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6-11 | <m5-3-5-reports-of-efficacy-and-safetystudies>% 7 UL F D4 T | 6-13 | <m5-3-5-reports-of-efficacy-and-safetystudies>Z & LL T D 4T
o A @Eﬁﬂ&ii@ﬁﬁﬁ‘fi%ﬁﬁﬁﬂ"é:&GC%%‘\TZD: & @ED’(%_%K‘%FEEE@%EEFE?‘%: &\L:%%’f*fé:&o
b B D F | I, 2 SOmEIEICET Dz 55804 &~ LIFOflE, 2 »DOME (ERE L OEL) 2B 51

&

AR VADEHT I a L DEITH D,

HORHERT AV AX U A S HIZFEMICHIR LTV
b, 51T, <category>TEFE 7 FORBROWESIL, <file-tag>
BREHWCT, 77 ANVONKOLSEICIE > THAAND
j/-l/éo
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ST WIE %
o IH H %24 & T H %24 T T

Page | <IDOCTYPE ectd:ectd SYSTEM "util/dtd/ich-ectd-3-2.dtd"> Page | <IDOCTYPE ectd:ectd SYSTEM "util/dtd/ich-ectd-3-x.dtd">

6-11 6-13 <?7xml-sylesheet type="text/xsl" href="util/style/ectd2-1-x.xls"?>

Page | checksum="e854d3002c02a61fe5cbe926fd973401" Page | checksum="5aa5c0e630a700af869e4c72535fc922"

6-11 6-13

Page | checksum="e854d3002c02a61fe54be926fd973401" Page | checksum="bde4d34dc806782a266352af450c3962"

6-11 6-14
Page | <m5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-
6-14 to-the-claimed-indication>

Page | checksum="e854d3002c02a61fe544¢926fd973401" Page | checksum="a4529c4a257f07f8a0ec591dde854578"

