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T~ SRIBARP|Z %fil]
i PR SR HEAR R R R REARE 2 P R e b A S

£XT 0 AL 23 LFE 4 ICHeCTD 2 4p b4 -

Lo BBEAMZ PO

D P T S iiz 3 R d o
s = "R e LR

Al [ICHDTD (The specified filenameis |P/F [ICHDTD #% %47 % lich-
used. ectd-3-2.dtd ; -

A2 [ICHDTD |[Thefileisplacedinthe |P/F |#% [lich-ectd-3-2.dtd ; % /&
correct folder. g add FH AN > FHA
FLE 5 IXXXX/util/dtd -
XXXX &5 B 7548 -

A3 |ICHDTD |Acurrently acceptable  |P/F |2 checksum #x3% » iF 5 %% |ich-ectd-3-2.dtd i * ICH = £ & o

version of the DTD is %2 eCTDV3.2 4% lich-
used (checksum matches ectd-3-2.dtd |, & ICH = £ &3
the published value). fFos > 2 pFEEH - ICH

22 eCTD V3.2 # % Tich-
ectd-3-2.dtd ; #checksum &

v
"

1d6f631cc6b6357f0f4fe378e5f7

9a27 -
B.1 |ICH The specified filename is |P/F |ICH stylesheet 4% - 45 &
stylesheet  |used. Mectd-2-0.xsl | o
B.2 |ICH The file is placed inthe  |P/F |4 % Tectd-2-0.xsl | < 7f &% %
stylesheet |correct folder. tstyle T & p o T AR 0001+ il + s
&5 IXXXX/util/style - .
KAKX # ):};- ;lj%"'};'% ° % ectd-2-0.xsl




! £
NI T P 2 Aol
B.3 |ICH The checksum for the P/F |14 checksum sxzn @ 75 23 | % ICH £ 4 * (eCTDv3.2
stylesheet  [stylesheet used must %2 eCTDV32 #% stylesheet % ectd-2-0.xsl) o
match the published Mectd-2-0.xsl ; 2 ICH 22 ¢
checksum for the MiFTHERr ) PR FEBH
stylesheet associated with ICH =4 eCTD V3.2 # %
the DTD used for the ectd-2-0.xsl ; 7 checksum
sequence. [z
3a07a202455e954a2eb203c5bb4
43f77 -
C.1l |TW M1 The specified filename is [P/F |[TW M1 DTD #% #4£7
DTD used. M tw-regional.dtd | - o 3 Fae)
| tw-regional.dtd DTD 8%
C.2 [TWM1 The file is placed inthe  |P/F |#% % "tw-regional.dtd | < /f &
DTD correct folder. T add FA AN > TR AR
&5 IXXXX/util/dtd « XXXX
B 5LAG o
C.3 |[TWM1  |Acurrently acceptable  |P/F |12 checksum 3% @ 1T 5 B2 |tw-regional.dtd & * & & % =& 44 o
DTD version of the DTD is T2 TWMLZHEEE Ttw-
used (checksum matches regional.dtd |, 2 8 % & 2 ¢h
the published value). MFwRHs> P pFaERH
TW M1 %z 46 % T tw-
regional.dtd ; 7 checksum i&
LaFEL gl o
D.1 |TW M1 leaf|The specified filename is |P/F | #h% ¢ 4F = T tw-
MOD file |used. leaf.mod ;| -
o tw-leaf.mod OD B
D.2 |TW M1 leaf|The file is placed inthe  |P/F |4 % Ttw-leaf.mod | = /g &£ 3%
MOD file |correct folder. fedtd FAL Ap o T A RIT

