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ZhE, BEEBEICBWT, 260TFONRNAEMAZD I EEHRTHLEDOTHD, NADRKKOE
SOELRDBFHNIDOWTUIHIET A XL AT L2 L, RAORE IH230307F 72 13 Hiutsk
TED LN EIRZEB X 285515, HREEMEST 7 A VAR T 7 A NVAEGLLT D &, &
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SEXHE

[CML] Chemical Markup Language
http://cml.sourceforge.net

[CSS2] Cascading Style Sheets, level 2
http://www.w3.org/TR/REC-CSS2

[ECMAScript] ZCMAScript Language Specification, 34 edition. ECMA- 262
http://www.ecma-international.org/publications/standards/Ecma-262.htm

[EXCEL] Microsoft Excel
http://www.microsoft.com/office/excel/default.htm
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(GIF] Graphics Interchange Format
http://tronche.com/computer-graphics/gif/gif89a.html

[HTML] HTML 4.01 Specification
http://lwww.w3.org/TR/html4

[IANA] Internet Assigned Numbers Authority
http://www.iana.org

[IMT] Internet Media Types
http://www.lana.org/assignments/media-types/

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

[ISO-639] Codes for the representation of names of languages
ISO 639:1988.
http://www.oasis-open.org/cover/iso639a.html

[JPEG] Joint Photographic Experts Group
http://www.jpeg.org/public/wglnl1807.txt

[MD5] The MD5 Message-Digest Algorithm
http://ietf.org/rfc/rfc1321.txt

[PDF] Portable Document Format
http://www.adobe.com/devnet/pdf/pdf reference.html

[PNG] PNG (Portable Network Graphics) Specification Version 1.0
http//www.w3.org/TR/REC-png.html

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

[SVGI] Scalable Vector Graphics (SVG) 1.0 Specification (work in progress)
http://www.w3.0rg/TR/1999/WD-SVG-19991203

[UNICODE] Unicode Consortium
http://www.unicode.org

[(XHTML] XHTML 1.0- The Extensible HyperText Markup Language
http://www.w3.org/TR/WD-html-in-xml

[XML] Extensible Markup Language (XML) 1.0 (Second Edition)
http//www.w3.org/TR/REC-xml.html

[XSL] Extensible Stylesheet Language (XSL)
Version 1.0 W3C Recommendation 15 October 2001
http://lwww.w3.org/TR/WD-xsl
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[XSLT] XSL Transformations
http://lwww.w3.org/TR/xslt.html
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Number |1
Title Administrative Information and Prescribing Information
3 Element |ml-administrative-information-and-prescribing-information
Directory |ml
Comment |[MEROIFHIRT L7 NI DS HD 1 27T ThHD,
Number
Title
Element
4 Directory |ml/eu
EU 7« L2 b U MO 22 G A, HIOD XML A U AL P 2% 207 4V ZIZAND, FERIC DWW Tk 7 A 7
Comment |
ot iR
Number
Title
Element
5 Directory |ml/jp
AART 4 L7 b Y G e s O SCRISIA . HID XML A U ALY L 2% 207 4 VZIC AN D . GRS DU TR r
Comment | ..
XA B,
Number
Title
Element
6 Directory |ml/us
UST« L7 MY : bR O SCEI A, #illD XML A S AZ 2% ZOT7 4V FITAND, FEIC OV T 1 4
Comment |
v AEBH,
Number
Title
Element
/ Directory |ml/xx
comment T4 L7 FU o xx OFRSIT 180-3166-1 D 2 LFEDE = — Ra R, @EIRHMROIEITNA, Hillkd XML A 22 2%
ZDT7 HNFIZAND, FERICOW IR T A 7 2 % 5/,
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Number

2

Title Common Technical Document Summaries
fo Element |m2-common-technical-document-summaries
Directory |m2
Comment
Number |2.2
Title Introduction
9 Element |m2-2-introduction
Directory |m2/22-intro
Comment
Number |2.2
Title Introduction
10 [Element |m2-2-introduction
File m2/22-intro/introduction.pdf
Comment
Number |2.3
Title Quality Overall Summary
11 |Element |m2-3-quality-overall-summary
Directory |m2/23-gos
Comment |iELIZ B4 2 EHFEE B O SCERERICBI L Cid, M4 MR SCE Granularity Annex (it BLUZ B3 2GR O HA S W45 2 &,
Number |2.3
Title Introduction
12 [Element |m2-3-introduction
File m2/23-qos/introduction.pdf
Comment
Number ]2.3.S
Title Drug Substance - Name - Manufacturer
13 Element |m2-3-s-drug-substance
File m2/23-qos/drug-substance.pdf
Comment S 2 BT AR RO SCEAERIZES L CTIE M4 #5050 E Granularity Annex SWE 2B AHHEREHliOE 2 2T 5 Z &, FEE
FTREEEPEROGEIE. ENEICH LT Z 7 ANVERETHZ L bAETH D,
14  [Number [2.3.P
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Title Drug Product -Name
Element |m2-3-p-drug-product
File m2/23-qos/drug-product-name.pdf
S BB AR B O SCERERICES L Cid M4 R R SCGE: Granularity Annex i B 2B SRR O A S 5 2 &
Comment [BANIANT R T 50 DEFKR, BIR1 OO HFEICHE W TEEORANTFE SN D IOV TE, HllTA X 225
DZ L, 1OORFFEIEBORAPTFINLGEICIE, BAZLIERO T s ANVERMEST LI L AETH D,
Number |2.3.A
Title Appendices
15 |Element |m2-3-a-appendices
File m2/23-qos/appendices.pdf
Comment |50/ B 3 2 BEEE RO SCERERIZ BY LTIk M4 AR SCE Granularity Annex dn' B Z B9 2GR O A ST 5 2 &
Number |2.3.R
Title Regional Information
16  |Element |m2-3-r-regional-information
File m2/23-qos/regional-information.pdf
Comment | BL(Z B3 2 AR &R O SCERE BRI B LTI MA KSR SCE Granularity Annex st EIZ B3 2GR OHA SR 5 Z &,
Number |2.4
Title Nonclinical Overview
17  |[Element |m2-4-nonclinical-overview
Directory |m2/24-nonclin-over
Comment
Number 2.4
Title Nonclinical Overview
18 Element |m2-4-nonclinical-overview
File m2/24-nonclin-over/nonclinical-overview.pdf
Comment *ﬁ&“@:#)ﬁ%&i$~®7 7ANIPOENT D, CTD TERSNDEM L~V DR LIZHOWTIE, XENZERL DR L~
OFer—varEHETH L,
Number 2.5
Title Clinical Overview
19 |[Element |m2-5-clinical-overview
Directory |m2/25-clin-over
Comment
20  |Number (2.5
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Title Clinical Overview
Element |m2-5-clinical-overview
File m2/25-clin-over/clinical-overview.pdf
Comment gﬁ%lzﬁ‘gﬁié@7 A NLDSRERT S, CTD TERINDIZLML L O R LIZHOWTIE, CENICEFRLL DR L~
DOFer—varERETHIL,
Number 2.6
Title Nonclinical Written and Tabulated Summaries
21  |Element [m2-6-nonclinical-written-and-tabulated-summaries
Directory |m2/26-nonclin-sum
Comment
Number ]2.6.1
Title Introduction
22  |Element [m2-6-1-introduction
File m2/26-nonclin-sum/introduction.pdf
Comment
Number ]2.6.2
Title Pharmacology Written Summary
93 Element |m2-6-2-pharmacology-written-summary
File m2/26-nonclin-sum/pharmacol-written-summary.pdf
Comment | ICALEIH 0T 7 A A BRI 5. CTD TIER SN EM L ORI LIZ SN T, SEERIZ TS O L~
DFeF—varEAETHI L,
Number ]2.6.3
Title Pharmacology Tabulated Summary
24  |Element |m2-6-3-pharmacology-tabulated-summary
File m2/26-nonclin-sum/pharmacol-tabulated-summary.pdf
Comment |7 > 7 ~—2 |2 K55 v s —va vy 2HETLHZ L,
Number |2.6.4
Title Pharmacokinetics Written Summary
o5 Element |m2-6-4-pharmacokinetics-written-summary
File m2/26-nonclin-sum/pharmkin-written-summary.pdf
Comment | ICALEXH DT 7 A A BRI 5. CTD TRER SN REM L ORI LIZ SN T, SCENIZ TS ORI L~
OFer—varEHETHI L,
26 |Number [2.6.5
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Title Pharmacokinetics Tabulated Summary
Element |m2-6-5-pharmacokinetics-tabulated-summary
File m2/26-nonclin-sum/pharmkin-tabulated-summary.pdf
Comment |7 v 7 ~—27 2L 5 —ra 2llETDHI L,
Number ]2.6.6
Title Toxicology Written Summary
97 Element |m2-6-6-toxicology-written-summary
File m2/26-nonclin-sum/toxicology-written-summary.pdf
Comment | ICALEXH DT 7 A A BT 5. CTD TRER SNSRI L ORI LIZ SN T, SEERIZ TS O LI L~
DFer—vaERHETLI L,
Number |2.6.7
Title Toxicology Tabulated Summary
28 |Element |m2-6-7-toxicology-tabulated-summary
File m2/26-nonclin-sum/toxicology-tabulated-summary.pdf
Comment |7 v 7 ~—27 2 L5 v —va v AHETHI L&,
Number |2.7
Title Clinical Summary
29  |Element |m2-7-clinical-summary
Directory |m2/27-clin-sum
Comment
Number |2.7.1
Title Summary of Biopharmaceutic Studies and Associated Analytical Methods
30 Element |m2-7-1-summary-of-biopharmaceutic-studies-and-associated-analytical-methods
File m2/27-clin-sum/summary-biopharm.pdf
Comment *ﬁ&“@:#)‘c_%ai$~@7 7 ANDPORERT D, CTD TERIANDHFEML LD LIZHOWTIE, SCERNIZENL DR L~
Dresr—varElETHI L,
Number |2.7.2
Title Summary of Clinical Pharmacology Studies
31 Element |m2-7-2-summary-of-clinical-pharmacology-studies
File m2/27-clin-sum/summary-clin-pharm.pdf
Comment | ICALEIHE DT 7 A A LM 5. CTD TEFESNHFM LSV O R LIZ 0T, SCERICENE ORI~
OFrer—varElETHI L,
32  |Number [2.7.3
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Title Summary of Clinical Efficacy — Indication
Element |m2-7-3-summary-of-clinical-efficacy
File m2/27-clin-sum/summary-clin-efficacy-indication.pdf
77 ANAIIE, BRET D EIE GEYTHIVUEIET) 20 TED 52 &, Bl LT Tsummary-clin-efficacy-asthma.pdf |, #
HowEIsE (Fl 21X, WMEBLOREM) B 2510, KVOEISIED 7 7 4 V4 % [ 'summary-clin-efficacy-
asthma.pdf|, —%& H OiEtiE%  summary-clin-efficacy-migraine.pdf] &3 %,
—IRICARLEITH DT 7 A VBT 5, CTD TERS DML~V O R LIZHOWTIEL, XFERNICEAL ORI L~
DFer—varERETLI L,
COMMENt ML /S & o DR D BRI 7 7 A VI HERT 2 b0 & B A RSSE T D75, D LD TH>ThHEN,
%1 21X TNon-Small Cell Lung Cancer| &> 95 5#IGAEDJBYEED ottt TOXED 7 7 A V412 INSCLC] EERFTLTH
LWz 1%, summclineff-nsclc.pdf), BAEZ 6 DBEPEICHOWTHEEHER 22 HEEO —EIIF/EE T, HEEHIE N6 OBEMEDHE
WHFETA TIA I NDOMICEFGIIERIND Z LDRNES | EHEICKRIZBRSXETHDH, BMEZNEERT LME—DF
X, NEU B E AR o7 ) — T ERE T XTHIBRL, ZRODT7 7 ANDIODOEHE L LB EZ RO LY — 73
FaeptT 52 THL, HFFEEFINODORBMEAZZER T LA, ZEBBEINE 50y, X OIS HIEIZ OV THE O
HiLill 4 RIS T D 2 &
Number |2.7.4
Title Summary of Clinical Safety
33 Element |m2-7-4-summary-of-clinical-safety
File m2/27-clin-sum/summary-clin-safety.pdf
Comment —IRICARLEITH DT 7 A VBT 5, CTD TERSNDFEM L~V O R LIZHOWTIEL, XFERNICEAL ORI L~
DFEer—varEHETLHI L,
Number |2.7.5
Title Literature References
34  |Element |m2-7-5-literature-references
File m2/27-clin-sum/literature-references.pdf
Comment
Number |2.7.6
35 Title Synopses of Individual Studies
Element |m2-7-6-synopses-of-individual-studies
File m2/27-clin-sum/synopses-indiv-studies.pdf
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INHDY ) FURFTEY 22— V5 ORKRRBHREEICEICHS, LEB->T, EVa—/L 2 T IES 20,
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Number |3
Title Quality
36 |Element |m3-quality
Directory |m3
Comment |5E 2B 2 BEEEE RO SCER A BE U Cid M4 ARk 3CE Granularity Annex 35 3 I OTHAZ S R$T 5 2 L
Number |3.2
Title Body of Data
37 |Element |m3-2-body-of-data
Directory |m3/32-body-data
Comment
Number [3.2.S
Title Drug Substance
38 |Element |m3-2-s-drug-substance
Directory |m3/32-body-data/32s-drug-sub
Comment
Number [3.2.S
Title Drug Substance - Drug Substance Name - Manufacturer
Element |m3-2-s-drug-substance
Directory |m3/32-body-data/32s-drug-sub/substance-1-manufacturer-1
ZOEI v a T, TANEAIRERAOCREEE A Gl LA TH D, ZAUTRHCEE O BUERES KOV F 7o i s
ENFIET GBI SND, 77 AN NAOEREOMBET, 74NV FAOREIICHEREZRDRITNER O RWEE | IKED
WA EZay hu—/)L45DI2%ND,
39
XML N 7 R — L NOJFEE & JE T ORMEIE 7 ANV XA T2 DL —BWERORETHDLN, EIHBDTH-T
Comment |[b LV, fBlziE  ‘Company XXX, City Name, Country Name’ &\ 9 BLEEF O BIEED Ho7mHE, 74NV F 4% ‘xxx’ L
RKESTHZLEFFETHD, BEINOLDBEMEICOWTREERN R HEO —BIIFEE S, FFHFE AL ORMEOEIHE T
ATHA I NVOMICEZGIIERINDLZ LDRVWE S, HEBEICKRILEZBRSNETHDL, BIfE, I ZEmRT HME— DL,
AR B EEZ o) —THEIBEZTATHIBRL, o077 ANDEODOER LB ELZFE LW —JHEELIE
422 LTHD, HEEAFINOLDOBMHEEZZEFE T HHENC, BEMEENE I Ay, F o £ DORISTTIEIZ DV THiLE D B 2
JCHR T 5 Z L
40 Number |3.2.5.1
Title General Information (name, manufacturer)
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Element |m3-2-s-1-general-information
Directory |m3/32-body-data/32s-drug-sub/substance-1-manufacturer-1/32s1-gen-info
Comment
Number |3.2.5.1.1
Title Nomenclature (name, manufacturer)
41 [Element |m3-2-s-1-1-nomenclature
File m3/32-body-data/32s-drug-sub/substance-1-manufacturer-1/32s1-gen-info/nomenclature.pdf
Comment
Number |3.2.5.1.2
Title Structure (name, manufacturer)
42 |Element |m3-2-s-1-2-structure
File m3/32-body-data/32s-drug-sub/substance-1-manufacturer-1/32s1-gen-info/structure.pdf
Comment
Number |3.2.5.1.3
Title General Properties (name, manufacturer)
43 |Element |m3-2-s-1-3-general-properties
File m3/32-body-data/32s-drug-sub/substance-1-manufacturer-1/32s1-gen-info/general-properties.pdf
Comment
Number |3.2.S.2
Title Manufacture (name, manufacturer)
44 |[Element |m3-2-s-2-manufacture
Directory |m3/32-body-data/32s-drug-sub/substance-1-manufacturer-1/32s2-manuf
Comment
Number |3.2.5.2.1
Title Manufacturer(s) (name, manufacturer)
45  |[Element |m3-2-s-2-1-manufacturer
File m3/32-body-data/32s-drug-sub/substance-1-manufacturer-1/32s2-manuf/manufacturer.pdf
Comment |[AXFEHICIT 1 SORIEEH LT ICHT 2ERPTEND 2 L,
Number |3.2.5.2.2
Title Description of Manufacturing Process and Process Controls (name, manufacturer)
46  |Element |m3-2-s-2-2-description-of-manufacturing-process-and-process-controls
File m3/32-hody-data/32s-drug-sub/substance-1-manufacturer-1/32s2-manuf/manuf-process-and-controls.pdf
Comment
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Number |3.2.5.2.3
Title Control of Materials (name, manufacturer)
47  |Element |m3-2-s-2-3-control-of-materials
File m3/32-body-data/32s-drug-sub/substance-1-manufacturer-1/32s2-manuf/control-of-materials.pdf
Comment
Number |3.2.5.2.4
Title Controls of Critical Steps and Intermediates (name, manufacturer)
48  |Element |m3-2-s-2-4-controls-of-critical-steps-and-intermediates
File m3/32-body-data/32s-drug-sub/substance-1-manufacturer-1/32s2-manuf/control-critical-steps.pdf
Comment
Number |3.2.5.2.5
Title Process Validation and/or Evaluation (name, manufacturer)
49  |Element |m3-2-s-2-5-process-validation-and-or-evaluation
File m3/32-body-data/32s-drug-sub/substance-1-manufacturer-1/32s2-manuf/process-validation.pdf
Comment
Number |3.2.5.2.6
Title Manufacturing Process Development (name, manufacturer)
50 |Element [m3-2-s-2-6-manufacturing-process-development
File m3/32-body-data/32s-drug-sub/substance-1-manufacturer-1/32s2-manuf/manuf-process-development.pdf
Comment
Number |3.2.S.3
Title Characterisation (hame, manufacturer)
51  |Element [m3-2-s-3-characterisation
Directory |m3/32-body-data/32s-drug-sub/substance-1-manufacturer-1/32s3-charac
Comment
Number |3.2.5.3.1
Title Elucidation of Structure and Other Characteristics (name, manufacturer)
52  |Element [m3-2-s-3-1-elucidation-of-structure-and-other-characteristics
File m3/32-hody-data/32s-drug-sub/substance-1-manufacturer-1/32s3-charac/elucidation-of-structure.pdf
Comment
Number |3.2.5.3.2
53  [Title Impurities (name, manufacturer)
Element |m3-2-s-3-2-impurities

Page 4-12



File m3/32-body-data/32s-drug-sub/substance-1-manufacturer-1/32s3-charac/impurities.pdf
Comment
Number |3.2.5.4
Title Control of Drug Substance (name, manufacturer)
54  |Element |m3-2-s-4-control-of-drug-substance
Directory |m3/32-body-data/32s-drug-sub/substance-1-manufacturer-1/32s4-contr-drug-sub
Comment
Number |3.2.5.4.1
Title Specification (name,manufacturer)
55  |Element |m3-2-s-4-1-specification
Directory |m3/32-body-data/32s-drug-sub/substance-1-manufacturer-1/32s4-contr-drug-sub/32s41-spec
Comment
Number |3.2.5.4.1
Title Specification (name, manufacturer)
56  |Element |m3-2-s-4-1-specification
File m3/32-body-data/32s-drug-sub/substance-1-manufacturer-1/32s4-contr-drug-sub/32s41-spec/specification.pdf
Comment
Number |3.2.5.4.2
Title Analytical Procedures (name, manufacturer)
57 Element |m3-2-s-4-2-analytical-procedures
Directory |m3/32-body-data/32s-drug-sub/substance-1-manufacturer-1/32s4-contr-drug-sub/32s42-analyt-proc
CmmmtuTK8®i5K%$774w%%wéﬂ\%%ﬁﬁ%m%#%@%774»%%H¢5ﬂh%bf%%%fo:@vxw;
Y THLTIE CTD OF ST BER STV (FIZIE, 3.2.8.4.2.1),
Number
Title Analytical Procedure-1
58  |Element [m3-2-s-4-2-analytical-procedures
File m3/32-body-data/32s-drug-sub/substance-1-manufacturer-1/32s4-contr-drug-sub/32s42-analyt-proc/analytical-procedure-1.pdf
Comment
Number
Title Analytical Procedure-2
59 |Element [m3-2-s-4-2-analytical-procedures
File m3/32-hody-data/32s-drug-sub/substance-1-manufacturer-1/32s4-contr-drug-sub/32s42-analyt-proc/analytical-procedure-2.pdf
Comment
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Number

Title Analytical Procedure-3
60 |Element [m3-2-s-4-2-analytical-procedures
File m3/32-body-data/32s-drug-sub/substance-1-manufacturer-1/32s4-contr-drug-sub/32s42-analyt-proc/analytical-procedure-3.pdf
Comment
Number |3.2.5.4.3
Title \alidation of Analytical Procedures (name, manufacturer)
61 Element |m3-2-s-4-3-validation-of-analytical-procedures
Directory |m3/32-body-data/32s-drug-sub/substance-1-manufacturer-1/32s4-contr-drug-sub/32s43-val-analyt-proc
Comment UTICEDEIIZEZET 7 A VEAND 0, %\ﬁv‘ﬁ?ﬁ?ﬁ\&iﬁéféﬂﬁl%lﬁ 7ANERMNT LA L T Z R, 2OV X
Y TALTIECTD OF ST ER STV (B, 3.254.3.1),
Number
Title Validation of Analytical Procedure-1
62 Element |m3-2-s-4-3-validation-of-analytical-procedures _
File TBéﬁ;Z—body—datalszs-drug—sub/substance-l—manufacturer—1/3234—contr—drug—sub/32543—val—analyt—proc/val|dat|on—analyt—procedure—
P
Comment
Number
Title \Validation of Analytical Procedure-2
Element |m3-2-s-4-3-validation-of-analytical-procedures
63 File ;n3é?;2-body-data/325-drug-sub/substance-l-manufacturer-1/3254-contr-drug-sub/32343-val-analyt-proc/validation-analyt-procedure-
P
Comment
Number
Title \Validation of Analytical Procedure-3
Element |m3-2-s-4-3-validation-of-analytical-procedures
64 File gn3é?;2-body-data/325-drug-sub/substance-l-manufacturer-1/3254-contr-drug-sub/32343-val-analyt-proc/validation-analyt-procedure-
P
Comment
Number |3.2.5.4.4
65 Title Batch Analyses (name, manufacturer)
Element |m3-2-s-4-4-batch-analyses
Directory |m3/32-body-data/32s-drug-sub/substance-1-manufacturer-1/32s4-contr-drug-sub/32s44-batch-analys
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Comment

