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eCTD A/ S— Vv Z—7 7 A VOBRTFEFIE mljjp 74NV EZ T LT3,
7B, BEEDPEEOBAIX, -V F—EREELIERLTHRY,

4. Y= 774 NOERKIZET AEE

41 T7ALYA4X
eCTD TiZ PDF FERUTIR Y .eCTD BEMTER 7 TT7 7 A VA XD EREZED TS,
T7ANFAIRKRETED &, BIR~ORTEEIIFEL 525, PDF 7 7 A VLS
D7 7 ANTRIRICT A ABRKEL 2D LI 256, EELRICHEETLIZ &,

42 T4 b BREFT : eCTD A 87

421 HERBXEFEI+ b

KB AASE Y o+ > MiX Unicode G0 MS I v 27 MS BBEIX IR TS v 7, HIBA
ML¥5, R, EEDOT 4 MEeCTD BENREVVERT 22 &,

eCTD BATIXRAAZBBEICBIT 3V Ty MNADRAHOZENH B2, BHNICE
BOBY, 71 by NOBDIABRIIT 7 ANV A ABBRIZ2 D700, BAREIZB
JAHRBEAET 4 b LRROBYED, 7+ ey NOBDRAKREBETDZ
LeTB, L. ZHITHRRAAKE Y 4 ey NUADEREZIT 5 LOTIZARN,
HRBAE AV My bOZERVAXETOHNE, 742 MEDRALERAVWALE



PRV, BABCHRBEAE  + v NIAO T+ M ERT BT, R LCXFE
FEEDRALY Ty MODRABERNDL I &,

422 FXDOI7+2 94X
AAEBICERTAAXD 7+ M4 XiZFRIE LT 105pt 295, 7L, K
RETHEAT D742 bOY A XPHFATRER YA X (B2 8pt LLE) ZEATHZ
&

423 T4 FOB
T4y FOGIZBEERYAVEZ L, BASOT + v MEAEERTIEEIX
eCTD BHDEY . FL—X 47— (AREHR) 7V % TEOCARBI S22V W
BEBTAI L, 742 MIEALERLFEMERS LN &
NAPR—=F X R | - Uy OBEL eCTD BADRMICE SN, FARADZ7 4+ b2
FERTAZEBEELY,

43 Tyvosw—o (LEBY)
Fore—Z BRI LTEABBETERRTII L, L, BSEBUTIES
NWThH, BEFARELEBSNSBEIRE. Ty r/v—22RELTHELIZARY, 7
v 72— 7 ERRRICIIUUTOEREERTHZ L,
® PDF 77 ANDT v r=—2ri%, R—774VAOCID HEBRCBRKICHEET D
HDOERET Do

0 EVa—NREOBKREE M7 T ANMCERERE T v I e — 2 IXRET HLEN
B, 2L, 77 AN A AOEIRIC L Y R—3CE (M4 Granularity Annex Z#8)
BEBMOWET 7 A NV THERT ABAICIE, AI—XEL2RDT v 7 < — 7 ZRET
B, BEOT7 7 ANTHERENTWAZLBRRBTEXHIHCTH L,

® PDF 77 A NVOBREIRT v 7<=—2 ik, RSBV eHH 2 BEEL T CioRgIC
THRYE, AT IEEE/BTDIL,

44 NAIR—FFAFYLY
A—X&A (F— PDF 77 A V) RURLRHXER (R25 PDF 774 1NV) ONA
R—FF R M) U7t BEODRLOEDICHEIDCRETRELOTHD, FH2H»1
BEIE~ESHADNAALNR—F XA LY VI IARERRIVBRET DI LBLETHD
&,

45 R¥vUXBORGE
2% ¥ LT B LEORGEIZFER CTD BMICE S A, HFEHFIIFELUROTEAC
TEREEL., MBEETRETHI L,



46 TJrAIOEE
Y —7 7 7 A V% PDF IR X Microsoft Office XL D 7 7 A MER TRIHT S
DERE LA, FRCEEYRICHRT S Z &,

47 BERBEDY—T7T7F7ANIZONT

471 fEBI—ER
FEF—BED T 7 A NVERILPDF R E T 58, FEXIT) L TURELHBENE
A%, Microsoft Excel BRETORMEJERD D ZBH B, ZOHE. TTICRE
L72PDF 7 7 A )& Rz Bz E R SERIT—B I T DXEIRVE, D7 7 1 Vi
THREDFERELRNT &, '

