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%L RR
A.1 |ICH |The specified |P/F |ICH DD #% 43
DTD |filename is T ich-ectd-3- — P B . .
used. 2.dtd, - | ich-ectd-3-2.dtd DTD B= | ich-ectd-3.2.2.dtd DTD #=
A.2 |ICH |The file is P/F |# % T ich-ectd-3-
DTD |placed in the 2.dtd | % G A
correct folder. dtd FH & p > FaL
& BT 4 > 0001 »_util > dtd 0001 fBE > wil > stle
/XXXX/util/dtd 1 e B
XXXX 5 B 7085 o
A.3 |ICH [A currently P/F | checksum #£ 3% i¥|ich-ectd-3-2.dtd # * ICH|ich-ectd-3-2.dtd ~# * ICH
DTD |acceptable LR eCTD| 24 5K A o N2 A O N TR EN
version of the v3.2 # % T ich- E e
DTD is used ectd-3-2.dtd ;, A
(checksum ICH =4 3 7 5
matches the Ao TR FERR
published ICH =2 eCTD v3.2
value). # % T ich-ectd-3-
2.dtd ; # checksum
1d6£631ccbb63570
f4£e378eb579a27 -
B.1 |ICH |The specified |P/F |ICH stylesheet #%
style|filename is FEHF A Tectd| A . . .
sheet [used. 2-0.xsl, - ;md_zid . losheet :,-_mdﬂﬂ .-_T;._&,_L:,f:




R ] AN Fet Hfe 3o g 35

%L RR

B.2 |ICH |The file is P/F |# % T ectd-2-
style|placed in the 0.xsl, = JFiEs &
sheet|correct folder. style T & p » F| oo sk > 0001 - > ul » did

ok B i {20 o
/XXXX/util/style -
XXXX 5 B ol8m -

B.3 |ICH |The checksum P/F | checksum #/x 3% i7|i@ * ICH =2 3= & (eCID|k @ * ICH =43 (eCID
style|for the L% AEE 2 eCTD|VS. 2 e stylesheet 5 ectd-|v3. 2 ehstylesheet & ectd-2-
sheet|stylesheet used v3.2 #% Tectd-2-12-0.xsl) » 0.xsl) & p Figeephikp 5o

must match the 0.xsl % ICH 24 &
published MFHR* > PR F A
checksum for 2 & - ICH = 2
the stylesheet eCTD v3.2 # %
associated with M ectd-2-0.xsl
the DTD used &7 checksum & %
for the 3a07a202455e954a2
sequence. eb203c5bb443£77 -
C.1 |TW M1|The specified |P/F |TW M1 DTD 4% & #
DTD |filename is EA T otw|zsz 53 |2% 53
used. regional.dtd - | tw-regional.dtd DTD &% | | tw.regional.dtd DTD B
C.2 |TW M1|The file is P/F |4 % T tw-
DTD |placed in the regional. dtd ; = %f
correct folder. Ber odtd TR & w0l ) O000-HB ) il e
PR ARES A i'hv-reguonaldtd rrl: g= A :_'?hv—regionaldtd - &=
/XXXX/util/dtd
XXXX 5 B sl8im -

C.3 |TW M1|A currently P/F |12 checksum #£ 3% i¥|tw-regional. dtd # * & #|tw-regional.dtd A i * & &

DTD |acceptable Aok TW M| % 2254 o Faodmh o & FRiefhk
version of the oA % T tw- rE e

DTD is used
(checksum

matches the

A

regional.dtd ; 5 &
ZE

Ao EpFERRES

-+

RS
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%L RR
published TW ML shzE48% T tw-
value). regional.dtd ;|
checksum & & & &
B2 o
D.1 |TW M1|{The specified |P/F Pk AT s Ttwe
leaf |filename is leaf.mod ; -
MOD |used. 2 5% v =3 25 357
file g tw-leafmod MOD 2 8] tw---leaf mod 10D B=
D.2 |TW M1|The file is P/F  |#% "tw-leaf.mod ,
leaf |placed in the &R e e dtd FA
MOD |correct folder. R e B > 0000- SBE > uti
file /XXXX/util/dtd A ozg . ” ;;;.f
XXXX % B 7508 o o) tw-leafmod style
o tw-leafmod
D.3 |TW M1|The checksum P/F |14 checksum #¥ 3% ie|tw-leaf.mod # * & Z % = |tw-leaf.mod A & * & & % =
leaf |for the tw- Lok EE TW MI|2 %A o AR R TR AREPN R o
MOD |leaf.mod file o oA % U tw-
file |used must match leaf.mod | % & & %
the published DA RLERA T
checksum for nEEREEH T M
the tw-leaf.mod o oA % U tw-
file associated leaf.mod | e
with the DTD checksum & & & &
used for the L b A
sequence,
E.1 |TW MI1|The specified |P/F kLT A T tw-
envel |filename is envelope.mod ; -
ope |used. 2% 2z =% b
MOD B tw-envelope.mod OD #4 |a| tw envelope.mod 10D 8%