Number |3.2.5.4.4
Title Batch Analyses (name, manufacturer)
66 |Element |m3-2-s-4-4-batch-analyses
File m3/32-body-data/32s-drug-sub/substance-1-manufacturer-1/32s4-contr-drug-sub/32s44-batch-analys/batch-analyses.pdf
Comment
Number |3.2.5.4.5
Title Justification of Specification (hame, manufacturer)
67 |Element |m3-2-s-4-5-justification-of-specification
Directory |m3/32-body-data/32s-drug-sub/substance-1-manufacturer-1/32s4-contr-drug-sub/32s45-justif-spec
Comment
Number |3.2.5.4.5
Title Justification of Specification (hame, manufacturer)
68 |Element |m3-2-s-4-5-justification-of-specification
File m3/32-body-data/32s-drug-sub/substance-1-manufacturer-1/32s4-contr-drug-sub/32s45-justif-spec/justification-of-specification.pdf
Comment
Number |3.2.5.5
Title Reference Standards or Materials (name, manufacturer)
69 |Element |m3-2-s-5-reference-standards-or-materials
Directory |m3/32-body-data/32s-drug-sub/substance-1-manufacturer-1/32s5-ref-stand
Comment
Number |3.2.S.5
Title Reference Standards or Materials (name, manufacturer)
70 |Element |m3-2-s-5-reference-standards-or-materials
File m3/32-body-data/32s-drug-sub/substance-1-manufacturer-1/32s5-ref-stand/reference-standards.pdf
Comment |ZE7 7 A NV EARBEIZHND GG, 7 7 A VAT EECEN EOEERICEHT LD TH L0 & RS RTHITR LR,
Number |3.2.S.6
Title Container Closure System (hame, manufacturer)
71  |Element |m3-2-s-6-container-closure-system
Directory |m3/32-body-data/32s-drug-sub/substance-1-manufacturer-1/32s6-cont-closure-sys
Comment
79 Number |3.2.S.6
Title Container Closure System (hame, manufacturer)
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Element |m3-2-s-6-container-closure-system
File m3/32-body-data/32s-drug-sub/substance-1-manufacturer-1/32s6-cont-closure-sys/container-closure-system.pdf
Comment
Number |3.2.5.7
Title Stability (name, manufacturer)
73  |Element |m3-2-s-7-stability
Directory |m3/32-body-data/32s-drug-sub/substance-1-manufacturer-1/32s7-stab
Comment
Number |3.2.5.7.1
Title Stability Summary and Conclusions (name, manufacturer)
74  |Element |m3-2-s-7-1-stability-summary-and-conclusions
File m3/32-body-data/32s-drug-sub/substance-1-manufacturer-1/32s7-stab/stability-summary.pdf
Comment
Number |3.2.5.7.2
Title Post-approval Stability Protocol and Stability Commitment (hame, manufacturer)
75 |Element [m3-2-s-7-2-post-approval-stability-protocol-and-stability-commitment
File m3/32-body-data/32s-drug-sub/substance-1-manufacturer-1/32s7-stab/postapproval-stability.pdf
Comment
Number |3.2.5.7.3
Title Stability Data (name, manufacturer)
76  |Element [m3-2-s-7-3-stability-data
File m3/32-body-data/32s-drug-sub/substance-1-manufacturer-1/32s7-stab/stability-data.pdf
Comment
Number |3.2.P
Title Drug Product (name, dosage form)
77  |Element |m3-2-p-drug-product
Directory |m3/32-body-data/32p-drug-prod
Comment
Number |3.2.P
78 Title Drug Product (name, dosage form)— Name
Element |m3-2-p-drug-product
Directory |m3/32-body-data/32p-drug-prod/product-1
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Comment

Lo rvar TR, TANVFACEAA G LIAMTHD, ZHIFRICEBRORAA N EET DS EIEA SN D,

(] 2 1Z. powder for reconstitution and diluent) & #] D ELHI D 7 + /L Z %4 121% [ powder-for-reconstitution | 23 A0 . 2 D HIZIX

[diluent] A%,

AN ORERL D EF MY 1 FIOHFET 2 OUEDORANZFANLN LI OVWTIE, FREIUROTA FIA =BT 252

k(}

XML 2Ny 7 R — WORAOBYERIE 7 A VA AT b DL — BN ZROXEITHLA, I LD TH-oTH LW, Hi

%1% ‘Lyophilized Powder for Reconstitution’ &\ 9 854 O BHEDS o 8E8. 74V F 4% ‘powder’ L EBT 52 L%

MHECH D, BUEZNDLDRBIEIZ OV TEENZ RO ~RIIFAEE T, HEEE I NS DRMEDEIHHETA T A 7LD

FICAEGICELSND ZLDORVE S, HEICKALEZBRENETH D, BIEINEZERT DME—D LT, NEb B E A

FFolt ) —THEREZTXTHIRL, NODT 7 ANDIZOOER L ZBEEEZFFOH LW —TERZREET S5 TH

D, HEEFIZINOOBMEEZ LT DA, ZENEENLE D D>, F 722 OIS HEIZ DWW THIR O Y RICHRT 2 =
L,
Number |3.2.P.1
Title Description and Composition of the Drug Product (name, dosage form)
79  |Element [m3-2-p-1-description-and-composition-of-the-drug-product
Directory |m3/32-body-data/32p-drug-prod/product-1/32p1-desc-comp
Comment
Number |3.2.P.1
Title Description and Composition of the Drug Product (name, dosage form)
80 |Element [m3-2-p-1-description-and-composition-of-the-drug-product
File m3/32-body-data/32p-drug-prod/product-1/32p1-desc-comp/description-and-composition.pdf
Comment
Number |3.2.P.2
Title Pharmaceutical Development
81 |Element [m3-2-p-2-pharmaceutical-development (name, dosage form)
Directory |m3/32-body-data/32p-drug-prod/product-1/32p2-pharm-dev
Comment [5H /B B3 2 BEFE R O SCERERRIZ BY LTIk M4 ARk SCE Granularity Annex AR R OO Z B35 2 &
Number |3.2.P.2
82 Title Pharmaceutical Development (name, dosage form)
Element |m3-2-p-2-pharmaceutical-development
File m3/32-hody-data/32p-drug-prod/product-1/32p2-pharm-dev/pharmaceutical-development.pdf
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Comment [5H/E(ZBE9 2 BEFE & RO SCERERIC BE L Tld M4 &R CCE: Granularity Annex BEAIBH R O fGDIHAZ BT 5 Z &
Number |3.2.P.3
Title Manufacture (name, dosage form)
83 |Element |m3-2-p-3-manufacture
Directory |m3/32-body-data/32p-drug-prod/product-1/32p3-manuf
Comment
Number |3.2.P.3.1
Title Manufacturer(s) (name, dosage form)
84  |Element |m3-2-p-3-1-manufacturers
File m3/32-body-data/32p-drug-prod/product-1/32p3-manuf/manufacturers.pdf
Comment
Number |3.2.P.3.2
Title Batch Formula (hame, dosage form)
85 |Element [m3-2-p-3-2-batch-formula
File m3/32-body-data/32p-drug-prod/product-1/32p3-manuf/batch-formula.pdf
Comment
Number |3.2.P.3.3
Title Description of Manufacturing Process and Process Controls (name, dosage form)
86 |Element [m3-2-p-3-3-description-of-manufacturing-process-and-process-controls
File m3/32-body-data/32p-drug-prod/product-1/32p3-manuf/manuf-process-and-controls.pdf
Comment
Number |3.2.P.3.4
Title Controls of Critical Steps and Intermediates (name, dosage form)
87 |Element |m3-2-p-3-4-controls-of-critical-steps-and-intermediates
File m3/32-body-data/32p-drug-prod/product-1/32p3-manuf/control-critical-steps.pdf
Comment
Number |3.2.P.3.5
Title Process Validation and/or Evaluation (name, dosage form)
a8 Element |m3-2-p-3-5-process-validation-and-or-evaluation
File m3/32-body-data/32p-drug-prod/product-1/32p3-manuf/process-validation.pdf
CmmmtNU?~V§Vitﬁﬁﬁﬂﬁbf*Oitﬁ@ﬁ@774”%%&?5W\%NU?~757itﬁ%ﬂﬁKﬁLT¥O@
Ty ANERHT D, HEEHEVDIERT LI ENTE D,
89  |Number [3.2.P4
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Title Control of Excipients (hame, dosage form)
Element |m3-2-p-4-control-of-excipients
Directory |m3/32-body-data/32p-drug-prod/product-1/32p4-contr-excip
Comment
Number |3.2.P.4
Title Control of Excipients (name, dosage form) — Excipient
Element |m3-2-p-4-control-of-excipients
Directory |m3/32-body-data/32p-drug-prod/product-1/32p4-contr-excip/excipient-1
B DORMA 2 ETRAFNZONTIE, 27 >3 32P41 - 32P44 (CER SN DEREZRNAIZ L ICwaiciit+5 2 &,
ICH @ eCTD IWG Q&A S, Q&A D NoAIZBITD, 0Ok 7 v a v OEEICHET 2 BIMERE BRI 5 &,
IBIMMOHERBR D AE RN EFETED LNTZIRMANZOWTIE, =207 7 A MICT R TOFERE SO L NHEITHY | Hr
LWXEOZALZNIH L TT7 AN ZZHALT, A—OREL I T 7 ANV e T VERRIET L202RTHZ L, £h
%0 PSR OIRAIANC ST, BT ISR RIS L7t 5 = &,
Comment I\ ML 3 v 7 R — v O IRIEID BIAEIE 7 4V ZAET D b O & —EHEEROSRXTHH, #H D THoTh
Fvy, BEZN S DB OV TIEREN R HEEO —RIIAEE S, HEHEI IO DBEDELHEIA 7 I A 7 VD
FICABICERIND Z LDRVE S| HEICRELEARENXITHL, BUE, ZNEENRT LME—OLET, N2
B EE R o7 ) — TR E TN THIBRL, CAbDT7 7 ANDEOOETR L BIEEE OB LY — 7 3R 4 fft
TEILETHDH, HFEHEIFIINODOBMEAZ T DENC, ZEEDEIINLE S 0>, L OIS TTIEIT DOV THIR O H
Y RIS D 2 L
Number |3.2.P4.1
Title Specifications (name, dosage form)
91 |Element |m3-2-p-4-1-specifications
File m3/32-body-data/32p-drug-prod/product-1/32p4-contr-excip/excipient-1/specifications.pdf
Comment [3.2.P4 D= x> N&H,
Number |3.2.P.4.2
Title Analytical Procedures (name, dosage form)
92 |Element |m3-2-p-4-2-analytical-procedures
File m3/32-body-data/32p-drug-prod/product-1/32p4-contr-excip/excipient-1/analytical-procedures.pdf
Comment [3.2P4 D= A2 FHH,
Number |3.2.P.4.3
93  [Title \alidation of Analytical Procedures (name, dosage form)
Element |m3-2-p-4-3-validation-of-analytical-procedures
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File m3/32-body-data/32p-drug-prod/product-1/32p4-contr-excip/excipient-1/validation-analyt-procedures.pdf
Comment [3.2P4 D= x> FHHE,
Number |3.2.P.4.4
Title Justification of Specifications (name, dosage form)
94  |Element |m3-2-p-4-4-justification-of-specifications
File m3/32-body-data/32p-drug-prod/product-1/32p4-contr-excip/excipient-1/justification-of-specification.pdf
Comment [3.2.P4 D=t A &,
Number |3.2.P.4.5
Title Excipients of Human or Animal Origin (name, dosage form)
95 |Element [m3-2-p-4-5-excipients-of-numan-or-animal-origin
File m3/32-body-data/32p-drug-prod/product-1/32p4-contr-excip/excipients-human-animal.pdf
Comment
Number |3.2.P.4.6
Title Novel Excipients (name, dosage form)
96 |Element [m3-2-p-4-6-novel-excipients
File m3/32-body-data/32p-drug-prod/product-1/32p4-contr-excip/novel-excipients.pdf
Comment
Number |3.2.P.5
Title Control of Drug Product (name, dosage form)
97 |Element |m3-2-p-5-control-of-drug-product
Directory |m3/32-body-data/32p-drug-prod/product-1/32p5-contr-drug-prod
Comment
Number |3.2.P.5.1
Title Specification(s) (name, dosage form)
98 |Element [m3-2-p-5-1-specifications
Directory |m3/32-body-data/32p-drug-prod/product-1/32p5-contr-drug-prod/32p51-spec
Comment
Number |3.2.P.5.1
Title Specification(s) (name, dosage form)
99 |Element |m3-2-p-5-1-specifications
File m3/32-body-data/32p-drug-prod/product-1/32p5-contr-drug-prod/32p51-spec/specifications.pdf
Comment
100 |Number [3.2.P5.2
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Title Analytical Procedures (name, dosage form)
Element |m3-2-p-5-2-analytical-procedures
Directory |m3/32-body-data/32p-drug-prod/product-1/32p5-contr-drug-prod/32p52-analyt-proc
Comment UTIZEDEICEEHT 7 ANEHND D oW HIECET 2057 7 A VERMT 20 L T2 R~d, ZOL-~UL L
Y TLTIE CTD OFE SN IFAER SN TRV (B2 F, 3.2P5.2.1),
Number
Title Analytical Procedure — 1
101 [Element |m3-2-p-5-2-analytical-procedures
File m3/32-body-data/32p-drug-prod/product-1/32p5-contr-drug-prod/32p52-analyt-proc/analytical-procedure-1.pdf
Comment
Number
Title Analytical Procedure — 2
102 |[Element |m3-2-p-5-2-analytical-procedures
File m3/32-body-data/32p-drug-prod/product-1/32p5-contr-drug-prod/32p52-analyt-proc/analytical-procedure-2.pdf
Comment
Number
Title Analytical Procedure — 3
103 [Element |m3-2-p-5-2-analytical-procedures
File m3/32-body-data/32p-drug-prod/product-1/32p5-contr-drug-prod/32p52-analyt-proc/analytical-procedure-3.pdf
Comment
Number |3.2.P.5.3
Title Validation of Analytical Procedures (name, dosage form)
104 Element |m3-2-p-5-3-validation-of-analytical-procedures
Directory |m3/32-body-data/32p-drug-prod/product-1/32p5-contr-drug-prod/32p53-val-analyt-proc
Comment |2 TICEPEIICEET 7 A V& B, ESHIARCET S 7 7 A A& RAT 2L THIERT, ZOL v g
Y TALCTIE CTD OF AT A ER STV (Bl 1E, 3.2.P5.3.1),
Number
Title Validation of Analytical Procedures — 1
105 |Element |m3-2-p-5-3-validation-of-analytical-procedures
File m3/32-body-data/32p-drug-prod/product-1/32p5-contr-drug-prod/32p53-val-analyt-proc/validation-analytical-procedures-1.pdf
Comment
106 [Number — :
Title Validation of Analytical Procedures — 2
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Element |m3-2-p-5-3-validation-of-analytical-procedures
File m3/32-body-data/32p-drug-prod/product-1/32p5-contr-drug-prod/32p53-val-analyt-proc/validation-analytical-procedures-2.pdf
Comment
Number
Title Validation of Analytical Procedures — 3
107 |[Element |m3-2-p-5-3-validation-of-analytical-procedures
File m3/32-body-data/32p-drug-prod/product-1/32p5-contr-drug-prod/32p53-val-analyt-proc/validation-analytical-procedures-3.pdf
Comment
Number |3.2.P.5.4
Title Batch Analyses (name, dosage form)
108 |[Element |m3-2-p-5-4-batch-analyses
Directory |m3/32-body-data/32p-drug-prod/product-1/32p5-contr-drug-prod/32p54-batch-analys
Comment
Number |3.2.P.5.4
Title Batch Analyses (name, dosage form)
109 [Element |m3-2-p-5-4-batch-analyses
File m3/32-body-data/32p-drug-prod/product-1/32p5-contr-drug-prod/32p54-batch-analys/batch-analyses.pdf
Comment
Number |3.2.P.5.5
Title Characterisation of Impurities (name, dosage form)
110 |Element |m3-2-p-5-5-characterisation-of-impurities
Directory |m3/32-body-data/32p-drug-prod/product-1/32p5-contr-drug-prod/32p55-charac-imp
Comment
Number |3.2.P.5.5
Title Characterisation of Impurities (hame, dosage form)
111 |Element |m3-2-p-5-5-characterisation-of-impurities
File m3/32-body-data/32p-drug-prod/product-1/32p5-contr-drug-prod/32p55-charac-imp/characterisation-impurities.pdf
Comment
Number |3.2.P.5.6
Title Justification of Specifications (name, dosage form)
112 |Element |m3-2-p-5-6-justification-of-specifications
Directory |m3/32-body-data/32p-drug-prod/product-1/32p5-contr-drug-prod/32p56-justif-spec
Comment
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Number

3.2.P.5.6

Title Justification of Specifications (name, dosage form)
113 |Element |m3-2-p-5-6-justification-of-specifications
File m3/32-body-data/32p-drug-prod/product-1/32p5-contr-drug-prod/32p56-justif-spec/justification-of-specification.pdf
Comment
Number |3.2.P.6
Title Reference Standards or Materials (name, dosage form)
114 |Element |m3-2-p-6-reference-standards-or-materials
Directory |m3/32-body-data/32p-drug-prod/product-1/32p6-ref-stand
Comment
Number |3.2.P.6
Title Reference Standards or Materials (name, dosage form)
115 |Element |m3-2-p-6-reference-standards-or-materials
File m3/32-body-data/32p-drug-prod/product-1/32p6-ref-stand/reference-standards.pdf
Comment [Z&EZ 7 A VERBEIZHWDHEG, 7 7 A NVAITEZLCER EOBEERCHT 25D TH L0 E RS RITIUTRLR0,
Number |3.2.P.7
Title Container Closure System (name, dosage form)
116 [Element |m3-2-p-7-container-closure-system
Directory |m3/32-body-data/32p-drug-prod/product-1/32p7-cont-closure-sys
Comment
Number |3.2.P.7
Title Container Closure System (name, dosage form)
117 |[Element |m3-2-p-7-container-closure-system
File m3/32-body-data/32p-drug-prod/product-1/32p7-cont-closure-sys/container-closure-system.pdf
Comment
Number |3.2.P.8
Title Stability (name, dosage form)
118 [Element |m3-2-p-8-stability
Directory |m3/32-body-data/32p-drug-prod/product-1/32p8-stab
Comment
Number |3.2.P.8.1
119 |[Title Stability Summary and Conclusion (name, dosage form)
Element  |m3-2-p-8-1-stability-summary-and-conclusion
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File m3/32-body-data/32p-drug-prod/product-1/32p8-stab/stability-summary.pdf
Comment
Number |3.2.P.8.2
Title Post-approval Stability Protocol and Stability Commitment (name, dosage form)
120 [Element |m3-2-p-8-2-post-approval-stability-protocol-and-stability-commitment
File m3/32-body-data/32p-drug-prod/product-1/32p8-stab/postapproval-stability.pdf
Comment
Number |3.2.P.8.3
Title Stability Data (name, dosage form)
121 [Element |m3-2-p-8-3-stability-data
File m3/32-body-data/32p-drug-prod/product-1/32p8-stab/stability-data.pdf
Comment
Number |3.2.A
Title Appendices
122 [Element |m3-2-a-appendices
Directory |m3/32-body-data/32a-app
Comment
Number |3.2.A.1
Title Facilities and Equipment (name, manufacturer)
Element |m3-2-a-1-facilities-and-equipment
123 |Directory |m3/32-body-data/32a-app/32al-fac-equip
AT O OBEENETEND LEBEZOND, TOHBUTIHFENED D, LL, EHOEXEENH HH5EIC
Comment |iX, BIEHF T LICT7 AV EEER L, T4 L7 M)A THREERLZHBNCTEZLLIICTH2 L, ZOLLEY FALTHE
CTD OFE SN EFR SN TRV (X IE, 32A11),
Number
Title Facilities and Equipment Report 1
124 [Element |m3-2-a-1-facilities-and-equipment
File m3/32-hody-data/32a-app/32al-fac-equip/facilities-and-equipment-report-1.pdf
Comment
Number
125 Title Facilities and Equipment Report 2
Element |m3-2-a-1-facilities-and-equipment
File m3/32-hody-data/32a-app/32al-fac-equip/facilities-and-equipment-report-2.pdf
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Comment

Number
Title Facilities and Equipment Report 3
126 |Element |m3-2-a-1-facilities-and-equipment
File m3/32-body-data/32a-app/32al-fac-equip/facilities-and-equipment-report-3.pdf
Comment
Number |3.2.A.2
Title Adventitious Agents Safety Evaluation (name, dosage form, manufacturer)
Element |m3-2-a-2-adventitious-agents-safety-evaluation
Directory |m3/32-body-data/32a-app/32a2-advent-agent
127 T AN AMERMEEIZOWTIE, 207NV ZITHREZFEEZ AND, VA NVAPEBRIEEDEIZONTIEL, LFOY 77 41
Comment G EMT 528, Lavl, #EERORE, ) EEEZ R ENH L5803, A7 varZLicT 4 v 7 MU 2ERk
L. T4 L2 FUAICEOHBEZED DL, ZOL~LED FETIE CTD OFSHIBEZSHTVARY (FIXIE,
3.2.A.2.1),
Number
Title Adventitious Agents Safety Evaluation Report 1
128 |[Element |m3-2-a-2-adventitious-agents-safety-evaluation
File m3/32-body-data/32a-app/32a2-advent-agent/adventitious-agents-report-1.pdf
Comment
Number
Title Adventitious Agents Safety Evaluation Report 2
129 [Element |m3-2-a-2-adventitious-agents-safety-evaluation
File m3/32-body-data/32a-app/32a2-advent-agent/adventitious-agents-report-2.pdf
Comment
Number
Title Adventitious Agents Safety Evaluation Report 3
130 [Element |m3-2-a-2-adventitious-agents-safety-evaluation
File m3/32-hody-data/32a-app/32a2-advent-agent/adventitious-agents-report-3.pdf
Comment
Number |3.2.A.3
Title Excipients — Name
131 [Element m3-2-a-3-excipients
Directory |m3/32-body-data/32a-app/32a3-excip-name-1
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BHRINAIL L7 AV FHICEDDH L, BEOFBIRNAND 256, &7 ANV XT8R2 400488 LEA 0L FTZ D
F 5, Bil& LT, [32a3-excip-name-1], [32a3-excip-name-2] 72 &,

CommeNt | i St Ly MU T A ST U 2L 328 O 7 & 5 v OMEICHE D, =5 LML KT v 7« ~ 24 -
77 ANTIE e HEFEICHEBEE O D MNENE D NITHIk T A X 22 BRI iz,
Number [3.2.R
Title Regional Information
132 |Element |m3-2-r-regional-information
Directory |m3/32-body-data/32r-reg-info
Comment | \WVEIZ B4 ADAEREE RO SCEREALICE LTIk M4 R A% SCE Granularity Annex D44 2THASIRTHZ &, .
Number |3.3
Title Literature References
133 El.ement m3—3—|it.erature—references
Directory |m3/33-lit-ref
Comment (B BELMOIE =32 D7 7 AL (FiDHIAMTLIZL T 7 A V) & LTRINT D, ZOLYVEYD FECld CTD
DF ST NEFZ SN TV (BIZIE, 3.3.1),
Number
Title Reference 1
134 |Element |m3-3-literature-references
File m3/33-lit-ref/reference-1.pdf
Comment
Number
Title Reference 2
135 |Element |m3-3-literature-references
File m3/33-lit-ref/reference-2.pdf
Comment
Number
Title Reference 3
136 |Element |m3-3-literature-references
File m3/33-lit-ref/reference-3.pdf
Comment
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Number

4

Title Nonclinical Study Reports
137 |Element |m4-nonclinical-study-reports
Directory |m4
Comment
Number 4.2
Title Study Reports
138 [Element |m4-2-study-reports
Directory |m4/42-stud-rep
Comment
Number 4.2.1
Title Pharmacology
139 [Element |m4-2-1-pharmacology
Directory |m4/42-stud-rep/421-pharmacol
Comment
Number |4.2.1.1
Title Primary Pharmacodynamics
140 [Element |m4-2-1-1-primary-pharmacodynamics
Directory |m4/42-stud-rep/421-pharmacol/4211-prim-pd
Comment
Number
141 Title Study Report 1
Element |m4-2-1-1-primary-pharmacodynamics
File m4/42-stud-rep/421-pharmacol/4211-prim-pd/study-report-1.pdf
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Comment

ORI EYV a— A 0eRBRREEICET SN,

—RIZEY 2 — L 4 DERBMEEIZONT, 1 207 7 AV ERtT 5, LiL, DAFHERBRO L 2 I KEVWBRREE
DAL, HE IFERO 7 7 ANV E L TIRIHT 22 L6 TE S, ZO5A, EEOARLE1 7740 E L, fHERIT1OF
PIIEEROT7 7 ANET D, HE T 7 ANDERERDIGE, FA4A 7V A 7105 LPBIRERITBNT, BEFERICEERD
STEBICIE, Z7 AN —ROBHBEITIRETH D, HET7 7 ANVDIFRERDIGE. RBHREEOL~LIZT 4 L7 Y %
B L, BET 77 ANV EZDOT 4 L7 NIIZEDDZ EEHRET D, BMWRT T 7 07 77 AV%E, PDF 7 7 A4 VIZ
EHAFATDLIZEICLD, 77 ANVERERGICTDHELARETHD, HBDHWNIT T 7 4 v 77 A NEEBICHE->TH &
VN,

