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fréx8: XML eCTD DTD

<?xm] version="1.0" encoding="UTF-877>
<!-- Changes prior to Version 1.00 captured in fAile
"Historical Changesixt

ICH eCTD DTD

Version 1.0 - March 6, 2002

Version 3.0 - Sept 11, 2002

Version 3.0 - Oct 1, 2002
Version 3.0 - Oct 8, 2002

Version 3.1 - Nov 11, 2003
Version 3.2 « Nov 21, 2003

Changes in version 3.1
ID was changed to REQUIRED in the following four locations: -
<ENTITY % att"ID ID #REQUIRED
xmllang CDATA #IMPLIED">

<IELEMENT leaf (title, link-text?)>
<IATTLIST leaf
1D ID#REQUIRED <attlist continunes>

<!'ELEMENT xref EMPTY>
<IATTLIST xvref
ID ID#REQUIRED <attlist continues>

<IELEMENT node-extension (title, (leaf | node-extension}+)>
<IATTLIST node-extension
ID IDH#REQUIRED
xml:lang CDATA #IMPLIED=

Changes in version 3.2

- Indication attribute was changed to REQUIRED in the following two locations:
<IATTLIST m2-7-3-summary-of-clinical-efficacy
Y%att;
indication CDATA #REQUIRED

<IATTLIST mb-3-5-reports-of-efficacy-and-safety-studies
S%att;
indication CDATA #REQUIRED

Sinee ID is only needed for files referenced in a LEAF, changed ID back to IMPLIED for:
<IENTITY % att " ID ID #REQUIRED
xmllang CDATA #IMPLIED">

<IELEMENT node-extension {title, (leaf | node-extension)+)>
<IATTLIST node-extension

ID ID #REQUIRED

xmllang CDATA#IMPLIED>

End of changes

. _ ‘
<IBENTITY % att" 1D ID #IMPLIED
xmllang CDATA #IMPLIED">

<l - -
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<1-- Top-level element -->
<I-- -
JELEMENT ectdiectd (ml-administrative-information-and-preseribing- -information?, m2-common-
technical-document-summaries?,  m3-quality?, md-nonclinical-study- reports?, mb-clinical-study-
reports?)>
<IATTLIST ecid:ectd

xminsiectd CDATA #FIXED “http:/fwww.ich.orglectd”

smingxlink CDATA #FIXED “httpYiwww.wic.org/1999/xlink”

xmllang CDATA #IMPLIED

dtd-version CDATA#FIXED “3.2”

-
<l-- = -
<!I-- Leaf content, ->
<[ -
<'ELEMENT leaf (title, link-text?)>
<IATTLIST leaf
ID ID #REQUIRED
application-version CDATA #IMPLIED
version CDATA #IMPLIED .
font-library CDATA #IMPLIED
operation {new | append | replace | delete) #REQUIRED
modified-file CDATA#IMPLIED
checksum CDATA #REQUIRED
checksum-type CDATA #REQUIRED
keywords CDATA#IMPLIED
xmlnsxlink CDATA #FIXED “hitp:/fwww.w3c.org/1999/xlink”
xlinkrtype CDATA#FIXED “simple”
xlink:role CDATA #IMPLIED
xlink:href CDATA #IMPLIED
xiink:show {new | replace | embed | other | none} HIMPLIED
«link:actuate (onLoad | onRequest | other | none) #IMPLIED
zmllang CDATA #IMPLIED

=
<IELEMENT title EPCDATA)>
<IATTLIST title
ID ID #IMPLIED
-
<IRLEMENT link-text (#PCDATA | xref)*>
<TATTLIST hink-text
1D ID #IMPLIED
-3
<ELEMENT xref EMPTY>
<IATTLIST xref
D ID#REQUIRED
xmlnsixlink CDATA #FIXED “httpi/iwww.w3c.org/ 1999/}(11111{’ ?
slinkitype CDATA#FIXED “simple”
xlink:role CDATA #IMPLIED
xlink:title CDATA #REQUIRED
linkhref CDATA#REQUIRED
«linkishow {new | replace | embed | other | none) #IMPLIED
xink:actuate (onLoad | onRequest | other | none) #IMPLIED
> -
<JELEMENT node-extension (title, (leal | node-extension})>
<IATTLIST node-extension
1D ID #IMPLIED .
xmlilang CDATA#IMPLIED
. )
<t-- -
<1-- CTD Backbone structures -->
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<le == ' = -
<ELEMENT m 1-administrative-information-and-prescribing-information (leaf*}>
<IATTLIST m1-administrative-information:and-prescribing-information

Y%att:

-3
<IELEMENT m2-common-technical-documeni-summaries {leaf*, m2-2-introduction?, m2-3-quality-
overall-summary?, m2-4-nonclinical-overview?, m2-5-chinical-overview?, m2-6-nonchinical-written-and-
tabulated-summaries?, m2-7T-clinical-summary?)>
<IATTLIST m2-common-technical-document-summaries

Yoati;
>
<ELEMENT m2-2-introduction ({leaf | node-extension)*)>
<IATTLIST m2-2-introduction

Yeatt:
>
<ELEMENT m2-3-quality-overall-summary (leaf*, m2-3-introduction?, m2-3-s-drug-substance®, m2-3-
p-drug-product®, m2-3-a-appendices?, m2-3-r-regional-information?)>
<JATTLIST m2-3-quality-overall-summary

Yeati;
-3
<IELEMENT m2-3-introduction ({leaf | node-extension)*)>
<IAPTLIST m2-3-introduction

Y%att;
>
<TELEMENT m2-3-s-drug-substance {{leaf | node-extension)*}>
<JATTLIST m2-3-s-drug-substance

%atts

substance CDATA#REQUIRED

manufacturer CDATA#REQUIRED
=
<IELEMENT m2-3-p-drug-product ((leaf | node-extension)*)>
<ATTLIST m2-3-p~drug-product

%att,

product-name CDATA #IMPLIED

dosageform CDATA #IMPLIED

manufacturer CDATA #IMPLIED
=
<IELEMENT m2-3-a-appendices {leal | node-extension)*)>
<IATTLIST m2-3-a-appendices

Y%att:
>
<IELEMENT m2-3-r-regional-information ((leaf | node-extension)*)=
<IATTLIST m2-3-r-regional-information

%att;
>
<IELEMENT m2-4-nonclinical-overview {(leaf | node-extension)*)> -
<IATTLIST m2-4-nonclinical-overview

Y%att;
-
<IELEMENT m2-5-clinical-overview ((leaf | node-extension)*}>
<IATTLIST m2-5-¢clinical-overview

%atts . .
> .
<JELEMENT m2-6-nonclinical-written-and-tabulated-summaries (leaf*, m2-6-1-introduction?, m2-6-2-
pharmacology written-summary?, m2-6-3-pharmacology-tabulated-summary?, m2-6-4-
pharmacokinetics-written-summary?, m?2-6-5-pharmacokinetics-tabulated-sammary?, m2-6-6-

toxicology'written-summafy?, m2-6-7-toxicology-tabulated-snmmary?)>
<IATTLIST m2-6-nonclinical-written-and-tabulated-summaries
Yoatts

Page 8-3




. .
<ELEMENT m2-6-1-introduction ((leaf | node-extension)*)>
<IATTLIST m2-6-1-introduction

Y%att:
> .
<IKLEMENT m2-6-2-pharmacology-written-summary ((feaf | node-extension)*)>
<IATTLIST m2-6-2-pharmacology - writien-summary

Y%att:
-3
<IELEMENT m2-6-3-pharmacology-tabulated-summary ({leaf | node-extension)*)>
<ATTLIST m2-6-3-pharmacology-tabulated-summary

Y%atts
>
<ELEMENT m2-6-4-pharmacokinetics-written-summary ((leaf | node-extension)*)>
<IATTLIST m2-6-4-pharmacokinetics-written-summary

Yatts . v
- )
<IELEMENT m2-6-5-pharmacokineties-tabulated-summary ((leaf | node-extension)*)>
<ATTLIST m2-6-5-pharmacokinetics-tabulated-summary

%att:
=3
<ELEMENT m2-6-6-toxicology-written-summary ({leaf | node-extension)*}>
<IATFLIST m2-6-6-toxicology-written-summary

Yoatis
=
AELEMENT m2-6-7-toxicology-tabulated-summary ((leaf | node-extension)*)>
<IATTLIST m2-6-7T-toxicology-tabulated-summary