6-11 6-14
Page | </m5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent
6-14 | -to-the-claimed-indication>
Page | <m-5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent
6-14 | -to-the-claimed-indication>
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E A H %4 T H AL
Page | checksum="e854d3002c02a614e54be926fd973401" Page | checksum="c5¢c39f594b2070a57bea66e58860efct"
6-11 6-14
Page | <leaf ID="al23460" operation="new" xlink:type="simple"
6-14 | checksum-type="md5"
checksum="15faf198015f3599acabb7755¢2d6b0c"
xlink:href="m5/53-clin-stud-rep-535-rep-eff-safety-stud/nausea/5
351-stud-rep-contr/xyz0015/nausea-sr15.pdf">
<title>nausea study report 15</title>
</leaf>
</m5-3-5-1-study”reports-of
controlled-clinical-studies-pertinent-to-the-claimed-indication>
B o, | Page | HHOFHE, WERE B IORAN S 55 50F5 & Page | fii] 6-4: L OJRHE, FUEHE B L ORAN & 555 DFT]
EEEBIUOHE 612 6-14 | =
HA & 556 D
FHl&
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Page | DTN H HHA1E. <m3-2-s-drug-substance>H# (2 | Page | D FIRNH 5 5A 1L, <m3-2-s-drug-substance>% 3 (2 H
6-12 | BHSNTODRMEEZAVD Z LIk, JUEEA LRUERSE | 6-14 | ESNTOWDOREIEEZAVD Z LIk Y| A L ERR
DR A OMAEOEZRINT 52 LN TE D, DRHOMHBEDEZRINT 52 LR TE D, BUEZND
DJEPEZ OV THERERY 22 FFE O —Ba i3 fF/E 4, HEEEIS
NODRMEDEPHFET A T A 7 NVORICEHIZER
ShHZ LD EH, HEICKEZERSIETHDH, B
TECNE R T DME—DH BT, Rt BIEEE R -7
V-V HEREETNTHIBRL, ZhHDT7 7 A NDIHDE
BLEEBMHELFFOHLWY —TERLRMST 52 L TH
2. HFFFEIIINDO DOEMEZZEH 4 HENS, ZEH )5 Y]
E D FE T Z ORISITIEIZ DV T HIBER O KR 5 12 AH
LI OFRIZZ DJEPEDHNTT 2R, KTHZ L, UTORIZZORBMEOHENT Z7RT,
Page BR Bt AR B Page BER Bt AR B
6-12 <m3-2-s-dr |Substance|l 2 PRI D % |acetaminop 6-14 - <m3-2-s-dr |substance |l 2 PRI D% |Acetaminop
* 6.10 ug-substan i hen Page ug-substan P hen
ce> 6-15 ce>
Manufact |73 O RE3EH my supplier manufact [ O REIEH My supplier
urer DLFR urer DA
Page Page | f3i] 6-4A:
6-12 | LLTFIE, 2 DOBFEKICET 2R EZ IR T 2HADA A | 615 | ATFIE, 2 2OFH (TR I TI /720 BLRaTAY)
BE R, © HFUADYEFGR T a Dl TH D, I TIHEED BT MR T 25 A 0A U AS L ADYEREE 7 v
EEH B LU 1. 2 SOEEEN RSN DI b D LT D, 2 OFITH D, I TRFEEDO T, 2 >ORERS
FI 288 D56 D ot s boE 45,
FHIEHAIN S 5 | Page <m3-2-s-drug-substance = substance @ = "acetaminophen" | Page | <m3-2-s-drug-substance substance="Acetaminophen"
LaDF5lx 6-12 | manufacturer = "my supplier"> 6-15 | manufacturer="My Supplier">
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B - IH H %2 & T H A% & T
Page | checksum = "e854d3002c02361fe54be926fd973401" Page | checksum = "b002e4544c02361fe54be926ae777012"
6-12 6-15
Page | <title>acetaminophen my supplier data</title> Page | <title>Acetaminophen - My Supplier Data</title>
6-12 6-15
Page | <m3-2-s-drug-substance  substance =  "acetaminophen" | Page | <m3-2-s-drug-substance substance="Acetaminophen"
6-12 | manufacturer = "bulk company 2"> 6-15 | manufacturer="Bulk Company 2">
Page | checksum ="¢854d3002402a61fe54be926fd973401" Page | checksum ="0000cdfa05b1e995f88057150414a783"
6-12 6-15
Page | <title>acetaminophen company 2 data</title> Page | <title>Acetaminophen - bulk company 2 data</title>
6-12 6-15
Page | <m3-2-s-drug-substance substance = "codeine" manufacturer = | Page | <m3-2-s-drug-substance substance="Codeine"
6-12 "drug company 2"> 6-15 manufacturer="Drug company 2">
Page | checksum = "e854d3002c02461fe54be926fd973401" Page | checksum = "f555a323465623fe54be926ee435354"
6-12 6-15
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CIE Rl IE%
- I H %4 T H AL
Page | <title>codeine data</title> Page | <title>codeine- drug company?2 data</title>
6-12 6-15
Page | BHOBAIN & 5856 1%, <m3-2-p-drug-product>ZF 2 HE | Page | B O RIFN & % 55518, <m3-2-p-drug-product>Z 12 &