472 FHEH-E
WRAHEE—E13. PDF B K& X Excel B CIRHIT 2 Z &, Excel R TO—ERIER
WWhizoTiE, F—F DY — MRUHHRAREL 2D L )12, UTOEBZ 11TITND
52k,
AT ER—EROER :
ZA kv
EE
BRI
REREMHET
waEm (BN, B
EEE
FHEEEL - ZEEROR

© N AW -

473 EPZHEE (B)
FRPHEE (B)IX.FDHEY 7 b h S5 %E PDF BN TCHRATHZ &,

474 BEICERSh-EHOREN
Y—T7 77 A NV%E PDFHRETBHA. eCTD OHERICAI-mBTEREZERTEZ
Yo 2B, BIW, F4E. BSHCRATIREESO I . Ak 184 3 ALENC
AL LT TIER SN 2B RN, B ThIUL, FRIERERITR LRI
HDPDF (RA¥x ¥ =V IZX VIR LIZPDF%) TH-oThH, eCTDEDTELXZ
20, FAlE LT, ERBICERENSERHCE LT, EF7 7M1V PDF 7 7
AN (TXAFPDF) 2IERTHZ L,



5 JANFHERICET HEE

51 EXI7ALTHEE , BIBEFT : cCTD BH &2, 4. 6
eCTD BENCIX (T4 V27 MY ) [740 %) SRBICELERHIBRBHETH D,
AERBHETIL (740 %) CiREEHE—T 5.
AT 4+ VAL eCTD WA (R 4 I SEERT 2 2 L BENR T + VB
IXICHM2 &0 TeCTD 7o 7 L— b L LTRESNDZDT, BREINTV,
7 A VFATRILER] eCTD @A H& 4 I ESE ML T 50 BEESEA TER T
AT TON—MZESEERT S Z &,

5.1.1 by FTLRIL - D+ WLT R BB : «CTD @E &6
MEEEIL, BEEYR»LHOLNUDREITEIND CTD XAEFZ Ly T LV T
NELETAHZ L, 728 eCTD ZMAEBBIALEMOBFETER 2 BHATL Y, BSIE
DI=DDOBERIT, eCID ZNBEEFRBOFHRELITIZ L, TOFHRECHEL T
BSERKT D, '

512 EMI7+1LT
FEfl—ER . FEEREETCICERRIEREEIUTORY 74 VX E2ER L. 3t
BT3Z &,

5121 EH-ERIALY
CTD B@HCHUL T OEF—ERR VR EE 5 WO [53.7. BET—F —ERRUES)
& CEDTRHT DI L ER2oTS,
1) BAERECBIL 2> EBLRRERUEELREDEDRIEAR DS —
3
2) ERShe2TOBRARICBOTRERSBRE S hdEfO—RER
3) ERIN-2TOBRRRICBVWCEERAEERPBE SNIEFO—
B
4) EHIh2TOBERRRIIBV TERREBREEHVFBE S WISE]
N—HEFK
5) EMSh-2TOBEKRRRICBVW TERE SN RRREEOCEB ZETIC
AL
R —BELBHT S 70 F4E, FRIE L TUTOEEY ETD, hbT74n
HiX 1537-crftipl] 7 A AFLLTFICAERT B,
1) 5-3-7-patients-lists
2) 5-3-7-ae-lists
3) 5-3-7-sae-lists
4) 5-3-7-lab-lists



5) 5-3-7-lab-figs

5122 FEREFRBRAVICEEKRLERSE I+ LY
FRIE LTHE4E, F5HEBRT 4 OBREET ANV T EERTIHEIT—RE
EDLRTANIRERTB L, 7ANVFIIRRESSERNENHBITEILHRETS
&,
5123 HIBEIANLST BB : B2
ml/fjp 7 ANFUTIZHBIZGE U7 ANVFEERT D Z LIXELI ARV,

6. XMLA VR2 2V RERICEET 5FE1E BIRE : eCTD @& & 2. 6. 8
6.1 eCTD A VARE VAT IBESESR

6.1.1 Node Extension BREHT : eCTD BE 186
JERI & LT Node Extension 13/ L722V, 7272 L. XIGAIRER FEAMIZ2WIEEIE
ERUBICEINCHEREDO S XFERTHZ L TELZ IR,

62 *v3H4—Tva—F | SRED : <CTD B &2
¥y T F—xra—F (XFa—F) OFE—IXEFROICXELRETA-DICHA
T D, %7 Unicode UTF-8 ZERT B &,

6.3 H18OAR2AMETICHATSREEE BIRISHT : eCTD 3850 {15 6
eCTD &% 116 612 [Hx DRHITIHV T, HIRFB XML Ay 7 R—Vv T 7 A V%
BRTDV—TBEROFNVL— a3 VEBHIZEI new) THB, | L OFERENRH B B3,
FIRBOANREZEETHIERIT 183 AN —Ta VBt LEBICBRVBSIZ L L
L, eCTD A Y AZ VADDLE | BOA LV AZVARBRTH I —TJBROFL—
a v BYELX Treplace] LT3 %,

