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{CML] Chemical Markup Language
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[CS82] Cascading Style Sheets, level 2
httpwwww3.org/TR/REC-CSS2,

|[ECMASecript] ECMASeript Language Specification, 3+ edition. ECMA- 262
hitp://www.ecma-international.org/publications/standards/Eema-262. htm

[EXCEL] Microsoft Excel
httpi/fwww.microsoft.com/office/excel/default.him
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[GIF] Graphics Interchange Format
http /ftronche.com/computer-graphics/gif/pif89s. html

[HTML] HTML 4.01 Specification
htipsiwww.wi.org/TR/htmld

JANA] Internet Assigned Numbers Authority
htip/iwww.igna.org

UMT! Internet Media Types
http/iwww.iana. orgl/assignmentsimedia-types/

[IS0-10646] Information Technology -- Universal Multiple-Octet Coded
Character Set (UCS) -~ Part 1: Architecture and Basic Multilingual
Plane, ISO/IEC 10646-1:1993

{180-639] Codes for the representation of names of languages
180 639:1988.
hitp/fwww.0asis-open.org/coverfisob3da htm}

[JPEG] Joint Photographic Experts Group
http/iwww.ipeg.orgfoublic/wegIn1807 ixt

{MD5] The M5 Message-Digest Algorithm
http:/fietforefefe/rfcl 321 txt

{PDY¥] Portable Document Format
http/fwww.adobe com/devnet/pdfipdf reference. html

[PNG] PNG (Portable Network Graphics) Specification Version 1.0
hitp/fwwwowid.org/TR/REC-pneg html

[RTF] Rich Text Format (RTF) Specification, version 1.6
hitp-//msdn.microsoft.com/library/specs/rtfspec.htm

[SVQG] Scalable Vector Graphics (SVG) 1.0 Specification (work in progress)
http/fwww.w3.org/TR/1999/WD-5VG-18991203

{UNICODE] Unicode Consortium
http/lwwwanicode.org

IXHTML] XHTML 1.0° The Extensible HyperText Markup Language
http/fwww wd.org/TR/WD-html-in-xml

[XMLI] Extensible Markup Language (XML) 1.0 (Second Edition)
http:fwww.w3.org/TR/AREC-xml btml

[XSL} Extensible Stylesheet Language (XSL)
Version 1.0 W3C Recommendation 15 October 2001
hitp/rwww.w3.org/TR/WD -xsl
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<ectdlectd xmlas‘ectd = "http//www.ich.orglectd” xmlnsxlink = "hitp//fwww.w3c.org/199%/xdink">
<m2-common-technical-document-summaries>
<m2-5-clinical-overview xmllang = "en">
<leaf ID="a123457" operation = "replace” xiink'type = "simple”
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xlink:href = "m2/25-clin-over/clinical-overview:revised.pdf"
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f+#%8: XML eCTD DTD

<?xml version="1.0" encoding="UTF-8"7>
<1-- Changes prior to Version 1.00 captured in file
"Historical Changes.txt

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:
<IENTITY % att" T}  ID #REQUIRED
smllang CDATA #IMPLIED">

<IELEMENT leaf {title, link-text?>
<!ATTLIST leaf
ID IDHREQUIRED <attlist continues>

<IELEMENT xref EMPTY>
<IATTLIST xref
ID IDHREQUIRED <attlist continues>

<IELEMENT node-extension (title, (Jeaf | node-extensionl+)>
<!ATTLIST node-extension
ID ID#REQUIRED
smldlang CDATA #IMPLIED>

Changes in version 3.2

Indication aitribute was changed to REQUIRED in the following two locations:
<IATTLIST m2-7-3-summary-ofclinical-efficacy
Yeatts
indication CDATA#REQUIRED

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

Since ID is only needed for files referenced in a LEAF, changed ID back to IMPLIED for:
<ENTITY %att"ID 1D #REQUIRED
xmllang CDATA #IMPLIED"=

<{ELEMENT node-extension (title, (leaf | node-extension}+)>
<!ATTLIST node-extension

1D ID #REQUIRED

xmllang CDATA#IMPLIED>

End of changes
-
<IENTITY % ats " ID ID #IMPLIED
smldang CDATA #IMPLIED">

<!
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<l-« Top-level element >
<cbew eI D
AELEMENT ectdiectd (ml-administrative-information-and-preseribing-information?, m2-common-
technical-document-summaries?, m3-quality?, md-nonclinical-study-reports?, mb-clinical-study-
reports?>
<ATTLIST ectdiectd

xminstectd CDATA#FIXED “hitpi/fwww.ich.org/ectd”

xmlngxlink CDATA #FIXED “httpiwww.wde.org/1999/x1ink!

xmllang CDATA #IMPLIED

dtd-version CDATA#FIXED “3.27

=
<l-- -
<!-- Leaf content >
<l B>
SBLEMENT leaf (title, ink-text?)>
<ATTLIST leaf
ID ID #REQUIRED
application-version CDATA #IMPLIED
version CDATA #IMPLIED
font-Hbrary CDATA #IMPLIED
operation (new | append | replace | delete) #REQUIRED
moedified-file CDATA#IMPLIED
checksum CDATA #REQUIRED
checksum-type CDATA #REQUIRED
keywords CDATA#IMPLIED
xminsixtink CDATA #FIXED “httpfwww.w3c.org/1999/x1ink”
glink:type CDATA#FIXED “simple”
xlink:role CDATA#IMPLIED
xiinkhref CDATA #IMPLIED
xlinkishow {new | replace | embed | other | none) #IMPLIED
slinkiactuate (onLoad | onRequest | other | none) #IMPLIED
xmllang CDATA#IMPLIED

>
<HLEMENT title @#PCDATA)>
<IATTLIST title
ID ID #IMPLIED
>
<IELEMENT link-text #PCDATA | xref*>
<TATTLIST link-text
1D 1D #IMPLIED
>
<IELEMENT xref EMPTY>
<IATTLIST xref
ID ID#REQUIRED
xmlns:xlink CDATA #FIXED “http/fwww.wdc.org/1999/xlink”
slink:type CDATA #FIXED “simple”
xlinkrole CDATA #IMPLIED
zlink:title CDATA #REQUIRED
slink‘href CDATA #REQUIRED
«link:show (new | replace | embed | other | none) #IMPLIED
<link:actuate (onLoad | onRequest | other | none} #IMPLIED
=
SELEMENT node-extension (title, (leaf | node-extension)+)>
<IATTLIST node-extension
ID ID #IMPLIED
xmilang CDATA #IMPLIED
o=
<f-- >
<i-- CTD Backbone structures -->
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<l mmmmmmm——— -
<IELEMENT m 1-administrative-information-and-prescribing-information (leaf*}>
<!IATTLIST m1-administrative-information-and-prescribing-information
Y%att;
3
<IELEMENT m2-common-technical-document-summaries (leaf*, m2-2-introduction?, m2-3-quality-
overall-summary?, m2-4-nonclinical-overview?, m2-5-cHnical-overview?, m2-6-nonclinical-written-and-
tabulated-summaries?, m2-7-clinical-summary?)=
<IATTLIST m2-common-technical*document-summaries
Y%atts
g
<IBLEMENT m2-2-introduction ({(leaf | node-extension)*)>
<IATTLIST m2-2-infroduction
Y%att,
>
<IELEMENT 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?)>
<IATTLIST m2-3-quality-overall-sumimary
Y%att;
>
<IELEMENT m2-3-introduction {(leaf | node-extension)*)>
<ATTLIST m2-3-introduction
Yatt;
-
<IELEMENT m2-3-s-drug-substance ((leaf | node-extension)*)>
<IATTLIST m2-3-s-drug-substance
Ybatt;
substance CDATA#REQUIRED
manufacturer CDATA #REQUIRED
-
<IELEMENT m2-3-p-drug-product {(leaf | node-extension)*)>
<IATTLIST m2-3-p-drug-produet
Yhatt;
product-name CDATA #IMPLIED
dosageform CDATA #IMPLIED
manufacturer CDATA #IMPLIED
o
<IELEMENT m2-3-a-appendices ((leaf | node-extension)*}>
<IATTLIST m2-3-a-appendices
Yatt:
-
<IELEMENT m2-3-rregional-information ((leaf | node-extension)*)=>
<IATTLIST m2-3-rregional-information
Youits
=
<IELEMENT m2-4-nonclinical-overview {{leaf | node-extension)*)>
<{APTLIST m2-4-nonclinical-overview
%att:
=
<IELEMENT m2-5-clinical-overview {{leaf } node-extension)*)>
<IATTLIST m2-5-clinical-overview