6-13 | SNTWDHEMEZMND Z LICE D, HEET /AL LAl | 6-15 | STV DREEZMWD Z &Ik v, PEET 55514 LAl
BORA OB EDEETLRT DI ENTE D, BORA OMAEDOEETLRT HZ LN TE D, BEZN
O D BMEIZOWTHERERY e HEE O — B3 FEE T, H3E
T O DBPEDENHEET A T A 7 VORICE ST
HSNDHI LDV H, HEICKALEZESNETHD,
BUE Z N ZERT D ME— O G EIE, Nt 2R By % o
12— 7 BHE T XTHIBRL, ZNEDT7 7 ANDIZDHD
EHE LR EEFE O LW — T HERARMETHZ LT
bbH, HEEHA XN OOBEMELZE T DENS, EHEAE
I E D, F 72 Z DORIEITIEZ DU THUER O HIH 4 /I
LT ORIZZOBHEDOHNT 2R3, T2 2 &, LFORIZ32PIZET D ZORBIEOH W
T,
Page EEES B i1 B Page R B i1 B
6-13 <m3-2-p-dr |product-n [l 2P B ih D4 |wonder 6-15 <m3-2-p-dr |product-n [l DL D4 |wonder
ug-product>|ame i drug ug-product>|ame i drug
# 6-11 dosagefor | DA D #AI% | Tablet-5 dosagefor |ZPHAIDHAI |Capsule
m L i mg m
manufact | O RESEH Company manufact |FHE O RGESEH Company
urer DI A urer DT A
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Page Page | {3 6-4B
6-13 | BLTIE. 2 SORFNIPET WL IRHT 2 HEDOA A | 6-15 | L TIE 2 2ORF_(I 7 rds LOEEAD (2BE3 516
BUADKEE T v a L ORITH D, BT IHAEDA L AX L ADLE® 7> 2 v OFITH
Do
Page | <m3-2-p-drug-product product-name = “wonder drug” | Page | <m3-2-p-drug-product  product-name ="Wonder drug"
6-13 dosageform="capsule-Smg”> 6-16 dosageform="Capsule" manufacturer="Company A">
Page | checksum "e854d3002c02a61fe5cbe226fd973401" Page | checksum ="f27cd9e659d8acf7baab10cc753d733c"
6-13 6-16
BHE DI, B | Page | <title>wonder drug capsule product information</title> Page | <title>Wonder drug capsule product information</title>
BB L0 | ¢ 15 6-16
HIH & 2556 D
Fhl&
Page | <m3-2-p-drug-product product-name = “wonder drug” | Page | <m3-2-p-drug-product  product-name ="Wonder drug"
6-13 dosageform="tablet-5mg”> 6-16 dosageform="Tablet" manufacturer="Company A">
Page | checksum = "e854d3002c02a61fe5cbe926£fd973401" Page | checksum ="7490d74c3d5e442ad57daal55253eb16"
6-13 6-16
Page | <title>wonder drug tablet product data</title> Page | <title>Wonder drug tablet product data</title>
6-13 6-16
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Page | XML eCTD DTD ZHR A LT 556D F5| & Page | f§i] 6-5: XML eCTD DTD ERZ L8RS 255D T8l &
6-13 6-16
Page | HIFEE X, ERINTCHKEZZ O FIZ, /— REE (node | Page | HIGEH I, EXINTHKRERZO FIZ, /— FEE (node
6-13 | extensions) Z1T9 Z EIZKVERDOERLZILKETE S, / | 6-16 |extensions) #1795 Z LICKVEROERLILETE D, /
— FEIRIZ 2 _RETFHRETHY . EWMAEENT IO — Rk _(node extensions) DfFE A IFHELE ez, °Fe
(I Z FTRE 2R FEES R WG BIC O AT 5 2 L, Fif-ic ERTVEREEORTH Z &, / — FHLH#E (node
VERY T A B/ — RZ L2, FEFH<nodeextension> % i F extensions) & f# T~ 2 A Mk U A X L A BB I,
T 5, <title> BROMEITH EE O = T, FER T 5 HIR 7 — R Z &2, f#FE<node-extension>
<node-extension>Z i 4 25813 LT OJFANZHED Z &, EERAT 5, <title> BROMITBLESLE N OZ TS, EFE
L ERSINTEERZOR MLDO LIV TORILETLHZ &, SNTEBEROH MDD L~V TORIRIET D Z &, FlxiF,
B 2 1. <m2-3-r-regionalinformation>Z2 3% [ I YLE T X H 05, <m?2-3-r-regional-information> 3L F |X JEL 5E T & 5 2% .
gﬁ%‘ g(;;%g:rg <m2-3-quality-overall-summary> L H RICEZ SN & F <m2-3-quality-overall-summary> %L H RICEZR SN - & FAIL
WADTFR| X MOERTIHERVDOTILETE Aol DEFETIZRVD THIETX 220,
2.8F %, 2 DU EOLVTHBET S Z LIFTE AN,
1) Z X <node-extension><title>special-fda-
summary</title></node-extension> % . & 95 — O D
<node-extension>"CHLHE L TIE7Z2 6 720,
Page | <title>special-fda-summary</title> Page | <title>special-summary</title>
6-14 6-16
Page | <leaf ID="a123456" operation = "new" xlink:type = "simple" | Page | <leaf ID="al23456" operation="new" xlink:type="simple"
6-14 | xlink:href ="m2/23-qos/fda/fda-extra-quality-sum.pdf"> 6-16 | xlink:href="m2/23-qos/extra-quality-sum.pdf"