7. RHICEAY 5$E1H
71 RITEL (BHHE. 2HEER

711 RH%E
HEEIIARBEETEREZTo-%. CTD B+ EXGERESRABBIRBYT
ATk,

712 S2ERER
EELERBBAABBIIRHERN 2R L. SEARTHD LM INZHB AT,
eCTD A S— L ¥ — DO AR Z B LT 5,
BRI ZOZEAE b o TXERRSREINTEbD LT B,

B~



72 RHEE
BHETFEEIT. FAlE LT CD-RRW, DVD—RAM/R/RW X% PCMCIA Type 2 57—
F (h—=FFq 27, AV SOREEE) 75, 2. 1.AMB RMOBRILFD 2
L ABRHTHLELX X2V, FOMOERKI LZBHEFET 2B, BHECE
BCHRT D L,
BHTZEFEEICIE, BT EOOUTORNELZRB LT T VBT D2,
IEERRT 3, B, BEOBEEL— DD eCTD THIGT 2B AL, RETHHHE
HHR TR,
eCTD ZAT&E 5
By
HFEH
BRHEH A
BR7E4
EEA
RHBEFRAENER L 2o e BE. BEOIEFIHEIITE 5BF (HREH
B/ #4850
RHERE S
9. fHE

A ot o D

®

8. SATHA U IER BREFT : «CTD BE &6

8.1 IHREHRH

BAIZRITS eCTD DT A 7HA 7 VEBLIX, Bx ORFITBNT, HFEERDEB
e EFELEOEREITHI L L, —HRACBIAHHBE, —BEERESE—EL
TEETAHOTERNbD LT3,

SF Y, Ex OBFEIZBW T, eCTD %AHESE T ORHERES (0000, 0001...)
Wits7e 740 F (ml, m2, m3, m4, mS, util) [CHFEEBIEAIND, BFEEH
EHERTD 7 7 ANMZHONT, BN, R, BBRMTOIERIC, BFEERELTED
TrANBENTHINE T 7 ANVBMNTEOBHERICLVERTLIZLNFIA T
A INVEBOBENTHS,

82 BUETHOXUAEE
1ML E S MOKRETIL, BMERORBEICLIVEETO bDO L7558, #HT
BHEAE, HOPUDHERMERBHRBOEE LBEROL, BETEITI 2L,
HETIR 2 T A B HEGEE BI1E [0001] XTENLEDERE l0002) - - - &
L. B, EEERTONE T 7 ANDOBZERTDH 7+ NVEITHRHT D, £/, CID



A ARERZ, B, BEREERMTONRPR) =77 7 A MIBETARRBE D,
TORRICBIT > HEENEALZER T b0 LTS,

Ty ANVOERIIKT HA XV — a VEMIL eCTD @BH 18 6: I~V —a Vg
MR OAIEREM 838 A2 —va VBEEBRBTH L,

7B, EEOBRBTT y A NVERIE ) BETHRIBHERIZE D7 7 A VHBMBD T 7 A v
NHY U I7HELTREINTVAEEIR. ELWY 7 RRBTERL2DHES
bb, ZOBREIE. EROEERREETDT 7 A MIONWTEDHFTREZRETSZ
L,

83 #AARL—L3avEH
VIEIREE & ZDBROEERLEFIIR U eCTD MBS 7+ NV F 2 HERT 5, PEHGE
BEOLHOEE - B0 - EEICHEL T, #EEGES OV 7 7404 (0000, 0001,
) ERR L. FNENDOHIZ index.xml, index-md5.txt., %Eéhf: Y777 A1,
BRUOEBRENTY—T7 77 ANDEIBILT 744 VERNT S,
UTIZeCTIDXML £ Y R F AP BEND V=TT 7 A NADAFRV—va Vg
HZIZBI LT, CTD BAEHRET 5,

new :

PIEREERFD D VIIHRFFER., FRICRHT 57 7T, BICiRH L7 7 A V& B8
EAF T AMNBEORVBEIZAWVSBHME TH D, modified-file BIER CBHEMEIX eCTD
XML A VAZ  AIZRERE L2,

append :

PIEIREERE (0000) . FIEIRGRICRHT AEE (0001) XiXThLIEDEE (0002~)
D7 7 AMIF LT, FrZEREZBEMTIBRICAVIBRETHS, BEMDOT 71
NEEBIBR - BELTHS 5 Z L 2 EET 5, modified-file BHEMEE LT, SikiR
HEReE B IR F S 37 index.xml 25, RIERH L TWeZ7 74D Y —7 ID &tk
35

replace :