%atts
o=
<IELEMENT 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-
pharmaeokinetics-written-summary?, m2-6-5-pharmacokinetics-tabulated-summary?, m2-6-6-

toxicology-written-summary?, m2-6-7-toxicology-tabulated-summary?y>
<IATTLIST m2-6-nonclinical-written-and-tabulated-summaries
Yate;
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-
<ELEMENT m2-6-1-introduction {({(teaf | node-extension}*)>
<IATTLIST m2-6-1-introduction
%att;
=

<IELEMENT m2-6-2-pharmacology-written-summary ((leaf | node-extension)*)>
<tATTLIST m2-6-2-pharmacology-written-summary
Y%att:
-3
<IELEMENT m2-6-3-pharmacology-tabulated-summary ((eaf | node-extension)*)>
<IATTLIST m2-6-3-pharmacology-tabulated-summary
%atts
=3
<ELEMENT m2-6-4-pharmacokinetics-written-summary ((feaf | node-extension)*}>
<IATTLIST m2-6-4-pharmacokinetics-written-summary
%oatt:
>
<ELEMENT m2-6-5-pharmacokinetics-tabulated-summary {(leaf | node-extension)*)>
<TATTLIST m2-6-5-pharmacokineties-tabulated-summary
%att;
=
<IELEMENT m2-6-6-toxicology-written-summary ({(leaf | node-extension)*)>
<IATTLIST m2-6-6-toxicology-written summary
%atts
=
<IELEMENT m2-6-7-toxicology-tabulated-summary {{leaf | node-extension)*)>
<IATTLIST m2-6-7-toxicology-tabulated-summary
%att,
o=
SBELEMENT  m2-7T-clinical'summary  (leaf*,  m2-7-1-summary-of biopharmaceutic-studies-and-
associated-analytical-methods?, m2-7-2-summary-of-clinical-pharmacology-studies?, m2-7-3-summary-
of-clinical-efficacy*,  m2-7-4-summary-of-clinical-safety?, m2-7-5-literature-references?, m2-7-6-
synopses-of-individual-studies?)>
<IATTLIST m2-7-clinical-summary
%pati;
-
<ELEMENT m2-7-1-summary-of-biopharmaceutic-studies-and-associated-analytical-methods ((Jeaf |
node-extension)*>
<IATTLIST m2-7-1-summary-of-biopharmaceutic-studies-and-associated-analytical-methods
Y%att;
>
<ELEMENT m2-7-2-summary-of-clinical-pharmacology-studies ((leaf | node-extension)*)>
<TATTLIST m2-7-2-summary-of-clinical-pharmacology-studies
Yoatt;
p-
<AELEMENT m2-7-3-summary-of-clinical-efficacy ({Jeaf | node-extension)*)>
<IATTLIST m2-7-3-summary-of-clinical-efficacy
%att;
indication CDATA#REQUIRED
=
<IELEMENT m2-7-4-summary-of-clinical-safety ({leaf | node-extensiony*)>
<IATTLIST m2-7-4-summary-of clinical-safety
%atts
>
<ELEMENT m2-7-5-literature-references ((leaf | node-extension)*)>
<IATTLIST m2-7-5-literature-references
Y%att,
=

<IELEMENT m2-7-6-synopses-of-individual-studies ((leaf | node-extension)*)>
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<IATTLIST m2-7-6-synopses-of-individual-studies
Yoatts
-
<!ELEMENT m3-quality (leaf*, m3-2-body-of-data?, m3-3-literature-references?>
<IATTLIST m3-quality
%att;
>
<!IELEMENT 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?>
<ATTLIST m3-2-body-of-data
Y%att;
>
<!IELEMENT m3-2-s-drug-substance (leaf*, m3-2-s-1-general-information?, m3-2-3-2-manufacture?,
m3-2-s-3-characterisation?,  m3-2-s-4-control-of-drug-substance?, m3-2-s-5-reference-standards-or
materials?, m3-2-s-6-container-closure-system?, m3-2-s-T-stability?)>
<ATTLIST m3-2-s-drug-substance
Yeath,
substance CDATA #REQUIRED
manufacturer CDATA#REQUIRED
=
<ELEMENT m3-2-5-1-general-information (leaf*, m3-2-s-1-1-nomenclature?, m3-2-s-1-2-strueture?,
m3-2-s-1-3-general-properties?)>
<IATTLIST m3-2-5-1-general-information
Yoatts '
> .
<!ELEMENT m3-2-s-1-1-nomenclature ({leaf { node-extension}*}>
<IATTLIST m3-2-5-1-1-nomenclature
Y%att;
=
<!ELEMENT m3-2-5-1-2-structure ((leaf | node-extension)*)>
<IATTLIST m3-2-s-1-2-structure
Y%att:
o=
<IELEMENT m3-2-5-1-3-general-properties ((leaf | node-extension)*)>
<IATTLIST m3-2-5-1-3-general-properties
Yoatts
=1
<IELEMENT m3-2-s-2-manufacture (leaf’, m3-2-s-2-1-manufacturer?, m3-2-s-2-2-description-of
manufacturing-process-and-process-controls?, m3-2-s-2-3-control-of-materials?, m3-2-s-2-4-controls-of
eriticalsteps-and-intermediates?, ma-2-5-2-b-process-validation-and-or-evaluation?, m3-2-5-2-6-
manufacturing-process-development?)>
<{ATTLIST m3-2-5-2-manufacture
Y%ait:
=
<IELEMENT m3-2-5-2-1-manufacturer ({(leaf | node-extension)*)>
<LATTLIST m3-2-5-2- I-manufacturer
Y%att;
>
<IELEMENT m3-2-5-2-2-description-of-manufacturing-process-and-process-controls ((leaf | node-
extension)*}>
<IATTLIST m3-2-5-2-2-description-of-manufacturing-process-and-process-controls
Yoatt;
=3
<IELEMENT m3-2-5-2-3-control-of-materials {{leaf | node-extension)*)>
<!ATTLIST m3-2-5-2-3-control-ocf-materials
%att,
-
<IELEMENT m3-2-5-2-4-controls-of-critical-steps-and-intermediates ((leaf | node-extension)*)>
<IATTLIST m3-2-5-2-4-controls-of-critical-steps-and -intermediates