Y%atts
o

<ELEMENT  m2-7-clinical-summary  {leaf®, m2-7-1-summary-of-bicpharmaceutic-studies- and-
associated-analytical-methods?, m2-7-2-summary-of-elinical-pharmacology-studies?, m2-7-3-summary-
of-climical-efficacy*,  m2-T-4-summary-of-clinical-safety?, —m2-7-5 -Hterature-references?,

synopses-of-individual-studies?)>

<IATTLIST m2-7-clinical-summary
%att;

=

<IELEMENT m2-7-1-summary—of-biopharmaceutic-studies-and-associated-analytical-methods (leaf |

node-extension)*)>

<tATTLIST m2-7-1- summary-of-biopharmaceutic-sfudies-and-associated-analytical-methods

Yatt;
>

<ELEMENT m2-7-2-summary-of-clinical-pharmacology-studies ({leaf | node-extension)*}>

<VATTLIST m2-7-2-summary-of-clinical-pharmacology-studies
%att;
-2
<ELEMENT m2-7-3-summary-of-clinical-efficacy ((leaf | node-extension)*)>
<IATTLIST m2-7-3-summary-of-clinical-efficacy
Yhatt;
indication CDATA #REQUIRED
> .
<ELEMENT m2-7-4-summary-of-clinical-safety ((leaf | node-extension)*)>
<IATTLIST m2-7-4-summary-of-clinical-safety
Yoatt;
>
<IKLEMENT m2-7-5-literature-references ((eaf | node-extension)*)>
<IATTLIST m2-7-5-literature-references
%att: E
>
ARELEMENT m2-7-6-synopses-of-individual-studies ((leaf | node-extension)*)>
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AOATTLIST m2-7-6-synopses-of-individual-studies
%att:
-
<IBELEMENT m3-quality (leaf*, m3-2-hody-of-data?, m3-3-literature-references?)>
<IATTLIST m3-quality
%att:
> .
<ELEMENT m3-2-body-of-data (leaf®, m3-2-s-drug-substance®, m3-2-p-drug-product®, m3-2-a-
appendices?, m3-2-r-regional-information?)>
<IATTLIST m3-2-body-of-data
Y%att;
=
<IELEMENT m3-2-s-drug-substance (leaf®, m3-2-s-1-general-information?, m3-2-s-2-manufacture?,
m3-2-s-3-characterisation?,  m3-2-s-4-control-of-drug-substance?, m3-2-s-6-reference-standards-or-
materials?, m3-2-s-6-container-closure-system?, m3-2-s-7-stability?)>
< ATTLIST m3-2-s-drug-substance v
Y%att:
substance CDATA#REQUIRED
manufacturer CDATA #REQUIRED
> .
<IELEMENT m3-2-s-1-general-information (leaf*, ma-2-s-1-1-nomenclature?, m3-2-s-1-2-structure?,
m3-2-s-1-3-general-properties?)>
<IATTLIST m3-2-s-1-general-information
%att;
>
<RLEMENT m3-2-s-1-1-nomenclature ({leaf | node-extension)*)>
<IATTLIST m3-2-5-1-I-nomenclature
Y%att;
o
<IELEMENT m3-2-5"1-2-structure {{leaf | node-extension)*)>
<IATTLIST m3-2-s-1-2-structure
Y%att:
=
<IELEMENT m3-2-s-1-3-general-properties ((leaf | node-extension)*)>
<IATTLIST m3-2-s-1-3-general-properties ’
Yatts
> .
<IELEMENT m3-2-5-2-manufacture {leaf*, m3-2-s-2-1-manufaciurer?, m3-2-s-2-Z-description-of-
manufacturing-process-and-process-controls?, m3-2-s-2-3-control-of-materials?, m3-2-s-2-4-contrals-of
critical-steps-and-intermediates?, m3-2-s-2-5-process-validation-and-or-evaluation?, m3-2-g*2-6-
manufacturing-process-development?)>
<IATTLIST m3-2-s-2-manufacture
Yoatts
=
<IELEMENT m3-2-s-2-1-manufacturer {{(leaf | node-extension)*)>
<IATTLIST m3-2-s-2-1-manufacturer
Y%atts
=
<ELEMENT m3-2-s-2-2-description-of manufacturing-process-and-process-controls  ((leaf | node-
extension)*)>
<ATTLIST m3-2-s-2-2-description-of manufacturing-process-and-process-controls
%atts
by .
<IELEMENT m3-2-5-2-3-control-of-materials ({leaf | node-extension)*)>
<IATTLIST m3-2-5-2-3-control-of-materials
Y%att: :
= .
<IBLEMENT m3-2-s-2-4-controls-of-eritical-steps-and-intermediates ({leaf | node-extension)*}>
<TATTLIST m3-2-s-2-4-controls-of-critical-steps-and-intermediates
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Satt,
-3
AELEMENT m3-2-s-2-5-process-validation-and-or-evaluation ((leaf | node-extension)*)>
<IATTLIST m3-2-s-2-5-process-validation-and-or-evaluation
Y%atts
> .
ARLEMENT m3-2-5-2-6-manufacturing-process-development ((leaf | node-extension)*)>
<IATTLIST m3-2-s-2-6-manufaciuring-process-development
Y%att:
o
<IELEMENT m3-2-s-3-characterisation (Jeaf*, m3-2-s-3-1-elucidation-of-structure-and-cther-
characteristica?, m3-2-s-3-2-impurities?)>
<IATTLIST m3-2-s-3-characterisation
%att;
=2
ARLEMENT m3-2-s-3-1-¢lucidation-of-structure-and-cther-characteristi¢s ((leaf | node-extension)*)>
<IATTLIST m3-2-s-3-1-elucidation-of-structure-and-other-characteristics
Y%att;
o=
<IBELEMENT m3-2-s-3-2-impurities ((leaf | node-extensicn)*)>
<IATTLIST m3-2-s-3-2-impurities
%ati:
=
<JELEMENT m3-2-s-d-conirol-of-drug-substance  (leaf®, m3-2-s-4-1-specification?, m3-2-s5-4-2-
analytical-procedures?, m3-2-s-4-3-validation-of-analytical-procedures?, m3-2-s-4-4-batch-analyses?,
m3-2-s-4-5-justification-of-specification?)>
<IATTLIST m3-2-s-4-control-of-drug-substance
Y%att,
=
<IELEMENT m3-2-s-4-1-specification ((leaf | node-extension}*)>
<IATTLIST m3-2-s-4-1-specification
%ait,
>
<IELEMENT m3-2-5-4-2-analytical-procedures ((eaf | node- exten51on)*)>
<ATTLIST m3-2-5-4-2-analytical-procedures
%att;
=
AELEMENT m3-2-5-4-3-validation-of-analytical-procedures {{leaf | node-extension)*)>
<IATTLIST m3-2-s-4-3-validation-of-analytical-procedures
Y%att;
=
<IELEMENT m3-2-s-4-4-batch-analyses ((feaf | node- exten51on)*)>
<IATTLIST m3-2-5-4-4-batch-analyses
%att;
-3 .
ARLEMENT m2-2-s-4-5-justification-of-specification ((leaf | node-extension)*)>
<IATTLIST m3-2-s-4-5-justification-of-specification
%atts
- .
<ELEMENT m3-2-s-5-reference-standards-or-materials (leaf | node-extension}*)>
<IATTLIST m3-2-s-5-reference-standards-or-materials
%att;
> .
<IELEMENT m3-2-s-6-container-closure-system ({leaf | node-extension)*)>
<IATTLIST m3-2-s-6-container-closure-system
%atty .
> _ -
<BLEMENT m3-2-s-T-stability (leaf®, m3-2-s-7- I-stability-summary-and-conclusions?, m3-2-s-7-2-post-
approval-stability-protocol-and-stability-commitment?, m3-2-5-7-3-stability-data?)>
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<IATTLIST m3-2-3-7-stability
%att;
. .
<JELEMENT m3-2-s-7-1-stability-summary-and-conclusions {(leaf | node-extension)*)>
<! ATTLIST m3-2-5-7- I-stability-summary-and-conclusions
Yatt; ’
>
<RLEMENT m3-2-s-7-2-post-approval-stability-protocol-and-stability-eommitment (Qeaf | node-
extension)*)=> . :
<IATTLIST m3-2-5-7-2-post-approval-stability-protocel-and-stability-commitment
%att;
-
<ELEMENT m3-2-s-7-3-stability-data ((leaf | node-extension)*)>
<IATTLIST m3-2-s5-7-3-stability-data
Y%atts

.

