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http:/fwww.unicode.org

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

[XML] Extensible Markup Language (XML) 1.0 (Second Edition)
httpfwww.w3.org/TR/ABEC-xmb. htm]

[XSL] Extensible Stylesheet Language (XSL)
Version 1.0 W3C Recommendation 15 October 2001
http/fwww. w3.org/TR/WD-xs1
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AOE& DY —Z B O7 7 A NVOEFHEFEShETF = v 7V LREEND,

XML eCTD A VA F RO THFzw 2P L2EhEI L, BESRIOF v/ ¥b7
+ A % index-mdb.txt &V AHLART, XML eCTD A Y AF VA LRALT L7 FBIZEDS
L, HEET indexmds.txt 77 A VORAEZEIRMBAL, BRI LIZbOEEoXREE L
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EThY, D7 74N (BXGFO MDS Fxv 245 X indexxml 77 A ADY—7E
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B3 eCTD OEM 7 7 AT L, 77 AN L_ADEF2 ) F A RESC/IAV— FR#EE
ST e bRy, BEEEIL. BRl. XBECHTAEE, TXA MRS T 74 w7 ADER, i
IR T F—h - T4V ROBN - BEEARRICT S, HENRORNBEX=2 )7+ BLT
TEAREC LY, BHENLT 7 A VOEEESHER SR RIER B,

2 ' 1

AL BB U, BEEEHIHROTRAERE o THRE - BRIND, TOR. R
S BOEEHMIrBEEEORLARYEAOa Y —REHEINnS, BE. Ay PT—-Z7 0P — -
N—FEicor—FEL Dbty BERRENRS,
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fé%6: eCTD XML HFH

-p-a A
eCTD OBIHITIL, B2 ABERMBEELTWS, PTH, RCEEREEBEEALEHLLT
X, RO LS 0OBH 5, '

o BB, =2AAHEEXE. BN, BE, £E% (supplements, amendments and
variations) ##ERTEAHT &, '

o HEE. HEONA X UAXE, HAUBIUOERILRENSBIRMEFIISTER

TR B AR,
. BWOBLITEN, FEABFRFEFRY ARG D ERTES LS, BFICRIE
MR BA,

eCTD DRBHOESE L LTy 7 R—rOfSRb 5, Ny R ilREOBRERTHD Y
A N~D (V—TBRLIFEhD) LV FEARIBRROLIRBOTHD, Ry rHh—r
1 XML L ERE% (Document Type Definition : DTD) HE-SWTn5, CTD TEEENLD
L& ¢CTD DTD CERINIEXROBICHERLRBRSH D, Ny 7 F—rol —T7ERE,
BT BEA 7 7 A VRERICHT 5 S~ a D ) s BRETD,

XML eCTD DTD W ESWTHEREND 7 74 /L%, eCTD XML A R F 2R DHWik XML
Ny B kR, XML Sy B—r Tk, 120D ) —~T7ERRECHET 7 VER
FTrLLEHETHB, LPLE—O7 74 MIHT 3RS 2 BERSHS &, ARERBICEITS
TrANDTA THFA I NVEBIIHELL 2B EBHIOTHERET S,

TrANGET L D P EE

eCTD DESEHL, 7AALFBLUTZ 7 A ADLAT (BRIC/ER Ly Fa—FRilo7
FYr—avEHATA2 L), PEENPEES S FTEOSERDD, CTD @
gL FANFEOMTHFOTRNL, 25 LEF S~ a Ve BRBILT SO THS,

eCTD IKEENDZXEFITE, TS~ s vO) Y7 BIFEL S 50T, RERRT 1127 F
VSR RFTALERD D, TEF—2arD) r2iX, BV a2 RIEENWTHESY 7 L
THIL, ‘

e 4 CHREDTANZEL T 7 ANVDEBEER LE, T4 V7 FUH#EED by 7 L-ULE R
CEv B2, by A LA 7T AFOLATRT, BIRCBT S REEREERICENTS. B
R ERIFE LSV TE, VA Fo2Z2BRENLL., ZOOBREL, TOROEERE
FREC Py ZUL « ZAAXLBERTH L, BexOBGEL, TOHEICIT 2 Bkt
EB s lrARIOV T 7 4 NFI L v EENS, TTOHET, BHEFESH—ETH
AEZEREREINS, AATORECHESE T 3EENIRMNATH S, TOMOTLTOHIE
CITHERERNEE LW, BFECEARY, F6—1BIUE 6—1 AHOMITHFOBRFIZTT,

& 6-1 )
SRS R 3 OFENH
ctd-123456 0000 HRFEEE
ctd-123456 0001 PVIEMEE, BMELIIEE
ctd-123456 0002 2EBEDEE, BMELRER
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ctd-123456 | nnnon NEEOEE. BNErRER

61
{3 ctd-123456
=32 o000

e
-2 0001

XML 3w 7 F—% index.xml ¢ & SFhk—2D7 7 A ¢ LTBHT 2, Z07 740
X, FOREORBERBS 7 ANFITAND, B 6—1 IWRTHITHE. 74244 10000],
7 T0001] BLXT 44 [0002] i index.xml 7 7 ABRITHER LRV, &
ZAAFIZIE MDE F= v 7V A7 740, Tbb index-mdb.txt 357D index.xml
TrANLRITEDDS, EELOBET LI indexxml 23935 DTD % (util) 741
Fiz AR B,

HERITE XML Ay 7 By 7 7 A M, S5 S W I EA DTV 2 1 Z AR ARD,

Ha oRHICBWT, MIRTE XML Sy 7R Ty ANVEBRTEV—TERQA N —
g VEBHEREIC new) ThB, HEBDA VT v I AT 7 ANDF = FH 2 EGHAEDT 7
ANVBEFETHY, ZOZ7 7 ANBIUED MDS F = v 7 3 2{Hi} indexxml 77 A N0 Y
—7HERI VBB INS, HE XML Sy 7K —2 7 7 A KT S DTD iXF5B5EO util 7
FNFIAND,

F 621K 6—1 0FlcHT A7 7 A NMNOERETRT,

262
BEEEE 7 44 ZrA N
¢td-123456/0000 ‘index.xmi
index-md5.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-md5.txt
ctd-123456/0001/m]/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-md5.txt
ctd-123456/0002/m1/us us-regional.xml
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-t i : i i
ctd-123456/0002/util/dtd ich-ectd-3-x.dtd
us-regional-vx-x.dtd

S4 T7HA T NEEE
eCTD DELEEICE T, BHEPOFEIMREOT A 7HA IV E LT, BELFETED
ZEBEBETHD, |

eCTD BERVOBE, BN, EEB X OCEEHH (supplements, amendments and
variations) AT D LN TES, THHDOATEIE VT, 3 BTR—DEERNDH L DT
CiE A, amendments & supplements FIKE THER SN D HFET, variations [XEN THE
AEh23BETHL, TFE, HBNBLIUEERSR, BRUOTERICEIC T HEMEFRERET
AlewicEA s, P, FECHT 3 HEEEE Y HETIBAE. Fm&LﬁLTﬁV
E 138 (supplements, amendment) B5E%. BRMIZK L TIEER (variation)
BT B LoD, SERHYEREMERERDDHEE L. FRFICHT2EFE, B8m, i
72I3BIE (supplements, amendments and variations) & LTIHBRZFEHT S, €T, Al
WEIEBICHTE T4 7 A INEBOFERBLBLERH S, TODITHEZERIL,
ZBEEIE R, BEICE UCHIE DTD RARE SN A 4 A0 TRE LAThiZRe2v,.
FEE1 eCTD DTD ioB\WTEHR MR DTD 28R 52 &,

eCTD DTD 12V —T7ERL_ATDT A 794 ZAVEBOHOREL AR LTSI,
LRVTODTA THA I AVERERLSIZYR— LTS b TR, ﬁﬁé%h&#%ﬁﬁ
FREAE. B, BN hs Y — —oHEZELRACLAy I B—roBEHFLWI —7
BEFRETS, V—7ERO modified-file] BHEIIE, BM, BRECIERENSGY -7
BEEOV—7 ID £&HB, THEEVBHYSRBRIED Y 7 A A OB EHRICERTE, B0
T ANORBEEHTE S, SRR BRI B L TIRR ORISR,

FN—rg EYE

#ﬂv—/a/ﬁﬁﬁ$?wwﬁk®J —JEEFEETAEOOEERFPL S, BEFIL.

Frl—a VEMERNT, BHIIEERS Y —TEROMERBERZEH L BRI, A2
L—a VERR. BEROTA 7HA ZACED, BIERVCREShDPHRIEEERD T —

TEREOBEFEAT S, PEORHTHETOY —~7ERR FHR (vew)) THS, 2HA,
3 HE. 4 BRZEORF T, FH-IcBRMEh3 ) —7FH 3, DiCRH LY —Z78RLD

BEOEB LV TERLFR L —va VERERFEED, & 6—3 T —1 g VEMR

B OEBEOCELRFHRAIS, :

F6-3 L —a v EEOER

AR l— LREERAY 7 U TIER

va vk i AFEE AT IRFAOH)
HoHE BIE E7rAN | BO7TFAN

New A —-ZERIFICEH S Y — 7 R LA | Current
A, B—0RHAHLWWEREDTF A 74
7 AROVThizENTh, &2o0 eCTD BHE
BIcBWTHEEO) —78FEN new) OF 1
—aVEMEEOZ LIEFRESHh D,

Append | BEEY — 7 BERWCBHETAHRAY —7ERTH | Current Current -
5, WziE, RELTOE, HHWVEHERE Appended
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Frll— YEEERYZ b =TICE
avig B ' i AEEFICH T AETOH
|ERET 5 BAICHVWS, ) Append HXF—Di2
HizBne, BELEZ2 20 —7EZRIAVE
Wt EHERTS (B2, T At A X0
My, SEFTAL50BE8) o LAL, BE
Append BME TR Ah B UV —7BRE 2 IE, X

ELZOEMRECERATRESH DB, |
Append DERITBET THAHENH D, F—0iE

HAT 250 — 7358 % Append & v CHHAT

BRI, HUROEEIS R~ a5 L

Replace | = 0FHV —7BFICBEX M b AHEFY —7 | Current Replaced
EZEbDZ L BERTS, -

Delete 7y A ADRHITEL, V—T7EZROFL— No longer
=g VB Tdelete (BIER)) THB. Tmodified ‘ relevant to the
file] BEEIL, BITOHEEICIBEMERNEEZ BN review

AERKO I —JERFHRETS. #HERBT
FANVBEELBEVDT, Fx o2 ABMEE
e, PR AFEE L ERVEIRM LA

Do

modified-file Eﬁ@ﬁﬁﬁffi BHEI )V —THEEILL-T, FEELS (-0Fh, B, BMN
HHVITEREShE) V- EROMBEHREBHETIZ LIS, A—3 B EM,
B#fh A WEZHIEROREEEZE T 554, modified-file BHELEOEELDRETHD,
modified-file BiEiE. lindex.xml] BLUEELRTW3 Y —Z7EHROY—7 ID ZFL TS,
modified-file BHERHE—0Y —TBEROLERY, EHK, —EHDY-TERNPFO)—~TH
FLBRELAVHERERSE, BEShAE Y~ T7ERFLIIPLED TR LAY . modified-
file BIEIC &£ o T RO ) —7 BFH b HIBETE vy

modified-file BEMOTRFE U FIZFT, -
modified-file="../0001index xml#a1234567"

“hax. T0001) Qg7 A VA ESNICHD (a1234567) L THIP S Thhi ) —7EHE
ID o7 7 A NOMBRBREREL TS,

modified-file BAEDEAE KB TIRFEEN TV EES GIABMICXFEH B WIALA—Z 2%
V" : modified-file=") . V—7BREIBHEEHLRVOLRAKRTHD,

PTFRARL—v 3 VBBOBEZ YW TERAERT, UTORX, Wit tﬁroﬁﬁ% 5
SITHERTALOTIHARY, AL —sa VEBNHOERICE U THEHRR H 5581, HiHHMS
BlEHAZEATY, XML 4 YAF U AFEBIERTZ &I, Z77AVE22BTI0CY
—7IDEERTAHZEL,

W) 1~ AR O P B

64
BHESES 77 AN FL—| BEEESNBT7 AN | BEY—NLTO
g WEMFTOF
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0000 0000N. . \structure.pdf | New structure.pdf
_ {current)

