


"1’

o

AR G B P P (T LG FF) AT s
BRERR B ES AR T A LR RAE AT £ PR
R R R FEE I 101 £ 100 15p 2L FER AR

@S

1\
ai

o 4 (e-submission )’ T3t 104 £ 423 % B 4 5 2
FEHTSRY Y FiEET L (ExPress) 107 # B F’“&piiiﬁﬂ$ Y
Foamyipl i o2- % SHEAFEY PREFE L

¢ (International Council for Harmonisation of Technical Requirements
for Pharmaceuticals for Human Use > 2 & @ # ICH) 2. & + i * v
< ¢ (Electronic Common Technical Document, 14 * # - eCTD )#: 5 >

i %’%*%r‘%ﬁ%’ﬁ?%%ﬁ%ﬁ?i ! it ¥ T L (ExPress)

eCTD i i » ¥ & % 24|27 7431
® TESEHFET LT MY B3 (eCTD © B4731),: ¢

HELAKZR2 P BRL2EF2 T eCTDE R4

ERE RA -

® 'ERIZ/FRLILT P> 25 51 (eCTD < ¥z
51)): REFFUCHELTHP L eCTD = #4531 -

At TERERY T ALY He B%Edpsl o 55

REF@TPRED D CTD H i AU TESEHF oG > B2



—_\
=

2 > ¥ % £ ICH eCTD Specification V3.2.2 2 4p B 4= » #F4] T A%

gl o et eCTD 2§ % 20 ¢ yf M dp 5 BRS04

Y

RN OFFLER AR e F AT Y GIEET L (ExPress) ¥ %

RSB A E el PEE B SRR AV LB S 2 %o



AT S5

7 4 S B #

7% 22 A 3 aF % =
CTD-V-R1 FHERTRTEEL 1005 CTD-V-R1
LAV 11 19 p LAV




P 4%

L NI P L

A}



FRa%dietddr g tEhs

- 55;351 e

W FeCTD # %2 iy » BREFR? 7 F T
FITE kA eCTD 478 21 i 1|7 R hv 3 - 3312 B R
B R o 5 % cCTD i 2 F R > A3l GEHE LN F - 4k

SRR AERS  RERERLE -

=~ HEFE

PV FER AR i R eCTD 2 o3 4rd - A
FoB? e Rl IR ES 2@ HAFY 2 (ml-mS)FARL 1B
util F4 & (e 7 dtd ~ style T4 &) ~ 1 i XML 4% % (index.xml) 2 1
B MDS5 ## % (index-md5.txt) o & yp%zE* 2 > £ ] T A-P = 16 38 %

B AR - o



i- REEHE

% 4

R i it

A

B

c RS R
A AR AT 8 ICH & 2

D mata

E

F

G ALY A A AN |
7 x § %% & ICH *Mpa

H BH LB 0 R
Iy ? xml 4 F
L) EEa

I EAVE R R A
A EFREARSL 2
fi,éﬂl(ml)#&% °

# UUID 2.3 % 44 >
HhrEEAIE -

J % eCTD 2 e K & B
IUE - BAER/R

K BRI EA &Y
2 e (E G 0

L | %% node extension F %
37 o

M | Zk#EEFEERE 7

N | RESHEITP 5 G 8-

O |&#EME/> E3I: 0 ¢ 4
UE RN X
BFRA LD R LT
TR

P | %% PDF 3|5*» # 3= PDF

4%+ 2 PDF 4 2

¢ B IEAS

B354
-~ ml

o tw
|
== tw-regional.xml

-~ m2

-~ dtd
== ich-ectd-3-2.dtd
- =3 tw-regional.dtd
- -.  tw-leaf. mod

tw-envelope.mod

=~ style
]
b @ ectd-2-0.xsl

I
- -9 tw-regional.xsl

-~ index-md5.txt

index.xml

m o o =

vs]