=
<IELEMENT m3-2-p-drug-product (leaf*, m3-2-p-1-description-and-composition-of-the-drug-product?,
m3-2-p-2-pharmaceutical-development?, m3-2-p-3-manufacture?, m3-2-p-4-control-of-excipients®, m3-2-
p-H-control-of-drug-product?, m3-2-p-8-reference-standards-or-materials?, m3-2-p-7-container-closure-
system?, m3-2-p-R-stability > -
<IATTLIST m3-2-p-drug-product
Yeatt:
product-name CDATA #IMPLIED
dosageform CDATA #IMPLIED
manufactirer CDATA #IMPLIED
>
<ELEMENT m3-2-p-1-deseription-and-composition-of-the-drug-product ((leaf | node-extension)*)>
ATTLIST m3-2-p-1-description-and-composition-of-the-drug-product
Yatis
=
<IELEMENT m3-2-p-2-pharmaceutical-development {{leaf | node-extension)*)>
<IATTLIST m3-2-p-2-pharmaceutical-development
%att;
>
QELEMENT m3-2-p-3-manufacture (leaf*, m3-2-p-3-1-manufacturers?, m3-2-p-3-2-batch-formula?,
m3-2-p-3-3-description-of - manufacturing-process-and-process-controls?, m3-2-p-3-4-controls-of-critical-
steps-and-intermediates?, m3-2-p-3-5-process-validation-and-or-evaluation?)>
<IATTLIST m3-2-p-8-manufacture
Y%att:
- :
<IELEMENT m$-2-p-3-l-manufacturers ((leaf | node-extension)*)>
<IATTLIST m3-2-p-3-1-manufacturers '
Yatt;
> -
<IELEMENT m3-2-p-3-2-batch-formula ((leaf | node-extension}*)>
<IATTLIST m3-2-p-3-2-batch-formula
%atts
- .
<IELEMENT m3-2-p-3-3-description-of-manufacturing-process-and-process-controls ((leaf | node-
extensiorn)*)>
<IATTLIST m3-2-p-3-3-description-of manufacturing-process-and-process-controls
%att; -
-3
<IELEMENT m3-2-p-3-4-controls-of-critical-steps-and-intermediates ((leaf | node-extension)*)>
<ATTLIST m3-2-p-8-4-controls-of-critical-steps-and-intermediates
%atts .
> o
<ELEMENT m3-2-p-3-5-process-validation-and-or-evaluation ((leaf | node-extension)*)>
<IATTLIST m3-2-p-3-5-process-validation-and-or-evaluation
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%att;
>
AELEMENT m3-2-p-4-control-of-excipients (leaf¥, m3-2-p-4-1-specifications?, m3-2-p-4-2-analytical-
procedures?, m3-2-p-4-3-validation-of-analytical-procedures?, m3-2-p-4-4-justification-of-specifications?,
m3-2-p-4-5-excipients-of- human-or-animal-origin?, m3-2-p-4-6-novel-excipients?)>
<ATTLIST m3-2-p-4-control-of-excipients :
Yatt;
excipient CDATA#IMPLIED
-
AELEMENT m3-2-p-4-1-specifications ((leaf | node-extension)*¥>
<JATTLIST m3-2-p-4-1-specifications
Y%att:
>
<IELEMENT m3-2-p-4-2-analytical-procedures {{leaf | node-extension)*)>
<IATTLIST m3-2-p-4-2-analytical-procedures
Yoatt; o
o
<ELEMENT m3-2-p-4-3-validation-of-analytical-procedures ({leaf | node-extension)*)>
<IATTLIST m3-2-p-4-3-validation-of-analytical-procedures
%att;
>
<ELEMENT m3-2-p-4-4-justification-of-specifications ((leaf | node-extension)*)>
<ATTLIST m3-2-p-4-4-justification-of-specifications
Y%atts
-
<ELEMENT m3-2-p-4-5-excipients-of-human-or-animal-origin ((leaf | node-extension)*)>
<IATTLIST m3-2-p-4-B-excipients-of- human-or-animal-origin
Yatt;
> .
<IELEMENT m3-2-p-4-6-novel-excipients ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-4-6-novel-excipients
Y%ati:
>
<IELEMENT m3-2-p-5-control-of-drug-product (leaf*, m3-2-p-5-1-specifications?, m3-2-p-6-2-analytical
procedures?, m3-2-p-5-3-validation-of-analytical-procedures?, m3-2-p-5-4-batch-analyses?, m3-2-p-5-b-
characterisation-of-impurities?, m3-Z-p'5'6-justiﬂcation-of'speciﬁcations?)>
<ATTLIST m3-2-p-5-control-of-drug-product
Yatiy
> .
<ELEMENT m3-2-p-5-1-specifications ((leaf | node-extension)}*)>
<JATTLIST m3-2-p-5-1-specifications
Yoatts
> .
AELEMENT m3-2-p-5-2-analytical-procedures ((leaf | node-extension)*)>
<IATTLIST m3-2-p-5-2-analytical-procedures -
%att;
-

<TELEMENT m3-2-p-5-3-validation-of-analytical-procedures ((leaf | node-extension)*)
<IATTLIST m3-2-p-5-3-validation-of-analytical-procedures
Yoatt:
> .
<ELEMENT m3-2-p-5-4-batch-analyses ((leaf | node-extension)*)>
<IATTLIST m3-2-p-5-4-batch-analyses
Yoatts
S .
<ELEMENT m3-2-p-5-5-characterisation-of-impurities {{leaf | node-extension)*)>
<IATTLIST m3-2-p-5-5-characterisation-of-innpurities
%att;
>
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<IELEMENT m3-2-p-5-6-justification-of-specifications ((leaf | node-extension)*)>
<IATTLIST m3-2-p-5-6-justification-of-specifications
%att;
=
<INLEMENT m3-2-p-6-reference-standards-or-materials {{leaf | node-extension)*)>
<IATTLIST m3-2-p-6-reference-standards-or-materials
Y%att:
-3
<ELEMENT m3-2-p-7-container-closure-system ((leaf | node-extension)*)>
<IATTLIST m3-2-p-7-container-closure-system
%att;
=
<IELEMENT m3-2-p-8-stability {leaf*, m3-2-p-8-1-stability-summary-and-conclusion?, m3-2-p-8-2-post-
approval-stability-protocol-and- stabﬂgty commitment?, m3-2-p-8-3-stability-data?)>
<tATTLIST m3-2-p-8-stability
%att,

