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Number CTD &3 a5

Title CID 1 v

Element A R DB

File/Directory TrANERGET 4 V2 DV OHMNAR, 77 ANVEETRTZ 7 A VOERICHE TS, T2bb,
lpdf] &EWVHPIRFH—FITH D, NALOEFEITOWTOFEME, R DFR6-1ZBHOIL,

Comment Comments
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4-1

Number
Title
1 Element
File index.xml
Comment |2t/ 3y 7R —1Th b,
Number
Title
2 Element
File index-md35.txt
Comment |#3 > 7 iR— ¢ MD5
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Number |1 -
 Title Adminigirative Information and Prescribing Information
3 Element |mi-administrative-information-and-prescribing-information
Directory Iml
Comment HEROGIZHIET + L7 PV OS5 ED 1L 2FFCh 5,
Number
Title
4 Element
Directory |ml/eu
EU 5 4 L2 h U ¢ Moo @8R BT, Hgo XML { Vv AFZ Y AEZO7 AV IEAND, BRIV Ry A 4
Comment
v R B,
Number
Title
5 Element
Directory iml/jp
o BAF 4 Lo b BERRBOICEIME, O XML A VAS AR ZOT7 FVEICAND, IOV TR A
cmment .. -
Ho A RBR,
Number
Title
Element
6 Directory |ml/us
C US54 L7 b U @R OEICNEL, MIRO XML A X AZ AR IO T 3 K IEANNS, TR DV C IRy 4 4
omment
v ARBR,
Number
Title
7 Element
Directory ml/xx )
@mmm:m¥4v&bv:m@%ﬁmm&n%4@2i$®ﬁﬂ—ﬁ%ﬁ¢uﬁ@ﬁﬂ%@i%wmz.%ﬁ@>mm4yxayx%
DT FNFEANS, SOV TSN A X AERBR,
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Number |2

Title Common Technical Document Summaries
8 Element  |m2-common-technical-document-summaries
Directory |m2
Comment
Number [2.2
Title Introduction

9 Element im2-2-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 |55 2 B 2 GG EEO SCEAR A BI LT, M4 #5308 Granularity Annex S EUC B3 DS MEOHE 2B 52 L,

Number 2.3
Title Introduction
12 [Element jm2-3-introduction
File m2/23-gos/introduction.pdf
Comument
Number [2.3.5
Title Drug Substance - Name - Manufacturer
Element  |m2-3-s-drug-substance
13 File m2/23-qos/drug-substance.pdf

HEWC T A E R O BRI EE LT M4 #ACE Granularity Annex dhEZ BT RGOS SR TH 2 &, RS
TSR PN EROBEE. TR TN LT ANV ERETHI LA THD,
14 INumber [|2.3.P ‘

Comment
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Title Drug Product -Name
Element m2-3-p-drug-product
File m2/23-qos/drug-product-name.pdf
FVE T R AT E R o U AT 1 LT R M AR ST E Granularity Annex SE BT A UG E 0 EA BB L T &,
Comment AN 2COERT500ESE, BLUELDOBFCEV TEEORABTRE SN P20 TS, #iRT 1 XA 2B E
Db, 1 OOBEEBICEEORANE SN A BE I, AR ICENOZ s A AERIET S - L b ARETH S,
Number [2.3.A
Title Appendices
15 |Element imZ2-3-a-appendices
File m2/23~qos/appendices.pdl
Comment |in B I B4 DA E R O SCERERIT Y L Tid M4 RCCE Granularity Annex svEUC B3 2 IEHE IR BRT D 2 &,
Number {2.3.R
Title Regional Information
16  i{Element |m2-3-r-regional-information
File m2/23-qos/regional-information.pdf
Comment (b8BT 2 GG R0 SCEWAAIC B U Cid M4 RCE Granularity Annex GBI B4 2 EHMOE A ZRTA 2 &,
Number 2.4
Title INonclinical Overview
17 {Element |m2-4-nonclinical-overview -
- iDirectory  im2/24-nonclin-over
Comment
Number 2.4
Title [Nonclinical Overview
18 Element  |m2-4-nonclinical-overview
File m2/24-nonclin-over/nonclinical-overview pdf
Comment *ﬁi:#)ﬁ%}i%—@ Tr AN BERT S, CTD TEHEANIHEM VAR LI 2WTiE, XENIEER LD BH L~
DI - a v ERETHI 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 IR ALEIIE—O 7 7 A MR GHERT 5, CID TEHEINDHM A0 RH LIZo0W T, XENICERL O DR L~
: DFEF g ERETHI S,
Number 2.6
Title INonclinical Written and Tabulated Summaries
21 iElement |[m2-6-nonclinical-written-and-tabulated-summaries
Directory |m2/26-nonclin-sum
Comment
Number [2.6.1
Title Introduction
22  |Element |m2-6-1-infroduction
File m2/26-nonclin-sum/introduction. pdf
Comment
Number [2,6.2
Title Pharmacology Written Summary
b3 Element (m2-6-2-pharmacology-written-summary
File m2/26-nonclin-sum/pharmacol-written-summary.pdf
Comment |~ PRI ALEIXE—DT 74 VI BBRT B, CTD CEESNDFEM LI O R LIZ2WTH, XEAI TR DR L~
OFES—-varERETHI L,
Number 2.6.3
Title Pharmacelogy Tabulated Summary
24 |Element [m2-6-3-pharmacology-tabulated-summary
File m2/26-nonclin-sum/pharmacol-tabulated-summary.pdf
Comment |7 > 2= — 27l L5 MBS~ a v HETHZ &,
Number [2.6.4
Title [Pharmacokinetics Written Summary
s Element  |m2-6-4-pharmacokinetics-written-summary
File m2/26-nonclin-sum/pharmkin-written-summary.pdf
Comment | VAL BRIE DT 7 A AP DRSS, CTD TEES DMLV ORM LIV TR, XENIZ RO DR L~
DI —vaERETAILE,
26 [Number [2.0.5
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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 w &< — 2 LAZEMART S —a yERAEBETHI &,
Number [2.6.6
Title Toxicology Written Sumimary
07 Element |m2-6-6-loxicology-written-summary
File m2/26-nonclin-sum/toxicology-written-summary.pdf
Comment —RRIWARCEENE D7 7 A VbR T 5, CTD TEZINIFHL VDR h‘.‘u LIZ20n T, XENICERD UDE.& L~
DFEF—a e AETHI &,
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 7w 7 =~ LOFMRTES/—VadlETHI &,
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
20 Element  |m2-7-1-summary-of-biopharmaceutic-studies-and-associated-analytical-methods
File m?/27-clin-sum/summary-biopharm.pdf :
Comment- —RUCAILEI DT 7 A D BT D, CID TEBINLEBRL~ADEH LIZ 2Tk, TEAKZEALORHL~
DFEr—avERBETHI L,
Number |2.7.2
Title Summary of Clinical Pharmacology Siudies
31 Element |m2-7-2-summary-of-clinical-pharmacology-studies
File m2/27-clin-sum/summary-clin-pharm.pdf
c HRCELETHE—DT 7 A VD BIERT S, CTD TEBSRDIHML~AORH LIZOW T, I%P«j ZRbORM L~
omment e, —
DI —varERAETHIL,
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 AN, BT AMME (EWTHIERT) 2L PTEDLI L, #lE LT lsummary-clin-efficacy-asthma.pdf],
BOBRE (A2, WERLCGAER) P28 8 K. BUOBEBEDZ 7 A V4 % | summary-clin-efficacy-
asthma.pdf], % H OWEIGES summary-clin-efficacy-migraine.pdf] &9%,
RRICALERIE— 07 7 A A BIBERT 5, CID TERSNIEML-AVORE LICOWTHE, LENETALORE L~
DFEH—arERABETLHIE,
Comment ey, 3y At N ORI DBIHEIL Y 7 A M EAT B b0 & —HtE A o2& ThBR, B bDTHoThEL,
il % iF MNon-Small Cell Lung Canceri & W) BVECBEEEN bolnigs, TOXEBO Y v A VAL INSCLC) 2FELTH
LAz . summelineffnselepdf), BEZH S OB oW TN A HEO—EIIEELT, BEF I ILEOBEOH
BHHETA TH AL INOHCEBEERSNAZ 0V ES | ERERIFBRESECTHD, BEINEGERT HH—ON
Eﬁ\Kﬁﬂ&ﬁﬁ@%%0kﬂ—7ﬁﬁ%?&fﬂ%b,CM6®774w®k®®%ELt%&@%ﬁﬂﬁbwﬁ_7E
FERBTEZLTHD, BBHEINLOBMELYEETARIC, BESEDNE S, FiEORISHEIL 2V THIRO
M BIICHR TS &,
Number {2.7.4
Title Summary of Clinical Safety
Element  |m2-7-4-summary-of-clinical-safety
3 IFile 12/27-clin-sum/summary-clin-safety pd
Comment | PACALBERIE—DT 7 A Vi LT H. CTD TEHRSNDHM LSV ORM LIZOWTREL SEERIZEN SO R L~
OF s —arERETHI L,
Number [2.7.5
Title Literature References
34 |Element [m2-7-3-literature-references
File m2/27-clin-sun/literature-references.pdf
Comment
Number 12.7.6
15 Title Synopses of Individual Studies
Element  |m2-7-6-synopses-of-individual-studies
File
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Comment