eCTD i % ~ i 5ok # (s » kMY L7 # & ICHeCTD 2 4p B

Hfpr LT RPEE 2 REMR > €F PF2 BPEHFFH

REAR ¥t

P/F

B AT EATEE -

A AL SRR LT UL 8 A eCTD i #
BP




T LR R

S S NI IS

i B o 2 2 IR T 1

L2LAHFAT R E

HREWE 2 AP R

ICH eCTD 2z 4p A

y
A
A

»r
°

%= BREARRZ

ol

SN 34
yl SR S ILIE 2 RER O
EL W R f *ﬂ
Al [ICHDTD (The specified filenameis |P/F [ICHDTD 4% & 4% 5 [ich-
used. ectd-3-2.dtd ;| - z= - =3
| ich-ectd-3-2 dtd DTD =
A2 |[ICHDTD |Thefileisplacedinthe |P/F |4 % [ich-ectd-3-2.dtd ; < 5
correct folder. By did T AP > TR 0001 5 wil 5 did o = dud
B A IXXXX/util/dtd - o =
| | ich-ectd-3-2.dtd DTD &%
XXXX & B 75088 o
A3 |ICHDTD |Acurrently acceptable  [P/F |14 checksum F£3% » ¥ % ez |ich-ectd-3-2.dtd & * ICH = £ -
version of the DTD is &2 eCTDV3.2 # % lich-
used (checksum matches ectd-3-2.dtd ;| % ICH =2 e
the published value). ok P p & BEH - ICH
>4 eCTD V3.2 # % Tich-
ectd-3-2.dtd ; £ checksum &
1d6f631cc6h6357f0f4fe378e5f7
9a27 -
B.1 [ICH The specified filename is |P/F ICH stylesheet # % - 4% %
stylesheet  |used. Fectd-2-0.xsl | - 2z ~ =7
& ectd-2-0.xs| XSL Stylesheet
B.2 |ICH The fileis placed inthe  |P/F |4 % "ectd-2-0.xsl | < 7 &%
E TR AR THRAE
stylesheet |correct folder. i style 7 [ N S 28 0001 > il » wole
&5 IXXXX/util/style - -
XXXX 5 B 71548 - ¢ ectd-2-Ouxsl
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B.3 |ICH The checksum for the P/F |4 checksum sz » 1F 4 23 | * ICH 2454 (eCTD V3.2 ¢
stylesheet  |stylesheet used must #E®2 eCTDV32 # % stylesheet % ectd-2-0.xsl) -
match the published Mectd-2-0.xsl ; % ICH 22 ¢
checksum for the MFHwRA > ERNFEREH
stylesheet associated with ICH =4 eCTD V3.2 # %
the DTD used for the Mectd-2-0.xsl ; 7 checksum
sequence. &
3a07a202455e954a2eb203c5bb4
43f77 -
C.l1 [TwM1 The specified filename is |P/F |[TW M1 DTD 4% #45% &
DTD used. " tw-regional.dtd ; - £z 63 fad)
| tw-regional.dtd DTD B
Cc.2 [TwWM1 The file is placed in the  |P/F |4 % tw-regional.dtd | & 7 &&
DTD correct folder. TFadtd TN TR A » 0000 »_util » dtd
&5 IXXXX/util/dtd = XXXX A zm 53
- BB o tw-regional.dtd DTD &=
C3 [TWM1  |Acurrently acceptable  |P/F |14 checksum #&32 » ¥ 4 S |tw-regional.dtd i@ * & Z % 22 A o
DTD version of the DTD is &2 TWMILZ%ERE Ttw-
used (checksum matches regional.dtd |, 2 8 2% 24
the published value). MEFREA > TN FTERR o
TWML &4 % T tw-
regional.dtd ;, = checksum &
REFER R o
D.1 |TW M1 leaf|The specified filenameis [P/F | #h% 4% 5 T tw-
MOD file |used. leaf.mod | -
g tw-leaf.mod 10D EB=
D.2 |TW M1 leaf|The file is placed in the  |P/F |4 % "tw-leaf.mod | & Jf &% %%
» 0000 » util » dtd
MOD file |correct folder. fdtd FoAL A p o FoR A RIT e e