& IXXXX/util/dtd o XXXX &
B 7 57 o
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D.3 |TW M1 leaf|The checksum for the tw- |P/F |4 checksum #&: » i 5 %3 |tw-leafmod i * & & § 22 x4 -
MOD file |leaf.mod file used must T2 TWMLZ#EEE Ttw-
match the published leaf.mod | % & Z % £ I
checksum for the tw- FRoRA > IR FEBH -TW
leaf.mod file associated M1 2z 4% % T tw-leaf.mod |
with the DTD used for the &1 checksum & L & 2 % 4 =k
sequence. oS o
E.l |TWM1 The specified filename is |P/F |#h% 45 = T tw-
envelope  |used. envelope.mod ; -
MOD file
E2 |[TWM1  |Thefileisplacedinthe |P/F |4 % T tw-envelope.mod | =
envelope  |correct folder. R add FARAR S TR
MOD file B E & IXXXX/util/dtd -
XXXX & B 7|8 o
E.3 |TW M1 The checksum for the tw- |P/F |12 checksum 3 » 1% 4 23 |tw-envelope.mod i¢ * & Z§ 2 2 4 & o
envelope  |envelope.mod file used &2 TWMIL B % Ttw-
MOD file. |must match the published envelope.mod | 3 & &% = 2
checksum for the tw- RIRLTARA o E R FERE o
envelope.mod file TW M1 sz 4% T tw-
associated with the DTD envelope.mod | 7 checksum
used for the sequence. BLEEE a2 o
F.1 |TW M1 The specified filename is |P/F |#h% 403 5 T tw-
stylesheet. |used. regional.xsl ; -

Jin

4 tw-regional.xsl

b4

anl




A

i 5 LA sh i I FEf B
F.2 |TW M1 The file is placed inthe  |P/F |4 % T tw-regional.xsl ; & /g &
stylesheet. |correct folder. 7 fstyle FAL A o FALA
BT 5 IXXXXutil/style o
XXXX & B 7558 o
F.3 |[TWM1 The checksum for the P/F |14 checksum #Ez3 0 1% % Bh#  |tw-regional.xsl @& * & # % 22 A o
stylesheet. |stylesheet used must T TWMIL Z&#EAEE Ttw-
match the published regional.xsl | 3 & Z % = 2 ¢
checksum for the BfFHEH™> EpFERER
stylesheet associated with TWML %+ 5 Ttw-
the DTD used for the regional.xsl ; #7 checksum &
sequence. REEE g o
G.1 |Index XML |The fileis placed inthe  |P/F |#5% Tindex.xml | = 7 &% 7% &
correct folder. FREEFTHR AP TR ARE
2 IXXXX o XXXX % B 755
e
G.2 |Index XML [The file is named PIF | #h% ¢H-7 &
correctly. Findex.xml | -
G.3 |Index XML [The file is well formed.  |P/F | % & 72 XML 4% % $25¢ > |index.xml 5 & 7ze0 XML #§ % $25¢ o

