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XA T XA AR B — DA R, Bl e, TE X4 “docname.ext” F # “docname”.
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« & HSHIFT JIS.
o HRBMEHA R IEAT WM T AR,
2E X pt

[CML] Chemical Markup Language

http://cml.sourceforge.net

[CSS2] Cascading Style Sheets, level 2

http://www.w3.0rg/TR/REC-CSS2

[ECMAScript] ECMAScript Language Specification, 3rd edition. ECMA- 262

http://www.ecma-international.org/publications/standards/Ecma-262.htm
[EXCEL] Microsoft Excel

http://www.microsoft.com/office/excel/default.htm

[GIF] Graphics Interchange Format
http://tronche.com/computer-graphics/gif/gif89a.htmi
[HTML] HTML 4.01 Specification
http://www.w3.0rg/TR/html4

[IANA] Internet Assigned Numbers Authority

http://www.iana.org
[IMT] Internet Media Types

http://www.iana.org/assignments/media-types/

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

[1ISO-639] Codes for the representation of names of languages
1SO 639:1988.

http://www.0asis-open.org/cover/iso639a.html

[JPEG] Joint Photographic Experts Group

http://www.jpeg.org/public/wglnl807.txt
[MD5] The MD5 Message-Digest Algorithm
http://ietf.org/rfc/rfc1321.txt

[PDF] Portable Document Format

http://www.adobe.com/devnet/pdf/pdf reference.htmi

[PNG] PNG (Portable Network Graphics) Specification Version 1.0
http://www.w3.0rg/TR/REC-png.html

[RTF] Rich Text Format (RTF) Specification, version 1.6
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http://www.oasis-open.org/cover/iso639a.html
http://www.jpeg.org/public/wg1n1807.txt
http://ietf.org/rfc/rfc1321.txt
http://www.adobe.com/devnet/pdf/pdf_reference.html
http://www.w3.org/TR/REC-png.html
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http://msdn.microsoft.com/library/specs/rtfspec.htm

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

http://www.unicode.org

[XHTML] XHTML 1.0: The Extensible HyperText Markup Language
http://www.w3.0rg/TR/WD-html-in-xml

[XML] Extensible Markup Language (XML) 1.0 (Second Edition)
http://www.w3.0rg/ TR/REC-xml.html

[XSL] Extensible Stylesheet Language (XSL)
Version 1.0 W3C Recommendation 15 October 2001

http://www.w3.org/TR/WD-xsl
[XSLT] XSL Transformations
http://www.w3.org/TR/xslt.html
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Z £

FEeCTD Wt 4 A SLAR UM R AT 35 MD5AR B Fn . AR B oo {45 001 A Bl 45 B0 E 4 MR 28 U
P TN, XML eCTDEG| B/t T R 2N X AL B f it H P 585 F.

XML eCTD S #y#2  Fo f g BL3EFE N . W3 A RL A 4 B 3 Ao B X2 4 index-md5.txt,
KHAEN — D XEE5XML eCTDEG B FH —H K T. HiF AN 4T B iZindex-md5.txt X {4 8
W, B3 AEAC R R S M 8. SR A X3 & 5] ST B A 3 e By 4 57
., B Rz (X EMDSR ) 7 index.xml Xt 0 & # 5] A .

W R B G A LA TICH M2F g 4.1, W iE AT UARIEZZE DV FeCTDME . ZAR T F
" xteCTD#AT A @ 1 BB A4 (2niz RS2 BB P40k ) , SREL sy
BNFEZ —HATE . WENENEERPREEEOINES, FHRELABERNE
AW E], @3t BB & % eCTD 36 2 L HAT A .

aE BAIWENFEE, WEFELT, EHTEEME.  #HiFANENRE A KT
TE Z Yl 5| A A,

TeeCTDHY A XMFH, B AN A #ATEM RN Z 2R EREDRY . HIFALL
AT AR PR, SFESRAER, B R EE BRI, BN 6 AR L 2foi)
[B] 42 1 78 7 B AR 4 PIT # 20 SR B SE B

#H
B AN, W AR L AL AR . AU AR ST 1 R B AR
%A /AL
SO 4 R B o B ARt 7 R L

E1#,

B WA AR B O BORfu 7 90K BleCTDHR 2 SXMF. WIE A RLIE 3T & 5-1F7 4
HE P R TR IA A
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Mi%6: eCTD XMLFEXR

FR
4 EEM 2 MeCTDII . MR AEADHWHEFAE:
TR AR R E BRI AT R E.
P AR A - AR B U TR AR L E A B K
PEARTY R, EME SR L T, % RBUHTH BT AT %,

eCTDR B 5 H B R XM AT . FREUT —NEFH @I 2/ N84 (RA
LR ) AR, BREUXMLXAE XA F X (DTD) K #4at. CTDH R &8 X F7eCTD
DIDF R ENTERH XA FEXTIRA. EFEF, "ruR RO Mk Z ¥ Wy &
XA Fole RO A A .

ZEXML eCTD DTDZ:a b 7= 4 By X2 eCTD XMLEF i XMLE 2E. XMLEZ 2.3 — /N LA
FHetn R AR E . MR ITENEEEE, FARENM R, wRAET
— NGET AR WL UM, B BEAZ U A B A T B2 T I

XHE f H R
eCTDH W H N Z Bk B 7E X = XU R A BN RR AR (B, FFEEHHAgpL
S By . ) eCTDEE A Fodn (1] 2 SUHF Sk 4 AR L UA A B Fax — KRB A
H TR BeCTDR # Xt ML S sk, EXEWH B BEHIMRE. FMREEN I
B 9 B AR x4
Ff KA 3R T 45 0 XE R Fn X4 . B SREH B TR B R . TR U AT R L
FRMENFHAZEBRNEE . MAERGL AR ERERSARBAEE. EHERX
TR M e - E A B, o AR ] B TR X1 Sk 4 AR
H—RBEXNEBRHFINERLNT XY ER ., EENFFEABRFFERAE N7 SHE
RKEATFHARE. BRLEFERXRAN TSRS, EMRBEWFERART RS, (B HEER ER.
*6-1F0E6-19t ¥ 7 thér 4 ALk

36-1
TR XA 3k v % #R 2 FolE TP EA
ctd-123456 0000 VB R
ctd-123456 0001 YHhBIE. IR E
ctd-123456 0002 ZKRBIE. I FEBREE
ctd-123456 Nnnn FENKRBE. FhxH T HE
& 6-1
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1] ckd-123456

XMLF 2 A B A —AN4 Jgindex.xml e B4k TR 28, H N ik B Z R R R X T 5|5 X
S, 72 E6-1FF a5 B T b B %A — ANindexxml SUEEZE S <0000 5, S 000178 X
£ 3£ <0002” . MD5# 35 F1 U, index-md5.txt i 7K B 7E 5 index.xml A8 [5] By {4 & & .
index.xml#y DTD oL 72 4 /N2 A8 By “util” X 32 .

EHENMRZF, RKBREEXMLEE XN E RSB ERFI LT, X TENFI, &
BRI TR N BAE BB AN B A", 008 K3 & 5] U B B i ey 4k ST
XA, B A (K EMDSR % F) Hindexxml XS] B, KB XMLE 4 X444 DTD L
TR AT B cutil” U S

#*6-25| 1 T E6-174] th XHELE .