L XXX X util/dtd « XXXX %
B 558 o

Lo il = ¥

a) tw-leaf.mod MOD &
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D.3 |TW M1 leaf|The checksum for the tw- [P/F |4 checksum #&3% » i 5 B3 |tw-leaf.mod & * & & % 22 ix & -
MOD file |leaf.mod file used must £ TWML Z%#EE X T tw-
match the published leafmod | 5 & &% o £
checksum for the tw- FRRA > PR FEBH o TW
leaf.mod file associated M1 Zz 4% % T tw-leaf.mod |
with the DTD used for the e checksum & 2L & & & @+t
sequence. oo
El |TWM1 The specified filenameis [P/F |#h% &85 5 T tw-
envelope  |used. envelope.mod | -
MOD file L3z bE-pa
g tw-envelope.mod MOD 8=
E.2 [TWM1 The file is placed inthe  |P/F |45 % T tw-envelope.mod | <
envelope  |correct folder. R add FR AR > FHA > 0000 > util > dtd
MOD file BT & IXXXX/util/dtd - A 2@ 2 a2
XXXX & Ji 21578 | ich-ectd-3-2.dtd
o tw-envelope.mod
E.3 |TW M1 The checksum for the tw- |P/F |14 checksum #£3% » 1% % %2 |tw-envelope.mod & * & &% 2L 5K & o
envelope  |envelope.mod file used 2 TWML %% T w-
MOD file. |must match the published envelope.mod | 2 & # % 2 2
checksum for the tw- IRTIHRA PR FE R o
envelope.mod file TWML % #EH % T tw-
associated with the DTD envelope.mod | =7 checksum i&
used for the sequence. EER L2 o
F1l [TWM1 The specified filename is |P/F |#h % 4% 5 [ tw-
stylesheet. |used. regional.xsl ; -

1]
Jin
onm

& | tw-regional.xsl XSL Styles
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F.2 |TWM1 The file is placed in the  |P/F |#% % T tw-regional.xsl | & 7 &&
IERe Tkl o, Tkl &
stylesheet. |correct folder. i+ 7 style Bt P Bof L 0000 5 utl > style
BT 5 IXXXXtil/style -
XXXX 5 B 75 o - o
& tw-regional.xsl
F.3 |TW M1 The checksum for the P/F |12 checksum Fx 3% » 1% 5 Bk z¢  |tw-regional.xsl & * & % o £ 9 & o
stylesheet. |[stylesheet used must T TWMILZ%ERE T tw-
match the published regional.xsl | % &8 #% 2 4 o1
checksum for the MiFRA > 2PN FaEBH
stylesheet associated with TW M1z % T tw-
the DTD used for the regional.xsl ; #7 checksum &
sequence. RLaEE g o
G.1 |Index XML [The fileis placed inthe  |P/F |#%% Tindex.xml | = 7 &35 &
correct folder. P EFTHRAPN > FTHRAREL > 0000
LOIXXXX o XXXX & B 7[5 B au .
E% ° m1 =
m3
util =F-4
* indexxml
G.2 |Index XML [The file is named PIF | #% 047 5 ml
correctly. Findex.xml | - e
m3
mbS
util
% indexamnl
index-md5.txt
G.3 |Index XML |The file is well formed. |P/F |2 2 & /zen XML #5% #2578 > |indexxml 5 & /2 XML 4 % # 58 o

Plae s F I FE AR LA o
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G.4 |Index XML |The file is valid. PIF |#h%& 8 7 & util/dtd 3L & ¥
ICHeCTD DTD mi‘FLspg °
eCTD p1o version 32
e ® eu-regional.xml [new)
G.5 |Index XML |The reference to the DTD |P/F |#h % £ # & util/dtd 3L & 7 ew]
in index.xml is directed to ICHeCTD DTD #fLge » =
the DTD provided in the t util/dtd # HICHDTD 3 # |E2kiz= B 7% 0001 » 6284 % ml 2
util folder. & AL~A3 @i m3
G.6 |Index XML |The reference to the PIF |Fh% 8 3 & util/style T4 2 7
stylesheet in index.xml is ICH stylesheet 224 » & %
directed to the stylesheet util/style # =3 ICH stylesheet %
provided in the util folder. & B.1~B3 e f -
H.1 |Index MD5 |The file is placed inthe  |P/F | & 4% % & /&% A i AL iz o000
txt correct folder BooFHABREL IXXXX .
XXXX 5 B 75488 o i :
m1l
m3
wtil
= index.xml L Docume
index-md5.txt 3 f
H.2 |Index MD5 |The file is named PIF |#h% &4£F 5 Tindex- e ~ -
txt correctly md5.txt | =" S
m1 e
m3 e
util
& index.xml L Docume
| index-md5 et XX
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H.3 |Index MD5 |The regenerated PIF |& & % g it ﬂi%] * R | index-mdS5.txt - S A
txt checksum for the Mo EAHREL § A2 - £ |BEO 8RO BRO) RAV) RHH)
index.xml matches the checksum » 4 +* #4r index- F O AL SO TR o0
value in the file index- md5.txt p iE EFE - 3k o
md5.txt.
1.1 |TW Thefileis placed inthe  |P/F | & 4% % & JE B 75 e It FE D>
regional correct folder BEooFMABRES 00 mlo
XML IXXXXIMLfw o XXXX 5 F 51 - EH A2
BT o | tw-regional.xml XML Document
1.2 |TW The file is named PIF |Fh%& &4L3 5 Ttw-
regional correctly regional.xml ; - Z8 22
XML =] tw-regional.xml C
13 |[TW The fileis well formed  |P/F |F & XML 2R cnit i fe ¢ o |tw-regional.xml & i 70 XML 4 5 f5°
regional
XML
1.4 |TW The file is valid PIF |Fh %8 1 & util/dtd F AL & ¥
regional TW M1 DTD s34 o
XML
15 [TW The reference to the DTD |P/F |4 % 7F #+ & util/dtd 7L « ¢ o
regional in tw-regional.xml is TW M1 DTD sh#d% » & %
XML directed to the DTD util/dtd # «# ICHDTD % #* &
provided in the util folder. C.1~-C3 i o
1.6 |[TW The reference to the PIF |#h% 8 # & util/style T2 & 7
regional stylesheet in tw- TW M1 stylesheet sh3ige » 2
XML regional.xml is directed to 2 util/style » ¢4 ICH stylesheet
the stylesheet provided in Z & F1-F3 rnihpa °
the util folder.
L7 |TW The UUID is well formed |P/F []3 UUID #25% € F & /¢ o |550e8400-e29b-41d4-a716-446655442895 -
regional according to ISO/IEC UUID sE &350 4 32 B %
XML 11578:1996 and ITU-T o M@ FELL BT AR