TRLDY ) TUAREY 2 — 5 DERRBRER IR HSE, LSBT, TYa—/2 TR0 REE ey, SR8
BBV a5 M) T AOBIRC A A=) 7 BRETAE S EELBNRD,
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Number |3
Title Quality
36  |Element Im3-quality
Directory |m3
Comment |82 B35 45 Bk o CEABRC B L Cid M4 #ERECE Granularity Annex 5 3 BiOEA BB A - L,
Number [3.2 '
Title Body of Data
37 |[Element |m3-2-body-of-data
Directory |m3/32-body-data
Comment
Number  [3.2.5
Title Drug Substance
38  |Element |m3-2-s-drug-substance
Directory |m3/32-body-data/32s-drug-sub
Comment
Number [3.2.5
Title Drug Substance - Drug Substance Name - Manufacturer
Element  |m3-2-s-drug-substance
Directory |m3/32-body-data/32s-drug-sub/substance- I-manufacturer-1
SO¥F v a T, FANFRTREACMEREAEEL I LEIEATE S, TASCEBOREL LUV E s
ERFEETSERICEN SND, 77y ANSAOEROMBET, 7ANFEOESCEREIDRITNERBRVES, BT
BRRAEE 2 T BOIEY D, *
39
XML 23y 7 AR~ AO S MR O BB 7 AT AT EHT AL DL —BEUAFRORETHAR, EILDTHoT
Comment |6 &V, #1241 ‘Company XXX, City Name, Country Name' &V 5 BGSESEEOBIEED Hokls, 74 VFEL% ‘xx’ &
HHTHZ LI ARETHD, REZNLOBEIC WM B0 - EEFEYT, RER IS OBEOESHET
ATFATADORCERCERSND DRV E S, MRAICERNABESAETHD, BE, hEERT 28 ORI,
PR EE R oV — T ERETATHRL, ZhbOT7 s ANDEDOET LBEET Fof LW — 7 ERF R
HTLH L THD, HEFRINOOBMELE T T L0, FESEWNE 5 A E L ORRITIEI -0V T g s
BRERT D L,
40 [Number 3.2.8.1
Title General Information (name, manufacturer)
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Element  |m3-2-s-1-general-information
Directory |m3/32-body-data/32s-drug-subisubstance-I-manyfaciurer-1/3231-gen-info
Comment
Number [3.2.5.1.1
Title INomenclature (name, manufacturer)
4] |Blemeni [m3-2-s-1-1-nomenclature .
File m3/32-body-data/32s-drug-sub/subsiance- I-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-I-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 13.2.5.2
Title Manufacture (name, manufacturer)
44 |Flement [m3-2-s-2-manufacture
Directory |m3/32-body-data/32s-drug-sub/substance-I-manyfacturer-1/32s2-manuf
Comment
[Number [3.2.5.2.1
Title Manufacturer(s) (name, manufacturer)
45  |[Element [m3-2-5-2-1-manufacturer
File m3/32-body-data/32s-drug-sub/substance- I-manufacturer-1/32s2-manuf/manufacturer. pdf
Comment |AXE I 1 oOREEEVTICETABEREEEND T 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-body-data/32s-drug-sub/substance- [-manufacturer- 1/32s2-manuf/manuf-process-and-controls . pdf
Comment C
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Number [3.2.85.23
Titie Control of Materials (name, manufacturer)
47  |Element |m3-2-s-2-3-control-of-materials
File m3/32-body-data/32s-drug-sub/substance-I-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/lsubstance-1 ~manufuacturer-1/32s2-manuf/control-critical-steps.pdf
Comment
Number |3.2.5.2.5
Title Process Validation and/or Evaluation {name, manufacturer)
19 iElement |m3-2-s-2-5-process-validation-and-or-evaluation
File m3/32-body-data/32s-drug-sublsubstance- l—manufacntrer—1/3232-manuf/pmcess-valldanon 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- I-manufacturer-1/32s2-manuf/manuf-process-development pdf
Comznent
Number  [3.2.5.3
Title Characterisation (name, manufacturer)
51  |Element |m3-2-s-3-characterisation
Directory [m3/32-body-data/32s-drug-sub/substance-1-manufacturer-1/32s3-charac
Comment
Number |3.2.53.1
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-body-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
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File m3/32-body-data/32s-drug-sublsubstance- [-mamsfacturer- 1/3233-charac/impurities. pdf
Comment :
Number |3.2.5.4
Title Control of Drug Substance (name, manufacturer)
54  |Element [m3-2-s-4-conirol-of-drug-substance
Directory im3/32-body-data/32s-drug-sub/substance- I-manufacturer-1/32s4-contr-drug-sub
Cormment :
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-sublsubstance- I-mamyfacturer-1/32s4-contr-drupg-sub/32s4 | -spec
Comment |- ' :
Number 13.2.84.1
Title Specification (name, manufacturer)
56  |Element [m3-2-s-4-1-specification
File m3/32-body-data/32s-drup-sublsubstance-I-manufacturer-1/ 3234—contr~drug~sub/32541 spac/speclﬁcatlon pdf
Cominent
Number [3.2.5.4.2
Title Analytical Procedures (name, mamufacturer)
57 Element |m3-2-s-4-2-analytical-procedures
Directory |m3/32-body-data/32s-drug-sub/substance- I -manufacturer-1/32s4-contr-drug-sub/32s42-analyt-proc
Comment [P FICEDESITEEHT 7 A VER N, HHHTIEIL B oM@ 7 A ARRMATIRCELTHE ST, ZRLrk
D T TH CTD oFSHIAEE STl W2, 3.284.2.1)
Number
Title nalytical Procedure-1
58 |Element |m3-2-s-4-2-analytical-procedures
File m3/32-body-data/32s-drug-sub/substance- I-manufacturer-1/3234-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-body-data/32s-drug-sub/substance- {-manufacturer-1/32s4-contr-drug-sub/32s42-analyt-proc/analytical-procedure-2.pdf
Comment

Page 4-13




Number

Title [dnalytical Procedure-3
60 [Element |m3-2-s-4-2-analytical-procedures
: File m3/32-body-data/32s-drug-sub/substance-I-manufacturer-1 /32s4-contr-drug-sub/32s42-analyt-proc/analytical-procedure-3. pdf
Comment
Number [3.2.5.4.3
Title Validation of Analytical Procedures (name, manufacturer)
61 Element |m3-2-s-4-3-validation-of-analytical-procedures
Directory m3/32-body-data/32s-drug-sublsubstance- I-manufacturer-1/32s4-contr-dru g-sub/32s43-val-analyt-proc
Comment DT EDLDCERT 7 A VERWED, BoWFERCET @37 7 A VEHERT 502 H LTHiERT, ZOL~A X
D FRETIHCTD OF ST AEgESh WAy (2, 32843.1, '
Number
Title Validation of Analytical Procedure-1
62 Element |m3-2-s-4-3-validation-of-analytical-procedures
File x;ﬁ?ﬁ-body-data/ 32s-drug-subisubstance- 1 -manufacturer-1/32s4-contr-drug-sub/32s43-val-analyt-proc/val fdation—anabzt—procedure- [
34
Comment
Number
Title Validation of Analytical Procedure-2
Element  |m3-2-5-4-3-validation-of-analytical-procedures
63 File '12113@2-body~data/ 32s-drug-sub/substance- I-manufacturer-1/32s4-contr-drug-sub/32s43-val-analyt-proc/val idation-analyt-procedure-
P :
Comment
Number
Title Validation of Analytical Procedure-3
Element  Im3-2-s-4-3-validation-of-analytical-procedures
o4 Filo m3/32-body-data/32s-drug-sub/substance-1-manufacturer-1 /32sd-contr-drug-sub/32s43-val-analyt-proc/validation-analyt-procedure-
3.pdf
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 Baich Analyses (name, manufacturer)
66 |Element Im3-2-s-4-4-batch-analyses
File m3/32-body-data/32s-drug-sub/substance-1 -mamifacturer-1/32s4-contr-drug-sub/32s44-batch-analys/batch-analyses.pdf
Commient :
Number [3.2.54.5
Title Justification of Specification (name, 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 §3.2.54.5
Title Tustification of Specification (name, manufacturer)
68  |Element |m3-2-s-4-5-jusiification-of-specification
File m3/32-body-data/32s-drug-sub/substance-1-manufacturer-1/32s4-contr-drug-sub/32s43-justif-spec/justification-of-specification.pdf
Comment '
Number [3.2.8.5
Title Reference Standards or Materials (name, manufacturer)
69  |BElement |m3-2-s-5-reference-standards-or-materials
Directory [m3/32-bady-data/32s-drug-sub/substance-I-manufacturer-1/32s5-ref-stand
Comment :
Number [3.2.5.5
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-raf—stand/reference-standards pdf
Comment [#H7 7 A NEREFVDES, 77 A AAREEIESEOERERIEATLI O THLINERERTIIER LRV,
Number |3.2.5.6 '
Title Container Closure System (name, manufacturer)
71  |Element |m3-2-s-6-container-closure-system
Directory {m3/32-body-data/32s-drug-sub/substance-]-manufacturer-1/32s6-cont-closure-sys
Comment
7 Number [3.2.5.6
Title Coniainer Closure System (name, manufacturer)
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Element  m3-2-s-6-container-closyre-system