FIEEEERE (0000) . FIEIRFEICATT AEE (0001) XiXENLAEDEE (0002~)
D77 ANEBERISBICAVIRIEETH D, BERIOT 7 A MIEDEEHETH.
PIBOFEEIIIER N2V, modified-file BIEEE LT, Y%EBHEGERFICRFS
7z indexxml 225, BIEBHL W7 744D Y —7 ID 258k T 5,

delete :

T7ANERTHBRBBFRBIIROTBRICAVWIBHEETH S, BRAEICR->727
7 A VIIEBRICHBR IS Z L i3y, UBOFEEICIIER SN2V, modified-file
BAEY LT, MBHRHEREE S ICRE SN indexxml 25, FEHRHLTVE 7



ANDY —7 ID 2Lk T 5, delete BYEEZEMATHEE. eCTD XML A R F 2 AT
xlink:href BHER OCBHEMEEZEEE L2V,
(B
WEHEE (0000) 12381 5 index.xml SE#H] (0000/index.xml)

xlink:href = “m2/25-clin-over/clinical-overview.pdf”>

<itle> OO0 00O O«ftitle>
</leaf>

1 BB OEETHIREEFE (0000) D7 7 AN (Y —7 ID:al234567) ZEEHZ HBED
index.xml MO FC#HF] (0001/index.xml)
<leaf 1D="22345678" checksum="?2??" checksum-type="MD5 operation = "replace’
xlink:href = “m2/25-clin-over/clinical-overview.pdf”
modified-file = ”../0000/ index.xml#a1234567">
<title>O 00 OO0 O<ttitle>
</leaf>

2EIBDEETIEIBERE (0001) O7 7AW(Y—7 ID:a2345678) 3B RBAEIZ2 >
72 BED index.xml ;C#H (0002/index.xml)
<leaf ID="2a3456789" checksum=""_checksum-type="MD5” operation = "delete”
modified-file = ”../0001/index.xml#a2345678">
<title>O OO0 OO0 O<ftitle>
</leaf>

FRIE LTERZE LEZIALV— 3 VBHEEIZ replace BYEE, # R BINEEHE
HOBAITA NV — a VBHEIZ append BHELZERAT 5, RAERGEIL, FAlC
BEEYRBICHREINIZN,

9. EXaVUT4«

91 FzyiIHL
Fxy 7P AiE, MDS TAEY XLERBND, &V —T 77 ANDF =y 7 ¥ A,
eCTD XML A ' A # > A (index.xml) HIZFZY Y — 7 ER D checksum-type BHE (71
FY XL) | checksum BYE (Fx v 7% Ah) ORBHEMEL LTRERET S,
(B
checksum-type = “md5”
checksum = “ccd13cc43f41a6a3711ba042634b7c4”



eCTD XML A4 VAZ LV RIZDOWTE, Fov 7Y AETIFA M7 N8R L, 7
7 A V4 % index-mdS.txt & LT indexxml ¢RI L7+ VE TR TD, £-, S0F =
v 7% AMi%x eCTD H RA— VL ¥ —28#T 5,

92 M5t
LAY D] eCTD IZBWTHEBALIXIT 220,

10. 204t
B COABRBER R EICBWTHAATRERL T W —F By —#+&
v b, BRBEDOT —RAH—FE) BEENTHTH, HIBRZRD D HOTIERY, =
72 L. KETHO LR TV Study Tagging File (STF) iXHIBxT5 - &,

1. BERE
EELEREBRAEEIL. BEENCOBEREREZITO -DOE®RE LT, EHK
 (CPU, AEY) , FHRHOS, 77V r—v a7 MARUANA—Va VEBEDY R
TAREEAKT B,



| BIRE 2
BFEaAEY-TIZHANL-FFa A
RIEEELTERIEFRE VR XECET 51FHR

1. EEHEOB/

AMERERIT._FERROBERFEOKBRAICE UABPEECRT T BHONE
REFICOVWT) (EREFK S99 B) 0F 15 (PHEEHTEHEREORMISGECET 1%
#) CBET A HHREEFOICERT 2HEOMRERLIEBDOTH S,

2. BFHEHROBE
& (REESTEERRCRACEICETAE®) CEELCEFHMEERE UT
DHONLIERIND,
e XML X¥—= (jp-regional-1-0.xsd & (X xlink.xsd)
o XMLAVARZURA
HICHETAEEER. £ 1 BICRMATREERHCETAERERR LT 7 A
W, ’
o REANY—F
IR T REERHIETAERERTTHDDT 7 1)V,
L '
E1HCIRITRET 7 ANEBL 72 1VY,
o U—=TTwA)N
BRI RET 7440,

