaesystem b = oaese bE == °
<referencedBy> )

<keywordDefinition>
<code code="ich keyword type 1" codeSystem="2.16{840.1.113883.3.989.2.2.4.1.2" />
<statusCode code="active" />

<value>
<item code="INDI0O01" codeSystem="2.16.840.1.1%38¢ submissionunit.xml (<
<displayName value="& M/E %" /> <keywordDefinition>D ik A H->TH.
</item> Import BFICIE RSN,
</value>
</keywordDefinition>

</referencedBy> -
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note: 1. [Use an existing User Defined Controlled VocabularylTI&. Import BF(Z:ZEIRLT= User CV D
Codeset M EEEFIN LI EIEALY,
2. ZFERLT= User CV IZ submissionunit.xml [CEEE SN TLVS code B U codeSystem MFFELARLY
BEIFRYAHERIET S,

26.4 Import #2179 %

@ TsStart MenuJEEMS [Importl RE &5 w035,

73 1P eCTD Test Tool v1.0 [Start Menu] (=R EcR ()
R Edn Eh . View 2l Greate . o Schema & Output Godeset Setu Pt el Schema Validation
a s ICaigle Path °
eCTD Receipt Mumber  Application Extengio..  Submigzion Extengio..  SubmizgionUnit Extenzio.. Sequence Mumber ICH GV JP Regional G Uger GV
260930001 260930001 260930001 260930001-1 1 ICH GV V1D JPGW VT ARER
261226001 261226001 261225001 261226001-2 2 ICH GV LD JPCW LD User GV W10 (..
270105001 270105001 270105001 270106001-1 1 ICHCWY WD JP GV ABGER

2

® TSelect First Folder JEIE® [Browserl R 22 &91)v5o9 5,

Select First Folder )|

Browse...

Sequence

® Windows D4 I)LE DS BRBEEA D eCTD O First Level Folder #:&1RL. [OKIRALEH)vHT B,

TANS—DEE (3w

Impart Submizsion

4 | eCTD -

4 Output
4 J. 260001001 ¢—— First Level Fdlder 3R

1
2
3

ok | Fegn |
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@ Tselect First Folder JEIEICRY .. TERLIZTHILZAD Sequence 74 ILFERTT B,
[OKIRZLED) YIS B,
Select First Folder =
C¥eCTD¥OWput¥ 260801001
Sequence
1
2
3

3 DM Sequence A Import 3t &

QK CGanoel

= submissionunit.xml BNEELLZEVE D AvtE—CHEHEAREVLE-EE :OI2ED
ISelect CV [Import] JBEIE ARG E : @ITED

Impart

® LUTOAYtE—CE@EARVL=ES (R, ZBIRLI=T4/L4 AIZ submissionunit.xml BAEELRELD, F=1E7
FILEBIRBAETo>TULVEL, [OKIREVESvIT S, DIZRD.

EXE)
I

Selected folder doesn't have submissionunit.xml.

® TSelect CV [Import] JEEABELV =I5 A (X, Import BIZERT 5 CV E&RL. [Next] REVESIVIT B,
SelectCV [Import] (=3a)
Select Controlled Vocabulary e
Contralled Yacabulary
IGH Controlled Vocabulary : I vJ
JP Regional Controlled Wocabulary : l vJ
Use an existing User Defined Gontrolled Vocabulary

Create a Mew User Defined Gontrolled Wocabulary

Gancel

= [Error]E@MNREAWVI5E : DIZED

Import [ZB89 % Error BEIEARAWLV-15E :®IZED
Import BT DEE A BL-IHE : QITED

@ LUTOTError ] EEA BV =5 &1L, CV Yk

BETHD. NBEFHEZELIOKIREVEV)vIT 5, QIZRS,
Error @ Error \El Error @ Error
I 3 Choose ICH CV.