File m3/32-body-data/32s-drug-sublsubstance-I-manufacturer-1/32s6-cont-closure-sys/container-closure-system. pdf
Comment

Number [3.2.8.7

Title Stability (name, manufacturer)

73  |[Element m3-2-s-7-stability

Directory im3/32-body-data/32s-drug-sub/subsiance- I -manufacturer-1/3257-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- I-manufacturer-1/32s7-stab/stability-summary.pdf
Comment
Number [3.2.8.7.2
Title Post-approval Stability Protocol and Stability Commitment (name, manufacturer)
75  |Element |m3-2-s-7-2-post-approval-stability-protocol-and-stability-commitment
File m3/32-body-data/32s-drug-sub/substance- I -manufacturer-1/32s7-stab/postapproval-stability.pdf
Comment
Number [3.2.8.7.3
Title Stability Data (name, manufacturer)
76 |Element  jm3-2-3-7-3-stability-data .
File m3/32-body-data/32s-drug-sub/substance- [-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
o Title Diug Product (name, dosage form)— Name

Element  |m3-2-p-drug-product

Directory Im3/32-body-data/32p-drug-prod/product-1
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Comment

FOEs v a . AR EER R L L REATES, ThSEHEORMANTET SR SICEA SN,

(48] 2. 1 . powder for reconstitution and diluent) S F DRUAND 7 A4 & 4 i1 [ powder-for-reconstitution | ASA Y, 2 > i

Tdifuent] AAAD,

WHOBBEOEER G | FEOBET2 oM EOMANES AN bI S MOV CIE, ERHURBONA 1A BIRTSE

&0

KML /S 27 A= INO RIS D B 7 ANV F AT 2 b 0L —EEAHRORETHEA, BEHHLOThHhoTH L,

%1¥ ‘Lyophilized Powder for Reconstitution’ & v % BISI4 O BMES ol 74V 4% ‘powder’ LRITHI LI

A ThAH, BEINLOEMI SV TEEN 2 ABO—BITEEEY, PHEERINEOBREOENRHT A 7 VA 71D

MICRBEEANS I ORVEY, MECEEFEASETHD, FEZhEERT IE—0FER, FEIREREEE

o ) — ZEBFTSTHRL, ChbD 7 7 ANDEDOER LBEEEZF R LY — T HERERMTH L TH

B, BEEEONbOREEEEES HAC, FEREGNE D b, F L ORESHIEC OV THIRO SRS URICBRTS 2

&
Number [3.2.T.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 13.2.P2
Title Pharmaceutical Development
%1 [Element [m3-2-p-2-pharmaceutical-development {name, dosage form)
Directory |m3/32-body-data/32p-drug-prod/product-1/32p2-pharm-dev
Comment |5 B33 2 MERS RO SCERARIC B L CHE M4 #3C# Granularity Annex BABIROZEDHESH T H 2 L.
Number [3.2.22 ’
a2 Title Pharmaceutical Development (name, dosage form)
Element  |m3-2-p-2-pharmaceutical-development
File

m3/32-body-data/32p-drug-prod/product-1/32p2-pharm-dev/pharmaceutical-development. pdf
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Comment |5 E BT BRSO CERRICE L TR M4 R CE Granuterity Amex A B OREOEE BRI L2 &,
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—]/32p3nmanuﬁmanufacturers pdf
Comument
Number |3.2.P32
Title Batch Formula (name, dosage form)
85 |Element |m3-2-p-3-2-baich-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-progess-and-controls. pdf
Comment : —
Number [3.2.P.34
Title Controls of Critical Steps and Intermediates (name, dosage form)
87  |Elememt |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.P3.5
Title Process Validation and/or Evaluation (name, dosage form)
a3 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
Comment /\ V7F—ia R Tt L C—2E @B o 7 s A VERHT 20, &8 F—Ya bERRESERCSS L T2
77 ANMERBT S, BE %mwwa ERTED, '
89  |[Number {3.2.P4
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Title Control of Excipients (name, 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.P4
Title Control of Excipients (name, dosage form) — Exciplent
Element jm3-2-p-d-control-of-excipients
Directory |m3/32-body-data/32p-drug-prod/product-1/32pd-contr-excip/excipient-1
R T T & & T BAIC DV, B2 i3 o 3241 - 32P44 KESR S A MABIH Z L ic el it s T L,
ICH @ eCTD [WG O&A XE, Q&A@ NodleBT D, Tk r v a L OWECET SBIMERFSRT L L,
BN BB D R E A AR TED b BNAIC 2O T, —207 7 £ M T R TOFRE b2 I LNENTHY | A
LN EOFN BRI LTI AT EEALT, AR—OBEB LAV 7 7 ANV E 7 2 A FRRETDORMIT S Z L. iU
o0 P OEIANT OV T, UFIOR TS LS ) 2 &,
Comment [yniy /3 & —y N OEMEIO BILEE 7 4 A ¥ AT B b0 L —EHEROSETHEN, BI BOTH>TH
Fv, BEZLEOBRM oW TERE R A O— B FEEET, WEEEINOOREOERHET A TV A 71D
BICARRER ARG - LRV E Y, HECERRSREEThE, BAE, ThEBRTHME—OHEN, RELE
BHEE o) — VBRI STHIERL, o7 741D O OBERE LEBEEAF o LW — 7 ERL R
TAEILThb, BFEZEINLLOBWEFZEEY ARNC, EESETNE D n, F e T ORIGH B2V THIE DI
M R AHER T D T &,
Number [3.2.P4.1
Tiile 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 [3.2P4 = A bBRE,
Number {3.2.P4.2
Title Analytical Procedures (name, dosage form)
o2 |Element |m3-2-p-4-2-analytical-procedures
File m3/32-body—data!B2p-dmg-prod/product—1/3Zp4-(:0ntr~excip/exczpient-]/analyticaI-procedures.pdf
Comment 3.2.P4 D= A F&E,
Number |3.2.1.4.3
93 [Title. Validation 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- //validation-analyt-procedures. pdf
Comment [3.2.P4 D2 A MR,
Number [3.2.P4.4
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-1/32pd-contr-excip/excipient- 1 fjustification-of-specification. pdf
Comment [3.2P4 ©= A bER,
Number [3.2.P4.5
Title Excipients of Human or Animal Origin (name, dosage form)
05 |Element - m3-2-p-4-5-excipients-of-human-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-conir-excip/novel-excipients.pdf
Comment
Number [3.2.P.5
Title Control of Drug Product (name, dosage form)
97  [Element |m3-2-p-3-control-of-drug-product
Directory  |m3/32-body-data/32p-drug-prod/product-1/32p5-contr-drug-prod
Comment
Number [3.2.P5.1
Title Specification(s) (name, dosage form)
08 |[Element m3-2-p-5-1-specifications
Directory im3/32-body-data/32p-drug-prod/product-1/32p35-contr-drug-prod/32p5 1-spec
Comment
Number [3.2.P5.1
Title Specification(s) (name, dosage form)
99 |Element |m3-2-p-5-1-specifications
File m3/32-body-data/32p-drug-prod/produci-1/32p5-contr-drug-prod/32p5 1-spec/specifications.pdf
Comment '
100 -~ INumber [3.2.P.52