$mz-z@®%mw%5% 12H] 0000 ITHEHRIHOBEERCH B, i 0001 1T DRD
BEEXIEET, BF %‘li%ﬂj 0000 @ structure.pdf 77 A VOBEHFXEEE LTS,
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<m2-5-clinical-overview xml:lang = "en">
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checksum-type="md5” cheeksum ="bde4d34dc80678a266352af460c3962"
xlink:href ="m2/27-clin-summ/summary-clin-efficacy* nausea pdf"™>
<title>nausea efﬁcacy summary</title>
<fleaf>
</m2-7-3-summary-of: chmcal efficacy>
<fm2-7-clinical-summary>
</m2-common-technical-document-summaries™>
<mb-clinical-study-reports>
<m5-3-clinical-study-reports>
<m¥5-3-5-reports-of-efficacy-and-safety-studies indication = "pam“>
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</m32-2-p-drug-product>
<m3-2-p-drug-product product-name = “Wonder drug” dosageform‘“'l‘ablet"
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-prodltablet-5mg132p1-desc-comp/description-and-composition.pdf‘>
<title>Wonder drug tablet product data</title>
<fleaf>
</m3-2-p-drug-product>
</m3-2-body-of-data>

41 6-6: XML eCTD DTD EBH #H R T S5 H5DOFF &

MR EHsSNEBREREOTIC, /— FiKE (node extensions) &ATH Z L&D
EROEELSIETES, /— FIEEE (node extensions) DERIFHER W ic ), e
FEPLERBEOMMTHI . /— FiEE (node extensions) &4 % BT HUR AT A &
R EBRShED, FEERT S BK/ — FZ ko, FEF<node-extension>% M4
%, <title>EXROMEIBBEHEN SIS, EBSNEEROFE TR VAV TOLIREY
A k. flxiF, <m2-8rregional-information>E R ITFLR T X 5 M, <m2-3-quality:
overall-summary>kt BRICESE e B TMOER TII RO CHERTE 2V,

BATF I Y B b B S Nl 2 BT 5 o0z, MFFH 25 <m2-3-rregional-
information>%#IE LT3 eCTD A YA F Y AOFT, BEHLETRT. <node-extension>
LERET B title ERIIEEONEEMB L TWS, LT OO, /— MRz He
AT L 7p< | <m2-3-rregional-information>FEHED FD<leal>ERTRETH LB TEL,

<m2-common-technical-document-summaries>
<m2-3-quality-overall-summary>
<m2-3-rregional-information>
<node-extension>
<title>special-summary</title>
<leaf ID="1123456" operation = "new" xlink’type = "simple" xlink'href=
"m2/23-gosfextra-quality-sum.pdf" checksum-type="md5"
checksum="7490d74c3d5e442ad57daa155253eb16">
<title>Extra qualify summary </title>
<fleaf>
</node-exfension>
</m2-3-r-regional-information>
<fm2-3-quality-overall-summary=>
</m2-common-technical-document-summaries>

EERS ) — 2 LTSN T 7 1 VETRT I, £<RAUERE, /= MR
( <node-extension>Z§ B <title>EH EFWHT) FHWTERRY 7 A A2RHT S, ZhiT
LOESSRRTEOT 7 A VOBFEBEL. TOREZEHTE S, -
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b 6-6: BEDFE C—EIP 2 1B T S HFEDF5/ &

CTD D=2 EFRBCBETToM. Bl Lo Tid—80w 7 va Y ERIET OB TEEL
THHEWE LTS, “HIC2WTHBIET S F A 2B8RShiy, £OEE, XML
eOTD A VY RAZ VA, BDEZa v DRAREEFERLEL PDF 77/ vEEDHHIL, £
@ PDF 774 k. W43 CTD XED4LH L., BENRE, BITCFTRAIFERLEL 1 <
—DEFHE LR, XMLeCTD A v X Z » AD<title>BHR T, ZNHROBHTHL L
BRTCEMTES, '

S F B R S B A M IR T3 0 L R A VR F VADHTH B,

<m%-common-technical-document-summaries>
<m2-5-clinical-overview xmllang = "en"> .
<Jeaf ID="2123456" operation = "new" xlink'type = "simple" checksum-type="md5" checksum =
"e854d3002c02a6 1fe5cbe926{1973401" xlink href = "m2/25-clin-over/clinical-overview.pdf"
application-version = "PDF1.4"> ’
<title>Paper Submission </itle>
<fleaf>
</m2-5-clinical-overview>
</m2-common-technical-document-summaries>
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FHERT: BFEERT x—v v POERR

#E

AR T eCTD T EH B 7 7 A M EERT D HFERDOWTHEAS, ZI T, EFHHET R
KEESHTWA T 7 A V7 3 — v MEIEOWTHRS, D74+ —7y FOEARSWTIE,
BHIROH A ¥ RIS

PDF ;

Adobe Portable Document Format (PDF) iX Adobe ¥ A7 A% (hitp/fwww.adobe.com) 73
R LIEARSNETr— vy FTHB, PDF LEEERT DO, Adobe %0, ED MO
EOAEOBBEBERTINEZR ., PDF BARIETESR SN LHEICHTLEEL LT
FARBRS, TR, YRABEMICEETES L 574 PDF 7 74 ADIERICH
HTH%, Adobe Acrobat ®AAFE A~ al, HBIVET 7 A M BABRFET SHEOML
BT oW TR A AR BREOZ L, '

PDF 7 7 A MCBRIC T 7 £ 2 T& 5 X 5157, PDF 7 7 A M 100 # 34 FLTF
T == T . Web IBBET5 - &,

R=Pa v

A% BU SEOFSEE, PDF A—Y3214 TEEFELEPDE 7 7 A VEBLAT D LB TE
%4, YWEA PDF ZrAAERBAEY., FEF—bTEH0I, BNV I MEBBEETLHIERD
- T/ bAVy, PDF/A-1_(ISO fE#-1501900-1:2005) IMREROEATHY , eCTD ZFIH
+5 ICH COHFEERFELER, PDF OO a VEFRETIHS, HulkH A 57X
PEEILC &

7+ b

FERAMEERTARIERALEZ AV PREEFTD I Y2 —F THATERWES, PDF
Y7 MITER MEERTAEDICAEENC 7 4 b EBERRS, 74V POBRIE, X
BOINERHEE, HOAVRBAT Lo TRIENELAFRICH, BEBRRETZLLDS, B
/i Times New Roman. Arial, Courier 33X 0 Acrobat lfhEy FBETHR—FEhE 7+
v RBAESWTHL T4y PAFIATECH D D L R RIETERY, Lo T, PDF 77
AATRAWELTOBMO7 4> i, BEERFICEAZEATEI LI, BRI &,
T4 v FEREDAL L 213, UBICERESNAXFELT TR, TOV A+ bORXTOIFLEE
HiATeZ &, :

T v NEADALEENT S L2 Y a— 2 DREFERRMICHELRD, T4y FOHEDIA
ZTEBRLNDBEFEARREHIBTDHEL LT, UTO 32855,

o BXFBCTHATD T4 MERIRT S,
e True Type 7% Adobe Type 1 7 4 bDAHEERT B,

o HARFwAXENTT Y FEER LRV,

RABOZAV kb (2 A4 72V P) &, v—<FT74>r b (1A 742 M) IDbRE
Wi, TRTOAFFE7 4 ML TEOT Ty MEEDRAL D L R2FLR TR
L5, TEOSEERA—YFAEa—FEERL, R—O742 MRL YA A ER
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A THL TR FOXEORFLARNCTEL LS CTIZERT7 4+ MEDRAZLDOBNTH
Z, LER-T, £2TOBRERET x> M EEDALLEILRZL, RAEZ+ v rOYV Ty b &
HDADIT oI A Eich D,

YTy FOER

FFEy bl XECERAESRNTVWAXFEFEEDIALZ LERKTS, 7ty MedED
R, TERERASAL TV RVTFLED TR TOXFERERTS, BEAFOLIR254
F7Av MI, 2TH7Ey FELTERDRARZ &,

AZAEE7 4 v P OEDAHIZET A ER:

oy MDA, UTOSCBET S,

= :

o Tal MEDALIC LY, BHEEO PC BET PDF 7y A AMBERICEFRSWER S D
X HILhED,

. :/tn—&km®7¢/héﬁ/zb—wfézgw&w

AFAz AR

o TV MEEDIAEND LT A ARERENTS,

o UBICEO~N—TUREERD L. ARMCEREIMDEZERED,

o H< D eCTD IEEIEHDL—TEEATEY, RN (R<2R5Z km)%ﬁéhé

s BAFET7F v FEERITIEICE %@%aﬂm%a@%rﬁ%»—»&ﬁw1x< (&
BOHA L AEEROIL)

o REMETFVIMETEERTDIOLT, Tav MeEDADZ LR, REBLREES
TEASERICRAZENTE, RITHILATED LIRS,

TFv AR

EI DI TERNETEC, XEOVA REEZRTRERLRVOTIIHEDETH S, AE
CiER LTS Times New Roman 12 #A > M, X EFLeOIIE Ry A ATHLOT,
ERESIV-OTHERTS L, FORIC 12 BA Y FIBAEWT+» PEERLEWE
ALEZLNAN, ARAESIFIORTA L, EDEAIE. FEERT —FEHBELEVE
5T 1 ~—URICES RIS B 2 LR, TV A ARSASHERNWLSERETIIED
BETHY | A AOBRIZIZAT VABKETCHD, A b - A XZRESTDHE, LD
ELDOEPNELRY, F—F B2 ORCETh THEFEHCRIZ L bHVHDI. —KIT,
HieHOWTHBA Y b - PRI~ E2FESTH LR, Zhibhsnis A5 L.

BF—7 3 FOER

Bp74+V FMEOBERBBEE LY, N A—FFRA L Vo7 IClRFAO7+ P EERTED,
HEDAD T 4 MaRERTHESE. FARy—n (BEER) 7Y & CHRICERNE
NARWHEZNRAEEET S, 74y MEORBBEEICONWTIL, EACS VA Ry - T Y F—
THEDF L TINAL—TEARILTRTZERTE 3, BRICEE ST DOIET 5,

R—=PVOMHE

MEO~N—VRETHESIC, BEOL—VRELTHREBIIRENS LY, —VORE2ED
LD, DOHEENLET PDF XERAZEETLHHI, MEOA—V0mEE, REBZIC
BET 5. '
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R—PP A AB LG —V

L= OHIRERIE A4 4 X (210 x 297 mm) EhiFLF -4 X (8.5 x 119 ZHEETS
Iowedasi b, EEEN, —BOMEBORLD—UEHRL TR LB, FHIRN
RNE B I —DOEMIC 52—y (25em BLE) 28173, HEORAEO—Y0DE
A1 WAz ERPHESDOBES) . L& OHEREBYHE—VIERRTIED, v—PUiEz
nEvbi< i vy (B 2.0em BLE, EAIX 0.8cm BLE), ~o & e 7 v 2 ERIE, v
CHRIETRISNADRE LT 22V, MIcHFV B THRIAL b NAZ 20AVWE I ICERT
Do -

~yHBECT v ¥

M4 75=23 0 F 4 XETCH, LEOTRATOR—VIHNBRBIICHETE L -EO
y HERIET v ZEOFBZZEL LTV, eCTD TREEENLEOCBEEBZIT D
DOKED A ZEHRHHH. FRTHXEOEN—Y (~yFERET7vZ) T—BRE
BTHH5 I LINENTHS BIXE, IEPHR SRS, BEROICELHERE ETH
RS 28R), —BRBATIRNT LY CTD BEXEOMO A X EHE ST B
o XEO—REBLEAZE BIXX RBES Sy TFES) THHTHL.