==
l " Choose Region CV. ! . Choose User Defined CV. l "

Choose either of Create or Use Exising User CV.
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26

[Import] eCTD # Y iAde

| %47H | 2015/4/10

LT OTError IEBITEMABWL=BE X, Import TARABICREENH D, RBEEZHEZRLIOKIRZILEY)vIT

%)Q

No. IS—HEm| HtEA
1. |[Erer Es| |submissionunit.xml A% XML &L T well-formed T#iLY
(BIZIE., BARRT &R T 29 DI TULVELY) .
iT ELJHE 6 [CHDHEMSY device' EBTH4 receiver’ ANELTUVER
fo i R [OKIREVED YIS B, UBmY— LB TS5,
[xAE]
XML ELTIELLMEEITIEIES 5,
2. |[1mport rror == L2y —JLAIZ Sequence Number AARIL., Ff=IEK
i ZL\ SubmissionUnit MNFET S,
\'81 A bigger sequence number submissionUnit already exists
) [OKIREZED) DT BE No.5 DAvE—UHEEL,
[ AE]
Import 9% SubmissionUnit @ Sequence Number %
RFSINTLVS SubmissionUnit @ Sequence Number
FYKRELT B,
3. Import 55| ®TlUse an existing User Defined Controlled
i Vocabulary 1z E R L 7=k, submissionunit.xml T3k
(€23 o defintion found in User Defined Cv. Sh TS <keywordDefinition>#A% Codeset D HhIZ7F
) ELEMST=,
[OKIRALESY 9T BE, No.5 D Avt—IHEK,
[xthisAiE]
®T#EIRLT= Codeset IZ<keywordDefinition=>(Z §¢ ikt
SINTVWAREDI—REZEEET 5,
F1=1%. Import Bf(ZlCreate a New User Defined
Controlled Vocabulary | %#{R 3 %,
4. Import () ® Tl Create a New User Defined Controlled
) Vocabulary 1% 2R L T=B¥.
\_8} A same keyword defines without updataMode="R". SequenceZ ul}ﬁd) Import —C‘\
. submissionunit.xml ? <keywordDefinition>[Z&2 ik &
N TLV% code@code & code@codeSystem DA &
Ht (& Codeset [CTEFELT=AY.
XML [Z[&lTupdateMode="R" ID FEiR A3 AL V=8
Codeset ZEBH I B EMNTEE A ST,
[OKIRZAVEDvI T BHE No.b5 DAYE—UHFL,
B, RKAYE—UDBANTE, AytE—TRHIETIC
Import Eh#= SubmissionUnit [ Z DEFREFESIND,
[xAE]
Codeset ZEB#H T 5D THhALIE. submissionunit.xml
ELTIELWERITEIET 5,
5. |[import == AAVE—C DREIIZEL = AYtE— (No.2, No.3,
_ No.4) DEHIZLY. Import MIEBAKELT=,
\_8} Failed to import eCTD Submission.
) [OKIRE2EH)wod BE, TStart Menu JEIEIZR
%,
[xthsAiE]
No.2, No.3, No.4 OREEfERLTH S, BE. Import
#1712,
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No. IS—HEm| HtEA
6. Import (== ®TlCreate a New User Defined Controlled
Vocabulary 1z ZE1R L 7=#¥ . submissionunit.xml [Z
S e v e e <keywordDefinition>D Bt ¢ 1 b3 1ot
Codeset Z4H KT B2 EMTERLY,
[OKIRE2ED ) ITBE. BIZRS,
[ AE]
Import ####: 3 5B & 1. lUse an existing User
Defined Controlled Vocabulary %3R3 %,
7. |[mport == submissionunit.xml [ZEEEHIN TN/ XRADIFZEFTIZT
FAILDEELENE=H, 0 N(+DT7AILEB B E R
! ' Do you continue to create an empty file because the specified L—C Import %7:1'50
. file is missing.
[OKIRBLEH)voTF BE, Import NIBZBHIRT B,

©® LTOEEABL-BEE. Import (THEIILTLNS, [OKIRELES)vIT 5,

Impaort

|0] Succeeded to import eCTD Submission.