<title> FDA extra quality summary </title>

checksum-type="md5"
checksum="7490d74c3d5e442ad57daal55253eb16">
<title>Extra Quality Summary</title>
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Page | OB T xRN T 25 EO T & Page | fi 6-6: MOBT—Mo 2 RET 2HEOFI &
6-14 6-17
Y G TN
MO T —H 5 Page | <leaf ID="al23456” operation = "new" xlink:type = "simple" | Page | <left ID="al23456" operation="new" xlink:type="simple"
%Tﬂ%ﬁjﬁﬁé%/ﬁ\ _n " _n "
PFH| X 6-14 checksum-type="md5 6-17 checksum-type="md5
checksum = checksum="e854d3002c02a61fe5cbe926fd973401"
"e854d3002c02a61fe5cbe926fd973401" xlink:href = xlink:href="m2/25/-clin-over/clinical-overview.pdf"
"m2/25-clin-over/clinical-overview.pdf" application-version = application-version="PDF 1.4">
"Acrobat 5">
ek 7: HEEE
B7xr—<vh
DALER
Page | 24J57% Acrobat Reader D/3—v 5 v 4.0 LA EAfF 2 (34T | Page | AK EU ZM@O4 4 J71E, PDF N—Y = v 14 CRELE
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ICH COEEFR AR S 720, PDF OO NN— 5 U %
T 56 M/ X A5 BT52 L,
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Page | XEDOANEZ XML Tl 3 5 & v 5 — g Zefiin 23 385k
75 - | STV D, L, BUEDOHARET XML 28GRI
Page | T2 EORTHELTND, ZOZ &b, BERROH
76 HE, T oMo CEO XML X ToRRHIIAEEEE T
(TBAEXIE L TuZayy, FEERHREIY 5 & I EE A 1T IR IS
WTZDMDOEREFT D EICEETLHIENTED
G ADFDE L IFR R DFAGTEEEZT), DED . H
i YRRt CEIZ XML ORI Z /LT 2 D Thivd, £D
HI DRI E A XML 7 7 A )V &2 AR ebad L
RWNZ AP 5 2T, MU OBIE M /ISR 5 =
XML 7 7 AV — Lo —
Page | BEFANCBIT LB RITBME TR EIN D, BIEIFEERA | Page | EIREMCRAF 2 BINERITBIETREN D, BIEITZERA
7-5 | O " THATAND, BIZIE, HEEEANEETER |76 | OTICZUHFF (") THATANDS, BlZE, HiFEA DR
RENTWDLHELZRLEWGE, ZoFRzeEEE LT FFETRRINTWDFEL R LW E, ZOFHREEME
MT&E, XML 7 7 AL TIIKRD X 9 ITFLiR & D, ELTHINTE, XML 7 7 A LV TIFRO L S IZFER &
<applicant xml:lang="en" > Worldwide Pharmaceuticals %o
Inc.</applicant>. <applicant xml:lang="en" > Worldwide Pharmaceuticals
Inc.</applicant>.
Page | XML D BAIZB S 2 B8ME#RIT W3C OV =7 %A | | Page | XML O ICBT 2 BMERIT W3C O T =7 H A b
7.6 http://www.w3c.org/IZ /R LTV 5, 7-6 www.w3.org. [ZRSFLTV 5D,
£ #% 8 XML
eCTD DTD

82,84




U IE Al WIE %
E A H % P H % P

Page | <?xml version="1.0’ encoding="UTF-8’ 7> Page | <?xml version="1.0" encoding="UTF-8” 7>