B

S )
<ELEMENT m3-2-p-B-1-stability-summary-and-conclusion ((leaf | node-extension)*)>
<IATTLIST m3-2-p-8-1-stability-summary-and-conclusion
%att;
. )
<ELEMENT m3-2-p-8-2-post-approval-stability-protocol-and-stability-commitment ((leaf | mnode-
extension)*)>
<TATTLIST m3-2-p-8-2-post-approval-stability-protocol-and-stability-commitment
Y%att:
>
ELEMENT m3-2-p-8-3-stability-data ((leaf | node-extension)*)>
<IATTLIST m3-2-p-8-3-stability-data
%att;
=
<RLEMENT m3-2-a-appendices (leaf, m3-2-a-1-facilities-and-equipment*, m3-2-a-2-adventitious-
agents-safety-evaluation®, m3-2-a-3rexcipients?)>
<IATTLIST m3-2-a-appendices
%att;
. . :
<ELEMENT m3-2-a-1-facilities-and-equipment {{leaf | node-extension}*)>
<IATTLIST m3-2-a-1-facilities-and-equipment
%att;
manufacturer CDATA #IMPLIED
substance CDATA #IMPLIED
dosageform CDATA#IMPLIED
product-name CDATA #IMPLIED
> . .
<ELEMENT m3-2-a-2-adventitious-agents-safety-evaluation ((leaf | node-extension)*)>
<IATTLIST m3-2-a-2-adventitious-agents-safety-evaluation
Y%att;
manufacturer CDATA #IMPLIED
substance CDATA #IMPLIED -
dosageform CDATA#IMPLIED
product-name CDATA #IMPLIED
>
ATLEMENT m3-2-a-3-excipients ((leaf | node-extension)*)>
<IATTLIST m3-2-a-3-excipients
Y%att;
>
<|ELEMENT m3-2-r-regional-information ({(leaf | node-extension)*}> .
<IATTLIST m3-2-r-regional-information
%att,
>
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<IELEMENT m3-3-literatura-references ((leaf | node-extension)*)>
<ATTLIST m3-3-literature-references
Y%atts
> . .
<ELEMENT m4-nonclinical-study-reports (leaf*, m4-2-study-reports?, md-3-literature-references?)>
<IATTLIST md-nonclinical-study-reports
Y%att,
>
<IELEMENT m4-2-study-reports (leaf*, m4-2-I-pharmacology?, m4-2-2-pharmacokinetics?, m4-2-3-
toxicology?> :
<IATTLIST m4-2-study-reports
%att:
>
<IELEMENT md-2-1-pharmacology (leaf*, m4-2-1-1-primary-pharmacodynamics?, m4-2-1-2-secondary-
pharmacodynamics?, m4-2-1-3-safety-pharmacology?, m4-2-1-4-pharmacodynamic-drug-interactions?)>
<IATTLIST m4-2-1-pharmacology -
Y%att:
3
<ELEMENT m4-2-1-1-primary-pharmacodynamics ((leaf | node-extension)*)>
<IATTLIST m4-2-1-1-primary-pharmacodynamics
Y%att;
=
<HLEMENT m4-2-1-2-secondary-pharmacodynamics ((leaf | node-extensiony*)>
<ATTLIST md-2-1-2-secondary-pharmacodynamics '
%atts :
o>
<ELEMENT md-2-1-3-safety-pharmacclogy ((eaf | node-extension)™)>
<IATTLIST m4-2-1-3-safety-pharmacology
Yatt;
=
<IELEMENT m4-2-1-4-pharmacodynamic-drug-interactions {(leaf | node-extension)*)>
<IATTLIST md-2-1-4-pharmacodynarmic-drug-interactions
%atts
>
ATLEMENT m4-2-2-pharmacokinetics (leaf*, m4-2-2-1-analytical metheds-and-validation-reports?,
md-2-2-2-absorption?, m4-2-2-3-distribution?, md-2-2-4-metabolism?, md-2-2-5-exeretion?, md-2-2-6-
pharmacokinetic-drug-interactions?, m4-2-2-7 -other-pharmacokinetic-studies?)>
<IATTLIST m4-2-2-pharmacokinetics
Y%att:
-
QELEMENT m4-2-2-1-analytical- methods-and-validation-reports ((eaf | node-extension)*)=
<ATTLIST m4-2-2-1-analytical-methods-and-validation-reports ' '
Yatt;
-
<ELEMENT m4-2-2-2-absorption {(feaf | node-extension)*)>
<IATTLIST m4-2-2-2-absorption
%atts
>
<AELEMENT m4-2-2-3-distribution ((leaf | node-extension)*)>
<JATTLIST m4-2-2-3-distribution
%eatt;
> _ .
<IELEMENT m4-2-2-4-metabolism ({leaf | node-extension)*)>
<IATTLIST m4-2-2-4-metabolism
Y%att:
-3 N
<ELEMENT m4-2-2-5-excretion ((leaf | node-extension)*)>
<IATTLIST m4-2-2-5-excretion
Yatt,
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-
<ELEMENT m4-2-2-6-pharmacokinetic-drug-interactions ({leaf | node-extension)*)>
<IATTLIST m4-2-2-6-pharmacokinetic-drug-interactions )
Yatt:
>
<IELEMENT m4-2-2-7-other-pharmacokinetic-studies {{leaf | node-extension)*)>
<IATTLIST m4-2-2-7-other-pharmacokinetic-studies
%att;
-
<ELEMENT md-2-3-toxicology (leaf®, m4-2-3-1-single-dose-toxicity?, md-2-3-2-repeat-dose-toxicity?,
m4-2-3-3-genotoxicity?, m4-2-3-4-carcinogenicity?, md-2-3-5-reproductive-and-developmental-toxicity?,
m4-2-3-6-local-tolerance?, m4-2-3-7-other-toxicity-studies?)>
<IATTLIST m4-2-3-toxicology
Y%atis
-3 !
<IELEMENT m4-2-3-1-single-dose-toxicity ({leaf | node-extension)*)=
<IATTLIST m4-2-3-1-single-dose-toxicity
%att,
> .
<IELEMENT m4-2-3-2-repeat-dose-toxicity ((leaf | node-extension)*)>
<JATTLIST m4-2-3-2-repeat-dose-toxicity
Y%att:
]
<ELEMENT m4-2-3-3-genotoxicity (leaf*, m4-2-3-3-1-in-vitro?, md-2-3-3-2-in-vivo?)>
<IATTLIST m4-2-3-3-genotoxicity
Yatt;
=
<ELEMENT m4-2-3-3-1-in-vitro ((leaf | node-extension)*)>
<ATTLIST m4-2-3-3-1-in-vitro
%atts
e
<IELEMENT m4-2-3-3-2-in-vivo ((leaf | node-extension)*)>
<IATTLIST m4-2-3-3-2-in-vivo
%att,
- .
<IELEMENT m4-2-3-4-carcinogenicity (leaf*, m4-2-3-4-1-long-term-studies?, m4-2-3-4-2-short-or-
nmedium-term-studies?, m4-2-3-4-3-other-studies?>
<IATTLIST m4-2-3-4-carcinogenicity
Yati;
o
<IELEMENT md4-2-3-4-1-long-term-studies ((leaf | node-extension)*)>
<ATTLIST m4-2-3-4-1-long-term-studies i
Y%att;
o
<IELEMENT m4-2-3-4-2-short-or-medium-term-studies ({leaf | node-extension)*)>
<IATTLIST m4-2-3-4-2-short-or-medium-term-studies
%att
]
<ELEMENT m4-2-3-4-3-other-studies {(leal | node-extension)*)>
<IATTLIST m4-2-3-4-3-other-studies
%att;
<IELEMENT m4-2-3-5-veproductive-and-developmental-toxicity (leaf*, md-2-3-5-1-fertility-and-early-
embryonic-development?, m4-2-3-5-2-embryo-fetal-development?, m4-2-3-6-3-prenatal-and-postnatal-
development-including-maternal-function?, md-2-3-5-4-studies-in-which-the-offspring-juvenile-animals-
are-dosed-and-or-further-evaluated?)>
<IATTLIST m4-2-3-5-reproductive-and-developmental-toxicity
Yaatt;
-
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SELEMENT md-2-3-5-1-fertility-and-early-embryonic-development ((leaf | node-extension)*)>
<ATTLIST m4-2-3-5-1-fertility-and-early-embryonic-development
Yatts
=
<IFLEMENT m4-2-3-5-2-embryo-fetal-development {{(leaf | node-extension)*)>
<IATTLIST m4-2-3-5-2-embryo-fetal-development
%att;
-
<ELEMENT m4-2-3-5-3-prenatal-and-postnatal: development 1nc1udmg'materna1 function {(leaf |
node-extension)*)>
<ATTLIST m4-2:3-5-3-prenatal-and ‘postnatal-development-including-maternal-function
Yoatt;
-
<IELEMENT md-2-3-5-4-studies-in-which-the-offspring-juvenile-animals-are-dosed-and-or-further-
evaluated ({leaf | node-extension)*)> |
<IATTLIST m4-2-3-5-4-studies-in-which-the-offspring-juvenile-animals-are-dosed-and-or-further-
evaluated
%att;
3
SELEMENT m4-2-3-6-localtolerance ((leaf | node-extension)*)>
<IATTLIST md-2-3-6-local-tolerance
%eatt;
=
<ELEMENT  m4-2-3-T-other-toxicity-studies  {leaf*,  m4-2-3-7-L-antigenicity?,  m4-2-3-7-2-
immunotoxicity?, m4-2-3-7-3-mechanistic-studies?, m4-2-3-7-4-dependence?, m4-2-3-7-5-metabolites?,
m4-2-3-7-6-impurities?, m4-2-3-7-7-other?)> ’
<IATTLIST m4-2-3-7-other-toxicity-studies
%att;
o
<AELEMENT m4-2-3-7-1-antigenicity ((leaf | node-extension)*)>
<ITATTLIST m4-2-3-7-1-antigenicity
Y%att;
-
<IELEMENT m4-2-3-7-2-immunotoxicity {(leaf | node- exten31on)*)>
<IATTLIST m4-2-3-7-2-immunotoxicity
%atts
> .
SELEMENT m4-2-3-7-3-mechanistic-studies ((feaf | node-extension)*)>
<IATTLIST m4-2-3-'7-3-mechanistic-studies
Yeatt:
>
<ELEMENT m4-2-3-7-4-dependence ((leaf | node-extension)}*)>
<TATTLIST m4-2-3-7-4-dependence
Yeatt;
>
<ARLEMENT m4-2-3-7-5-metabolites ((leaf 5 node-extension)*)>
<JATTLIST m4-2-3-7-5-metabolites
%atts
3
<IELEMENT m4-2-3-7-6-impurities ((leaf | node-extension)*)>
<ATTLIST m4-2-3-7-6-impurities
%att;
o>
<RLEMENT m4-2-3-7-7-other ({leaf | node-extension)*)>
<IATTLIST m4-2-3-7-7-other
Y%att;
> ’
AELEMENT md-3-literature-references ((leaf | node-extension)*)>
<IATTLIST m4-3-literature-references
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Yatt;
>
<RLEMENT mb-clinical-study-reports (leaf®, mb5-2-tabularlisting-of-all-clinical-studies?, m5-3-
clinical-study-reports?, m5-4-literature-references?)> '
<!ATTLIST mb&-climical-study-reports
Yatt;
3
<IBLEMENT mb5-2-tabular-listing-of-all-clinical-studies ((leaf | node-extension)*)>
<IATTLIST mb-2-tabular-listing-of-all-clinical-studies