BILHFEO Y —A

MOTES X% LTER LA PDF (&R, —BIEF Y —AXEMLEREINEBOLY )
EhH, AXy L LEXBEEIBLESL, FEFEERFEOEDIEXEERELE) V-0
—Z FETBRIELTERY, AIRABEIER, AF vy LEXEFERALRZY,

PDF &3 X UEBOERFE

PDF XEOERTIL, BOXHRLPELRBEMNTELIFEZRAND L, HOMRE PDF HDXL
ZREICTH B L BRITT A0, TEE PDF EHHERT 22 &, TLMFIATERY
TEOFE. :I‘/l:":r_—ﬁ'ﬂﬁi_t}:Eﬂ)ﬁﬂ%@b\ﬂ‘h'@bﬂﬁ'@%bﬁ@ﬁ&'@z#?V“ﬁ‘éi‘.to
Rk, 77 AT XEBIRTAI L, MBS 7 7 A NP A XEER TS L, 300dpi O
BETAS Yy T B BRI, 77 AATAZXDENE, TV R =P F—0E
FIEEE LAY, Ay rRic, EEBRE~OFT Y BT L,

e E<tr PDR 77 A A% ERTE L &R, BREF V7 ALRNZE, FTUHT
Yo S TCRAOEEOLS Y 7 EABEEENEV, PDF BRIC-OVW T, BUTORHER
(lossless compression) OFEHTEHN5, :

o HF—BLRY VLA Ar—VEGROTHERICIL. Zip/Flate (1 >OHHHC 2 >OAFRD
3) #BHWS, ﬂﬁﬁkobfﬁhmmaRMH%OkIURMH%lhﬂﬁéﬂf%%
(httpHwww.istf.org/rfe/rfe1950.1xt)

o H[EEROTMERICIL. CCITT Group4 Fax EfHHTE#EA T 5, REMCo>VW T
CCITT £ T6 (1988) — /A —7F 477 7 VI VEBIHTHET7 77 V2D « 2—F.
4>V e A= ABIRI~T 4 IR & LTHERBED DR TS,

Fx A HFETHEOIHIT 300dpi U EOEBETCAXy 45, FEEATIARKICT S
BirBf L R TE DL, AXy Yy LEXHICEETERS FH2IIE 3P REFEhIBE
. S BICEWBERER S, 600dpi SHEEEND,
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BRIz oNCHE. 600dpi DRRECHREZRGET 5, HETHARETHHE, 8bit 7 LA X
e VES R ERT D b, 1T —EEARHT 5B, 24bit RGB EREFEETS L,
XS Fx LEERIIHE—RRATr—Y v (Thbb, ¥4 D7) Whidanle,

FARERERENL TR HEFEAT Yy T52 L L, TOHBE 600dpi. 8bit DS AR
=i B, :

fuyﬁ—mﬁ®ﬁ§74w7zﬁ3m®itz#?VT6#?495wﬁﬁf#?7%%?6,

By o= /T 7R RREEOERIE 300dpi TAF YT 5, BEEFRBHOMEER
A,

NASN—FHERR Y vEVIBLIO T v Iw—7

AL PR—FFERA R V7 BEUOT v 7w —2 ik, PDF XFEOFT S - a R LEIELT
=y I Thhe NMA—TRRL - D7k, FROESFHCHEED, FROTFAMILY
BETE B, :

—jic. BIRFEOXHICOVWTHE, & ToX, B, HEH. ToH0SEXRE LUHEES
BT, BRICRENEEHBRH T v r=—2 2R M35, 7y r7~v—2ik BROBRY
AL RERIC LIRS 2, Ty e — I X EOEGRTECS 3 D DIESNRATEH D,
—fEr, BETEEERTYa—ADEERARIE Ty 7 — 2 2 EWA LR THL, 7
wrw—7 ORBIXBREEEE L, BIROBBLU LOT v 7 vw—7 DUAVERTRY,
NEBNTEDLIET v I BRI DDAR—ARSREL 2D, 4 BEEZELRVWHEET
OFIR ZHLET 5,

TEEREND, A—— Y L RVERCEEE Y v, BEIM, & RELERE~DN
AR—V 7 XERATHY, FEF—a v OPEEANLEED, T4 A7 FZATHTT 2V
FuEBET 3RO =Y 7 EROREER/MITIRD, N/A—TFTFA b D7 u{F
B BB A ERRT AL L, BEDO FIALT0oN— T4 V7 ) 28RT %Y
V2. PEERRYROXy b2 - P—Aita— FERERIIEE LR 25,

Ty e—7 A=Y 2y BT 2HETL, HRRED Inherit Zoom ELEHT S, i
LY, FEEBROEOS— V% RBBC, RV ABEDL I LR {EREND,

T v —2 FEL REDPRALLRENEOWTOARBHA F U AERIET D ICHI-o T,

I B Lo TIBBBRERLTWS, $§RTDF vy 7v—7 2L D, BEIcLoT
RHEVILETECEELTRATRN LY, =277 79%0 B BRIEETS
X B, BELLEIE VIR, A, I To7v7v—22HAL 30, &E
EREFNLFEMTRITELRVWED, BELI B LRV AL, £ T, B

HEEEREDIOIR T v 2 v—r 2 ERTEPEERL., TOREORPTRREOLE
KOWT—BLET v —<— s BEEFO BRI ND,

N—TEEO

1D L3 LEORNTO_R—CEEOLNEL 2D, LEROR—VBEFUMC, XFEEEL
NE [R—UHEEE) AT HBERRY, BTFICEREOFES~ M, £0XEE PDF 77
ANDR~PEERF L THE EERSTHD. ThEERT DT, XFORYNO—VF
& 1L, TREHELETON—Y (RELBHBREEY) K. TIETRFTERESE
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B, #4 PAS—PRBRAN—VERe—BFERLZV, ELBESHTORNAS—T
(FA PA—D8) EBRERV, OXERFITIILIELY. XERHO-—VES
i) & Acrobat DFEEMIT EB—HT DL 325, .

 ZOBANC KT AME—0fishE, XTEOYA X KEW B, 100 MB 28X 5) Ldich
BEhTHWAEESTHEDS. 2 HAFERBEO T 7 ANMCIE 1 FRECRETTL T 7 AL N>
Y ik 577 R AN PR

IEER T 4 —VE
BEOBBICAT A TEEFRT 4 — N FOHRIZ ST, BT A & X TRT,

APy - HLTRY By TR

77 AN EB BROXBE 2k F—T > - FAT RS - Ky ¥ ATRETS, PDF 774
AMOBADOE 2—i% TLBY 22— KRET D, 7y v— 7 BRVERIE, B0~
B R—UORICRETH L, RBIGR—Y - LA T Y T 740 e LTRET 5,

X DT 4

PDF 7 7 A Mct T 23X a2 V5 A REFE I ATV — FICLARBIEEDRN, EFXF2D7T
4 7 AN R, BRI X AERE, TEANLT T T4 /?X@@R\ BIUCERE
L Tad—b o T FOBMPERR TS LI CRET D,

. PDF 3GEDA 7 v 7 A3}
BAE, ICHHIRICBWT, RIA ¥ 7 v 7 REAVS TR,

Acrobat 77 74 OFIFE

éﬂ@ﬁmi§h77ﬁJ/&Em?5$mﬁﬂ?&6m WERIC T T 74 oEMERD
6 ERABEYTHEZ b, B %ﬁ@%ﬁkA@MAmwuT%&énéuﬂ®77ﬁ4.
VITELAWD L TS,

XML Z 7 A2 :

XMLIET—A K- UL R o2 - oy y—3F A (World Wide Web Consortium: W3C) @

T—%y S FA—TICE VAR SR, WA~Y—27 v 75 (standard generalized

markup language: SGML). ~NA RX—FF X+ + v—2 7 y 7E&E (hypertext markup

language: HIML) % ¥, ZhETO=—2 7 vy 7EBEZURT 5 DICHARB SN IHEED
(nonproprietary) S TH 5,

XML 774 AROESIE, A7 V= PERREFRN Y LITh ABECHEREINTVD, BER
B, 1 oOESEMNT 5, FlE, BEBK eCTD B TEBHH ZIRE T DREOATL
E#EE<applicant>TiiBI &N 5, ETOEREOAFI< >L VI BHLEFTTICbND,
XMLI%TM,E%ﬁ%ﬁ\%hﬁﬁ?%ﬁ@ﬁ%kﬁ%ﬁﬁ#héo:n%ﬁfﬁﬁkwﬁo
LR oT XML 7 74/ Th, 55 35 1% <applicant>Worldwide Pharmaceuticals
Inc.</applicant>D X H 124 P &h b, %??‘:—_U)ﬁulu%é | DR, ShARFEFICEY
ABERORBETHHIZLETT,

XEONEE XML 'C‘Bﬁ'ﬁ‘ékb\'?—'ﬂﬁﬁﬁttfﬁr‘]i)‘ nf&é:}‘bfb\é LirL, RECHESE
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XML BRI BT Dt ORCHHE LTS, Z0Z b, HECHES, TOMD
ERLEO XML K CORHAERE TIIREEXS L TR, EKHRAS S & REEE I
M BW T EFOMOBRFFET - LICAETH LR TED (HRFAORNER L I3RRDH
AHEEsST), o, BHFEH fBltj(%h XML ORB(EET 50 ThHhiE, FOMKRD
FAEMEHR XML 7 7 AAEFZFARRNS LW S EEEEL L 5 X T, PR TR il =R )
AR5 &

RS X D, XML Tk 2 o EOEREBEMT 5 Z LR TES, hé’bid‘l 1 DDEFR
EHMOBERFNICTANFITT LI,

EHRE AT 5 EMERIESE CRENS, BEREREOPC )RR (' ") THATANS,
Fxif, PREARESTRRINTVAELRLEVGS, TORREREL LTHMTE,
XML 7 77 A TR O L S IciRlk &b,

<applicant xmllang="en" > Worldwide Pharmaceuticals Inc.</applicant>.

XML 77 A i A Y F—Fy b« TTOFOR—F L - THERSR, 75 T FRROLD
HE. T, BRFOBRIAFAN—TFRLET T UFICRESNS,

XML OEERR L B4R, BLC XML BER&EET 32U A0S, B, XER
. %% (document type definition: DTD) &W 5 7 7 A MZEEND, XML IES DTD (o HEHL
LTAWEEIRT 7 A VEEIRIATE D LR TERY,

XML 7 7 A D5 8 {701, XML O3 —Pay, RFAANY—TFDIATETFVA BL
RDTD DL & T FLAEEDD,

XML DB 3 2 80ERIE W3C O Y =274 b wwwwdcorg IZREN TN S,

SVG 774/

SVGIE XML C2RIEDT T 74 v 2 ARERTHIEDOSHETH S, SVG Tix, =74 -
FS57 497 0K BlzE, BEEBIUHMENCERINEAX), BHEBLUTXA D
SEREOTTTIAvIA AT V= 2D, FTF7 492« FT7 V=2 M FA—7E
B2ZH AN, B, BLXUECERENEF T Vs P EOERBAERTHS, TFA L
W, BEEICHE LIEAEE® XML F—ARS—RATLY, ThIZkY SVG /770 v 7 A0
RRT I/ AOBENREES, Bty PCE., AN TFILE>ZEHR (nested
transformation), 7 D v B> &« NRA, FATFw AT, 7L NE—FE, 7‘3/7’1/‘—]*
F7Pey PBICIREERESEND,

SVE WEIRFZATIvITCAVEFTIT 4T THDB, SVG AOFF 2 AV b - AT V=
k- E=F0 (DOM) (£ XML DOM %&#e) A7 V7 Mo LD EENT, 227
B TFTL49 TR FToA—2a v ®AERCT S, SVG 7774927 - A7 V=2 M,
onmouseover % onclick 72 FDRBERA R b e N FTF—REVYCHZENTED, £
DEHMEL, oY = TBEOEREICLY ., ALY =7 _—PRT SVG BFL, E2dx—
AAR—ZOMO XML BERIZH L, AR VP74 v 7R EOBEEANSG IR TE
6 90

BEEIC B3 SVG OFIAICE L Tk, BHEREMEIhY,

8 VG iz 5 = &L, wic web - http/fwww.w3c.org/graphics/svg X B F T35,
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£+8%8: XML eCTD DTD

<?xm]) version="1.0" encoding="UJTF-8"7>

<!-- 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
xmllang CDATA #IMPLIED"™>

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

<IELEMENT xref EMPTY>
<IATTLIST xref
ID ID #REQUIRED <attlist continues>

<IELEMENT node-extension (title, (leaf | node-extension)+)>
<IATTLIST node-extension
ID ID #REQUIRED
xmllang CDATA #IMPLIED=>

Changes in version 3.2

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

<IATTLIST m5-3-5-reports-of-efficacy-and-safety-studies
%atts r
indication CDATA #REQUIRED

- Since ID is only needed for files referenced in a LEAF, changed ID back to IMPLIED fox:
<IENTITY % att" I} 1D #REQUIRED
xmllang CDATA #IMPLIED">