*6-2
XXX XA
ctd-123456/0000 index.xml
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/m1/us us-regional.xml
ctd-123456/0001/util/dtd ich-ectd-3-x.dtd
us-regional-vx-x.dtd
ctd-123456/0002 index.xml
index-md5.txt
ctd-123456/0002/m1/us us-regional.xml
ctd-123456/0002/util/dtd ich-ectd-3-x.dtd
us-regional-vx-x.dtd

LA EE
4 FeCTDH K E TS, HURREF RAeGANFHUEZAEE,

eCTDREBEEMHERXHT. BEMLTE, “ARBAEXLETARAL—HIL, BEE
foth R XEEA N AE. TEERTHRMN. ZRE. A FAEERTH RS F R REH
SME B flan, AR —NHT N ROR 2 A PR AR A, MM FDAR R B RS AT, BN R R
RE. BEEHNMEREMTRE, ZAROENRERIXGEAHRE. ARG ERK.
F b, WA FE — b7 kR BB A .

S R A B S E LA DL B Y AR B, fe B KIRDTDAAE. A K H R DTDJ i
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® 5 AfEeCTD DTD® B /.

eCTD DTDZE" b & JUR G T — s A MM G A, 10T % X R R AH b k4]
WEE, LERLEEUENAE, Footn R RRNE — R B
Wok % . o T % B “modificd-file” 8 B P KL &M Ah . & S IR >T 0 F 97T ID (leaf
ID). ZCH 18 I B HLAG R0 A MR B 4401 0 % 0 AT A0 S0 R R S, modified-file
BT — % HAT k.

LR 1ER 1

BEBMEREERXFHEMEI T TR R, Fin AR BRIER M HE A3 HiFA
THEFRRX R EEDTER T TR, BEBESE AT & oy Lo B 1 15 5 248 2 U fF
WM LR Z R R, EERERN XA TR RERBMEEE A Znew. EE K.
B =Rl E R AH U, BT A RTR M LR W ULE R AR H T TR Z A R K
TR EACE AR, R6-3H R BB ME B ENE X,

*6-3: ERAEERM
ion & FRREYERERTERSF
vl &3 ELCES
Y TR | AWWH TR
W P TESLNERNT TEZEAREZ. AW RER— |45

Wi PR B AR E, —/eCTDLE
A S AN HE B T T .

3 Ak KEREHA-ANRAHTE, I TEN G MK L PAT-H 4h
B, (flo, HZet nRREFAHIFHEL) . T
AW — W fp A AR KRB A TR (Fldo,
F XA RGN T ) . ER, REE 5
KRR —REXN T TERER —F 7 FREH (4
o, —AXEREEIE) ERBEAZE L. EEA
AN AR —RF IR TERKRAERZA, HE

LEXTICE
B ZRRAHEH TEUF T TEE T k] B
il XML T BHH o X RR. R, kAR 5% ERK

“delete” 1€ B 1, I FL& #y“modified-file” B I A7 R 1% %
HRXNT TEFBAANGFEA X, BT A MK
BR, REMBESEEKZ M, B, XS EEAaR
ANHZ ().

modified-file B W E 20 T RBEZFEFIIFHBE R TR WM E (B A, B F
M) . URIEB WA AR, B M AE R, modified-file & M M % & —ANME. modified-
file )& M 48 1 “index.xml” XU Fo ¥ 3 2% By v 0 & B9 #HID. modified-file & 1 T DL R 4 xf — A
BT E. WA, —ErP LR B ANt nE SRR MR, WEF RN Z B TR
ML E B R E AT

“modified-file”& 4 & 19 ] T 40 T

modified-file="../0001/index.xml#al1234567"

O AT P E S B, WA L2 ID“al2345673F AR 4 S 4000171 ST sk 3
fit,
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RGN X BT AME (B, E5 52 HEAFTHREK, B XE="), WE¥
5FXa ez EREHRT TR — .

T F 4150 T & A operation B L EY R . X TR EE LW T RAEIL. X TH
1B VB R B BRIV, EAE AR Ok S B ALY, R SERRSENXMLSE 6 i, 5 HID R 5| A
XA

FOI1-FR B R

*6-4
RXFI5# | X4 B1E 3B X EHRETRAFWRANE
BT
0000 0000\...\structure.pdf B structure.pdf ( %77 )

ZB12 - AR, 00005 & 202 R k3. 00015 R EMENBEER R E, Heb
W 3E AT & 54 % 4 7200005 32 75 o fystructure.pdf U, X B E R E A TRIFRE AN
structure.pdffE 4 J # 5%, (84X £ 0001\.. \structure2.pdfth W2, BHHEHFEHF X, XH
MR AT

00005 #% 28 5& X fFstructure.pdféy & R $& 28, $h XA % BT HRCR XA,

00015 # 7%, EM /G HE L, £ XEstructure2.pdfty 425, H oA YTty E &k

00005 $& %X £ U fFstructure.pdf.

EAEGRAREERELFRARTFXMHELTE , FELE, WRAAMFE HITIFHAT &
BT HAME R, UG AR Z 03 ] DU WA I A BT By 4

%6-5
RAFFH|5# X4 B WA By X EEETEPNRAFES
BR
0000 0000\.. \structure.pdf HE structure.pdf ( 2 #7 )
0001 0001\.. \structure2.pdf |# % 0000\.. \structure.pdf  [structure.pdf (2 # )
structure2.pdf ( 4 &7 )

ZH3 - WA, 00005 3 A& FHEHIRER. 00015 4% 2 A& B i AT H 7R R
structure.pdf XX £ (00005 &7 ) F A NFT O F R B FTEG ER R E. HE W ZETEHIA
HEFANXYAANBEGRET AR, BN RZ T AT

00005 4% 28 A& X fFstructure.pdf#y & K 3-8, b XA 2 BT ARAS XA

000154225, BEME B IE4E2, & X fhstructure2.pdfth #2755, o4 Y wT oy 3F 4

00005 4% & # # U fstructure.pdf. X # AN SUHE L4 5 & YR %
rEEGREMTEMRAEFBLARBFEXGLAE , FELE, wRENHE T A HTHR
BATHME N, XL WEEER T UEFER AT .

36-6
REXFF5# | X4 B YA X EHRETRATHANES
BR
0000 0000\...\structure.pdf o structure.pdf ( 27 )
0001 0001\...\structure2.pdf 2 0000\...\structure.pdf |structure.pdf ( FLAT-# %)
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| ‘ ‘ ‘ ‘structureZ.pdf (Hw) ‘

ZH|4 - FNFER . 00005 37 282 FRHE B R 2T . 00015 37 28 2 ¥ iF AT & M BR B k& &
XUFRHN =N ERBERLTE., HEWREFEFEX L TERBEL NN, a2
HARESNZEREE—FARR. IEMERTHR T

00005 #& & /& X structure.pdf#y & k& &, I XM 2w ARAS .
00015 #& 2%, ZEMH )G B (A4 28, B K M PR 700005 3% 28 H #y X structure.pdf, 14

THEXHFEAX.
*6-7
RAFH 5# X4 B%E |(HBEBEREXHE ERELAFNABTERT
0000 0000\...\structure.pdf | %7z structure.pdf ( %77 )
0001 MIF&  |0000\...\structure.pdf |structure.pdf ( 5% &L %)
XHEH

WE TR RN E R AR A eCTDF B EE, Wit LK eCTOH K EEE
eCTDF 7B, WA A RH RIAH X A& Lindexxml Xt 6ot T Z ARy ey, T
JB A XA S S5 4 34 A XML R 2R U o i 51 R U 9 2640 56 A ok 97 . eCTDHY
W EER P RS — KRR — A XM, I RGBSR 2 A T F Bon A 7EeCTD
WEANLE. AWeCTDMIE By (E A # & — A7 5l — MU R — Kk, WRFE, TU
RUEZAS A ZXFNT TR, ZXHOMCEF A EER, ERAAT Xk EHF — &
S E. #NeCTDEATAMN AT X AN AT K, UIEHE R T 45 R A
EGER GBS