XML eCTD DTD | 8-1 8-1
Page | xmlns:xlink CDATA #FIXED 'http://www.w3c.org/1999/xlink' Page | xmlns:xlink CDATA #FIXED "http://www.w3c.org/1999/xlink"
8-2 xlink:type CDATA #FIXED 'simple’ 8-2 xlink:type CDATA #FIXED "simple"

XML eCTD DTD

leaf ID Page | dtd-version CDATA #FIXED '3.2' Page | dtd-version CDATA #FIXED "3.2"
8-2 8-2
Page | xmins:xlink CDATA #FIXED 'http://www.w3c.org/1999/xlink' Page | xmins:xlink CDATA #FIXED "http://www.w3c.org/1999/xlink"
8-2 xlink:type CDATA #FIXED 'simple’ 8-2 xlink:type CDATA #FIXED "simple"

XML eCTD DTD

xref ID Page | xmlns:xlink CDATA #FIXED 'http://www.w3c.org/1999/xlink' Page | xmlns:xlink CDATA #FIXED "http://www.w3c.org/1999/xlink"
8-2 xlink:type CDATA #FIXED 'simple’ 8-2 xlink:type CDATA #FIXED "simple"
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B4 eCTD BV VEENDRIRK 2 [EFfbaty « T 7 =/ R¥ 2 A b

H

S TBUE A R SCEICET 2 F )] @ 9.
9. XML 4 > R#AZ VR :jp-regional-index.xml
Yo TNA AL AL RIORT, FRROEF 7 7 A NVaT 7 L— b & L THEE
OEBIDOHFEIMEN T2 Z LR HRETH D,
7272 L. <block-title><°<content-block param>® param JE S, CTD &I HD X Fliak
TAREFHL, BHOBMICAESESTHTL L,

9.1 YEHRERDOY Y TILL VR AR
HA 3 1)
(1) HEERNCIRBRFARE 2 2 [B] 5
TR RCER G IAERABRE TMRE)  CEAK 1941 A 10 B)
HEERTEFE CERC20 423 A 12 H)
(2) ZhRE « ZNROIBINTAR D AGEF I — A HAGR I §
BERGRONEE « R & LT THIEMEmIZe ) Z2F

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

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

schema—version="1.0">
{document—identifier>
<title> HFEEFATBUGF MM ORM CEICE T D 1F#H</title>
<doc-1d>200908001-0000</doc-id>
{/document-identifier>
<{document>
{content—block param="admin”>
<block-title>HHHFER</block-title>
{doc—content param="01">
<title>eCTD ZfF&HEHE</titled
{property name="submi ssion—number”
info—type="jp-regional-ml-admin”>200908001</property>
{/doc—content>
<{content—block param="02">
<block-title>l5E4</block-title>
{doc—content>
{property name="brand-name”
info—type="jp—regional-ml-admin”>QO QOO k—/L</property>
</doc-content>
{/content-block>
<{content—block param="03">
<block-title>—fx4i</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 J —/L<{/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” > O property>
</doc—content>
{/content-block>
{content—block param="04">
<block-title>HGFhEE 4 </block-title>
{doc-content>
{property name="applicant”
info—type="jp—regional-ml—admin”>JEAHIIK /property>
</doc-content>
{/content-block>
{content—block param="05">
<block-title>H i H</block-title>
{doc—content>
{property name="submission—date”
info—type="jp-regional-ml-admin”>2008-09-15</property>
</doc—content>
{/content-block>
<{content—block param="06">
<block-title>HFHFX7r</block-title>
{doc—content>
{property name="submission—type”
info—type="jp—regional-ml-admin”>1-(4) : FEhEEEIK 5L </property>
</doc—content>
{/content-block>
</content-block>
{content—-block param="ml1”>
<block-title>FFEELEATEUG MM ONRAT SCEICBE T 2 1 H</block-title>
{content—block param="ml1-01">
<block-title> 1 ¥ (E¥Va2— 1) a5 MEEEOHRK
<{/block-title>
{doc—content xlink:href="../../../0000/ml/jp/m1-01-01. pdf”>
titledB 1H0 (B 22— 1) ZELHGEERO B R/ 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-ml-toc”>2a745bcef6c71eb579cc3b76e6bfab81</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”>

titleflfaiaR</title>

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

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

{property name="checksum”
info—type="jp-regional-ml-toc”>d538438d0ce317f03f0512c0585fe390</property>