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

1D ID #REQUIRED

xmllang CDATA #IMPLIED=>

End of changes
--> .
<IENTITY % att"ID ID #IMPLIED

xmllang CDATA #IMPLIED">
<I-- S : .
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<I-- Top-level element -->
<i-- : -
<IELEMENT ectd:ectd (m1-administrative-mformation-and-prescribing-i.nformatiou?, m2-common-
technical-document-summaries?, m3-quality?, md-nonelinical-study-reports?, mb-clinical-study-
reports?)>
<IATTLIST ectd-ectd

xmlnsiectd CDATA #FIXED “httpi//www.ich.orglectd”

smlnsixlink CDATA #FIXED “hitp:/fwww.w3c.org/1999/xlink?

xml:lang CDATA #IMPLIED

dtd-version CDATA#FIXED “3.27

=
<1 >
<I-- Leaf content -->
<l-- A -
<IELEMENT leaf (title, link-text?)>
<IATTLIST leaf -
1D ID #REQUIRED
application-version CDATA #IMPLIED
version CDATA#IMPLIED
font-Yibrary 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.orgf1999/xlink”
xlink:type CDATA #FTXED “simple”
link:role CDATA #IMPLIED
xlink:href CDATA #IMPLIED :
xlinkishow (new | replace | embed | other | none) #IMPLIED
<link:actuate {onLoad | onRequest | other | none) #IMPLIED
xmllang CDATA #IMPLIED

>
<IELEMENT title #PCDATA)>
<IATTLIST title
1D ID #IMPLIED
=
<|ELEMENT link-text #PCDATA | xref)*>
<IATTLIST link-text-
ID ID #IMPLIED .
>
<IRLEMENT xref EMPTY>
<IATTLIST xref
1D ID #REQUIRED
xminsixlink CDATA #FIXED “hitpi/fwww.w3c.org/1999/xlink”
xlink:type CDATA#FIXED “simple”
xlink:role CDATA #IMPLIED
xlink:title CDATA #REQUIRED
dink:href CDATA#REQUIRED
xlinkishow {new | replace | embed | other | none) #IMPLIED
xlinkactuate (onLoad | onRequest | other | none) #IMPLIED
=
<IELEMENT node-extension (title, (leaf | node-extension)+)>
<IATTLIST node-extension
iD ID #IMPLIED .
xml:lang CDATA #IMPLIED
-
<] = ——— >
<l-- CTD Backbone structures >
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<I-- - -
<IELEMENT m1-administrative-information-and-prescribing-information (leaf*)>
<!ATTLIST m1-administrative-information-and-prescribing-information

%att; ' L

-3
<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-summanries

%att:
>
<IELEMENT m2-2-introduction ((leaf | node-extension)*)>
<IATTLIST m2-2-introduction

%att;
> .
<IRLEMENT m2-3-quality-overall-summary (leaf*, m2-3-introduction?, m2-3-s-drug-substance*, m2-3-
p-drug-produet®, m2-3-a-appendices?, m2-3-r-regional-information?)>
<ATTLIST m2-3-quality-overall-summary

Yatt;
-3
AELEMENT m2-3-introduction {{leaf | node-extension)*)>
<!ATTLIST m2-3-introduction

Y%att;
>
<ELEMENT m2-3-s-drug-substance ((leaf | node-extension)*)>
<IATTLIST m2-3-5-drug-substance

Y%att:

substance CDATA#REQUIRED

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

%att;

product-name CDATA#IMPLIED

dosageform CDATA#IMPLIED

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

%atts
.
<|ELEMENT m2-3-r-regional-information ({leaf | node-extension)*}>
<IATTLIST m2-3-rregional-information :

%atts
> -
<|ELEMENT m2-4-nonclinical-overview ({leaf | node-extension)*)> - !
<JATTLIST m2-4-nenclinical-overview

%att:

>
<IELEMENT m2-5-clinical-overview ((leaf | node-extension)*)>
<JATTLIST m2-5-clinical-overview

%att;
-
<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-T-toxicology-tabulated-summary?)>
<JATTLIST m2-6-nonelinical-written-and-tabulated-summaries .

Y%atts s
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>
<IELEMENT m2-6-1-introduction ((eaf | node-extension)*)>
<IATTLIST m2-6-1-introduction
%att;
>
<IELEMENT m2-6-2-pharmacology-written-summary {(leaf | node-extension)*)>
<IATTLIST m2-6-2-pharmacology-written-summary
Y%att -
-
<ELEMENT m2-6-3-pharmacology-tabulated-summary ((leaf | node-extension)*)>
<IATTLIST m2-6-3-pharmacology-tabulated-summary
Y%att:
>
</ELEMENT m2-6-4-pharmacokinetics-written-summary ({leaf | node-extension)*)>
<IATTLIST m2-6-4-pharmacokinetics-written-summary
%atts
> " N
<ELEMENT m2-8-5-pharmacokinetics-tabulated-summary ((leaf | node-extension)*)>
<IATTLIST m2-6-5-pharmacckinetics-tabulated-summary
%att;
> ‘
<IELEMENT m2-6-6-toxicology-written-summary ((leaf | node-extension)*)>
< ATTLIST m2-6-6-toxicology-written-summary
Y%att;
>
<IELEMENT m2-6-T-toxicology-tabulated-summary ((leaf | node-extension)*}>
<IATTLIST m2-6-7-toxicology-tabulated-summary
Yatt;
-
<IELEMENT m2-7-clinical-summary {leaf*, m2-7-1-summary-of-biopharmaceutic-studies-and-
associated-analytical-methods?, m2-7-2-summary-of-clinical-pharmacology-studies?, m2-7-3-summary-
of-clinical-efficacy*, m2-7-4-summary-of-clinical-safety?, m2-7-5-literature-references?, m2-7-6-
synopses'of-individl_.lal-studies?)> ’
<IATTLIST m2-7-clinical -summary
Y%att
> SN
<IELEMENT m2-7-1-summary-of-biopharmaceutie-studies-and-associated-analytical-methods ((leaf 1
node-extension)*)> ‘
<ATTLIST m2-7-1-summary-of-biopharmaceutic-studies-and-associated-analytical-methods
%eatt;
=
<IELEMENT m2-7-2-summary-of-clinical-pharmacology-studies ((leaf | node-extension)*)>
<ITATTLIST m2-7-2-summary;of-clinical-pharmacclogy-studies
%Yoatt: '
5 N
RLEMENT m2-7-3-summary-of-clinical-efficacy {(leaf | node-extension)*)>
<IATTLIST m2-7-3-summary-of-clinical-efficacy
Y%att; .
indication CDATA#REQUIRED
=3
<IELEMENT m2-7-4-summary-of-clinical-safety ({leaf | node-extension)*}>
<IATTLIST m2-7-4-summary-of-clinical-safety
%att:
>
<IELEMENT m2-7-5-literature-references ((leaf | node-extension)*)>
<JATTLIST m2-7-5-literature-references
Y%att;
> i