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 |2 & EOLHLERT 7 ANVERCDR BHFHECETSENT 7 AV RIRATOMEELTH R, ZOL L
D AL G CTD OFE S A ER ST ey (B2, 32P52.1),
Nuimber ) '
Title nalytical Pracedure — 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’
Cominent
Number
Title (A nalytical Procedure — 2
162 [Element |m3-2-p-3-Z-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 \Arnalytical 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/32p352-analyt-proc/aralytical-procedure-3. pdff
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 LT IEEDESIEEHRT 7 A L ERC BN AATHIEI BT HBBIT 7 1 AZRN 3 B ANCH L CIEmy, ZOL-ork
D T T3 CTD OB ST REE X TRV (B2, 32P53.1),
Number
Title Validation of Analytical Procedures —
105 |Element [m3-2-p-5-3-validation- of—analwwalwprocedures
File m3/32-body-data/32p-drug- prod/product—]/32p5 contir-drug-prod/32p53-val-analyt- proc/valzdarron—analytmal procedures-1.pdf
Comment
106 Number
Title Validation of Analytical Procedures — 2
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Element  jm3-2-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 jm3-2-p-5-3-validation-of-analytical-procedures
File m3/32-body-data/32p-drug-prod/product-1/32p5-contr-drug-prod/32p5 3-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-baich-analys
Comment '
Number [3.2.P.54
Title |Batch Analyses (name, dosage form)
109 {Element . |m3-2-p-5-4-baich-analyses
File m3/32-bady-data/32p-drug-prod/product-1/32p5-contr-drug-prod/32p54-batch-analys/batch-analyses.pdi
Comment
Number [3.2.P.5.5
Title Characterisation of Impurities (name, dosage form)
110 |Element im3-2-p-5-5-characterisation-of-impurities
Directory 1m3/32-body-data/32p-drug-prod/product-1/32pS-contr-drug-prod/32p5 5-charac-imp
Comment
Number [3.2.P.5.5
Title Characterisation of Impurities {name, 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/32p5 5-charac-imp/characterisation-impurities.pd{
Comment
Number [3.2.P.5.6 _
Title Justification of Specifications (name, dosage form)
112 {Element |m3-2-p-5-6-justification-of-specificationsg
Directory |m3/32-body-data/32p-drug-prod/product-1/32p5-contr-drug-prod/32p56-justif-spec
Comment
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Number [3.2.2.5.0 _
Title Tustification of Specifications (name, dosage form)
113 |Element |m3-2-p-5-6-justification-of-specifications
File m3/32-body—data/32p-drug-prod/product-I/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 |Blement |m3-2-p-6-reference-standards-or-materials
Directory |m3/32-body-data/32p-drug-prod/product-1/32p6-ref-stand
Commeit
Number [3.2.P.6
Title Reference Standards or Materials (name, dosage form}
115 |Element |m3-2-p-6-reference-standards-or-matetials
File m3/32-body-data/32p-drug-prod/product-1/32p6-ref-stand/reference-standards. pdf’
Comment |HE7 7 A NEAREICAVDER, 77 ANVARYUHIER EOFRHICHETILOTHHPEA S RTINS RV,
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.P7
Title Container Closure System (name, dosage form)
117 [Element jm3-2-p-7-container-closure-system
File m3/32-body-data/32p-drug-prod/product- 1/32p7-cont-closure-sys/container-closure-system. pdf
Comunent g
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 im3-2-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.P82
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.3.3
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 [Elemeni |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
AN S OMEERTEND L FE 2N L, TOBPITHFENED D, Ll SROBERELRDH L HAK
Comment (X, BGERF L7+ FEEHR L, 74 V2 PVATRERT 2N TEL L2152 L, 2OV EY TRTH
CID DFEEF I ER S TRV BRI, 32A11),
Number
Title Facilities and Equipment Report |
124  [Element m3-2-a-1-facilities-and-equipment
File m3/32-body-data/32a-app/32al -fac-equip/fiacilities-and-equipment-repori-1.pdf
Comment
Number
125 Title Facilities and Equipment Report 2
Element  m3-2-a-1-facilities-and-equipment
File m3/32-body-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.A2
Title Adventitious Agents Safety Evaluation (name, dosage form, manufacturer)
Element  |m3-2-a-2-adventitious-agents-safety-evalyation
Directory |m3/32-body-data/32a-app/32a2-adveni-agent
127 T A VAT >V C L, 07 4 L F CREBE AN D, VAN AERRIEBEIC DN Tk, BLFOTT 7w
Comment 5"‘%5@"\%{%@’?5 &, L7§> L. EBOEE, ®AL BEEFELENHLBEIR, A7y a T F 4 V7 B EBER
Ly TAaV7 M IAEEOBNESDDZ L, ZOLSNLE D TACR CID OFEHTMER STV (AL,
32.A2.1,
Number '
Title \Acdventitious 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 \ddventitious Agents Safety Evaluation Report 2
129 |Element |m3-2-a-2-adventitious-agents-safety-evaluation
File |m3/32-body-data/32a-app/3242-advent-agent/adventitious-agents-report-2.pdf’
Comment :
Number
Title \ddventitious Agents Safety Evaluation Report 3
130 [Element |m3-2-a-2-adventitious-agents-safety-evaluation
File m3/32-body-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 im3/32-body-data/32a-app/32a3-excip-name-1
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Comment

SIRAIAAG L7 4 VT BITED LT & BEOFRBNADL S SHE, £7 4 FICRRRAMELER LB OAHE >
it3, #lk LT, [32a3-excip-name-1], [32a3-excip-name-2] 72 &,

HRIT, T L2 D) ST 7 AR T U 2 328 ORI Y a VOIS, 29 Ltfﬁ%ﬁ IRT w7 RS
7 r AT BHEEEES D IMNER LS MIHEY A A 2 EBR I,

Number |3.2.R
Title Regional Information
132 [Element |m3-2-r-regional-information
Directory |m3/32-body-data/32r-reg-info
Comment | &8 BE - LGRS O SCER AU B L C il Md #30GE Granularity Annex Q2N T OHESHTHZ &,
Number - [3.3
Title Literature References
133 El.ement rn3-3-lit_erature-references
Directory |m3/33-lit-ref
Comment WE, BELROa—lZ@x07 740 (ThbbXMILIZ 17740 L LTRETD, 2OV~ E Y FHTH CTD
DE S IPEF ST (FXE, 3.3.1),
Number
Title \Reference |
134 |[Element [m3-3-literature-references
File m3/33-lit-reflreference-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-ret/reference-3.pdf
Comment
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Number 4
Title Nonclinical Study Reporis
137 |[Element |m4-nonclinical-study-reports
Directory |m4
Comment
Number 4.2
Title Study Reports
138 iElement [md-2-study-reports
Directory md/42-stad-rep
Comment
Number #4.2.1
Title Pharmacology
139  |Element |m4-2-1-pharmacology
Directory |md/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/42 1-pharmacol/4211-prim-pd
Comment
Number
141 Title Study Report 1
Element im4-2-1-1-primary-pharmacodynamics
File m4/42-gtud-rep/42 1-pharmacol/42 1 1-prim-pd/study-report-1.pdf
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Comment

TOaAy hEEY a4 O2RBBEEIER SRS,

— T E Va4 OFRBRBEEFCOVT, 1 207 7 A AERRET S, LvL, BAURERBO LS TREVRRBEE
OBFE, HEEREROY 7 AL LTRHETIZEBTE D, TOBE,. BEBOERLE L7 74 0E L, T 12%
RO 77 ANET D, BT 7 ANVOFRERLZEE. FA 7 A7 0HBPHRENT, BEFRICEERD
SR, ZrAN—HNOBRET ) <& Thd, HE7 r A NVOFREELEE. RBHREEO L NWEIF 4 v M) %
fERR L. BB 7 7 AV ELOT 4 Vv FICEDH L BHET o, BNNRS T 7 v 2 77 (W%, PDF 77 AV
EFHATLIZ LY, VrAAFBERBETDHIELAETHL, BT T T4 v 7 77 AV EHICHE-TH &
W,