Page 8-5



%atts
>
<ELEMENT m8-2-s-2-5-process-validation-and-or-evaluation {{leaf | node-extension}*)>
<ATTLIST m3-2-5-2-5-process-validation-and-or-evaluation
Yatt,
==
<IELEMENT m3-2-s-2-6-manufacturing-process-development {{leaf | node-extension)*)>
<IATTLIST m3-2-s-2-6-manufacturing-process-development
%atts
> .
<IELEMENT m3-2-s-3-characterisation (leaf*, m3-2-5-3-1-elucidation-ofstructure-and-other
characteristics?, m3-2-s-3-2-impurities?)>
<ATTLIST m3-2-s-3-characterisation
Y%att,
>
<IELEMENT m3-2-5-3-1-elucidation-of-structure-and-other-characteristics ((leaf | node-extension}*)>
<IATTLIST m3-2+s-3-1-elucidation-of-structure-and-other-characteristics
%eatts
=
<IELEMENT m3-2-s-3-2-impurities ({Ieaf | node-extension)*)>
<TATTLIST m3-2-5-3-2-impurities
Yoattls
>
<SELEMENT  m3-2-s-4-control-ofdrug-substance (eaf*, m3-2-s4-1-specification?, m8-2-g-4-2-
analytical'procedures?, m3-2-s-4-3-validation-of-analyticai-procedures?, m3-2-s-4-4-batch-analyses?,
m3-2-5-4-5-justification-of-specification?)>
<IATTLIST m3-2-5-4-control-of-drug-substance
%att,
=
AELEMENT m3-2-s-4-1-specification {(leaf | node-extension)*}>
<IATTLIST m3-2-s5-4-1-specification
Yoatt:
>
< ELEMENT m3-2-s-4-2-analyticai-procedures (leaf | node-extension)*)>
<IATTLIST m3-2-s-4-2-analytical-procedures
%att,
>
AELEMENT m3-2-s-4-3-validation-of-analytical-procedures {leaf | node-extension)*)>
<ATTLIST m3-2-3-4-3-validation-of-analytical-procedures
Yoatt:
>
<ELEMENT m3-2-5-4-4-batch-analyses ((leaf | node-extension)*)>
<IATTLIST m3-2-s-4-4-batch-analyses
Yoatts
>
<IELEMENT m3-2-5-4-5-justification-of-specification ((leaf | node-extension)*)>
<tATTLIST m3-2-s-4-5-justification-of-specification
%att,
-3
<ELEMENT m3-2-s-5-reference-standards-or-materials ({(leaf | node-extension)*)>
<IATTLIST m3-2-s-b-reference-standards-or-materials
Y%att:
-3
<IELEMENT m3-2-s-6-container-closure-system {{leaf | node-extension}*)>
<IATTLIST m3-2-s-6-container-closure-system
%atti
o
<ELEMENT m3-2-5-7-stability (leaf*, m3-2-s-7-1-stability-summary-and-conelusions?, m3-2-s-7-2-post-
approval-stability-protocol-and-stability-commitment?, m3-2-s-7-3-stability-data?>
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<IATTLIST m3-2-5-7-stability
Yeatts
-
<IELEMENT m3-2-5-7-1-stability-summary-and-conclusions ((leaf | node-extension)*)>
<IATTLIST m3-2-5-7-1-stability-summary-and-conclusions
Y%att;
>
<IELEMENT m3-2-5-7-2-post-approval-stability-protocol-and-stability-eommitment ((leaf | node-
extension)*)>
<IATTLIST m3-2-5-7-2-post-approval-stability-protocol-and-stability-commitment
Yatts
-3
<'ELEMENT m3-2-5-7-3-stability-data ((eaf | node-extension}*)>
<LATTLIST m3-2-5-7-3-stability-data
Y%att:
> .
<ELEMENT 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-B-controlofdrug-preduct?, m3-2-p-6-reference-standards-or-materials?, m3-2-p-7-container-closure-
system?, m3-2-p-8-stability?)>
<IATTLIST m3-2-p-drug-product
Yoatt:
product-name CDATA #IMPLIED
desageform CDATA #IMPLIED
manufacturer CDATA #IMPLIED
>
<IELEMENT m3-2-p- I-description-and-composition-of the-drag-product {{leaf | node-exiension)®)>
<IATTLIST m3-2-p-1-description-and-composition-of-the-drug-product
%batt;
g
<IELEMENT m3-2-p-2-pharmaceutical-development {{leaf | node-extension)*)>
<IATTLIST m3-2-p-2-pharmaceutical-developmeni
%att;
>
<IELEMENT m3-2-p-3-manufacture {eaf®, m3-2-p-3-1-manufacturers?, m3-2-p-3-2-batch-formala?,
m3-2-p-3-3-deseription-of- manufacturingprocess-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-3-manufacture
Yoatts
=
<IELEMENT m3-2-p-3-1-manufacturers ({(leaf | node-extension)*)>
<IATTLIST m3-2-p-3- 1-manufacturers
Y%att,
>
<IELEMENT m3-2-p-3-2-batch-formula ((Qeaf | node-extensiont*)>
<!ATTLIST m3-2-p-3-2-batch-formula
%%atts
=
<IELEMENT m3-2-p-3-3-description-of-manufacturing-process-and-process-controls {(Jeaf | node-
extension)*)>
<IATTLIST m3-2-p-3-3-description-of-manufacturing-process-and-process-controls
Y%atts
p-d
<IELEMENT m3-2-p-3-4-controls-of-critical-steps-and-intermediates ({leaf | node-extension)*)>
<IATTLIST m3-2-p-3-4-controls-ofcritical steps-and-intermediates
Y%ati;
>
<IELEMENT m3-2-p-3-5-process-validation-and-orevaluation ((leaf | node-extension)*}>
<IATTLIST m3-2-p-3-b-process-validation-and-or-evaluation
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Y%att:
-3
<AELEMENT m3-2-p-4-control-of-excipients (feaf*, m3-2-p-4-1-specificaticns?, m3-2-p-4-Z-analytical*
procedures?, m3-2-p-4-§-validation-ofanalytical -procedures?, m&-2-p-4-4-justification-of-specifications?,
m3-2-p-4-5-excipients-of human-or-animal-erigin?, m3-2-p-4-§-novel-excipients?)>
<ATTLIST m3-2-p-4-control-of-excipients
%ait:
excipient CDATA #IMPLIED
-3
ELEMENT m3-2-p-4-1-specifications ((leaf | node-extension)*)>
<IATTLIST m3-2-p-4-1-specifications
Y%batt;
>
<IFLEMENT m3-2-p-4-2-analytical-procedures ((leaf | node-extension)*)>
<IATTLIST m3-2-p-4-2-analytical-procedures
%att,
g
JELEMENT m3-2-p-4-3-validation-of-analytical-procedures {(leaf | node-extension)*)>
<IATTLIST m3-2-p-4-3-validation-ofranalytical-procedures
Soatt;
>
JELEMENT m3-2-p-4-4-justification-of-specifications ({leaf | node-extension)*)=
<IATTLIST m3-2-p-4-4-justification-of specifications
%att,
>
AELEMENT m3-2-p-4-5-excipients-of- human-or-animal-origin {(leaf | node-extension)*)>
<IATTLIST m3-2-p-4-5-excipients-of-human-or-animal-origin
Yeatts
>
<IELEMENT m3-2-p-4-6-novel-excipients ((leaf | node-extension)*)>
<JATTLIST m3-2-p-4-6-novel-excipients
%att;
4
<ELEMENT m3-2-p-5-control-of-drug-product (leaf*, m3-2-p-5-1-specifications?, m3-2-p-5-2-analytical-
procedures?, m3-2-p-5-3-validation-of-analytical-procedures?, m3-2-p-5-4-batch-analyses?, m3-2-p-5-56-
characterisation-of-impurities?, m3-2-p-5-6-justification-ofspecifications?)>
<IATTLIST m3-2-p-5-control-of-drug-product
%att,
> .
<ABELEMENT m3-2-p-5-1-specifications {(eaf | node-extension)*)>
<IATTLIST m3-2-p-5-1-specifications
Y%atts
p-d
<ELEMENT m3-2-p-5-2-analytical-procedures ({(leaf | node-extension)*)>
<IATTLIST m3-2-p-5-2-analytical-procedures
%atts
=~
<ELEMENT 13-2-p-5-3-validation-of-analytical-procedures ((leaf | node-extension)*)>
<IATPLIST m3-2-p-5-3-validation-of-analytical-procedures
Yatt;
>
<IELEMENT m3-2-p-5-4-batch-analyses ({(leaf | node-extension)*)>
< ATTLIST m3-2-p-5-4-batch-analyses
Yatt:
=1
<IELEMENT m3-2-p-5-6-characterisation-of-impurities {{leaf | node-extension)*)>
<)ATTLIST m3-2-p-5-5-characterisation-of-impurities
%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
Y%att;
3
<IELEMENT m3-2-p-6-reference-standards-or-materials ((leaf | node-extension)*)>
<IATTLIST m3-2-p-6-reference-standards-or-materials
Y%att;
-
<IELEMENT m3-2-p-7-container-closure-system ({leaf | node-extension)*)>
<IATTLIST m3-2-p-7-container-closure-system
Y%att;
=
<IELEMENT m3-2-p-8-stability (Jeaf*, m3-2-p-8-1-stability-summary-and-conclusion?, m3-2-p-8-2-post-
approval-stability-protocol-and-stability-commitment?, m3-2-p-8-3-stability-data?)>
<IATTLIST m3-2-p-8-stability
Y%att;
=
<!ELEMENT m3-2-p-8-1-stability-summary-and-conclusion ({leaf | node-extension)*}>
<!ATTLIST m3-2-p-8-1-stability-summary-and -conclusion
Yatts
g
<IELEMENT m3-2-p-8-2-post-approval-stability'protocol-and-stability-commitment ((leaf | node-
extension)*}>
<ATTLIST m3-2-p-8-2-post-approval-stability-protocol-and-stability-commitment
%att,
=
<IELEMENT m3-2-p-8-3-stability-data {(leaf | node-extension}*)=
<IATTLIST m3-2-p-8-3-stability-data
Y%atts
-
<IELEMENT m3-2-a-appendices (leal*, m3-2-a-1-facilities-and-equipment®, m3-2-a-2-adventitious-
agents-safety-evaluation®, m3-2-a-3-excipients?)=>
<IATTLIST m3-2-a-appendices
%att,
o
<!ELEMENT m83-2-a-1-facilities-and-equipment ((leaf | node-extension)*)>
<IATTLIST m3-2-a-1-facilities-and-eguipment
Y%hait;
manufacturer CDATA #IMPLIED
substance CDATA#IMPLIED
dosageform CDATA #IMPLIED
product-name CDATA #IMPLIED
=
<IELEMENT 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
desageform CDATA #IMPLIED
product-name CDATA #IMPLIED
p-d
<IELEMENT m3-2-a-3-excipients ((leaf | ncde-extension)*)>
<IATTLIST m3-2-a-3-excipients
Yeatt;
>
<IELEMENT m3-2-r-regional-information ((eaf | node-extension)*)>
<IATTLIST m3-2-rregional-information
Yeatts
>
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<IELEMENT m3-3-literature-references {(leaf | node-extension)*)>
<IATTLIST m3-3-literature-references
Yoatt;
=3
<IBLEMENT m4-nonclinical-study-reports (leaf*, m4-2-study-reports?, md-3-literature-references?>
<IATTLIST m4é-nonclinical-study-reports
Yoatts
-
<ELEMENT m4-2-study-reports {leaf*, m4-2-1-pharmacology?, m4-2-2-pharmacokinetics?, m4-2-3-
toxicologyD>
<IATTLIST m4-2-study-reports
Yatis
>
<IELEMENT m4-2-1-pharmacology (eaf*, 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-pharmaceclogy
%oait;
>
<IELEMENT m4-2-1-1-primary-pharmacodynamics ((leaf | node-extension)*)>
<IAPTLIST m4-2-1-1-primary-pharmacodynamics
%att:
>
<IELEMENT m4d-2-1-2-secondary pharmacodynamics (leaf | node-extensiony*)>
<IATTLIST m4-2-1-2-secondary-pharmacodynamics
Yoatts
o
<IELEMENT m4-2-1-3-safety-pharmacology ((leaf | node-extension)*)>
<IATTLIST m4-2-1-3-safety-pharmacology
Y%att,
==
<IELEMENT m4-2-1-4-pharmacodynamic-drug-interactions ({leaf | node-extension)*)>
<IATTLIST m4-2-1-4-pharmacodynamic-drug-interactions
%att:
>
<ELEMENT m4-2-2-pharmacokinetics (leaf*, m4-2-2-1-analytical-methods-and-validation-reports?,
m4-2-2-2-absorption?, m4-2-2-3-distribution?, m4-2-2-4-metabolism?, m4-2-2-5-excretion?, m4-2-2-6-
pharmacokinetic-drug-interactions?, m4-2-2-7-other-pharmacokinetic-studies?)>
<IATTLIST m4-2-2-pharmacokinetics
%%att;
-
<IBLEMENT m4-2-2-1-analytical-methods-and-validation-reports ({leaf | node-extension)*)>
<IATTLIST m4-2-2-1-analytical-metheds-and-validation-reports
%att,
>
<BELEMENT md-2-2-2-absorption (({eaf | node-extension)*)>
<IATTLIST m4-2-2-2-absorption
Y%att,
=
<AELEMENT m4-2-2-3-distribution {(leaf | node-extension)*)>
<TATTLIST m4-2-2-3-distribution
%att:
>
<IELEMENT m4-2-2-4-metabolism ((leaf | node-extension)*}>
<IATTLIST m4-2-2-4-metabolism
%%att;
>
<IELEMENT m4-2-2-5-excretion {(leaf | node-extension)*)>
<IATTLIST m4-2-2-5-excretion
Y%att,
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>
<!ELEMENT m4-2-2-6-pharmacokinetic-drug-interactions ((leaf | node-extension)*)>
<LATTLIST m4-2-2-6-pharmacokinetic-drug-interactions
Y%atts
>
<!IELEMENT m4-2-2-7T-other-pharmacckinetic-studies ({leaf | node-extension)*)>
<!ATTLIST m4-2-2-7-otherpharmacokinetic-studies
Y%eatts
o>
<IELEMENT m4-2-3-toxicology (leaf*, m4-2-3-1-single-dose-toxicity?, m4-2-3-2-repeat-dose-toxicity?
m4-2-3-3-genotoxicity?, m4-2-3-4-carcinogenicity?, m4-2-3-5-reproductive-and-developmental-toxicity?
m4-2-3-6-local-tolerance?, m4-2-3-7-other-toxicity-studies?)>
<IATTLIST m4-2-3-toxicology
%atl;