bl4cfsF & FEETE & LA o
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G.4 |Index XML |The file is valid. PIF |#p%& 78 # & util/dtd FaL & ¥
ICH eCTD DTD ¢4 4 -
G.5 |Index XML |The reference to the DTD |P/F |45 % 7 ## & util/dtd F2 & #
in index.xml is directed to ICHeCTD DTD &3.45 » ® e aitaton o]
the DTD provided in the # util/dtd ¥ 0 ICHDTD % #
util folder £ AL-A3 L - Bk izt K75 0001 $HmAe 5 ml 2
: £ A 3 4
m3 -
G.6 |Index XML |The reference to the PIF |Fh& 78 1 & util/style T4 & 7
stylesheet in index.xml is ICH stylesheet 2245 » & 7
directed to the stylesheet util/style ¥ &7 ICH stylesheet %
provided in the util folder. & B1~B3 cif o
H.1 [Index MD5 |The file is placed inthe  [P/F | & 4 % & Jf &% 1% f it FEeniz
txt correct folder BooORHARES IXXXX .
XXXX % B 7505 o
H.2 |Index MD5 |The file is named PIF [#% 47 % [index-
txt correctly md5.txt ;
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H.3 |Index MD5 |The regenerated PIF |& Z % gt ﬁgrl »IE A
txt checksum for the o EATREL AL - X
index.xml matches the checksum » 4 * #Fv index-
value in the file index- md5.txt p iE EF - K oo
md>.txt.
1.1 |TW The fileis placed inthe  |P/F | & 4% % & ff 3% B FEehix
regional |correct folder BFooFMABELA
XML IXXXXIm1/tw o XXXX % B 7
B o
1.2 |TW The file is named PIF #h% &4E7 5 Mtw-
regional correctly regional.xml ; -
XML
13 [Tw The fileis well formed  |P/F | F 2 XML & <h Fi e 5 o [tw-regional.xml 5 & 7o XML 4 % #5.5¢
regional
XML
1.4 |TW The file is valid PIF |Fh& 7 # & util/dtd T4 & ¥
regional TW M1 DTD s34 o
XML
15 |TW The reference to the DTD |P/F |# % 7F # & util/dtd 4L & #
regional in tw-regional.xml is TW M1 DTD miﬁ,;pc S
XML directed to the DTD util/dtd # s~ ICHDTD g # &
provided in the util folder. C.1-C3 it o
16 |TW The reference to the PIF |Fh& 78 # & util/style T4 & 7
regional stylesheet in tw- TW M1 stylesheet g » 2
XML regional.xml is directed to v util/style ® = ICH stylesheet
the stylesheet provided in F & FLI-F3 i -
the util folder.
1.7 |TW The UUID is well formed |P/F |iB3# UUID #23% 8% & 4% © 550e8400-e29b-41d4-a716-446655442895 -
regional according to ISO/IEC UUID s & 8 5 32 B 3
XML 11578:1996 and ITU-T o B FEA LT R AN

Rec X.667 | ISO/IEC
9834-8:2005

% 8-4-4-4-12 > 4 : 550e8400-
e29b-41d4-a716-
446655442895 -
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18 |TW The UUID in this PIF |UUID &2 - B2 Aslp UUID /T Bk BY %7 > &0 B 5
regional  |incoming sequence must Pm2big hr ¥ A |UUID - & o
XML be identical to the one in oo MERERME N A
the previous sequence. # o
Lifecycle needed.
J.1 |Submission |All the lowest level PIF | & i 2 ik 84 > 30
Structure |heading elements in the ¢ 7 BREEIY
XML (including node-
extensions) included in
the submission contain at
least one leaf
new]
K.l |leaf The leaf attribute P/F |Checksum & = i 4p % %
attributes  |'checksum-type’ has a & ¥ L3 CRC32 -~
value of md5 or MD5 MD5 ~ SHA-1 ~ SHA-256 ~
SHA-512 > fpfef % it * 2 F
HuFE ¢ B h P RAENEF R A LB o md5 & MD5 35
checksum & » #&& B Z/2 |7 o
# & 2 md5 checksum 3+ & o
MD5~md5 # A %] B o

10
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K.2 |leaf The regenerated PIF |8 ERcitpr, & BRER/
attributes  |checksum for each file it & 273+ 5 4 e checksum &
matches the value in the gy ?p‘*ﬁ‘a‘f‘i PEE B AR RS
leaf attribute ‘checksum'. < # gichecksum & - & o %]
Lifecycle needed. Lo oge ;ﬁ—iﬁ 5J:", index.xml
thEE A EL L H ml-mb F
Fp iz R/ E o FY
Ffa‘;ﬁ’\ﬁ i 4750 A gy g\
index.xml #% % p 7 A 12 2
TOAASIR iR o S REAR A
HA HEE o
K.3 |leaf For every leaf the 'title'  |P/F |# B F & 0 T ER4E /| * &
attributes |attribute is not empty LEERTE BAX/
GRS R S R A
#2375 M4 & index.xml A % R
B T A4S i o
K.4 |leaf Al leaves with an PIF [#h%/~ 2E 5 a7, ~ B 7] 0000 #73.2.5.4.1 % T % B4R (Hh %
attributes |operation attribute value Mg  BmTRE 272 US Spe-1), » i 2 (544 & 4 A% 7| 0001 p*
of new, replace or append sl > F &3 xlinkhref | U
must have a value for the F AR o R EE %#(ﬁj rEUSped), -
cross reference feptif 7 5 0001 rvindex.xml > H
(xlink:href) xlink:href 45 = EU Spe-1 ; modified file 45 =
US Spe-1 -
L H B B BT (AR R 4R o
K.5 |leaf All leaves with an PIF W%/~ 2% % FMB% e i3
attributes |operation attribute value rgri » AT RRGLF 5 R ITR
of delete must have no ¥ 33 e xlink:href & » &
value for the cross xlink:href % 2 5 & -
reference (xlink:href) T
K.6 |leaf The file referenced by the |P/F |42 R 51 % ehff & /> 22
attributes |cross reference Gk AT EREAY