%att:
>
<RLEMENT m5-3-clinical-study-reports (leaf*, mb-3-1-reports-of-biopharmaceutic-studies?, m5-3-2-
reports-of-studies-pertinent-to-pharmacokinetics-using-human-biomaterials?, mb-3-3-reports-of-

human-pharmacokinetics-pk-studies?, mb-3-4-reports-of- human-pharmacodynamics-pd-studies?, mb-3-
5-reports-of-efficacy-and-safety-studies®, m5-3-6-reports-of-postmarketing-experience?, m5-3-7-case
report-forms-and-individual-patient-listings?)> -
<IATTLIST mb-3-clinical-study-reports

%att,

C>

<IELEMENT m5-3-1-reports-of-biopharmaceutic-studies (leaf*, mb-3-1-1-bicavailability-study-reports?,
m5-3-1-2-comparative-ba-and-bioequivalence-study-reports?, mb5-3-1-3-in-vitro-in-vivo-correlation-
study-reports?, m5-3-1-4-reports-of-bioanalytical-and-analytical-methods-for-human-studies?)>
<IATTLIST mb-3- 1-reports-of-biopharmaceutic-studies
%att,
- .
<IELEMENT m5-3-1-1-bioavailability-study-reports ((leaf | node-extension)*}>
<IATTLIST m5-3-1-1-bicavailability-study-reports
Y%att;
=
<IELEMENT m5-3-1-2-comparative-ba-and-bicequivalence-study-reports ({leaf | node-extension)*)>
<IATTLIST mb-3-1-2-comparative-ba-and-bioequivalence-sindy-reports
Yeatt;
-
<tELEMENT mb-3-1-3-in-vitro-in-vivo-correlation-study-reports ((leaf | node-extension)*)>
<IATTLIST m5-3-1-3-in-vitro-in-vivo-correlation-study-reports
Yeatts
-
<IELEMENT m5-3-1-4-reports-of-bicanalytical-and-analytical-methods-for-human-studies  {{(leaf |
node-extension}*)>
<IATTLIST m5-3-1-4-reports-of-bioanalytical-and-analytical-methods-for-human-siudies
Y%att; ’
> . : -
<IELEMENT mb-3-2-reporis-of-studies-pertinent-to-pharmacokinetics-using-human-biomaterials (Ieaf®,
mb-3-2-1-plasma-protein-hinding-study-reports?, mb5-3-2-2-reports-of-hepatic-metabelism-and-drug-
interaction-studies?, m5-3-2-3-reports-of-studies-using-other-human-biomaterials?)>
<IATTLIST m5-3-2-reports-of-studies-pertinent-to-pharmacokinetics-using-human-biomaterials
Y%att: :
3
<IRLEMENT m5-3-2- 1-plasma-protein-binding-study-reports ((leaf | node-extension)*)>
<IATTLIST m5-3-2-1-plasma-protein-binding-study-reports
| Y%atts
- , .
<IELEMENT m5-3-2-2-reports-of-hepatic-metabolism-and-drug-interaction-studies ((leaf | node-
extension)*)>
<ATTLIST m5-3-2-2-reports-of-hepatic-metabolism-and-drug-interaction-studies
Y%att, .
> ..
<IELEMENT m5-3-2-3-reports-of-studies-using-other-human-biomaterials {((leaf node-extension)®)>
<ATTLIST mb-3-2-3-reports-of-studies-using-other-human-biomaterials ’
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Yatis
>
<IBLEMENT m5-3-3-reports-of- human-pharmacokinetics-plestudies {leaf*, m5-3-3-1-healthy-subject-
pk-and-initial-tolerability-study-reports?,  mb-3-3-2-patient-pk-and-initial-tolerability-study-reports?,
mb5-3-3-3-intrinsic-factor-pk-study-reports?,  mb5-3-3-4-extrinsic-factor-pk-study-reports?, mb-3-3-5-
population-plk-study-reports?)>
<IATTLIST mb5-3-3-reports-of- human-pharmacokinetics-pk-studies

Yoatt:
> .
<EILEMENT  m5-3-3-1-healthy-subject-pk-and-initial-tolerability-study-reports ({leaf | node-
extension}*)> ,
<IATTLIST m5-3-3-1-healthy-subject-pk-and-initial-tolerabitity-study-reports
Yatts :
-

<IELEMENT mb5-3-3-2-patient-pk-and-initial-tolerability-study-reports ({leaf [ node-extension)*)>
<IATTLIST m5-3-3-2-patient-pk-and-initial-tolerability-study-reports ..
Y%att:
=
<IELEMENT mb-3-3-3-intrinsic-factor-plc-study-reports {(leaf | node-extension)*)>
<IATTLIST mb5-3-3-3-intrinsic-factor-pk-study-reports
%att;
oy
<IRLEMENT mb-3-3-4-extrinsic-factor-pk-study-reports ((Qeaf | node-extension)*)>
<IATTLIST mb-3-3-4-extrinsic-factor-pk-study-reports
%att;
==
<IELEMENT m5-3-3-5-population-pk-study-reports ({leaf | node-extension)*)>
<IATTLIST m5-3-3-6-population-pk-study-reports
Y%atis
-3
<IELEMENT mb5-38-4-reports-of-human-pharmacodynamics-pd-studies {(leaf*, m&-3-4-1-healthy-subject-
pd-and-pk-pd-study-reports?, m5-3-4-2-patient-pd-and-pk-pd-study-reports?)=>
<IATTLIST mb-3-4-reports-of-human-pharmacodynamics-pd-studies
Y%aits
> ) .
<IELEMENT m5-3-4-1-healthy-subject-pd-and-pk-pd-study-reports ((eaf | node-extension)*)>
<IATTLIST m5-3-4-1-healthy-subjeci-pd-and-pk-pd-study-reports
%att;
-
<IBELEMENT m5-3-4-2-patient-pd-and-pk-pd-study-reports ((leaf | node-extension)*)>
<IATTLIST m5-3-4-2-patient-pd-and-pk-pd-study-reports
%att, ) .
> .
<IELEMENT m5-3-5-reports-of-efficacy-and-safety-studies (leaf*, m5-3-5-1-study-reports-of-controlled-
clinical-studies-pertinent-to-the-claimed-indication?,  mb-3-5-2-study-reports-of-uncontrolled-clinical-

studies?, mb-3-5-3-reports-of-analyses-of-data-from-more-than-one-study?, mb5-3-5-4-other-study-
reports?)> :
<IATTLIST mb-3-5-reports-of-efficacy-and-safety-studies

%att;

indication CDATA#REQUIRED
> .
<JELEMENT mb-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the-claimed-indication
((leaf | node-extension)*)> ' :
<IATTLIST mb-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the-claimed-indication
Yatts
=
<IELEMENT m5-3-5-2-study-reports-of-uncontrolled-clinical-studies ((leaf | node-extension)*)>
<IATTLIST mb-3-5-2-study-reports-of-uncontrolled-clinical-studies
%att;
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o .
<IELEMENT  m5-3-5-3-reports-of-analyses-of-data-from-more-than-one-study  ((leaf
extension)*)>
<IATTLIST mb5-3-6-3-reports-of-analyses-of-data-from-more-than-one-study
Y%att; i
-
<IELEMENT m5-3-5-4-other-study-reports {{(Jeaf | node-extension)*)>
<IATTLIST m5-3-5-4-other-study-reports
Yoatts
=
<IELEMENT m5-3-6-reports-of-postmarketing-experience {{(leaf | node-extension)*}>
<IATTLIST m5-3-6-reports-of-postmarketing-experience
Yatt;
=

<IELEMENT mb5-3-7-case-report-forms-and-individual-patient-listings ((leaf | node-extension)®)>

<IATTLIST mb-3-7-case-report-forms-and-individual-patient-listings -
%att; -
> . o .
<IELEMENT m5-4-literature-references ((leaf | node-extension)*)>
<IATTLIST mb-4-literature-references
%att;
=3
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AT eCTD XML A 2 A Y AR EN S V=7 7 7 A LDF_V—ra VR
MBI LT, eCTD B R T 5,

new :

WIEEERE S 5 WO X HRER. FTRICRHT A7 7 A AT, BRCRELET7 r A 2B
BT ANBEORWEFIZAVWIBEMECH D, modified-file BIERTRIEERL oCTD
XML A 2 A H L R TREL L ARy,

append :

VIE R (0000) . FHBIREHCHT BEE (0001) ULEThBEOERE (0002~)
DT 7 A ML T, FCEREENT 2BV ABEECH D, BEAOT7 71
A bHIBR - BEHLTHE 5 Z L ERET 5, modified-file BIEME LT, Stk
mﬁ%@%u%ﬁéntkmmmﬂwa\%Eﬁmbrmt774w®u~7no%%ﬁ'
T D

replace : .