I e YT DLy BB R I 28, NETAREEZE, REZXFHL BT RiZX
{8y 5 0 & B xlink:href B 1 & 0B % 5] 8 . # W eCTDE A T A M8 B JF & —F 4L 7
X, BAGIHLRF I X TR AR T O X TR Z F e £ 5. ERERT,
X758 51 SCPR XML 2R AT S dib Bt 5 R A0 ¥ xlink:href = DU 5| 34t 7 5 Yy SC#F, ] B
Y v Al iE AL HLAY % EeCTD. eCTDEUAR AL IG5 H 2 £ B /7 7| 5| i An/3 B w i 5
JH 2 B8 8 Y LA

DTD 4 py KA

eCTDHY W BAR BIR Tl SR XA R, WEBEA N —HoEY s . RERAH
“ectd” JF 467 & — B B4R A XM R & B ALK TE

Kl6-2
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l. xmlns:ectd% [0 xmlns:xlink% @{ ® xml:lang% [. dtd-version %
string string string string

4 m1-administrative-information-and-prescribing-information E

4 m2-common-technical-document-summaries &

+ ectd:ectd + m3-quality@

+ m4-nonclinical-study-reportsE‘

6 & @ & @

4 m5-clinical-study-reports E

E6-3% 1 T B2 EHCTDE ¥ & dnfa th 2 iy,
El6-3

___r,? OID# @ O:Inl:hngal

o 0Wﬂ

@ 4 ma2- 24ntwducﬁon@

e +* nﬂ-i-qtlaﬂywuol-aummuyd
J

4 m2.common-technical-document. summaries E}=

&

4+ m2.4-nonclinical-overview q

- m2 s.ellnlcal-mmewm

* mz-O-nonclnkd-wlten-md-uwnedwmorbkE‘

e.’v‘;

L3 + m2- T-clinical-aunmnryE

—H#EVAEHTE (i, H6-4), <leaf>tZFfBEM (E6-5) A FIH LR+ H
M. 4 E R LA KB “eCTDIL R /B M3t .

K|6-4

@{0 IDa C‘{. xmil:lang
tring

* |eaf E
@ + m2-2-introduction E*= 4@<
® node-extension E

Kl6-5
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*IDg --..,-,lﬁappllcalln-n-wrimna ) ® version ) ® font- Ilhran,rﬂ

1| - Ebing I | = iing i \Ering
‘o npera‘tianq {,j_.ll »* rnclu:lil‘iialtt-l‘illas~ |' checkﬁumg # checksum- t'l"PEé
Enumeration | string ! | siring | =inng
:'=-'». . kewarﬁsd | ¥mine:xlink . 1I|nkrt.rpeq' 73| * #link:role !
v Ehring ._ JEhing ) #ring #ring
5 * xlmh.nr&t:’ @) ® ®linkishowg o ® xlink:actuate o | ® xmi: Iangd
| Shring ] encmas ation ] enumersion slrha
[# title
* leaf ;|
L5 * link-text,.
eCTD.T 1.8 1% %7
eCTDH #5/ £ T4k

g3

o ml-ATERXHZ &G,
o m2- AR XA R
c m3-JiE

o ma-FlERFRRE

« m5-lERAF R R

FMERATUL N —ABENMTER, GF-NHRLARFNREKEFE -ANCTDERMENTEH
R, BTR TR SR, ¥ra X HE FMI-MsF TR E T ENG TR RS, AN

SR = A AR L B AR SRGHR 2N

1. ARERRNXMFEFE AN RESCTDE KW TE. #l4n, #HFILH <m2-7-3-summary-

of-clinical-efficacy> DA 3% 2% Il JR A 2 M & & U1

2. EUWHATHAEMTE BN, XM TR, EARG0H<E NE" B M g2 E2.7.3

iR B U SE LA E R
3.  fE<m2-7-3-summary-of-clinical-efficacy> 1. & W 8| & — /> F<leaf> 7L % .
4. AURAEv U F By xlink:href” B P o 8 527 SC¢F 8 AR AL B A0 U4
5. R AP TT F By <title>TT 3 o 6y SUH B 1 3 A (4] 7 B A AL
6. A A&K6-8FTHA ML EK A KB IERGE R
FK6-8E At T BN T RAE K.

#*6-8
TLE Rtk 3R B
AT E T B MR T 5 A SR SR 2 5 44 K
%, fltw —ANBRENX AL, S TOCT % 7 # it fE
<m2-4- Ji B heAE# — % % X. eCTD DTDE X T #
nonclinical- eCTDW AR BEH U T BlE: RHH. £/
overview> B EAR. ERE. SR AE (23S
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TE

Rt

38 50

F013.2.SF W M “free-text” i B 1k : 25 Fo Ak 75
B 5.3.57 [t hnth “free-text” B 14, FEMNIE) .
N T 5“CTD—f[H & — %, x4 B M {E R
PHEE SN EME. BRI AT R
P B (A Ao R IE, DR o i A AT 4 e A
B AR, H A1 ¥ E A e B B PR g
BAHKRE.
TUNREE FTEFE A —ANKZL AN T<leaf>TT
%.
i 33 $% f<node-extension> T & R 7 sk & & B
FILE. R AR T M B FnE H &
FoAm. REELTHRENFELT, FEVKA
P RET .

KAY RET AW, EHARREE. SHAMF
( 7~1i16-5) #y“y XML eCTD DTD T & ¥
B>

ID

TEXMLS | o ey 4 B By e — A R A%

id403 (FEEEWLAA, 1DE
GE:6D)

xml:lang

T2 AWEREFTHXMLE £ Z4# F thiE
=. RJAISO-639fFIES 4 E .

en

<leaf>

—Aet T F A ARG . A S A
JLE P DA BCE KT R .

application-

version

R SR ST o RO LR AR P A B SR AR R
A

PDF 1.4

font-library

PR B B UG R

ID

IDEM EERATHFRRFHHFEHRSE, ©
A LLMXML A% B —ANTRE 5] 2] 5 — /IR
B . XML ID{E DA XX F FAF 8 T X & k.

i W N A A B AR T B AR ID A R 3R
e, MEERNEFHWMANFEFRE TR%, A
1 6l 2 — /A % 1D

id050520
NEE S a0 X e =
JER 7
& £ W3C B3k i XML-
IDZEN
( http://www.w3.org/TR/xml-

id/#processing ) .

checksum

BUHR 2 AR BRI Ao B 15

£854d3002c02a61fe5cbe
926fd97b001

checksum-
type

R BRI fn %

MD5

modified-
file

modified-file & M 1y Bl 92 4 T R )75 8
BH LERNME (&S, BEaRHMR) .
YRERBMAE A B M ARG, modified-
file)§ % P %A —/ME. modified-file& P 8 1]
“index.xml” X {4 Fo B 4% 22 B T & B PHID.