(xlink:href) must exist in
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the same or a previously oo LB E NS &
submitted sequence within b/ )
the same eCTD
application. Lifecycle
needed.
K.7 |leaf All leaves with an PIF |#%/~ 235 T, -
attributes |operation attribute value '—N'J“,frt JHEERE F R -
of replace, delete or i# modified-file & - ]t 1% 2%
append must have a value HEAMEREF o LT ;jﬁ—sﬁf 2%
for modified-file 428 F 5 4145 & index.xml
FEPN FV R B T
K.8 |leaf All leaves with an PIF |#h %/~ 255 D78 & IF
attributes |operation attribute value B> 2 ¥ 15 % modified-file
of new must have no B N R T FIPr IR
value for modified-file FERE 0 AT ¥ ;ﬁ——f; 2
A2 a0 i gs & index.xml A
TN R T ARG o
K.9 |leaf The leaf referenced by the |P/F | & AL 12 scernfih x/~ 12 & JF 3
attributes |modified file must exist in iE

a previously submitted
sequence within the same

eCTD application.

Lifecycle needed.

12
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kY 2R ‘%’
K.10|leaf For all leaves (except P/F ",ft T g BEET m3.2A 2
attributes |leaves within node b g Rl E(FHEE P
extensions— and leaves in ",/TT)‘L/» BEM e R R/ 24
module 3.2.A) with an FPenCTD £ ® o L REHR
operation attribute value RlEad el o Fole o EE131 R4 4 JF'K'E‘L
of replace, delete or d B 131 ATefhR/e 2B 9131
append, the modified file EYERT
must be present in the .
P bk h HEL10 R/ EE G
same CTD section of the g/o
. . 131 crf &/~ 2R 54838 -
dossier. Lifecycle needed. th nr
K.11|leaf Two leaf elements should |P/F | & B4 %/< 225 - Bip ool
<n3-quality>
attribUtes not have the same Ieaf ID. _,}s eh ID ° qmzﬁ%ig?g?&ﬁ:z:%;tance manufacturer="mymanufacturer” subs
<m3-2-s-1-general-information>
<m3-2-g-1-1-nomenclature>
claaf IN="1NNNNANARA" annlircatian_wvareian="PNF 1 4"
SMO-L-S-1-Z-SLruciure>
<leaf ID="1D00060481" application-version="PDF 1.4"
‘ftiglemontrol-critical-steps-ldtitle>
m3.2.s.1.1 # 3 TIH%’,—;%;K',S L a3 oID
Rk oo
K.12|leaf For all leaves with an PIF [Ip— #% /= i 2 i g4t A7) 0000032524 % & 5 T M4t e
attributes |operation attribute value M‘,f - e MR R A

of replace, delete or
append the modified file

must not have been

FiEd o

HhE Ly 2 ek o 710005 PRI T REGE
#FHhE 1, > A7) 0008 pF e @ik E =
A% TR IHE L, -

13
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replaced or deleted by any
other leaf element in any
sequence including the
current one. Lifecycle
needed.

K.B |leaf For all leaves within node [BP | ¥ & 8L m3.2A # » iz |3 % % KI10

P1 |attributes |extensions or module o AN (= A M“f)&é B
3.2.A with an operation ARt El2 2 4p 7 CTD
attribute value of replace, BEe o AR NS &
delete or append, the T oo
modified file should be
present in the same node
extension or attribute-
defined section.
Lifecycle needed.