3. XMLAVRB VA

WEAMERIT XML AF—<ICLVEZESN, XMLA VY RZ VAT 7 ANMMERIND
XFa— Roxra—F 47k, UTF-8 &7 %,

11-



4. BR/BHEORSR
BB TAVSERER LIRT,

X1 arvsy k250

+ document-identifier 4.
éx.ﬁa LR

7
Y

] jnqutype % @

W

42-



BRAVCICBYE., ZORARUTO®Y £95,

ERA B Bz
<universal> BHTHEREEE—DOICE LD TRIALLY VAT
(byFxz VAL P EFRES),
Lang HERT2EROMEE. AAEL LT ICAE,

schema-version

XML A¥—<D/N—T 3/,

<document-identi
fier>

L

O AEOBRIFRERBTDRHDZ T4,
(UATERLIHFT D)

<title>

7L

<doc-id>lZx T AHMBAL L XZ A Mva2EdR T35,
1T, REESTEERAURMAXEICET S
HE8 I EE,

<doc-id>

mL

XEOBRHNBESEHRT S, H 1 TIL. +7eCTD

<category>

ZAEE+ - RHE S R T 5,
=1 IR LRV ESE, .

name

Info-type

<document>

7L

XEFRETTTER.

<content-block>

IEAEOPTHEBREE LD, IRTIHDPERK,

param

FROSEERBFETHLAOERERRT S, F1ET|
DOERIT, YV TINA LV RE A EBRBTHI L, B
HERETET 7 ANVBEELRZVBEEIZOVTHY
VINA VAR RAEBR L, <content-block> BT}
param BiEZERTHZ &,

<block-title>

content-block THREINI-OEOHHAL LIZFA
NEERT S, B 1B TOTEERTODRIT. Vv
FNAVARB U ARBRTH I &, TOC HOFRIZD
W, TETE RS ORE T A O KRR FBICEE LA
RHBB IR T REEROERERIZOVT] (ERL
1346 A 21 AAEEXRRE 899 SEEFBEERR
EHEHBERM, LT CTD @& Lv)H,) k&
SEEHTHI L,

<doc-content>

NETDR. RUBBIET 7 M VERETIEDER,
BEREEEERTIH81E. TOERFHRVIET,

xlink:type

VoI DF A simple” ZHEY D, T OREMEITE
EDTH, BHELRZEARKTE D,

xlink:href

XET 7 A NVOBRFEZHEG AL > TR T 5,

param

BEINRETDR/ 77 A NVEFETIEOERY
k3B, B 1 TOERIE, CTD BMTHEINT
W3 CTD £H5%# BV . ml1-01.ml-02.. Lok d 52 &,

A3




BEFR4A

BE

Bk

<property>

doc-content THRE SN BEFREFTBRT D, F1 5
TOFRRIILUTOERBY LTHZ &,

HERE BRI, name B THEBRER 2 EE LNA TR
2175, FEERZERTERTIHBE P Irls
ABAD KA EBR) X, name BHEIZ
”sequencenumber” ZFEE L. # VIR L OFBIES =R
S B N '

TOC #i%. eCTD fH#RIZH#¥E U T name BHEIZ”
operation”, “checksum”, ”checksum-type” ZHE L.

YT EANREREITI). BEROT7 7 ANEBRTD
BE (P TINAVRE A TATER— R %%
BR) 1. name BHEIZ sequencenumber” ZIEE L. # Y

BLOHBANESEZFLERT DI &,

7272 L. [Al—<content-block>{Z<doc-content>7% 1 DD F

TFET DB4A . sequencenumber iXFEHR L2V Z &,

name

BRI T 5, HETOHEIE RO name B
12Nz modified” #HE L. eCTD {HERICEL, £E T
577 AMEREZBMTDI L,

info-type

BHEOZALA T2 RERTEH, BEHEHBIX.
“jp-regional-ml-admin” & ;2 # ¥ 5., TOC #Bik.
”jp-regional-ml-toc” & FE# T 5,

param

1 TIXER LRV,

<file-tag>

7L

% 1B TIRIA Lav,

<description>

3%

21 TERAA LR,

5 THILITHER
818 (PEESETEIERRORMA CEICET 28R [CBET 57 7 A /ViX, ICHeCTD

OHERIZRE, BTIRAT 7+ AV FICEL,

XMLA VARZ VR, V=TT 7A )N

XML ZF—= (jp-regional-1-0.xsd & U} xlink.xsd)