<IELEMENT m2-7-6-synopses-of-individual-studies ({leaf | node-extension)*)>
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<IATTLIST m2-7-6-synopses-of-individual-studies
%att;
>
<IELEMENT m3-quality (leaf*, m3-2-body-of-data?, m3-3-literature-references?)>
<IATTLIST m3-quality
%atts
> i
<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?y>
<IATTLIST m3-2-body-of-data
%atts
3 .
<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-T-stability?)> -
<IATTLIST m3-2-s-drug-substance
- %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
%atts
=
 <IELEMENT m3-2-s-1-1-nomenclature ((leaf | node- extensmn)*)>
<IATTLIST m3-2-s-1-1-nomenclature
Yoatt;
=
<IELEMENT m3-2-5-1-2-structure {((leaf | node-extension)*)>
<IATTLIST m3-2-s-1-2-structure
%atts
=
<IELEMENT m3-2-s-1-3-general-properties ((leaf | node-extension)*)>
<IATTLIST m3-2-5-1-3-general-properties
%atts
-
<IELEMENT m3-2-s-2manufacture {(leaf*, m3-2-s-2-1-manufacturer?, m3-2-s-2-2-description-of-
manufacturing-process-and-process-controls?, m3-2-s-2-3-control-of-materials?, m3-2-s-2-4-controls-ofr
.critical-steps-and-intermediates?, m3-2-s-2-5-process-validation-and-or-evaluation?, m3-2-5-2-6-
manufacturing-process-development?)>
" <lATTLIST m3-2-s-2-manufacture
%att;
-
<ELEMENT m3-2-s-2-1-manufacturer ((leaf | node-extension)*)>
<JATTLIST m3-2-5-2-1-manufacturer
%att;
>
<|IELEMENT m3-2-s-2-2-descr1pt1on-of manufatturing-process-and-process-controls ((leaf | node-
extension)*)>
<ATTLIST m3-2-s-2-2-description-of- manufacturing-process-and-process-controls
%atts ‘
o ‘
<IBLEMENT m3-2-s-2-3-control-of-materials ((leaf | node-extension)*)>
<IATTLIST m3-2-5-2-8-control-of*materials
%att;
>
<IELEMENT 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 ‘
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%att;
o>
<IELEMENT m3-2-s-2-5-process-validation-and-or-evaluation ({leaf | node-extension)*}>
<IATTLIST m3-2-s-2-5-process-validation-and-or-evalnation
%atts
>
<ELEMENT m3-2-s-2-6-manufacturing-process-development ((leaf | node-extension)*)>
<IATTLIST m3-2-s-2-6-manufacturing-process-development
%att;
> )
<!ELEMENT m3-2-s-3-characterisation (leaf*, m3-2-s-3-1-elucidation-of structure-and-other-
characteristics?, m3-2-s-3-2-impurities?)>
<IATTLIST m3-2-s-3-characterisation
%atts
>
<JELEMENT m3-2-s-3- 1-elucidation-of-structure-and-other-characteristics ((leaf | node-extension)*)>
<ATTLIST m3-2-s-8- 1-elucidation-of-structure-and-other-characteristics
%att;
=
<IELEMENT m3-2-s-3-2-impurities ((leaf | node-extension)*)>
<IATTLIST m3-2-s-3-2-impurities
%att;
> .
<ELEMENT m3-2-s-4-control-of-drug-substance (leaf*, m3-2-s-4-1-specification?, m3-2-s-4-2-
analytical'procedures?, m3-2-s-4-3-validation-of-analytical-procedures?, m3-2-s-4-4d-batch-analyses?,
m3-2-5-4-5-justification-of-specification?)>
<IATTLIST m3-2-s-4-control-of-drug-substance
%att;
-
<IELEMENT m3-2-s-4-1-specification ((leaf | node-extension)*)>
<IATTLIST m3-2-s-4-1-specification
Y%att;
>
<ELEMENT 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)*)>
<IATTLIST m3-2-s-4-3-validation-of-analytical-procedures
%att:
=
<ELEMENT m3-2-s-4-4-batch-analyses ((leaf | node-extension)*)>
<IATTLIST m3-2-s-4-4-batch-analyses :
%att;
>
<IRLEMENT m3-2-5-4-5-justification-of-specification ((leaf | node-extension)*)>
<IATTLIST m3-2-s-4-5-justification-of-specification
Y%atts
> .
<IELEMENT m3-2-s-5-reference-standards-or-materials ({leaf | node-extensiony*)>
<IATTLIST m3-2-5-5-reference-standards-or-materials
Y%oatt:
>
AELEMENT m3-2-s-6-container-closure-system ((leaf | node-extension)*}>
<IATTLIST m3-2-5-6-container-closure-system
Y%att;
> .
<IELEMENT m3-2-5-7-stability (leaf*, m3-2-s-7-1-stability-summary-and-conclusions?, m3-2-s-7-2-post-
approval-stability-protocol-and-stability-commitment?, m3-2-5-7-3-stability-data?)>
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<IATTLIST m3-2-s-7T-stability
Y%att;
>
<IELEMENT m3-2-s-7-1-stability-summary-and-conclusions (leaf | node-extension)*)>
<IATTLIST m3-2-s-7-1-stability-summary-and-conclusions
%atts
- .
<JELEMENT m3-2-s-7-2-post-approval-stability-protocol-and-stability-commitment ((leaf | node-
extension)*)>
<TATTLIST m3-2-s-7-2-post approval-stability-protocol and stability-commitment
%att;
-3
<IELEMENT m3-2-5-7-3-stability-data ({leaf | node-extension)*)>
<IATTLIST m3-2-s-7-3-stability-data
Y%att;
> .
<IELEMENT m3-2-p-drug-product (leaf”, m3-2-p-1-description-and-composition-of-the-drug-product?,
m3-2-p-2-pharmaceutical-development?, m3-2-p-3-manufacture?, m3-2-p-4-control-of- excipients*, m3-2-
p-5-control-of-drug-product?, m3-2-p-6-reference-standards- or-mabenals" m3-2-p-T-container-closure-
system?, m3-2-p-8-stability?)>
<JATTLIST m3-2-p-drug-product
%att: ’
product-name CDATA #MPLIED
dosageform CDATA #IMPLIED
manufactirer CDATA #IMPLIED
=
<IELEMENT m3-2-p-1-deseription-and-composition-of-the-drug-product ((leaf | node-extension)*}>
<IATTLIST m3-2-p-1- descmptmn-and composition-of-the-drug-product
%atts
>
<IELEMENT m3-2-p-2-pharmaceutical-development ((leaf | node-extension)*)>
<IATTLIST m3-2-p-2-pharmaceutical-development
Y%att;
- .
<IELEMENT m3-2-p-3-manufacture (lcaf®, m3-2-p-3-1-manufacturers?, m3-2-p-3-2-batch-formula?,
m3-2'p—3~B-descnptlon-of-manufacturmg process-and-process-controls?, m3-2-p-3-4-controls-of-eritical-
steps-and-intermediates?, m3-2-p-3-5-process-validation-and-or-evaluation?)>
<IATTLIST m3-2-p-3-manufacture
%att;
> .
JELEMENT m3-2-p-3-1-manufacturers ((eaf | node-extension)*)>
<!ATTLIST m3-2-p-3- l-manufacturers
%atts
-3 '
<IELEMENT m3-2-p-3-2-batch-formula ((leaf | node-extension)*)>
<JATTLIST m3-2-p-3-2-batch-formula
Y%atts
-
<IELEMENT m3-2-p-3-3-description-of-manufacturing-process-and-process-controls (Geaf | 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
%att;
- . |
<IELEMENT m3-2-p-3-5-process-validation-and-or-evaluation ((leaf | node-extension)*)>
<IATTLIST m3-2-p-3-5-process-validation-and-or-evaluation
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%att;
-
<IELEMENT m3-2-p-4-control-of-excipients (leaf®, m3-2-p-4-1-specifications?, m3-2-p-4-Z-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
Yoatt;
excipient CDATA #IMPLIED
=
<IELEMENT m3-2-p-4-1-specifications ((leaf | node-extension)*)>
<IATTLIST m3-2-p-4-1-specifications
%att;
>
<IELEMENT m3-2-p-4-2-analytical-procedures ((leaf | node-extension)*)>
<IATTLIST m3-2-p-4-2-analytical-procedures
Yatt;
>
<'ELEMENT m3-2-p-4-8-validation-of-analytical-procedures ((leaf | node-extension)*)>
<IATTLIST m3-2-p-4-3-validation-of-analytical-procedures
%atts
-
<ELEMENT m3-2-p-4-4-justification-of-specifications ((leaf | node-extension)*}>
<IATTLIST m3-2-p-4-4-justification-of-specifications
%att;
-
<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
%atts ’
> .
<IELEMENT m3-2-p-4-6-novel-excipients ((leaf | node-extension)*)>
<IATTLIST m3-2-p-4-6-novel-excipients
Y%att;
> ‘
<IELEMENT m3-2-p-5-control-of-drug-product (Jeaf*; 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?)> .
<JATTLIST m3-2-p-5-control-of-drug-product
Y%att:
> .
<IELEMENT m3-2-p-5-1-specifications {{leaf | node-extension)*)>
<IATTLIST m3-2-p-5-1-specifications
%att;
-
<ELEMENT m3-2-p-5-2-analytical-procedures ((leaf | node-extension)*)>
< ATTLIST m3-2-p-5-2-analytical-procedures
Yoatt; -
>
<IELEMENT m3-2-p-5-3-validation-of-analytical-procedures ((leaf | node-extension)*)>
<IATTLIST m3-2-p-5-3-validation-of-analytical-procedures -
Y%att:
. }
<IELEMENT m3-2-p-5-4-batch-analyses ((leaf | node-extension)*)>
<IATTLIST m3-2-p-5-4-batch-analyses
%att;
>
<IELEMENT m3-2-p-5-5-characterisation-of impurities ((leaf | node-extension)}*)>
<IATTLIST m3-2-p-5-5-characterisation-of-impurities
Ypatis
-
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<IELEMENT m3-2-p-5-6-justification-of-specifications ((leaf | node-extension)*)>
<IATTLIST m3-2-p-5-6-justification-of-specifications
%att;
-3
<IELEMENT m3-2-p-6-reference-standards-or-materials {{leaf | node- extens1on)*)>
<IATTLIST m3-2-p-6-reference-standards-or-materials
Yatt;
-
<IELEMENT m3-2-p-7-container-closure-system {(leaf | node-extension)*)>
<IATTLIST m3-2-p-7T-container-closure-system
Y%att:
=
<IELEMENT m3-2-p-8-stability (leaf*, m3-2-p-8-1-stability-summary-and-conclusion?, m3-2-p-8-2-post-
approval-stability-protoccl-and-stability- commltment‘? m3-2-p-8-3-stability-data?>
<IATTLIST m3-2-p-8-stability
%att;
=
<IELEMENT m3-2-p-8~1-stabﬂ.1ty summary-and-conclusion ((leaf | node -extension)*)>
<IATTLIST m3-2-p-8-1-stability-summary-and-conclusion
%att;
>
<IELEMENT m3-2'p-8'2'post approval- stablhty'protocol-and stablhty commitment ((eaf | node-
extension)*)>
<IATTLIST m3-2-p-8-2-post-approval-stability-protocol-and-stahility- comxmtment
%att;
-
<IELEMENT m3-2-p-8-3-stability-data ((leaf | node-extension)*}>
<IATTLIST m3-2-p-8-3-stability-data
%att;
= -
"OELEMENT 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;
. .
<IELEMENT 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#MPLIED
dosageform CDATA #IMPLIED
product-name CDATA #IMPLIED
-
AELEMENT m3-2-a-2-adventiticus-agents-safety-evalnation ((leaf | node-extension)*)>
<IATTLIST m3-2-a-2- adventltmus agents-safety-evaluation ‘
%att,
manufacturer CDATA #IMPLIED
substance CDATA #IMPLIED
dosageform CDATA#IMPLIED
product-name CDATA #IMPLIED
> : .
<ELEMENT m3-2-a-3-excipients ((leaf | node-extension)*)>
<IATTLIST m3-2-a-3-excipients
Y%att;
-
<IELEMENT m3-2-r-regional-information ((leaf | node-extension)*)>
<IATTLIST m3-2- r-reglonal information
%ﬂtt:
=
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<IELEMENT m3-3-literature-references ((leaf | node-extension)}*)>
<IATTLIST m3-3-literature-references
%atts
-
<IELEMENT m4-nonclinieal-study-reports (leaf*, m4-2-study- reports"’ m4-3-literature-references?)>
<IATTLIST m4-nonclinical-study-reports
%ati:-
>
<IELEMENT m4-2-study- reports {leaf*, m4-2-1-pharmacology?, m4-2-2- pharmacokmetlcs‘? m4-2-3-
toxicology?)>
<IATTLIST m4-2-study-reports
%atts
>
<IELEMENT m4-2-1-pharmacclogy {leaf*, m4-2-1-1-primary-pharmacodynamics?, m4-2-1-2-secondary-
pharmacodynamics?, md-2-1-3-safety-pharmacology?, m4-2-1-4-pharmacodynamic-drug- -interactions?>
<IATTLIST m4-2-1-pharmacology
%att;
-
<ELEMENT m4-2-1-1-primary-pharmacodynamics ((leaf | node-extension}*)>
<IATTLIST m4-2-1-1-primary-pharmacodynamics
Y%atts
-
<IELEMENT m4-2-1-2-secondary-pharmacodynamics ((leaf | node-extension)*)>
<IATTLIST m4-2-1-2-secondary- pharmacodynamms
%att;
>
<IELEMENT m4-2-1-3-safety-pharmacology ((leaf | node-extension)*)>
<IATTLIST m4-2-1-3-safety-pharmacclogy
Y%att;
>
<IELEMENT m4-2-1-4-pharmacodynamic-drug-interactions {(leaf | node-extension)*)>
<IATTLIST m4-2-1-4-pharmacodynamic-drug-interactions
Yoatts
-3
<IELEMENT m4-2-2-pharmacokinetics (leaf*, m4-2-2-1-analytical-methods-and-validation-reports?,
md4-2-2-2-absorption?, m4-2-2-3-distribution?, md4-2-2-4-metabolism?, m4-2-2-5-excretion?,: m4-2-2-6-
pharmacokinetic-drug-interactions?, m4-2-2-7-other- pharmacokinetic-studies?)>
<IATTLIST m4-2-2- pharmacokmetms
Y%att;
>
<IELEMENT m4-2-2-1-analytical-methods-and-validation-reports ((leaf | node-extension)}*)>
<IATTLIST m4-2-2-1-analytical-methods-and-validation-reports
Y%atts
o .
<IELEMENT m4-2-2-2-absorption ({(leaf | node-extension)*)>
<IATTLIST m4-2-2-2-absorption
Y%att;
=
<IELEMENT m4-2-2-3-distribution ((leaf | node-extension)*)>
<IATTLIST m4-2-2-3-distribution
Yatt:
>
<IELEMENT m4-2-2-4-metabolism ((leaf | node-extension)*)>
<IATTLIST m4-2-2-4-metabolism
%att;
>
<IELEMENT m4-2-2-5-excretion ((leaf | node- extensmn)*)'?
<IATTLIST m4-2-2-5-excretion
Y%att;
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> .
<IELEMENT m4-2-2-6-pharmacokinetic-drug-interactions ((leaf | node-extension)*)>
<IATTLIST m4-2-2-6-pharmacokinetic-drug-interactions ‘
Y%atts : ~
=
<IELEMENT m4-2-2-7-other-pharmacokinetic-studies ((eaf | node- exten51on)*)>
<IATTLIST m4-2-2- 7-other-pharmaco]unetlc'studms
%att;
-
<{ELEMENT 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?, md-2-3-5- reproductive-and-developmental-toxicity?,
m4-2-3-6-local-tolerance?, m4-2-3-7-other-toxicity- stud1es")>
<!ATTLIST m4-2-3-toxicology
%att,
> .
<IELEMENT m4-2-3-1-single-dose-toxicity ((leaf | node-extension)*)>
<IATTLIST m4-2-3-1-single-dose-toxicity
%att;
> N
<IELEMENT m4-2-3-2-repeat-dose-toxicity ((leaf | node-extension)*)>
<IATTLIST m4-2-3-2-repeat-dose-toxicity
Y%att,
> J
<IELEMENT m4-2-3-3-genotoxicity (leaf*, md-2-3-3-1-in-vitro?, m4-2-3-3-2-in-vivo?)>
<IATTLIST m4-2-3-3-genotoxicity -
%att;
>
<|ELEMENT m4-2-3-3-1-in-vitro ({leaf | node-extension)*)>
<IATTLIST m4-2-3-3-1-in-vitro
%atts
-
<IELEMENT m4-2-8-3-2-in-vivo {(leaf | node-extension)*)>
<IATTLIST m4-2-3-3-2-in-vivo
Yatt;
> . N
<IELEMENT m4-2-8-4-carcinogenicity (leaf*, md4-2-3-4-1-long-term-studies?, m4-2-3-4-2-short-or
medivm-term-studies?, m4-2-3-4-3-other-studies?)>
<IATTLIST m4-2-3-4-carcinogenicity
%att;
> ‘ ‘
<IELEMENT md-2-3-4-1-long-term-studies ((leaf | node-extension}*)>
<IATTLIST m4-2-3-4-1-long-term-studies
%att;
> '
<ELEMENT m4-2-3-4-2-short-or-medium-term-studies ((leaf | node-extension}*)>
<JATTLIST m4-2-3-4-2-short-or-medinm-term-studies
Yatts
-3
<RLEMENT m4-2-3-4-3-otherstudies ({leaf | node-extension}*}>
<IATTLIST m4-2-3-4-3-other-studies o
%att;
>
<IELEMENT md-2-3-5-reproductive-and-developmental-toxicity (leaf*, 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-ineluding-maternal-function?, md-2-3-5-4-studies-in-which-the-offspring-juvenile-animals-
are-dosed-and-or-further-evaluated?)>
<IATTLIST m4-2-3-5-reproductive- and-developmentaktr)mmty
Y%att;
> '
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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
%att;
>
SELEMENT m4-2-3-5-2-embryo-fetal-development ((leaf | node-extension)*)>
<IATTLIST m4-2-3-5-Z-embryo-fetal-development
%att:
>
<IELEMENT m4-2-3-5-3-prenatal-and- postnatal-development-mcludmg‘maternal function {{leaf |
node-extension)*)>
<IATTLIST m4-2-3-5-3-prenatal-and-postnatal-development-including-maternal-function
%att;
-
<ELEMENT md-2-3-5-4-studies-in-which-the-offspring-juvenile-animals-are-dosed-and-or-further”
evaluated {(leaf | node-extension)*)>
<IATTLIST m4-2-3-5-4-studies-in-which-the-offspring-juvenile-animals-are-dosed-and-or-further-
evaluated
%att;
-
<IELEMENT m4-2-3-6-local-tolerance ((leaf | node- extensxon)*)>
<IATTLIST m4-2-3-6-local-tolerance
%att;
> .
<IELEMENT m4-2-3-T-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-metabohtes"
md-2-3-7-6-impurities?, m4-2-3-7-T-other?)>
<IATTLIST m4-2-3-7-other-toxicity-studies
Y%atts
> - )
<IBELEMENT m4-2-3-7-1-antigenicity ((leaf | node-extension)*)>
<!IATTLIST m4-2-3-7-1-antigenieity
%atts
-
<ELEMENT md-2-3-7-2-immunotoxicity {(leaf [ node-extension}*)>
<IATTLIST m4-2-3-7-2-immunotoxicity
Y%att:
>
<IELEMENT m4-2-3-7-3-mechanistic-studies ((leaf | node-extension)*)>
<IATTLIST m4-2-3-7-3-mechanistic-studies
Y%att:
>
<RLEMENT 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-extensmn)*)>
<IATTLIST m4-2-3-7-5-metabolites
Y%att;
-3
<IELEMENT m4-2-3-7-6-impurities ((leaf | node-extension)*)>
<!ATTLIST m4-2-3-7-6-impurities
Y%att:
>
<IELEMENT m4-2-3-7-T-other ((leaf | node-extension)}*)>
<IATTLIST m4-2-3-7-T-other
Y%att;
=
<IELEMENT m4-3-literature-references ({leaf | node-extension)*)>
<IATTLIST m4-3-literature-references
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Yoatt:
>
<)ELEMENT m5-clinical-study-reports {(leaf*, mb/-2-tabular- hstmg of-all- chmcal studies?, mb-3-
clinical-study-reports?, m5-4-literature-references?)>
<IATTLIST mb-clinical-study-reports
%att;
>
<IELEMENT m5-2-tabular-listing-ofall-clinieal-studies ((leaf | node-extension)*)>
<IATTLIST mb5-2-tabular-listing-of-all-clinical-studies