file
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%L RR
E.2 |TW M1|The file is P/F % % T otw-
envel |placed in the envelope. mod ; & Zf
» 0000 >_util > dtd 0000 - &8 > m1
ope |correct folder. B a dtd TR & T = 2 .
MOD R Rickeciiou oo z
8] tw-envelope.mod D &4 8 tw-envelope.mod 5=
file /XXXX/util/dtd e
XXXX 3 & 705048 o
E.3 |TW M1|{The checksum |P/F |2 checksum #£3% i¥|tw-envelope.mod # * & #|tw-envelope.mod X & * & &
envel |[for the tw- LB TW MI|F 225K A o Lok A ARk
ope |envelope. mod % OHE oMh kT twe mE e
MOD |file used must envelope.mod ; % @
file. |match the FEE L DR FHR
published Ao EPpFaERH
checksum for TW M1 s&z48% T tw-
the tw- envelope.mod ; 7
envelope. mod checksum & 2 & %
file associated Fabad o
with the DTD
used for the
sequence.
F.1 |TW M1|The specified |P/F | #h% 43 5 "tw-
style|filename is regional.xsl | - -
sheet used. =" o =" =
£ tw-regional.xs| (SL Styleshed ) tw_regional.xsl
F.2 |TW M1|{The file is P/F % % T otw-
style|placed in the regional. xsl | % 7f
sheet|correct folder. W3 hostyle Fopb | 00wl e > 0000- SRl did

/XXXX/util/style
XXXX 2 & 7545 -
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%L RR
F.3 |TW M1|{The checksum |P/F | checksum £33 i¥|tw-regional.xsl # * & #|tw-regional.xsl A & * & &
style|for the PSRRI TW ML F 25K & o B2 A N TR
sheet|stylesheet used %o oF % T tw- RE o
must match the regional.xsl | 5 &
published P A i
checksum for Ao TR FERE
the stylesheet TW ML shzEs8% T tw-
associated with regional.xsl | 7
the DTD used checksum & %L & %
for the Eesh o g o
sequence.
G.1 |Index|The file is P/F |[#% T index.xml |
XML |placed in the & E RS AP &
correct folder. TR AN s TR AR )mi ) 0000 - 188 »_uti
=5 /XXKKe XXXX & - il ] o
B SIS - - . e S
G.2 |Index|The file is P/F R LG R m1 index # = imdex °
XML  |named Mindex. xml ; - :j
correctly. m5
util
index-md5.txt
G.3 |Index|The file is P/F |F % & /e XML 4% % |index. xml & & /2«7 XML 4% % |index. xml & # & 7z XML #%
XML |well formed. AR R 0 o N A § ES A
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G.4 |Index|The file is P/F 1% % F # &
-

XML |valid. util/dtd F# &
ICH eCTD DTD i3
% °

G.5 |Index|The reference |P/F |# % GF # &
eCTD prp version 3.2
E .

XML |to the DTD in util/dtd 7 & * i ot st oo
index. xml is ICH eCTD DID 3 e Al s 0001 - &6
directed to the 08 teutil/dtd @ 5%mlzondd B4R 03
DTD provided in « ICH DID % # & BRE% A5 0001 6|7 5 BaEH bl -
the util A T~AL 3 e ge o S0t oml A 3 e
folder.
G.6 |Index|The reference |P/F (¥ % 4 =+ &
XML |to the util/style F# %
stylesheet in ® ICH stylesheet
index. xml is R o0
directed to the util/style # & ICH
stylesheet stylesheet % f#* &
provided in the B.1-B. 3 e gt -
util folder.
H.1 |Index|The file is P/F |24 st
MD5 |placed in the SRR TR T 0000- 288 » 1
txt |correct folder B A /XXXX - XXXX :; e iz
5 A IR - o T