FEFEER (0000) . @IBEIBFHCETAEE (0001) XiEEhIEOEE (0002~)
D77 A NV EBEBRIDBCACEBEETH S, EEMOY 7 A MTEOEERTR,
DBEOFEAICIIMER SRV, modified-file B & LT, MRKIEHEEESICRFS
7= index.xml 7> 6. BIERRH L TWE=Z 7 A A0 Y —7 1D #3284 5,

delete :

77 A KT B BB ABEC Rl BV B RER Th 5, BRREIC > T
7 A MTERICHIR SIS 2 LRV, LBROFEECIIER &z, modified-file
BVEEE LC, MR E S RAF SN indexxml 5, HMERRH LTV 7




ANDY—7 D ELIRT B, delete BIEEZEMATBEE, eCTD XML 1 R AEE
xlink:href B L VBEIEEZ TR L7220, '
(1)
EEEE (0000) 23547 5 index.xml FEEH (0000/index.xml)

xlink:href = “m2/25-clin-over/clinical-overview.pdf”>

<title>OQ OO0 OO0 O<ide>
</leaf>

L [F B OEECHERTE (0000) 7 740 (U7 ID:al234567) k2@ 5O
index.xml DFEHH] (0001/index.xmb)
<leaf [D="22345678" checksum="72?2" checksum-type="MD5" operation = "replace”
xlink:href = "m2/25-clin-over/clinical-overview.pdf”
modified-file = ”../0000/ index.xml#al1234567" >
<title> O OO OO0 O title>
</leaf>

2EIHDBETIRIAAER (0001) D7 7 A (U —7 D:a2345678) RS RA T/ >
72BR® indexoom] FEEH] (0002/indexxmi)
<leaf ID="2a3456789" checksum="" checksum-type="MD3" operation = " delete”
modified-file = 7_./0001/index. xmi#a2345678" >
<title>O 00000 O</title>
<fleaf>

FRIE LCReRkE Lﬁiﬁ&i:&& L—3 3 VIBHEMEI replace BIEME. HERIBANERHR
HOBEIRA2—1 g VBHEI append BHEZERT 5, FARERESIE, Tanc
FEMRITHER Iz,

9. EXalTFg

91 FxzvTHih _ .

Fx w7 AR MDS PATY XAEENS, &) —T 7574 AMDF= v 7% Ak,
eCTD XML A A F A (indexxml) "PIZEEH Y — 7 EREOD checksum-type BE (71
HY Ah) | checksum JBHE (Fx v 7P h) ORMEEE LTRET 2,

(#1)
checksum-type = “md5”
checksum = “ccd13cc43f41a6a3711Hha042634b7¢c4”




eCTD XML A ' AH L Ao, Fx v 2V AETXA NI rAMTFRBRL, 7

7 A N4 % index-mdS.ixt & LT index.xml ERI L7 3 VFIog#rd 5, £k, ZoF=

w 7 AEE eCTD A S— L& —initd3 5,
g2 BB
WSO eCTD B W TEB{ LI T 720,

10. =Dtk
WS TORBBRBERA CCBOTHATCIIESR L Ty —F (Bl ly—&+%

v b EBIEE O, — 20— FE) BEENTOTh, BIRERDS bO TR,

L. RETHW BRI TV Study Tagging File (STF) RfIBr+5Z &,

1. BERE
B3R ShE R AL, PEENCOBFREREIT > O OFRE LT, ERB
H (CPU., AEY) (MEHBOS, 7FU &gV 7 MERA—Va VEBREO VA
T ARRBEART D,

|

z
é
|
g
|
i
a
;




| JIAE 2
BFEaAT T AI-FXa A
HEZEETRERRUBRMXEICET 158

1. EREEOBK
AepkEMET. [ HERLNOERFOARPBICE LA EECEAT GBI OE
RESHICOWVWT] (EREF 399 8) OF | §f (HFEESTHIERE WA CEICET 51

#]) EES AEREEFICER TS AOHRERLIZVDOTH D,

2. BFHMLEROER

1R (REESTERE ORI CE T 2FH) B LBk, BUF

DHO RIS,

]

XML A% —= (jp-regional-1-0.xsd & OF xlink.xsd)

XML A AH VR

P L@?éﬁﬁﬁﬁ W1 WIS ET AR ERR LT 7 A
v,
AH AT~ |
%IW’%H?&%Qﬂﬁﬁfé%%%iﬁfékbm774wo
7 A NS

BRI RE T s ANEB T3V,

J—uZ 7o Sl

BRI RET 7 A0,

3. XMLA AS VR

I%ﬂE%QXMLz#kaiDE%éh,XML4/2&/x7y4wLﬁméhé,

NEa—RKoxyra—F 4 o7k, UTF-8 L35,

11~

D e B R B B LA A P e T

|




BR REOHER
M THNAERER 1IEFRT,

Bt avsvh - E50

‘;’dg

-12-




WA W B, OB FOMmY 295,

R4 &M A
<universal> BT 3EREET —DICELHTEIR LY V4
(Pl A b EREER),
Lang HRTAEEOEE, BEEE LT ICEE, -

schemasversion

XML A F—v D377 2y

<document-identi
fier=

L

H 5 LEOBINFREERBRT L0 F T4,
(ATEREHT D)

<title>

L

<doc-id>lz i3 A3 b L 3 # A ka5,
1R A ESITEEERE IR ECET S
THH v

<doc-id>

L

LEOHBINERS RS S, & 1 ST +eCTD
SAE T RINE ST AT D,

<catepory>

B 1ECHR A LB,

name

Info-type

<document>

L

SEAR TR TESR,

<content-block>

UEAROFTREE E LD, HHET DHOHER,

param

LROSHERETHBOFRETRT D, B 1EHT|
ORI, FrTAA ARF L AEBRTALE, B
HEREIHT 7 ANVBFLELBVBESIZONTHY
VINA AL AR RSB L, <content-block> B TF
param JEMEEEIETHZ &,

<block-title>

content-block THESNAHAOMAL LT 1 b
NETIRT A, & 1 STOREERHORLSIE.
FAA VAE A RBRT B L, TOC HWORIRITD
VWL, TR SRS D BUE ST A O AR FEICBR LK
THRER IR & RO MR oV T (B
13 4F 6 1 21 RAMEIRHERE 899 BREAFWEEIR
EEGEBEREEM, U CTD @ &va,) ik
SEFTETHT &,

<doc-content>

R, ROBRLET 7 A VERET D RH0DER,
EE A ERERTARESE, COERFHVIET,

xlink:type

Vo7 DH A simple” #HET D, ZOBMMEIE
EDTH, BHFRREERTED,

xlink:href

XET 7 A NVOEFHEHG S AT L o Tl § 5,

param

ESNNRRR/ 7 7 A VERET DADIFREY
T 5, F 1 ToRRE, CTD @M THESRT

VW5 CTD EE% AV . mi-01.ml-02... & ek 15 2 &,




EEF, B eI

<property> doc-content CHEIE S AU BIEFEH E’?ﬁﬁ‘f 5, H1ER

TOFMBEFE T LB ETH5Z 8,

EIRIEHIBIL, name BIE CIEHMERN L HE LRGSR
475, BEHEREEERRT B (FrTg s
ABEAD —WH " BR) L. name B
“sequencenumber” ZHE L. VKL OMIES 2L
wFHT L,

TOC ERi1%., eCTD {LERIZHE U T name RMEIZ”
operation”, “checksum”, “checksum-type” ZHIE L .