AEA NV —

e ml/fp
o util/dtd
e util/style

6. V=—227741
xlink:href B % O} modified-file BHEICHEIND ) —7 7 7 A vk, KR PDF R &
5, 77 A NVOMBHEANZOWTIX, ICH eCTD DHARIZHED
P, B 1813 BICBARPERMEORGEZLEL T 5856, BARBERMGER
P eCTD THRHENTWBHAIL. PUKRBFHERO CTD ZMBESERBTH L TELX

P R/IAN




7. REANLT—F
ERMEFRERRABEIOE | BARER I MV — F2RET D,
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XML A ¥ —< 7 7 A JV jp-regional-1-0.xsd % LA FIZRT,

{?xml version="1.0" encoding="UTF-8"?>
=
Date : 2004/5/27 Version : 1.0
{xsd:schema targetNamespace="universal”
xmlns:xsd="http://www. w3. org/2001/XMLSchema” xmlns="universal”
xmlns:xlink="http://www. w3. org/1999/x1link” elementFormDefault="qualified”
attributeFormDefault="unqualified”>
{xsd:import namespace="http://www.w3.org/1999/x1ink”
schemalocation="xlink. xsd”/>
1= 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”/>
{xsd:attribute 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>
<!— 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="x1link:href” use="optional”/>
{xsd:attribute name="param” type="xsd:string” use="optional”/>
</xsd:complexType>
<!-— content-block ——>
{xsd:element name="content-block” type="content-blockType”/>
<xsd:complexType name="content~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>
{l— file-tag —>
<xsd:element name="file-tag” type="file-tagType”/>
{xsd:complexType name="file—tagType”>
{xsd:sequence> .
{xsd:element ref="property” minOccurs="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”/>
{I-- description —>
<{xsd:element name="description” type="descriptionType”/>
{xsd:complexType name="descriptionType” mixed="true”>
{xsd:choice minOccurs="0" maxOccurs="unbounded”>
<xsd:any processContents="lax"/>
{/xsd:choice>
{/xsd:complexType>
<l— 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="userspecific—info”/>
<{/xsd:complexType>
<l— property ——>
{xsd:element 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>
<!— 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:attributeGroup>

{/xsd:schema>

XML @ Y > 7 12 B84 5 {HE1E XLink (XML Linking Language(XLink) Version 1.0) iZE-3&
UTDARF—<T7 7 AV xlinkxsd ZEHT 5.

<?xml version="1.0" encoding="UTF-8"?>
<xsd:schema targetNamespace="http://www. w3. org/1999/x1ink”
xmlns:xsd="http://www. w3. org/2001/XMLSchema”>
{xsd:attribute name="type”>
{xsd:simpleType>
{(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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(?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>
<titled A EEITEUE MR O SCEICT H1EW</title>
<doc~id>200908001-0000</doc~id>
<{/document-identifier>
{document>
{content~block param="admin”>
<block-title>EERIFM</block-title>
{doc—content param="01">
<title>eCTD ZfFEF</titled
{property name="submission—number”
info—type=" jp-regional-ml-admin”>200908001</property>
{/doc—content>
{content-block param="02">
<block-title>fR7E4</block-title>
{doc—content>
{property name="brand—name”
info—type=" jp—regional-ml-admin”>Q OO k—/V</property>
{/doc—content>
{/content-block>
<content—block param="03">
<block-title>—A¥4</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 / —/v<{/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”>OOOEEL/property>
{/doc-content>
</content~block>
{content-block param="04">
<block-title>HiEA %4 </block-title>
{doc—content>
{property name="applicant”
info-type=" jp-regional-ml-admin”>/E A BI3K /property>
</doc—content>
{/content—block>
{content—block param="05">
<block-title>Hi&E 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> BEEX </block-title>
{doc—content>
{property name="submission-type”
info-type=" jp-regional-ml-admin”>1-(4) : HZNREEFKAL</property>
{/doc-content>
{/content-block>
{/content~block>
{content-block param="ml”>
<block—title> I EEITHIE MR CWRM CEICET H1FH</block-title>
{content-block param="m1-01">
block-titled™® | M (¥ a—N 1) *BLHFEHOHK

{/block-title>
{doc—content xlink:href="../../../0000/ml/jp/m1-01-01. pdf”>
titledB1H (BEV=2— 1) 2 ELHFEEHOBR/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”>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”>

<titledBER R/ titled

{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”>d538438d0ce317f03£0512c0585fe390</property>