index-md5.txt
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%L RR
H.2 |Index|The file is P/F Wk OEHF A - ~
MD5 |named correctly I index-md5. txt | ° _in1 : 2;
txt m3 i
util inbex-mds txt
2] indexxml : @ i
] index-mds.txt XEXH
H.3 |Index|The regenerated|P/F |& Z % g ¢ ji%J » ¥ J)index-mds.txt - RBZ
MD5 |checksum for B A EATHR|  BEE) GEE) B(0) BBV BEH)
txt |the index. xml #EE AL - = f7f70b3b29f4cabd4 186817381 fasSh3
matches the checksum » 2 +* #fr
value in the index-mdd. txt p 7
file index- EETE- Ko
mdb. txt.
I.1 |TW The file is P/F |*4 ko FRE5E R
regio|placed in the TR o TR A mﬁ”"*%‘x = i
nal |correct folder B v » ~ ozw Az T wrengionaboon] 30
XML /XXXX/ml/tw o XXXX &) emglovelom o
& PN ELAG o
.2 |TW The file is P/F Pk eHT s Tt
regio|named correctly regional. xml | - 255 =3 2 55
nal | tw-regional.xml XML Documer| = TW regional.xml XML Document
XML
[.3 |TW |The file is P/F |% % XML %45 <hi Fz|tw-regional. xml 3 I % «h|tw-regional. xml % # I &
regio|well formed Fil oo XML A % 258 o XML 4 % #5¢ -
nal
XML
I.4 |TW The file is P/F % % 5 # &
regio|valid util/dtd F# &7
nal TW M1 DTD e o B e m%{%m
XML S —_—
I.5 |TW The reference |[P/F |# % 4Z @& &=
regio|to the DID in util/dtd F4 &7
nal [tw-regional. xml TW M1 DTD sh3g » )
XML |is directed to F A outil/dtd ¢ e

the DTD
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provided in the ICH DID % # &

util folder. C.1-C.3 ehife -

[.6 |TW |The reference [P/F |# % %A # &
regio|to the util/style 7 # %
nal |stylesheet in ¢ TW M1 stylesheet
XML |tw-regional. xml CEEE A N S

is directed to util/style ® 7 1CH
the stylesheet stylesheet g # &
provided in the FO1-F. 3 ehiige o
util folder.

I.7 |TW |The UUID is P/F |#lzE UUID # 3% 2% [550e8400-e29b-41d4-a716- |£550-e8400-e290-41d4-aT16-
regio|well formed i g o UUID ek 1) 446655442895 - 446-655-442-89b> 53¢ 2 # 8-
nal |according to AR 32 By 4-4-4-12 -

XML |ISO/1EC BEFHEAL LIRS
11578:1996 and U5 8-4-4-4-12
ITU-T Rec X. 667 4 : 550e8400-e29b-
| 1SO/IEC 9834- 41d4-aT16-
8:2005 446655442895 -

[.8 |TW The UUID in P/F |#% & UUID &% 222 ke @Y ke o UUID A g2
regio|this incoming R oo BRI
nal |sequence must RPZEHE TP -

XML |be identical to

the one in the
previous
sequence.
Lifecycle

needed.

1A Agency: Ireland - The Health Products Regulatory Authori

ency: Ireland - The Health Products Regulatory Authority
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Submi
ssion

Struc

All the lowest
level heading

elements in the

P/F

Eo 2 h
o2 E G- B
B/ o

3 m3-2-s-1-1 5 Bk %
SR T VARE

€CTD 010 yunien 32

ture XML (including
node- :
extensions)
included in the
submission
contain at
least one leaf
K.1 |leaf |The leaf P/F  |Checksum 3 & = 3¢
attrilattribute kA R R
butes| checksum-type’ CRC32 ~ MD5 ~ SHA-1 ~
has a value of SHA-256 ~ SHA-512 »
md5 or MD5 BEHERE 2R tb}%@ﬁﬁﬁ%,} PR
e IUNRE I S ndo £ A5 = checksum-type # Z_MD5 -
I e checksum &> ¢ T
LR T X VARCE WY
mdb checksum 3+ % -
MD5 ~ md5 # A& & /]
oo
K.2 |leaf |The regenerated|P/F |& & Fjcitpsk > 5
attri|checksum for Wi/ 2 €ty
butes|each file 41 ¢ checksum &

matches the
value in the
leaf attribute
" checksum’ .
Lifecycle

needed.

checksum & - $c o *
L A R

index. xml # % {4 7f
¥ % ml-mb 7
NEiE R AR/
ﬁogd%%iﬁﬁ
N a4 RN

index. xml #H % p

¥

<?xml version = "1.0" encoding = "UTF-8"?>

<IDOCTYPE ectd:ectd SYSTEM "utilVdtd/ich-ectd-3-x.dtd">

<?xml-stylesheet type="text/xsl" href="util/style/ectd-2-1-x.xs|"?>

<ectd:ectd xmlns:ectd = "http://www.ich.org/ectd” xmlns:xlink = "http://www.w3c.org/1999/xlink">

<m2-¢ chnical-doc arie:
<m2-5-clinical-overview xml:lang
<leaf ID="a123457" operation = "replace” xlink:type = "simple” checksum-type="md5" checksum =
"502¢9ab5827431077340cea3bSed65a" xlink:href = "m2/25-clin-over/clinical-overview-revised.pdf”
application-version = "PDF 1.4" modified-file = "../0000/index.xml#s123456">
<title>Clinical Overview</title>
</leaf>
</m2-5-clinical-overview>
</m2-¢ chnical-doc ies’