{4 ORI LT 7 A MSERR D CTD HE 2455 LAy,

Number
Title Study Report 2
142 |Element |m4-2-1-1-primary-pharmacodynamics
File md/42-stud-rep/42 I -pharmacol/42 L1 -prim-pd/study-report-2.pdf
Comment
Number
Title Study Report 3
143 ([Element jm4-2-1-1-primary-pharmacodynamics
File md/42-stud-rep/42 1 -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
Ditectory |m4/42-stud-rep/421-pharmacol/4212-sec-pd
Comment
Number
Title Studdy Report 1
145 |Element |m4-2-1-2-secondary-pharmacodynamics
File m4/42-stud-rep/421-pharmacol/4212-sec-pdistudy-report-1.pdf
Comment
146 Number
Title Study Report 2
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Element  im4-2-1-2-gecondary-pharmacodynamics
File md/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 md/42-stud-rep/42 | -pharmacol/42 12-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/42 1 3-safety-pharmacol
Comment
Number
Title Study Report 1
149  [Element lmd4-2-1-3-safety-pharmacology
File m4/42-stud-rep/421-pharmacol/4213-safety-pharmacol/study-report-1.pdf
Comment
Number
Title Study Report 2
150 |Elememt |m4-2-1-3-safety-pharmacology :
File m4/42-stud-rep/42 I -pharmacol/42 13 -safety-pharmacol/study-report-2.pdf
_[Comment
Number
Title Study Report 3
151 |Element |m4-2-1-3-safety-pharmacology
File m#4/42-stud-rep/42 [ -pharmacol/42 13-safety-pharmacol/study-report-3.pdfl
Comment
Number |4.2.14
Title Pharmacodynamic Drug Interactions
152 |Element |m4-2-1-4-vharmacodynamic-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 md/42-stud-rep/42 1-pharmacol/42 14-pd-drug-interact/study-report-1.pdf
Comment
(Number

Title Study Report 2

154 |Element |m4-2-1-4-pharmacodynamic-drug-interactions

File n4/42-stud-rep/421-pharmacol/42 14-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/42 1 -pharmacol/4214-pd-drug-interact/study-report-3. pdf
Comment . ’
Number  [4.2.2
Title Pharmacokinetics

156 |[Element |md-2-2-pharmacokinetics

Directory imd/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 md/42-stud-rep/422-pk/422 1-analyt-met-val/study-repori-1.pdf
Comment
Number
159 |Title Study Report 2

Element |md-2-2-1-analytical-methods-and-validation-reports
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File mid/42-stud-rep/422-pk/422 1 -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 md/42-stud-rep/422-plk/d22 L -analyt-met-val/study-report-3.pdf
Comment
Number |4.2.2.2
Title Absorption
161 [Element imd4-2-2-2-absorption
Directory |m4/42-stud-rep/422-pk/4222-absorp
Comment
Number
Title Study Report 1
162 |Element |m4-2-2-2-absorption
File md/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 md/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 md/42-stud-rep/422-pk/4222-absorp/study-report-3.pdf
Comment
Number [4.2.2.3
Title Distribution
165 |Element |[m4-2-2-3-distribution
Directory imd/42-stud-rep/422-pk/4223-distrib
Comment
166 |Number

o
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Title Study Report 1
Flement |m4-2-2-3-distribution
File md/42-stud-rep/d22-pk/d223-distrib/study-report-1.pdf
Comment
Number
Title Stucly Report 2

167 [Element |m4-2-2-3-distribution
File md/42-stud-rep/422-pk/4223-distrib/study-report-2.pdf’
Comimnent .
Number
Title Study Report 3

168 [Element |[md-2-2-3-distribution
File md/42-stud-rep/422-pk/4223-distrib/study-repori-3.pdf
Comiment

"Nummber #4.2.2.4
5 Title Metabolism

169 [Element |m4-2-2-4-metabolism
Directory |m4/42-stud-rep/422-pk/4224-metab
Comment
Nymber
Title Study Report 1

170 [Element |m4-2-2-4-metabolism
File md/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/d224-metab/study-repori-2pdf
Comment
[Number

172 Title Study Report 3
Element |m4-2-2-4-metabolism
File md4/42-stud-rep/422-pk/4224-metabistudy-report-3.pdf
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Comiment

Number [4.2.2.5

Title Excretion

173 iElement |md-2-2-3-excretion

Directory |md/42-stud-rep/422-pk/4225-exct

Comment
Number
Title Study Report 1
174 [Blement |md-2-2-5-excretion
File md/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/422 5-excr/study-repori-2.pdf.
Comment )
Number
Title Study Report 3
176 |Element (md-2-2-5-excretion
File md/42-stud-rep/422-pk/422 5-excr/study-report-3. pdf
Comment
Number [|4.2.2.6
Title Pharmacokinetic Drug Interactions (nonclinical)

177 |Element }m4-2-2-6-pharmacokinetic-drug-interactions

Directory |[md/42-stud-rep/422-pk/4226-pk-drug-interact

Comment
Number
Title Study Report 1
178 |Blement m4-2-2-6-pharmacckinetic-drug-interactions
File md/42-stud-rep/422-pk/4226-pk-drug-interact/study-report-1.pdf
Comumnent '
Number
179 Title Study Report 2
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Element |m4-2-2-6-pharmacokinetic-drug-interactions

File md/42-stud-rep/42.2-pk/422 6-pk-drug-interact/study-report-2.pdf
Comment :
Number
Title Study Report 3

180 [Element |m4d-2-2-6-pharmacokinetic-drug-interactions
File m4/42-stud-rep/422-pk/4226-pl-drug-interact/study-report-3.pdf
Conument
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-pther-pharmacokinetic-studies
File m4/42-stud-rep/422-pk/4227-other-pk-stud/study-repori-1.pdf
Comment’
Number
Title Study Report 2
183 |Element |m4-2-2-7-other-pharmacokinetic-studies
File mAd/42-stud-rep/d22-pk/422 7-other-pk-stud/study-report-2.pdf
Comment
[Number ‘
Title Study Report 3
184 [Element |md4-2-2-7-other-pharmacokinetic-studies
File m4/42-stud-rep/422-plk/422 7-other-pk-studistudy-report-3.pdf
Comment '
Number [4.2.3
Title Toxicology

185 |[Element im4-2-3-toxicology

Directory  imd/42-stud-rep/423-tox

Comment

Page 4-34




Number 4.2.3.1

Title Single-Dose Toxicity (in order by species, by route)

186 |Blement |m4-2-3-1-single-dose-toxicity

Directory nd/42-stud-rep/423-tox/423 1-single-dose-tox

Comment
Number
Title Study Report 1
187 |Element |m4-2-3-1-single-dose-toxicity
File md/42-stud-rep/423-tox/423 1 -single-dose-tou/study-report-1.pdf
Comment
Number
Title Study Report 2
188 ([Element |md-2-3-1-single-dose-toxicity
File m4/42-stad-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/423 1 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/4232repeat-dose-tox/study-report-1.pdf
|Comment i
Number
192 [|Title Study Report 2

Element  |m4-2-3-2-repeat-dose-toxicity

Page 4-35




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/stucb»—report—.? pdf
Comment
Number [4.2.3.3
Title Genotoxicity
194 |[Element |m4-2-3-3-genotoxicity
Directory |m4/42-stud-rep/423-tox/4233-genotox
Comment
Number 4.2.3.3.1
Title In vitro
195 |[Element |m4-2-3-3-1-in-vitro
Directory |m4/42-stud-rep/423-tox/4233-genotox/4233 1-in-vitro
Cominent
Number
Title Study Report 1
196 |Element |m4-2-3-3-1-in-vitro
File m4/42-stud-rep/423-tox/4233-genotox/4233 1 -in-vitro/study-repore-1. pdf’
Comment
Number
Title Study Report 2
197 [Element |m4-2-3-3-1-in-vitro
File md/42-stud-rep/423-t0x/4233-genotox/4233 1 -in-vitro/study-report-2. pdf.
Comment
Number
Title Study Report 3
198 |[Element |m4-2-3-3-1-in-vifro
File md/42-stud-rep/423-t0x/4233~genotox/4233 1-in-vitro/study-report-3. pdf’
Comment
199 [Number [4.2.3.32
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Title In vivo (including supportive toxicokinetics evaluations)
Element jm4-2-3-3-2-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 md/42-stud-rep/d23-10x/4233-genotox/42332-in-vivo/study-report-1. pdf
Coniment
Number
Title Study Report 2
201 [Blement |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 mA4/42-stud-rep/423- tox/4233-genotox/42332—m -vivo/study-report-3.pdf
Comiment
Number [4.2.34
: Title Carcinogenicity (including supportive toxicokinetics evaluations)
203  |Element |m4-2-3-4-carcinogenicity
Directory imd/42-stud-rep/423-tox/4234-carcigen
Comment
Number 4.2.34.1
Title Long-term studies (in order by species, including range-finding studies that cannot be appropriately included under repeat-dose
504 toxicity or pharmacokinetics)
Eiement |m4-2-3-4-1-long-term-studies
Directory |md/42-stud-rep/423-tox/4234-carcigen/42341-li-stud
Comment
Number
205 |Title Study Report 1
Element  |m4-2-3-4-1-long-term-studies
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File md/42-stud-rep/423-tox/4234-carcigen/4234 1 -t-stud/study-report-1. pdf