K.B |ICH ICH attributes mustnot  |BP [XML &4 =% ix 12 7 f& ¢

P2 |Attributes |contain leading or trailing BEFFERFFNFE o BRE | crpomens
spaces, nor start or end HPIR A G o " s oo
with hyphens. Lifecycle "l common tecnicl doeumen- s

- 25 drug-substan 1) fubstance: EXTEDO substnce]

needed.

L.1 [Node For every node-extension |P/F |5 2t # & 8hep MR8 | iE

extensions |[the 'title' attribute is not PELZzE AL

empty GERER S R E G OHRAE

M.1 [Sequence |The sequence folder name |P/F |5 7] 5 4 7% » ¢ 0000 4= %

number is a 4 digit number 9999 -

14




then the related-sequence
attribute must have a
value equal to the current

sequence.

sequence)«& g & 3t gt =t i i B

Z o

(sequence):0000 - 4p B

sequence):OOOO o - i

2.8 34
R A LR I FE - b
B Y. w ¥
M.2 |Sequence |The sequence number PIF | diehY 3R 5] 3 B 45 o
number (folder name) has not dol H - it o Bl
already been used. 0000 % = i iEz2 ¥ %‘rr 7|
Lifecycle needed. %0001, tapdar B E
A oo M ERTARN E KA ’%i
# o
M.3 |Sequence |The sequence folder name |P/F ﬁis?] FTAL AR 7T & tw-
number matches the sequence reglonal.xml i envelope =5
number in each envelope - % o
in tw-regional.xml
M 4 [Sequence  |Sequence number follows |P/F |i¥ HAIF A & - s Ez Y R s 00000 % - =i
number correct order. Lifecycle “‘E}i— ’ ‘7"1 EE B o P ERTEAR (122 @ #5475 0001 -
needed. Bl Z a2 o
N.1 |Envelope |If the submission unit type| P/F |i¥ i % 4| 4 initial & reformat |submission unit: initial » 3% =% 1% & & 7|
Attributes |is 'initial' or 'reformat’ P > 4p B B 7 (related-

B 7 (related-

5
>

TR 0 LS 5 R A

15
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N.2 |Envelope |If the submission unit type| P/F |i¥ i* g 3] 2 initial & reformat |4 &]-

Attributes |is not equal to “initial’ or BF > 4p M B 5 (related- submission unit: validation-response » 3% =t i¥
‘reformat’ then the entry sequence)? ¥ E 3L X EE R |ap 7 (sequence):0003 - #p B 5 71 (related-
for related sequence must Z o sequence):0002 -
not be equal to the value %1% A 7] 0002 validation % F< » 2§ % 4 %
for the current sequence.

FALIw o 0 A 3R 7] 0003 -
N.3 |Envelope |The INN attribute is given | P/F [3% 2 #g3] 5 initial p¥ » — % |2 2 %3] 5 initial %> 5 3 INN -

Attributes |if submission unit is £ 3 INN -

initial’
N4 |Envelope (Drug permitlicenseneed | P/F |¥ 3 "% 4 , ~ "Bz »

Attributes |to be provided by Pirsd | 'pFo PR EEF TN
applicants only when VT o e TRy > TRu s Td e
submission objective is FHEEEFTETR
‘change’ or ‘extension’ or
‘expiration’.

N.5 |[Envelope |The invented name code | P/F | invented name code 7 # invented name code -

Attributes |of the envelope should be (YYYYMMDD##DOSE) 3 =&
filled in for the regulatory AR i o A T KEL o
activity.