%att;
>
<IELEMENT m5-3-clinical-study-reports {leaf*, m5-3-1-reports-of-biopharmaceuiic-studies?, mb5-3-2-
reports-of-studies-pertinent-to-pharmacokinetics-using-human-biomaterials?, mb5-3-3-reports-of-

human-pharmacokinetics-pk-studies?, m5-3-4-reports-of human-pharmacodynamics-pd-studies?, mb-3-
5-reports-of-efficacy-and-safety-studies*, m5-3-6-reports-of- postmarketmg-expenence‘? mb5-3-T-case-
report-forms-and-individual-patient-listings?)> '
<IATTLIST m5-3-clinical-study-reports

%att;
- s .
<IELEMENT m5-3-1-reports-of- biopharmaceutic-studies (leaf®, m5-3-1-1-bioavailability-study-reports?,
mb5-3-1-2-comparative-ba-and-bioequivalence-study-reports?, mb5-3-1-3-in-vitro-in-vivo-correlation-

study-reports?, mb-3- 1-4-reports-of-bioanalytical-and-analytical-methods-for-human-studies?)>
<IATTLIST m#-3-1-reports-of-biopharmaceutic-studies
%atts .
-
<IELEMENT m5-3-1-1-bicavailability-study-reports ((leaf | node- extensmn)*)>
<IATTLIST m5-3-1-1-bicavailability-study-reports
%atts
o ‘
- <IELEMENT m5-3-1-2-comparative-ba-and-bioequivalence-study-reports {Qeaf | node- extensmn)*)>
<IATTLIST m5-3-1-2-comparative-ba-and-bioequivalence-study-reports
Y%atts
=
- <IELEMENT m5-3-1-3-in-vitro-in-vivo-correlation-study-reports ((leaf | node-extension)*)>
<JATTLIST mb-3-1-3-in-vitro-in-vivo-correlation-study-reports
Y%att; '
>
<IELEMENT m5-3-1-4-reports-of-bioanalytical-and-analytical-methods-for-human-studies  ((leaf |
node-extension)*)>
<JATTLIST m5-3-1-4-reports-of-bicanalytical-and- analytlcal methods-for-human-studies
Yatt:

.

> _ ‘
<ELEMENT m5-3-2-reports-of studies-pertinent-to-pharmacokinetics-using-human-biomaterials (leaf*,
mb5-8-2-1-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 m5-3-2- reports of studies-pertinent-to-pharmacokinetics-using-human-biomaterials

%att;
>
<IELEMENT m5-3-2-1-plasma-protein-binding-study-reports ((leaf | node- extens1on)*)>
<IATTLIST m5-3-2-1-plasma-protein-binding-study-reports

%%att;
>
<IELEMENT m5-3-2-2-reports-of-hepatic-metabolism-and- drug-mteractmn-stud.les (leaf 1 node-
extension)*)>
<IATTLIST mb-3-2-2- reports of hepatic-metabolism-and-drug-interaction-studies

%att;
=
<IELEMENT m5-3-2-3-reports-of-studies-using-other-human-biomaterials ((ieaf | node-extension)*)>
<IATTLIST m5-3-2-3-reports-of-studies-using-other-human-biomaterials
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Y%oatts
>
<IELEMENT m5-3-3-reports-of-human-pharmacokinetics-pk-studies (Jeaf*, m5-3-3-1-healthy-subject-
pk-and-initial-tolerability-study-reports?,  m5-3-3-2-patient-pk-and-initial-tolerability-study-reports?,
m5-3-3-3-intrinsic-factor-pk-study-reports?,  m5-3-3-4-extrinsic-factor-pk-study-reports?, m5-3-3-5-
population-pk-study-reports?)>
<IATTLIST m5-3-3-reports-of- human-pharmacokinetics-pk-studies

%att;
>
<BLEMENT  m5-3-3-1-healthy-subject-pk-and-initial-tolerability-study-reports ((leaf | node-
extension)*)>
<IATTLIST m5-3-3-1-healthy-subject-plk-and-initial-tolerability-study-reports
Yoatt; .
>

<IELEMENT m5-3-3-2-patient-pk-and-initial-tolerability-study-reports ((leaf | node-extension)*)>
<!ATTLIST m5-3-3-2-patient-pk-and-initial-tolerability-study-reports
Y%atts
-
<IELEMENT m5-3-3-3-intrinsic-factor-pk-study-reports {(leaf | node-extension)*}>
<IATTLIST m5-3-3-3-intrinsic-factor-pk-study-reports
Y%att;
>
<IELEMENT m5-3-3-4-extrinsic-factor-pk-study-reports ((leaf | node-extension)*)>
<IATTLIST m5-3-3-4-extrinsic-factor-pk-study-reports
%att;
-
<|[ELEMENT m5-3-3-5-population-pk-study-reports {{leaf | node-extension)*)>
<IATTLIST 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?)>
<JATTLIST m5-3-4-reports-of human-pharmacodynamics-pd-studies
Y%oatt;
>
<IELEMENT m5-3-4-1-healthy-subject-pd-and-pk-pd-study-reports ({(leaf | node-extension}*)>
<IATTLIST m5-3-4-1-healthy-subject-pd-and-pk-pd-study-reports
Y%att:
> .
<IELEMENT m5-8-4-2-patient-pd-and-pk-pd-study-reports ((leaf | node-extension)*)>
<IATTLIST mb-3-4-2-patient-pd-and-pk-pd-study-reports
%9att;
-
<IELEMENT m5-3-5-reports-of-efficacy-and-safety-studies (leaf*, m5-3-5-1-study-reports-of-controlled-
clinical-studies-pertinent-to-the-claimed-indication?,  m5-3-5-2-study-reports-of-uncontrolled-clinical-
studies?, mb5-3-5-3-reports-of-analyses-of-data-from-more-than-one-study?, mb-3-5-4-other-study-
reports?)> .
<IATTLIST mb5-3-5-reports-of-efficacy-and-safety-studies
Yeatt;
indication CDATA #REQUIRED
>
<IBELEMENT mb5-3-5-1-study-reports-of controlled-clinical-studies-pertinent-to-the-claimed-indication
((eaf | node-extension)*)>
<IATTLIST mb-3-5- 1-study-reports-of-controlled-clinical-studies-pertinent-to-the-claimed-indication
Yoatt: .
-
<!IELEMENT m5-3-5-2-study-reports-of-uncontrolled-clinical-studies ({leaf | node-extension)*)>
<IATTLIST mb5-3-5-2-study-reports-of-uncontrolled-clinical-studies
%att:
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>

<IELEMENT  mb-3-5-3-reports-of-analyses-of-data-from-more-than-one-study  ((leaf | node-
extension)*)> :
<IATTLIST m5-3-5-3-reports-of-analyses-of-data-from-more-than-one-study
%att;
-

<IBELEMENT mb-3-5-4-other-study-reports ((leaf | node-extension)*)>
<IATTLIST m5-3-5-4-other-study-reports

Yoatt;
> .
<IELEMENT m5-3-6-reports-of-postmarketing-experience ((leaf | node-extension)*)>
<IATTLIST mb5-3-6-reports-of postmarketing-experience

%att.
> : :
<IELEMENT m&5-3-7-case-report-forms-and-individual-patient-listings ({leaf | node-extension)*)>
<IATTLIST m5-3-7-case-report-forms-and-individual-patient-listings

%att;
>
<!ELEMENT m5-4-literature-references ((leaf | node-extension)*)>
<IATTLIST mb5-4-literature-references !