=

= [Start MenuJEIEIZREY. —EIZ Import L7= Submission AR REN TS,
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& Output Path Z % &+ 5

27.[Schema & Output Path]Schema & Output Path Z8& &3 %

AETEH,LUTD 2 DNHRFEICDONTEET 5.
- Schema Path
+ XML Output Path

27.1.1 Schema Path

eCTD Schema DRFIGEMEIEET D,

[Schema Validation] Tl&. Schema Path ] TERE SN 1=/YAMD Schema S BEL . submissionunit.xml DX L4
HERE1TI,

submissionunit.xml [ZE2 &4 TLVS xsi:schemalocation (XS BBLALY,

By — LS & B submissionunit.xml @ xsi:schemalocation Mgk (&,
"urn:hl7-org:v3 ../../schema/PORP_INO00001UV.xsd" &L. BEE TH AT 3,
['Schema Path | CE&E L=/ \RIFERR SN ALY,

[submissionunit.xml D NZ]

<?xml version="1.0" encoding="UTF-8"?>

<PORP_INO00001UV xmiIns="urn:hl7-org:v3" xmIns:mif="urn:hl7-org:v3/mif"
xmins:xsi="http://www.w3.0rg/2001/XMLSchema-instance" 1TSVersion="XML_1.0"
xsi:schemalLocation="urn:hl7-org:v3 ../../schema/PORP_IN0O00001UV.xsd">

xsi:schemalocation |ZE E{E,
Schema Path 2R EL TEHEZD/NRIEEEINALLY,

27.1.2 XML Output Path

eCTD H QB DHERED IAIL T ZIEET .

XML Output Path D& E%1T5&. [Generate eCTD JEIE M Output Location [CRBEN S,

lGenerate eCTDJEIE® Output Location T/NRAZZEEL=HEIL, [Schema & Output Path 1[E &M XML
Output PathJIZ kBRSNS,

Generate eCTD \El
I Output Location : Ci¥eGTD¥Output
Browse..
First Level Folder 270105001
Second Level Folder - 1
Schema & Output Path
Output Options
Schema Path files_2014-0%processable¥multicacheschemas¥PORP_INONOON 1LV xs Browse.. @ Dutput XML and Files:
Output Reused D ts to Output D t
IXML Output Fath :  G¥eGTO¥OUtput | - uipu euset Horuments fo DUTput Hiestary
) Qutput anly XML
0K Gancel Select Keyword Definition to Output Gancel
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& Output Path Z % &+ 5

27.2.1 Schema & Output Path EHE

| Schema & Output Path @
Schema Path Browse...
1 ) s Qutput Path
(2)
@ ®EER
@ EfTREY
(ZREHEE]
No. HEA RT-RENR
1. |Schema Path eCTD Schema Z1EE T 5.

¥ eCTD @ Schema ZHEL. #H%Y— LAV AR—ILENTLVS PC £FIL PC R
IZ Schema ZRELTHLZ L,

2. | XML Output Path eCTD E B DO WMEAED I+ LT EIBET b,
[EfTHR2V]
No. Rav 4 HEERE
1. |OK ERNBEREITT S,
Cancel SR E BEHRAEMZEL TlSchema & Output Path JEIEZEILC. I'Start MenulBIEIZR %,

27.3 Schema & Output Path Z&ET 5

@ Tstart MenuJEE® [Schema & Output Path]/R2L &S w93 %,

4 P eCTD Test Tool v1.0 [Start Menu] =R
ﬂ Edi 7 . ) Schema & Output idati
A it \__—& View L:UI: Create P Import Path Codeset Setup Document Pool Schema Validation
eTD Feceipt Mumber  Application Extensio..  Submission Extensio..  SubmissionUnit Extensio.. Sequence Number ICH GV JP Regional GV User GV
260830001 260830001 260830001 260830001-1 1 ICH GV LD JPCW VLD ABEER
261225001 261225001 261225001 261225001-2 2 ISH GV w10 JP GV TD User CYVI0 (.
270108001 270108001 270105001 270108001-1 1 ICH GV Wi JPGWD ARER

@ TSchema & Output Path |EEAVEA<
['Schema Path® [Browsel "2 &5 w93 5,

Schema & Output Path

Schema Path | Browse...
HML Output Path Browse...