i

o>
<!ELEMENT m4-2-3-1-single-dose-toxicity ((leaf | node-extension)*)>
<IATTLIST m4-2-3-1-single-dose-toxicity
Y%att;
>
<IELEMENT m4-2-3-2-repeat-dose-toxicity ((leaf | node-extension)*)=
<!ATTLIST m4-2-3-2-repeat-dose-toxicity
Yoatts
>
<!ELEMENT m4-2-3-3-genotoxicity (leaf*, m4-2-3-3- l-in-vitro?, m4-2-3-3-2-in-vivo?)>
<!ATTLIST m4-2-3-3-genotoxicity
Y%atts
3
<!ELEMENT m4-2-3-3-1-in-vitro ((leaf | node-extension)}*)>
<IATTLIST m4-2-3-3-1-in-vitro
%att;
>
<IELEMENT m4-2-3-3-2-in-vivo ((eaf | node-extension)*)>
<!ATTLIST m4-2-3-3-2-in-vivo
Yeatts )
>
<IELEMENT m4-2-3-4-carcinogenicity {eaf*, m4-2-3-4-1-long-term-studies?, md-2-3-4-Z-short-or
medium-term-studies?, m4-2-3-4-3-other-studies?)>
<IATTLIST m4-2-3-4-carcinogenicity
%att,
>
<IELEMENT m4-2-3-4-1-long-term-studies ({Ieaf | node-extension)*)>
<IATTLIST m4-2-3-4-1-long-term-studies
%oatt,
>
<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 ({leaf | node-extension)*}>
<IATTLIST m4-2-3-4-3-other-studies
Y%att,
=
<ELEMENT m4-2-3-5-reproductive-and-developmental-toxicity (leaf*, m4-2-3-5-1-fertility-and-early-
embryonic-development?, m4-2-3-5-2Z-embryo-fetal-development?, md-2-3-5-3-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
Y%atts
-3
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ARLEMENT m4-2-3-5-1-fertility-and-early-embryenie-development ((leaf | node-extension)*)>
<IATTLIST m4-2-3-5-1-fertility-and-early-embryonic-development
Y%atts 4
p-d
<ELEMENT m4-2-3-5-2-embryo-fetal-development {{leaf | node-extension)*)>
<ATTLIST m4-2-3-5-2-embryo-fetal-development
Y%atts
=
<ELEMENT m4-2-3-5-3-prenatal-and-postnatal-development-including - maternal-function ((leaf |
node-extension}*)>
<IATTLIST m4-2-3-5-3-prenatal-and-postnatal-development-including-maternal-function
Yoati;
o
<RLEMENT m4-2-3-5-4-studies-in-which-the-offspring-juvenile-animals-are-dosed-and-or-further-
evaluated {(leaf | node-extension)}*)>
<!ATTLIST m4-2-3-5-4-studies-in-which-the-offspring-juvenile-animals-are-dosed-and-or-further-
evaluated
%atts
>
<IELEMENT m4-2-3-6-local-tolerance {(teaf | node-extension)*)>
<IATTLIST md-2-3-6-local-tolerance
Y%att;
> .
<IELEMENT m4-2-3-T-other-toxicity-studies (leaf*, m4-2-3-7-1-antigenicity?, m4-2-3-7-2-
immunotoxicity?, md-2-3-7-3-mechanistic-studies?, m4-2-3-7-4-dependence?, m4-2-3-T-5-metabolites?,
m4-2+3-7-6-impurities?, m4-2-3-7-T-other?)> )
<ATTLIST m4-2-3-7-cther-toxicity-studies
Yatt:
- .
<ELEMENT m4-2-3-7-1-antigenicity {(leaf | node-extension)®)>
<IATTLIST md4-2-3-7-1-antigenicity
Y%att;
o
<BLEMENT m4+2-3-7-2-immunotoxicity ({(leaf | node-extension)*)>
<IATTLIST m4-2-3-7-2-immunotoxicity
Yeatts
o=
<ELEMENT m4-2-3-7-3-mechanistic-studies ({leaf | node-extension}*)>
<IATTLIST m4-2-3-7-3-mechanistic-studies
%att;
-
<IELEMENT m4-2-3-7-4-dependence {(leaf | node-extension)*y>
<IATTLIST m4-2-3-7-4-dependence
%att,
=
<{ELEMENT m4-2-3-7-5-metabolites ({(leaf | node-extension)*}>
< ATTLIST md-2-3-7T-b-metabolites
Yeatt:
-3
<IELEMENT m4-2-3-7-6-impurities {(Jeaf | node-extension)*)>
<IATTLIST m4-2-3-7-6-impurities
Shatt:
=
<IELEMENT m4-2-3-7-7-other {({leaf | node-extension)*)>
<IATTLIST m4-2-3-7-7-other
Yatt,
T
<IELEMENT m4-3-literature-references ((leaf | node-extension)*)>
<IATTLIST m4-3-literature-references
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%att,
g
<IELEMENT mb&-clinical-study-reports {leaf®, m5-2-tabular-listing-of-all-clinical-studies?, ms-3-
clinical-study-reports?, m5-4-literature-references?)>
<IATTLIST mb-clinical-study-reports
%atts
>
<IELEMENT m5-2-tabular-listing-of-ail-clinical-studies ((Jeaf | node-extension)*)>
<IATTLIST mb-2-tabular-listing-of-all-clinical-studies