O.1 [Files/Folders |The files provided inthe | P/F [m1 F4L & p 2 % v &% # |# 2 PDF -
folders for Module 1 are 3 XML - PDF -
in acceptable formats JPEG/JPG ~ PNG ~ SVG -
GIF(%+ TW M1 #.4) -
0.2 [Files/Folders |The files provided in the |[P/F [M2-M5 ¥ #% ¢~ 58 |#& < PDF -

folders for Module 2-5 are

in acceptable formats

d ICH R z_-

16
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. i i ”ﬁ”iﬂ’ﬁgﬁ‘ 1 B F Ry 4 s N s — 214 A5 e
0.3 [Files/Folders |Total file folder path PIF |#% % B5 f F4z16 180 B = Wk pem A 180 BE A KK - BE
Ao K Y- BxB L2l
length must not exceed ) - BFH R4 E T )
230 characters (# 24 2%)-
0.4 [Files/Folders |File names, including the |P/F (#4% & (& 2 BlFL &) 7 (F42E
extension, must not 64 BFE A o Pk t(e ZRIMRE)PALEGL BT ~ -
exceed 64 characters
0.5 [Files/Folders |Folder names must not PIF |FH 2472 B4RE64BF
_ FTHLAAHZAAZH64 BF ~ o
exceed 64 characters oo FR A v R AL
0.6 |Files/Folders |Only valid charactersare |P/F | w3Fié * -] BE < 32 ~ #icF
used in file names 0~9 % @ F HEAINEE LA o } .
BT ERIHR A AL BELFER BT 09235 H5
AR LA
0.7 [Files/Folders |Only valid charactersare |P/F | /ezF i * -]} B &~ 32 ~ #icF
i ~0 Z i F PEAFTH & 2 , [N - h o s
used in folder names 0~9 2 & 3 5L T z, R RESEA BT 002 @3 BE
# BT LA
0.8 |Files/Folders |There are no unreferenced |P/F |#75 M1~M5 chgfl 4« 2 H 3
files in M1, M2, M3, M4 TR AP gk R AR 3t
and M5 folders index.xml o & i 2 2 util 742
<m2-5-clinical-overview xml:lang = "en"
I Sl DT oy gt ke i s ek
! S| "PDF 1 fied-fil . /0000 456"
<title>Clinical Overview</title>
</leaf>
0.9 [Files/Folders The only files in the P/F é_ﬁi%] HERXP 5 EF = E
sequence folder index.xml f= index-md5 £_1% mi 2020/5/13 ©
m2
(IXXXX/...) are the EoBBPFHFLIFTRL ) S
index.xml and index- m5
util 2020/5/13 F
md>5. txt £ indexxml 2019/6/4 T 12
index-md5.txt 019/6/4 T

17




exceed 500 MB in size

500MB -

ZEAHP 2 % &
2.5 . P RE S iiz R
! 2 Tr E A 1 Fade v
¥ =A v L
0.10|Files/Folders |There are no empty P/F ﬁi%l MELY 2w 2FH
folders & oo
O.11|Files/Folders |The sections 1.1.2, 1.1.3, |P/F |m1.1.2 ~ m1.1.3 - m1.4.1 ~ m1.1.2 ~ml1.1.3~ml41-ml42 3 3%&j %
1.4.1, 1.4.2 contain valid m1.4.2 54| & 225G sefh &/~ Bkl 2 o
documents (E)
0.12|Files/Folders |The section 1.1 contains at|P/F [m1.1 & > & 2c— B »cff %/ MLl F 2cf sep %/~ & -
least one valid document AR
O.13 Files/Folders | The folder name of the  |P/F | ! TR & ehB 7R & (highest) |58 % (highest » ™ Bl & 5 145085) F 4 & %
highest folder should be T AR BRI - FLo PELELAE o
the same as pre-assigned o
application number
0.14|Files/Folders |Individual files do not PIF |8 - %~ % F4:8 ¥ - #% <] X428 500MB -

TW specifications are

used for all files

O.B [Files/Folders [The recommended folder |BP |iZ3k ¢ * ICH 2 TW 4 eeh |2 S % F 24 eCTD 43l F k2 Tt 5
P1 structure and folder names TR ASEE TR L S 2T LfEETFEE -

in the ICH and TW % a R A58 XMLARE
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