{property name="checksum—type”

info—type="jp-regional-ml-toc” >md5</property>
</doc—content>
{/content-block>
<{content—block param="ml1-02”>
<block-title>KFBHFEE (5) </block-title>
{doc—content xlink:href="../../../0000/ml/jp/m1-02-01. pdf”>
titled>AGRHEEE (5) (title>

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

{property name="checksum”
info—type="jp-regional-ml-toc”>d30ba92fa984eb2646a7ddc87c58016c</property>

{property name="checksum—type”

info—type="jp-regional-ml-toc”>md5</property>
</doc—content>
{/content-block>
<{content—block param="ml1-03">
<block-title>FEFAEFA</block-title>
{doc—content xlink:href="../../../0000/ml/jp/m1-03-01. pdf”>
<title>REBIFEHH/title>

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

{property name="checksum”
info-type="jp—regional-ml-toc”>d586achbee397c4f2dccf25b4d649b07 </ property>

{property name="checksum—type”

info—type="jp-regional-ml-toc”>md5</property>
</doc-content>
{/content-block>
<{content—block param="ml1-04">
<block-title>FFFFIRPL</block-title>
{doc—content xlink:href="../../../0000/ml/jp/ml-04-01. pdf”>
<title>RFaPkiid/title>

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

{property name="checksum”
info-type="jp—regional-ml-toc”>044914e20f306a796489920c5d6¢c40e6</property>

{property name="checksum—type”

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




<{content—block param="ml-05">
<block-title ke JFITFE R DS OBASE DFEME/block-title>
{doc—content xlink:href="../../../0000/ml/jp/m1-05-01. pdf”>
<titledfdJF XI3TE R ORERE M OB FE DR/ title>

{property name="operation”
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-title>MENZ I 1T B AR EEIZEI 9 5 &k /block-title>
{doc—content xlink:href="../../../0000/ml/jp/m1-06-01. pdf”>
<titledHMENZIUT 2 RIS IZ B4 2 BB/ title>

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

{property name="checksum”
info—type="jp-regional-ml-toc”>73456ea2c24611ebdeb6fce72a3b6a505</property>

{property name="checksum—type”

info—type="jp-regional-ml-toc”>md5</property>
</doc—content>
{/content-block>
<{content—block param="ml-07">
<block-title>[FFERZhih—FF</block-title>
{doc—content xlink:href="../../../0000/ml/jp/m1-07-01. pdf”>
<title>[RIFEFIZN A —Fa R/ title>

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

{property name="checksum”
info-type="jp—regional-ml-toc”>94109a0c1eb305c926243525ac38aae2</property>

{property name="checksum—type”

info—type="jp-regional-ml-toc” >md5</property>
</doc-content>
{/content-block>
<{content—block param="ml1-08">
<block-title>#IILFE (%) </block-title>
{doc—content xlink:href="../../../0000/ml/jp/ml-08-01. pdf”>
titlediRfISCE (%) (titled

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

{property name="checksum”
info-type="jp—regional-ml-toc”>6e4b8d8dc33b6e08f3d3b84aa02e4b58</property>

{property name="checksum—type”

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




<{content—block param="ml-09”>
<block—title>—fRHIA TSR D LE/block-title>
{doc—content xlink:href="../../../0000/ml/jp/m1-09-01. pdf”>
<title>—MxBIAPRTARD CE/titled

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

{property name="checksum”
info—type="jp-regional-ml-toc”>ac5657¢c58f101bc1b115c9b0e5895F20</property>

{property name="checksum—type”

info—type="jp-regional-ml-toc”>md5</property>
</doc—content>
{/content-block>
<{content—block param="ml-10">
<block—title>FHE « B DIFETEREEL O F L H</block-title>
{doc—content xlink:href="../../../0000/ml/jp/m1-10-01. pdf”>
<titledmed - BIEREOIREREG RO E & DH/title>