® Windows D77 JLiEREE TIPORP_IN000001UV.xsd 1ZEIRL . [BAKIRELEH)vIT B,
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& Output Path Z % &+ 5

Select an schema file ==
QQ ‘ . « Schema_eCTDv4_0_schema_files_2014-09 » processable » multicacheschemas » -~ ‘4,” nulticacheschemasiie s ol

EE - HLLIANST— = O @
Schema_eCTDv4_0_schema_files_2014-09 £E X

{ processable PORP_IN000001UV.xsd

PORP_HD050032UV.xsd
PORP_HD000001UVO1.xsd
POQM_MTOO00001UV.xsd
POQM_HDOO0001UV.xsd
POOR_MT200999UV.xsd
POOR_MT200000UV.xsd
POOR_IN200911UV.xsd
POOR_IN200910UV.xsd

- m r

coreschemas

. examples

multicacheschemas

S
S
S
L S
S
S
S
S

IFAILE(N): PORP_INO000O1UV.xsd +  |XML schema file(*.xsd) -

note: 1. FERILI=RRIDI7ZAIDERFET S0, 771ILERIZIEGEELNDETH D,
IELLY Schema 774 ILAGEIRESNA M S=15E L. Tsubmissionunit.xml] D& L EFEZERIZ/\—

Xla_&t;éo
@ TSchema & Output PathJEEIZRY ., @ TCERLIzIT7MILBRTEIND,
Schema & Output Path @

Schema Path : Gi¥desktop¥? INGEYS, 0% T M¥eGTD¥V_HLT¥5chema eGTDv_0 st

HML Output Path

® RIZ. XML Output Path1® [Browsel K22 &0 v0F %,

Schema & Output Path @

Schema Path : Gi¥desktop¥? INGEYS, 0% T M¥eGTD¥V_HLT¥5chema eGTDv_0 st

HML Output Path

® Windows M7+ /LA EIREE T eCTD H ABD #HAED Path #ERL . [OKIREZLED)YIT B,

TAIA—DSE =
4 | eCTD m
. Output

eCTD H S1iGAE#ER

[ LT —DPERSN) ][ et |

@ TSchema & Output PathJEIEIZRY ., ©@ TEIRLI-IT7MILHBRTEIND,
[OKIRELED ) IS B,

Schema & Output Path @

Schema Path : G¥desktop¥? NGRS, 703 T eeGTD¥V_HL7¥Schema sGTOvd_0 sc

HML Output Path : C¥eCTD¥Output Browse...

(o]
i)
=
o
{1

= [Start MenuJBI@EIZRE%.
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P& R I 5

28.[Schema Validation]XML D& X% HERT S

I'submissionunit.xmliA¥ Schema [SE &L TLAHDZ LD FEREZITD,
AETIE. [Schema Validation [ DL\ TERE T 5.

note: 1. ZHEOFEFELIL. submissionunit.xml Y Schema [Cx L TR UM EFERTHETHY. ICH 1G
RUIP IG IZRI- TR SN TWANEHEZET 5 ETIEALY,

28.1 Schema Validation #2179 %
@ TStart MenulEEA S [Schema Validation] R2%E49)y9o 3 %,

[/ P eCTD Test Tool v1.0 [Start Menu] =N R
Pt
R Edi Ch View ] Grsate T r Schema & Output Godest Sety Document Pool Schema Vialidation
! Q Lp I P Path P
eCTD Receipt Mumber  Application Extensio..  Submission Extensio..  SubmissionUnit Extensio.. Sequence Number ICH GV JP Regional GV User GV
260030001 260030001 260830001 260930001-1 1 ICH GV LD JPCW LD ARREERA
261225001 261225001 261225001 261225001-2 2 ICH v v JPGWAND User CY W10 (.
270105001 270105001 270108001 230105001-1 1 ISH G Wi JPGWD ARER

"

Q@ AvtE—COIOKIRELEI)VIT S,

Schema Validation @

|0] Select a xml file to validate.