Y%att;
>
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rRoSEREET S ADERERDR TS, B1IHT|
OFRIT, VNS R REERTAIE, B
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8. XML R¥x—¥: jp-regidnal—1 -0.xsd, xlink.xsd
XML A% —= 7 7 A /b jp-regional-1-0.xsd % ELFIZ/RT,

{?xml version="1.0" encoding="UTF-8""

-

Date : 2004/5/27  Version : 1.0

-

{xsd:schema targetNamespace="universal”
gmlns:xsd="http://www. w3. org/2001/XMLSchema” xmlns="universal”
xmlns:xlink="http://wew. w3. org/1999/x1ink” elementFormDefault="qualified”
attributeFormbPefaul t="unqualified”> :

<xsd:import namespace="http://www. w3. org/1999/x11nk”
schemaLocation="x1link, xsd”/>
{I-— Top level element —>
<xsd:element name="universal” type="universalType />
{xsd:complexType name="universalType™>
{xsd:sequence> ‘
<xsd:element ref="document—identifier”/>
<xsd:element ref="document”/>
<{/xsd:sequence>
{xsd:attribute name="lang” type="xsd:language” use="required”/>
<xsdiattribute name="schema—version” type="xsd:string” use="required”/>
{/xsd:complexType>
¢!— document—identifier —>
¢xsd:element name="document—identifier” type="document—identifierType”/>
{xsd:complexType name="document—identifierType”>
{xsd:sequence>
(xsd:element ref="title”/>
{xsd:element ref="doc-id"/> -
{xsd:element ref="category” minOccurs="0" maxOccurs="unbounded”/>
<{/xsd:sequence> ' '
{/xsd:complexType>
<!— document —>
¢xsd:element name="document” type="documentType”/>
<xsd:complexType name="documentType”>
<xsd:choice minOccurs="0" maxOccurs="unbounded”>
{xsd:element ref="doc—content”/> '
{xsd:element ref=" content—block />
{/xsd:choice>
{/xsd:complexType>
<l— doc-content —»
{xsd:element name="doc—content” type="doc—contentType”/>
{xsd:complexType name="doc—contentType”>
{xsd: sequence)




¢xsd:element ref="title” minOccurs="0"/>
(xsd:element ref="property” minOccurs="0" maxOccurs="unbounded”/>
¢xsd:element ref="file-tag” minOccurs="0" maxOccurs="unbounded”/>
¢xsd:element ref="description” minOccurs="0"/>
¢/xsd:sequence> '
¢xsd:attribute ref="xlink:type” use="optional” fixed="simple”/>
¢xsd:attribute ref="xlink:href” use="optional”/>
{xsd:attribute name="param” type="xsd:string” use="optional”/>
<{/xsd:complexType>
¢1— content-block —>
<xsd®element name="content—-block” type="content—-blockType”/>
{xsd:complexType name="content—blockType™>
<xsd: sequence?
{(xsd:element ref="block~title”/>
 <xsd:element ref="property” minOccurs="0" maxOccurs="unbounded” />
<xsd:element ref="file-tag” minOccurs="0" maxOccurs="unbounded”/>"
<xsd:choice minOccurs="0" maxOccurs="unbounded”>
{xsd:element ref="doc—content”/>
{xsd:element ref="content-block”/>
{/xsd:choice>
{/xsd:sequence> ]
{xsd:attribute name="param” type="xsd:string” use="optional”/>
</xsd:complexType>
- file-tag —>
<xsd:element name="file—tag” type="file—taglype”/>
<xsd:complexType name="file—tagType”>
{xsd:sequence>
¢xsd:element ref="property” min0ccurs="0" maxOccurs="unbounded”/>
{/xsd:sequence>
{xsd:attributeGroup ref="userspecific—info”/>
{/xsd:complexType>
¢!—— Element —>
{xsd:element name="title” type="xsd:string”/>
{xsd:element name="doc-id” type="xsd:string”/>
{xsd:element name="block-title” type="xsd:string”/>
<!— description —>
<xsd:element name="description” type="descriptionType”/>
<xsd:complexType name="descriptionType” mixed="true”>
<xsd:choice minOcecurs="0" maxQccurs="unbounded”>
<xsd:any processContents="lax"/>
{/xsd:choice>
{/xsd:complexType>
{!— category —>
{xsd:element name="category” type="categoryType” />
<xsd:complexType name="categoryType” mixed="true”>
{xsd:choice minOccurs="0" maxOccurs="unbounded”>
<xsd:any processContents="lax"/>
{/xsd:choice>




xsd:attributeGroup ref="userspecifie-info”/>
</xsd:complexType>
<{|— property —>
{xsdelement name="property” type="propertyType”/>
{xsd:complexType name="propertyType” mixed="true”>

<xsd:choice minOccurs="0" maxOccurs="unbounded”>

{xsd:any processContents="lax"/>

{/xsd:choice>

{xsd:attributeGroup ref="userspecific—info”/>

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

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

<xsd:attribute name="info-type” type="xsd:string” use="required”/> -
{/xsd:attributeSroup>

{/xsd: schema

XML @Y > iC B3 3 4% XLink (XML Linking Language(XLink) Version 1.0} {ZF-3&
BUIFDRE—27 74 xlinkxsd ZHRT 5, '

{?xml version="1.0" encoding="UTF-8"7> _
{xsd:schema targetNamespace="http: //www. w3. org/1999/x1ink”
xmlns:xsd="http://www. w3. org/2001/XMLSchema”>
{xsdattribute name="type”>
- <xsd:simplelype>
{xsd:restriction base="xsd:string”>
<{xsd:enumeration value="simple”/>
{/xsd'restriction>
{/xsd:simpleType>
¢/xsd:attribute>
<xsd:attribute name="href” type="xsd:anyURI"/>
{/xsd:schema> .
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9. XML 4 X4 V2R :jp-regionak-index.xmi
ﬁV7W4VZFVX%HTK%?OT%®$W774W%?V7V_F&L1¥ﬁ
DEBOBREIERTHZ LRRETH S,
#7 L. <block-title><<content-block param>@D param BHESE, CTD BANTIED & Tk
FAEPE, REOBMCESKERTE L,

\

9.1 MEHRHEEOY Y TIAVRE R
BT
(1) REHCEERIEE % 2 M3
REMEE G (55 IURRBE THME)  (Eak194F 1 A 10 H)
FREERITMERS (Erk 2043 F 12 A) '
(2) ZheE - ZhBDIBINTIE B RKSRTE —HF AR HIGE
BEABRODEE - DR L LT THEHMR] &RE

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

{universal sxmlns="universal” - xmlns xlink="http: //www. w3. org/1999/x1ink”
wmlns:xsi="http://www. w3. org/2001/XMLSchema-instance”
<si:schemalLocation="universal.  ../../util/dtd/jp-regional-1-0.xsd” lang="ja"

schema~version="1.0">
{document—identifier>
<titled WSS EEITEERE M SCEICET 2 ERM(/titled
{doc—1d>200808001-0000</doc—id>
{/document—identifier>
(document>
{content-block param="admin”>
<block—title> B EERGHI</block-title>
{doc—content param=01">
<titledeCID BefdEE</title>
{property name="submission-number”
info—type="jp—regional-ml-admin”>200908001</property>
{/doc—content>
{content—block param="02">
<block—titlerfE5e4 </block—title>
{doc—content>
{property name="brand—name”
info—type="jp—regional-ml-admin”>QOC b—N</property>
¢/doc—content>
{/content—hlock>
{content—block param="03">
{block-title>—fx4 </block-title>
{doc—content,
{property name="sequencenumber”
info—type=" jp—regional-ml-admin”>01</property> '




{property name="generic-name”
info—type=" jp-regional-ml-admin”>AAA / —\</property>
</doc—content>
{doc—content>

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

info—type=" jp-regional-ml-admin” > OB /property>
{/doc—content>
{/content~block>
{content—block param="04")
{block—title> HiEE A </block-title>
{doc—content>
<{property . name="applicant”
info—type=" jp—regicnal-ml-admin”>EA BHK/property>
' ¢/doc—content) ‘
¢/content-block>
{content—block param="05">
<block—title> 5 H/block—title>
{do¢c—content>
{property name="submi ssion-date”
info—type=" jp—regional-ml-admin”>2008-09-15</property>
{/doc~content>
{/content-block>
<{content-block param="06">
<block—title>FFEH [:§}</block~t1tle>
{doc—content>
{property 3 name= submlsslonptype
info—type=" jp—regional-ml-admin”>1-(4) : %ﬁxﬂﬁﬁ[:%%un</property>
¢/doc—content)
{/content—block>
{/content—block>
{content—-block param="ml”>
<block-title> RIFEEL{TEIH ﬁ&vmﬁigkﬁféﬁﬁdmmwuﬂ@
<content-block param="ml-01">
¢hlock-titled 8 1 8 (F V= — 1 1) a’i» PeREERNOHK
</block-title>
{doe—content xlinkihref=”../../../OOOO/ml/jp/ml-Ol—Ol.pdf”>
GitleOB I8 (EVa— 1) ZEteREREEO RS titled

{property name="sequencenumber”
info—type="jp-regional-ml-toc”>01</property>
' {property ' name="operation”
info—type=" jp—regional-ml-toc” >new</property>
{property name="checksum”
info—type="jp—regional-mi— toc”>23745bcef6071eb579003b76e6bfab81</property>
{property name="checksum— type

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




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

<CtitlediERiFR</titled

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

{property name="operation”
info-type="ip—regional-ml-toc”>new{/property> 7

{property name="checksum”
info—type="jp-regional-ml—toc >d538438d0093l7f03f0512c0585f3390</pr0pert12

{property ‘ name="checksum—type”

info—type=”jp—regionél*ml—tOc”>md5</property>
{/doc—content>
</content—hlock>
{content—block param="ml-02">
<block-title>XFBHFHEE (&) </block-title>
<doc—content xlink:href="../../../0000/ml/ ip/ml-02-01. pdf”>
{titled/REBHIEE (B title

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

{property name="checksum”
info—type=”jp~regiona1-m1—toc”>d30baQZfa984eb2646a7ddc87c58016c</property>

{property name="checksum—type”

info—type=" jp—regional-ml-toc”>md5b</property>
{/doc—content>
¢/content-block>
{content—block param="ml—-03">
<block-title>FERAFESH/block-title>
¢doc—-content xlink:ihref="../../../0000/ml/jp/ml-03-0L. pdf”>

<titledFEPAEFRC/titled
{property name="operation”
info—type="jp—regional-ml-toc” >new{/property>
. {property name="checksum”
info—type=" ip-regional-ml-toc”>d586achbee397c4f2dccf25b4d649b07F<{/property>
{property name="checksumtype”

info—type="jp—regional-ml—toc” >md5</property>
{/doc—content>
{/content-block>
<content-block param="ml-04">
<block-title>FFFFiA{H<{/block-title>
<doc—content xlink:href="../../../0000/ml/jp/m1-04-01.pdf">
<titleXBFPRBL/titler

{property name="operation’
info—type=" jp-regional-ml~toc” >new</property>
) {property name="checksum”
info- type— ip— reg10nal—m1—toc”>044914920f306a796489920c5d6c40e6</property>
{property - name="checksum—type”

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




{content-block param="ml-05">
<block-title>FREI N IXF ROBFE R OB ORME/block-title>
_ {doc—content xlink:href="../../../0000/ml/jp/ml-05-01. pdf”>
<titleddRR Xfi%ﬂ@ﬁﬁ&uﬁﬁ%@ﬁ%ﬁ«mm

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

{property name="checksum”
info—type=" jp-regional- ml—toc”>669b495340843536192d467225d17163</property>

{property name="checksum—type”

info—type=" jp—regional-ml-toc” >md5</property>
{/doc—content>
{/content—block>
{content-block param="ml-06">
<block—t1t1e>5’1~l§in_:¥oﬁ'Z’aﬁ)ﬁ&ﬁ%kﬁ@ﬂ‘é"’%ﬂ</block—t1tle>
<doc—content xlink:href="../../../0000/ml/jp/ml-06-01. pdf”>
<titled#HEICBIT DEARNEICEET 5 FEIK/title>

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

{property name= checksum”
info-type="jp—regional-ml—-toc”>73456ea2c24611ebdeblceT2a3bBa505</property>

{property ‘ name="checksum—type”

info—type=" jp-regional-ml-toc”>md5<{/property>
{/doc—content>
{/content—hlockd
{content-block param="mi-07">
<block-title>FTERZhkh—EF</block-title>
<doc—content xlink:href="../../../0000/ml/jp/ml-07-01.pdf">
<titled FFEFEZNMA—BIR/titled

{property name="operation”

info—type=" jp—regional-ml—toc >new</property>
' {property name="checksum”
info—type=" ]p~reg10na1—m1 toc >94109a001eb305c926243525ac38aae2</property> '
{property name= hecksum~type

info-type=" jp-regional-ml-toc” >md5</property>
{/doc—content>
{/content-block>
{content—-block param="ml—-08">
<block-title>@fI3E () </block—t1tle>
{doc—content xlink:href="../../../0000/ml/jp/m1-08-01. pdf">
<titleXRAXE (8B) (titled

{property ‘ name="operation”
info—type="ip-regional-mi—toc” >new{/property> '
' {property name="checksum”
info—type="jp—regional- ml—toc”>6e4b8d8d033b6908f3d3b84aa02e4b58</property>
{property . name="checksum—type”

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

-




{content—block param="ml-09">
<block—title>—ARBIAFRICER B LE/block-title>
¢doc—content xlink:href="../../../0000/ml/jp/ml~08-01. pdf”>

(titler—EEO4 FRCAR D 08/ titled

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

{property name="checksum”
info—type="jp—regional-ml—toc "5 ac5657c58F101beibl15¢9b0e5895£20</property>

{property name="checksum—type”

info—type=" jp-regional-ml—toc” >md5</property>’
{/doc—content’>
</content—-block>
{content—block param="ml-10">
<block-title>FE 3K - BISKE DIBEFEUHOE & W</block-title>
¢doc-content xlink:href="../../../0000/ml/jp/m1-10-0L. pdf”>
<titledEE - BIRSOREFERRHOE L D/ title

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

{property name="checksum”
info—type=" Jp—reg1ona1—m1—toc”>28493a8dd6599ea7c7346890fa2f6945</property>

{property name= checksum—type

info—type=" jp—regional-ml-toc >md5</property>
{/doc—content>
{/content—hlock>
{content—hlock param="ml-11">
<hlock-titl > REIRFER T SEAREE () </block-title>
<doc—content xlink:href="../../../0000/ml/jp/ml-11-01. pdf”>
(title>BLEIRFBHAESEAHEE () (title

{property name="operation”
1nfo—type= ip-regional-ml—toc” >new{/property’

{property name="checksum”
info— type— " jp—rezional-ml—-toc *%a831ce386cdb81c94aa2755e60496b51<{/ property>

{property name="checksum-type”

info—type="jp-regional-ml-toc”>md5</property>
{/doc—content>
¢/content-blogk>
<content—block param="mi-12">
<block-title> AT EE—E{/block-title> .
<doe—content xlink:href="../../../0000/ml/jp/ml-12-01. pdf™>
<title>@fSEE— EPDF</t1t1e>

{property name="sequencenumber”
info—type=" jp-regional-ml— toc”)Ol(/property)

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

{property name="checksum”
1nfo*type— " ip-regional-ml—toc”>01c1d839¢9404e8F2e8415¢46886157b</property>

{property name="checksum—type”

info—type="jp—regional-ml—toc” >md5<{/property>
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{/doc—content> ’
<{doc—content xlink:href="../../../0000/ml/ip/ml-12-02. x1s">
<titledFRfIEHE—E XLS</title> .