</ectd:ectd>
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WS s T 4
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A e e
K.3 |leaf |For every leaf [P/F |# BF & th &304
attri|the ’title’ M, rAELzE R
butes|attribute is TE B/ R
not empty R | e st ented ™ R e
L | TR e e i
index. xml #H%p %
AT T oA 45 Y
pE e
K.4 |leaf |All leaves with|P/F |#%/2 =% 4 37
attri|an operation B~ THH, HRFIAE000093.2.8.4.1 % T ERRFEGH &0 US Spe-1) 5 >
butes|attribute value Bl F T R 3l AR R AR S 0001 pFece T B g (R & EU Spe-

of new, replace
or append must
have a value
for the cross
reference

(xlink:href)

foid 3 % 4o ICH
eCTD 45 ¢ “7it )
F‘] ll'L ""’ %F pE’_ i ﬁ

AR N

S AR i
index. xml #% %

¥ oa Ak

= &
b

?

N

Lz
1} BT ©

I)J °

L% 70001 s index. xml - & xlink:href 45+ EU Spe-
1 :modified file4p+ US Spe-1 -
M EH B R BT (BARLR S o

<?xml version = "1.0" encoding = "UTF-8"?>
EM "util/dtd/ich-ectd-3-x.dtd">
<?xml-stylesheet ty Uxsl" href="util/style/ectd-2-1-x xsl"?>
<ectd:ectd \mln\ e "http://www.ich.org/ectd" xmlns:xlink = "http://www.w3c.org/1999/xlink">
i

<m2- - les>

<m2-5-clinical-overview \ml lang = "en"
<leaf ID="al23457 M xlink:type = "simple” checksum-type="md5" checksum <
"502¢9ab58274311077340cea3b5ed465a" xlink:href = "m2/25-clin-over/clinical-overview-revised.pdf

application-version = "PDF 1.4" modified-file = "./0000/index.xml#s123456">
<title>Clinical Overview</title> T
</leaf>
</m2-5-clinical-overview> 5
- m. LLunu‘\_ overview ] SRR LR HUeEy
<lectd:ectd> eI AT RETRFES )
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i
K.5 |leaf |All leaves with|P/F [#Zx/< 25 42 T {|ea
. . . ASETTIOSN" checkon-typecDS ol 1162 /002 ude. raDIOOISTS" oprationstapped [rTErhrelahr32-boty-datas-dreg-su
attri|an operation B 3 ottt o S et b s
butes|attribute value 2R ANHF 5 R TR T | ] (9 Xlinkhref ‘
of delete must % texlink:href | v o5 R e 5t
have no value & xlink:href 2% & ["9" e T T R
for the cross T o F|PIESKE T
reference AR AT
(xlink:href) 20 EE T N | S
<m2-3-r-regional-information>
4 & index. xml # % g
ROE TR AR G ET o quality- »uml?l«ll: ld:::d Z;l‘l‘!:hl:\p:m::‘:lf“uh:;ll\:uni -ﬂ:n:z;::;mwma\s'wsublb"»
K.6 |leaf |The file P/F = 5l anfg 5/ iﬁﬁiﬁﬁmmmw /
attri|referenced by % %R Y AR | v commonimicsdoomen summais
butes|the cross fm R EREREED
reference ¥ 2 XML A% BEAE 3%
(xlink:href) FhE/ 2o L EHE
must exist in HP R KA Y
the same or a
previously
submitted
sequence within
the same eCTD
application.
Lifecycle
needed.
K.7 |leaf |All leaves with[P/F |#% /< %3 T%
attri|an operation oo r%ﬂﬁf_Jiﬁf%
butes|attribute value Bl &5 - B

of replace,
delete or
append must
have a value
for modified-

file

modified-file & o
= - A N UL

AR N
(E3F RN L
index. xml %P %

-

A A 12
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K.8 |leaf |All leaves with|P/F [# %/ 2% 4 37
attrilan operation WO EERE 27
butes|attribute value % & modified-file
of new must B AR EZTE T
have no value PESRTE R P
for modified- 7 ¢ ;%-—’“Ff ESEt
file GAESNN N
index. xml # %N %
TR AR S R o
K.9 |leaf |The leaf P/F |& A B ecenfhk/=
attri|referenced by ERNA TR I S LI

butes

the modified
file must exist
in a previously
submi tted
sequence within
the same eCTD
application.