{property ' name="checksum—type”

info—type="jp—regional-ml-toc”>md5</property>
{/doc—content>
{/content-block>
{content-block param="ml-02">
<block-title>KFBHFEE (F) </block-title>
<doc—content xlink:href="../../../0000/ml/jp/m1-02-0L. pdf”>
<titled/KRBEE (B) (title>

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

{property . name="checksum”
info-type=" jp—regional-ml—toc”>d30ba92fa984eb2646a7ddc87c58016¢c</property>

{property name="checksum—type”

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

<title>SERAERAC/title>

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

{property name="checksum”
info-type="jp—regional-ml-toc”>d586acbee397c4f2dccf25b4d649b07 £</property>

{property name="checksum—type”

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

titleddFRFIRDIC/title>

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

{property name="checksum”
info—type="jp~regional-ml-toc”>044914e20f306a796489920c5d6c40e6</property>

{property . name="checksum-type”

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




{content-block param="m1-05">
<block-titleXHRR X i3 R ORE R CBHRE OZEME/block-title>
{doc—content xlink:href="../../../0000/ml/jp/m1~05-01. pdf”>

<titledBRXIIFRROBER UCREORME/ titled

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

{property name="checksum”
info*type:”jp‘regional—ml*toc”>669b495340843536192d467225dl7163</pr0perty>

{property name="checksum-type”

info—type=" jp—regional-ml-toc”>md5<{/property>
{/doc—content>
{/content-block>
{content-block param="m1-06">
<block-title>AAENZ 1T B HEARIEICE S 5 BE</block-title>
<doc-content xlink:href="../../../0000/ml/jp/ml1-06-01.pdf">
<titleXAEICR T BEARREICET SHEK/ title>

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

{property name="checksum”
info—-type=" jp-regional-ml-toc”>73456ea2c24611ebdebfce72a3b6a505</property>

{property name="checksum-type”

info-type=" jp-regional-ml—toc”>md5</property>
{/doc—content>
{/content-block>
{content-block param="ml-07">
<block-titledEERIZh S — &R /block-title>
<doc-content xlink:href="../../../0000/ml/jp/m1~07-01.pdf”>
<title>FERIZM—BRG 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="ml-08">
<block-title>¥RfTX# () </block-title>
<doc—-content xlink:href="../../../0000/ml/jp/m1-08-01.pdf">
titledXBFXE () /title>

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

{property name="checksum”
info-type=”jp—regional—ml—toc”>6e4b8d8dc33b6608f3d3b84aa0294b58</pr0perty> '

{property name="checksum-type”

info-type="jp-regional-ml—toc”>md5</property>
{/doc—content>
{/content-block>
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{content-block param="ml-09">
<block-title>—RRAIBFRIZER B XE/block-title>
{doc-content xlink:href="../../../0000/ml/jp/m1-09-01. pdf”>
<title>—RERILFRICER D CE/titled

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

{property name="checksum”
info-type=" jp-regional-ml-toc”>ac5657c58f101bclbl15c9b0e5895£20</property>

{property name="checksumtype”

info—type="jp—regional-ml-toc”>md5</property>
</doc-content>
</content-block>
{content—block param="mi-10">
<block-title>BHEE - BIKEDIREBEEEHOE L D</block-title>
<doc-content xlink:href="../../../0000/ml/jp/ml-10-01. pdf”>
<title>ZESR - BIERZEOHEEEEREOE L D(/titled

{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> BUEAR T HAESEAGEE () </block-title>
<doc—content xlink:href="../../../0000/ml/jp/ml-11-01. pdf”>
title>WESRFEERESEATEE () Jtitled

{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> AT EEI—B</block-title>
{doc-content xlink:href="../../../0000/ml/jp/m1-12-01. pdf">
<titled>BfTEEI—% 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”
1nfo~type— jp-regional-ml-toc”>01c1d839e9404e8f2e8415e¢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/jp/ml-12-02. x1s">
<titled¥RATERI—% XLS</titled

{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>#F Dfh</block-title>
{content-block param="ml-13-01">
(block-titledBFAREEMITHZE A BRI /block-title>
{doc—content
xlink:href="../../../0000/ml/jp/m1-13-01-01. pdf”>
{titled7AREDE L (EMEMZ Yk 18 45 10 A 23

BAR) Jtitled

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

{property name="checksum”
info—type=" jp—regional-ml-toc”>83¢982d18cde03ad6f04f81375f01218</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>BAEWEE (MBEMMAR TR 184 10 A 23 H