® Tsubmissionunit.xmlZ:&RL . [BKIHRELEDvIT B,

4 Schema Validation
@Q.ﬂ « eCTD » Output » 260825001 » 1 v|o,\| IR 2|
=2 . LT LA — == il @

eCTD = & )

bt | submissionunit.xml 4

260825001
1 submissionunit.xml %2R
260912001 1|

270105001

il i 3

Tr-ILA(N): submissionunit.xml - |Submi55ionUnit(*.xm\] v|

[ E<(0) |v] | £t ‘

= [Schema Validate |EIE A BV -1 & @DIZHED,
l'Validation Errors JEIE MLV =15E :®IZHED,
lNValidation Result IETE AR -1HE : DIZED .



eCTD V4.0 7 A b —)L
M ST, BIETIAE (4F 2.0 i) Page 187 of 197
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P R % FEATH | 2015/4/10

@ LIT?DlSchema Validate |EIE ARV =15 & 1L, FHIIZ Schema M Path AFREIN TV, FEESH
T=15ATIZ Schema AFEFELAELY, [OKIRALZEHvIT B,

Schema Validate @

\:] Select a schema file.

® Windows D774 JLiEREE TIPORP_IN000001UV.xsd 1ZERL . [BAKIRELEH) v F B, Validation H
FtaEINnD,

"4 Select an schema file

@Qvl <« Schema_eCTDv4_0_schema_files_2014-09 ) processable » multicacheschemas » -‘.,H multicact

2B~ HmLLITANS—
Schema_eCTDv4_0_schema_files_2014-09 * £

processable PORP_INOOOOO1UV.xsd
coreschemas PORP_HD0S0032UV.xsd
examples PORP_HDODDO01UVOL.xsd
multicacheschemas ] POQM_MT000001UV.xsd

POQM_HD000001UV. xsd
POOR_MT200099UV.xsd
(i) POOR_MT200000UV.xsd
ml POOR_IN200911UV.xsd
POOR_IN200910UV.xsd

i = E
j?"f}\,g(ﬂ)l PORP_IN00C001UV.xsd - XML schema files(*.xsd) -
B() [+ | Frxt

note: 3. FERILIBABIDIFZFAILHDERGFET 50, I71ILERICITEFEDDETH D,
IELLY Schema 74 ILASEIRESW AN o=15 & (L. Tsubmissionunit.xml] D& L EFERRZ/\—
Xls_tfd:éo
4., —ERTFETOIE.RELBOOE@EITRRSNAEL,
5. IBEFHD Schema ZHID Schema [ZEBLzLMEE (X, 127.[Schema & Output Path]Schema
& Output Path 3 E 9 51 TITD,
= [Validation Errors |EIE A BHLV=15E : ®IED
l'Validation Result EIEABILV =15 S DIZHED
® LITdlvalidation Errors]EE AL =15E (X, [submissionunit.xmli D ik [IZFEBEMNH -2 EFTRT,
[Closel REZ>%ED)yod 5L, IStart MenuBEIZRES,
Validation Errors (=% B =<=|

Error Message

3 value' BHEEINT Y, 1B " (17 —58 String' (3ILTEINTS, Pattern HIFIMEAELELIE,

Save az Close

@ LITFdlVvalidation Result]EE A BAL V=15 & (&, Schema @Y (=l submissionunit.xmliMEEREh TLNVS,
[OK]REUED)yHF BE. [Start MenulEEIZRE S,

Validation Result @

|0] Mo error found.
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29 [DocumentPool] X&E~7 7 A )L —

e RS

FEATH | 2015/4/10

29.[Document Pool] XXEIJ7A/IL—EXS BT 5

Document Pool Tl&, H&Y—ILTEELEXETI7MILDO—EEZSBTHENTES,
AZETIL. 'Document Pool J[ZDUWVTEEiR 33,

29.1 DocumentPool Browser O EfEsH

DocumentPool Browser Fele- ==
fipplication Extension ID - | -]
Submission Extension I : | -