Lifecycle

needed.
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K. 10 |leaf |For all leaves |P/F ‘f 7o W& gh e
attri|(except leaves m3. 2A 2 ¢ o 1B g
butes|within node /2 ECFH P
extensions— and ‘f)'t’» BRI RARF Y 0 S B 131 B 4T ’Kzu* 501,31 %7
leaves in /2 E4p ke CID|erh %/~ BB Eh 1. 3 1 %/ 2 o
module 3.2.4) BEe o LEHEAN ok 8 10 iR/ 2R FHEE .31 i/
with an EHA Y RS A F
operation 0004
[) 0004: 1 Administrative Information and Prescribing Information
: - | 0004: OH-envelope
attribute value P s
= B tllH Galenic Form: Concentrate and solvent for solution for infusion
of replace, 0004: 1.0 Cove et
o3 0000: Cover letter
+ 3 0001: 10.11.2010 Cover Letter Answers to LoQ
delete or o T 0002: 2010.11.16 swiss SPC correction
o+ 0003: Cover letter 30.11.2010
%) 0004: 08.02.2011 cover letter first notice
append’ the Em gOOl:I:Appkdm'ovMaanthuwmdeaum
o . ) 0004: 1.3 Product Information and Packaging Material
modified file 5[ 0004: 1.3.1 Information for Professionals
%) 0004: 08.02.2011 Information for professionnals with Swissmedic corrections
must be present 000 1232 ettt nfeatior \ Document history
= | Opera... | Thie | Sequence
o new Swss, Information to Professionals Intial 0000
in the same CTD 7% replace  2010.11,08 updated swiss SPC 0001
T replace  2010.11.16 Swiss update SPC LoQ 0002
. ? :_ replace  2010.11.29 Updated Swiss SPC - Comection of the indication 0003
SeCtIOIl Of the 32 T replace  08.02.2011 Information for professionnals with Swsmedc corrections 0004
dossier.
Lifecycle
needed.
K.11 |leaf |Two leaf P/F |= BHX/~ 22
. 4 _ mmt o . PR
attri|elements should - B3 0 ID m3.2.s. 1.1 ¢ 3 BHhEnd. 2.5, 1.1 ¢ e 3 Bah% 1D
butes|not have the G AT nID kR o |47
same leaf ID.
<m3-quality> <n3-quality>
<n3-2-body-of -data> <n3-2-body-of -data>
<m3-2-g-drug-substance manufacturer="mymanufacturer" e <m3-2-s-drug-substance manufacturer="mymanufacturer” subs
<n3-2-s-1-general-information> <n3-2-5-1-general- Iniornuon>
<n3-2-s-1-1-nomenclature> <a3-2-s-]-1- nonenclatu
<leaf [D="1D00060484" application-version="PDF 1| @ 7 <leaf ID=" [DGDHS}}!\ appl!cat]nn version="PDF 1.4"
B T;;;) <Ttitle> . <:n|e>APPEND<mL
’ - 31" application-version="PDF 1 @ 7:&3!‘ ]D- 1D00053331" application-version="PDF 1.4"
’m;InA <Jtitle> Tu}IpAPPENDdtn &>
<leaf [D="ID00053331a" checksun="" checksum-typed d:al ID="1D00053331a" checksun="" checksun-type=""
(ﬁ;gew]t:de]eted: APPEND&gt;</title> qT”}IM“ ;deleted: APPEND&gt;</title>
<leaf [D="ID00060482" application-version="PDF 1 @ 7 <leaf ID="ID00053331" application-version="PDF 1.4"
<titles] <Ttitle> <titlesREPLACE</title>
</leaf> </ leaf>
</m3-2-s-1-1-nomenclature> </n3-2-3-1-1- nonenc]awvv
<n3-2-5-1-2-structure> <n3-2-5-1-2-structure>
<leaf [D="1D0006048]1" application-version="PDF 1| <lea[ 1D=" 1000060481 application-version="PDF 1.4"
<t|Lle>conlrol critical-steps-l</titles> <t:t|a>:onuo] critical-steps-l</title>
K.12 |leaf |For all leaves |P/F %%/ B R R A A B 0000 3. 2.5, 2.4 A | A 50000 603, 2.5, 2. 43 d &
attrilwith an Plig— = R E 5 TR FAE R 1) 2405 THES A L 2%
butes|operation AR E L &% AEL0005 PRI TG A 5L 0005 PR IE TGS B

attribute value

e

1> % 5520008 p*

# Tt %




2R KE
! HEEE

o P Hfe I FEfE B BP0

of replace, SEEEEpIE TMAES K 1, 0 FIAB 0008 pEx £
delete or EL, - 1% TS TRE L, -
append the
modified file
must not have
been replaced
or deleted by
any other leaf
element in any
sequence
including the
current one.
Lifecycle

needed.

K.BP1|leaf |For all leaves |BP W W& gk & md. 2A15 % K10 # 4 K10
attri|within node P iR/

butes|extensions or

module 3.2.A WA R AR/ 4P
with an FrernCTD iz @ o gt
operation BB EHA B

attribute value
of replace,
delete or
append, the
modified file
should be
present in the
same node
extension or
attribute-
defined
section.
Lifecycle

needed.