2 DEBRE L7 7 AVICITEBED CTD FEE 25 LAV,

Number
Title Study Report 2
142 |Element |m4-2-1-1-primary-pharmacodynamics
File m4/42-stud-rep/421-pharmacol/4211-prim-pd/study-report-2.pdf
Comment
Number
Title Study Report 3
143 |Element |m4-2-1-1-primary-pharmacodynamics
File m4/42-stud-rep/421-pharmacol/4211-prim-pd/study-report-3.pdf
Comment
Number }4.2.1.2
Title Secondary Pharmacodynamics
144 |Element |m4-2-1-2-secondary-pharmacodynamics
Directory |m4/42-stud-rep/421-pharmacol/4212-sec-pd
Comment
Number
Title Study Report 1
145 |Element |m4-2-1-2-secondary-pharmacodynamics
File m4/42-stud-rep/421-pharmacol/4212-sec-pd/study-report-1.pdf
Comment
Number
146 Title Study Report 2
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Element |m4-2-1-2-secondary-pharmacodynamics
File m4/42-stud-rep/421-pharmacol/4212-sec-pd/study-report-2.pdf
Comment
Number
Title Study Report 3
147 |Element |m4-2-1-2-secondary-pharmacodynamics
File m4/42-stud-rep/421-pharmacol/4212-sec-pd/study-report-3.pdf
Comment
Number 4.2.1.3
Title Safety Pharmacology
148 |[Element |m4-2-1-3-safety-pharmacology
Directory |m4/42-stud-rep/421-pharmacol/4213-safety-pharmacol
Comment
Number
Title Study Report 1
149 [Element |m4-2-1-3-safety-pharmacology
File m4/42-stud-rep/421-pharmacol/4213-safety-pharmacol/study-report-1.pdf
Comment
Number
Title Study Report 2
150 [Element |m4-2-1-3-safety-pharmacology
File m4/42-stud-rep/421-pharmacol/4213-safety-pharmacol/study-report-2.pdf
Comment
Number
Title Study Report 3
151 |[Element |m4-2-1-3-safety-pharmacology
File m4/42-stud-rep/421-pharmacol/4213-safety-pharmacol/study-report-3.pdf
Comment
Number 4.2.1.4
Title Pharmacodynamic Drug Interactions
152 |Element |m4-2-1-4-pharmacodynamic-drug-interactions
Directory |m4/42-stud-rep/421-pharmacol/4214-pd-drug-interact
Comment
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Number

Title Study Report 1
153 |Element |m4-2-1-4-pharmacodynamic-drug-interactions
File m4/42-stud-rep/421-pharmacol/4214-pd-drug-interact/study-report-1.pdf
Comment
Number
Title Study Report 2
154 |Element |m4-2-1-4-pharmacodynamic-drug-interactions
File m4/42-stud-rep/421-pharmacol/4214-pd-drug-interact/study-report-2.pdf
Comment
Number
Title Study Report 3
155 |[Element |m4-2-1-4-pharmacodynamic-drug-interactions
File m4/42-stud-rep/421-pharmacol/4214-pd-drug-interact/study-report-3.pdf
Comment
Number 4.2.2
Title Pharmacokinetics
156 [Element |m4-2-2-pharmacokinetics
Directory |m4/42-stud-rep/422-pk
Comment
Number }4.2.2.1
Title Analytical Methods and Validation Reports (if separate reports are available)
157 |[Element |m4-2-2-1-analytical-methods-and-validation-reports
Directory |m4/42-stud-rep/422-pk/4221-analyt-met-val
Comment
Number
Title Study Report 1
158 |[Element |m4-2-2-1-analytical-methods-and-validation-reports
File m4/42-stud-rep/422-pk/4221-analyt-met-val/study-report-1.pdf
Comment
Number
159 |[Title Study Report 2
Element |m4-2-2-1-analytical-methods-and-validation-reports
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File m4/42-stud-rep/422-pk/4221-analyt-met-val/study-report-2.pdf
Comment
Number
Title Study Report 3
160 [Element |m4-2-2-1-analytical-methods-and-validation-reports
File m4/42-stud-rep/422-pk/4221-analyt-met-val/study-report-3.pdf
Comment
Number 14.2.2.2
Title Absorption
161 [Element |m4-2-2-2-absorption
Directory |m4/42-stud-rep/422-pk/4222-absorp
Comment
Number
Title Study Report 1
162 |[Element |m4-2-2-2-absorption
File m4/42-stud-rep/422-pk/4222-absorp/study-report-1.pdf
Comment
Number
Title Study Report 2
163 |[Element |m4-2-2-2-absorption
File m4/42-stud-rep/422-pk/4222-absorp/study-report-2.pdf
Comment
Number
Title Study Report 3
164 |[Element |m4-2-2-2-absorption
File m4/42-stud-rep/422-pk/4222-absorp/study-report-3.pdf
Comment
Number 14.2.2.3
Title Distribution
165 |[Element |m4-2-2-3-distribution
Directory |m4/42-stud-rep/422-pk/4223-distrib
Comment
166 [Number
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Title Study Report 1
Element |m4-2-2-3-distribution
File m4/42-stud-rep/422-pk/4223-distrib/study-report-1.pdf
Comment
Number
Title Study Report 2
167 |[Element |m4-2-2-3-distribution
File m4/42-stud-rep/422-pk/4223-distrib/study-report-2.pdf
Comment
Number
Title Study Report 3
168 [Element |m4-2-2-3-distribution
File m4/42-stud-rep/422-pk/4223-distrib/study-report-3.pdf
Comment
Number 14.2.2.4
Title Metabolism
169 [Element |m4-2-2-4-metabolism
Directory |m4/A2-stud-rep/422-pk/4224-metab
Comment
Number
Title Study Report 1
170 [Element |m4-2-2-4-metabolism
File m4/42-stud-rep/422-pk/4224-metab/study-report-1.pdf
Comment
Number
Title Study Report 2
171 |Element |m4-2-2-4-metabolism
File m4/42-stud-rep/422-pk/4224-metab/study-report-2.pdf
Comment
Number
172 Title Study Report 3
Element |m4-2-2-4-metabolism
File m4/42-stud-rep/422-pk/4224-metab/study-report-3.pdf
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Comment

Number 4.2.2.5
Title Excretion

173 |Element |m4-2-2-5-excretion
Directory |m4/A2-stud-rep/422-pk/4225-excr
Comment
Number
Title Study Report 1

174 |Element |m4-2-2-5-excretion
File m4/42-stud-rep/422-pk/4225-excr/study-report-1.pdf
Comment
Number
Title Study Report 2

175 |Element |m4-2-2-5-excretion
File m4/42-stud-rep/422-pk/4225-excr/study-report-2.pdf
Comment
Number
Title Study Report 3

176 |[Element |m4-2-2-5-excretion
File m4/42-stud-rep/422-pk/4225-excr/study-report-3.pdf
Comment
Number 14.2.2.6
Title Pharmacokinetic Drug Interactions (nonclinical)

177 |Element |m4-2-2-6-pharmacokinetic-drug-interactions
Directory |m4/42-stud-rep/422-pk/4226-pk-drug-interact
Comment
Number
Title Study Report 1

178 |[Element |m4-2-2-6-pharmacokinetic-drug-interactions
File m4/42-stud-rep/422-pk/4226-pk-drug-interact/study-report-1.pdf
Comment
Number

179 Title Study Report 2
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Element |m4-2-2-6-pharmacokinetic-drug-interactions

File m4/42-stud-rep/422-pk/4226-pk-drug-interact/study-report-2.pdf
Comment
Number
Title Study Report 3
180 |Element |m4-2-2-6-pharmacokinetic-drug-interactions
File m4/42-stud-rep/422-pk/4226-pk-drug-interact/study-report-3.pdf
Comment
Number |4.2.2.7
Title Other Pharmacokinetic Studies

181 |[Element |m4-2-2-7-other-pharmacokinetic-studies

Directory |m4/42-stud-rep/422-pk/4227-other-pk-stud

Comment
Number
Title Study Report 1
182 |[Element |m4-2-2-7-other-pharmacokinetic-studies
File m4/42-stud-rep/422-pk/4227-other-pk-stud/study-report-1.pdf
Comment
Number
Title Study Report 2
183 |[Element |m4-2-2-7-other-pharmacokinetic-studies
File m4/42-stud-rep/422-pk/4227-other-pk-stud/study-report-2.pdf
Comment
Number
Title Study Report 3
184 |Element |m4-2-2-7-other-pharmacokinetic-studies
File m4/42-stud-rep/422-pk/4227-other-pk-stud/study-report-3.pdf
Comment
Number 14.2.3
Title Toxicology

185 |Element |m4-2-3-toxicology

Directory |m4/42-stud-rep/423-tox

Comment
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Number 4.2.3.1
Title Single-Dose Toxicity (in order by species, by route)
186 |Element |m4-2-3-1-single-dose-toxicity
Directory |m4/42-stud-rep/423-tox/4231-single-dose-tox
Comment
Number
Title Study Report 1
187 |Element |m4-2-3-1-single-dose-toxicity
File m4/42-stud-rep/423-tox/4231-single-dose-tox/study-report-1.pdf
Comment
Number
Title Study Report 2
188 |Element |m4-2-3-1-single-dose-toxicity
File m4/42-stud-rep/423-tox/4231-single-dose-tox/study-report-2.pdf
Comment
Number
Title Study Report 3
189 [Element |m4-2-3-1-single-dose-toxicity
File m4/42-stud-rep/423-tox/4231-single-dose-tox/study-report-3.pdf
Comment
Number 4.2.3.2
Title Repeat-Dose Toxicity (in order by species, by route, by duration, including supportive toxicokinetics evaluations)
190 [Element |m4-2-3-2-repeat-dose-toxicity
Directory |m4/42-stud-rep/423-tox/4232-repeat-dose-tox
Comment
Number
Title Study Report 1
191 |Element |m4-2-3-2-repeat-dose-toxicity
File m4/42-stud-rep/423-tox/4232-repeat-dose-tox/study-report-1.pdf
Comment
Number
192 ([Title Study Report 2
Element |m4-2-3-2-repeat-dose-toxicity
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File m4/42-stud-rep/423-tox/4232-repeat-dose-tox/study-report-2.pdf
Comment
Number
Title Study Report 3
193 [Element |m4-2-3-2-repeat-dose-toxicity
File m4/42-stud-rep/423-tox/4232-repeat-dose-tox/study-report-3.pdf
Comment
Number 14.2.3.3
Title Genotoxicity
194 [Element |m4-2-3-3-genotoxicity
Directory |m4/42-stud-rep/423-tox/4233-genotox
Comment
Number 14.2.3.3.1
Title In vitro
195 [Element |m4-2-3-3-1-in-vitro
Directory |m4/42-stud-rep/423-tox/4233-genotox/42331-in-vitro
Comment
Number
Title Study Report 1
196 [Element |m4-2-3-3-1-in-vitro
File m4/42-stud-rep/423-tox/4233-genotox/42331-in-vitro/study-report-1.pdf
Comment
Number
Title Study Report 2
197 |[Element |m4-2-3-3-1-in-vitro
File m4/42-stud-rep/423-tox/4233-genotox/42331-in-vitro/study-report-2.pdf
Comment
Number
Title Study Report 3
198 [Element [m4-2-3-3-1-in-vitro
File m4/42-stud-rep/423-tox/4233-genotox/42331-in-vitro/study-report-3.pdf
Comment
199 [Number [4.2.3.3.2
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Title In vivo (including supportive toxicokinetics evaluations)
Element |m4-2-3-3-2-in-vivo
Directory |m4/42-stud-rep/423-tox/4233-genotox/42332-in-vivo
Comment
Number
Title Study Report 1
200 |Element |m4-2-3-3-2-in-vivo
File m4/42-stud-rep/423-tox/4233-genotox/42332-in-vivo/study-report-1.pdf
Comment
Number
Title Study Report 2
201 |Element |m4-2-3-3-2-in-vivo
File m4/42-stud-rep/423-tox/4233-genotox/42332-in-vivo/study-report-2.pdf
Comment
Number
Title Study Report 3
202 |Element [m4-2-3-3-2-in-vivo
File m4/42-stud-rep/423-tox/4233-genotox/42332-in-vivo/study-report-3.pdf
Comment
Number 14.2.3.4
Title Carcinogenicity (including supportive toxicokinetics evaluations)
203 |Element |m4-2-3-4-carcinogenicity
Directory |m4/A2-stud-rep/423-tox/4234-carcigen
Comment
Number 14.2.3.4.1
Title Lor?g_—term studies (in_ orgler by species, including range-finding studies that cannot be appropriately included under repeat-dose
204 toxicity or pharmacoklnetlc_s)
Element |m4-2-3-4-1-long-term-studies
Directory |m4/42-stud-rep/423-tox/4234-carcigen/42341-It-stud
Comment
Number
205 [Title Study Report 1
Element |m4-2-3-4-1-long-term-studies
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File m4/42-stud-rep/423-tox/4234-carcigen/42341-1t-stud/study-report-1.pdf

Comment
Number
Title Study Report 2
206 |Element [m4-2-3-4-1-long-term-studies
File m4/42-stud-rep/423-tox/4234-carcigen/42341-1t-stud/study-report-2.pdf
Comment
Number
Title Study Report 3
207 |Element |m4-2-3-4-1-long-term-studies
File m4/42-stud-rep/423-tox/4234-carcigen/42341-1t-stud/study-report-3.pdf
Comment

Number |(4.2.3.4.2

Title Short- or medium-term studies (including range-finding studies that cannot be appropriately included under repeat-dose toxicity or
pharmacokinetics)

208 Element |m4-2-3-4-2-short-or-medium-term-studies
Directory |m4/42-stud-rep/423-tox/4234-carcigen/42342-smt-stud
Comment
Number
Title Study Report 1
209 |[Element |m4-2-3-4-2-short-or-medium-term-studies
File m4/42-stud-rep/423-tox/4234-carcigen/42342-smt-stud/study-report-1.pdf
Comment
Number
Title Study Report 2
210 |[Element |m4-2-3-4-2-short-or-medium-term-studies
File m4/42-stud-rep/423-tox/4234-carcigen/42342-smt-stud/study-report-2.pdf
Comment
Number
Title Study Report 3
211 |[Element |m4-2-3-4-2-short-or-medium-term-studies
File m4/42-stud-rep/423-tox/4234-carcigen/42342-smt-stud/study-report-3.pdf
Comment
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Number 4.2.3.4.3
Title Other studies
212 |Element |m4-2-3-4-3-other-studies
Directory |m4/42-stud-rep/423-tox/4234-carcigen/42343-other-stud
Comment
Number
Title Study Report 1
213 |Element |m4-2-3-4-3-other-studies
File m4/42-stud-rep/423-tox/4234-carcigen/42343-other-stud/study-report-1.pdf
Comment
Number
Title Study Report 2
214 |Element |m4-2-3-4-3-other-studies
File m4/42-stud-rep/423-tox/4234-carcigen/42343-other-stud/study-report-2.pdf
Comment
Number
Title Study Report 3
215 |Element |m4-2-3-4-3-other-studies
File m4/42-stud-rep/423-tox/4234-carcigen/42343-other-stud/study-report-3.pdf
Comment
Number 14.2.3.5
Title Reproduc.tive and Developmental. Toxicity (including range-finQipg studies_and supportive toxicokinetics evaluations) (if modified
216 study designs are us_ed, the following subheadlr_lg_s should be modified accordingly)
Element |m4-2-3-5-reproductive-and-developmental-toxicity
Directory |m4/A2-stud-rep/423-tox/4235-repro-dev-tox
Comment
Number 14.2.35.1
Title Fertility and early embryonic development
217 |Element |m4-2-3-5-1-fertility-and-early-embryonic-development
Directory |m4/A2-stud-rep/423-tox/4235-repro-dev-tox/42351-fert-embryo-dev
Comment
Number
218 Title Study Report 1
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Element |m4-2-3-5-1-fertility-and-early-embryonic-development
File m4/42-stud-rep/423-tox/4235-repro-dev-tox/42351-fert-embryo-dev/study-report-1.pdf
Comment
Number
Title Study Report 2
219 |Element |m4-2-3-5-1-fertility-and-early-embryonic-development
File m4/42-stud-rep/423-tox/4235-repro-dev-tox/42351-fert-embryo-dev/study-report-2.pdf
Comment
Number
Title Study Report 3
220 |Element [m4-2-3-5-1-fertility-and-early-embryonic-development
File m4/42-stud-rep/423-tox/4235-repro-dev-tox/42351-fert-embryo-dev/study-report-3.pdf
Comment
Number 4.2.3.5.2
Title Embryo-fetal development
221 |Element [m4-2-3-5-2-embryo-fetal-development
Directory |m4/A2-stud-rep/423-tox/4235-repro-dev-tox/42352-embryo-fetal-dev
Comment
Number
Title Study Report 1
222 |Element |m4-2-3-5-2-embryo-fetal-development
File m4/42-stud-rep/423-tox/4235-repro-dev-tox/42352-embryo-fetal-dev/study-report-1.pdf
Comment
Number
Title Study Report 2
223 |Element [m4-2-3-5-2-embryo-fetal-development
File m4/42-stud-rep/423-tox/4235-repro-dev-tox/42352-embryo-fetal-dev/study-report-2.pdf
Comment
Number
Title Study Report 3
224 |Element |m4-2-3-5-2-embryo-fetal-development
File m4/42-stud-rep/423-tox/4235-repro-dev-tox/42352-embryo-fetal-dev/study-report-3.pdf
Comment
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Number 4.2.3.5.3
Title Prenatal and postnatal development, including maternal function
225 |Element |m4-2-3-5-3-prenatal-and-postnatal-development-including-maternal-function
Directory |m4/42-stud-rep/423-tox/4235-repro-dev-tox/42353-pre-postnatal-dev
Comment
Number
Title Study Report 1
226 |Element |m4-2-3-5-3-prenatal-and-postnatal-development-including-maternal-function
File m4/42-stud-rep/423-tox/4235-repro-dev-tox/42353-pre-postnatal-dev/study-report-1.pdf
Comment
Number
Title Study Report 2
227 |Element [m4-2-3-5-3-prenatal-and-postnatal-development-including-maternal-function
File m4/42-stud-rep/423-tox/4235-repro-dev-tox/42353-pre-postnatal-dev/study-report-2.pdf
Comment
Number
Title Study Report 3
228 |Element [m4-2-3-5-3-prenatal-and-postnatal-development-including-maternal-function
File m4/42-stud-rep/423-tox/4235-repro-dev-tox/42353-pre-postnatal-dev/study-report-3.pdf
Comment
Number 4.2.3.5.4
Title Studies in which the offspring (juvenile animals) are dosed and/or further evaluated
229 |Element [m4-2-3-5-4-studies-in-which-the-offspring-juvenile-animals-are-dosed-and-or-further-evaluated
Directory |m4/42-stud-rep/423-tox/4235-repro-dev-tox/42354-juv
Comment
Number
Title Study Report 1
230 |Element [m4-2-3-5-4-studies-in-which-the-offspring-juvenile-animals-are-dosed-and-or-further-evaluated
File m4/42-stud-rep/423-tox/4235-repro-dev-tox/42354-juv/study-report-1.pdf
Comment
Number
231 [Title Study Report 2
Element |m4-2-3-5-4-studies-in-which-the-offspring-juvenile-animals-are-dosed-and-or-further-evaluated
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File m4/42-stud-rep/423-tox/4235-repro-dev-tox/42354-juv/study-report-2.pdf
Comment
Number
Title Study Report 3
232 |Element [m4-2-3-5-4-studies-in-which-the-offspring-juvenile-animals-are-dosed-and-or-further-evaluated
File m4/42-stud-rep/423-tox/4235-repro-dev-tox/42354-juv/study-report-3.pdf
Comment
Number 14.2.3.6
Title Local Tolerance
233 |Element [m4-2-3-6-local-tolerance
Directory |m4/42-stud-rep/423-tox/4236-loc-tol
Comment
Number
Title Study Report 1
234 |Element |m4-2-3-6-local-tolerance
File m4/42-stud-rep/423-tox/4236-loc-tol/study-report-1.pdf
Comment
Number
Title Study Report 2
235 |Element [m4-2-3-6-local-tolerance
File m4/42-stud-rep/423-tox/4236-loc-tol/study-report-2.pdf
Comment
Number
Title Study Report 3
236 |Element [m4-2-3-6-local-tolerance
File m4/42-stud-rep/423-tox/4236-loc-tol/study-report-3.pdf
Comment
Number 14.2.3.7
Title Other Toxicity Studies (if available)
237 |Element |m4-2-3-7-other-toxicity-studies
Directory |m4/42-stud-rep/423-tox/4237-other-tox-stud
Comment
238 |Number [4.2.3.7.1
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Title Antigenicity
Element |m4-2-3-7-1-antigenicity
Directory |m4/42-stud-rep/423-tox/4237-other-tox-stud/42371-antigen
Comment
Number
Title Study Report 1
239 |Element |m4-2-3-7-1-antigenicity
File m4/42-stud-rep/423-tox/4237-other-tox-stud/42371-antigen/study-report-1.pdf
Comment
Number
Title Study Report 2
240 |Element |m4-2-3-7-1-antigenicity
File m4/42-stud-rep/423-tox/4237-other-tox-stud/42371-antigen/study-report-2.pdf
Comment
Number
Title Study Report 3
241 |Element |m4-2-3-7-l-antigenicity
File m4/42-stud-rep/423-tox/4237-other-tox-stud/42371-antigen/study-report-3.pdf
Comment
Number 14.2.3.7.2
Title Immunotoxicity
242 |Element |m4-2-3-7-2-immunotoxicity
Directory |m4/42-stud-rep/423-tox/4237-other-tox-stud/42372-immunotox
Comment
Number
Title Study Report 1
243 |Element |m4-2-3-7-2-immunotoxicity
File m4/42-stud-rep/423-tox/4237-other-tox-stud/42372-immunotox/study-report-1.pdf
Comment
Number
va4 Title Study Report 2
Element |m4-2-3-7-2-immunotoxicity
File m4/42-stud-rep/423-tox/4237-other-tox-stud/42372-immunotox/study-report-2.pdf
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Comment

Number
Title Study Report 3
245 |Element |m4-2-3-7-2-immunotoxicity
File m4/42-stud-rep/423-tox/4237-other-tox-stud/42372-immunotox/study-report-3.pdf
Comment
Number 14.2.3.7.3
Title Mechanistic studies (if not included elsewhere)
246 |Element |m4-2-3-7-3-mechanistic-studies
Directory |m4/A2-stud-rep/423-tox/4237-other-tox-stud/42373-mechan-stud
Comment
Number
Title Study Report 1
247 |Element |m4-2-3-7-3-mechanistic-studies
File m4/42-stud-rep/423-tox/4237-other-tox-stud/42373-mechan-stud/study-report-1.pdf
Comment
Number
Title Study Report 2
248 |Element |m4-2-3-7-3-mechanistic-studies
File m4/42-stud-rep/423-tox/4237-other-tox-stud/42373-mechan-stud/study-report-2.pdf
Comment
Number
Title Study Report 3
249 |Element |m4-2-3-7-3-mechanistic-studies
File m4/42-stud-rep/423-tox/4237-other-tox-stud/42373-mechan-stud/study-report-3.pdf
Comment
Number 14.2.3.7.4
Title Dependence
250 |Element |m4-2-3-7-4-dependence
Directory |m4/42-stud-rep/423-tox/4237-other-tox-stud/42374-dep
Comment
Number
251 Title Study Report 1
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Element |m4-2-3-7-4-dependence
File m4/42-stud-rep/423-tox/4237-other-tox-stud/42374-dep/study-report-1.pdf
Comment
Number
Title Study Report 2
252 |Element [m4-2-3-7-4-dependence
File m4/42-stud-rep/423-tox/4237-other-tox-stud/42374-dep/study-report-2.pdf
Comment
Number
Title Study Report 3
253 |Element [m4-2-3-7-4-dependence
File m4/42-stud-rep/423-tox/4237-other-tox-stud/42374-dep/study-report-3.pdf
Comment
Number 4.2.3.7.5
Title Metabolites
254 |Element |m4-2-3-7-5-metabolites
Directory |m4/42-stud-rep/423-tox/4237-other-tox-stud/42375-metab
Comment
Number
Title Study Report 1
255 |Element |m4-2-3-7-5-metabolites
File m4/42-stud-rep/423-tox/4237-other-tox-stud/42375-metab/study-report-1.pdf
Comment
Number
Title Study Report 2
256 |Element |m4-2-3-7-5-metabolites
File m4/42-stud-rep/423-tox/4237-other-tox-stud/42375-metab/study-report-2.pdf
Comment
Number
Title Study Report 3
257 |Element |m4-2-3-7-5-metabolites
File m4/42-stud-rep/423-tox/4237-other-tox-stud/42375-metab/study-report-3.pdf
Comment
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Number 14.2.3.7.6
Title Impurities
258 |Element [m4-2-3-7-6-impurities
Directory |m4/A2-stud-rep/423-tox/4237-other-tox-stud/42376-imp
Comment
Number
Title Study Report 1
259 |Element [m4-2-3-7-6-impurities
File m4/42-stud-rep/423-tox/4237-other-tox-stud/42376-imp/study-report-1.pdf
Comment
Number
Title Study Report 2
260 |Element [m4-2-3-7-6-impurities
File m4/42-stud-rep/423-tox/4237-other-tox-stud/42376-imp/study-report-2.pdf
Comment
Number
Title Study Report 3
261 |Element [m4-2-3-7-6-impurities
File m4/42-stud-rep/423-tox/4237-other-tox-stud/42376-imp/study-report-3.pdf
Comment
Number 14.2.3.7.7
Title Other
262 |Element [m4-2-3-7-7-other
Directory |m4/42-stud-rep/423-tox/4237-other-tox-stud/42377-other
Comment
Number
Title Study Report 1
263 |Element [m4-2-3-7-7-other
File m4/42-stud-rep/423-tox/4237-other-tox-stud/42377-other/study-report-1.pdf
Comment
Number
264 [Title Study Report 2
Element |m4-2-3-7-7-other
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File m4/42-stud-rep/423-tox/4237-other-tox-stud/42377-other/study-report-2.pdf
Comment
Number
Title Study Report 3
265 |Element |m4-2-3-7-7-other
File m4/42-stud-rep/423-tox/4237-other-tox-stud/42377-other/study-report-3.pdf
Comment
Number 4.3
Title Literature References
266 |Element |m4-3-literature-references
Directory |m4/43-lit-ref
Comment [#%., 2B LOE LIX, HHlO7 74 BIzX, ESELERT L) L LTRIEENNIREZTH D,
Number
Title Reference 1
267 |Element |m4-3-literature-references
File m4/43-lit-ref/reference-1.pdf
Comment
Number
Title Reference 2
268 |Element |m4-3-literature-references
File m4/43-lit-ref/reference-2.pdf
Comment
Number
Title Reference 3
269 |Element |m4-3-literature-references
File m4/43-lit-ref/reference-3.pdf
Comment
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Number