Comment
Number
Title Study Report 2
206 |[Element [md-2-3-4-1-long-term-studies
File m4/42-stud-rep/423-tox/4234-carcigen/4234 1 -lt-stud/study-report-2.pdf’
Comment
Number
Title Study Report 3
207 [Element |m4-2-3-4-1-long-term-studies
File md/42-stud-rep/423-tox/4234-carcigen/d2341-1t-stud/study-report-3.pdf
Comment

[Number [4.2.3.42

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

Title

208 Element  |md-2-3-4-2-short-or-medium-term-studies
Directory |md/42-stud-rep/423-tox/4234-carcigen/42342-smi-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-repori-1.pdf
Comment
Number
Title Study Repori 2
210 |Element imd-2-3-4-2-short-or-medinm-term-studies
File md/42-stud-rep/423-10x/4234-carcigen/42342-smt-stud/study-report-2. pdf
Comment
Number
Title Study Report 3
211 [Element |md-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 14.2.3.4.3
Title Other studies
212 [Element  |md-2-3-4-3-vther-studies
Directory |m4/42-stud-rep/423-tox/4234-carcigen/42343-other-stud
Comment
Number
- (Title Study Report ]
213  |[Element [m4-2-3-4-3-other-studies
File md/42-stud-rep/423-tox/4234-carcigen/42343-other-stud/study-report-1.paf.
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.pef
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-cther-stud/study-report-3.paf
Comment '
Number [4.2.3.5
Title Reproductive and Developmental Toxicity (including range-finding studies and supportive toxicokinetics evaluat:ons) (if modified
b 16 study designs are used, the following subheadings should be modified accordmgly)
- |Element |m4-2-3-5-reproductive-and-developmental-toxicity
Directory |m4/42-stud-rep/423-tox/4235-repro-dev-tox -
Comment
Number [4.2.3.5.1
Title Fertility and early embryonic development
217 |Element |m4-2-3-5-1-fertility-and-early-embryonic-development
Directory im4/42-stud-rep/423-t0ox/4235-repro-dev-tox/42351 -fert-embryo-dev
Comment ]
[Number
218 Title Study Report 1
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TR LY

Element  jmd-2-3-5-1-fertility-and-early-embryonic-development
 {File md/42-stud-rep/423-tox/423 5-repro-dev-tox/4235 1 -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/d23-tox/4235-repro-dev-tox/4235 1 -fert-embryo-devistudy-report-2. pdf
Comment
Number
Title Study Report 3
220 Element |m4-2-3-5-1-fertility-and-carly-embryonic- development
File md/42-stud-rep/423-tox/4235-repro-dev-tox/4235 1 -fert-embryo-dev/study-report-3.pdf.
Comment
Number [4.2.3.52
Title Embryo-fetal development
221 |Element |m4-2-3-5-2-embryo-fetal-development
Directory |m4/42-stud-rep/d423-tox/4235-repro-dev-tox/42352-embryo-fetal-dev
Comment .
Number
Title Study Report 1
222 |Element im4-2-3-5-2-embryo-fetal-development
File md4/42-stud-rep/423-t0x/423 5 -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 _ |md/42-stud-rep/423-t0x/423 5-repro-dev-tox/42352-embryo-fetal-dev/study-report-2.pdf
Comment
Number
Title Study Report 3
224  |Blement  |md4-2-3-5-Z-embryo- fetal—development
File m4/42-stud-rep/d423-tox/4235repro-dev-tox/42352-embryo-fetal-devistudy-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

Comiment
Nuniber
Title Study Report 1
226 |Element |m4-2-3-5-3-prenatal-and-postnatal-development-including-maternal-function
File md/42-stud-rep/423-tox/423 5-repro-dev-tox/42353-pre-postnatal-dev/study-report-1.pdf
Comment
[Number
Title Study Report 2 : :
2277 |Element |m4-2-3-5-3-prenatal-and-postnatal-development-including-maternal-function
File md/42-stud-rep/423-tox/4235-repro-dev-tox/423 53-pre-postmatal-devistudy-report-2.pdf
Comment '
Number
Title Study Report 3 ,
228 |Element [m4-2-3-5-3-prenatal-and-postnatal-development-including-maternal-function
File md/42-stud-rep/423-tox/423 5-repro-dev-tox/42353-pre-postnatal-devistudy-report-3.pdf
Comment
Number 14.2.3.54
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

Direciory |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 md/42-stud-rep/423-tox/423 5-repro-dev-tox/42354-juvistudy-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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- |Rile md/42-stud-rep/423-t0x/423 5-repro-dev-tox/423 54-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/423 5-repro-dev-tox/423 S4-juv/study-report-3.pdf
Comment
Number [4.2.3.6
Title Local Tolerance
233  |Element imd4-2-3-6-local-tolerance
Directory imd/42-stud-rep/423-tox/4236-loc-tol
Comment )
Number
Title Study Report 1
234 i{Element |m4-2-3-6-local-folerance
File m4/42-stud-rep/423-t0x/4236-loc-toVstudy-report-1.pdf
Comment '
Number
Title $Study Report 2
235 |Element [m4-2-3-6-local-tolerance
File im4/42-stud-rep/423-10x/423 6-loc-tol/study-report-2.pdf
Comment
Number
Title Study Report 3
236 |Element imd-2-3-6-local-tolerance
File md/42-stud-rep/d23-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 imd/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 Stucly Report 1
230  Element |m4-2-3-7-1-antigenicity
File md/42-stud-rep/423-tox/4237- 0ther~tox-stud/42371-ant1gen/study—reporr Lpdf
Comment
Number
Title Study Report 2
240 |Element |m4-2-3-7-1-antigenicity
File m4/42-stud-rep/423-tox/4237-othet-tox-stud/4237 1 -antigen/study-report-2.pdf
Comment
Number
Title Study Report 3
241 |Blement |m4-2-3-7-1-antigenicity
File m4/42-stud-rep/423-tox/4237-other-tox-stud/42371 -antigen/study-report-3.pdf
Cominent
Number 4.2.3.72,
Title Immunoctoxicity
242  |Element m4-2-3-7-2-1mmun0tox1c;ty
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
had Title Study Report 2
Element  |m4-2-3-7-2-immvnotoxicity
File md/42-stud-rep/423-tox/4237-other-tox-stud/423 72-immunotox/study-report-2.pdf’
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Comment
Number
Title Study Report 3
245 |Element |m4-2-3-7-2-immunotoxicity
File md/42-stud-rep/423-tox/4237-other-tox-stud/42372-immunotox/study-report-3.paf
Comment
Number [4.2.3.7.3
Title Mechanistic studies (if not included elsewhere)
246 |Element |m4-2-3-7-3-mechanistic-studies
Directory |md/42-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/423 7-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 md/42-stud-rep/423-tox/4237- other—tox—stud/42373-mechan—studfsruab) 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 |4.2.3.74
Title Dependence
250 |Elemeni im4-2-3-7-4-dependence
Directory |md/42-stud-rep/423-tox/4237-other-fox-stud/42374-dep
Comment
h51 Number .
Title Study Report 1
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Element |m4-2-3-7-4-dependence
File md/42-stud-rep/423-tox/4237-other-tox-stud/42374-dep/study-report-1.pdf’
Comment
Number .
Title Study Report 2
252 |[Blement |m4-2-3-7-4-dependence

- |File md/42-stud-rep/42 3-tox/4237-other-tox-stud/42374-dep/study-report-2.pdf
Comment
Nurmber
Title Study Report 3

253 |Element |m4-2-3-7-4-dependence
File m4/42-stud-rep/423-tox/423 7-other-jox-stud/42374-dep/study-report-3.pdf.
Comment
Number [4.2.3.7.5
Title Metabolites
254 |Element |m4-2-3-7-3-metabolites
Directory |md/42-stud-rep/423-tox/4237-other-tox-stud/42375-metab
Comment
Number
Title Study Report 1
255 [Element im4-2-3-7-5-metabolites :

. iFile md/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 md/42-stud-rep/423-tox/4237-other-tox-stud/42375-metab/study-report-2.pdf
Comiment ’
Number
Title Study Report 3