{property name=" sequencenumber”
info—type=" Jp—reglonal—mlwtoc”)02</property>

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

{property name="checksum”
info-type=" ip—regional-ml—toc”> 1e3c86780dc69h349b060947 cdee?39</ property>

{property . name="checksumtype”

info—type=" jp—~regional-ml-toc”>mdb<{/property>
{/doc—content>
</content—block>
{content—block param="ml-13">
<block-title>F Dih</block-title>
{content—block param="ml-13-01">
<block—title>BEAREIKITE S HRI(/block-title>
{doc—content
xlink:href="../../../0000/ml/jp/mi-13-01-01. pdf”>
' <title>AFBEOHEL (MMM FA 18 4 10 ﬁj 23

&) </t1tle>

{property name="operation”
info—type=" jp—regional-ml—-toc” >new</property>
‘ {property ‘ name="checksum”
irifo—type="jp—regional-ml—toc >83c982d180de03ad6f04f81375f01218</property>
{property name="checksum—type”
info—type="jp-regional-ml—toc”>md5¢{/property>
{property name="sequencenumber”

info—type="jp—regional-ml~toc”>01<{/property>
{/doc—content>
{doc—content
xlink:href="../../../0000/ml/ip/ml-13-01-02. pdf”>
<titledBASREE (MgEikiiZ% Wk 184 10 A 23 R

Aia) {ftitle>

_ {property 3 name="operation”
info-type=" jp—regional-ml-toc”>new</property>
{property ) name="checksum”
info-type=" jp—regional-ml-toc” >e77a901e5c943ef0elbcb5c27567b356£</property>
{property name="checksum—type”
info—type=" jp-regional-ml—toc”>md5</property> ,
{property name="sequencenumber”

info—type="ip—regional-ml—toc”>02<{/property>
</doc-content>
{doc~cantent
xlink:href="../../../0000/ml/ jp/mi-13-01-03. pdf”>
<title>ERHEE CHPAMEATZ SERR 18 4F 10 A 23 A K

{property name="operation”




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

{property ' name="checksum”
info-type=" ppreglonal-ml—toc >0313b6d6baO7OOebb7d91ef581443833</propert12

{property ) name="checksum—type”
info—type=" jp-regional-ml—toc”>md5{/property>

{property name=" sequencenumber”

info-type="ip—regional-ml—toc”>03<{/property>
{/doc—content>
{doc—content
xbink:href=". . /.. /.. /0000/ml/ jp/ml-13-01-04. pdf”>
GitleoBRAPEE—% (GREETERZ% FAE 184 10 A 23

A& </title>

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

{property name="checksum”
infOthpe=”ip-regional—ml—toc”)bfal28628492f116a2O938492de68604</pr0perty>

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

{property name="sequencenumber”

info~type=" jop—regional-mi—toc”>04</property>
{/doc—content>
</content-block>
. {content—block param= “ml—13-02">
<block-title>{GERIBINGEER () </block—t1tle>
<{doc—content
xlink:href="../../../0000/ml/ jp/ml— 13-02-01. pdf™>
Ctitled® ITHRABRR TH MR (FRL194 18 10 A)

<fritle>

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

{property name="checksum”
info-type=" jp-regional-ml—toc”>46d7£737504c 1e49399023£13blc2beb</ property>

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

{property name="sequencenumber”

info~type=" jp-regional-ml-toc”>Q1<{/property>
{/doc—content>
{doc—content
xlink:href="../../../0000/ml/ jp/mi~13-02-02. pdf”>
Ctitle> BRSHAMAARRE (FRR204F 3 B 12 H) </title>

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

{property name="checksum”
info-type=" jp-regional-ml-toc”>1e8d380ad793f8d1b1055fedf7fe3a27</property>

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

{property name="sequencenumber”

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




<{/doc—content’ .
{/content-block>

{content—block param="ml-13-03">
¢block—title> B HEH (E) R UCRLSBFHICHT L HE

(F)</block-title>

</content—block> -
{content-block param="ml-13-04">
<block-title>F DOMDEEK /block-titled
{content—bhlock param="ml-13-04-01">
<block-title>itE~DIRMEH () </block-title>
{/content~block> '
{content—block param="ml-13-04-02">
<block-title> B 4 % M & ~ o # H & ¥l

(E)<{/block—title>

<{/content—block>
{/content—block>
{content—-block param="ml-13-05">
<block-title>eCTD DIz ¥ 5 FEHFIE/block-title
</content~block> :
{/content—hlock>
¢/content—hlock>
{/document>
{/universal>

92 WETIRHEEOY Y T A VRE VA (M1.13 B 0OHRE)
BESEN]
(3) B AP ETHGE M TinE shein

HBaTA - BaEEbE (3E4Y)
EFE (1E45)

<{content—block param="ml-13">
<block—title> & P{/block-title>
{content—-block param="ml-13-01">
<hlock—titledBEAGRERMICE B ERK/block-title)
{doc—content
xlink:href="../../../0000/ml/jp/ml~13-01-01. pdf"> i
<uﬂ@ﬁmE®EL(%%ﬁ%ﬁiﬁﬁmﬁnoﬁw

lﬂiﬁ%ﬁ) title

{property name="cperation”
1nf0“type— Jp—reglonal—ml toc” >newl/property>

{property name="checksum”
info-type=" Jp—reglonal—ml toc”>830982d18cd903ad6f04f81375f01218</property>

{property name="checksum-type”




info—type=" jp—regional-ml-toc” >md5</property>
- ] {property name="sequencenumber”
info-type="ip—regional-ml—toc”>01</property>
<{/doc-content>
- {doc—content
xlink:href="../../../0000/ml/jp/ml-13-01-02. pdf”>
{titledBEREE (REMNE PR I8 10H 23 A

#EE) </titled

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

{property _ name="checksum”
info—type=" jp-regional-ml—toc”>e77a901e5c943ef0elbc65c27567b35F</ property>

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

{property name="sequencenumber”

info—type=" ip-regional-ml-toc”>02{/property>
{/doc—content>
<{doc—content
xlink:href="../../../0000/ml/ jp/mi-13-01-03. pdf”>
<title>ETBHEE (MIEEMEATZE FoRk 18 €F 10 A 23 A&

§8) <{/title>

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

{property name="checksum”
info—type=" jp-regional-ml-toc”>0313b6d6ba0700ebb7d91e£5814438e3</property> '

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

{property name="sequencenumher”

info—type=" ip-regional-ml—toc”>03<{/property>
. {/doc—content>
{doc—content
xlink:href=",./../../0000/ml/jp/ml-13-01-04. pdf”>
title>BPEE—% (BRI J2pk 18 45 10 A 23

HA&EE) </title>

{property " name="operation”
info—type="ip—regional-ml—-toc”dnew/property>
' {property name="checksum”
info—type=" jp-regional-ml—-toc” >bfal 28628492 116a20e38492de68604</property>
{property name="checksum—type”
info—type=" jp-regional-ml—toc”>md5</property>
' {property name="sequencenumber”

info-type="jp—regional-ml—-toc”>04</property>
{/doc—content>
{/content-block>
{content—block param="ml-13-02">
<block-title>{BERAERAEEE (F) </block-title>
{doc—content
xlink:href="../../../0000/ml/ jp/ml-13-02-0L. pdf">




{titledf 11 *E%&%ﬁs%ﬂﬁﬁ%ﬁz (P19 4 1 A 10 H)

{/title>

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

{property : name="checksum”
info—type=" jp—regional-ml- toc”>46d7f737504cle49399023f13b1c2b35</prqperty>

{property . name="checksum-type”
1nfo—type— ip—regional-ml—toc” >md5<{/property>

{property name="sequencenumber”

info—type=" jp~regional-ml—toc”>01<{/property>
{/doc—content>
{doc—content
xlink:href="../../../0000/ml/jp/ml-13-02-02. pdf”>
<title> EGERIABEE (FRR20E3 A 12 H) (title>

_ {property name=”0peration”
info—type=" jp~regional-ml—-toc” >new{/property> '
{property : ' name="checksum”
info-type="ip-regional-ml—toc”>1e8d380ad793f8d1b1055fedf7fe3a27</property>
{property name=""checksum~type”
info—type=" jp-regional-ml-toc”>md5</property>
' {property name="sequencenumber”

info—type=" jp—regional-ml-toc” >02{/property>
{/doc—content>
{/content-block> .

{content—block param="ml-13- 03”)

' {E)</block—title>

<block—title BMELEH (E)EUVRBEFHIIN T LI HE

{doc—content

xlink:href="../../../0001/ml/ jp/ml~13-03-01. pdf”>

<t1t19>19]@@w’§$ﬁﬂﬁ@’&‘$ﬁ(ilzﬁi 20410 A 1 B

M‘H‘%SEJK% (ER204E11 81 A)Y /titled

{property name="operation”
info-type=" jp—regional-ml-toc” >new{/property>
{property ‘ name="checksum”
info—type=" ip-regional-ml—toc”>h2513f6d4934132b97deabac30dlace20</property>
{property hame="checksum-type”
info—type=" jp~regional-ml—toc”>md5<{/property>
J {property name=" seguencenumber”

info—type="jp-regional-ml-toc”>01<{/property>
{/doc—content>
{doc—content
xlink:href="../../../0001/ml/jp/ml-13-03-02. pdf ">
<titled>¥IEIHERERASEH (20411 A5 B)
kT AEEE (ERR204E 11 A 25 H) /titled

{property ] name="operation”
info—type="ip—regional-ml—toc” >new</property>
{property name:”checkspm”

info—type=" jp—regional-ml—toc” >900470346b1e865f057a216ff18f96ec{/property>
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{property name="checksum—type”
info—type="jp—regional-ml-toc” >md5<{/property>
{property name=" sequencenumber”
info—type="jp—regional-ml—toc”>02{/property>
{/doc—content>
{doc—content
xlink:href="../../../0001/m1/ jp/ul-13-03-03. pdf">
<title> S mmEAaEE (PR 21FE3H 3 AF)
KR AEEE (CER21FE3H 11 A) /titled

{property name="operation”
| info— type=" Jp—reglonal—ml toc” >newl/property> )
{property name="checksum”
info—type="jp-regional-ml—toc”>c71bf85c6f363771b3d956a77cfcIf4d</property>
{property name="checksum—type”

info—type="jp-regional-ml—toc”>md5</property>
{property name="sequencenumber”
info—type="jp—regional-ml—toc”>03<{/property>
{/doc—-content>
{/content-block>
{content—block param="ml-13-04">
<block-title>Z DAMDEEI/block-title>
{content—block param="ml-13-04-01">
<block—titlediiE~DEMEH (F) {/block-title>
{/content-block>
<content-block param="ml-13-04-02">
<block-title> & 4 % @) & ~ @ & H BT #

(B)</block-title>

{doc—content
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