1 Refine Search Result By
Show Reuzed Documents : Shaow All Only Original Only Reuse
Search
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ich 3.2.s.7.1 : m3.2.s.7.1 stability summary and conclusions
ich 3.2.5.7.2 : m3.2.s.7.2 postapproval stability protocol and stability
commitment
m3.2.s.7.3 stability data
Stability
ich 3.2.5.7.3 : m3.2.5.7.3 stability data
m3.2.p drug product
Product, Manufacturer, Dosage form
ich 3.2.p.1 : m3.2.p.1 description and composition of the drug product
ich 3.2.p.2 : m3.2.p.2 pharmaceutical development
ich 3.2.p.2.1 : m3.2.p.2.1 components of the drug product
ich 3.2.p.2.2 : m3.2.p.2.2 drug product
ich 3.2.p.2.3 : m3.2.p.2.3 manufacturing process development
ich 3.2.p.2.4 : m3.2.p.2.4 container closure system
ich 3.2.p.2.5 : m3.2.p.2.5 microbiological attributes
ich 3.2.p.2.6 : m3.2.p.2.6 compatibility
m3.2.p.3 manufacture
ich 3.2.p.3.1 : m3.2.p.3.1 manufacturer(s)
ich 3.2.p.3.2 : m3.2.p.3.2 batch formula
ich 3.2.p.3.3 : m3.2.p.3.3 description of manufacturing process and
process controls
ich 3.2.p.3.4 : m3.2.p.3.4 controls of critical steps and intermediates
ich 3.2.p.3.5 : m3.2.p.3.5 process validation and/or evaluation
m3.2.p.4 control of excipients
Excipient
ich 3.2.p.4 : m3.2.p.4 control of excipients
ich 3.2.p.4.1 : m3.2.p.4.1 specifications
ich 3.2.p.4.2 : m3.2.p.4.2 analytical procedures
ich 3.2.p.4.3 : m3.2.p.4.3 validation of analytical procedures
ich 3.2.p.4.4 : m3.2.p.4.4 justification of specifications
ich 3.2.p.4.5 : m3.2.p.4.5 excipients of human or animal origin
ich 3.2.p.4.6 : m3.2.p.4.6 novel excipients
m3.2.p.5 control of drug product

ich 3.2.p.5.1:
ich 3.2.p.5.2 :
ich 3.2.p.5.3 :
ich 3.2.p.5.4 :
ich 3.2.p.5.5:
ich 3.2.p.5.6 :

m3.2.p.5.1 specification(s)

m3.2.p.5.2 analytical procedures

m3.2.p.5.3 validation of analytical procedures
m3.2.p.5.4 batch analyses

m3.2.p.5.5 characterisation of impurities
m3.2.p.5.6 justification of specifications

ich 3.2.p.6 : m3.2.p.6 reference standards or materials
m3.2.p.7 container closure system
Container
ich 3.2.p.7 : m3.2.p.7 container closure system
m3.2.p.8 stability
ich 3.2.p.8.1 : m3.2.p.8.1 stability summary and conclusion
ich 3.2.p.8.2 : m3.2.p.8.2 postapproval stability protocol and stability
commitment
m3.2.p.8.3 stability data
Stability
ich 3.2.p.8.3 : m3.2.p.8.3 stability data
m3.2.a appendices
ich 3.2.a.1 : m3.2.a.1 facilities and equipment
ich 3.2.a.2 : m3.2.a.2 adventitious agents safety evaluation
m3.2.a.3 excipients
Excipients
ich 3.2.a.3 : m3.2.a.3 excipients
ich 3.2.r : m3.2 r regional information
ich 3.3 : m3.3 literature references

m3/32-sub/[num]

m3/32-sub/[num]

m3/32-sub/[num]

m3/32-prod/[num]

m3/32-prod/[num]

m3/32-prod/[num]

m3/32-prod/[num]

m3/32-prod/[num]

m3/32-prod/[num]

m3/32-prod/[num]

m3/32-prod/[num]

m3/32-prod/[num]

m3/32-prod/[num]

m3/32-prod/[num]

m3/32-prod/[num]

m3/32-prod/[num]

m3/32-prod/[num]

m3/32-prod/[num]

m3/32-prod/[num]

m3/32-prod/[num]

m3/32-prod/[num]

m3/32-prod/[num]

m3/32-prod/[num]