%atts
=
<IELEMENT 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 pl-studies?, mb5-3-4-reports-of-human-pharmacedynamics-pd-studies?, m#-3-
5-reports-of-efficacy-and-safety-studies®, mb-3-6-reports-ofpostmarketing-experience?, m5-3-T-case-
report-forms-and-individual-patient-listings?}>

<IATTLIST m§-3-clinical-study-reports

Yatts
o
<IELEMENT m5-3-1-reports-of-biopharmaceutic-studies (leaf*, ma-3- 1-1-bioavailability study-reports?,
m5-3-1-2-comparative-ba-and-bicequivalence-study-reports?, mb-3-1-3-in-vitro-in-vivo-correlation-

study-reports?, m5-3-1-4-reports-of-bicanalytical-and-analytical methods-for-human-studies?>
<IATTLIST m5-3-1-reports-of-biopharmaceutic-studies
Y%atts
=
<!ELEMENT m5-3-1-1-bioavailability-study-reports ((leaf | node-extension)*)>
<IATTLIST m5-3-1-1-bisavailability-study-reports
%%att,
> .
<!ELEMENT m5-3- 1-2-comparative-ba-and-bioequivalence-study-reports ((leaf | node-extension)*)>
<IATTLIST mb-3-1-2-comparative-ba-and-bicequivalence-study-reports
Yatt;
-4
<IELEMENT m5-3-1-3-in-vifro-in-vivo-correlation-study-reporis ((leaf | node-extension)®)>
<!ATTLIST m5-3-1-3-in-vitro-in-vivo-correlation-study-reports
Yatts
=
<IELEMENT m5-3-1-4-reports-of-bicanalytical-and-analytical- methods-for-human-studies  (leaf |
node-extension)*)>
<IATTLIST m5-3-1-4-reports-of-bicanalytical-and-analytical-methods-for-human-studies
Y%att;

>
<IELEMENT m5-3-2-reports-of-studies-pertinent-to-pharmacokinetics-using-human-biomaterials (leaf*,
m5-3-2-1-plasma-protein-binding-study-reports?, mb5-3-2-2-reports-of-hepatic-metabolism-and-drug-

interaction-studies?, m5-3-2-3-reports-of-studies-using-other-human-biomaterials?>
<!ATTLIST m&-3-2-reports-of-studies-pertinent-to-pharmacokinetics-using-human-biomaterials
%oatts
>
<IELEMENT m5-3-2-1-plasma-protein-binding-study-reports ((leaf | node-extension)*)>
<!ATTLIST m5-3-2-1-plasma-protein-binding-study-reports
%atts
pd
<!IELEMENT m5-3-2-2-reports-of-hepatic-metabolism-and-drug-interaction-studies  ((leaf | node-
extension)*)> :
<IATTLIST mb5-3-2-2-reports-of-hepatic-metabolism-and-drug-interaction-studies
Y%ati
>
<IELEMENT m5-3-2-3-veports-of-studies-using-other- human-biomaterials ((leaf | node-extension)*)>
<IATTLIST m5-3-2-3 reports-of- studies-using-other-human-biomaterials
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Y%atts
-3
<IELEMENT m5-3-3-reports-of- human-pharmacokinetics-pk-studies (leaf*, m5-3-3-1-healthy-subject-
pk-and-initial-tolerability-study-reports?, m5-3-3-2-patient-pk-and-initiai-tolerability-study-reports?,
mb5-3-3-3-intringic-factor-pk-study-reports?,  mb-3-3-4-extrinsic-factorpk-study-reports?, mH3-3-5
population-pk-study-reports?>
<IATTLIST m5-3-3-reports-of-human-pharmacckinetics-pk-studies

%att;
=3
<IELEMENT mb-3-3-1-healthy-subject-pk-and-initial-tolerability-study-reports ({(eaf | node-
extensioni*)=
<IATTLIST m5-3-3-1-healthy-subject-pk-and-initial-tolerability-study reports
Yatts
>

<IELEMENT m#5-3-3-2-patient-pk-and-initial-tolerability-study-reports ({leaf | node-extension)*)>
<!ATTLIST m5-3-3-2-patient-pk-and-initial-tolerability-study-reports
Shatt:
-
<IELEMENT m5-3-3-3-intrinsic-factor-pk-study-reports {{leaf | node-extension)*)>
<IATTLIST m5-3-3-3-intrinsic-factor-pk-study-reports
Youtt,
>
< ELEMENT m5-3-3-4-extrinsic-factor-pk-study-reports (Jeaf | node-extension)*)>
<IATTLIST m5-3-3-4-extrinsic-factor-pk-study-reports
Yoatti
>
<{ELEMENT m5-3-3-5-population-pl-study-reports (leaf | node-extension)*)>
<IATTLIST m5-3-3-5-population-pk-study-reporis
Yeatt:
=
<IELEMENT m5-3-4-reports-of-human-pharmacodynamics-pd-studies (leaf*, m5-3-4-1-healthy-subject-
pd-and-pk-pd-study-reports?, mb-3-4-2-patient-pd-and-pk-pd-study-reports >
<IATTLIST m5-3-4-reports-of-human-pharmacodynamics-pd-studies
%atts
-
<!ELEMENT m5-3-4-1-healthy-subject-pd-and-pk-pd-study-reports ({leaf | node-extension)*)>
<!ATTLIST m:5-3-4-1-healthy-subject-pd-and-pk-pd-study-reports
Yoatt;
>
<IELEMENT m#-3-4-2-patient-pd-and-pk-pd-study-reports ((eaf { node-extension}*)>
<!ATTLIST mb5-3-4-2-patient-pd-and-pk-pd-study-reports
Y%atts
>
<!IELEMENT mb5-3-5-reports-of-efficacy-and-safety-studies {leaf*, m5-3-5 L study-reports-of-controlled-
clinical studies-pertinent-to-the-claimed-indication?,  m5-3-5-2-study-reports-of-uncontrolled-clinical-

studies?, mb-3-6-3-reports-of-analyses-of-data-from-more-than-one-study?, mb-3-5-4-other-study-
reports?)>
<IATTLIST mb-3-5-reports-of-efficacy-and-safety-studies