T e
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K.BP2{ICH |ICH attributes [BP XML B =7 5o = B manufacturer E4t { iz
Attri|must not el NI e S % -manufacturer -
butes|contain leading FERN R o BRI
or trailing P2 T -
spaces, nor
start or end
with hyphens.
Lifecycle
needed.
L.1 |Node |For every node-|P/F |& Bat® &ghen %
exten|extension the LRI e S
sions| title’ [CARNY RS S R E L B
attribute is oL F &G E
not empty o
M.1 |Seque|The sequence P/F |B3 5 444 0000
nce |folder name is A= % 9999 - oo oo
numbela 4 digit §§§
r number
M.2 |Seque|The sequence P/F | & end F 5 527
nce |number (folder HEA o4 F - =X
v « education USv3.3 > USv3.3-8828- > 123456
numbe [name) has not H itz ¥ FRE G N
r already been 0000 > % = =itz & access o Name . Ei o001
used. Lifecycle ¢ RS 0001 ikl 0001 e
needed. PLAEE A T EAT oy o002 0002
0003 0003

AR E N E
EH o
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5L 2R

M.3 |Seque|The sequence P/F $% HF AR
nce |folder name E4 & tw—
numbe |matches the regional. xml [ i 22t L
r sequence number envelope 5 ¥ -

in each o
envelope in tw-
regional. xml e ———— __________fgéiffffﬁ;w“»

M 4 |Seque|Sequence number|P/F | & eh¥ GrA SLF % - wE B2 Y AL E - X EE LY G ARG
nce |follows correct ﬁﬁiﬁ%%ﬁ’%%%’%:ﬁﬁﬁi@%ﬁ0m0’$:ﬁﬁﬁi@%ﬁ%
numbe |order. 7 EEEL o A S 0001 o % 0003 -

r Lifecycle P2 TP -
needed.

N.1 |Envel|lf the #4845 initial|submission unit: initial >|submission unit: initial -
ope |submission unit & reformat FFoAp R (3% = ¥ & B EB|3% = iF [ E B
Attri|type is B % (related-|(sequence):0000 - 4p i€ & 55|(sequence):0000 > #p M 5 55
butes| initial’ or sequence) % Zf & **|(related-sequence): 0000 - |(related-

"reformat’ then PR IE R R . ¥ - &R L A% a1k [sequence): o
the related- g BV AR o ot s Bk TW ML R o Ap B A SE

sequence
attribute must
have a value
equal to the

current

sequence.

Heoo

(related-sequence) €_& 3 78
P2 @Lz Ty - £

‘o

1% o
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N.2 |Envel|If the ¥ EAEA2 initial|# 60— ¢ o=
ope |submission unit & reformat p¥ - 4p B |submission unit:|submission unit:
Attri|type is not B % (related-|validation-response @ %=t |validation-response ’ %= i¥
butes|equal to sequence) * ¥ & *t|i# 2 B 5 (sequence):0003 ¢ | B HL(sequence): 0003 5 4p
‘initial’ or PR E R B o i M AR % (related-| & B (related-
‘reformat’ sequence): 0002 - sequence) : o
then the entry |P/F F] & B %L 0002 validation|iz TW ML R4 - 49 B & 5L
for related AP0 x3 % B2 EHA I o |(related-sequence) £ H
sequence must a2 H R B 0003 - B 2EET
not be equal to
the value for
the current
sequence.
N.3 |Envel|The INN EOE O A H|EeEsgAls initial PR3 | EHEA S initial PFORE
ope |attribute is initial p% > - @ & |# INN- INN -
Attri|given if P/F  [&Z INN -
butes|submission unit
is “initial’
N4  |Envel |Drug permit vty - TR
ope |license need to o o~ Targd | opEs
Attri|be provided by AR R R
butes|applicants only HFEL o Y T
when submission L v TR, TRu T
P/F WP EERET RS
objective is H O AE BT ET
‘change’ or e
‘extension’
or
‘expiration
N.5 |Envel |The invented invented name|7 4 invented name code °|*# invented name code -
ope |name code of code
Attri|the envelope |P/F |(YYYYMMDD##DOSE)
butes|should be SR o f A T

filled in for

e ’J\' %fu °
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the regulatory

activity.