&ER) </titled

_ {property name="operation”
info-type=" jp—regional-ml-toc” >new</property>
{property name=" checksum”
info—type=" jp-regional-ml—toc”>e77a901e5c943ef0e1bc65c27567b35£</property>
{property name="checksum—type”
info-type=" jp-regional-ml-toc”>md5</property>
{property name="seguencenumber”

info—type="jp—regional-ml-toc”>02</property>
{/doc—content>
{doc-content
xlink:href="../../../0000/ml/jp/ml-13-01-03. pdf">
<title>BEEHEE (EEMERZ SRR 18 4F 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”>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>PRfTER—%& CGREMEMZA AR 18 €F 10 A 23

AR </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="ip—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>I{GBRIERKGEE (F) </block-title>
{doc—content .
xlink:href="../../../0000/ml/ jp/m1-13-02-01. pdf”>
<title>® IT HHRRBRME THARME (FRR 194 1 H 10 H)

{/title>

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

{property name="checksum”
info—type:”jp-regiona1~m1—toc”>46d7f737504cle49399023f13b102be5</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/m1-13-02-02. pdf”>
<title> EERIAERE (FER 2043 A 12 H) </titled

{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> BEHEB/(E) R VRS FHICH T HEE

(B)</block-title>

{/content—block>
{content—-block param="ml1-13-04">
<block-titled>F DM DERI /block-title>
{content-block param="ml-13-04-01">
<block-titleXiE~DRHEHR (F) /block-title>
{/content-block> '
{content-block param="ml-13-04-02">
<block-title> B 4 % B # ~ © # H & #

(B)<{/block-title>

<{/content~block>
{/content-block>
{content—-block param="ml-13-05">
<block-title>eCTD DERICEIT HBEFHEE/block-title>
{/content—block>
{/content—block>
<{/content-block>
{/document>
{/universal>
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{content-block param="ml-13">
{block-title>F Dfli{/block-title>
{content~block param="ml-13-01">
<block-title>BEAGRERMITIR L EEI/block-title>
{doc—content
xlink:href="../../../0000/ml/ip/ml-13-01-01. pdf”> :
<titleXEBREOE L (MEAMERK FRL 184 10 A 23

AA&SR) </title>

{property name="operation”
info-type="jp-regional-ml-toc”>new<{/property>
' {property name="checksum”
info—type=" jp-regional-ml-toc”>83c982d18cde03ad6£04f81375£01218</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>BEREE (MEMEMAR ¥R 18410 A 23 B

AER) /title>

{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="jp-regional-ml—toc”>02<{/property>
{/doc—content>
{doc—content
xlink:href="../../../0000/ml/ jp/ml-13-01-03. pdf ">
<title>ESHEE (GHBEMERSR YRR 184 10 A 23 HIK

) </titled

{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>BATERI—% GREMEMAR YR 18 4F 10 A 23

HA&RR) </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>IRBRHRRFEE (B) </block-title>
{doc—content
xlink:href="../../../0000/ml/jp/ml-13-02-01. pdf”>




<title>ss 1T MERABRE THAARR (FHL194 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”>46d7f737504c1e49399023f13blc2be5</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/m1-13-02-02. pdf”>
<title>REERTMERR (FRR204 3 A 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> REFH (E) R UVRESFH I T I EE

.($?)</block—tit1e>

<{doc—content
xlink:href="../../../0001/ml/jp/ml-13-03-01. pdf”>
‘ <title>PIEIERENBEEE (FRR204 10 5 1 B
TR AEEE (FR204E11 A1 R) (titled ‘

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

{property name="checksum”
info—type=”jp-regional—m1~toc”>b2513f6d934132b97dea6ae30d1aee20</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”>
<title>WIEIEREREEE (Ea 204 11 A 5 B
TR AEEE (FR204 11 A 25 H) </titled

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

info-type=" jp-regional-ml—toc”>9004f0346b1e865f057a216£f18f96ec</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/ml/jp/ml-13-03-03. pdf”>
title>BPAHEHMOHE (FR 214 3 A 3 AfD
T AEIZE (FRR214E3H 11 B) (/titled

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

{property name="checksum”
info—type=" jp—regional-ml—toc”>c71bf85c6£363771b3d956a77cfcIf4d</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 DHLDEERI/block-title>
{content—block param="ml-13-04-01">
<block-title B~ DIRHEE () </block-title>
{/content-block>
{content-block param="ml-13-04-02">
<block-titled> E 4 % @ & ~ o # H & ¥

(B)</block-title>

{doc—content
xlink:href=”../../7./0001/m1/jp/m1—13—04—02~01.pdf”)
<titled/ARHEERIDFTIEIZ DWW T (R 21

F£4 81 Bf) (/title>

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

{property name="checksum”
info-type="jp-regional-ml—toc”>dbd433d42f0el33b6bf35b938387b4a3</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 DTS S BEFEE/block-title>
{/content-block>
{/content-block>
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