../0001/index.xml#al1234567

operation

T EPATIRME. ENZBEFUTHEREZ

Wi
%
3l
ik

() R RULK IR B R A B30

HE
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TE Rt 3R /A A

version TR R #H B A EBIRA S &S AR AR IR, | V235

xlink:actuate |{§ & {£ DL & & A

xlink:href | 4R B {3 DL (] 48 RLZAF R 2 X o S 4 #y 48 |0000/m2/27-clin-
MBZ . AR BT EE L B v iyt T & 4 F|sum/literature- references. pdf
F—F7l.

xlink:role |7 % {3 DL 5 fE A

xlink:show | {% & {# L5 5

xlink:type  |«fq 2 @ F4 simple
keywords | {& B £ DL )5
<title> A TR —# 0, ZTEEE T AHX 6%%%&%1234
4 B S FT 4 AR £ vPARAN AR, &
»(1024%:%* (512M%4%)
HEARKE.
ID BEXMLEEB] A B B v — AR A, #HIDDA X |al234567
FEAR TR &I . E1: S WICH 3 by
XML-IDZ Y

( http://mvww.w3.org/TR/xml-
id/#processing )
H2: EWEF|, IDR %
i

<link-text> PR G A DLJE (A

<xref> R B DL e A

FOI6-1: EHEHRXX I
DURXMLK BB 7 T L3 ANPDF SURS Y 48 2 1 i PR b 424

<?xml version = "1.0" encoding = "UTF-8"7>
<IDOCTYPE ectd:ectd SYSTEM "util/dtd/ich-ectd-3-x.dtd">
<7xml-stylesheet type="text/xsl" href="util/style/ectd-2-1-x.xs1"?>
<ectd:ectd xmlns:ectd = "http://www.ich.org/ectd" xmlns:xlink = "http://www.w3c.org/1999/xlink">
<m2-common-technical-document-summaries=
<m2-5-clinical-overview xml:lang = "en">
<leaf ID="s123456" operation = "new" xlink:type = "simple" checksum-type="md5”
checksum = "e854d3002¢c02a61fe5cbe926£d973401" xlink:href = "m2/25-clin-
over/clinical-overview.pdf" application-version = "PDF 1.4">
<title>Clinical Overview</title>
</leaf>
“/m2-5-clinical-overview=
*ri.-"'1112-c0111111011 technical-document- :,ulmnaries:}
</ectd:ectd>

AR P AL FE AR AT E K “m2/25-clin-over/” (B H ¥t ﬂﬁv HXTHEF) 8 X
“clinical-overview.pdf”. Z XK “H” XM, #iR ML BRI R&E R,

DX 385 B A W AE R AL BT R R U, 5 CTDAE S o 45 5 X 480 B 3% 28 U1 K Bk

fn R X Z CTD 123456 H R #ERH 0 B R | &, M AR KR X+ 8 Br A X8 % 1L T ctd-

TER, XEXMLARFAA 7~ A — R e AeCTDHR & UM B R 8 BT A1 0 3 Ao B k.
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123456\0000 B F & AT

7O16-2: BIE. AT
TEZ R AFH, #RT —RERER. EARGF, ZERBE I N RA T BUK.
RS M, EE G R4 AR F B9 T R TR i e<leaf>Tr & .

R X ECTD 123456 W ¥R % — R FE R, N AR KER B 8 BT A X E 4L T ctd-
123456\0001 B < & LT~

<?xml version ="1.0" encoding = "UTF-8"?>
<IDOCTYPE ectd:ectd SYSTEM "util/dtd/ich-ectd-3-x.dtd">
<?xml-stylesheet type="text/xsl" href="util/style/ectd-2-1-x.xsl"?>
<ectd:ectd xmlns:ectd = "http://www.ich.org/ectd" xmlns:xlink = "http://’www.w3c.org/1999/xlink">
<m2-common-technical-document-summaries=
<m2-5-clinical-overview xml:lang = "en">
<leaf ID="al23457" operation = "replace" xlink:type = "simple" checksum-type="md5" checksum =
"502e9ab5827431f077340cea3b5e465a" xlink:href = "m2/25-clin-over/clinical-overview-revised.pdf"
application-version = "PDF 1.4" modified-file ="../0000/index.xml#s123456">
<title>Clinical Overview</title>
</leaf>
</m2-5-clinical-overview>
</m2-common-technical-document-summaries=>
</ectd:ectd>

T OI6-3: FFEWIE W W

% Mk 97 & NJE 3 13 Bl 5 <m2-7-3-summary-of- clinical-efficacy> f1 <m5-3-5-reports-of-
efficacy-and-safety-studies> T &40 X BT Am B M, ARWRAZ MENIE. B W L &N E B
MEARIE K. FiEANEBRERXEES, HACNEREFLEGANFRRERES KE.
B — iz MR A RHEESERA T TR, HAMEERELE RN X EREFN TR, &
LRG A LB, FIEAMEE LGN, DaTip T ERE S R R . Tk
&I T X B0 I e R R UL

%6-9
LR B 2 A B
<m2-7-3-summary-of-clinical-efficacy> indication & M 4 R B
<m5-3-5-reports-of-efficacy-and-safety- indication & ME & FR. B
studies>

EE, WG NG & SE B M R B E T <m2-7-3-summary-of-clinical-efficacy>#1<m5-3-5-
reports-of-efficacy-and-safety- studies>Te & T T A E Fn&k. U T o0 BT ESHME
RE (FHF T ) 15 R 4.
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<ectd:ectd xmlns:ectd = "http://www ich.org/ectd" xmlns:xlink = "http://www.w3c.org/1999/xlink">
<m2-common-technical-document-summaries>
<m2-7-clinical-summary>
<m2-7-3-summary-of-clinical-efficacy indication = "pain">
<leaf TD="5123456 operation = "new" xlink:type = "simple" checksum-type="md5* checksum =
"Saa5c0e630a700af869e4¢72535£c922" xlink-href = "m2/27-clin-sum/summary-clin-efficacy-
pain.pdf">
<title>pain efficacy summary</title>
</leaf>
</m2-7-3-summary-of-clinical-efficacy>
<m2-7-3-summary-of-clinical-efficacy indication = "nausea">
<leaf ID="a123457 operation = "new" xlink:type = "simple" checksum-type="md5" checksum =
"bde4d34dc80678a266352dafd50¢3962" xlink:href = "m2/27-clin-summ/summary-clin-efficacy-
nausea.pdf">
<title>nausea efficacy summary</title>
</leaf>
</m2-7-3-summary-of-clinical-efficacy>
</m2-7-clinical-summary>
</m2-common-technical-document-summaries=>
<mb>-clinical-study-reports>
<m5-3-clinical-study-reports>
<m5-3-5-reports-of-efficacy-and-safety-studies indication = "pain">
<m35-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the-claimed-indication=>
<leaf ID="a123458" operation = "new" xlink:type = "simple" checksum-type="md5" checksum =
"a4529¢4a257107t8a0ec59 1dde854578" xlink:href = "m5/53-clin-stud-rep/535-rep-eff-safety-
stud/pain/pain-srl pdf"=
<title>pain study report 1</title>
</leat>
</m5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the-claimed-indication=
</m5-3-5-reports-of-efficacy-and-safety-studies>
<m5-3-5-reports-of-efficacy-and-safety-studies indication = "nausea'>
<m3-3-5-1-study-reports-of-controlled-climcal-studies-pertinent-to-the-claimed-indication=
<leaf ID="al123459* operation = "new" xlink:type = "simple" checksum-type="md5* checksum =
"c5¢391594b2070a57beat6e58860efct" xlink:href = "m5/53-clin-stud-rep/535-rep-eff-safety-
stud/nausea/nausea-sr15.pdf" =
<title>nausea study report 15</title>
</leaf>
<leaf ID = "al23460" operation = "new" xlink:type = "simple" checksum-type = "md5" checksum
="15faf198015f3599acabb7755c2d6b0c" xlink:href = "m5/53-clin-stud-rep/535-rep-eft-
safety-stud/nausea/5351-stud-rep-contr/xyz0015/nausea-sr15 pdf"=>
<title>nausea study report 15</title>
</leat>
</m5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the-claimed-indication=>
</m5-3-5-reports-of-efficacy-and-satety-studies>
</m5-3-clinical-study-reports=>
</m>5-clinical-study-reports>
</ectd:ectd>

THI6-4: ZRENZ. LR~ EH A

% F oKL 24 4% B 5 <m3-2-s-drug-substance> T & A < KB M B M, U AR ZER %4 K
fok FEEE A4, BEMY LXLBEMNIFERET K. FIEANBHEABRXLENE, K
AHEMNEREFEEG AR P FREWEDRE. HAE— 07 %2 M %A BT E5 8 o
%, FAMBEHEELERAXHERETHOT TR, EERERXLEBERZW, FEANE
WY BEENA, T TENE SN RN KRB &, TRES T3.2SHXLEMHHE
FEIL.