0.1 |Files|The files P/F |ml FA4L & p 2 4% % |42 2 PDF - % % wmv > 2 # i 2£ XML~ PDF -
/Fold|provided in the FRERLESF XM JPEG/JPG ~ PNG ~ SVG -~ GIF %
ers |folders for PDF ~ JPEG/JPG ~PNG ~ TERLREN

Module 1 are in SVG ~GIF(%% TW
acceptable ML 2Rg) -
formats

0.2 |Files|The files P/F  |m2~5 F AL % p 2 #5|4& = PDF - # %2 wnvo 2 H s 2 XML~ PDF ~
/Fold|provided in the AV REL RN JPEG/JPG ~ PNG ~ SVG ~ GIF =
ers |folders for XML ~ PDF ~ JPEG/ JPG ~ TRLIEN

Module 2-5 are PNG~SVG ~GIF( %+
in acceptable TV M1 #.4%) -
formats

0.3 |Files|Total file P/F (%% B2 3 (54238
/Fold|folder path 230 BF o EE - [ ERBRISAARE 230 BF o MR RIEALE 230 BF o
ers |length must not BEABLTE(E RS- BF 2R TE(E|5- BF2 B E(8 51

exceed 230 FthE) - PthE) - %) e
characters

0.4 |Files|File names, P/F #%x (& 3 84
/Fold|including the 2)* 12428 64 B F
ers |extension, must - thE (e ZRIM ) AREIME F(F Z R F)AE 64

not exceed 64 o= B
characters
0.5 |Files|Folder names P/F |FHAM 07274
TR AL L AZE 64 BF| B
/Fold|must not exceed HOLBE A _ T A th FAREOLBF A o

ers

64 characters




2.7 KL
ey HH AR PN PRELfA I FEfe & T4 0
0.6 |Files|Only valid P/F |rzFig* ] BE~
/Fold|characters are FAoEF 0924, , FRES A Hed 0-9|@ F A B T A e 00
ers jused in file ML e RIEF E T T T e
names
0.7 |Files|Only valid P/F |rzFig* ] BE~
/Fold|characters are FA KT 0928y JRE A e 00| 2l BEe 34 HeF 0-9
ers |used in folder FRENTHA L gy g TR e FRFRENTHR 4
names e
0.8 |Files|There are no  |[P/F [#75 MI~M5 s 4 &
/Fold|unreferenced 2HIFHA P
ers |files in Ml, xR G AR <m2-5-clinical-overview xml:lang = "en">
M2, M3, M4 and 0t
M5 folders * 7 outil FH Lz o>
H3 Ffl o
0.9 |Files|The only files |[P/F |&dydi it ad » =
/Fold|in the sequence 3 index. xml  fr| . :
ers |folder index-md5 EA4%% - s o e
(/XXXX/++) are B gasFRn ated g
the index. xml % o e T 14 ';:‘:‘jlz‘_‘:;s_m AT
and index- o | My
mdd. txt
0.10 |Files|There are no P/F ﬁg?l:‘: TALAY > 2
/Fold|empty folders A SO
ers € o 1l indowa ©) » eCTOmansger » erport
ey [P
v [ 0001 ) drg-substance.p

23-q0s
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P 2R LR ¥

0.11 |Files|The sections P/F ml.1.2 ~ml.1.3 ~ml.1.2~ml. 1.3 ~ml.4.1 ~m1.1.2 ~ml. 1.3 ~ ml.4.1 -~

/Fold|1. 1.2, 1.1.3, ml. 4. 1-ml. 4. 2 5 4] m1.4.2'ﬁ W AR R/ B oml 4.2 ARG R R/ o
ers |1.4.1, 1.4.2 O SN R E S A
contain valid i o
documents
0.12 |Files|The section 1.1|P/F |ml.1 Z > & zx— @ ml.1 5 %5 sk /= @ o |ml. 1 A3%F sepfhk/= & o
/Fold|contains at F AR KR/
ers |least one valid
document
0.13 |Files|The folder name[P/F ii%l NFERLADE B EREFTE LIRS R TE TR LHEIAS
/Fold|of the topest BT RS- e
ers |folder should FPELE - R -

be the same as

pre-assigned

application
number
0.14 |Files|Individual P/F |8 - &+ )% F|HE- 4%~ 2428 500MB -| ¥ - &% ~ -] 4238 500MB -
/Fold|files do not AZ 18 500MB -

ers |exceed 500 MB

in size
0.BP1|Files|The recommended|BP e ICH 2 TWizég&EE 2 eCTDa‘ﬁ%lﬁ# AkaEE L oCTD 4n 513
/Fold|folder N L E 2 ER R R SRS I EEE SR T PR
ers |[structure and EEAA LR RREFT IR efFRFER
folder names in FAHA LS8N A
the ICH and TW R -
specifications
are used
0.BP2|Files|The recommended|BP et [CH 2 TWixa#ESR 24 eCTD 4p 51 ¥ % | & iz a&#% 2 oCID sl &
/Fold|file names from Hppchfhk tfl e (2R T T ER A2k AT R