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

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

{property name="checksum—type”

info—type="jp-regional-ml-toc”>md5</property>
</doc—content>
{/content-block>
<{content—block param="ml-11">
<block-title>BEMR e A E AR E () </block-title>
{doc—content xlink:href="../../../0000/ml/jp/ml-11-01. pdf”>
<title>BGEHUER AT LA HE () Jtitle>

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

{property name="checksum”
info-type="jp—regional-ml-toc”>a831ce386cd581c94aa2755e60496b51</property>

{property name="checksum—type”

info—type="jp-regional-ml-toc”>md5</property>
</doc-content>
{/content-block>
<{content—block param="ml-12">
<block-title>™fFE#—Fi</block-title>
{doc—content xlink:href="../../../0000/ml/jp/ml-12-01. pdf”>
<titled#ATERE—52 PDF</title>

{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-ml-toc”>01c1d839e9404e8f2e8415e46886157b</property>

{property name="checksum—type”

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




</doc—content>
{doc—content xlink:href="../../../0000/ml/jp/ml-12-02. x1s”>
<titledPRATER—5E XLS</title>
{property name="sequencenumber”
info—type="jp-regional-ml-toc”>02</property>

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

{property name="checksum”
info—type="jp-regional-ml-toc”>1e3c86780dc69b349b060947cdee2739</property>

{property name="checksum—-type”

info—type="jp-regional-ml-toc”>md5</property>
</doc—content>
{/content-block>
{content—block param="ml-13">
<block-title># Di</block-title>
{content—block param="ml-13-01">
<block—title>BEAGREIKLITIR A ER</block-title>
{doc—content
xlink:href="../../../0000/ml/jp/m1-13-01-01. pdf”>
<titled>AGREDOE L RIEMEMiZE FAk 18 4 10 A 23
A& </title>

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

{property name="checksum”
info—type="jp-regional-ml-toc”>83c982d18cde03ad6f04f81375f01218</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/jp/ml-13-01-02. pdf”>
titledfFadEE (MR SEAR 18 4210 H 23 H
KER) </title>

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

{property name="checksum”
info—type="jp-regional-ml-toc”>e772901e5c943ef0elbc65c27567b35f</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>
{doc—content
xlink:href="../../../0000/ml/jp/ml-13-01-03. pdf”>
title>ERBHIIZE GRBEMEMGZ “Fhk 18 4F 10 H 23 HIK
) </title>
{property name="operation”




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

{property name="checksum”
info—type="jp-regional-ml-toc”>0313b6d6ba0700ebb7d91ef5814438e3</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>
{doc-content
xlink:href="../../../0000/ml/jp/ml-13-01-04. pdf”>
<title>WfHERE—% GEMEMIZ ok 18 42 10 A 23
HA&G) </title>

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

{property name="checksum”
info—type="jp-regional-ml-toc” >bfal28628492f116a20e38492de68604</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>VRBRIAFRGCEK (5) </block-title>
{doc—content
xlink:href="../../../0000/ml/jp/m1-13-02-01. pdf”>
<titledf TT FHRRBRKE THAHER (CEAK 1941 H 10 H)

Jtitle>

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

{property name="checksum”
info-type="jp—regional-ml—-toc”>46d7f737504c1e49399023f13b1c2beb<{/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/jp/ml-13-02-02. pdf”>
<title> HGHRATAHRR (CFRE 20 423 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> M &= HFIH (F) L OB ES FIHIZ X T 5 FZE
(%) </block-title>
</content-block>
{content—block param="ml-13-04">
<block-title>F DMDOELE</block-title>
{content—block param="ml1-13-04-01">
<block-title>HtE~DIEHE R} (5) {/block-title>
{/content-block>
{content—block param="ml1-13-04-02">
<block-title> B 4 57 8 & ~ @ #& H & ¥
(B <{/block-title>
</content-block>
</content-block>
{content—block param="ml-13-05">
<block-title>eCTD DIFHUZBIY 5 B B HFHEF/block-title>
{/content-block>
{/content-block>
</content-block>
</document>
{/universal>