5

Title Clinical Study Reports
270 |Element [m5-clinical-study-reports
Directory |m5
Comment
Number |5.2
Title Tabular Listing of all Clinical Studies
271 |Element [m5-2-tabular-listing-of-all-clinical-studies
Directory |m5/52-tab-list
Comment
Number |5.2
Title Tabular Listing of all Clinical Studies
272 |Element [m5-2-tabular-listing-of-all-clinical-studies
File m5/52-tab-list/tabular-listing.pdf
Comment
Number |5.3
Title Clinical Study Reports
273 |Element |[m5-3-clinical-study-reports
Directory |m5/53-clin-stud-rep
Comment
Number |5.3.1
Title Reports of Biopharmaceutic Studies
274 |Element [m5-3-1-reports-of-biopharmaceutic-studies
Directory |m5/53-clin-stud-rep/531-rep-biopharm-stud
Comment
Number |5.3.1.1
Title Bioavailability (BA) Study Reports
275 |Element |m5-3-1-1-bioavailability-study-reports
Directory |m5/53-clin-stud-rep/531-rep-biopharm-stud/5311-ba-stud-rep
Comment
Number
276 Title Study Report 1
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Element |m5-3-1-1-bioavailability-study-reports
Directory |m5/53-clin-stud-rep/531-rep-biopharm-stud/5311-ba-stud-rep/study-report-1
ZOAAYMIEV2—L 5 OERBREEECEN SRS,
HEEE TR S E 2 EE T 7 v (B2, ALK ONEE) e ftek) & LTRSS 2 &, fHkiE, ICH E3 A F7 A »IZitid
SN KRB E EONE LRI > TR T 2 2 L, BREO 7 7 A NVGTRERDIGEIS, T4 T7F A7 VDH LD L
Comment |z W\ T, BIEFRICEE RN H - 7BRICIE, Z 7 ANV—ROBHAITHINE TH D, FRBRICKHLTT 2 L7 b U ZERK
L, Bl EEICE#EST 77 ANVIEFZEDOT L7 PYNTERTLHZ &,
il % DFRBRE LT 7 A VITITRED CTD F S 2415 L 22V,
Number
Title Study Report 2
277 |Element |m5-3-1-1-bioavailability-study-reports
Directory |m5/53-clin-stud-rep/531-rep-biopharm-stud/5311-ba-stud-rep/study-report-2
Comment
Number
Title Study Report 3
278 |Element |m5-3-1-1-bioavailability-study-reports
Directory |m5/53-clin-stud-rep/531-rep-biopharm-stud/5311-ba-stud-rep/study-report-3
Comment
Number 15.3.1.2
Title Comparative BA and Bioequivalence (BE) Study Reports
279 |Element |m5-3-1-2-comparative-ba-and-bioequivalence-study-reports
Directory |m5/53-clin-stud-rep/531-rep-biopharm-stud/5312-compar-ba-be-stud-rep
Comment
Number
Title Study Report 1
280 |Element |m5-3-1-2-comparative-ba-and-bioequivalence-study-reports
Directory |m5/53-clin-stud-rep/531-rep-biopharm-stud/5312-compar-ba-be-stud-rep/study-report-1
Comment
Number
)81 Title Study Report 2
Element |m5-3-1-2-comparative-ba-and-bioequivalence-study-reports
Directory |m5/53-clin-stud-rep/531-rep-biopharm-stud/5312-compar-ba-be-stud-rep/study-report-2
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Comment

Number
Title Study Report 3
282 |Element |m5-3-1-2-comparative-ba-and-bioequivalence-study-reports
Directory |m5/53-clin-stud-rep/531-rep-biopharm-stud/5312-compar-ba-be-stud-rep/study-report-3
Comment
Number |5.3.1.3
Title In vitro — In vivo Correlation Study Reports
283 |Element [m5-3-1-3-in-vitro-in-vivo-correlation-study-reports
Directory |m5/53-clin-stud-rep/531-rep-biopharm-stud/5313-in-vitro-in-vivo-corr-stud-rep
Comment
Number
Title Study Report 1
284 |Element [m5-3-1-3-in-vitro-in-vivo-correlation-study-reports
Directory |m5/53-clin-stud-rep/531-rep-biopharm-stud/5313-in-vitro-in-vivo-corr-stud-rep/study-report-1
Comment
Number
Title Study Report 2
285 |Element [m5-3-1-3-in-vitro-in-vivo-correlation-study-reports
Directory |m5/53-clin-stud-rep/531-rep-biopharm-stud/5313-in-vitro-in-vivo-corr-stud-rep/study-report-2
Comment
Number
Title Study Report 3
286 |Element [m5-3-1-3-in-vitro-in-vivo-correlation-study-reports
Directory |m5/53-clin-stud-rep/531-rep-biopharm-stud/5313-in-vitro-in-vivo-corr-stud-rep/study-report-3
Comment
Number [5.3.1.4
Title Reports of Bioanalytical and Analytical Methods for Human Studies
287 |Element |m5-3-1-4-reports-of-hioanalytical-and-analytical-methods-for-human-studies
Directory |m5/53-clin-stud-rep/531-rep-biopharm-stud/5314-bioanalyt-analyt-met
Comment
Number
288 Title Study Report 1
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Element |m5-3-1-4-reports-of-bioanalytical-and-analytical-methods-for-human-studies
Directory |m5/53-clin-stud-rep/531-rep-biopharm-stud/5314-bioanalyt-analyt-met/study-report-1
Comment
Number
Title Study Report 2

289 |Element |m5-3-1-4-reports-of-bioanalytical-and-analytical-methods-for-human-studies
Directory |m5/53-clin-stud-rep/531-rep-biopharm-stud/5314-bioanalyt-analyt-met/study-report-2
Comment
Number
Title Study Report 3

290 |Element |m5-3-1-4-reports-of-bioanalytical-and-analytical-methods-for-human-studies
Directory |m5/53-clin-stud-rep/531-rep-biopharm-stud/5314-bioanalyt-analyt-met/study-report-3
Comment
Number |5.3.2
Title Reports of Studies Pertinent to Pharmacokinetics using Human Biomaterials

291 |Element [m5-3-2-reports-of-studies-pertinent-to-pharmacokinetics-using-human-biomaterials
Directory |m5/53-clin-stud-rep/532-rep-stud-pk-human-biomat
Comment
Number [5.3.2.1
Title Plasma Protein Binding Study Reports

292 |Element |m5-3-2-1-plasma-protein-binding-study-reports
Directory |m5/53-clin-stud-rep/532-rep-stud-pk-human-biomat/5321-plasma-prot-bind-stud-rep
Comment
Number
Title Study Report 1

293 |Element |m5-3-2-1-plasma-protein-binding-study-reports
Directory |m5/53-clin-stud-rep/532-rep-stud-pk-human-biomat/5321-plasma-prot-bind-stud-rep/study-report-1
Comment
Number
Title Study Report 2

294 |Element |m5-3-2-1-plasma-protein-binding-study-reports
Directory |m5/53-clin-stud-rep/532-rep-stud-pk-human-biomat/5321-plasma-prot-bind-stud-rep/study-report-2
Comment
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Number

Title Study Report 3
295 |Element |m5-3-2-1-plasma-protein-binding-study-reports
Directory |m5/53-clin-stud-rep/532-rep-stud-pk-human-biomat/5321-plasma-prot-bind-stud-rep/study-report-3
Comment
Number |5.3.2.2
Title Reports of Hepatic Metabolism and Drug Interaction Studies
296 |Element |m5-3-2-2-reports-of-hepatic-metabolism-and-drug-interaction-studies
Directory |m5/53-clin-stud-rep/532-rep-stud-pk-human-biomat/5322-rep-hep-metab-interact-stud
Comment
Number
Title Study Report 1
297 |Element [m5-3-2-2-reports-of-hepatic-metabolism-and-drug-interaction-studies
Directory |m5/53-clin-stud-rep/532-rep-stud-pk-human-biomat/5322-rep-hep-metab-interact-stud/study-report-1
Comment
Number
Title Study Report 2
298 |Element [m5-3-2-2-reports-of-hepatic-metabolism-and-drug-interaction-studies
Directory |m5/53-clin-stud-rep/532-rep-stud-pk-human-biomat/5322-rep-hep-metab-interact-stud/study-report-2
Comment
Number
Title Study Report 3
299 |Element [m5-3-2-2-reports-of-hepatic-metabolism-and-drug-interaction-studies
Directory |m5/53-clin-stud-rep/532-rep-stud-pk-human-biomat/5322-rep-hep-metab-interact-stud/study-report-3
Comment
Number |5.3.2.3
Title Reports of Studies Using Other Human Biomaterials
300 |Element |m5-3-2-3-reports-of-studies-using-other-human-biomaterials
Directory |m5/53-clin-stud-rep/532-rep-stud-pk-human-biomat/5323-stud-other-human-biomat
Comment
Number
301 |[Title Study Report 1
Element |m5-3-2-3-reports-of-studies-using-other-human-biomaterials
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Directory |m5/53-clin-stud-rep/532-rep-stud-pk-human-biomat/5323-stud-other-human-biomat/study-report-1
Comment
Number
Title Study Report 2
302 |Element |m5-3-2-3-reports-of-studies-using-other-human-biomaterials
Directory |m5/53-clin-stud-rep/532-rep-stud-pk-human-biomat/5323-stud-other-human-biomat/study-report-2
Comment
Number
Title Study Report 3
303 |Element |m5-3-2-3-reports-of-studies-using-other-human-biomaterials
Directory |m5/53-clin-stud-rep/532-rep-stud-pk-human-biomat/5323-stud-other-human-biomat/study-report-3
Comment
Number |5.3.3
Title Reports of Human Pharmacokinetic (PK) Studies
304 |Element |m5-3-3-reports-of-human-pharmacokinetics-pk-studies
Directory |m5/53-clin-stud-rep/533-rep-human-pk-stud
Comment
Number 15.3.3.1
Title Healthy Subject PK and Initial Tolerability Study Reports
305 |Element |m5-3-3-1-healthy-subject-pk-and-initial-tolerability-study-reports
Directory |m5/53-clin-stud-rep/533-rep-human-pk-stud/5331-healthy-subj-pk-init-tol-stud-rep
Comment
Number
Title Study Report 1
306 |Element |m5-3-3-1-healthy-subject-pk-and-initial-tolerability-study-reports
Directory |m5/53-clin-stud-rep/533-rep-human-pk-stud/5331-healthy-subj-pk-init-tol-stud-rep/study-report-1
Comment
Number
Title Study Report 2
307 |Element [m5-3-3-1-healthy-subject-pk-and-initial-tolerability-study-reports
Directory |m5/53-clin-stud-rep/533-rep-human-pk-stud/5331-healthy-subj-pk-init-tol-stud-rep/study-report-2
Comment
308 |Number
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Title Study Report 3

Element |m5-3-3-1-healthy-subject-pk-and-initial-tolerability-study-reports

Directory |m5/53-clin-stud-rep/533-rep-human-pk-stud/5331-healthy-subj-pk-init-tol-stud-rep/study-report-3

Comment
Number 15.3.3.2
Title Patient PK and Initial Tolerability Study Reports

309 |Element |m5-3-3-2-patient-pk-and-initial-tolerability-study-reports

Directory |m5/53-clin-stud-rep/533-rep-human-pk-stud/5332-patient-pk-init-tol-stud-rep

Comment

Number

Title Study Report 1

310 |Element |m5-3-3-2-patient-pk-and-initial-tolerability-study-reports

Directory |m5/53-clin-stud-rep/533-rep-human-pk-stud/5332-patient-pk-init-tol-stud-rep/study-report-1

Comment

Number

Title Study Report 2

311 |Element |m5-3-3-2-patient-pk-and-initial-tolerability-study-reports

Directory |m5/53-clin-stud-rep/533-rep-human-pk-stud/5332-patient-pk-init-tol-stud-rep/study-report-2

Comment

Number

Title Study Report 3

312 |Element |m5-3-3-2-patient-pk-and-initial-tolerability-study-reports

Directory |m5/53-clin-stud-rep/533-rep-human-pk-stud/5332-patient-pk-init-tol-stud-rep/study-report-3

Comment
Number |5.3.3.3
Title Intrinsic Factor PK Study Reports

313 |Element [m5-3-3-3-intrinsic-factor-pk-study-reports

Directory |m5/53-clin-stud-rep/533-rep-human-pk-stud/5333-intrin-factor-pk-stud-rep

Comment

Number

Title Study Report 1

314 Element |m5-3-3-3-intrinsic-factor-pk-study-reports

Directory |m5/53-clin-stud-rep/533-rep-human-pk-stud/5333-intrin-factor-pk-stud-rep/study-report-1
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Comment

Number
Title Study Report 2
315 |Element |m5-3-3-3-intrinsic-factor-pk-study-reports
Directory |m5/53-clin-stud-rep/533-rep-human-pk-stud/5333-intrin-factor-pk-stud-rep/study-report-2
Comment
Number
Title Study Report 3
316 |Element [m5-3-3-3-intrinsic-factor-pk-study-reports
Directory |m5/53-clin-stud-rep/533-rep-human-pk-stud/5333-intrin-factor-pk-stud-rep/study-report-3
Comment
Number [5.3.3.4
Title Extrinsic Factor PK Study Reports
317 |Element [m5-3-3-4-extrinsic-factor-pk-study-reports
Directory |m5/53-clin-stud-rep/533-rep-human-pk-stud/5334-extrin-factor-pk-stud-rep
Comment
Number
Title Study Report 1
318 |Element [m5-3-3-4-extrinsic-factor-pk-study-reports
Directory |m5/53-clin-stud-rep/533-rep-human-pk-stud/5334-extrin-factor-pk-stud-rep/study-report-1
Comment
Number
Title Study Report 2
319 |Element [m5-3-3-4-extrinsic-factor-pk-study-reports
Directory |m5/53-clin-stud-rep/533-rep-human-pk-stud/5334-extrin-factor-pk-stud-rep/study-report-2
Comment
Number
Title Study Report 3
320 |Element |m5-3-3-4-extrinsic-factor-pk-study-reports
Directory |m5/53-clin-stud-rep/533-rep-human-pk-stud/5334-extrin-factor-pk-stud-rep/study-report-3
Comment
391 N_umber 5.3.3.5_
Title Population PK Study Reports
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Element |m5-3-3-5-population-pk-study-reports
Directory |m5/53-clin-stud-rep/533-rep-human-pk-stud/5335-popul-pk-stud-rep
Comment
Number
Title Study Report 1
322 |Element [m5-3-3-5-population-pk-study-reports
Directory |m5/53-clin-stud-rep/533-rep-human-pk-stud/5335-popul-pk-stud-rep/study-report-1
Comment
Number
Title Study Report 2
323 |Element [m5-3-3-5-population-pk-study-reports
Directory |m5/53-clin-stud-rep/533-rep-human-pk-stud/5335-popul-pk-stud-rep/study-report-2
Comment
Number
Title Study Report 3
324 |Element [m5-3-3-5-population-pk-study-reports
Directory |m5/53-clin-stud-rep/533-rep-human-pk-stud/5335-popul-pk-stud-rep/study-report-3
Comment
Number |5.3.4
Title Reports of Human Pharmacodynamic (PD) Studies
325 |Element [m5-3-4-reports-of-human-pharmacodynamics-pd-studies
Directory |m5/53-clin-stud-rep/534-rep-human-pd-stud
Comment
Number [5.3.4.1
Title Healthy Subject PD and PK/PD Study Reports
326 |Element |m5-3-4-1-healthy-subject-pd-and-pk-pd-study-reports
Directory |m5/53-clin-stud-rep/534-rep-human-pd-stud/5341-healthy-subj-pd-stud-rep
Comment
Number
Title Study Report 1
327 |Element |m5-3-4-1-healthy-subject-pd-and-pk-pd-study-reports
Directory |m5/53-clin-stud-rep/534-rep-human-pd-stud/5341-healthy-subj-pd-stud-rep/study-report-1
Comment
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Number

Title Study Report 2

328 |Element |m5-3-4-1-healthy-subject-pd-and-pk-pd-study-reports

Directory |m5/53-clin-stud-rep/534-rep-human-pd-stud/5341-healthy-subj-pd-stud-rep/study-report-2

Comment

Number

Title Study Report 3

329 |Element |m5-3-4-1-healthy-subject-pd-and-pk-pd-study-reports

Directory |m5/53-clin-stud-rep/534-rep-human-pd-stud/5341-healthy-subj-pd-stud-rep/study-report-3

Comment
Number |[5.3.4.2
Title Patient PD and PK/PD Study Reports

330 |Element [m5-3-4-2-patient-pd-and-pk-pd-study-reports

Directory |m5/53-clin-stud-rep/534-rep-human-pd-stud/5342-patient-pd-stud-rep

Comment

Number

Title Study Report 1

331 |Element [m5-3-4-2-patient-pd-and-pk-pd-study-reports

Directory |m5/53-clin-stud-rep/534-rep-human-pd-stud/5342-patient-pd-stud-rep/study-report-1

Comment

Number

Title Study Report 2

332 |Element [m5-3-4-2-patient-pd-and-pk-pd-study-reports

Directory |m5/53-clin-stud-rep/534-rep-human-pd-stud/5342-patient-pd-stud-rep/study-report-2

Comment

Number

Title Study Report 3

333 |Element [m5-3-4-2-patient-pd-and-pk-pd-study-reports

Directory |m5/53-clin-stud-rep/534-rep-human-pd-stud/5342-patient-pd-stud-rep/study-report-3

Comment
Number |5.3.5
334 |[Title Reports of Efficacy and Safety Studies

Element |m5-3-5-reports-of-efficacy-and-safety-studies
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Directory |m5/53-clin-stud-rep/535-rep-effic-safety-stud
Comment
Number |5.3.5
Title Reports of Efficacy and Safety Studies - Indication Name
Element |m5-3-5-reports-of-efficacy-and-safety-studies
Directory |m5/53-clin-stud-rep/535-rep-effic-safety-stud/indication-1
T ANE LIRS DEE (B 20X Tasthma), @8 CTHAIVINET) 24T ED D, HEEOMEIGE (BI21X, Bl L OR
UEIE) A HFETAEAICIE. 1B OEIED 7 412 1E Tasthmal, 2%& B OBEGIED 7 4 /L4 1% Tmigraine | &35,
335 XML 2Ny 7 A= NOBEIIED BT 7 7 A VAT 25D L —BWEROXETH LD, EIHDTH-oTH
LV, #iz1E 'Non-Small Cell Lung Cancer| &9 JEED BN HomHE. ZDOLED T 7 A4 V4T INSCLC|
Comment [&FKFEL TH KW (B 1F, summelineff-nscle.pdf) . HAE Z 4 & DB OV CTEEHERY 22 TIFE O — B I IF(EE T, HEE
FINODBEMEDEDLHGFEIA TV AV NVDOBICEGICELSND I LDRVE D HEICKLEZRSIXITHLH, U
TECNAHERT DME—DOFHIEE, NEU R RMEEEZ R o7 —TEHREZTSTHIBRL, CNODT 7 ANDIZODERE
LB 2RO LW —TVERA RS 52 L THD, HEEA I INOOBRMEEEZER S HHIC, ZBEAEGINE
2, FETEEOXEFIEIZ DWW CTHUROBH Y JHICHHER T D 2 &
Number |5.3.5.1
Title Study Reports of Controlled Clinical Studies Pertinent to the Claimed Indication
336 |Element [m5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the-claimed-indication
Directory |m5/53-clin-stud-rep/535-rep-effic-safety-stud/indication-1/5351-stud-rep-contr
Comment
Number
Title Study Report 1
337 |Element [m5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the-claimed-indication
Directory |m5/53-clin-stud-rep/535-rep-effic-safety-stud/indication-1/5351-stud-rep-contr/study-report-1
Comment
Number
Title Study Report 2
338 |Element [m5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the-claimed-indication
Directory |m5/53-clin-stud-rep/535-rep-effic-safety-stud/indication-1/5351-stud-rep-contr/study-report-2
Comment
Number
339 |[Title Study Report 3
Element |m5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the-claimed-indication
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Directory |m5/53-clin-stud-rep/535-rep-effic-safety-stud/indication-1/5351-stud-rep-contr/study-report-3
Comment
Number |5.3.5.2
Title Study Reports of Uncontrolled Clinical Studies
340 |Element [m5-3-5-2-study-reports-of-uncontrolled-clinical-studies
Directory |m5/53-clin-stud-rep/535-rep-effic-safety-stud/indication-1/5352-stud-rep-uncontr
Comment
Number
Title Study Report 1
341 |Element [m5-3-5-2-study-reports-of-uncontrolled-clinical-studies
Directory |m5/53-clin-stud-rep/535-rep-effic-safety-stud/indication-1/5352-stud-rep-uncontr/study-report-1
Comment
Number
Title Study Report 2
342 |Element [m5-3-5-2-study-reports-of-uncontrolled-clinical-studies
Directory |m5/53-clin-stud-rep/535-rep-effic-safety-stud/indication-1/5352-stud-rep-uncontr/study-report-2
Comment
Number
Title Study Report 3
343 |Element [m5-3-5-2-study-reports-of-uncontrolled-clinical-studies
Directory |m5/53-clin-stud-rep/535-rep-effic-safety-stud/indication-1/5352-stud-rep-uncontr/study-report-3
Comment
Number 15.3.5.3
Title Reports of Analyses of Data from More than One Study
344 |Element |m5-3-5-3-reports-of-analyses-of-data-from-more-than-one-study
Directory |m5/53-clin-stud-rep/535-rep-effic-safety-stud/indication-1/5353-rep-analys-data-more-one-stud
Comment
Number
Title Study Report 1
345 |Element |m5-3-5-3-reports-of-analyses-of-data-from-more-than-one-study
Directory |m5/53-clin-stud-rep/535-rep-effic-safety-stud/indication-1/5353-rep-analys-data-more-one-stud/study-report-1
Comment
346  |Number
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Title Study Report 2
Element |m5-3-5-3-reports-of-analyses-of-data-from-more-than-one-study
Directory |m5/53-clin-stud-rep/535-rep-effic-safety-stud/indication-1/5353-rep-analys-data-more-one-stud/study-report-2
Comment
Number
Title Study Report 3
347 |Element |m5-3-5-3-reports-of-analyses-of-data-from-more-than-one-study
Directory |m5/53-clin-stud-rep/535-rep-effic-safety-stud/indication-1/5353-rep-analys-data-more-one-stud/study-report-3
Comment
Number |5.3.5.4
Title Other Study Reports
348 |Element |m5-3-5-4-other-study-reports
Directory |m5/53-clin-stud-rep/535-rep-effic-safety-stud/indication-1/5354-other-stud-rep
Comment
Number
Title Study Report 1
349 |Element |m5-3-5-4-other-study-reports
Directory |m5/53-clin-stud-rep/535-rep-effic-safety-stud/indication-1/5354-other-stud-rep/study-report-1
Comment
Number
Title Study Report 2
350 |Element |m5-3-5-4-other-study-reports
Directory |m5/53-clin-stud-rep/535-rep-effic-safety-stud/indication-1/5354-other-stud-rep/study-report-2
Comment
Number
Title Study Report 3
351 |Element |m5-3-5-4-other-study-reports
Directory |m5/53-clin-stud-rep/535-rep-effic-safety-stud/indication-1/5354-other-stud-rep/study-report-3
Comment
Number |5.3.6
359 Title Reports of Postmarketing Experience
Element |m5-3-6-reports-of-postmarketing-experience
Directory |m5/53-clin-stud-rep/536-postmark-exp
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Comment