%6-10
TLE R 3R LA Al
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<m3-2-s-drug-substance> |substance — b JE B2 W 4 R St LB E S
manufacturer | JE 25 4 7 75 4 R 15 B

T 6-4A:

WA LG FE TG, B TR (OB REARATHERE) HERXGELR, L —fh
A B

<m3-2-body-of-data>
<m3-2-s-drug-substance substance = "Acetaminophen" manufacturer = "My Supplier">
<leaf ID="al123456" operation = "new" xlink:type = "simple" checksum-type="md5” checksum =
"b002e4544¢02361fe54be926ae777012" xlink:href = "m3/32-body-data/32s-drg-
sub/acetaminophen-my-supplier/acetaminophen.pdf'=>
<title>Acetaminophen - My Supplier Data</title>
</leaf>
</m3-2-s-drug-substance>
<m3-2-s-drug-substance substance = "Acetaminophen" manufacturer = "Bulk Company 2">
<leaf ID="al123457" operation = "new" xlink:type = "simple" checksum-type="md5” checksum =
"0000cdfa05b1e995f88057150414a783" xlink:href = "m3/32-body-data/32s-drug-
sub/acetaminophen-bulk-company-2/acetaminophen2.pdf''=
<title>Acetaminophen - bulk company 2 data</title>
</leaf>
</m3-2-s-drug-substance>
<m3-2-s-drug-substance substance = "Codeine" manufacturer = "Drug company 2">
<leaf ID="al123458" operation = "new" xlink:type = "simple" checksum-type="md5” checksum =
"f555a3234165623fe54be926ee435354" xlink:href = "m3/32-body-data/32s-drug-sub/codeine-
drug-company-2/codeine-quality-data.pdf">
<title>codeine - drug company 2 data</title>
</leaf>
</m3-2-s-drug-substance>
</m3-2-body-of-data>

% FE B R B H 5 <m3-2-p-drug-product> 7T, 3 A8 X BX B R Am B 1, DL V4R 2 #0 A Af ) A
W —A . FIFAMEBRAFILENE, HAClEREEa AN+ EED AR, 8
W — W ER MR ARBEET EFA T TE, AAMLBERECE RN XFRETS TR, £
W R L B2 A, WiE AR KW Y EEHA, Dtttk R ey aE Yok RO R k. TRE
T T32.Pix s B By A 1F .

%6-11

TE )13 R LA il
<m3-2-p-drug-product> product-name | 7) 4 #r By
dosageform | A i 4
manufacturer A A INEA
7 #6-4B

W SEGFEF G, B T AMEA (REAR A ) R R
<m3-2-body-of-data>

<m3-2-p-drug-product product-name = “Wonder drug” dosageform="Capsule” manufacturer="Company
A=
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<leaf ID="al123456" operation = "new" xlink:type = "simple" checksum-type="md5” checksum =
"f27cd9e659d8acf7baabl0cc753d733¢" xlink:href = "m3/32-body-data/32p-drug-prod/capsule-
5mg/32p1-desc-comp/description-and-composition.pdf">
<title>Wonder drug capsule product information</title>
</leaf>
</m3-2-p-drug-product>
<m3-2-p-drug-product product-name = “Wonder drug” dosageform="Tablet” manufacturer="Company A™>
<leaf ID="a123457" operation = "new" xlink:type = "simple" checksum-type="md5" checksum =
"7490d74c3d5e442ad57daal 55253eb16" xlink:href = "m3/32-body-data/32p-drug-prod/tablet-
5mg/32p1-desc-comp/description-and-composition.pdf">
<title>Wonder drug tablet product data</title>
</leaf>
</m3-2-p-drug-product>
</m3-2-body-of-data>

FH6-5: 7 XML eCTD DTD. L& #73 #

HIFATUHEARAEEXNE KR T ET BV AT BEoEEX. BREEFTHLHFIL
T, AEUXRAY ET A, XAYTET AW, HSRARXEIEE. T 7% <node-extension> i
A TR ENENTEZT A, <title>THEEAKERXTE. LAY EDLEXTENRMKE
K, Hlin, ¥R

<m2-3-r-regional-information>Ju %, i 3F <m2-3-quality-overall-summary>t %, H¥E#H F &
BxHEXHRBETE.

DL HeCTD M| &% =4, o #iE AY JE T <m2-3-r- regional-information> LA 42 £ 1 4 #,
R R E REME &. 5 <node-extension>t] R RN AF A T & K T 29 K. BE, Af
H iy X EAE & FT LAYE  <m2-3-r-regional- information>Jt & T fy<leaf>m X, WA A
“HEY R,

<m2-common-technical-document-summaries=
<m2-3-quality-overall-summary>
<m2-3-r-regional-information=
<node-extension>
<fitle>special-summary</title>
<leaf ID="a123456" operation = "new" xlink:type = "simple" xlink:href = "m2/23-qos/extra-
quality-sum.pdf" checksum-type="md5” checksum = "7490d74c3d5e442ad57daal 55253eb16">
<title>Extra Quality Summary </title>
</leaf>
</node-extension=
</m2-3-r-regional-information>
</m2-3-quality-overall-summary=>
</m2-common-technical-document-summaries>

ZEHRCENT BT ARRN X, NERASAMEN TR AT B E L (HHF<node-
extension>Hy <title> r & ) | AR Bk UHF. X F WA A 7 DR B R 46 XA HF BT 2R A
T H16-6: HRKEFHEX Y

ERCTDRAR TR I EME, —LREEEZELETAGUARHARR., HE5F
X3 46 . RL 3 3 70 38 3R 4K & 4 A A A E By S50 2 — MPDF XX, ZEXML eCTDEE
Bl R EY ., flin, POFXHFT R EE—T, BRCTDXAAL K. WEAET RE
FRIRAE., XML eCTD 5247 o By <title> 71, & #] & ¥ X & — K 44 K.

X 2 e SR A AR AR A STy o £
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<m?2-common-technical-document-summaries=
<m2-5-clinical-overview xml:lang = "en">
<leaf ID="al23456” operation = "new" xlink:type = "simple" checksum-type="md5” checksum =
"e854d3002¢02a61fe5cbe926fd973401" xlink:href = "m2/25-clin-over/clinical-overview pdf" application-
version = "PDF 1.4">
<title>Paper Submission </title>
</leaf>
</m2-5-clinical-overview=
</m2-common-technical-document-summaries=
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K7 : |RXBANT

5 &

AWM T 9 NeCTDH LRI ZET7 7% . A 2 B34 T 78 o 48 S 4R 20 38 % B 8 X
PEAE A W DUARYE & XM iy 38 3 66 8 HoAt A% X

PDF

14 U4 X (PDF) £ fAdobe % %/ 3] ( http://www.adobe.com ) £ 2 & T, K A7 B #4 =
% A 56 B AE 1 Adobe B 111 48 8 A F By 5 A BPDF X, PDFAE b 78 A HL3E H 2 SUHY T
T EHEZ. WTEN X ERE BT A AR F ENPDFX . T HIERAN
Adobe Acrobat4 E #HLiE, BEFEHEIEFHE XM, FHEHZEBRNES.