ers |the ICH and TW
specifications
are used for

all files
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P.1 |PDF |No PDF has beenP/F |7 4&=x PDF 1.3 % |i¢ * PDF1.7 - i& * PDF1.3 -
Files|created and {Haurd o irk %
saved as ¥ éI}%Jé—fe'\PDF 1.3%
version 1.3 or B RSV G
earlier JF‘f 7 % /& & PDF
1.4~1.7 %4 » (g
AT R E M
DRI ER/*
CREEES N R
IR AR
P.2 |PDF |The submission |P/F |% it z 7 4f 3k <7 PDF|PDF # ¥ 44 &+ ¥ B fx o PDF #§ ¢ &4 -
Files|does not F e
contain ¥ oa B & IS0
corrupted files 32000-1 ehgiad @ 3=
B PDF #hk/= 2%
RIFE o Aok ink/z
SRR 2= 1
% PDF #hx/= 23
o
P.BP1|PDF |Files have been|BP i@ * PDF 1.4~1.7 5=|& * PDFL.7 - ¢ * PDF1.3 -
Files|created and * R AlE R BEG AR
saved as PDF % o
1.4, 1.5, 1.6,
or PDF 1.7
P.BP2|PDF  |Hyperlinks and |BP F-fhk/cRpmg gl s TRFESN I (R AQuELE2 T REZEZ
Files|bookmarks Lt IR S S R o FER P o
within - Y A B

documents, or
between
documents
within the same
sequence, have

a valid target.

FAd S Fair
#* oo

ERE B - B K
Bt AR N B FLeh
A RTAREAT

TR AR

WM F 0 EF R




Bl P R | - . sn
) 4 ¥ 4] £ 3 @
¥ 2R Sk #
7 RIFE o

Jok A L AR S
THE VT R
@45 314 B AR R/
2 Ez e ?p‘*m
RmPr2zFEXR

P.BP3|PDF |All hyperlinks [BP |#f§ chigid %594 |4 B394 % 5 KB a5 B9 % 8 AR 5 AR5

Files|and bookmarks N a&,ﬂﬁ%z o |3 o % o
are set to i ¥ ﬁ%é&ﬁﬁiif’ﬁg
" inherit zoom’ % AR fi %5
FAER/ 2 EpEs
FEFRERFEHXR
ﬁ.ﬁiﬁﬂ
P.BP4|PDF  |PDFs must have |BP &R G Mok Web # 3K 5 MBoid Web AR B & 1t AK 5 P-iE Web AR B i 1t
Files|' Fast Web View’ B By B4
active FEEZERE gk
ik i
P.BP5PDF  |PDF Document  [BP Fofh 2 Bl o A2 HRKSIFXT 6T AEHFREKLFK
Files|Properties for EEHIPXRE o =2 B

the Initial
View are set
for ’Page
Layout =
Default’ and

"Magnification
= Default’
P.BP6|PDF |A11l PDF BP  |“i$ crPDF 4gid 252 PDF Azid 594 S B 4 4p|PDF A0 593 AR L & 4p
Files|hyperlinks and R B R XA MBS R
bookmarks are BT o

relative
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P.BP7|PDF |The bookmarks [BP |3 PDF 7 3% % # > &|PDF 7 % 2 #> * BEE TIPDF 3 %2 o e B E AT
Files|pane should be F#“)é{;}%“;%__i’r’?iﬁﬂ. ° F’—gi%%\q ?ﬁﬂu%ﬁ
visible if
bookmarks are
included within
a PDF document
P.BP8|PDF |The bookmarks |BP  |4=% 3% > PDF 42 5 |PDF #hit 5 2& = 2 # > ¥ BE|PDF #hit 5 2 = 3 #o e B k)
Files|pane should not J = 2 ) THH%F%$%$N%§§& EX U BUEE 5 3
be visible if HES ¥4
there are no
bookmarks
included within
a PDF document
P.BP9|PDF |All hyperlinks [BP | g iz B& 1S032000-|#% & 1S032000-1:2008 3|iz & 1S032000-1:2008 =4
Files|and bookmarks 1:2008 chde - e ¥ |45 e B PDF BFchdgad g 2 4 |45 > fe ¥ PDF Bz g 2 3
between two PDF RFerdgid 2% 2|4 - oo
PDFs must be F
configured as
specified in
[SO 32000-
1:2008
P.BP1|PDF |All non BP [ EFHE D E|RRETH - g r AR T R AR P
0 Files|standard fonts B 7~ PDF PDF #% -
are embedded. P e & L PR 8
o RIF R ARES
LI
P.BP1|PDF |There is no BP %27 E 8P kx PDF|¥ 2 4&® £x PDF 4% - S %A v BECPDF 4% -
1 Files|security o AaEFZR A >

setting to open
any individual

file

KE o eHBB-F
= > %
adobe policy

2]
FRE

>

& Ca

i@

PR




B | mmmn BT SEifE B FE 0 Bl
. Vg ¥ 4] P [i4]
P 2R LR ¥
2 7 7| PDF 4 -

P.BP1|PDF |There are no |BP = BhE rARES F &|¥ 7|e PDF 4% °

2 Files|further FEenf ol 23
security b 4o "L ] 7 B~ 4F
settings /NP A

applied to any

individual file