%att,

indication CDATA#REQUIRED
-3
<IELEMENT m5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the-claimed-indication
{(leaf | node-extension)*)=
<IATTLIST mb-3-5-1-study-reports-of-controiled-clinical-studies pertinent-to-the-claimed-indication
Y%atts
-
<IELEMENT m5-3-5-2-study-reports-of-uncontrolled-clinical-studies ((teaf | node-extension)*)>
<ATTLIST mb-3-5-2-study-reports-of-uncontrolled-clinical-studies
Y%att;
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>
<IELEMENT m5-3-5'3'reports-of'analyses-ef'data-ﬁ:om-more-than-one*study ({(eaf
extension) )=
<IATTLIST m5"3~5-3—reports'of-analyses“of-data'from*more'than"one-study
Yoatt;
>
<IELEMENT m5-3-5-4-other-study-reports (leaf | node-extension)*)>
<IATTLIST mb-3-6-4-other-study-reports
Y%att;
-
<!IELEMENT m5-3-6-reports-of-postmarketing-experience ((leaf | node-extension)*)>
<IATTLIST mb-3-6-reports-of-postmarketing-experience
Soatt;
o>

<IELEMENT mb-3-7-case-report-forms-and-individual-patient-stings ((leaf | node-extension*)>

<!ATTLIST mb-3-T-case-report-forms-and-individual-patient-listings
Yatt:
=
<IELEMENT m5-4-literature-references {(leaf | node-extension)*}>
<IATTLIST m5-4-literature-references
Yoatts
o=
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(UTEREHTD)

<title>

L

<doc-id>IZ T AL L IE A FAdESET S,
B TR RS E B R UM cEIz BT A
B 1 BE,

<doc-id>

L

LEOHIESEETERT D, F | T, +7eCTD
ENES I YRUES FEfT 5,

<category>

1 ECIRIA LRVWEER,

narne

Info-type

<document>

2L

LEARETTER,

<content-block>

WEAROPCHERYE LD, DRTRA50EER,

param

LEOBEEHFETHHOERREERTH, FIETL
DFRIL, VU INA P RF L REBRTA L, B
HT~EYE 7 7 A ABREFELZWVESIZ YT
YINA A E A BB, <content-block> X
param BiEEEb3 A &

<block-title>

content-block THE XFL/-OHOMBEL L IZ& 1 1
NERRT A, B HToERIFERBoR®RIT.
Thed AR AEBRTE I L, TOC HOFTERIZH
VST L, THTIE SR, o BUE I A DR EE TS Lk
BHEBEFCRMAT 2 BROERBERIC VT C(FR,
1346 B 21 AfTIEREERE 399 EEAHEEEER
EEEGHERE®RM, LT TCTD @4 &wvwh,) ok
SERETLII L,

<doc-content>

NAEER, RUBBLEY 7 A VR BET S H0ERE,
EREBEGRT 28613, TOERPRVIET,

xlink:type

Vo DF A7 simple” #3BET 5, ZORBRMHEILE
BT, BUHRREZHIETE D,

xiink:href

WET 7 A NDBRET AR R Ko TR 5,

param

BESWEANERRR, 77 AV EEETLIADOERS
R 5, I TOERIL, CTD B THEISNT

W5 CTD HFE % AV mi-01.m1-02... L Bik+23 - &,




HRA BAE A
<property> doc-content CIREINZBEHEREERTS, F1H
TOEBRILATOEBY ETHIL,
EEREEEIL, name B CIEHMER 2 {8E LNERHR
T5, BEEREEERERTAEE (g
AREUAD A" ZBR) L. name BT
“sequencenumber” FHRE L. £V R L OFEMNES R
wRTELHZ L,
TOC i, CTD AHRIZHE L T name BIEIZ
operation”, “checksum”, “checksum-type” ZIFEL .
HEHTDINFREET S, BEOT r A VEBRTD
B (P T rAE L ADT R ERE S S
BR) ¥, name BMEIZ sequencenumber” #IEE L., #&D
ELOEMNESETRT L &,
f= 72 L. [FAl-—<content-block>!Z <doc-content>74% 1 DD H

TFET B85, sequencenumber IEFEE L7222 &,

name BN ARRT S, ETOBREERO name B
2N X “modified” ZHFE L, eCTD fHRITE L, BE Y
B7 74 MEREBNT DI &,

info-type BEoy7rRdRd 5, FBEFEHEHI,

' “jp-regional-ml-admin” & FR#E T 5. TOC B,
"ip-regional-ml-toc” & EEET B,

param FHLIETIMER Lisv,

<file-tag> 7z L F1IBTIERA LW,

<description> L &1 ETEFR LR,
5 THILFTHERK

B (PFEEETHERE R CEICET AR WBEET 57 7 4 L ICH eCTD
DHARIZTE, TR T 7+ IEL,

¢ mi/fip XMLA VAT AR, =T T7A
o util/dtd XML A F—= (jp-regionai-1-0.xsd % TN xlink.xsd)
e util/style AHEANT—F

6. U—2TT774I1

xlink:href B O modified-file BHEIZIBEENE )7 7 7 A A4k, KB PDF B &9
Do T A AOHAKRANTOWTIL, ICH eCTD DARICRES .,

i, R ECHARPBRIERORM 2 LEE 3256, BARRRRAER
2 eCTD TIRIHENTW2BHIT. BURER O CTD TMEFELEWT LI TELX
RAZN,
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7. RRANLY—F
EEMEFRRBRSRRNOE | HAEER S A V1 — 2RI B,

8. XML XF—7:jp-regional-1-0.xsd. xlink.xsd
XML A ¥ —= 7 7 A )l jp-regional-1-0.xsd % LA FiZm9,

<?xml version="1.0" encoding="UTF~8"7>

d=-
Date : 2004/5/27 Version : 1.0

-

{xsd:schema targetNamespace="universal”
amlns:xsd="http://www. w3. org/2001/XMLSchema” xmlns="universal”
xmlnsxlink="http://www. w3. org/1999/x1ink”  elementFormDefault="qualified”
attributeFormDefaul i="unqualified”>

<xsd:import namespace="http://www. w3. org/1999/x1ink”
schemalocation="xlink. xsd”/>
- Top level element -->
{xsd'element name="universal” type="universalType”/>
{xsd:complexType name="universalType™
{xsd:@sequence>
{xsd:element ref="document-identifier”/>
<xsd:element ref="document”/>
</xsd:sequence>
{xsdiattribute name="lang” type="xsd:language” use="reguired”/>
{xsd:atiribute name="schema-versiocn” type="xsd:string” use="required”/>
</xsd:complexType>
{I~- document—identifier —>
{xsd:element name="document~identifier” type="document-identifierType”/>
<xsd:complexType name="document-identifierType”>
<{xsd:sequence>
<xsd:element ref="title”/>
<xsd'element ref="doc-id"/>
<xsd:element ref="category” minOccurs="0" maxOccurs="unbounded”/>
{/xsd:sequencer
{/xsd:complexType>
I~ document ——>
{xsd:element name="document” type="documentType”/>
<{xsd:complexType name="documentType”>
{xsd:choice minOccurs="0" maxOccurs="unbounded”>
{xsd.element ref="doc-content”/>
{xsd:element ref="content-block”/>
{/xsd:choice>
</xsd:complexType>
-~ doc—content —»
{xsd’element name="doc—content” type="doc-contentType”/>
{xsd:complexType name="doc-contentType”>
{xsd:sequence>




{xsd'element ref="title” minDccurs="0"/>
{xsd:element ref="property” minOccurs="0" maxCccurs="unbounded”/>
{xsd:element ref="file-tag” minOccurs="0" maxOccurs="unbounded” />
(xsd:element ref="descripticn” minCccurs="0"/>
</xsd:sequence>
(xsd:attribute ref="xlink:type” use="optional” fixed="simple”/>
<xsd:atiribute 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-blockType”/>
<{xsd:complexType name="content—hlockType™>
<xsd:sequence
<{xsd:element ref="block-title”/>
<{xsd:element ref="property” minOccurs="0" maxOccurs="unbounded” />
¢xsd:element ref="file—tag” minOccurs="0" maxOccurs="unbounded”/>
{xsd'choice minOccurs="0" maxCccurs="unbounded”>
{xsd:element ref="doc-content”/>
{xsd:element ref="conteni-block”/>
{/xsd:choice>
</xsd:sequence>
{xsd:attribute name="param” type="xsd:string” use="optional”/>
/xsd:complexType>
{1 file—tag ——>
<xsd:element name="file—tag” type="file-taglType”/>
<xsdcomplexType name=" Tile~tagType”>
{xsd!sequence”
{xsd:element ref="properiy” winlccurs="0" maxOccurs="unbounded” />
{/xsd:sequencer
{xsd:attributeGroup ref="userspecific~info”/>
</xsd:complexType>
<l—— Element —>
{xsdielement name="title” type="xsdistring”/>
{xsd element name="doc—id” type="xsdistring”/>
{xsd:element name="hlock-title” type="xsd:string”/>
¢!~ description ——>
(xsd:element name="description” type="descriptionType”/>
<xsd:complexType name="descriptionType” mixed="true”>
<xsdichoice minOccurs="0" maxOccurs="unbounded””
<xsd:any processContents="lax”/>
{/xsd:choicer
<{/xsd:complexType>
{1~ category —>
(xsd:element name= category” type="categoryType”/>
¢xsd:complexType name="categoryType” mixed="true”>
{xsd:choice minQccurs="0" maxOccurs="unbounded”>
<xsd:any processContents="lax"/>
<{/xsd:choice>