T B RPDF UM F LA 3% 7 8], PDF U R A K F100k 5. {4 fbPDF U4 DLEHEAT B
ez A

Y ZS

BT A ICHM X W5 & 144 35 6645 332 71 7] S X k75 JPDF LAMRMIPDFX . MM FFE
AT BN B S48 3k 195 Fn ) W PDF U, PDF/A-1 (ISOATE - 1SO 19005-1:2005 ) = 77 14 #%
R, FEAICHEEfeCTDRHE HMER., WEEEE L HMIMANPDF, F5EREIEH.

FH

0 R TR 2 XA AR E EH N EN A, NPDFAEHEELE ST AR

B, FRBETHESTE AN INFEH, FEHEXRERT, 280 XHEi

Bz B, W4 VAT B8R IE R Times New Roman. Arial #4&. CourierfuAcrobat™™ & B & % 4%

B T DL AN AT AT T AREY T R M. I Sb,  TEPDF SRR o 4 B 6 BT A7 Eo At 2 A B i O
DL PR AR FARAR A RE S B . N FARET, R F R A TR ZHHEN, WA

T AR F R — AT &

BNFHREZFIN T ENF . FNFERRA N SRR By RE 0 E e
¥

R S5 7 /N SRS (R B FAR B R &
XA JFl True Typezk Adobe Type 151K
B G ) FAR

HXFAR (2FRHTFHR) WF TR (INFT) FHRK, BEik, AEAFNFIAEXTF
HHEN =T R, RNTFHRE E BT 2 U BB 4% (R N AT JHLIE 4 B or AnaT B
PR A e FE il E 2 AR R . Bk, WA GERNPTR B IETIR. SONH SUF R
— AT 5 2 T 34 B BRI ROR

FRHEX

FREEBBRNNE S FERAGALTHF. FN-NTEETHENTALRTERA T,
TIEEXrH RAERAG TR, AT TOHTR, Gl NaEs—FREAN.

HNH X FHEBH Y

BN BT N R DL A
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BN FREAFPDF X 7T DAL 4 5% 9 L I 035 T IE 4 | s AT
P EHA T E T % F RN TR,
%
FARGNBHZ X H KN
XA HEERS TEE, RE AT EER TS,
H42eCTDXHEEARENE. EXMIFEIT, T 008 R A FEH Y H AL
R H X FARE, WK R Fod o 2 WA S BAEAN . (JLRXBER)
VAT T oy 5 XA P K 34 3 Ao 3 IE 9 2 & AT B9 SUHR T O N 1K
FHAN

B B AR R /IS TR 32 52 T R B SR B RN SRR By . Times New Roman, 125 4Kk
RXHEFERNFR, EANEABAREXFREELN, NATERER., Ao RAEREE
ZRFERDNTFL2F5HFHR, BN ZRATEBMAER. £ EBEBRTERANE, NAERIEF
Wi E ., REEENTE LD FREHNGE B U EFTELFIHTHE LR, dkiER,
FERABRANTR, TREZESZHRE, HESRELREEEAR, FARENETHE S
AR By F A, A B T B X B F AR K/ 4 Times New Roman 9-105 4k, 2 34t X
N B R TR, L S BN B AR

FRIE RS

HUEREG TR, Ha TR THEURESE. REERZITIN LT wRRE, HILNEE.
FRRZA, ERRZATEAAT ST UMK E R BIARR. MR eER Y RAY.

T

PUAEE BT W B T, FrANE WENE B, FTAME EsEE R, ERFPDFX
A B B s KR A AR 1) T B T 1) B AR

T BADFT HIE

T B 4T B X388 R B A AA4K (210 x 297 mm) FufE 4% (8.57x 117) . T AM MR ¥ R 4%
B BE (425 cm) , DU H A H 7R 5 44T B R 2597 W 0 W B B Al 2 B, A
WE (EELREFTNY) , BAWTALE (£DTEH20cem, £. £08cm) FUEZT
FHHETELZHNGERE (LFR) . TEMTHEETARIAAREAIERN, BN KFH
ML %, NWHRETHREX.

T BT

MAkrE SXAERLE , XA BT A WA A — N A — M BB TR, A X
MEM. FHeCTD, HEHF T UEITKE THFER R XA, ERXEE T (RBERR
B AT LB A — AR R (B, FETH AR AR HE LR EF LD XA ) . 4
PHL— B AAACTDE A RAR LM u e, MR GRS XU — & EA (Fl 4, o
Ree. #5) .

EFXRFIF
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I H YT A A R B PDF U % % T AN TR SRS A R B U, 1 H SUR fR  Bl4%
XUEM A, FHF R EEH YRR E G W SR HATRE . R B .

4 BPDF X £ 70 B 17 09 7 %

| 7 PDF SURS 9 77 3% B Jf 77 208t SRS &0 B o (2 00RO B AR SUAF B9 28 BT AR A PDF RO AR /]
Ji NPDFRRAT B S AR LLAR BT RRAS % (3 B ST 2 DA ZE e, il B i b Ao 4T B9 BRCAS o 35 T 3% Bt
MR AATHE. FH, RAZRE ST A, Eu%%%fwmﬁwm)%ﬁﬁﬁ
PATHM, LT RIE WA S A/ 2 8 B9 . R B U KON, AR R E S
. FHE, Rz UUBRRE 0 R E AT RAE

Al A e B R HYPDF IR, 7 RZ AR Bk 3 RAE. AR E R 3 1 AR B 7 40
RO RE. XN TPOFERER, HAMATEHNERERIRZ—:

xtF R Aok L AR W BB %6 ﬁmammmﬁ%&ﬁ(~ﬁﬁﬁﬁ%A%ﬁ . H
TE FH 4 W RFC 1950F7RFC 1951 ( http://www.ietf.org/rfc/rfc1950.txt ) = 91 & ik

ﬁ%%é@%%%ﬁ&%,ﬁmamTGmw4FwE%&ﬁo%&ﬁﬁ%cmﬁﬁﬁ
T.6 (1988) “#F AL th EAIL B4 # J7 % Fndm Al 5 ) o 6> b 4 18 A

B8 F 5 iR B 4 U R A Z /D 300dpi 3 = T 3

H T RFEWAER, FEEBENZARAEEEK, AREFERT XF (BXF) X

B, REABERER m HEE, #1600 dpi,

TR, EERRAG00 dpity s, WmRBRREGABEE, NE RS AERMG. wRE

REEE R, NAER2MIRGBEE. AW E&A N % 2 EH 4 %0 (B A/NAE) B,

B Fn e B KA AL R E AT, WARAE R AH . F# R KRI600 dpifa8fr ik R .
25 U B B L LA300 dpizr 3% 3 49 48 50 4 38

B R A 8, T B B K0 B B4R L DA 300dpi g S . WE AN B EX e TR A T E

XA H

A A 5 4R A T PDFSCIE 5 AT R A Bk 7. A8 SCACHE 3 ¥ DL o 98 [ At SE Y A

BRI SUR.