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

% 8-4-4-4-12 > 4- : 550e8400-
€29b-41d4-a716-
446655442895 -
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1.8 |TW The UUID in this PIF |UUID 2 &% — B As4p UUIDEFE > Ak BY 3%° > &5 K5
regional  |incoming sequence must em2tig a2 22 R4 (UUID - XK
XML be identical to the one in oo MERBARRE N HF : :
. P o000 of eu 2020
the pI’EVIOUS Sequence ;!F ° {*] 1 Administrative Information and Prescribing Information
{A EU-envelope
Lifecycle needed. vA Envelope: ?
- A Envelope: Ireland
A UUID: b40cSbf8-6b59-4a7b-9365-1679b£304820
9§ A Submission: Marketing Authorisation Application Single
rA Submission Unit: Initial submission to start any regulatory activity
A Applicant: IND
1A Agency: Ireland - The Health Products Regulatory Authority
P01 of e -2020)
=-[0] 1 Administrative Information and Prescribing Information
=} A EU-envelope
v Envelope: ?
A Envelope: Ireland
A UUID: b40c5bf8-6b59-da7b-9365- 1b79b£304820
wA Submission: ? Single
wd Submission Unit: 7
1 A Applicant: IND
1A Agency: Ireland - The Health Products Regulatory Authority
J.1 [Submission |All the lowest level PIF |& =t % i 2 & itk 28 fﬁ » 3
Structure  |heading elements in the ¢z - BRI €CTD 10 version 32
XML (including node- i e
. . . * m3-quality
extensions) included in ! -
the submission contain at
least one leaf
K.1 |leaf The leaf attribute P/F |Checksum 3+ & = ;\4p % %
attributes |'checksum-type’ has a f& ¥ L3 CRC32 -~ checksun="2b51Tef2ab3I568cOMESETTI2E" checksun.type='MDS™ wodified.File
value of md5 or MD5 MD5 -~ SHA-1 ~ SHA-256 ~ checksnn="bd5816ec855 1c80a6977bb7e703dBE7b" checksun-type="ndS" modified-file
SHA-512 > %@ * 2 | . - , . .
, 1ok L AAERE A HA XY > mds & MD5
g Bk g B F) A e
oo
checksum & » & & BL %[>
it & 12 md5 checksum 3+ & -
MD5-~md5 # & = /] 8 o