257 [Element |m4-2-3-7-5-metabolites
File md/42-stud-rep/423-tox/4237-other-tox-stud/4237 5 -metab/study-report-3.pdf
Comment :
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Number [4.2.3.7.6
Title Impurities
258 {Element |m4-2-3-7-6-impurities
Directory |m4/42-stud-rep/423-tox/4237-other-tox-stud/42376-imp
Comment
Number
Title Study Report 1
259 |[Element [md-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 Imd4-2-3-7-6-impurities
File m4/42-stud-rep/423-tox/423 7-other-tox-stud/423 76-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/stuedy-report-3.pdf
Comment '
Number [4.2.3.7.7
Title Other
262 |Element |m4-2-3-7-7-other
Directory ' md/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-otherlstudy-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/423 7-other-tox-stud/42377-other/study-report-2. pdf’
Comment ‘
Number
Title Study Report 3
265 [Element Jm4-2-3-7-7-other
File md/42-stud-rep/423-10x/423 7-other-tox-stud/42377-other/study-report-3.pdf
Comment
. [Number [4.3
Title Literature References
266 |[Element [|md4-3-literature-references
Directory m4/43-lit-ref
Comment |{fi%. 2EXMOFE UL, D7 7 A0 B, £F8FE0RTE) E LTRSS THD,
Number
Title \Reference 1
267 |[Blement |md-3-literature-references
File md/43-lit-refireference-1.pdf
Comment
Number
Title Reference 2
268 [Element md4-3-literature-references
File md/43-lit-reflreference-2. pdf
Comment
[Number
Title Reference 3
269 |Element |m4-3-literature-references
File m4/43-lit-refireference-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 |m3/52-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 15.3.1
Title Reports of Biopharmaceutic Studies

274 |Element [m5-3-1-reports-of-biopharmaceutic-siudies

Directory  |m5/53-clin-stud-rep/531-rep-biopharm-stud

Comment
Number [5.3.1.1
Title Bioavailability (BA) Study Reports

275 |Element (jm5-3-1-1-bioavailability-study-reports

Directory im5/53-clin-stud-rep/53 1-rep-biopharm-stud/53 1 l-ba-stud-rep

Comment

276 (Number

Title Study Report 1
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Flement imS5-3-1-1-bioavailability-study-reports

Directory [m5/53-clin-stud-rep/53 1-rep-biopharm-stud/531 1-ba-stud-rep/study-report-1_

Thm Ay MEE YL s OSRBHRETHCER S5,

B BT 7 AV GEE, ATROEDRER) & UCHREET S &, MRz, ICH B3 HA 7 A ICil
X B RS EO RN LRI TR TS Z L, HEO7 7 ANVEFRERIGGIC, T4 TYHA I NDHLDLE
Comment |SizB VT, EEFESICEERbo B, ZrAN—ROBRET I SETHD, FRBCH L TTF 4 V7 b Y BAER
L. RERESCEET 7y A METDT 4 L7 PIVRTEETL DL,

Bx OREI LU 7 A MCEIBED CTD B ZME L g,

Number
Title Studly Report 2

277 |[Element [m5-3-1-1-bioavailability-study-reports

Directory |[m3/53-clin-stud-rep/531-rep-biopharm-stud/5311 -ba-stud-rep/study-repori-2
Comment
Number
Title Study Report 3

278 |Element |mS5-3-1-1-bioavailability-study-reports

Directory |m5/53-clin-stud-rep/531-rep-biopharm-stud/531 1-ba-stud-rep/study-repori-3

Comment
Number |5.3.1.2
Title Comparative BA and Bioequivalence (BE) Study Reports

279 {Element JmS5-3-1-2-comparative-ba-and-bioequivalence-study-reports
Directory |m5/53-clin-stud-rep/S3 1 -rep-biopharm-stud/5312-compar-ba-be-stud-rep -

Comment : -

Number

Title Study Report 1

280 |Element Im5-3-1-2-comparative-ba-and-bioequivalence-study-reports
Directory |m5/53-clin-stud-rep/53 1-rep-biopharm-stud/53 12-compar-ba-be-stud-rep/study-report-1

Comment .

[Number

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

281
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Comment

Number
Title Study Report 3
282 iElement |m5-3-1-2-comparative-ba-and-bioequivalence-study-reports
Directory |m5/53-clin-stud-rep/53 1-rep-biopharm-stud/5312-compar-ba-be-stud-rep/siudy-report-3
Comment
Number [5.3.1.3
Title In vitro — In vivo Correlation Study Reports
783 |Blement im5-3-1-3-in-vitro-in-vive-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 |mS5-3-1-3-in-vitre-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-bioanalytical-and-analytical-methods-for-human-siudies
Directory |m5/53-clin-stud-rep/53 1-rep-biopharm-stud/53 14-bioanalyt-analyt-met
Comment
h88 N‘umber
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/53 14-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/53 I-rep-biopharm-stud/53 14-bioanalyt-analyt-met/study-report-2

Comment

Number

Title Study Report 3

290 {Element |m5-3-I-4-reports-of-bioanalytical-and-analytical-methods-for-human-studies

Directory |m5/53-clin-stud-rep/53 1 -rep-biopharm-stud/5314-bioanalyt-analyt-met/study-report-3

Comment
Number {5.3.2
Title Reports of Studics 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 im5/53-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/332-rep-stud-pk-human-biomat/5321-plasma-prot-bind-stud-rep/study-report-2

Cominent
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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 . E
Titie Reports of Hepatic Metabolism and Drug Interaction Studies
296 |Element |mS5-3-2-2-reports-of-hepatic-metabolism-and-drug-interaction-studies
Directory |[m5/53-clin-stud-rep/332-rep-stud-pk-human-biomat/5322-rep-hep-metab-interact-stud
Comment
Number
Title Study Report 1
297 |Element |mS5-3-2-2-reports-of-hepatic-metabolism-and-drug-interaction-studies
Directory |m5/53-clin-stud-tep/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-repori-2
Comment
INumber
Title Study Report 3
299 [Element |m5-3-2-2-reports-of-hepatic-metabolism-and-drug-interaction-studies
Directory [m5/53-clin-stud-rep/332-rep-stud-pk-human-biomat/5322-rep-hep-metab-interact-stud/siudy-report-3
Comment
Number 15.3.2.3
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 |mS-3-2-3-reports-of-studies-using-other-human-biomaterials
Directory |m5/53-clin-stud-rep/532-rep-stud-pk-human-biomat/5323-stud-othes-human-biomat/study-report-2
Cormnment
Number
Title Stucdy Report 3
303 [Element 'm5-3-2-3-reporis-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 |mS5-3-3-reports-of-human-pharmacokinetics-pk-studies
Directory m5/53-clin-stud-rep/533-rep-human-pk-stud
Comment
Number |5.3.3.1 '
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/533 1 -healthy-subj-pk-init-tol-stud-rep
Comment
Number
Title Study Report 1
306 |Element |mb-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~mlt-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- tolerab1l1ty—study—rep0rts
Directory |m5/53-clin-stud-rep/533-rep-human-pk-stud/533 1 -healthy-subj-pk-init-tol-stud- rep/stuaﬁz—report -3
Comment
Number [5.3.3.2
Title Patient PK and Initial Tolerability Study Reporis

309 |Element |m35-3-3-2-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 {m35/53-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-iolerability-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-repore-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 im5/53-clin-stud-rep/533-rep-human-pk-stud/5333-intrin- factorwpk-stud rep
Comment
Number

214 Title Study Report 1
Element  m5-3-3-3-inirinsic-factor-pk-study-reports
Directory m5/53-clin-stud-rep/533-rep-human-pk-siud/5333-intrin-factor-pk-stud-rep/study-report-1




Cominent
Number
Title Study Report 2
315 |Element. |m35-3-3-3-intrinsic-factor-pk-study-reports
Directory |m5/53-clin-stud-rep/533-rep-human-pk-stud/5 333-intrin-factor-pk-stud-rep/study-report-2
Comment
Number
Title Study Report 3
316 |[Element |mS5-3-3-3-intrinsic-factor-pk-study-reporis
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-reporis
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
120 {Element {m5-3-3-4-extrinsic-factor-pk-study-reporis
Directory [m5/53-clin-stud-rep/533-rep-human-pk-stud/5334-extrin-factor-pk-stud-rep/study-report-3
Comment :
391 Number |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 [m3-3-3-5-population-pk-study-reports
Directory  |m5/53-clin-stud-rep/533-rep-buman-pk-stud/533 5-popul-pk-stud-rep/study-report-2
Comment ' -
[Number
Title Study Report 3 :
324 |Blement |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 [5.34.1
Title Healthy Subject PD and PK/PD Study Reports
326 |Element |mS5-3-4-1-healthy-subject-pd-and-pk-pd-study-reports
Directory [m5/53-clin-stud-rep/534-rep-human-pd-stud/534 I -healthy-subj-pd-stud-rep
Conumnent
Number
Title Study Report 1
327 |Element |m5-3-4-1-healthy-subject-pd-and-pk-pd-study-reports
Directory im5/53-clin-stud-rep/534-rep-human-pd-stud/$341-healthy-subj-pd-stud-rep/study-repore-1
Comiment