<xsd:attributeGroup ref="userspecific—info”/>
{/xsd:complexType>
{I- property ——>
{xsd:element name="property” type="propertyType”/>
<xsd:complexType name="propertyType” mixed="true”>

{xsd:choice minQccurs="0" maxOccurs="unbounded”>

<{xsd:any processContents="lax"/>

{/xsd:choice>

{xsd:attributeGroup ref="userspecific-infa”/>

{xsd attribute name="param” type="xsd:string” use="optional”/>
</xsd:complexType>
= AttributeGroup -—>
<{xsd:attributeGroup name="userspecific-info”>

xsdiattribute name="name” type="xsd:string” use="required”/>

{xsdiattribute name="info-type” type="xsd:string” use="rveguired”/>
{/xsd:attributeGroup>

{/xsd:schema>

XML DY 7 2B 2 fERkid XLink {XML Linking Language(XLink) Version 1.0) it Bi-3%
UTDAX—=T 74/ xlinkxsd ZERT 5,

<{?xml version="1.0" encoding="UTF-8"7>
{xsd:schema targetNamespace="http://www. w3. org/1899/x1ink”
amins:xsd="http://www. w3. org/2001/XMLSchema”>
<(xsdiattribute name="type”>
<{xsd:simpleType>
{xsd restriction base="xsd:string”>
{xsd:enumeration value="simple”/>
{/xsdrestriction>
</xsd:simpleType>
{/xsd:attributed

{xsd:attribute name="href” type="xsd:ianyURI"/>
¢/xsd:schemad
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9, XML 4 > R2 R : jp-regional-index.xmil
Yy TNA AT AU TICRT, TROENZ 7ANET T & LTER
DBEBIOHEIERTHZ LBTAERTH D,
#7L. <block-title>*<content-block param>® param BEEE, CTD iR I-D & feik
TARXEER BEHoBMcESER#TLI L,

9.1 WEEHEOY Y TNA LV RE VA
HIEE S
(1) BEERNCIRER RS 2 [BER
BBRRREE (BIEABRTHERE CERI9FE1H108)
HEEATEEE (PR 2043 H 12 8)
() 2 - BB OB S ARFEH L FARHE
BEAEOLEE - BB L L MR 2RA

¢?xml version="1.0" encoding="UTF-8"7>
(?xml-stylesheet type="text/xsl” href="../../util/style/jo-regional-1-0. xs1"

<universal smins="universal” xmlns xlink="http://wew. w3. org/1999/x1ink”
xmins:xsi="http://www, wd. org/2001/XMLSchema~instance”
xsi:schemalocation="universal .. /.. Jutil/dtd/ jp—regional~1-0. xsd” lang="ja”

schema-version="1.0">
{document—identifier>
(titles REEBATTHUE MR UMM CEICET D W/ /title>
<doc—1d>200808001-0000</doc—id>
¢/document~identifier>
{document> :
{content~block param="admin”>
(block"title>%§§£ﬁ§§ﬁ(/block“title>
<doc—content param="01">
<titlereCTh ZFEfFEF title
{property name=" submission—number”
info-type=" jp~regicnal-ml-admin”>200908001</property>
{/doc—content>
{content-block parap="02">
<hlock—titlerBRIBA</block-title>
{doc—content>
{property name="brand-name”
info-type=" jp-regional-ml-admin>OQ0O0O F—/1<{/property>
</doc-content>
{/content-block>
{content~biock param="03">
Chlock-titler—8Z </block-title>
{dec—content>
{property name=" sequencenumber”
info-type=" jp-regional-ml-admin”>01</property>




{property name="generic-name”
info-type=" jp-regional-ml~admin > A AN J —/<{/property>
</doc—content>
<doc-content>

{property name="sequencenumber”
info~type=" ip~regional-mi-admin”>02</property>

{property name="generic—name”
info~type=" jp~regional-ml-admin” > OO /vropert v
{/doc—content>
</content-block>
{content~block param="04">
<block-title> HEEH 4 </block-title>
<doc-content>
{property name="applicant”
info-type=" jp~regional-ml-admin”>E AR /property>
{/doc—content?
{/content-block>
{content-block param="05">
<block-titles HzE 0 {/block-titled
{doc~content>
{property name="submission-date”
info-type=" jp~regional-mi-admin”>2008-09-16</property?
{/doc~contenty
{/content-block>
<content—block param="06">
<hblock-title> BEEE4</block-title>
{doc—content>

{property name=" submission—type” i
info~type=" jp-regional-mi~admin”>1-(4) ; HEIEEE I </ property>
{/doc—-content>

{/content—block>
{/content—block>
<content-block param="ml">

<block-title> BB ST ER MR OHRA SCEIC BT A HHU/block-title>

{content-block param="ml-01">

<hlock=title> H 1 8 (£ PV a— 1) #ELBEESHOR K

</block-title>
{doc-content xlink:hrel="../ . /. /0000/ml/ip/ml-01-01. pdf”>
GitledBI1H (FPa— 1) ZEIBEFEEHOH K title

{property name="sequencenumber”
info-type=" jp-regional-ml-toc” 201<{/property>

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

{property name="checksum”
info-type=" jp-regional-ml-toc”>2a745bcef6c71ebb79ccl3bTBebbfab81</propertyd

{property name="checksum-type”

info-type=" ip~regional-mi-toc>md5</property>
{/doc-content>




<doc-content xlink:href=".. /. . /../0000/mi/jp/ml—01-02. pdf™>

CtitleddERRFEC/Litled

{property name="sequencenumber”
info-type=" jp—regional ml-toc >02{/property>

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

{properiy name="checksum”
info-type=" jp-regional-mi-toc >d538438d0ce317£03£0512¢0585fe390</property>

{property name="checksum-type”

info-type=" jp—regional-ml-toc”>mdb{/property>
{/doc—content>
</content-block>
{content-hlock param="mi-02">
block-titlerABHFE (5F) Ublock-title>
<doc-content xlink:href="../../../0000/ml/ip/mi-02-01. pdf”>
CitleBRBAE (B) (title

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

{property name="checksum”
info—type=" jp—regional-ml-toc”>d30ba92fad84eb2646a7ddc87c58016c</property>

{property name=" checksum-type”

info-type=" jp~regional-ml-toc” »mdb<{/property>
{/doc—content>
{/content-block>
{content~block param="ml-03">
{block-title>dEAE IR /block-title>
¢doc-content xlink:href=" , /../../0000/m1/jp/ml-03-01. pdf”>
Ctitle>FEHEB/ title

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

{property name= checksum”
info-type="jp~regional-ml—toc”>d586acheed97cdf2dcef 26b4d649b07 £</property?