10
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K.2 |leaf The regenerated PIF |8 &% )ci2ps» & BREER/>
attributes  |checksum for each file it & 73+ 5 4 e checksum &
matches the value in the LY G HEEE BRI
leaf attribute ‘checksum'. < % gachecksum & - & ° %]
Lifecycle needed. A A ’j——*‘ l 41 index.xml
HELR iﬁ'éﬁi, ml~m5 F
NN R Y AR
E%"f:}‘ 2 iE AR s &
index.xml £ % p 7§ 412
VOALASFE O RE o SRR A
WA e o
K.3 |leaf For every leaf the 'title'  |P/F |+ B F & 0 T {EEE L | + &
attnbutes att”bute |S not emp’[y ; 3‘; TE ’ i - T];? #’é’-} ‘,}_/? i+ <m2-5-clinical-overview xml:lang = "en">
<leaf ID="a123457" operation = "replace” xlink:type = "simple” chec
TR FY R applcaton-vrson - "PDF 1 4* modified-f = /0000 ndox b
ﬁij\‘ ﬂ',% E\‘ |ndeXXm| 4’%%— F\ title>Clinical Overview=</title
BALIE 2T TR AP IR o
N N > /:_L JJ— A ~ , s v x5 o
K.4 |leaf All leaves with an P/F *}*7;%/? = S ;Tiﬁ N A ;IJ 0000 3.2S.4.1 %% T Ed Wiﬁ“f(*é‘! ;é
attributes  |operation attribute value = F T/ 27 2R v
P TR ITRI i US Spe-1) ; » i# 2 {544 & F 4 5 7] 0001 P
of new, replace or append sl® > g v &5 xlinkhref e | -
#eae Dgopl s 4= (#h & EU Spe-1) ,
must have a value for the J OARE o )
cross reference Bt f% 2T 5 0001 <0 index.xml > #
(xlink:href) xlink:href 45 = EU Spe-1 ; modified file 4 =
US Spe-1 -
TS H e BB (AR R AES) ©
K.5 |leaf All leaves with an PIF A %/2 %% FP"I%T e 33 "‘FW
i i i ’ ke, 3 ’ 2 ) TR Lt
attributes |operation attribute value % ]“:L FFRRGF IR <o ot !
of delete must have no ¥ 33 t xlink:href & » & o ) A kbt
value for the cross xlink:href 2% % 2 & o e o el
reference (xlink:href)
leaf 1D- 1];\;‘)‘:”“\“)' e “new” |xlink: le” xlink. v] g -
K.6 |leaf The file referenced by the |P/F 4% 2 = 31 % e %/~ 2w i i;‘:;m:‘ﬁ‘h‘“ S
attributes |cross reference G hbFIXATXEEEP
(xlink:href) must exist in v XML # B E AR R 2

11
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the same or a previously L EFERNE RS &
submitted sequence within & o
the same eCTD
application. Lifecycle
needed.
K.7 |leaf Al leaves with an PIF |#5%/~ 23 5 T,
attributes |operation attribute value '—%“'J“,lr‘. SRR E S FEF -
of replace, delete or ® modified-file & o F]pt if 2%
append must have a value EAEE U S A
for modified-file 428 F 5 145 & index.xml
G A I
K.8 |leaf All leaves with an PIF 4%/~ 255 TA7H | i
attributes |operation attribute value Bt s 3 ¥ 3% & modified-file
of new must have no B NWEGTE - FI P iE%E
value for modified-file F i ERE LT e v’fg 7% i
A2 F A D4 2 indexxml £%
BN EFT ARG T o
K.9 |leaf The leaf referenced by the |P/F | & 4 18 ez eiff & /< 2% JF %
attributes  |modified file must exist in BiE- XBEE2ZRAP oY

a previously submitted
sequence within the same
eCTD application.

Lifecycle needed.

HERME L S o

12
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A KE
8 & Lok A Syiria h¥E 30
£ R *ﬂ
K.10|leaf For all leaves (except P/F ‘f 7 o4E W g EEET m3.2A 2
attributes  [leaves within node RS = VRN (o - I
extensions— and leaves in ‘éf.)'!v EE e hAh R/ i24p
module 3.2.A) with an FFenCTD B ® o plezEH
operation attribute value PR ad o Fold o §BE131 HF A 4K FE o 4 3
of replace, delete or d B 131 Frehfh R/ 2k e 131
append, the modified file PV
must be present in the » ”
present ek S 10 ffhR/ 4R R
same CTD section of the Gfe
o 1.3.1 el % /< 2 ) 4 & 2% o
dossier. Lifecycle needed. i
m{Do‘;;;ﬁen( history
| Sequnce
K.11|leaf Two leaf elements should |P/F | & B %/ 25 - B | co-qualite
<mn3-2-body-of -data>
attributes not have the same leaf ID 4 D o <nd-2-g-drug-substance manufacturer="mymanufacturer” subs
. foE <m3-2-5-1-general-information>
<m3-2-g-1-l-nomenclature>
<leaf [D="ID000G0484" application-version="PDF 1.4"
<titlex </title>
</leaf>
m@%g%ﬁg%l&;_&miicaticn-version:"PDF 1.4
<title>Al </title>
</ leaf>
<leaf [D="ID00053331a" checksum="" checksum-type=""
fiti‘ftla&]t:de]eted: APPEND&gt;</titlex
<, ear>
<leaf [D="ID00060482" application-version="PDF 1.4"
<titles </Title>
</ leaf>
</m3-2-3-1-1-nomenclatures
<m3-2-g-1-2-structure>
<leaf [D="ID00060481" application-version="PDF 1.4"
<title>control-critical-steps-l</title>
m3.2811 ¢ 3 BHEFG & oG S ID
P
K.12|leaf For all leaves with an PIF |Ip— #h% /2 i R a4k |B 70000 :03.25.24 3y & = T B4 2
attributes |operation attribute value Pk - =0 o, FEARMNENFL %1, 24% 5 A7 0005 E?F"J“ﬁ% TR 42
of replace, delete or fiF P o