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/534 1 -healthy-subj-pd-stud-rep/study-report-2
Comment
Number
Title Study Report 3
329 |Element |mS5-3-4-1-healthy-subject-pd-and-pk-pd-study-reports
Directory  |m5/53-clin-stud-rep/534-rep-human-pd-gtud/5341-healthy-subj-pd-stud-rep/study-report-3
Comment
Number [5.3.4.2
Title Patieni PD and PK/PD Study Reports ‘
330 |Element im5-3-4-2-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-repors-1
Comment
Number
Title Study Report 2
332 [Element jm5-3-4-2-patient-pd-and-pk-pd-study-reports
Directory |m5/53-clin-stud-rep/534-rep-human-pd-stud/5342-patient-pd-stud-rep/study-repor-2
Comment
Number
Title Study Report 3
333 |Element |m5-3-4-2-patient-pd-and-pk-pd-study-reports
Directory  |m5/53- clm-stud-rep/S34-rep—human-pd stud/S342~patlent—pd—stud—rep/stuajf-repor‘t -3
Comment
Number |5.3.5
334 [Titie 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 |m3/53-clin-stud-rep/535-rep-effic-safety-stud/indication-I
T A AR IR ET A EINE (BT Testhmal, B THNTKT) RHTED D, BRO#ME #LE WEB LUR
) AT AERI Hl1%5@@5&@71W§@rwmm\2%9@@5r@7¢w&@rmgmwjkfé
335 XML /3y 7 R— v NOBRIEOBHEER 7 7 AVACHEH T A b0 L — Bl R ORETHLH, BHIHDTHoTH
J, #lxiE Non-Small Cell Lung Cancer] & V3 BIGIEDBIEER Holtipd, TOXEOCT 7 A ﬂ/z% {Z_INSCLC
Comment [£FEILLTh IV (2 4F, summelineff-nscle.pdf) . BIEZ O DEMEL ‘_’31/\’('1@@5’]7?.}5?] O—BIIFERY, HiEE
B OBEOENEETAL 7 A I NORICEBITEESNDZ LDV E Y, BECRTIZBLAETCHH, R
(- R T B WE— D kY, Tl B AR o7 ) — Y ERE T~ CHIRL, ThODT 7 ANOEHDORER
LB EE OB LW — T ERERUETH 2 L ThD, HEZFRINLORE fﬂ:%KE?“é ATk, AES BN E
55, R FOMBFECOWTHBROBRRYRICHERTS L,
Number |5.3.5.1
Title Study Reports of Controlled Clinical Studies Pertinent to the Claimed Indication
336 |Element |mS$-3-5-1-study-reporis-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-conir
Comment C '
Number
Title Stucdy 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-1/53 3 1-stud-rep-conty/study-reporit-1
Comment :
Number
Title Study Report 2
338 [Blement jmS5-3-5-1-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  |m3-3-5-1-study-reporis-of-conirolled-clinical-studies-pertinent-to-the-claimed-indication
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Directory |m5/53-clin-stud-rep/535-rep-effic-safety-stud/indication-1/535 1 -stud-rep-contr/study-report-3

Comment
Number |53.5.2
Title Study Reports of Uncontrolled Clinical Studies

340 |Blement |mS5-3-5-2-study-reports-of-uncontrolled-clinical-studies

Directory im5/53-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-uncontrolied-clinical-studies

Direciory |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-gtudy-reports-of-uncontrolled-clinical-studies

Directory {m5/53-clin-stud-rep/535-rep-effic-safety-stud/indication-1/5352-stud-rep-uncontr/study-repor-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-repori-3

Comment
Number |5.3.5.3
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 |Blement |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 jm5-3-5-3-reports-of-analyses-of-data-from-more-than-one-study
Directory |m5/53-clin-stud-rep/535-rep-cffic-safety-stud/indication-1/53 53-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 ]

349  |Element jm5-3-5-4-other-study-reports
Directory |m5/53-clin-stud-rep/535-rep-effic-safety-stud/indication-1/5354-other-stud-rep/study-repori-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/53 5-rep-effic-safety-stud/indication-1/5354-other-stud-rep/study-report-3
Comunent
Number §5.3.6

259 Title Reports of Postmarketing Experience
Flement  |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 im5-3-7-case-report-forms-and-individual-patient-listings
Directory im5/53-clin-stud-rep/537-crf-ipl

Comment
Number
Title Study 1

354 [Element !m5-3-7-case-report-forms-and-individual-patient-listings
Directory im5/53-clin-stud-rep/537-cri-iplstudy-1

Comment
Number
Title :Document/Dataset 1
355 Blement  m5-3-7-case-report-forms-and-individual-patient-listings
File m3/53-clin-stud-rep/537-crf-ipVstudy-1/filename-1.pdf
CMMWtﬁﬁzK%of77%»®%ﬁﬂ77{»&%ﬁfé%@&L\Mﬁ%uﬁ@&%@f%é:tnFw&fyb@%mﬁﬁﬁ
ENDNEIMCONTHL, HIEFA XV REBRT B 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-cri-ipVstudy-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-ipVstudy-1/filename-3.pdf
Comment
Number
Title Study 2

358 |Element  |mS5-3-7-case-repori-forms-and-individual-patient-listings
Directory m5/53-clin-stud-rep/537-crf-ipl/study-2

Comment BEHEEET D,

359  [Number '
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Title \Document/Dataset 1
Element |m5-3-7-case-report-forms-and-individual-patient-listings
File m5/53-clin-stud-rep/537-cri-iplstudy-2/filename-1.pdf
Comiment
Number
Title \Document/Dataset 2

360 {Element |m35-3-7-case-report-forms-and-individual-patient-listings

- |File m35/53-clin-stud-rep/537-cri-iplistudy-2/filename-2_pdf

Comment
Number
Title \Document/Dataset 3

361 |Element m5-3-7-case-report-forms-and-individual-patient-listings
File mS5/53-clin-stud-rep/537-crl-ipVstudy-2/filename-3.pdf
Comment :
[Number :
Title Study 3

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

363 |Element [m5-3-7-case-report-forms-and-individual-patient-listings
File m5/53-clin-stud-rep/53 7-cri-iplistudy-3/filename-1.pdf
Comment
Number )
Title Document/Dataset 2

364 |Element |m5-3-7-case-report-forms-and-individual-patient-listings
File m35/53-clin-stud-rep/537-crf-ipVstudy-3/filename-2.pdf
Comment
Number

h65 Title \Document/Dataset 3
Element  |m5-3-7-case-report-forms-and-individual-patient-listings
File m5/53-clin-stud-rep/337-cri-iplistudy-3/filename-3. pdf
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Comment
Number |54
Title Literature References

366 |[Element [mS-d-literature-references
Directory |m5/54-li-ref
Comment [BE. BEXRO O E—IE4D 7 74V (ThabbIXRIEIL 177 A4 L UCERTS,
Number
Title Reference 1

367 |Element |m5-4-literature-reforences
File m5/54-lit-refireference-1.pdf
Comment
Number
Title \Reference 2

368 |Element mS-4-literature-references
File m5/54-lit-reffreference-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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Number
Title
370 |{Element
Directory |util _
Comment [~-—7 4 V7 U7 4
Number
Title
[Element
371 Directory |uti/dtd
Comment [PTRRE =% — HEFT 5 HUSREAS DR DTD/A % —v & i H BB, o
372371907 7 ANAEBERAHITH D, BHOZ 7 ANVERSI—Va VLW TS Z A AEZBRTH &,
Number
Title
Element
372 File |widtd/ich-octdn.dtd
A VAH VARHT S DTD—eCTD HEEIERT H®ICEALIEA—Yar2dn s 2 &, T BHEDS—P g o &Ry
Comment .
Bz, 3-2),
Number
Title
373 |Element
File util/dtd/en-regional-n.dtd
Comment EU B OXEIZHT 5 DID, [n] BEFED -V a Erd @z, 1-1.
INumber
Title
374 iElement
File util/dtd/jp-regional-n.xsd
Comment |HAEBEHOXECHT 228 — 7, n| HRBEO A=V avErT @, 1-0),
[Number :
Title
375 |Element
File util/dtd/us-regional-n.did
Comment [US BHOCEIAT S DID, Inl MHFEDS—Va wERad WA E, 1-0),
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Number

Title
176 Element ]

File  |util/didAoc-regional-n.did )
X BB BT 5 DID, oo G, xx fX 1S0-3166-1 @ 2 XFOE=— 17, _In] EHEO - a wimyd (A, 1

Comment
B

Number

Title

377 |Element
Directory |util/style ,
Comment |AXAi— Mot 535407 MY - ICHBIUHBORZ A L~}

Number
Title
Element
378 [Filo util/style/ectd-n.xsl
RS ER I I mENERE S LCHEA LT eCID RE A N— hOA—=Va VEED L, o) BBEOA—Ya VERT

Comment

Wz, 1-0),
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