Number |[5.3.7

Title Case Report Forms and Individual Patient Listings

353 |Element |m5-3-7-case-report-forms-and-individual-patient-listings

Directory |m5/53-clin-stud-rep/537-crf-ipl

Comment

Number

Title Study 1

354 |Element |m5-3-7-case-report-forms-and-individual-patient-listings

Directory |m5/53-clin-stud-rep/537-crf-ipl/study-1

Comment
Number
Title Document/Dataset 1
355 Element |m5-3-7-case-report-forms-and-individual-patient-listings
File m5/53-clin-stud-rep/537-crf-ipl/study-1/filename-1.pdf
Comment ik 2 I TT 7 A IVDARNLT 7 /f NEFRTHEDE L, IRFLEY RO THLZ L, T —% &y FORHAZE
ENDHMEIMMZHONTIE, A X REBRTHZ L,
Number
Title Document/Dataset 2
356 |Element  |m5-3-7-case-report-forms-and-individual-patient-listings
File m5/53-clin-stud-rep/537-crf-ipl/study-1/filename-2.pdf
Comment
Number
Title Document/Dataset 3
357 |Element [m5-3-7-case-report-forms-and-individual-patient-listings
File m5/53-clin-stud-rep/537-crf-ipl/study-1/filename-3.pdf
Comment
Number
Title Study 2

358 |Element |m5-3-7-case-report-forms-and-individual-patient-listings

Directory |m5/53-clin-stud-rep/537-crf-ipl/study-2

Comment [EE#TEFKT D,

359 |Number

Page 4-61



Title Document/Dataset 1
Element |m5-3-7-case-report-forms-and-individual-patient-listings
File m5/53-clin-stud-rep/537-crf-ipl/study-2/filename-1.pdf
Comment
Number
Title Document/Dataset 2

360 |Element [m5-3-7-case-report-forms-and-individual-patient-listings
File m5/53-clin-stud-rep/537-crf-ipl/study-2/filename-2.pdf
Comment
Number
Title Document/Dataset 3

361 |Element [m5-3-7-case-report-forms-and-individual-patient-listings
File m5/53-clin-stud-rep/537-crf-ipl/study-2/filename-3.pdf
Comment
Number
Title Study 3

362 |Element |m5-3-7-case-report-forms-and-individual-patient-listings
Directory |m5/53-clin-stud-rep/537-crf-ipl/study-3
Comment |EFEZEHKRT D,
Number
Title Document/Dataset 1

363 |Element |m5-3-7-case-report-forms-and-individual-patient-listings
File m5/53-clin-stud-rep/537-crf-ipl/study-3/filename-1.pdf
Comment
Number
Title Document/Dataset 2

364 |Element |m5-3-7-case-report-forms-and-individual-patient-listings
File m5/53-clin-stud-rep/537-crf-ipl/study-3/filename-2.pdf
Comment
Number

365 Title Document/Dataset 3
Element |m5-3-7-case-report-forms-and-individual-patient-listings
File m5/53-clin-stud-rep/537-crf-ipl/study-3/filename-3.pdf

Page 4-62




Comment
Number |[5.4
Title Literature References

366 |[Element |m5-4-literature-references
Directory |m5/54-lit-ref
Comment [EH ., Z2EXMO I —|IlAx D7 7 AN (THRHLEXMIT L1774 0) &L TRINT S,
Number
Title Reference 1

367 |[Element |m5-4-literature-references
File m5/54-lit-ref/reference-1.pdf
Comment
Number
Title Reference 2

368 |[Element |m5-4-literature-references
File m5/54-lit-ref/reference-2.pdf
Comment
Number
Title Reference 3

369 [Element |m5-4-literature-references
File m5/54-lit-ref/reference-3.pdf
Comment
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370

Number

Title

Element

Directory

util

Comment

=74 V7 VT«

371

Number

Title

Element

Directory

util/dtd

Comment

DTD/A % —< — HFET 2 Ml LA O Hillk DTD/A F—~< %250 DM E L7720,
372-3791TD 7 7 A NAITH 2 BB ThH D, WD T 7 ANVAHRNN—2 g ANIOWCIHIR T A X A2 BB HZ &,

372

Number

Title

Element

File

util/dtd/ich-ectd-n.dtd

Comment

A AR AT D DTD—eCTD HFEE#ERT A7 OIFEHLIE-NN—Va v 250528, In) IIBED A=V g U ERT

(Bl ZIE, 3-2)

373

Number

Title

Element

File

util/dtd/eu-regional-n.dtd

Comment

EU EA OXEICXT D DTD, n) I3FED A A—V 3 v apnd (FlziE, 1-1),

374

Number

Title

Element

File

util/dtd/jp-regional-n.xsd

Comment

AARBEADOLFICKT D AT —~, [n] [FFRED A= a o a2md (BFIIE, 1-0),

375

Number

Title

Element

File

util/dtd/us-regional-n.dtd

Comment

US [l O CEICKT 25 DTD, n)] ¥ EDONN—V a v &R WilxiE, 1-0),
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Number

Title
Element
376 Il util/dtd/xx-regional-n.dtd
Comment )8))( WZEA 72 CEICHT 5 DTD, 22 C, xx I 1S0-3166-1 @ 2 XFDEH=a— R, In] [ZFFEDONN—T g 2ot (FlziE, 14
Number
Title
377 |Element
Directory |util/style
Comment [RH AL —MIxT 2T 41V 27 MU -ICHBEOHIKDO A X A L — |
Number
Title
Element
378 File util/style/ectd-n.xsl
Comment HEE BRI ICHFEE NS LTHEM L eCTD AX ALY —FhDOR—=Va v 28505, In] IBED A= a v ERT

(Bl 2%, 1-0),
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&5 ok K ORMEZR & OHIRE A OIF 8

Vo=
AHEiTiX CTD ([ZIFBI/R SN TV R WARICEE T 2 Mk E A OfF#R & . eCTD 12 L 2 HFEDIEE
EZEOTHDOB T AT 4 v 7 OFEMIZOWTEIT 5,

W DIFHR : €= —/r 1

AEY 2 —MTF IR OITEFEA T EN D, EVa—b LIZo0TE, WAL ETH
FRO MW THUE A OZEMERH D, eCTD /Ny 7R =3, HsE A OfF# A2 PFEICE 0 Ts
ETELLIEESN TN D,

HRH & B TECE ACRREM 2 S SCEF R ORI TR SV TR A o A TIREh D, BY
2=V 1 2B T 5 & & 1d, il A X X EffEk6 2RO L, TV a—/b 1ITIE, Hillh
A Z L ATRENDHILELII L O, ETOTBOCE (FI2F, A GEHE) LIRMGENE £
o,

LT LHETOHIREA DOXENEY 2 —/V LIZEENLDIT TiEV, FEOHURIZHNE L X
NEMEZFIZE D 2—/L 2~5 [THET D, ZnboWmEEL, BESINHERONFICK LHE
LEEY 2a—LIIED B,

FZHIR L, BT 2— VD7 3 —~ v FBLONFICEE T 2 MR EHICRET 04 X0 A& 17
95, £ 5—1ICKHIRICI T KL E2 R,

% 51
HiLIK ALVE—Ry FT RV R BEF A
E S (EU) http://www.emea.europa.eu esubmission@emea.europa.eu
KEEMEIKTT (FDA) http://www.fda.gov/cber esubprep@fda.hhs.gov
http://www.fda.gov/cder esub@fda.hhs.gov
H AR A 558 http://Aww.mhlw.go.jp ectd@pmda.go.jp
WSTAT BRI S L RS | hitp://www.pmda.go.jp
A S
T AR http://www.hc-sc.gc.ca ereview@hc-sc.gc.ca
BHFET L X

IR S R S SR (S EBR AT 972 2 & A SR~ BB R 2 A9 5 FHEIC OV T o
HHIE, R5—2DMRILNOAFTE D,

# 52
HHISE R&dk

EMEA., FRMNEA F 721345 E Y )5 http://www.emea.europa.eu

http://www.hma.eu/
A A=A 558 http:/Mmww.mhlw.go.jp
IRSTAT L A 5 35 5 [ Rk aaie & i http://www.pmda.go.jp
KA S E R T http://www.fda.gov/
HF AR . R # R (Health Canada, | http://www.hc-sc.gc.ca
Health Protection Branch, Canada)
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http://www.emea.europa.eu/
../../../../../Local%20Settings/Dawn/Local%20Settings/Temporary%20Internet%20Files/OLK56/ICH/MyTemporaryFiles/external/ICH/eCTD%203.2.1/external/ICH/Local%20Settings/Daten%201/Local%20Settings/Temp/PowerZip.tmp/m2meeting/esubmission@emea.eu.int
http://www.fda.gov/cber
http://www.fda.gov/cder
mailto:esubprep@cber.fda.gov
mailto:esub@cder.fda.gov
http://www.mhlw.go.jp/
http://www.nihs.go.jp/
../../../../../Local%20Settings/Dawn/Local%20Settings/Temporary%20Internet%20Files/OLK56/ICH/MyTemporaryFiles/external/ICH/eCTD%203.2.1/external/ICH/Local%20Settings/Daten%201/Local%20Settings/Temp/PowerZip.tmp/m2meeting/e-submission@nihs.go.jp
http://www.hc-sc.gc.ca/hpb-dgps/therapeut
../../../../../Local%20Settings/Dawn/Local%20Settings/Temporary%20Internet%20Files/OLK56/ICH/MyTemporaryFiles/external/ICH/eCTD%203.2.1/external/ICH/Local%20Settings/Daten%201/Local%20Settings/Temp/PowerZip.tmp/m2meeting/Bob_kapitany@hc-sc.gc.ca
http://www.emea.europa.eu/
http://www.mhlw.go.jp/
http://www.nihs.go.jp/
http://www.fda.gov/

Y573
WY 72 E0EARIC O TCII IR T A X A BB+ A b

GIN— L —
FEEE L PDF 7 7 1 v (f5] cover.pdf) & L TChON—ULX—%MTDH L, MO NN—1L F—
HHFEEOE TRV (BRI X0, FEFZER L) 255, I—LF—|Z
BUTEZED 5,

o EYIZATEUF W & OPFEE RO

o k., BTNl FRFIMEEBTFRROMG L L TRESNIHFEEROEZ V3
Lk

o FETHAOTHEIE L, HEERORBLFOY A X, F=, IO A X 22t
WHWEEBF AR (Bl 21X, DLT 5—7ICfWE= 73—~ k) &%
HEHTAHZENEELL,

o TFANDIUANAF = IR LY 7 by =27 OiAEZED, HiEEER
AL ANTIHERENTWRWT L 2 LB

o HENCOVTOITBE S & ONHEANTE 12 B9 % i 2k

Bx

A H =3y b ETCORRRT — X ZHITHEER OB ICHEI N FETHD, L, #H
Y RN LR BAT — b oA BT D E T, FEEENITEE £ 32RO EE
FINCEE T 5 2 &,

tF=z U7y

eCTD N2 DY 7 7 A NI L, MDS F = /Y ra2g052s, Fouv /YLl
ZEAIRFEOEL ONET 7 A NVOEEMEERGET 52 &N TES, XML eCTD A VA X
A2 DY =7 LA DT 7 ANVDEFEHE SN T = v 7 AR EEND,

XML eCTD A vV AZ L AZONWTHT 2w I/ Le2EHHI L, HEHILIIOTF v 7 L7
7 A V% index-md5.txt & WO 4T T, XML eCTD A v AX L AELERUT 4 LY FUIZED D
Z L, HFEET index-mdb.txt 7 7 A VORNKFEFIRIE I L, HICHIB Lz 02 KoEREX L
HIZHFBICEDDL L, HIOA VT v I AT 7 ANDTF = v 7Y 2 GTRED 7 7 A VIFA
FETh, 207740 (BLOED MDs F = v 7% 2#E) 1% indexxml Z 7 A /LD Y — T 5
Rz END,

HiY 23 ICH M2 B 4.1 2% L TV A561E, FEHE I 0f 5 ICiE> T eCTD 21+
K77 A0 LTRETE S, ZOHEICEINIE eCTD 2 5L L TA v ¥ —F% v FTEET D
N (A ¥ —Fy MIEDAZHEPHIECER SN TWAEHE) . 3% T A7 LR
FEAEIC B W TS L TE 5, BE{bO ML, BEHERO T TA N —%2RETLHZ L, BLY
HEBIEWMPHEIRE 52 DN ZEHETL R TE 2 L 9RiET 22 TH D, eCTD A X
— 3y MEHTEAMNT D EXIIXEICH LT 200 #EETH S,

WEE R 2 O TS A XM T 25613, BE i —2OBRETEH 505, BLELIFTHRSH
IR0, BERDEHIY RIS < ETIIHFEE DRI T 52858 EE a0,
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HE5#E 1T eCTD OfERI 7 7 A MZKE L, 77 AN LD EF 2T 4 RIERC/SAY — NMii#Es
EOTIER LR, HEEE X, B, CECHTLIEE, 7XFA NI T 7 40 v 7 ADORER, &
W74 —b « 74— /L FROBEM « ZHEAAREICT S L, BHEINBORNT X2V T BLW
TR ARIENC LY, SN T 7 A L OEEMENMER SR T IER B0,

ZH

-

JRH Y RICEIRE L2, HEEERHIMIOITBIM TRt = 12t > THRE - FEL S5, 0%, #H
B S OFRETMICHBEEROF AR EHOa v —N Bt En5, @FE, 2y NV —27 O —
N—Fizavr—%2E 2 gLy, ItErnans,

R

BHEL L, FOFHBIOFEICH > T, eCTD HEOZHEAMR LR TIT LR, =
FEMERRIZBE T D H A XU AZHOWTIE, HiEE IR 5107 FLAEZSRINT W,
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fték6: eCTD XML HFE

AR
eCTD OFFHIIE, Hx RERAEELTD, HTh, RENCEBE P EAE G2 HE & LT
I ROL IR OB D5,

o HFHIZ, TAMMITEEIREE, B, ELE, £¥% (supplements, amendments and
variations) ZMETEHZ L,

o HIFEFIZ. MO T A F 2 3E HAIB X OIERITR S D HUBEY IS8 )S TE 722
FHiEe breuy,

o HIRDOEAITHEN, T REFHEZIRY AND Z LR TE 585, Hiffiidink
PEDR 721 IET2 B2,

eCTD ORFFOHMEL LTy 7 R—2 OMERH D, Ny 7 R—I3HFEOHMRER TH D 7
TANSD (V—=TBFRLMEEND) RA L EEANDIBRDO LI BRbEDOTHD, Ny 7R —r
% XML X E#%E2% (Document Type Definition : DTD) 23\ CW5, CTD TEHEIND
L eCTD DTD CER SN D EROMICITEERBEREH D, Ny 7 AR—r D) —7FRIT,
FEEEMN T 284 27 7 A VOB T 2T e F—var ol v 7 2#M3 2,

XML eCTD DTD (2 ESWTHERREN S 7 7 A L%, eCTD XML A > 2% v 2 &% 5L XML
Ny gh—rbrsS, XML Ny 78—k, 12U EDO) —TEBRENRFEUCUHE T 7 A L ER
TIELARETH D, LOLE—DOT7 7 A IZKT DHRA 2 BEEH D L. HfISRICBIT 5
TrFANDTATHA I NVEITH L RDZENHLOTHEELET S,

ZrANnEZET L2 P EE

eCTD DOZHEEIL. 7ANEBLRT77ANLD LT EERNER L=y R —WFmiFo 7
TV r—varEFHATAHI LK), RiEBEREAERE TS — N CEOMERDH S, eCTD O
iEL, 7N FHOMNTHFORAZE, 29 Lt ey —2a 285 1560 TH 5,

eCTD IZ&5FENAXEITIX, TEF—2a DYV IREFEELYHZOT, HEINBIZT 27 b
URESE A IRETAVERLS, FEFA—T a0V o273, BV a—ANICBWTHIY v 7 &
THZ L,

1ok 4 THRFED 7 ANF LT 7 A NDEHETER LIZ, T4 V7 NUEED b v 7 L~UL 3 ik
WLV RERRD, Py T LU T3 ZOLFRE, HIC BT S SR 2 B A ISR 5, B
KRB 2R B RFIHIC OV R, BT A X 2SR ENTV, RPIOHGE L. TORDOEESRE
FIXFRIC Ry 7L« T VAL EFERTH 2 L, Hx OWFEIT, £ OMIRIZEBT % Bkt
BT S T2ABIOY T 7 4 VA K0 ENS, TTOMK T, FilEE s iE 2 Th
L2 LNBEREND, BATOHECILERT DESTBPMETH D, T OMDT T oMK
TIHHEFESDNEE LWA, MWEATIERY, £ 6—1BLOK 6— 1124 a10FT OB ZRT,

* 6-1
RiEES H R FFE DR
ctd-123456 0000 JE R GEE R
ctd-123456 0001 WIEMEIE, BINEITIEFE
ctd-123456 0002 2EIHDEE, BMEZITAER
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ctd-123456 nnnn N[El B DEE, BINEZITAE

X 6-1

10 ctd-123458
=1 nooo

XML N> 7 R —20% index.xml ¢4 7m—2oD 7 7 A4V ELTRETA, ZO77 A4V
X, ZOHEEOHFEEEIE 7 AV A I AND, 6—1 [ZRTHITIX, 7444 10000],
TN 10001] BLO7 404 10002) 12 index.xml 7 7 A ABRIFHIT R B0, %
T NVEIZIEMDS F v I AT 7 AL, Tfoézb% index-md5.txt Zxfii7 % index.xml
TrANERIZEDD, Fflx OHRFED LT index.xml (Zxf9 %5 DTD % lutil] 74/
ZIZAND,

HIATE XML Ny 7R —2 7 7 A )Vid, HaE Z LICHIEADEY 22—V 1 7+ LV HICAND,

5l 2 DFEHIZE VT, HEBATEL XML N v 7 AR — /774w%ﬂ%¢5)%7£$@ﬁ&v%¢
a VEMITEIZ new) THD, HIBOA VT v I AT 7 ANDT = v 7V 22 ETRED 7 7
AIVFARETHY, ZOT77ANVEBIORZED MD5 F = v 7 ¥ L)X index.xml 77 AI/LDY
—J7ERICEVBREIND, Hllk XML Ny 7 R—27 7 A LIZ%T % DTD 135 HiED util ~7
FIVEIZAND,

F6—21FH6—1DHFNZXT DT 7 A NVOEETERT,

#* 62
HEEE R 7 + V& 77 AN
ctd-123456/0000 index.xml
index-md>5.txt
ctd-123456/0000/m1/us us-regional.xml
ctd-123456/0000/util/dtd ich-ectd-3-x.dtd
us-regional-vx-x.dtd
ctd-123456/0001 index.xml
index-md>5.txt
ctd-123456/0001/m1/us us-regional.xml
ctd-123456/0001/util/dtd ich-ectd-3-x.dtd
us-regional-vx-x.dtd
ctd-123456/0002 index.xml
index-md>5.txt
ctd-123456/0002/m1/us us-regional.xml

Page 6-2



HEEEE 7 4 L& 77 A
ctd-123456/0002/util/dtd ich-ectd-3-x.dtd
us-regional-vx-x.dtd

FA YL IR
eCTD DOZMEEIZE » T, HHEBEOFENRED T A 7V A 7 WVZE-S T, BRI ETE D
ZENHEETH D,

eCTD I &M D HE., B, EEFL XL L H i (supplements, amendments and
variations) ZINETHZ LM TE S, THOHOHEICSOWTIX, 3 TR —DOERNH L DI
TIEZ72\ A3, amendments & supplements (3KETHEH S5 HFE T, variations (KN T
HENHHETHDH, ZE, BB IXOMEERGEIL, S OITBOCEICRHT 280016 #2219
LI EIND, Bl REITHT 2 HEEE 2 P T 55 81%. FDA IZxf L CiIE
IEFE 7213 (supplements, amendment) HF5% ., BRINIZK L CIXZEE (variation) HiE%
T 228127, EHTYRMENEREZRDL2GE S, FHFEICRTL2ZHE, BN, £
72IHMEE (supplements, amendments and variations) & L CIE#®RAZHRET 5D, o> T, il
BIRTHEFEICKRT D74 7 A 2 NVEBRDHIEE R DNER DD, Z OO E 2GR,
BB /s, HEHTIG U THitlle DTD ok Z S e T A &4 2 A DG TRAE L 22 1T U722 5720,
H35% 12 eCTD DTD (2B CiEiy) /e ik DTD #2425 2 &,

eCTD DTD 2V —T7HEHEL XA TOTA 7V A I NVEEOLODOREEZHE L TWAD, HEE
L)L TDTA TV A 7 NVEREERIZYR—F L TWA DT TR, B B i & o)
THEAIT. B, BRELZITINBREND Y —TJERLFE LAy Z A=V OMBEIZH LWV —7
FHREZEHNT D, V—7FEHED [modified-file] JEIEIZIX, BN, B EZITHIRINAD Y —7
HBHEDOYV—7 ID 2505, ZIUZXVHEHIYRITITO 7 7 A )VOLGI% EECHER TS, LD
T ANVOREEZEHTE 5, dHMRRRE BT L IR OEIZRT,

FNL—g B

IR —va VEMIIHENOME A DY — T BREAEET H I OOEERGEE D, PEFIT.
IR —va VB ERWT, HEEICEEND Y — 7 EEOMHEXZBHY R 5, 42
L—ya VB, BERGOTA THA I VICED IRV TIRHESNNAIRGEIZEEND Y —
JHEMOBGREZHHT S, WIRIOBETIZETO Y —78EE L [HH (new)] ThH5H, 2[1H.
3EH, 4 BEZOHRFETIE, FH-IRESISND Y —7FR I, URHZEELEZY —7HEELOD
BfROAMIZL ) 2 CTRRAZANL—v a VEREZEDLED, £ 63 (4L —T 3 VEMED
B S&5MEOB®RETAT 5,

% 6-3 AV —3 g VEMNOER

T2 — WRFEEHY 7 F = TICB
Tavlg T BEEE KT HRROH)
PO fE IS K77 AN | BIDOT 7 AV
New AR —7HEBIFFNCIEE I N Y — 7583 LB | Current

N, F—ORHENSH D WVITHFED T A 7 A
JIVHOWTRIZEBWTEH, O EDD eCTD
NIZBWTERDY —7FEN Tnew] OA 2L
—a v EMEEOZ LTRSS NS,

Append | BEfE Y — 7 BEEICEET HHH Y — 7 #FE TH | Current Current -
D, WX, RE LTV, HDEVTHFHRIE Appended
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FSL— WREBERY 7 b =TICB
a g LS T BEEENIXT DR DA
WERMtT 255 IZHWS, ) Append [L[F— D2
HizksWT, L7250 ) —7EEFICHWA
WZ L AT BxiE. T A YA XD
Nz, EFT DA LS RGA) . LAL, @E
Append BIfRCIEIH SN D Y — 7 BER MBI X IE,. X
£ L Z o) [E U N T S 5 BRI,
Append DFEAITEY THLLERH D, [H— D
HNT 250V — 735 % Append % H\ T B f
U 2ENS, HUSOBIE Y R~HRT 5 2 &