m3/32-prod/[num]

m3/32-prod/[num]

m3/32-prod/[num]

m3/32-prod/[num]

m3/32-prod/[num]

m3/32-prod/[num]

m3/32-prod/[num]

m3/32-prod/[num]

m3/32-prod/[num]

m3/32-prod/[num]

m3/32-prod/[num]

m3/32-app

m3/32-app

m3/32-app

m3/32-reg

m3/33-lit
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m4 nonclinical study reports
m4.2 study reports
m4.2.1 pharmacology
ich 4.2.1.1 : m4.2.1 1 primary pharmacodynamics
ich 4.2.1.2 : m4.2.1 2 secondary pharmacodynamics
ich 4.2.1.3 : m4.2.1 3 safety pharmacology
ich 4.2.1.4 : m4.2.1 4 pharmacodynamic drug interactions
m4.2.2 pharmacokinetics
ich 4.2.2.1 : m4.2.2.1 analytical methods and validation reports
ich 4.2.2.2 : m4.2.2 2 absorption
ich 4.2.2.3 : m4.2.2.3 distribution
ich 4.2.2.4 : m4.2.2.4 metabolism
ich 4.2.2.5 : m4.2.2.5 excretion
ich 4.2.2.6 : m4.2.2.6 pharmacokinetic drug interactions
ich 4.2.2.7 : m4.2.2.7 other pharmacokinetic studies
m4.2.3 toxicology
ich-4-2-3-1 : m4.2.3.1 singledose toxicity
ich-4-2-3-2 : m4.2.3.2 repeatdose toxicity
m4.2.3.3 genotoxicity
ich 4.2.3.3.1 : m4.2.3.3.1 in vitro
ich 4.2.3.3.2 : m4.2.3.3.2 in vivo
m4.2.3.4 carcinogenicity
ich 4.2.3.4.1 : m4.2.3.4.1 longterm studies
ich 4.2.3.4.2 : m4.2.3.4.2 short or mediumterm studies
ich 4.2.3.4.3 : m4.2.3.4.3 other studies
m4.2.3.5 reproductive and developmental toxicity
ich 4.2.3.5.1 : m4.2.3.5.1 fertility and early embryonic development
ich 4.2.3.5.2 : m4.2.3.5.2 embryofetal development

ich 4.2.3.5.3 : m4.2.3.5.3 prenatal and postnatal development, including

maternal function

ich 4.2.3.5.4 : m4.2.3.5.4 studies in which the offspring juvenile animals are

dosed and/or further evaluated
ich 4.2.3.6 : m4.2.3.6 local tolerance
m4.2.3.7 other toxicity studies
ich 4.2.3.7.1 : m4.2.3.7.1 antigenicity
ich 4.2.3.7.2 : m4.2.3.7.2 immunotoxicity
ich 4.2.3.7.3 : m4.2.3.7.3 mechanistic studies
ich 4.2.3.7.4 : m4.2.3.7.4 dependence
ich 4.2.3.7.5 : m4.2.3.7.5 metabolites
ich 4.2.3.7.6 : m4.2.3.7.6 impurities
ich 4.2.3.7.7 : m4.2.3.7.7 other
ich 4.3 : m4.3 literature references
mb5 clinical study reports
ich 5.2 : m5.2 tabular listing of all clinical studies
m5.3 clinical study reports
m5.3.1 reports of biopharmaceutic studies

m4/421-phm/[study-id]

m4/421-phm/[study-id]

m4/421-phm/[study-id]

m4/421-phm/[study-id]

m4/422-pk/ [study-id]

m4/422-pk/[study-id]

m4/422-pk/[study-id]

m4/422-pk/[study-id]

m4/422-pk/[study-id]

m4/422-pk/[study-id]

m4/422-pk/[study-id]

m4/423-tox/ [study-id]

m4/423-tox/[study-id]

m4/423-tox/[study-id]

m4/423-tox/[study-id]

m4/423-tox/[study-id]

m4/423-tox/ [study-id]

m4/423-tox/[study-id]

m4/423-tox/ [study-id]

m4/423-tox/[study-id]