— RV, M THAE KA, EAEEZFIENENTERNELSE, GFEAX

M A KR HthSE T, AN EEE FTNEAMT. XEHLXTFEX

HEHATAERN FMELAT LN, BEERNSEFRER 3%, THNAEYEXKELZNT

SN BEER, BAE B JOE R T FE B A F R, EWER — R TR a4

A4 E R

XA AR - wm L ERE. RET. SF UK. MR RAESE T AR U

BB TR EELRE,

R AR SR TR0, LRI AR XEBEAE, DA KPR JEE 28 e 70 A K 2 28 = &) % 2 X {4 R Bt 5

B R, — BRI R R e P RSB, TR AR B AR E
T Y xR T B AR

TR S At RERBRRRERATHH WEEBTTE L THERAKTEFER
(3] By STAS R B0 - 8 4 K T AR
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FRENHERTBERENY EREANNETBER AR, THAEBETRAEE,
WYy, ERUERLT, TEHETFELAAL, H E 8% e Webx| % 28 Rl FT #9 Bt 4]
B, drexllBE0aTehELEN, BAFERERATHAEAN. Hik, #ZWFEFA
RGBT EINNFERNARAME, HFERTH XERFERUN CEXRBRRF-—EREN
B,

T #

XHERFENEIBRAD (1-n) . EEND AW T AEL. AR SU% T0E -8 745 f1PDF
XA TAARE, WA AR AL T XA, Ak, XHENE - NmTAFELT, H
FEHTAR (BiEMFAMAME) LU a8 FESRT. TANNERS LHTF (Fla, 7
MR, BX), REARLRT (fltr, FFAR) . UM F X5 76 Acrobatds 5 5 W
AL T AL ] 2

ME— BB ANME IR, — N XERE A E AN (B4, >100MB) m# 3T, % AN a8 X
PR LT — AR X E ST .

X e85

AP X346 7 A R A A 4R 2SI U E R

T T X

XHWATHE, FTHAHXEELE XAANE ., PDFXHEHRAIENE N EE N FEF T E., o
REABL, NACKE R @B E. BN Fo 7w A R ik E R EBRAE.

z

NALE LT AR ERE MR HPDFX M. MiXEZAE, R0 REE X, HFEXK
FER, WAk E R AR AR

PDF X ## 5/

ICHAE & 3 X B Ay Bt &I 2 X &K 5.

# fFAcrobat #54

[ DU S R b BB R X . {852, IR T Adobe Acrobatd® { B3 £FSb, x4 28 B TR
HATH AT EEAEFAEE, BT — e B R dE k.

XML X #F

TAEWEKY (W3C) THAA L TXML, Xz —MELEHES, HTHRHFUNHTILES,
A AERR R I ARICIE S (SGML) fid X AARIEIES (HTML) .

FEXML A 12 B AR . XEHHQBMHR A LB TE XA, T1FE LXAEKR
T 8#4. fltn, UleCTDM K4 & H U By 8 4 o] DL DT % 2 A <applicant>#£4T
WAl A TEEARLMBEERRTH<CZAN. EXMLXER, TEEAL R ESFKE
TEERZHWAERZE., XBAFID. Hih, EXMLXGEH, i AFTHAFILET:
<applicant>4 %k #| 25 /A & </applicant>. 7T E XA Z W8/ R = HiEAERE K.

AIFIXMLAE 34 S A A SR BOA e — P % . AW, BB E e B EA
XML. 3 85 DAL 3R 20 . o Fo 2t XMLAS R By B 3R M U S T AL 8.
N A B AT LRI, AR K R A (BHENE Ry XA B a7 K
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RN .

Euh, wEHFEAFLAFHRE XEFERAXML, NEBRERENRBBE LS, HHT#
o W AL VT B S 4 7 aX B XML U,

WREHEREN, XMLA Y ERARELH TEZHARR., XREARIE - N TEHREE
A—NTLE PRI

ATFLEFXANHEMEETEBEFRE. BEHHEETEXAN, HAGF (<) H.
Bl f, R AR O Wi A B A RR DA SR IR, AR 4 T LA m ik AE B AME N — N B .
TEXML U P =23 5k 35 A <applicant XML:LANG=“EN">2 Bk #l 2§ /- & </applicant>.

XMULSTHF iy P2 o) U 88 o B AT 28 1 . AR B RE T el R4, TR BT
HEnEE.

TEXAFBEMENEAERLE, UREXXMLTEWARIEE. SRR EE N4 H
XA KA E L (DTD) B X F., WEXMLIXA A HEDTD, A4 % L ik IE 8 1 % X

XML BT ZAT N FEXMUR A, A &KL A fokht, DX DTDH 4 AR At
HAXMLARER E 212 &, & 17 [F]W3C | shwww.w3.org.
SVG X #

SVGE —MAEXMLY Hk#Hk — 4B HES. SVGXHF-_MEANWEE L. XEEH
R (Blan, mELfmEARNERE)  BEfXR, BRXETUEI 4. X, %
Pefutl & B VLR E M At & . SURTH DAL T AT 3% & 5 12 7 B XML& & 22 8] o, X3 7
TSVGHFE W ZMA ATy 5%, WELFHER%. HTWER. aphak k. KEXK
R, R EZ AT R,

SVGEX T Ur st SR A M. SVGH X454 (DOM) 4 5% E#H XML DOM,
ARAHALAHEARN R ERAF G E. T UNEMSVCERB N Z T —AFEHEHL
HEF, Al nEEEEMRTEEEE. b THEAN ot L tWebizEHFI A, 70
Fe [/ —/NWeb T H [5] Bt XISVG L & Ak B A E w4 & M HMXMLIT Z AT AR S 51

&k
HE o 8

FE 2 A SVG B ELARE I ML 5 Y HLAT 34

8 SVGH; A 3k B W3CH W http://www.w3.org/graphics/svg.
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Mt%8: XML eCTD DTD

<?xml version="1.0" encoding="UTF-8"?>
<!-- Changes prior to Version 1.00 captured in file
"Historical Changes.txt

ICH eCTD DTD
R A<1.0 - 2002403 F 06 E
R A<3.0 - 20024709 A 11 H
R A<3.0 - 2002410 H 01 E
R A<3.0 - 2002410 F 08 E
Wi A<3.1 - 2003411 F 11 H
KR A<3.2 - 2003411 F 21 H
P31 B R E1F I
- BEUTWAMLE, ID#E % ) REQUIRED:

<IENTITY % att"ID ID #REQUIRED
xml:lang CDATA #IMPLIED">

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

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

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

WA 3.2+ 7 A,
- EUTHAMLE, & NJEBMH E B REQUIRED:

<IATTLIST m2-7-3-summary-of-clinical-efficacy

Yoatt:

indication CDATA #REQUIRED

<IATTLIST m5-3-5-reports-of-etficacy-and-safety-studies
Yoatt:

indication CDATA #REQUIRED

- W FID{XA FLEAFH 5| B 8 X, A bk AT XA B9 ID# E X B IMPLIED:

WA 8-1
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<IENTITY % att " ID ID #REQUIRED
xml:lang CDATA #IMPLIED">

<IELEMENT node-extension (title. (leaf | node-extension)+)=
<!ATTLIST node-extension

ID ID #REQUIRED

xml:lang CDATA #IMPLIED>

&L
—-—

<IENTITY % att " ID ID #MPLIED
xml:lang CDATA #IMPLIED">

<lam

-
—

<!-- Top-level element -->
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- >
<IELEMENT ectd:ectd (iml-administrative-information-and-prescribing-information?, m2-common-technical-
document-summaries?, m3-quality?, m4-nonclinical-study-reports?, mS-clinical-study-reports?)>
<!ATTLIST ectd:ectd
xmins:ectd CDATA #FIXED "http://www.ich.org/ectd”
xmins:xlink CDATA #FIXED "http://www.w3c.org/1999/xlink"
xml:lang CDATA #IMPLIED
dtd-version CDATA #FIXED "3.2"

- -
<!-- Leaf content -->
<l-- =
<IELEMENT leaf (title, link-text?)>
<IATTLIST leaf
ID ID #REQUIRED
application-version CDATA #IMPLIED
version CDATA #IMPLIED
font-library CDATA #IMPLIED
operation (new | append | replace | delete) #REQUIRED
modified-file CDATA #IMPLIED
checksum CDATA #REQUIRED
checksum-type CDATA #REQUIRED
keywords CDATA #IMPLIED
xmlns:xlink CDATA #FIXED "http://www.w3c.org/1999/xlink"
xlink:type CDATA #FIXED "simple"
xlink:role CDATA #IMPLIED
xlink:href CDATA #IMPLIED
xlink:show (new | replace | embed | other | none) #IMPLIED
xlink:actuate (onLoad | onRequest | other | none) #IMPLIED
xml:lang CDATA #IMPLIED