ST ONETRRET Y. HEROT A NEBRTD
Ba (B A A S A AT RN R SRS
AE) X, name BEIT " sequencenumber” ZHEE L, Y

ELOFBNEEERRT LI L,

777 L. [Al—<content-block> 7. <doc-content>75 1 DD .
T B84, sequencenumber [EEAR L7 2 by

name. BN Tl 5, UGB AR RO name JBIE

WMz “modified” Z387E L. eCTD {LARICHET, W
A7 7ANVEREBMT DI L,
info-type BHEOZ A TEmET 5, FHEFRITIZ.

“ipregional-ml-admin”_& L § 5. TOC BRI,
“ip-regional-m1-toc” & FEHRCT Do

param EAECCRAEER Ly,

<file-tag> L 1 ETTIRI A LR,

<description> L. B ERCIEFIB LR,
5 TANLTEN

25 1 1 (P ESTHIERE OHRASCEICET 2158 ICBEET 57 7 /i, ICH eCTD
ORI RE, PTRT 730 FIZEL,

o mlip XML AV ABY R, VT T 7 A
o util/did’ XML A ¥ —= (jp-regional-1-0.xsd B T xlink.xsd)
e util/style AHApL— R

6. Y—IT77AN
link:href BB O modified-file BIEICIEE &N D Y —7 7 7 4 ik, FBIPDF By T
%, 77 A ADRAHERITOW T, ICH eCTD OHARIZRES ., |
Bds. 1513 EICHERR BRI ORM 2 BE LT 58S, TARPERTER
A eCTD TR EN TV BB IL, BUARRHIEN O oCTD ZMNES TR TS5 Z L THELX
s AN '

14
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7. R4 Nv—F ,
ERGEFRMEESHENOE | MABEXZ A v i— PR RET D,

8. XML XFx—=:]jp-regional-1-0.xsd, xlink.xsd
XML A F—= 7 7 A Vv jp-regional-1-0.xsd % EL TR,

<xml version="1.0" encoding="UTF-8"7>
e
Date : 2004/5/27 Version : 1.0
—>
{xsd:schema targetNamespace="universal”
xmlns: xsd="http://www. w3. org/2001/XMLSchema” ., xmlns="universal”
xmlns:xlink="http://wew. w3. org/1999/x1link” elementFormDefault="qualified”
attributeFormDefaul t="unqualified”> '
{xsd:!import ramespace= http://www.w3.org/1999/x1ink”
schemalocation="x1ink. xsd”/>
|- Top level element —>
<xsd:element name="universal” type="universalType”/>
{xsd:complexType name="universalType”>
{xsdsequence>
<{xsd:element ref="document—identifier”/>
xsdielement ref="document”/>
{/xsd:sequence>
{xsd:attribute name="lang” type="xsd:language” use="required”/>
¢xsd:attribute name="schema-version” type="xsd:string” use="required”/>
{/xsd:complexType>
¢I— document—identifier —> :
<xsdielement. name="document~identifier” type="document—identifierType”/>
{xsd:complexType name="document—identifierType”>
{xsd:sequence>
<xsdielement ref="title”/>
" <{xsd:element ref="doc-id"/> ,
{xsd:ielement ref="category” min{lccurs="0" waxOccurs="unbounded” />
{/xsd:sequence>
{/xsd:complexType>
= document —>
<xsd:element name="document” type="documentType”/>
{xsd:complexType name="documentType”>
{xsd'choice minOccurs="0" maxQccurs="unbounded”>
<{xsd:element ref="doc—content”/>
¢xsdielement ref="content-block”/>
{/xsd:choice>
{/xsd:complexlype>
{1— doc-content —>
¢xsd:element name="doc—content” type="doc—contentType”/>
{xsd:complexType name="doc—contentType”>

{xsd:sequence?




{xsdielement ref="title” minOccurs="0"/>
<xsd:element ref="property” minOccurs="0" maxOccurs="unbounded”/>
<xsd:element ref="file-tag” minOccurs="0" maxOccurs="unbounded”/>
<xsd:element ref="description” minOccurs="0"/>
¢/xsd:sequence? ' . .
¢xsdiattribute ref="xlink:type” use="optional” fixed="simple”/>
<xsd:attribute ref="xlink: href” use="optional”/>
{xsd:attribute name="param” type="xsd:string” use="optional”/>
{/xsd:complexType>
<!— content~-block —>
<xsd:element name="content—-block” type="content—-hlockType”/>
<xsd:complexType name="content—blockType”>
{xsd:sequence>
xsdielement ref="block-title”/>
<xsd:element ref="property” minOccurs="0" maxOccurs="unbounded”/>
¢xsd:element ref="file—tag” minDccurs="0" maxOccurs="unbounded”/>"
{xsd:choice minOccurs="0" maxOccurs="unbounded”>
{xsd:element ref="doc—content”/>
{xsd:element ref="content-block”/>
{/xsd:choice>
{/xsd:sequencer
¢xsd:attribute name="param” type="xsd:string” use="optional”/>
{/xsd:complexType>
{I— file-tag ->
<xsd:element name="file—tag” type="file-taglype”/>
¢xsdicomplexType name="file-tagType”>
{(xsd:sequence>
¢xsd:element ref="property” minOccurs="0" maxOccurs="unbounded”/>
</xsd: sequence>
{xsd:attributeGroup ref="userspecific—info”/>
<{/xsd:complexType>
<!-— Element —>
<xsdielement name="title” type="xsd:string”/>
<xsd:element name="doc—id” type="xsd:string”/>
{xsd:element name="block-title” type="xsd:string”/>
<!-- description —»
¢xsdielement name="description” type="descriptionType”/>
<xsd:complexType name="descriptionType” mixed="true”>
¢xsd:choice minOccurs="0" maxOccurs="unbounded”>
<xsd:any processContents="lax"/>
{/xsd:choice>
{/xsd:complexType>
!— category ——>
(xsd:element name="category” type="categoryType”/>
{xsd:complexType name="categoryType” mixed="true”>
¢xsd:choice minOccurs="0" maxOccurs="unbounded”>
{xsd:any processContents="lax"/>
{/xsd:choice>




(xsd:attributeGroup ref="userspecific—info”/>
¢/xsd:complexType>
{\— property —>
{xsd:element name="property” type="propertyType”/>
<xsd:complexType name="propertyType” mixed="true”>
{xsd:choice minOccurs="0" maxOccurs="unbounded”>
<xsd:any processContents="lax”/>
{/xsd choice>
¢xsd:attributeGroup ref="userspecific—info”/>
" <xsdiattribute name="param” type="xsdistring” use="optional”/>
<{/xsd:complexType>
11— AttributeGroup —>
{xsd:attributeGroup name="userspecific—info™>
¢xsd:attribute name="name” type="xsd:string” use="required”/>
¢xsd:attribute name="info-type” type="xsd:string” use="required”/>
¢/xsd:attributeGroup>
</xsd:schema>

XML @ U > 7 12 B4 A A8 XLink (XML Linking Language(XLink) Version 1.0) -3
LLTFDAF—<T7 74/ xlinkxsd ZEHT 5,

<9xml version="1.0" encoding="UTF-8§"7>
<{xsd:schema targetNamespace="http://www. w3. org/1999/x1ink”
xmlns: xsd="htip://www. w3. org/2001/XMLSchema” >
<xsd:attribute name="type”>
{xsd:simpleType>
{xsd:restriction base="xsd:string”>
(xsd:enumeration value="simple”/>
{/xsdirestriction>
{/xsd:simpleType>
</asd:attribute>

¢xsdiattribute name="href” type="xsd:anyURL"/>
{/xsd:schema>

A7-




9. XML 4 > R%& X :jp-regional-index.xm!
PLINA ARV AEUTIRFET, TROEAZ 7 AN T T L— LT%%
DB OHEIHEHATHZ L BRUETH D,
7275 L. <block-title><<content-block param>0 param B, CTD @BHIZAIE Foak
TARHIED, BNoBMcESERHTL L,

9.1 MERHBOY Y TNAVREDA
PREEG .
(1) HEBRIICTABRERR S 2 B
LS (B BRBRE THEH (PR 19F LA 10 H)
AIESETHREE CPRL204F3 A 12 H)
(2) Zhik - ZHEREOBMICAR D AGH B - KER i
PEAGROZIER - ZHE L UTC TR ERER ] R A

<Pxml version="1.0" encoding="UTF-8"?>
<?xml-stylesheet type="text/xsl” href=".. /.. /util/style/ jp—regional-1-0, xs1”?>