m4/423-tox/ [study-id]

m4/423-tox/ [study-id]

m4/423-tox/ [study-id]

m4/423-tox/[study-id]

m4/423-tox/[study-id]

m4/423-tox/[study-id]

m4/423-tox/ [study-id]

m4/423-tox/[study-id]

m4/423-tox/[study-id]

m4/423-tox/ [study-id]

m4/43-lit

m5

ich 5.3.1.1 : m5.3.1 1 bioavailability study reports
ich 5.3.1.2 : m5.3.1 2 comparative ba and bioequivalence study reports
ich 5.3.1.3 : m5.3.1 3 in vitro in vivo correlation study reports

ich 5.3.1.4 : m5.3.1 4 reports of bioanalytical and analytical methods for
human studies

m5.3.2 reports of studies pertinent to pharmacokinetics using human biomaterials

ich 5.3.2.1 : m5.3.2.1 plasma protein binding study reports

ich 5.3.2.2 : m5.3.2.2 reports of hepatic metabolism and drug interaction
studies

ich 5.3.2.3 : m5.3.2.3 reports of studies using other human biomaterials

m5.3.3 reports of human pharmacokinetic (pk) studies

ich 5.3.3.1 : m5.3.3.1 healthy subject pk and initial tolerability study reports

m5/531-biopharm/[study-id]

m5/531-biopharm/ [study-id]

m5/531-biopharm/[study-id]

m5/531-biopharm/ [study-id]

m5/532-pkbiomat/ [study-id]

m5/532-pkbiomat/[study-id]

m5/532-pkbiomat/[study-id]

m5/533-humanpk/[study-id]
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ich 5.3.3.2 : m5.3.3.2 patient pk and initial tolerability study reports m5/533-humanpk/[study-id]

ich 5.3.3.3 : m5.3.3 3 intrinsic factor pk study reports m5/533-humanpk/[study-id]

ich 5.3.3.4 : m5.3.3.4 extrinsic factor pk study reports m5/533-humanpk/[study-id]

ich 5.3.3.5 : m5.3.3.5 population pk study reports m5/533-humanpk/[study-id]
m5.3.4 reports of human pharmacodynamic (pd) studies

ich 5.3.4.1 : m5.3.4.1 healthy subject pd and pk/pd study reports m5/534-pd/[study-id]

ich 5.3.4.2 : m5.3.4.2 patient pd and pk/pd study reports m5/534-pd/[study-id]
m5.3.5 reports of efficacy and safety studies

Indication

ich 5.3.5.1 : m5.3.5.1 study reports of controlled clinical studies pertinent to | m5/535-eff-safe/[study-id]
the claimed indication

ich 5.3.5.2 : m5.3.5.2 study reports of uncontrolled clinical studies m5/535-eff-safe/ [study-id]
ich 5.3.5.3 : m5.3.5.3 reports of analyses of data from more than one study | m5/535-eff-safe/[study-id]
ich 5.3.5.4 : m5.3.5.4 other study reports m5/535-eff-safe/[study-id]
ich 5.3.6 : m5.3.6 reports of postmarketing experience m5/536-pms
ich 5.3.7 : m5.3.7 case report forms and individual patient listings
jp m5.3.7 other : M5.3.7 [ZH&#ASh B F DD EH m5/537-listing

jpm5.3.7.1 : AEREDRMEG-EEGHBRRVETELAMIEDREEFHNER | m5/537-listing
DIEF—ExR

jp m5.3.7.2 : Efish =2 CORKHARICEVTEERANBEEINTIEMD— | m5/537-listing
BEx

jpm5.3.7.3 : EffSh =2 TOBKARICEVWTEELEEEZHIERINTIE | m5/537-listing
Flo—ExK

jpm5.3.7.4 : RESN=LTOBRRREBICEVTERREEEZEZEHNHRES | m5/537-listing
N-EFDO—ER

jp m5.3.7.5 : Effish =2 COBRKHARICEVDTHEINBRREEDEE%E | m5/537-listing
BWYZRLIZE

ich 5.4 : m5.4 literature references m5/54-lit
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