append the modified file

must not have been

#FHh% 1, > T1A 7] 0008 & it =
BI% THAEH IR L -

13
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NI . BE oo 5 o
oy HERF | SEiLfE 2 FEF
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 | # & 2kt m3.2A # » i2:x |3 %% K10
P1 |attributes |extensions or module Wl ECFHE M “ﬁ%)'& ¥
3.2.A with an operation AR &I EAp R 5 CTD
attribute value of replace, BEP o MEHRBANEHL S
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 must not  |BP  [XML &8 =% ax 11 7 & 8¢
P2 |Attributes |contain leading or trailing BFEAFFS R o LERE |
spaces, nor start or end PR HA EEY o . m
with hyphens. Lifecycle o
ceded. e [ubeance: FXTEDO subsince]
L.1 |Node For every node-extension |P/F |+ 4t 0 &8 THRAT | G4
extensions |the 'title’ attribute is not PRIz E AL R
empty SRR R GO
M.1 [Sequence |The sequence folder name |P/F |5 7| % 4 7% » ¢ 0000 4= % | 1asoss e
number is a 4 digit number 9999 - g ..
0000
oo01
o002
0003
o004

14
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op WM mmEE | i 3 R
M.2 |Sequence |The sequence number PIF | d1ehY A 72 BE47 - | 1asoss s
number (folder name) has not Yol B - EEZY FEA G )
already been used. 0000 » % = i iF2 ¥ G5 7| ’ gém
Lifecycle needed. % 0001 i&ptapdar (R E 0001
A M RERPZ N b 000z
0003
e 0004
M.3 |Sequence |The sequence folder name |P/F ﬁ%l HEAR X PR AT E tw-
number matches the sequence regional.xml p envelope 5
number in each envelope - H o
in tw-regional.xml
M4 |Sequence |Sequence number follows |P/F |i% i ch? 3i-A 51 3 i 95 & £ e FoFZER2 Y A5 0000 %=
number correct order. Lifecycle WER s TR R pEEL o PR |12 2 ¢ #5715 0001 -
needed. Rl 2 G -
N.1 |Envelope |If the submission unit type| P/F |i¥ i g 4] % initial & reformat |submission unit: initial » 3% =t ¥ & & 7|
Attributes |is 'initial' or 'reformat’ pE o Ap R B 7 (related- (sequence):0000 - #p BE A 71 (related-

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

sequence.

sequence) & g & 3t T iE i A

7 o

sequence):0000 o % — =t i% 2 > L F LA en

CRTRE TS WE RS Y SR

15
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N.2 |Envelope |If the submission unit type| P/F |i% i % 4| 2& initial & reformat |# &

Attributes |is not equal to ‘initial’ or P > 4p B 5 7 (related- submission unit: validation-response » 3% =t i¥
‘reformat’ then the entry sequence)? ¥ E3TL K FEE A | p 7 (sequence):0003 > #p B & 7(related-
for related sequence must 7| o sequence):0002 -
not be equial to the value #% A 7] 0002 validation 4 pc » 23 % & &
for the current sequence.

Bati@w s #7124 # 2 B 7] 0003 -
N.3 |Envelope |The INN attribute is given | P/F |i# 2 #g ] % initial p¥ > — % [ #4535 initial pF > 5 3 INN -

Attributes |if submission unit is £ 3 INN -

initial’
N4 |Envelope |Drug permitlicenseneed |P/F|¥ - T® L , ~ "Bz -

Attributes |to be provided by Pexgd | 'pF > % JE4R B RaF
applicants only when THET e TRy~ TRu o Toxd o
submission objective is FHEREFVETE
‘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) 5 &
filled in for the regulatory B oo R T KL o
activity.