9.2 WETIREFDHY U TILA VXA VR (M1.13 B DHIRE)
HEG B
(3) EH AR AGT R RIS TR & RhE N
MRS - R (3[E457)
/

{content—block param="ml1-13">
<block-title># Dhi</block-title>
{content-block param="ml1-13-01">
<block—title>BEAGREIKLIZIR A ER</block-title>
{doc—content
xlink:href="../../../0000/ml/jp/m1-13-01-01. pdf”>
<titled>AGEREFEOB L GEVEMZE FRk 18 4 10 A 23
A&RR) </title>

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

info-type="jp—regional-ml-toc”>83c982d18cde03ad6f04f81375f01218</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/jp/ml-13-01-02. pdf”>
title>FEEMES (MIEMENZ% SRk 18410 H 23 A
HKRR) </title>

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

{property name="checksum”
info—type="jp-regional-ml-toc”>e772a901e5c943ef0elbc65c27567b35f</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>
{doc—content
xlink:href="../../../0000/ml/jp/m1-13-01-03. pdf”>
<title>BOBHMBEEE GRIEAMEMZ Pk 18 4F 10 A 23 H K
) </title>

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

{property name="checksum”
info—type="jp-regional-ml-toc”>0313b6d6ba0700ebb7d91ef5814438e3</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>
{doc—content
xlink:href="../../../0000/ml/jp/ml-13-01-04. pdf”>
title>iRfTER—% GHEMENZ SRk 18 4F 10 A 23
H7&GR) </title>

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

{property name="checksum”
info—type="jp-regional-ml-toc” >bfal28628492f116a20e38492de68604</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>{BBRAHFGEE (5) <(/block-title>
{doc—content
xlink:href="../../../0000/ml/jp/ml-13-02-01. pdf”>




<title> TT FHABRAE TR CPRR 1942 1 A 10 H)

Jtitle>

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

{property name="checksum”
info—type="jp-regional-ml-toc”>46d7f737504c1e49399023f13blc2beb</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/jp/ml-13-02-02. pdf”>
<title>HIGERTMHFR (CEAL204E3 H 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> M & FIH (G) fk IR FIHIZ & $ 5 B &
(‘) </block-title>
{doc—content
xlink:href="../../../0001/ml/jp/ml-13-03-01. pdf”>
<title>Iml i ak FRTHE SR Ok 20 42 10 H 1 B A)
X A IEEE CFRL204E11 A 1 H) /title>

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

{property name="checksum”
info-type="jp—regional-ml-toc”>b2513f6d934132b97deabae30d1laece20</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="../../../0001/ml/jp/ml-13-03-02. pdf”>
<titled>AIEIm ke f4 R SE (SEAL 20 4F 11 H 5 HAT)
WZxFT D EIEE (CERK204F 11 H 25 A) </title>

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

info-type="jp—regional-ml-toc”>9004f0346b1e865f057a216ff18f96ec</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>
{doc-content
xlink:href="../../../0001/ml/ jp/ml-13-03-03. pdf”>
title>EEPI R M FE CFAk 21 4 3 A 3 B
WA EAEE CEK 2143 H 11 H) (title>

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

{property name="checksum”
info—type="jp-regional-ml-toc”>c71bf85c6f363771b3d956a77cfc9f4d</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>F DMDEEI</block-title>
{content—block param="m1-13-04-01">
<block-title> it ~DEEHE L (E)</block-title>
{/content-block>
<{content—block param="ml1-13-04-02">
<block-title> J& 4 55 M) & ~ o #& H & F
(5) <{/block-title>
{doc—content
xlink:href="../../../0001/ml/jp/m1-13-04-02-01. pdf”>
<title>ZKFBHFEEEIOFTIEIZ DWW T ((FRk 21
F4 01 M) <Jtitle>

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

{property name="checksum”
info-type="jp—regional-ml-toc”>dbd433d42f0e133b6bf35b938387b4a3</property>

{property name="checksum—type”

info—type="jp-regional-ml-toc”>md5</property>
</doc—content>
{/content-block>
</content-block>
{content—block param="ml-13-05">
<block-title>eCTD DU EIT 2 B H FIHE/block-title>
</content-block>
{/content-block>