Replace COFHY —TBERIZEZHEZ O5NLBEFY — 7 | Current Replaced
WERNDDLZ LEERT D,

Delete H7 7 ANOEIERL . V—T7EEDF L — No longer
va Vg Tdelete (HIBR) ) T& %, modified relevant to the
file)] BEIEIZ, HITPBEEICITEFRAEVEEZZ BN review

HEEfEH DY — 7 HEREAIRET D, SN b 7
FANLDFELRVD T, F = v 7V 2EMHEEI
ZEf, B ZIZREICATMEZE S 2R Ve AR & 72
60

modified-file B HIYIE, HEICH SV —THERIZL ST, BERIND (DFY, &L, BN
bHrWFHIBRENT) VT BEROMEEREEMT LI EITH D, AL —Ta VBB,
BEH D WITHIREO BHE 2 AT 584, modified-file BHELFDEE L 22X THD,
modified-file JEIIZ. lindex.xml] BLOEFEINTWE Y —T7ERZDY—7 ID Z/RL T3,
modified-file BMEFH—OV —T7BHEDOHE T, 6L, —EHDHV —THERNFOY — 75
FIZEHELDIWVIFHIBREIND &, BEINZY —7HF T H I8 TIEZAR <A Y . modified-
file BYEIC L > TR DB FD Y — 7 EHEND LIEETE 2R,

modified-file J& Al D Fel B & LA FIZRT, -
modified-file="../0001/index.xml#a1234567"

ik, T0001) k7 + VA HFSWNICH D [al234567) L LCEIW Y ToH N —T7HEHE
ID #F>7 7 A VONLEEHR AL L T D,

modified-file JEIEDEI L REE TR IN TV DS GIHAKGEIZST-H DUVINEAL— AN
VY modified-file="") | U — 7 BERIIBEMHEZFLRVOLFRIETH S,

PTIiCARN L —v a VEBMEOREIZ DWW TR 273, LTFORIE, fTRER2EToRNE, %
BIIHEET DO TIE R, AR —v g VEEOMAIZE L TERMA S 2580, HiZHHY
JICFIRRE Sz, XML A Y A U A B EBICERT D L &ITE, 77ANVESRT 5012
—7IDE=FEHTHZ L,

FH 1 —HEEEE O YIEEEH

% 6-4
T anBlit s 77 AN F L — | BESNDTZ77A)L | FBEY—ILTD
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- $E 0000 1%, 7 7 A v [structure.pdf] OFIEFEH T, ZHNBET 7 A L OFEHIK
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BHEHO 7 7 ANV E GEOHFERICIEHTRETER» - EEX N D) BEALTHL
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H5H, HEE LT eCTD O ZFRT APRICIE. AFA NV — 2B L T, DT eCTD
MEY =L EHDNTOWNWTNTH - TH, NEZ 7 A/VDOEKDOFE R index.xml 7 7 1 /L
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bl 6-1: FTHDEFZIT 5 HEDFESF & 7
PLFIX. AREICB T AR ME A 1 >0 PDF &L L CHRET 58450 XML Of#]Th
Do

<?xml version = "1.0" encoding = "UTF-8"?>
<IDOCTYPE ectd:ectd SYSTEM "util/dtd/ich-ectd-3-x.dtd">
<?xml-stylesheet type="text/xsl" href="util/style/ectd-2-1-x.xs1"?>
<ectd:ectd xmlns:ectd = "http://www.ich.org/ectd" xmlns:xlink = "http://www.w3c.org/1999/xlink">
<m2-common-technical-document-summaries>
<m2-5-clinical-overview xml:lang = "en">
<leaf ID="s123456" operation = "new" xlink:type = "simple" checksum-type=“md5”
checksum ="e854d3002c02a61fe5cbe926fd973401" xlink:href =
"m2/25-clin-over/clinical-overview.pdf" application-version =" PDF 1.4">
<title>Clinical Overview</title>
</leaf>
</m2-5-clinical-overview>
</m2-common-technical-document-summaries>
</ectd:ectd>

ZOHFEIIMET o L7 8 Y Tm2/25-clin-over/] (T 72bb, HFEEEEST L2 NI DTN
MBIREDLH D) WD T 7 A4 [clinical-overview.pdf] Z&ie, Z D7 7 A /Lix Tnew (Hr
)] T Y. [Clinical Overview] &9 AW TV S,

BMOFE L AT LTI, ZOHSIE CTD £V 2—/b 1 (MIKEAR) THEAl 45 BHEEICHE D
BRI & LT,

ZNAHE CTD 123456 (29 A HEEHTH D2 HIiX, KHFOET 7 A VITEH ctd-
123456/0000 7 4 L7 PUBIORZNUTDOT 4 L7 MIICEEND,

bl 6-2: (KIE, BWNEEIZTEREDFG &
FeopTix, WARMERME (clinical overview) M2 SNz, BLTOHITIE, ZhzFEH3h
T CEEHZ D,

T 0 XML BlIZER D HRTH - T, eCTD HFEEHEAHEM T 2B L2 nuide b
BROEZBLOBHEOERTHALT LHEEEN TV DD TIEa,
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T AN EE %@zét I, TDT7 7 ANERICERZ T OTICERRT 7 1 /LD<leaf>%EFH
B4 5, ﬁJz . ZHUAHES CTD 123456 (2%19 2 2 BIHORHETH DR HI1E, KHFED
BT 7 A VIR ctd-123456/0001 T 4 L7 FUBLOENUTOT 4 L7 M VIZEENS,

<?xml version = "1.0" encoding = "UTF-8"?>
<IDOCTYPE ectd:ectd SYSTEM "util/dtd/ich-ectd-3-x.dtd">
<?xml-sylesheet type="text/xsl" href="util/style/ectd2-1-x.x1s"?>
<ectd:ectd xmlns:ectd = "http://www.ich.org/ectd" xmlns:xlink = "http://www.w3c.org/1999/xlink">
<m2-common-technical-document-summaries>
<m2-5-clinical-overview xml:lang = "en">
<leaf ID="a123457” operation = "replace" xlink:type = "simple"
checksum-type=“md5” checksum ="502e¢9ab5827431f077340cea3b5e465a"
xlink:href = "m2/25-clin-over/clinical-overview-revised.pdf"
application-version = "PDF1.4" modified-file ="../0000/ index.xml#a123456">
<title>Clinical Overview</title>
</leaf>
</m2-5-clinical-overview>
</m2-common-technical-document-summaries>

</ectd:ectd>
41 6-3 %ﬁﬁ@z}ﬂ?ﬁﬁé BHEDFF &
B o IS E 2N B D B A 1L <m2-7-3-summary-of-clinical-efficacy> & <m5-3-5-reports-of-

efficacy-and-safety- stud1es>§?’?@%ﬂ%ﬂ . b9 1 o0RMEEFERT S, BIEZG OB
WZOWTHEER R HGEO —EIXFEE T, HEE IO OBMEOENHFET A 71 7 VOl
WCRBIZETFIND Z &@E%JZO\ BEHEICKLABRERZTH D, BIEZNEERTLHE—D
FiEE, AEO B E AR o7 ) — T BRETXCHIRL, ChHD T 7 ANDEODEEL
TEMEEEZFF OB L WY — TV BEFRARMTH L THL, HEHEFI N DBRMEAEZEE T 50l
(o BHEPSEYNE D FZOREIFIEC OV THIR O BH] Y RICFER T D Z &, PITOFR
ZZ DREDHEN T &R,

#* 6-9
BHR B B il
<m2-7-3-summary-of-clinical-efficacy> Indication 1 RS IE 44 Pain
<mb5-3-5-reports-of-efficacy-and-safety- Indication T P AE 4 Pain
studies>

HH 2Y J& 11X <m2-7-3-summary-of- clinical efficacy> & <mb5-3-5-reports-of-efficacy-and-safety-
studies>ZE R FORTO HRERITEIIEBIELFEILT 2 Z LICHET L2 L, LFOBIE,
2 DOWIGIE_ (IR L OEL) ICBET 2 EHROBME TR T A VA VA% S BIZFEHNICFIR L
T35, & [5 T, <category>ZFE 7 FORBROMSIL, <filetag>BEE A HWT, Z7 A /LDN
RO > THAEAND LD,

<?xml version = "1.0" encoding = "UTF-8"?>
<IDOCTYPE ectd:ectd SYSTEM "util/dtd/ich-ectd-3-x.dtd">
<?xml-sylesheet type="text/xsl" href="util/style/ectd2-1-x.x18"?>
<ectd:ectd xmlns:ectd = "http://www.ich.org/ectd" xmlns:xlink = "http://www.w3c.org/1999/xlink">
<m2-common-technical-document-summaries>
<m2-7-clinical-summary>
<m2-7-3-summary-of-clinical-efficacy indication = "pain">
<leaf ID="s123456" operation = "new" xlink:type = "simple"
checksum-type=“md5” checksum ="5aa5c0e630a700af869e4c72535{c922"
xlink:href ="m2/27-clin-sum/summary-clin-efficacy-pain.pdf">
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<title>pain efficacy summary</title>
</leaf>
</m2-7-3-summary-of-clinical-efficacy>
<m2-7-3-summary-of-clinical-efficacy indication = "nausea">
<leaf ID="a123457” operation = "new" xlink:type = "simple"
checksum-type=“md5” checksum ="bde4d34dc80678a266352af450c3962"
xlink:href ="m2/27-clin-summ/summary-clin-efficacy-nausea.pdf">
<title>nausea efficacy summary</title>
</leaf>
</m2-7-3-summary-of-clinical-efficacy>
</m2-7-clinical-summary>
</m2-common-technical-document-summaries>
<mb5-clinical-study-reports>
<m5-3-clinical-study-reports>
<mb-3-5-reports-of-efficacy-and-safety-studies indication = "pain">
<mb-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the-claimed-indication>
<leaf ID="a123458” operation = "new" xlink:type = "simple"
checksum-type=“md5” checksum ="a4529¢4a257f07f8a0ec591dde854578"
xlink:href ="mb5/53-clin-stud-rep/535-rep-eff-safety-stud/pain/pain-srl.pdf">
<title>pain study report 1</title>
</leaf>
</m5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the-claimed-indication>

</m5-3-5-reports-of-efficacy-and-safety-studies>
<mb5-3-5-reports-of-efficacy-and-safety-studies indication = "nausea">
<mb5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the-claimed-indication>

<leaf ID="a123459” operation = "new" xlink:type = "simple"

checksum-type=“md5” checksum ="c5¢39f594b2070a57bea66e58860efct"

xlink:href = "m5/53-clin-stud-rep/535-rep-eff-safety-stud/nausea/nausea-sr15.pdf">
<title>nausea study report 15</title>

</leaf>

<leaf ID="a123460" operation="new" xlink:type="simple"

checksum-type="md5" checksum="15faf198015{3599acabb7755¢2d6b0c"

xlink:href="m5/53-clin-stud-rep-535-rep-eff-safety-stud/nausea/5351-stud-rep-

contr/xyz0015/nausea-sr15.pdf">
<title>nausea study report 15</title>

</leaf>
</m5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the-claimed-indication>

</m5-3-5-reports-of-efficacy-and-safety-studies>
</m5-3-clinical-study-reports>
</m5-clinical-study-reports>
</ectd:ectd>

bl 6-4: BEDJTR, BEEZ LB L OEH P 5 E55DFF &

B ORI N D H5HA1E. <m3-2-s-drug-substance>EHRIZHEIN TWAEMEEZHWS Z &iT
L0, FEEA L RLEEEORA OMAGOEERNTH N TE S, BEZNDDEMEIZOW
TR 2 HEEO —BIIFEE T, FEHII IO OBRMOHELIHEET A 7 A 7 VOMICES
WWEEINDZ LDV E ), HEICKRGLEZRSRETHD, BUEINEERT DME— D HEIL,

R R B EE R ) —7HEEZ T CHIBRL, 2D 7 7 ANDIODOET L ErE
EROHI LW — VBRI I L THD, HEAEIIINOORMEEAEE T DA, AH
) E D . FFORSHIEIZ OV TSRO R HIZE /IR T2 &, LTFTORICZORE
POV &R,
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<m3-2-s-drug-substance> substance 1 SDJFRIFED L B Acetaminoph
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=R B ok =1 B

en
manufacturer AL BILEEE DL R My supplier

] 6-4A:

LT, 2 20FE (T TI /) 7=20BLR0aTAY) KHETAERAIELTIHEDOA
ABZUAZADYE v a OB THD, T2 TIHREO—FHiL, 2 >OREEENGEEIND
HLDET 5,

<m3-2-body-of-data>
<m3-2-s-drug-substance substance = "Acetaminophen" manufacturer = "My supplier">
<leaf ID="a123456” operation = "new" xlink:type = "simple" checksum-type=“md5”
checksum ="b002e4544c02361fe54be926ae777012" xlink:href="m3/32-body-data/
32s-drug-sub/acetaminophen-my-supplier/acetaminophen.pdf">
<title>Acetaminophen - My Supplier Data</title>
</leaf>
</m3-2-s-drug-substance>
<m3-2-s-drug-substance substance = "Acetaminophen" manufacturer = "Bulk Company 2">
<leaf ID="a123457” operation = "new" xlink:type = "simple" checksum-type=“md5”
checksum ="0000cdfa05b1e995f88057150414a783" xlink:href="m3/32-body-data/
32s-drug-sub/acetaminophen-bulk-company-2/acetaminophen2.pdf">
<title>Acetaminophen — bulk company 2 data</title>
</leaf>
</m3-2-s-drug-substance>
<m3-2-s-drug-substance substance = "Codeine" manufacturer = "Drug company 2">
<leaf ID="a123458” operation = "new" xlink:type = "simple" checksum-type=“md5”
checksum ="{555a23234165623fe54be926ee435354" xlink:href="m3/32-body-data/
32s-drug-sub/codeine-drug-company-2/codeine-quality-data.pdf">
<title>codeine — drug company2 data</title>
</leaf>
</m3-2-s-drug-substance>
</m3-2-body-of-data>

BEEORRNNH 5HHE1E. <m3-2-p-drug-product>ERICHEINTWAHREEEZHWS Z LT &
0. HFET2HHNL ERBIORE OMAGDEETRT D ENTED,, BEZ LB
DV THEHER R HFE O — B3 FERT T, HEEEF N ORMEOEDBHGET A 7% A 7 VORIZ
BIEFEINDZ LDV E S| HEICKREZRSREXTHD, BIEINEERT DM D)
B3, NEG BN EE R -7 ) — T BEEE T XTHIRL, 6D T7 7 A NDIDDEF LI
BEEZFEOH LV —TERIEHEITH L THDH, HERIT N OEMEEEZE LT DHHIC,

EERIWENE I, FFORSHFEZODWTHIEBOBRGI Y FEICHKTHLZ L, UToEIC
32.PICEBITD ZORBEMEDHENEERT,

* 6-11
EES J& 1t HH R i
<m3-2-p-drug-product> product-name 1 SORE DL TR wonder drug
dosageform D HFH D iR Capsule
manufacturer JREEDRIESEH DL TR Company A

%l 6-4B:
LR, 2 208K (I 7B L O8AD ICBETAEREENTHIHEDA VAX L AD Y%
v arOfThBD,
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<m3-2-body-of-data>
<m3-2-p-drug-product product-name = “Wonder drug” dosageform=“Capsule”
manufacturer=Company A”>
<leaf ID="a123456” operation = "new" xlink:type = "simple" checksum-type="“md5”
checksum ="f27c¢d9e659d8acf7baab10cc753d733c" xlink:href ="m3/32-body-data/
32p-drug-prod/capsule-5mg/32p1-desc-comp/description-and-composition.pdf">
<title>Wonder drug capsule product information</title>
</leaf>
</m3-2-p-drug-product>
<m3-2-p-drug-product product-name = “Wonder drug” dosageform="Tablet”
manufacturer="Company A”>
<leaf ID="a123457" operation = "new" xlink:type = "simple" checksum-type=“md5”
checksum ="7490d74c3d5e442ad57daa155253eb16" xlink:href ="0000/m3/32-body-data/
32p-drug-prod/tablet-5mg/32p1-desc-comp/description-and-composition.pdf">
<title>Wonder drug tablet product data</title>
</leaf>
</m3-2-p-drug-product>
</m3-2-body-of-data>

Bl 6-5: XML eCTD DTD ZEE & ## T S55DFFZ

HEEE 1L, ERXSNTHREEZEDO FIZ, /— RIEIE (node extensions) #1795 Z &I2L Y
BEEOEREZILIETE S, /— FEE_(node extensions) D TR S 26, g
T MELRGEDORITH Z &, /— RiKiE (node extensions) % fif 9~ % milZ ik & A &
VAERBR IS, FTICERT S HIR — RZ R, FEFE<node-extension>% i 5
%o <title>ZEHZDEITHER N L2, EFRINTEE DK MLO L)L TOIHYPLES
5 Z L, BlziE, <m2-3-rregional-information> 2 F X JL3E T X 5 A, <m2-3-quality-
overall-summary>lZ B RICER SN TMLOBEE TIERWVO THIETE 22,

PLFIZRH Y /B o EF I NIk E®RZ 7T 5 292, HEEHE 5 <m2-3-rregional-
information>% JLik L T % eCTD A > A X U ADHFIT, Hi%il/r % /~77, <node-extension>
R % title BRIFIHEONERZFHA L TW5, ULINOGIOMIBERIX, / — RiEELZ Hw
5 L7 <, <m2-3-rregional-information>#E D T D<leaf>EFE TRRULTAZ L L TX 5,

<m2-common-technical-document-summaries>
<m2-3-quality-overall-summary>
<m2-3-r-regional-information>
<node-extension>
<title>special-summary</title>
<leaf ID="a123456” operation = "new" xlink:type = "simple" xlink:href =
"m2/23-qos/extra-quality-sum.pdf" checksum-type="md5"
checksum="7490d74c3d5e442ad57daal155253eb16">
<title>Extra quality summary </title>
</leaf>
</node-extension>
</m2-3-r-regional-information>
</m2-3-quality-overall-summary>
</m2-common-technical-document-summaries>

RSN ) —RELTIREENEZE 7 7 AV EEHTHI100E, &<LFEUCEHR L, 7 — FHREE®R
( <node-extension>Z %9 A <title>EHE L EZDT) ZHWTEHBR T 7 A L EHRET D, ZHiZ
FOHHIE IO 7 7 ANV DOGFTERE L, TORELZTH TX 5,
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bl 6-6: DI T—B 47 & Hel T 3 BEDFF &

CTD O5E2REFHEICBITT oM., Hlfic k> TUI—#ov 7 v a VEKREITORETRE L
THLEWELTWS, ZHZOoWTITH T A X 222 anizvw, £054A1E. XML
eCTD A V' AX L RAIZ, OBV v a v ONKEELFEZF Lz PDF 77 A VEED5H L, £
® PDF 7 7 A MiE, #lziX CTD XEOAFTE, WEMN %, BIXO¥ 7Bl T2 Lz 1 2
— s LivZe, XMLeCTD A > A% v ZAD<title>HEFE T, NN EOBHTHDL 2 &
BT LINTE S,

DA F XBRHRIE A S A A CHRINT 5 2 & AR A V24 L ADHITH 5,

<m2-common-technical-document-summaries>
<m2-5-clinical-overview xml:lang = "en">
<leaf ID="a123456” operation = "new" xlink:type = "simple" checksum-type="md5" checksum =
"e854d3002c02a61febcbe926fd973401" xlink:href = "m2/25-clin-over/clinical-overview.pdf"
application-version = "PDF1.4">
<title>Paper Submission </title>
</leaf>
</m2-5-clinical-overview>
</m2-common-technical-document-summaries>
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&7 HFEER 7 3+ —~ v O

#E

KA TIX eCTD IZE DD 7 7 A N EAERRT D HIEZHOW TR~ D, 22T, EFHETK
RSN TWDE 7 7 A VT —~< v MEZOWTIERS, D7 +—~ > FOERIZ OV TIE,
BHIED T A X R,

PDF

Adobe Portable Document Format (PDF) % Adobe > A7 A4t (http:/www.adobe.com) 73
B LIAEINT 74—~y FThHD, PDF XEEERT HDIZ, Adobe X0, F DDk
EDREDORTZHEHTHMEIL2 VY, PDF IR TER SN D LEICATT A EREL LT
FANBND, LFIRTHERL, YRPHEMICEETESH L 57 PDF 7 7 A VOERIZEH
FATH D, Adobe Acrobat D BARFENSN—T g v, HDHWILT 7 A W BARENFLET D5 DM
FRIZOWTITHUR T A X A5 = &,

PDF 7 7 A WM T 7 BATE L9 T 5729, PDF 7 7 A VX 100 A HNA RLLF
IZTR_RETHY, Web lThHbT 22 &,

N—=Vg v

Hk EU #4451, PDF N—Y 9 1.4 TRIFLEZPDF 7 7 A )V EGiHRAL 2 LN TE
%, MJFM PDF 77 ANEZHFEAEY, TEF—FT25DIC, BNV 7 FELELTEIEND
S>TEZe 5720, PDF/A-1 (ISO #E#E-1SO1900-1:2005) IXREHOEXRTHY . eCTD % FH
9% ICH TOREER A I8V, PDF OO NN—T g V2T 256, MUk A XX
AR THZ L,

742 b

TXANAERT HBBICHERH L7+ v FREEEOa L Ea— X TR TE WG, PDF
MEY 7 MITHR A NEFRTHEDICHBMIC 7+ FaBX2 5, 742 FOBEHRIT, X
EONBOHEE, HOVITEAIC L > TEXEM 2 5EMICH, BEBERIET 0D D, Y
J&1X Times New Roman. Arial. Courier 3 XU Acrobat #ii v FEAETHR—FEND 7 7
VNPAMZ oW, 7 FBRIARBETH D Z EERIETE R, L7~ T, PDF 7 7
ANTHWEZR2TOBMO 7 4> M, FEENEICARLIZENTEZ S L2, HYIALZ &,
T4y NEHDIADE X, XEFHINDILTFRE T TR, Z074+ 2 bOETOXT%
WirkTeZ &,

T4y MIOIALEFERTL L Ea— X ORBREPRDIINEL 2D, 742 FOHDIA
HTERONDRFEAR=AZHIRT 2 HEE LT, LFD 3 203d 5,

o BXETHMATL 74+ FEEHKIRT S,
e True Type 721 Adobe Type 1 7 4 > b DK ZEFHT 5,

o NAZSTAREINTZT > MLV,

AARGEOZ7 4> b 2 34 v 742 8) i, ve—~F7x 8 L b7x2b) EDHKREX
W=, TRTOBAEREZ 4> ML TEOY Ty FE2HDIAT Z & 2 RMEHETIEH T2 &
LT D, XEOZEENAS—YF LA a—FEHHL, R—D7+> R A A R—LEN
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http://www.adobe.com/

TR TCHEHMIZFOLEDRREHRNTEL LT DHZENT7 40 MEOIAARDHTH
b, LT T, BECOHKRET v MDA MLIE T/, HREZ7 4+ MOV T2y M
HDIADIXHITHERET D Z Ll D,

Y7y FOES

7y bLlE, XFETHEHAIN TV XFRETEHOIALZ L2 E%T 5, 7ty Fa#He
AL, XFIEHENTORNLFELED TRETOXFEERT D, HARFEOL IR 21
FZxr NI, 2T 7y he LTHBDIALZ &,

AAZE 7 + v F OHDALICET A ER:

7 4 M EBODIATLEIZIE, UTORICEET S,

F

o TxrMEDIAARIZEY, ZEFD PC BRET PDF 7 7 A AR ERMICERINARENS
X2z 5,

o AUEL—HIZIKDT v oA A N—LTHUENR,

AR 72 e

THy MBMOIAENB LT 7 A NVEENENT 5,

LEIZEL OX=UREEND &, HRNCHFRINDND Z ER3D D,

%< D eCTD LEFIZHOR—TEEATEY, HIRIFFRN (E<7R25Z L0 BEIhd

AARGEZ & v FEMHT BT, BEHFLEZEHLOMTEAL—LEED TEBL, (%

DA K AEHRDO L)

o REWART7FVIFEFTERFEHTZZET, 742 FEHDIATZ L, BEHEEZEEN
NEEEMICALZZENTE, AT N8 TEALH1Ch5,

TV M AX
WODICTTFNNETEC, TEBOY A XELEZRTNIRLRVOTIIENERTH D, ALE

THEA L TVWAD Times New Roman 12 AR A > M, R XA FHDOIC@#EE 214 X TH DD T,

TREARGEAIIVWOTHHEHAT L 2 L, FROXIT 12 AU FEV/NENT 30 FEFEH LW
ALEZLNDN, ARERBEAITEICHT D Z L, BOEAIT. FAENT X 2B LH WL
N 1A= NIZEREIND D Z & ERIFRC, T A A NSBERNEIEETLZ D
VBETHY , oA AOEPUNINT UV ANRMETHD, "A b A XBRELLTBHE, LD

o

ZDORDBRBELRY . T—2 PRl ORICHEENTHEMEMIC R 2L 1G5, —KIZ,

RIZOWTIIRA b« A X I9~10 2o TH XKW, THED/AEWNHY A X30kET 5 2 &,

BT —T v hDER

Ho7x o FMAOFEHABREE LW, "AX—FF Xk« Uo7 IZIZFROT 4+ Nl TE 5,

BELSNO T+ FEEEATLIHAIL. LA 25— (AREH) 7V o % THEUICHR &
WAV ANEERET A, 74 v MAOFHRMEIZOWTIZ, HERICZ v A R — « FY o Z—
TYEOY L INA_R—UFHM L TRT N TES, HRIZEE2 DT HDIT8ET 5,

NR—I D
MREOR—=JIIETHEE 12, MEORNR—=VIIE THESICRENS LY., =V D\ & 2 @Y

W2 D, ZORDRENRIET PDF XEEZRGFETHEIIZ, MEOX—TOmE L, MEXIC
g&ﬁj—éo
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R=VPAL B LI P=—TV

A=V OHIREIL A4 A X (210 x 297 mm) FIEL X —H A X (8.5 x 11%) ([C#EAET D
IorwicET L, BEEN., —HHAREROZOA—U 2RI L TR U SEIC, BWmaER
BRNEINCERX=VDOEANC T~ —Y ) (2.5em LLE) #FRiT5, HEOMEDON—T 0
Bl (BIZAFERSCHBYOGE) . L0 DERELEN—VICRRT LD, v — VU032
nEwbze< Eb vy (EA 2.0em BLE, A1 0.8cm LLE), ~vF L7 v XIERIZ, ~—
CNIZHIBI SN D DIFZE L X 22V, ImCHFEVIBECTHIRNS b E 2 L DWnWE S ICERT
2o

Ny FBIOTZ v F

M4 757=2F V7 4 LETE, LEOTXTOXR—VIINEELRHIFETE D —EDN
VHERF T v EEOTFHI L LTS, eCTD TIHEAENLEDRELARIIZT LT
DDOREDRAZERDBHDB, TN THLEDHEN—D (N FFELEFT v ) I —FRH%
MFDHHZENEYTHL WA X, CEPEB SN HE0, EEOE 2 - TH
FRHCRTE T 25 6) . — BB I30T L H CTD H 50X DD A X HH A2 ST ZIT 7R
VW, LEOREILNE BAE, BBRE S, Ny TFEKE) THHTHD,

BFLEDY—A

MOLEEZAF Y LTER L PDF CEE, —RICETFY —ALENOIERINTZHO LD
BDe AF v LI LEITHALL, FEFEEMRECT-DICLELZRRLIZY a £ —02
—ARNETHILELTERY, ARERGEIE. AX v LEESCEEZMEH L,

PDF (&R L OEBDOIER T E

PDF CEOEMRTIE, MOXLELZRLELHARTELHEEZHND Z &, O E PDF DL
ENF L THDHZ L HMRIAETH7-0, TEIT PDF RALHEHRT 5 Z &0 #|TLOFIHTE 20
NEOGEIT., 2t a—XHEEEEHBEFOWT N THLHFHE T 2MBETAT Y T5Z L,
RIRFIZ, 77 AN A XEHIRTH L, HFEE 77 AN A XEBETDHE, 300dpi DOfif
BETAF Y T DI ENHEREND, 77 AN A XDENG, T LA Ar—1Loh 7 —0ff
FITEELL W, AFx ¥ &S, BAMGEE~OBFY 7Y 73T 2 &,

Eg A5l PDF 77 A VEAERT D L &iX, Bz Xy oo ilinw e, Forher
Uy 7 T OEBOEY 7 2 RN RSNy, PDF BEIZOWTIE, BLT O A E
(lossless compression) DA WS,

o NWIT—BLOT LA A —)VEBO [ HERIZIL, Zip/Flate (1 DD 2 >DAHBH
%) WD, RISV TIE Internet RFC 1950 38 X O RFC 1951 ICiE# i ST 5
(http://www.ietf.org/rfc/rfc1950.txt) .

o HHEMEOWWITEMEICIL, CCITT Groupd Fax [EfaHfti AT %, ROV T
CCITT#1E T.6 (1988) — [V —T 4777 oI VEBEIIHT LT 77 « a—F
4T AFX—LABLPa—T ¢ U7 HIEERE) & L THERDRED BTV S,

FEIAETZEHF0RROCET 300dpi ML EOIGE TAX ¥ 95, FEXAETIIPRICT S
WIZBRAA U TELZE, AX Y U LECEITHELTUSN Wz, 3T DEEnH5EE
RIS, S OICEWERBE N ER I, 600dpi BHERE XL B,

Page 7-3
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BEIZOWTIX, 600dpi OB CTEigLItERT 5, ARGEELZEHT 56, 8bit 711 A
T VEBRESRT LI L, BT —HRZENT 5E13, 24bit RGB BiREE5ET L5 L,
¥y 7Ty LEERIEIIE —RAr—Y v 7 (Thebb, 4 P2 7) ienidinzk,

TFNRBAIIEENS TR E#EAT Yy 752 L &L, £DOHA 600dpi, 8bit D7 LA A
T 5,

FuyZ—WMHDT57 47 &% 300dpi TAF ¥ T 50T 4 VELFRTHxF Y I F ¥ 15,

AR v~ N 7T 7 EFEROERIT 300dpi TAF ¥ 5, HEEE (THHIOME 2 R
RES D &

IANR—TFFARN YU TBION T v ~—2

NAN=FTF AL« VI BRI v ~v—71X, PDF CEOFES—v a2 m L3E5T7
U =9l Thh, "RA=FXZ L U oiE, foE G THT), FROTER MILY
RETE %,

—IZ, BIRFFEDOLEIZONTIX, £2ToER, X, . £oMoSE ke L O EE &
DT, BRIORENTEEHBICRT DT v ~—0 25, 7y r~—271%, BROKEEL
SUVENBRFICLERNS 2L, Tyl ~—2 3 XLEONEN /TS~ a VDDITHATHD,
— I, FEEXEELTE V2 AOFELRBRIZT v I~v—0 2505 EIFFHATHD, 7
v/ w—7 OREEITAKR RS L, BIROBBLLEDT v 7 ~—27 O L~ EEIT Ry, L
NEBNTDEZEICT v I ~— 0 Rl D A= ANNEL 2 5, 4 BEE 2B WHEPET
OFHZ=HLET 5,

LEARKNPS, F—_—=Y RIZRWERCEE 7 v a v BEIM, R, REZIIHA~D
AN=V7FHAMTHY, FETF—varoPRembstd, 74 A7 FIATHTT + v
S BN T DDA N=V T EREOBRRZ HR/NNIT D720, NAN=TF AL - U T ifE
T 2GBTS ZZRHT L2, FFEDRTATRN— T 4 L7 ) 2B T 5t )
7. FEEERNYEROR Yy FU—7 =" —iln— FENTRITHAE L2 < 22 5,

T == A N=Y T ZAERT D56 1E, SERRED Inherit Zoom ZEHT 5, Zh
&V, FEEDPROLEOR=V 2 RO, IERV-IANED D Z L7 RSN D,

T 7= Z#HLREDPALDRENITOWVTOARBRIA X 25T 2107z - T

HHRY IS L > UIRBRA TR E L TS, T THO T v ~—27 2L DIE, BAICE-T
FHFEVICHLET T TCHEECAATRL SR, V=T 77 u%0 ) BEICEEL 5
257D, BXL@#EYEITWARY, [, 3 XCOT v 7 ~—7 %L 5DIE, BHE
BENEIZENGEZORTNIER L2V D, BZEOL @Y STV R, 22T, 5

BREEENEDL I T v I ~—V 2 FmT 055 E L, TORFED RN TIHFEEED CGE
WCOWT—B LT v —~—FJEER O LRI D,

R—VEFIT

AnD XS ITLEONEHDOR—TFGOHBMEL 2D, LENON—UFSZLUIMNT, XEEL E-
ND [ R=D%5 08 2T BBEiTRy, EFXEeE0Tesr— ML, £oxXESE PDF 77
ANDN—VFGHREALTHLLEELTHD, TNEERT H12DIT. LEORYDN— %K
TE1EL, TR BETOR—Y (fEREBMNEREZET) 12, T THF CERE 5%
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M35, A4 PAR=UROARR—VFEIIR—HFELROL R, ELFFHTORNR—T
(FA PAR—D%) 2SRV, ZORICHESHFTDILICLD, LENHON—VFE
fHF & Acrobat DFEF(HTF EBR—FHT B L HI17 D,

ZOHANCKT 2HE—DfISMNE, CEOY A IRKEW W1, 100 MB 22 %) 0O
HENTWEEAETHIN, 2 FBAFHEIBHEDO 7 7 AT 1 BEELIZETTE 7740
Lk B AT D,

EF®|T7 41—
FEEDORFEICHT 5 CEER T « — IV ROHELRIZHOWT, ik VA 4 A TR,
F—F e FATaT cRmy TR

T ANERTOIBROLE Y 2 —% 4 —T v X AT 0T Ry ATRET D, PDF 77 A
NOEPOE 2—F TLED EX—=V ] ITRET D, T v I ~—0 B0, PO =—
HER—=TUDORIRETHZ L, MRBIOR—=2 « LA T ET 74/ & LTRET D,

X274

PDF 77 AN TH X2 T A REFITINNARAT = RICL AR EITIED W, X2 T
4 o T 4=V RiX, HIRL, CEICRTAEE, TXRANETTT7 40907 ZAOER, BIOVERE
Td—2b 74— )V ROBIMRLELENTEDLIICHKET D,

PDF XLEDA 5 v 7 AT
BAE, ICH #ililc B W T, 2XA v F v 7 22 WA TEIZR,

Acrobat 7 Z 7' A4 v OF|H

HEEERIOERERBIZ T 7 7 A v EGRATAHEILEY TH I, YR/IT 77 A OBMNMERD
ZD LIIAREY THDZ LD, HiEEEOFEAIC Adobe Acrobat TIEEEN B LIS DT Z 7 A
VITELARWZ L LT B,

XML Z 74 /v

XML ZFV—=1V KR UL R vxT - ar—7 25 (World Wide Web Consortium: W3C) O

T—F%> 7 « 7V —FICLVRB SN, WH~—72 7 v 7 5iE (standard generalized

markup language: SGML), A X—7F% Xk « v—727 7 » 7557 (hypertext markup

language: HTML) foﬁ . INETOY—7 7 v/ E5ilEWRT 570D SN IEMEED
(nonproprietary) SiETH D,

XML 7 7 A NVNOERIT, 727 MELIFERR L I 2B TRk S TWb, B35
AT, 1 SOFREBAIT 5, FlZIX, FAEMHIC eCTD B CTHRRBHFE LM T 2 BHEOL L
FHF M <applicant> Tl S b, R TOERBOLARIEI< >& V) FER7RFL 7 T bivd,
XML CETIE, BRMAIL, TUDBERTHEROER L BERICEMND, ZNEZ 7T END,
L7=2»o>T XML 7 7 A4 /L Tlix. ¥ i & X <applicant>Worldwide Pharmaceuticals
Inc.</applicant>®D X 5 |2 & 7 fHiF &ivd, BERMOFNIH D | OFLFIX. ZHANHFERICET
HIERMOKBETHD Z & ERT,

LEONEZ XML Titakd 25 &) — 2@l mn @ik S 0 b, Lo L, BfEOEER
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XML #EEFHRICHEHT D 2 EORIHIE L T0D, ZOZ &, MECHEE, Zofo
IR CEDO XML EX TOHR M AR E TIEHAER S LT 2y, SRERE Y R b a1
BicBEWTZEDMOEXZFHT DI LICEETDH I A TED LBt & 1387 55
HAEFEEZET), 2F0., BHEENTEECEIZ XML OFfHEZHLT L0 THIIE, ZoMiko
ﬁﬁé%#XML774w%xTAh@wﬁ%Lh@w CERMIEL- 5 2T, IO MHIMNE
AT 52 &,

o g 1 5 L . XML TiX 2 DU FOBEZAZE#EMNIT DL ENTE S, ZHIKIE, 1 DOHEHE
%M®E$W Ah%_ﬁhﬁ;wo

LRI 2 BMERITBRE RIS, BEFERMOFICHIHM (" ") THATANDS,
BlZIE, BRREEAPFEFETRREIN TV L FEEZ R LIZWEE, Zoff@az Bt LTt
XML 7 7 A vT ;UJ/'(@JZ IZFIR =D,

<applicant xml:lang="en" > Worldwide Pharmaceuticals Inc.</applicant>.

XML 77 AMI A v Z—Fy ks TITT0PFOR—HFIC Lo THRREN, 7T 7HFRTOED
DFE, 7+ b, AR EDERIIAZA N — b T TP EEN S,

XML OZEZM L B4R, BL XML EHR 2 ERT D2 Y o, E0%, e
E#% (document type definition: DTD) &9 7 v A MIZEEN D, XML XE2 DTD |2 %L
LCRWGEIET 7 A VEBEUNTFIIT 5 Z LN TE R0,

XML 7 7 A VDOSEEE 347121E, XML OAR—Y g0 RAZA NV — R DEALTET RLA, Bk
U\DTD@%HIJJ:TI\I/X%E.&)ZDO

XML OHFICEET 5 BIMERIEI WSC DT = 74 A b www.wdc.org (/RSN TV D,

SVG Z7 71/t

SVG IZ XML T 2WRIED T T 7 4 v 7 AEAERT HT-ODEETHH, SVG TlL, X7 4 -
777 47 OIR (B, BHREB LR SR SN NR) HBRBIRTF A MO
BHPBEDT 7T 4 I AF TV Naethd, V7747 « A7V NI, 71—k
RLAZANATT, B, BIXOBRIER SN AT V=7 hEDERNARETHD, TF A b
X, HEBICHE L7AEED XML X — AL ANX—ZAT I, ZHUCEY SVG 757 4 v 7 2D
RRT 7 AOMEREED, gty NI, AL TFIZ7 o7& H# (nested
transformation), 7 U w7 « XA T T y~AT, T4V EZ—WE T L —F -
FT V2l NBIOIERERE TN 5,

SVG #EX AT I v I TA LV ETIT 4T ThHD, SVGG IO RF a2 AV b e AT V=
k7L (DOM) (£ XML DOM % &) 1A 27 V7 MKV EHENT, RN~
B TTT4 YT AT =A—var&AlfRIZT 5D, SVG V774w 7 - A7 V=7 MIiE
onmouseover X° onclick 2 EDOEE/RA XN c NV RT—FRE VB THENTE D, +
OHEEM L, OU = TEEOERIZLY, LU= X—=UKNT SVG EE L, Bidxr—
BAR—=Z2DM XML BREIZE L, RRFHCRAZ )V FT 40 0 TR EOMEEZRAVND Z ENTE
%9,

HERIZRIT S SVG ORI L Tk, B4/ &M S iz,

9SVG 2B 5 Z Dft#ilE. w3c web ~X— http://www.w3c.org/graphics/svg £ 0 15T\ 5,
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£18%8: XML eCTD DTD

<?xml version="1.0" encoding="UTF-8"?>
<!-- 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 " ID ID #REQUIRED
xml:lang CDATA #IMPLIED">

<!ELEMENT leaf (title, link-text?)>
<!ATTLIST leaf
ID ID #REQUIRED <attlist continues>

<!ELEMENT xref EMPTY>
<!ATTLIST xref
ID ID #REQUIRED <attlist continues>

<!IELEMENT node-extension (title, (leaf | node-extension)+)>
<!ATTLIST node-extension
ID ID #REQUIRED
xml:lang CDATA #IMPLIED>

Changes in version 3.2

Indication attribute was changed to REQUIRED in the following two locations:
<!ATTLIST m2-7-3-summary-of-clinical-efficacy
Yatt;
indication CDATA #REQUIRED

<!ATTLIST m5-3-5-reports-of-efficacy-and-safety-studies
Yatt;
indication CDATA #REQUIRED

Since ID is only needed for files referenced in a LEAF, changed ID back to IMPLIED for:
<!ENTITY % att " ID ID #REQUIRED
xml:lang CDATA #IMPLIED">

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

ID ID #REQUIRED

xml:lang CDATA #IMPLIED>

End of changes
->
<!IENTITY % att " ID ID #IMPLIED
xml:lang CDATA #IMPLIED">
<l-- -->
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<!-- Top-level element -->
<!-- -->
</IELEMENT ectd:ectd (m1l-administrative-information-and-prescribing-information?, m2-common-
technical-document-summaries?, = m3-quality?, m4-nonclinical-study-reports?, = m5-clinical-study-
reports?)>
<!ATTLIST ectd:ectd

xmlns:ectd CDATA #FIXED “http://www.ich.org/ectd”

xmlns:xlink CDATA #FIXED “http://www.w3c.org/1999/xlink”

xml:lang CDATA #IMPLIED

dtd-version CDATA #FIXED “3.2”

>
<!-- -->
<!-- Leaf content -->
<!-- -->
<!ELEMENT leaf (title, link-text?)>
<!ATTLIST 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
xmlns:xlink CDATA #FIXED “http://www.w3c.org/1999/xlink”
xlink:type CDATA #FIXED “simple”
xlink:role CDATA #IMPLIED
xlink:href CDATA #IMPLIED
xlink:show (new | replace | embed | other | none) #IMPLIED
xlink:actuate (onLoad | onRequest | other | none) #IMPLIED
xml:lang CDATA #IMPLIED

>
<!IELEMENT title #PCDATA)>
<!ATTLIST title
ID ID #IMPLIED
>
<!ELEMENT link-text #PCDATA | xref)*>
<IATTLIST link-text
ID ID #IMPLIED
>
<IELEMENT xref EMPTY>
<!ATTLIST xref
ID ID #REQUIRED
xmlns:xlink CDATA #FIXED “http://www.w3c.org/1999/xlink”
xlink:type CDATA #FIXED “simple”
xlink:role CDATA #IMPLIED
xlink:title CDATA #REQUIRED
xlink*href CDATA #REQUIRED
xlink:show (new | replace | embed | other | none) #IMPLIED
xlink:actuate (onLoad | onRequest | other | none) #IMPLIED
>
<!IELEMENT node-extension (title, (leaf | node-extension)+)>
<!ATTLIST node-extension
ID ID #IMPLIED
xml:lang CDATA #IMPLIED
>
<!-- -->
<!-- CTD Backbone structures -->
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<!-- -->
<!ELEMENT m1-administrative-information-and-prescribing-information (leaf*)>
<!ATTLIST m1-administrative-information-and-prescribing-information

Yatt;

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

%att;
>
<IELEMENT m2-2-introduction ((leaf | node-extension)*)>
<!ATTLIST m2-2-introduction

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-summary

%att;
>
<!ELEMENT m2-3-introduction ((leaf | node-extension)*)>
<!ATTLIST m2-3-introduction

%att;
>
<!ELEMENT m2-3-s-drug-substance ((leaf | node-extension)*)>
<!ATTLIST m2-3-s-drug-substance

Y%att;

substance CDATA#REQUIRED

manufacturer CDATA #REQUIRED
>
<!ELEMENT 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
>
<!ELEMENT m2-3-a-appendices ((leaf | node-extension)*)>
<!ATTLIST m2-3-a-appendices

Y%att;
>
<!ELEMENT m2-3-r-regional-information ((leaf | node-extension)*)>
<!ATTLIST m2-3-r-regional-information

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

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

Yatt;
>
<!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-
pharmacokinetics-written-summary?, m2-6-5-pharmacokinetics-tabulated-summary?, m2-6-6-

toxicology-written-summary?, m2-6-7-toxicology-tabulated-summary?)>
<!ATTLIST m2-6-nonclinical-written-and-tabulated-summaries
Y%att;
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>
<IELEMENT m2-6-1-introduction ((leaf | node-extension)*)>
<!ATTLIST m2-6-1-introduction
Yatt;
>
<!ELEMENT m2-6-2-pharmacology-written-summary ((leaf | node-extension)*)>
<IATTLIST m2-6-2-pharmacology-written-summary
Yatt;
>
<!ELEMENT m2-6-3-pharmacology-tabulated-summary ((leaf | node-extension)*)>
<!ATTLIST m2-6-3-pharmacology-tabulated-summary
Yatt;
>
<!ELEMENT m2-6-4-pharmacokinetics-written-summary ((leaf | node-extension)*)>
<!ATTLIST m2-6-4-pharmacokinetics-written-summary
Yatt;
>
<!ELEMENT m2-6-5-pharmacokinetics-tabulated-summary ((leaf | node-extension)*)>
<!IATTLIST m2-6-5-pharmacokinetics-tabulated-summary
Y%att;
>
<!ELEMENT m2-6-6-toxicology-written-summary ((leaf | node-extension)*)>
<!ATTLIST m2-6-6-toxicology-written-summary
Yatt;
>
<IELEMENT m2-6-7-toxicology-tabulated-summary ((leaf | node-extension)*)>
<!ATTLIST m2-6-7-toxicology-tabulated-summary
Yatt;
>
<IELEMENT  m2-7-clinical-summary  (eaf*, 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?)>
<!ATTLIST m2-7-clinical-summary
%att;
>
<!IELEMENT m2-7-1-summary-of-biopharmaceutic-studies-and-associated-analytical-methods ((leaf |
node-extension)*)>
<!ATTLIST m2-7-1-summary-of-biopharmaceutic-studies-and-associated-analytical-methods
Y%att;
>
<IELEMENT m2-7-2-summary-of-clinical-pharmacology-studies ((leaf | node-extension)*)>
<!ATTLIST m2-7-2-summary-of-clinical-pharmacology-studies
Yatt;
>
<!ELEMENT m2-7-3-summary-of-clinical-efficacy ((leaf | node-extension)*)>
<!ATTLIST m2-7-3-summary-of-clinical-efficacy
Y%att;
indication CDATA #REQUIRED
>
<IELEMENT m2-7-4-summary-of-clinical-safety ((leaf | node-extension)*)>
<!ATTLIST m2-7-4-summary-of-clinical-safety
Yatt;
>
<!IELEMENT m2-7-5-literature-references ((leaf | node-extension)*)>
<!ATTLIST m2-7-5-literature-references
Yatt;
>
<IELEMENT m2-7-6-synopses-of-individual-studies ((leaf | node-extension)*)>
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<!ATTLIST m2-7-6-synopses-of-individual-studies
Y%att;
>
<!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?)>
<!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-5-reference-standards-or-
materials?, m3-2-s-6-container-closure-system?, m3-2-s-7-stability?)>
<!ATTLIST m3-2-s-drug-substance
Y%att;
substance CDATA #REQUIRED
manufacturer CDATA #REQUIRED
>
<!IELEMENT m3-2-s-1-general-information (leaf*, m3-2-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;
>
<IELEMENT m3-2-s-1-1-nomenclature ((leaf | node-extension)*)>
<!ATTLIST m3-2-s-1-1-nomenclature
Y%att;
>
<!ELEMENT m3-2-s-1-2-structure ((leaf | node-extension)*)>
<!ATTLIST m3-2-s-1-2-structure
%att;
>
<!ELEMENT m3-2-s-1-3-general-properties ((leaf | node-extension)*)>
<!IATTLIST m3-2-s-1-3-general-properties
%att;
>
<IELEMENT m3-2-s-2-manufacture (leaf*, m3-2-s-2-1-manufacturer?, ma3-2-s-2-2-description-of-
manufacturing-process-and-process-controls?, ma3-2-s-2-3-control-of-materials?, m3-2-s-2-4-controls-of-
critical-steps-and-intermediates?, m3-2-s-2-5-process-validation-and-or-evaluation?, m3-2-s-2-6-
manufacturing-process-development?)>
<!ATTLIST m3-2-s-2-manufacture
%att;
>
<IELEMENT m3-2-s-2-1-manufacturer ((leaf | node-extension)*)>
<!ATTLIST m3-2-s-2-1-manufacturer
%att;
>
<!IELEMENT m3-2-s-2-2-description-of-manufacturing-process-and-process-controls ((leaf | node-
extension)*)>
<!IATTLIST m3-2-s-2-2-description-of-manufacturing-process-and-process-controls
%att;
>
<!ELEMENT m3-2-s-2-3-control-of-materials ((eaf | node-extension)*)>
<!IATTLIST m3-2-s-2-3-control-of-materials
%att;
>
<!ELEMENT m3-2-s-2-4-controls-of-critical-steps-and-intermediates ((leaf | node-extension)*)>
<!ATTLIST m3-2-s-2-4-controls-of-critical-steps-and-intermediates