O.1 [Files/Folders |The files provided inthe | P/F [m1 3L & p 2 4% ¥ &% # |#& 2 PDF -
folders for Module 1 are ;'3 XML - PDF ~
in acceptable formats JPEG/IPG ~ PNG ~ SVG -~
GIF(%% TW M1 %) -
0.2 |Files/Folders |The files provided in the |P/F [M2-M5 ¥ # % th= 2 ;% & |4 < PDF -

folders for Module 2-5 are

in acceptable formats

4 ICH #.7_-
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i mEARRIZ ol

. 34

% T S iLfe h¥E 30
wn ¥ A R A #
0.3 [Files/Folders |Total file folder path PIF |Fh&EIE 7 #4248 230 B F

length must not exceed

230 characters

o EE - BEREAE

(¢ %)

0.4 [Files/Folders |File names, including the |P/F [#% (¢ % Blf &) 7 (B 4218
extension, must not 64 B F = o WEL(CFRIME)AAREBEOL BT A -
exceed 64 characters
0.5 [Files/Folders |Folder names must not PIF [FAL 24k &7 F42iE 64 B3 s } 6
il 2 A F A7 2 B3~ o
exceed 64 characters <o AR R ALE B4R
0.6 |Files/Folders |Only valid charactersare |P/F | 3% i * | B & 2 F* ~ #icF
used in file names 0~9 % i 3 RE LS LA - , "
BT FHILF CA f* | BE2FF ~#kF 0928 F 25
AR LR
O.7 [Files/Folders |Only valid charactersare |P/F | /i3 i@ * -] & 2 32 ~ #IcF
i ~0 2 i F BEATTR & L , I - r e 4
used in folder names 0~9 2 & 3 R EAFH z B BE L E A T 0~0 2 @3 B
%‘F— 4&?#1.}\ é'f]i—-o
0.8 |Files/Folders |There are no unreferenced |P/F |#7F MI1~M5 shf 4l & 2 2 3
files in M1, M2, M3, M4 TR &P & R pikge st
and M5 folders index.xml o & it 2 7 util 4
4\ 2 ;}F‘_ 5 len‘,i 4\ . m2-5-clinical-overview xml:lang = "en™
inical Overview</title:
0.9 [Files/Folders The only files in the PIF |l i Fdtad » 73y 278 ExaH

sequence folder
(/XXXX/...) are the
index.xml and index-

md>5.txt

CRER IS E S L AR

m1 2020/5/13 T4 (

m2

m3 2020/5/13 T4 0.

m5
util
£ indexxml

index-md5.txt
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2.7] KE
8] LA SRR h¥-f 37
£ R f *2
0O.10|Files/Folders [There are no empty PIF [ F# 20 278
folders % o
« v « Windows (C) » eCTDmanager » export » ut
v eCTDmanager o =11
M export [# drug-product-1.pdf
v us-v3.3 [# drug-product-2.pdf
v 123456 [#) drug-product-3.pdf
v 0001 [#) drug-substance.pdf
mi
W m2
23-qos
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 ~ml.1.3 ~ml4.1~ml42 5 &7

1.4.1,1.4.2 contain valid

documents

ML4.2 3 ] & % scth %/~

(S

;ﬁ%;%/é % o

0.12

Files/Folders

The section 1.1 contains at

least one valid document

PIF

mll 3 b & %— B scfh %/

e

MLl 4 2 sehh%/v i -

0.13|Files/Folders |The folder name of the  |P/F ﬁ;—l N F AL & g T & (highest) |#<7E A (highest - ™ Rl 5] 5 145085) 7k & &
highest folder should be T LA PSS - L B o
the same as pre-assigned o
application number » 145085
~ EE
0001
0002
0003
0004
O.14|Files/Folders |Individual files do not PIF |H - 4%+ % 848 H - # %+ ] A4 500MB -
exceed 500 MB in size 500MB -
O.B |Files/Folders [The recommended folder |BP |23 * ICH 2 TW gteh |2 S F 22 eCTDp5l X k2 Tt 2
P1 structure and folder names TR T2 8 W2 TR LEFTIEE -
in the ICH and TW % AHEALEEXMLAR
specifications are used 5}'@ °
O.B [Files/Folders [The recommended file ~ [BP |i£ 3@ * ICH 2 TW Sjeen |2 S HFF 22 eCTD4p5 X F 2 4%k L4
P2 names from the ICH and HhE LH - EETIER