{property name="checksum-type”

info-type=" jp-regional-ml-toc”>mdb</property>
{/doc-content?
{/content-block>
content—block param="ml-04">
<block-titlexdFEriRin/block-title>
{doc-content xlink:href="../../. . /0000/ml/ip/m}-04-01. pdf”>

CitledBRPRI/ title
{oroperty name="cperation”
info-type=" jp—resional-ml—toc” >newd/property?
{property name="checksum”
info-type=" jp-regional ml-toc”>044914e20f306a796489920c5d6¢40e6</ property”
{property . name="checksum—type”

info—type=" jp~regional -ml—toc” >md5<{/property>
{/doc—content?
</content—block>




<content-block param="ml-05">
<block-title TR IZH B OBER UBEOBEblock-title)
Cdoc—content xlink:href=" ./ . /.. /0000/ml/jn/mi-05-01. pdf">
GitleXBEXIRAORBR CHBORE/title>

{propertv name="operation”
info—type="jn—regionalml-toc” rnew</proverty>

{property name="checksum”
info-type=" ip-regional-mi-toc” »669b495340843556102d467225d17163</property>

{property name="checksum—type”

info-type=" jp-regional-mi-toc” >md5</proverty?
{/doc-content>

{/content-block>
{content~block param="ml-06">
Cblock-title>AENZ BT DEPRMEICBET 5 HE /block-title>
{doc—content xlink:href="../../../0000/mi/ in/ml—06~01. pdf”>
title>AHEICRT 5 EARRECET 5 ER/title>

{property name= operation”
info~type=" ip-regional-ml-toe” >new/property>

{proverty name=" checlsun”
info-type=" jp~regional-ml-toc”>73456eaZc24611ebiebfce?2a3bbab05</ property>

{pronerty name="checksumtype”

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

{content-block param="ml-07">
<block-title> FIFEMZIH—FER/block-title>
{doc-content xlink:href="../../../0000/ml/ip/ml-D7-01. ndf">
titleFEERZG—ER/Litle>

{property name="operation”
info~type="ip-regional-ml—toc  newd/property>
’ {property nape=" checksum”
info-type® jp-regional-mi-toc”>84109a0cleb305¢926243525ac3Baae2{/pronertyy
{property name="checksum—type”

info-type="jp—regional-mi-toc >nd5</properiy>
</doc—content>
¢/econtent-block>
{content-block param="ml-08">
<block-titlerBRATIE () </block-titled
{doc-content xlink:href="../ ./ . /0000/ml/ip/m1-08-01. pdf™>
CtitleXdf30E (&) (title>

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

{property name="checksumn”
info-type="ip~regional-ml-tec” >6e4b8d8dc33b6e08F3d3h84a202e4b58< / property>

{property name="checksumtype”

info-type=" jp—regional-ml—-toc” >md5</propertv>
{/doc~content>
{/content-block>
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{content—block param="ml-09">
<block-title>— MRS RFRCIR D L Eblock-title?
<doc—content xlink:href="../../../0000/ml/jp/ml-09-0L. pdf™>
<title>—ARBSAIRICIRD CE/title

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

{property name="checksum”
info~type=" jp-regional-mi-toc” >ac5657¢581101beclbl 15c8b0ehBI5F20</ property>

{property name=" checksum-type”

info-type=" jp—regional-ml-toc” >md5</property>
{/doc~content>
{/content-block>
{content-block param="mi-10">
<block-title>FBE « BIREOEEFEGFEEOFE £ H<block-title>
{doc—content xlink:href="../../../0000/ml/ip/ml—10-01. pdf”>
Gitle>FEE - BIEEOREFEEERIOE L/ itle>

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

{properiy name="checksum”
info—type=" ip-regional ml-toc” >28403a8dd659%eaTc7346890fa2f6945</ propertyy

{property name=" checksum—type”

info-type="ijp—regional-ml-toc” >mdb</property>
{/doc-content>
¢/content~block>
{content-block param="ml-11">
<block-title>BSHRFFHMESEATEE (8) block-title>
¢doc-content xlink:href="../. ./../0000/ml/ip/ml~11-0}, pdf™>
CtitleOBNERFHREEEASEE (F) titler

{properiy name="gperation”
info-type=" jp~regional -ml—toc” Pnew{/property>
: {property name= checksum”
info-type=" ip~regional-ml—toc” >a831ce386cdb81cH4aal’b6e60406b51<{/property?
{property name="checksumtype”

info-type="ip-regional-ml~toc” >md5<{/property>
{/doc~content>
{/eontent-blocky
{content-block param="ml~12">
<block-title>WRfTHE— B /block-title>
{doc—content xlink:href="../../../0000/ml/ip/ml~12-01. pdf”>
CtitleX IRATEE % PO/ titled

{property name=" sequencenumber”
info-type=" jp—regional-ml~toc” »0i</property>

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

{property name="checksum”
info-type=" jp-regional-ml—toc” >01c1d839e9404eBf2e84]15¢46886157b{/property>

{property name="checksum—type”

info~type=" jp—regional-ml-toc” >md5<{/property>
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{/doc—content
<{doc—content xlink:href="../../../0000/ml/ip/mi~12-02. x1s”>
titleriyEE—B XIS/ vitled

{property name=" sequencenumnber”
info~type=" jp—regional-ml~toc” >02</ property>

{property name="operation”
info-type=" ip—regional ml-toc” 'newl/property’

{property name="checksun”
info-type=" jp-regional-ml-toc”>1e3c86780dc69b349b060947 cdee?39</ property>

{property name=" checksumtype”

info-type=" jp-regional-ml-~toc”>md5</property>
{/doc—content>
{/eontent—hlocky
{content—block param="ml-13">
<hblock-titler# O block—titie>
{content~block param="ml-13-01">
{block-title>BEAGREIR M IC(ED EE/block-titled
<{doc-content
xlink:href=".. /.. /.. /0000/;ml/ip/mi=13-01-01. pdf”>
titled/RERBOB L GREMMNE Tk 18 4 10 H 23

A& </title>

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

{property . name="checksum”
info-type=" jp—regional-ml-toc”>83c982d418cde03ad6f04£81375f01218</property>

{property name=" checksum-type”
info-type=" ip~regional-ml—toc” >md5</property>

<property name="seguencenumber”

info-type=" jp—regional-ml-toc”>01<{/property>
{/doc~contenty
<doc—content

xlink:href="_./../. ./0000/ml/jn/ml-13-01-02. pdf”>

Gitle>FHEBEE GREMENE FRISFE 105238
AT /title>

{property name="operation”
info-type=" ip-regional-ml—toc” >newd/property’

{property name="checksum”
info-type=" jp-regional-ml-toc”>e77a801lebc943efle 1beb5c27567b351</ property>

{property name=" checksum—type”
info-type=" ip~regional-ml-toc” »md5</property>

{property name="sequencenumber”

info—type=" jp-regional-ml-toc”>02</property>
{/doc—content>
{doc-content
slink href=".. /.. /. . /0000/mi/ip/ml—13-01-02 ndf">
Citled@RHHT EEMMZ% PR IS4 10 A 23 A&

) </title>
{property name="operation”




info-type=" ip-regional-mi-toc” >newl/property>

{property name=" checksum”
info~type=" jn-regional-ml—toc” »0313b6d6ha0700ebb7d91ef5814438e3</property>

{nroperty : name="checksun—type”
info~type=" ip~regional-ml—toc” >md5</property>

{properiy name=" sequencenumber”

info-type=" ip-regional -ml-toc”>03<{/proverty>
</doc—content>
{doc-content
xlink: href="../../../0000/ml/ip/ml~13-01-04. pdf”>
<title>BATER—% GREEMEATR R 184 10 A 23

BAR) </titler

{property name="operation”
info-type=" ip-regional-mi—toc” Ynewl/property>

{property name="checksum”
info~type=" jp—regional-ml—toc”»bfal28628492f116a20e38492de68604</property>

{property name="checksun—type”
info-type=" ip—regional-ml—toc’ »mdb</properiy>

{property name=" sequencenumber”

info-type=" jp—regional-ml~toc” »04</property>
<{/doc—content>
{/content~block>
{content~block param="mi—-13-02">
<block-title>TREREEREEER (F) </block-title>
{doc—-content
xlink:href="../.. /.. /0000/ml/ ip/m1-13-02-0L. pdf"™>
Ctitled® 1T HARBRIE TRHRE (CEALI9# 1 A 10 H)

Stitler

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

{property name=" checksum”
info-type=" jp~regional-ml—toc” >4647f737504c1e49399023113blc2beb</property>

{property nane="checksum—type”
info-type=" ip~regional-ml—toc” >md5<{/property> '

{property name=" sequencenumber”

info-type=" jp~regicnal-ml-toc” >01<{/property>
{/doc—content>
{doc—content
xlink:href="../.. /.. /0000/ml/ in/m1-13-02-02. pdf">
Ctitle> HFERTABRE CERL20%E3 A 12 HY (titled

{property name="cperation
info-type=" jp-regional-ml-toc” >newd/properiy>
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