{upiversal sxmlns="universal” xmlne: xlink="http://wew. w3. org/1999/x]ink”
xmlns:xsi="http://wuw. w3. org/2001/XMLSchema—instance”
xsi:schemalocation="universal /.. /util/dtd/ jp—regional-1-0, xsd” lang="ja"

schema—version="1.0">
<document—identifiery
<title> BESEEITBUEHRE VRN BT A2 BB/ title>
<doe—1d>200808001-0000</doc—id>
<{/document—identifier>
{document>
<content-block param="admin”)
<block-title> B IRIFH/block—title>
{doc—content param="01">
{titledeCTD B/ title
{property name="submi ssion-number”
info—type=" jp~regional-mi- admln”>200908001</propert12
{/doc—content>
{content—block param="02">
block-title>RFE4 <{/block—title>
{doc—content>?
{property name="brand-name”
info—type=" jp-regional ml-admin”>QOO b —/V<{/properiy>
{/doc—content>
</content-block>
<content-block param="03">
<block-title>— %4 Ublock-title>
{doc—content>
{property name="sequencenumber”
info-type=" jp—regicnal-ml—admin”>01<{/property>




. _ . ”
{property name= generic—hame

info-type=" jp-regional-mi-admin”>AAA J —A<{/property>
{/doc—content?
{doc—content>

{property name="gsequencenumber”

info—type=" jp—regional-ml-admin”>02<{/property>

” . ”
{property hame= generic-name

info—type="jp-regional-ml-admin" >R/ property>
¢/doc-content>
</content-block>
{content—block param="04">
<block-titleXHFEH A/ block-title>
{doc—content>
{property name="applicant”

info—type=" jp—regional-ml-admin”>EARIIE /oroperty>
' </doc—content> :
{/content—block>
{content—hlock param="05">
block—title> i H<{/block-title>
<doc—content>

{property name="submission—date”

info—type="jp-regional-ml-admin”>2008-09-15{/property>
<{/doc—content,
</content—block>
{content—block param="06"
<block-titlerHiERKS<{/block-title>
{doc—content> )
{property name="submission—type”

info-type="jp-regional-ml-admin”>1-(4) : %ﬁxﬁﬁm[iﬁgnu</property>
{/doc-content>
</content-block>
{/content—block>
{content-block param="ml”> .
" ¢block-title) I EETHIEHRE O St BT A1EH/block-title>
<conteni-block param="ml-01">
¢hlock-titled s 1 B (£¥a—N 1) 2ELHEEHOBRK

</block-title>
{doc-content xlink:href="../../../0000/ml/jp/mi~01-01. pdf”>
itlediB 18 (B2 1) BELHEERO RS title)

{property name="sequencenumber”
info—type=" jp—regional-ml-toc”>01</properiy>

{property ' name=" operation”
info—type=" jp-regional-mi-toc” >new/property>

<{property name="checksum”
info—type=" " in-regional-ml- toc”>28745bcef6c7leb579003b76e6bfab81</property>

{property name="checksumn—type”

info—tyne=" jp-regional-ml-toc”>md5<{/property>
{/doc—content>

e e




<doc—content xlink:href="../../../0000/ml/ip/ml-01-02. pdf">
<titlediEERFE titler -

" r”
{property name= seguencenumber

info—type=" jo-regional-ml-toc”>02</property>

{property name="cperation”

info-type=" jp—regionai-ml—toc” Dnew!/property>

{property name="checksumn”

info—type="ip—regional-ml- toc”>d538438d0ce317f03f0512c0585f9390</property>
{property name="checksum—type”

info—type=" jp-regional ml-toc”>md5{/property>
{/doc—-content>
{/content-block>
{content—block param="ml-02">
<hlock—titlerKEHEEE (H) </block-title>
{doc—content xlink:href="../../../0000/ml/jp/m1—02-01. pdf”">
itle>ARBFHE (B) {/title>

{property name="operation”

info—type=" jp—regional-ml—toc” >new<{/property>

{property name="checksum”

info—type=" jp—regional-ml—toc”>d30had2fa984eb2646a7ddec87c58016c</ property>

{property name="checksum—type”

info—type="jp—regional-ml—toc”>md5<{/property>
{/doc—content>
{/content—block>
{content—block param="ml-03">
<block-title>FFFHEHH{/block-title>
<doc—content xlink:href="../../../0000/nl/ip/ml-03-01. pdf”>
<title>FERAER/ titled

{property name="operation”
info—type=" jp—regicnal-ml-toc” >new{/property>

<{property name="checksum
info—type=" ]pﬂreg1onal ml— toc”>d586acbee397c4f2dccf25b4d649b07f</property>

{property name="checksum—-type”

info-type=" jp—regional ml—toc” >md5¢{/property>
{/doc—-content>
{/content-block>
<content—block param="mi—04">
<block-title>BFFFAT{/block-title>
{doc—content xlink:href="../../../0000/ml/ip/m1-04-01. pdf™>
titledBFRPRTL/ titler

{property name="operation”

info-type=" jp-regional-ml-toc” >newl/property>

{property ' name="checksum”

info-type=" jp-regional-ml—toc”>044914e20f306a796489920c5d6c40e6</property>

{property . name="checksum-type”

info~type=" jp-regional ml-toc”>mdh{/property>
<{/doc-content?
<{/content-block>




{content—block param="ml-05">
<block-titleX R X I3%E R OFER CPHI OB/ block-title>

<doc—content xlink:href="../../../0000/ml/ip/ml-05-01. pdf”>
<titledfRF % R.ORE K UBR 5 O/ titled

{property name="operation”

info—type=" jp—regional-ml—-toc” >newl/property>

{property name="checksum”

info-type=" jp—regional ml-toc” >669h495340843536192d467226d17163</property>

{property name="checksum—type”

info—type="jp—regional-ml-toc”>md5<{/property?
{/doc—contenty
</content—block>
{content-block param="ml—06">
<block-titledfMEIZ I ARSI T S EH</block-title
{doc-content xlink:href="../../../0000/ml/ip/ml-06-01, pdf™>
<titleEC B 5 B AR T S BRI/ title>

{property name="operation”

infO"typeZ”jp—regional"mlftoc”>new</property>

{property name="checlksum”

info— type~ " ip~regional- mi—toc”>734569a2024611eb496fce7233b6&505</pr0perty>
{property name="checksum—type”

infO*type=”jp—regional —ml—toc” >mdb</propexrty>
{/dec—content>
{/content-hlock>
<content—block param="ml-07">
<block-titler RIS — &5 {/bleck—title>
(doc—content xlink:href=".. /../../0000/ml/jp/mi~07-01. pdf”>
<tgitled BRI —TFR/ title)

{property name="operation”
info—type=”jp*regional—ml—toc”)new(/property)

{property name="checksum”
info—type=" jp—regional ml“toc”>94109aﬂc1eb305c926243525&0383a82</pr0perty)

{property name= checksum"type

info—type=" jp—regional-ml-toc”>md5<{/property>
{/doc—content>
<{/content-block>
{content—block param="ml-08">
<block-titledWfFLE () <(/block-title>
¢doc—content xlink:href=",./../../0000/ml/ jp/m1-08-01. pdf”">
CitlediRAICE () (title?

{property  name="operation”

info—type:”jpuregional—m1~toc”)new(/property)

{property name="checksum”

info-type=" jp—regional-ml- toc”>6e4b8d8d033b6e08f3d3b84aa02e4b58</property>
{properiy name="checksum—type”

info-type=" jp-regional-ml-toc”>mdb<{/property>
{/doc—content> '
{/conteni—block>
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{content—block param="ml—-09">
<block—title>—ARASAFRICER B LE(/block-title>
<doc—content xlink:href="../../../0000/ml/jp/m1-09-01. pdf”>

<titled—MRADGFRICLR 5 30/ titled

<property name=" operation”
info—type="jp-regional-ml-toc” >new{/property>

{property name="checksum”
infO*type=”jp—regionaluml—tac”>acB657c58f101bclBl15c9b0e5895f20</property>

{property name="checksumtype”

info-type=" jp~regional-ml—toc” >md5</property>
{/doc—content>
{/content—block>
{content—block param="mi—-10">
<hlock-titled TR - BIEEOREFEGHOE L ¥ {/block-title>
¢doc-content xlink:href="../../../0000/mi/jp/ml-10-01. pdf”>
titledFEsK - %%%@%ﬁ%ﬁ%ﬂ@iebquﬂ@

{property name="operation”
info—type=" jp—regional-ml-toc” »newl/property>

{property name="checksum”
info—type=" jp~Tegional-ml-toc” >28493a8dd6599ea7c7346890fa2f6945</ property>
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