TW specifications are

used for all files
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NI . BE oo 5 o
op WM mmEE | AL 3 R
P.1 |PDF Files |No PDF has been created |P/F |# 35t PDF 1.3 5% { % ¢k i@ * PDF1.7 o
and saved as version 1.3 ook 2 E 2 )E%%LPDF 1.3
or earlier R S S A
B EPDF14~17 % & » ¢
izt F & B2 AFATAT
U YA RS R N
Eﬁl?"”i’éﬁﬁ‘ﬁ °
P.2 |PDF Files |The submission doesnot [P/F |% it 7 F 4F 3% 7 PDF 4% o PDF #4 ¥ # & ¥ B fx o
contain corrupted files v ur_?i £ 1SO 32000-1 six4Y
¢ 3B PDF #4 %/~ & %p
W Aok R/ Ry R
&3 RPI3Z PDF %/~
E& fo
P.B |PDF Files |Files have beencreated [BP |i¢ * PDF 1.4~1.7 %= 4 k g]= |i& * PDF1.7 -
P1 and saved as PDF 1.4, 1.5, ZEEuthk e
1.6,0rPDF 1.7
P.B |PDF Files |Hyperlinks and BP (- f&k/> Epedgi 2z |R*AQABRZZIRTEIIRET P
P2 bookmarks within LR - B YA
documents, or between Az @R T v o
documents within the WRREARF- BHBREYT £
same sequence, have a Biceig 2 PR30 T F
valid target. Wit R AR F
AR T RGE
ek d B EAEEFHET
i E ik e 45 TIAP M AR R
R Y FA R G R
S e
P.B |PDF Files |All hyperlinks and BP |[#7% chdgad 532 fk 5K |[ARE BIE KX i KR e o
P3 bookmarks are set to .,n‘ﬁ‘gi °
‘inherit zoom' O MKEERT R AR
BRI IR/ EE &2
TEEREAIREARR -
P.B |PDF Files |PDFs must have 'Fast BP | fF3k % - Web #AhE id | 5 - Web AR E T o
P4 Web View' active v ip g BN RE Rk Sen
Bk o
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NI . BE oo 5 o
p| Y Ak | S LA 2 FEF O
P.B |PDF Files |PDF Document Properties |BP | & fF & % 45+ 3k & T8 3K Foo i 2 HERK SRR E o
P5 for the Initial View are set R

for 'Page Layout =

Default' and

'Magnification = Default’
P.B |PDF Files |All PDF hyperlinksand |BP |#7$ 7 PDF 4zi# %592 4 & |PDF A Bi33 Mk B ~Aphpeis -
P6 bookmarks are relative KESAPHEIE -
P.B |PDF Files |The bookmarks pane BP |# PDF 3 %34 > Msckh [PDFF T ¥ Fipsdre g3
P7 should be visible if E - A #® o

bookmarks are included

within a PDF document
P.B |PDF Files |The bookmarks pane BP |4-%:%i» PDF 42 F & = PDF #fit &= 3 4 > 2 Bk A5 3l
P8 should not be visible if LT e T S FEE -

there are no bookmarks

included within a PDF

document
P.B |PDF Files |All hyperlinks and BP |« 7 ik P& 1SO32000-1:2008 ¢ |i% P& 1SO32000-1:2008 «+L.4> - fic & PDF
P9 bookmarks between two —*ﬁdpa " PDFF gl s |Rerdgid 22 28 0

PDFs must be configured L3

as specified in 1SO 32000-

1:2008
P.B |PDF Files |All non-standard fonts are [BP | #:452F 5 # & o 1% 2 & p {7 & | @ * HEEFH o
P10 embedded. » PDF # » do% 2y 8

o RlE R EET o

P.B |PDF Files |There is no security BP |2+ 4B EcPDF 4> 22 |V E 3Pk PDF 4 -
P11 setting to open any ERUREE SO SN

individual file %% % >% & adobe policy

PR E K

P.B |PDF Files |There are no further BP |=* Ba%x AN % |F 7B PDF & -
P12 security settings applied to DE T BHALFI P B~ AF

any individual file

@l\g%ﬁ\,ﬁ,\%o
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