Page 8-5



Y%att;
>
<!ELEMENT m3-2-s-2-5-process-validation-and-or-evaluation ((leaf | node-extension)*)>
<!IATTLIST m3-2-s-2-5-process-validation-and-or-evaluation
Yatt;
>
<!ELEMENT m3-2-s-2-6-manufacturing-process-development ((leaf | node-extension)*)>
<!IATTLIST m3-2-s-2-6-manufacturing-process-development
Yatt;
>
<!IELEMENT m3-2-s-3-characterisation (leaf*, m3-2-s-3-1-elucidation-of-structure-and-other-
characteristics?, m3-2-s-3-2-impurities?)>
<!ATTLIST m3-2-s-3-characterisation
Y%att;
>
<!ELEMENT m3-2-s-3-1-elucidation-of-structure-and-other-characteristics ((leaf | node-extension)*)>
<!ATTLIST m3-2-s-3-1-elucidation-of-structure-and-other-characteristics
Y%att;
>
<!ELEMENT m3-2-s-3-2-impurities ((leaf | node-extension)*)>
<!IATTLIST m3-2-s-3-2-impurities
Yatt;
>
<IELEMENT m3-2-s-4-control-of-drug-substance  (leaf¥, m3-2-s-4-1-specification?, m3-2-s-4-2-
analytical-procedures?, ma3-2-s-4-3-validation-of-analytical-procedures?, m3-2-s-4-4-batch-analyses?,
m3-2-s-4-5-justification-of-specification?)>
<!ATTLIST m3-2-s-4-control-of-drug-substance
Yatt;
>
<!ELEMENT m3-2-s-4-1-specification ((leaf | node-extension)*)>
<!ATTLIST m3-2-s-4-1-specification
%att;
>
<!IELEMENT m3-2-s-4-2-analytical-procedures ((leaf | node-extension)*)>
<!IATTLIST m3-2-s-4-2-analytical-procedures
%att;
>
<!ELEMENT m3-2-s-4-3-validation-of-analytical-procedures ((leaf | node-extension)*)>
<!ATTLIST m3-2-s-4-3-validation-of-analytical-procedures
Y%att;
>
<!ELEMENT m3-2-s-4-4-batch-analyses ((leaf | node-extension)*)>
<!ATTLIST m3-2-s-4-4-batch-analyses
Yatt;
>
<!ELEMENT m3-2-s-4-5-justification-of-specification ((leaf | node-extension)*)>
<!IATTLIST m3-2-s-4-5-justification-of-specification
Y%att;
>
<IELEMENT m3-2-s-5-reference-standards-or-materials ((leaf | node-extension)*)>
<IATTLIST m3-2-s-5-reference-standards-or-materials
Yatt;
>
<!ELEMENT m3-2-s-6-container-closure-system ((leaf | node-extension)*)>
<!IATTLIST m3-2-s-6-container-closure-system
Yatt;
>
<!IELEMENT m3-2-s-7-stability (leaf*, m3-2-s-7-1-stability-summary-and-conclusions?, m3-2-s-7-2-post-
approval-stability-protocol-and-stability-commitment?, m3-2-s-7-3-stability-data?)>
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<!ATTLIST m3-2-s-7-stability
Yatt;
>
<!ELEMENT m3-2-s-7-1-stability-summary-and-conclusions ((leaf | node-extension)*)>
<IATTLIST m3-2-s-7-1-stability-summary-and-conclusions
Yatt;
>
<!IELEMENT m3-2-s-7-2-post-approval-stability-protocol-and-stability-commitment ((leaf | node-
extension)*)>
<!IATTLIST m3-2-s-7-2-post-approval-stability-protocol-and-stability-commitment
Yatt;
>
<!ELEMENT m3-2-s-7-3-stability-data ((leaf | node-extension)*)>
<!ATTLIST m3-2-s-7-3-stability-data
Yatt;
>
<!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-5-control-of-drug-product?, ma3-2-p-6-reference-standards-or-materials?, ma3-2-p-7-container-closure-
system?, m3-2-p-8-stability?)>
<!IATTLIST m3-2-p-drug-product
Yatt;
product-name CDATA #IMPLIED
dosageform CDATA #IMPLIED
manufacturer CDATA #IMPLIED
>
<!ELEMENT m3-2-p-1-description-and-composition-of-the-drug-product ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-1-description-and-composition-of-the-drug-product
Y%att;
>
<!ELEMENT m3-2-p-2-pharmaceutical-development ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-2-pharmaceutical-development
%att;
>
</IELEMENT 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?, ma3-2-p-3-4-controls-of-critical-
steps-and-intermediates?, m3-2-p-3-5-process-validation-and-or-evaluation?)>
<!ATTLIST m3-2-p-3-manufacture
Yatt;
>
<!ELEMENT m3-2-p-3-1-manufacturers ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-3-1-manufacturers
Yatt;
>
<!IELEMENT m3-2-p-3-2-batch-formula ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-3-2-batch-formula
Y%att;
>
<!IELEMENT m3-2-p-3-3-description-of-manufacturing-process-and-process-controls ((leaf | node-
extension)*)>
<!IATTLIST m3-2-p-3-3-description-of-manufacturing-process-and-process-controls
Yatt;
>
<!ELEMENT m3-2-p-3-4-controls-of-critical-steps-and-intermediates ((leaf | node-extension)*)>
<!IATTLIST m3-2-p-3-4-controls-of-critical-steps-and-intermediates
Yatt;
>
<IELEMENT m3-2-p-3-5-process-validation-and-or-evaluation ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-3-5-process-validation-and-or-evaluation
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Yatt;
>
<!IELEMENT 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
>
<IELEMENT m3-2-p-4-1-specifications ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-4-1-specifications
Yatt;
>
<!ELEMENT m3-2-p-4-2-analytical-procedures ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-4-2-analytical-procedures
Yatt;
>
<!ELEMENT m3-2-p-4-3-validation-of-analytical-procedures ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-4-3-validation-of-analytical-procedures
Y%att;
>
<!ELEMENT m3-2-p-4-4-justification-of-specifications ((leaf | node-extension)*)>
<!IATTLIST m3-2-p-4-4-justification-of-specifications
Yatt;
>
<!ELEMENT m3-2-p-4-5-excipients-of-human-or-animal-origin ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-4-5-excipients-of-human-or-animal-origin
Yatt;
>
<!ELEMENT m3-2-p-4-6-novel-excipients ((leaf | node-extension)*)>
<!IATTLIST m3-2-p-4-6-novel-excipients
%att;
>
<!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-5-5-
characterisation-of-impurities?, m3-2-p-5-6-justification-of-specifications?)>
<!ATTLIST m3-2-p-5-control-of-drug-product
Y%att;
>
<!ELEMENT m3-2-p-5-1-specifications ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-5-1-specifications
Yatt;
>
<IELEMENT m3-2-p-5-2-analytical-procedures ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-5-2-analytical-procedures
Y%att;
>
<!ELEMENT m3-2-p-5-3-validation-of-analytical-procedures ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-5-3-validation-of-analytical-procedures
Y%att;
>
<IELEMENT m3-2-p-5-4-batch-analyses ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-5-4-batch-analyses
Yatt;
>
<!ELEMENT m3-2-p-5-5-characterisation-of-impurities ((eaf | node-extension)*)>
<!IATTLIST m3-2-p-5-5-characterisation-of-impurities
Yoatt;
>
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<!ELEMENT m3-2-p-5-6-justification-of-specifications ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-5-6-justification-of-specifications
Yatt;
>
<!ELEMENT m3-2-p-6-reference-standards-or-materials ((eaf | node-extension)*)>
<IATTLIST m3-2-p-6-reference-standards-or-materials
Yatt;
>
<!ELEMENT m3-2-p-7-container-closure-system ((leaf | node-extension)*)>
<!IATTLIST m3-2-p-7-container-closure-system
Yatt;
>
<!ELEMENT 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-stability-commitment?, m3-2-p-8-3-stability-data?)>
<!ATTLIST m3-2-p-8-stability
Yatt;
>
<!ELEMENT m3-2-p-8-1-stability-summary-and-conclusion ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-8-1-stability-summary-and-conclusion
Y%att;
>
<!IELEMENT m3-2-p-8-2-post-approval-stability-protocol-and-stability-commitment ((leaf | node-
extension)*)>
<!IATTLIST m3-2-p-8-2-post-approval-stability-protocol-and-stability-commitment
Yatt;
>
<IELEMENT m3-2-p-8-3-stability-data ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-8-3-stability-data
Y%att;
>
</IELEMENT m3-2-a-appendices (leaf*, 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;
>
<!ELEMENT m3-2-a-1-facilities-and-equipment ((leaf | node-extension)*)>
<!IATTLIST m3-2-a-1-facilities-and-equipment
Y%att;
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
dosageform CDATA #IMPLIED
product-name CDATA #IMPLIED
>
<IELEMENT m3-2-a-3-excipients ((leaf | node-extension)*)>
<!ATTLIST m3-2-a-3-excipients
Yatt;
>
<!ELEMENT m3-2-r-regional-information ((leaf | node-extension)*)>
<IATTLIST m3-2-r-regional-information
Yoatt;
>
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<IELEMENT m3-3-literature-references ((leaf | node-extension)*)>
<!ATTLIST m3-3-literature-references
Yatt;
>
<!ELEMENT m4-nonclinical-study-reports (leaf*, m4-2-study-reports?, m4-3-literature-references?)>
<!ATTLIST m4-nonclinical-study-reports
Yatt;
>
<IELEMENT m4-2-study-reports (leaf*, m4-2-1-pharmacology?, m4-2-2-pharmacokinetics?, m4-2-3-
toxicology?)>
<!ATTLIST m4-2-study-reports
Yatt;
>
<!ELEMENT m4-2-1-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?)>
<!ATTLIST m4-2-1-pharmacology
Yatt;
>
<!ELEMENT m4-2-1-1-primary-pharmacodynamics ((leaf | node-extension)*)>
<!ATTLIST m4-2-1-1-primary-pharmacodynamics
Yatt;
>
<!ELEMENT m4-2-1-2-secondary-pharmacodynamics ((leaf | node-extension)*)>
<!ATTLIST m4-2-1-2-secondary-pharmacodynamics
Yatt;
>
<!ELEMENT m4-2-1-3-safety-pharmacology ((leaf | node-extension)*)>
<!ATTLIST m4-2-1-3-safety-pharmacology
Y%att;
>
<!ELEMENT m4-2-1-4-pharmacodynamic-drug-interactions ((leaf | node-extension)*)>
<!ATTLIST m4-2-1-4-pharmacodynamic-drug-interactions
%att;
>
</IELEMENT 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?)>
<!ATTLIST m4-2-2-pharmacokinetics
Yatt;
>
<!ELEMENT m4-2-2-1-analytical-methods-and-validation-reports ((leaf | node-extension)*)>
<!ATTLIST m4-2-2-1-analytical-methods-and-validation-reports
Yatt;
>
<!ELEMENT m4-2-2-2-absorption ((eaf | node-extension)*)>
<!ATTLIST m4-2-2-2-absorption
Y%att;
>
<IELEMENT m4-2-2-3-distribution ((leaf | node-extension)*)>
<!ATTLIST m4-2-2-3-distribution
Yatt;
>
<IELEMENT m4-2-2-4-metabolism ((leaf | node-extension)*)>
<!IATTLIST m4-2-2-4-metabolism
Yatt;
>
<IELEMENT m4-2-2-5-excretion ((leaf | node-extension)*)>
<!ATTLIST m4-2-2-5-excretion
Yoatt;
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>
<!ELEMENT m4-2-2-6-pharmacokinetic-drug-interactions ((leaf | node-extension)*)>
<!ATTLIST m4-2-2-6-pharmacokinetic-drug-interactions
Yatt;
>
<!ELEMENT m4-2-2-7-other-pharmacokinetic-studies ((leaf | node-extension)*)>
<IATTLIST m4-2-2-7-other-pharmacokinetic-studies
Yatt;
>
<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?)>
<!ATTLIST m4-2-3-toxicology
Yatt;
>
<IELEMENT m4-2-3-1-single-dose-toxicity ((leaf | node-extension)*)>
<!ATTLIST m4-2-3-1-single-dose-toxicity
Y%att;
>
<!ELEMENT m4-2-3-2-repeat-dose-toxicity ((leaf | node-extension)*)>
<!IATTLIST m4-2-3-2-repeat-dose-toxicity
Yatt;
>
<!ELEMENT m4-2-3-3-genotoxicity (leaf*, m4-2-3-3-1-in-vitro?, m4-2-3-3-2-in-vivo?)>
<!ATTLIST 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
Yatt;
>
<!ELEMENT m4-2-3-3-2-in-vivo ((leaf | node-extension)*)>
<!ATTLIST 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-
medium-term-studies?, m4-2-3-4-3-other-studies?)>
<!ATTLIST m4-2-3-4-carcinogenicity
Yatt;
>
<IELEMENT m4-2-3-4-1-long-term-studies ((leaf | node-extension)*)>
<!ATTLIST m4-2-3-4-1-long-term-studies
Yatt;
>
<IELEMENT m4-2-3-4-2-short-or-medium-term-studies ((leaf | node-extension)*)>
<!ATTLIST m4-2-3-4-2-short-or-medium-term-studies
Y%att;
>
<IELEMENT m4-2-3-4-3-other-studies ((leaf | node-extension)*)>
<!ATTLIST m4-2-3-4-3-other-studies
Yatt;
>
<!IELEMENT m4-2-3-5-reproductive-and-developmental-toxicity (eaf*, m4-2-3-5-1-fertility-and-early-
embryonic-development?, m4-2-3-5-2-embryo-fetal-development?, m4-2-3-5-3-prenatal-and-postnatal-
development-including-maternal-function?, m4-2-3-5-4-studies-in-which-the-offspring-juvenile-animals-
are-dosed-and-or-further-evaluated?)>
<IATTLIST m4-2-3-5-reproductive-and-developmental-toxicity
Yoatt;
>
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<!ELEMENT m4-2-3-5-1-fertility-and-early-embryonic-development ((leaf | node-extension)*)>
<!ATTLIST m4-2-3-5-1-fertility-and-early-embryonic-development
Yatt;
>
<!ELEMENT m4-2-3-5-2-embryo-fetal-development ((leaf | node-extension)*)>
<!ATTLIST m4-2-3-5-2-embryo-fetal-development
Yatt;
>
<!IELEMENT m4-2-3-5-3-prenatal-and-postnatal-development-including-maternal-function ((leaf |
node-extension)*)>
<!ATTLIST m4-2-3-5-3-prenatal-and-postnatal-development-including-maternal-function
Yatt;
>
<![ELEMENT 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
Y%att;
>
<!ELEMENT m4-2-3-6-local-tolerance ((leaf | node-extension)*)>
<!ATTLIST m4-2-3-6-local-tolerance
Yatt;
>
<IELEMENT m4-2-3-7-other-toxicity-studies (leaf*, m4-2-3-7-1-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?)>
<!ATTLIST m4-2-3-7-other-toxicity-studies
Yatt;
>
<IELEMENT m4-2-3-7-1-antigenicity ((leaf | node-extension)*)>
<!ATTLIST m4-2-3-7-1-antigenicity
%att;
>
<!ELEMENT m4-2-3-7-2-immunotoxicity ((leaf | node-extension)*)>
<!ATTLIST m4-2-3-7-2-immunotoxicity
%att;
>
<!ELEMENT m4-2-3-7-3-mechanistic-studies ((leaf | node-extension)*)>
<!ATTLIST m4-2-3-7-3-mechanistic-studies
Y%att;
>
<IELEMENT m4-2-3-7-4-dependence ((leaf | node-extension)*)>
<!IATTLIST m4-2-3-7-4-dependence
Yatt;
>
<IELEMENT m4-2-3-7-5-metabolites ((leaf | node-extension)*)>
<!ATTLIST m4-2-3-7-5-metabolites
Y%att;
>
<!ELEMENT m4-2-3-7-6-impurities ((leaf | node-extension)*)>
<!ATTLIST m4-2-3-7-6-impurities
Yatt;
>
<!ELEMENT m4-2-3-7-7-other ((leaf | node-extension)*)>
<!ATTLIST m4-2-3-7-7-other
Yatt;
>
<|IELEMENT m4-3-literature-references ((leaf | node-extension)*)>
<!ATTLIST m4-3-literature-references
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Yatt;
>
<!IELEMENT mb5-clinical-study-reports (leaf*, mb5-2-tabular-listing-of-all-clinical-studies?, m5-3-
clinical-study-reports?, m5-4-literature-references?)>
<!IATTLIST mb5-clinical-study-reports
Yatt;
>
<!ELEMENT m5-2-tabular-listing-of-all-clinical-studies ((leaf | node-extension)*)>
<!IATTLIST mb5-2-tabular-listing-of-all-clinical-studies

Yatt;
>
<!IELEMENT mb5-3-clinical-study-reports (leaf*, m5-3-1-reports-of-biopharmaceutic-studies?, m5-3-2-
reports-of-studies-pertinent-to-pharmacokinetics-using-human-biomaterials?, m5-3-3-reports-of-

human-pharmacokinetics-pk-studies?, m5-3-4-reports-of~human-pharmacodynamics-pd-studies?, m5-3-
5-reports-of-efficacy-and-safety-studies*, mb5-3-6-reports-of-postmarketing-experience?, mb5-3-7-case-
report-forms-and-individual-patient-listings?)>

<!ATTLIST mb5-3-clinical-study-reports

Y%att;
>
<!ELEMENT m5-3-1-reports-of-biopharmaceutic-studies (leaf*, m5-3-1-1-bioavailability-study-reports?,
mb-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 m5-3-1-reports-of-biopharmaceutic-studies
Yatt;
>
<IELEMENT m5-3-1-1-bioavailability-study-reports ((leaf | node-extension)*)>
<!ATTLIST mb5-3-1-1-bioavailability-study-reports
Yatt;
>
<!ELEMENT m5-3-1-2-comparative-ba-and-bioequivalence-study-reports ((leaf | node-extension)*)>
<!IATTLIST mb5-3-1-2-comparative-ba-and-bioequivalence-study-reports
%att;
>
<!ELEMENT m5-3-1-3-in-vitro-in-vivo-correlation-study-reports ((leaf | node-extension)*)>
<!ATTLIST m5-3-1-3-in-vitro-in-vivo-correlation-study-reports
%att;
>
<!IELEMENT mb5-3-1-4-reports-of-bioanalytical-and-analytical-methods-for-human-studies ((leaf |
node-extension)*)>
<!ATTLIST m5-3-1-4-reports-of-bioanalytical-and-analytical-methods-for-human-studies
Yatt;
>
<!ELEMENT m5-3-2-reports-of-studies-pertinent-to-pharmacokinetics-using-human-biomaterials (leaf*,
mb5-3-2-1-plasma-protein-binding-study-reports?, mb-3-2-2-reports-of-hepatic-metabolism-and-drug-
interaction-studies?, m5-3-2-3-reports-of-studies-using-other-human-biomaterials?)>
<!IATTLIST mb5-3-2-reports-of-studies-pertinent-to-pharmacokinetics-using-human-biomaterials
Y%att;
>
<!ELEMENT m5-3-2-1-plasma-protein-binding-study-reports ((leaf | node-extension)*)>
<!ATTLIST mb5-3-2-1-plasma-protein-binding-study-reports
Yatt;
>
<!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
Yatt;
>
<!ELEMENT m5-3-2-3-reports-of-studies-using-other-human-biomaterials ((leaf | node-extension)*)>
<!ATTLIST m5-3-2-3-reports-of-studies-using-other-human-biomaterials
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Yatt;
>
<!IELEMENT m5-3-3-reports-of-human-pharmacokinetics-pk-studies (leaf*, m5-3-3-1-healthy-subject-
pk-and-initial-tolerability-study-reports?, = mb5-3-3-2-patient-pk-and-initial-tolerability-study-reports?,
mb-3-3-3-intrinsic-factor-pk-study-reports?, = mb5-3-3-4-extrinsic-factor-pk-study-reports?, = mb5-3-3-5-
population-pk-study-reports?)>
<!IATTLIST mb5-3-3-reports-of-human-pharmacokinetics-pk-studies

Yatt;
>
<IELEMENT  m5-3-3-1-healthy-subject-pk-and-initial-tolerability-study-reports (Qeaf | node-
extension)*)>
<!ATTLIST m5-3-3-1-healthy-subject-pk-and-initial-tolerability-study-reports
Yatt;
>

<!ELEMENT m5-3-3-2-patient-pk-and-initial-tolerability-study-reports ((eaf | node-extension)*)>
<!ATTLIST m5-3-3-2-patient-pk-and-initial-tolerability-study-reports
Yatt;
>
<!ELEMENT m5-3-3-3-intrinsic-factor-pk-study-reports ((leaf | node-extension)*)>
<!ATTLIST mb5-3-3-3-intrinsic-factor-pk-study-reports
Yatt;
>
<!ELEMENT m5-3-3-4-extrinsic-factor-pk-study-reports ((leaf | node-extension)*)>
<!IATTLIST mb5-3-3-4-extrinsic-factor-pk-study-reports
Yatt;
>
<!ELEMENT m5-3-3-5-population-pk-study-reports ((leaf | node-extension)*)>
<!ATTLIST m5-3-3-5-population-pk-study-reports
Y%att;
>
<!IELEMENT m5-3-4-reports-of-human-pharmacodynamics-pd-studies (leaf*, m5-3-4-1-healthy-subject-
pd-and-pk-pd-study-reports?, m5-3-4-2-patient-pd-and-pk-pd-study-reports?)>
<!ATTLIST m5-3-4-reports-of-human-pharmacodynamics-pd-studies
%att;
>
<!ELEMENT m5-3-4-1-healthy-subject-pd-and-pk-pd-study-reports ((leaf | node-extension)*)>
<!ATTLIST mb5-3-4-1-healthy-subject-pd-and-pk-pd-study-reports
Y%att;
>
<!ELEMENT m5-3-4-2-patient-pd-and-pk-pd-study-reports ((eaf | node-extension)*)>
<!ATTLIST m5-3-4-2-patient-pd-and-pk-pd-study-reports

Yatt;
>
<!IELEMENT mb5-3-5-reports-of-efficacy-and-safety-studies (leaf*, m5-3-5-1-study-reports-of-controlled-
clinical-studies-pertinent-to-the-claimed-indication?, = mb5-3-5-2-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 mb5-3-5-reports-of-efficacy-and-safety-studies

Y%att;

indication CDATA #REQUIRED
>

<IELEMENT m5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the-claimed-indication
((leaf | node-extension)*)>
<IATTLIST mb5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the-claimed-indication
Yatt;
>
<!ELEMENT m5-3-5-2-study-reports-of-uncontrolled-clinical-studies ((leaf | node-extension)*)>
<!ATTLIST m5-3-5-2-study-reports-of-uncontrolled-clinical-studies
Yoatt;
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>
<IELEMENT  m5-3-5-3-reports-of-analyses-of-data-from-more-than-one-study ~ ((leaf
extension)*)>
<!ATTLIST m5-3-5-3-reports-of-analyses-of-data-from-more-than-one-study
Yatt;
>
<!ELEMENT m5-3-5-4-other-study-reports ((leaf | node-extension)*)>
<!IATTLIST mb5-3-5-4-other-study-reports
Yatt;
>
<!ELEMENT m5-3-6-reports-of-postmarketing-experience ((leaf | node-extension)*)>
<!ATTLIST m5-3-6-reports-of-postmarketing-experience
Yatt;
>

<!ELEMENT m5-3-7-case-report-forms-and-individual-patient-listings ((leaf | node-extension)*)>

<!ATTLIST mb5-3-7-case-report-forms-and-individual-patient-listings
%att;
>
<!ELEMENT mb5-4-literature-references ((leaf | node-extension)*)>
<!ATTLIST m5-4-literature-references
%att;
>
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