<!ELEMENT title ({PCDATA)~>
<!ATTLIST utle
ID ID #IMPLIED

<IELEMENT link-text (¥PCDATA | xref)*>
<!ATTLIST link-text
ID ID #IMPLIED

<!ELEMENT xref EMPTY>
<IATTLIST xref
ID ID #REQUIRED
xmlns:xlink CDATA #FIXED "http://www.w3c.org/1999/xlink"
xlink:type CDATA #FIXED "simple"
xlink:role CDATA #IMPLIED
xlink:title CDATA #REQUIRED
xlink:href CDATA #REQUIRED
xlink:show (new | replace | embed | other | none) #IMPLIED
xlink:actuate (onLoad | onRequest | other | none) #IMPLIED

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

ID ID #IMPLIED

xml:lang CDATA #IMPLIED

<l_- .
<!-- CTD Backbone structures -->
<l >
<!ELEMENT ml-administrative-information-and-prescribing-information (leaf*)=
<IATTLIST ml-administrative-information-and-prescribing-information

Yoatt:
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<!ELEMENT m2-common-technical-document-summaries (leaf*, m2-2-introduction?, m2-3-quality-overall-
summary?, m2-4-nonclinical-overview?, m2-5-clinical-overview?, m2-6-nonclinical -written-and-tabulated-
summaries?, m2-7-clinical-summary?)>
<IATTLIST m2-common-technical-document-summaries
Yoatt;
5=
<!ELEMENT m2-2-introduction ((leaf | node-extension)*)>
<!ATTLIST m2-2-introduction
%oatt;
>
<!ELEMENT m2-3-quality-overall-summary (leaf*, m2-3-introduction?, m2-3-s-drug-substance*, m2-3-p-drug-
product*, m2-3-a-appendices?, m2-3-r-regional-information?)>
<!ATTLIST m2-3-quality-overall-summary
%oatt;
>
<!ELEMENT m2-3-introduction ((leaf | node-extension)*)>
<!ATTLIST m2-3-introduction
Yoatt;
>
<!ELEMENT m2-3-s-drug-substance ((leaf | node-extension)*)>
<!ATTLIST m2-3-s-drug-substance
Yoatt;
substance CDATA #REQUIRED
manufacturer CDATA #REQUIRED
>
<!ELEMENT m2-3-p-drug-product ((leaf | node-extension)*)>
<!ATTLIST m2-3-p-drug-product
Yoatt;
product-name CDATA #IMPLIED
dosageform CDATA #IMPLIED
manufacturer CDATA #IMPLIED
>
<!ELEMENT m2-3-a-appendices ((leaf | node-extension)*)>
<!ATTLIST m2-3-a-appendices
Yoatt;
>
<!ELEMENT m2-3-r-regional-information ((leaf | node-extension)*)>
<!ATTLIST m2-3-r-regional-information
Yoatt;
>3
<!ELEMENT m2-4-nonclinical-overview ((leaf | node-extension)*)>
<!ATTLIST m2-4-nonclinical-overview
Yoatt;
>
<!ELEMENT m2-5-clinical-overview ((leaf | node-extension)*)>
<IATTLIST m2-5-clinical-overview
Yoatt;
>
<!ELEMENT m2-6-nonclinical-written-and-tabulated-summaries (leaf*, m2-6-1-introduction?, m2-6-2-pharmacology-
written-summary?, m2-6-3-pharmacology-tabulated-summary?, m2-6-4-pharmacokinetics-written-summary?, m2-6-5-
pharmacokinetics-tabulated-summary?, m2-6-6-toxicology-written-summary?, m2-6-7-toxicology-tabulated-
summary?)>
<!ATTLIST m2-6-nonclinical-written-and-tabulated-summaries
%att;
>
<!ELEMENT m2-6-1-introduction ((leaf | node-extension)*)>
<!ATTLIST m2-6-1-introduction
%att;
>
<!ELEMENT m2-6-2-pharmacology-written-summary ((leaf | node-extension)*)>
<!ATTLIST m2-6-2-pharmacology-written-summary
%att;
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>
<!ELEMENT m2-6-3-pharmacology-tabulated-summary ((leaf | node-extension)*)>
<!ATTLIST m2-6-3-pharmacology-tabulated-summary
%oatt;
>
<!ELEMENT m2-6-4-pharmacokinetics-written-summary ((leaf | node-extension)*)>
<!ATTLIST m2-6-4-pharmacokinetics-written-summary
Yoatt;
>
<!ELEMENT m2-6-5-pharmacokinetics-tabulated-summary ((leaf | node-extension)*)>
<!ATTLIST m2-6-5-pharmacokinetics-tabulated-summary
Yoatt;
>3
<!ELEMENT m2-6-6-toxicology-written-summary ((leaf | node-extension)*)>
<!ATTLIST m2-6-6-toxicology-written-summary
Yoatt;
>
<!ELEMENT m2-6-7-toxicology-tabulated-summary ((leaf | node-extension)*)>
<!ATTLIST m2-6-7-toxicology-tabulated-summary
Yoatt;
>
<!ELEMENT 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-individual -studies?)>
<!ATTLIST m2-7-clinical-summary
Yoatt;
>
<!ELEMENT m2-7-1-summary-of-biopharmaceutic-studies-and-associated-analytical-methods ((leaf | node-
extension)*)>
<!ATTLIST m2-7-1-summary-of-biopharmaceutic-studies-and-associated-analytical-methods
Yoatt;
>
<!ELEMENT m2-7-2-summary-of-clinical-pharmacology-studies ((leaf | node-extension)*)>
<!ATTLIST m2-7-2-summary-of-clinical-pharmacology-studies
Yoatt;
>
<!ELEMENT m2-7-3-summary-of-clinical-efficacy ((leaf | node-extension)*)>
<!ATTLIST m2-7-3-summary-of-clinical-efficacy
Yoatt;
indication CDATA #REQUIRED
>
<!ELEMENT m2-7-4-summary-of-clinical-safety ((leaf | node-extension)*)>
<!ATTLIST m2-7-4-summary-of-clinical-safety
Yoatt;
>
<!ELEMENT m2-7-5-literature-references ((leaf | node-extension)*)>
<!ATTLIST m2-7-5-literature-references
Yoatt;
>
<!ELEMENT m2-7-6-synopses-of-individual-studies ((leaf | node-extension)*)>
<!ATTLIST m2-7-6-synopses-of-individual-studies
Yoatt;
=
<!ELEMENT m3-quality (leaf*, m3-2-body-of-data?, m3-3-literature-references?)>
<!ATTLIST m3-quality
Yoatt;
>
<!ELEMENT m3-2-body-of-data (leaf*, m3-2-s-drug-substance*, m3-2-p-drug-product®, m3-2-a-appendices?, m3-2-1-
regional-information?)>
<!ATTLIST m3-2-body-of-data
Yoatt;
>
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<!ELEMENT m3-2-s-drug-substance (leaf*, m3-2-s-1-general-information?, m3-2-s-2-manufacture?, m3-2-s-3-
characterisation?, m3-2-s-4-control-of-drug-substance?, m3-2-s-5-reference-standards-or-materials?, m3-2-s-6-
container-closure-system?, m3-2-s-7-stability?)>
<!ATTLIST m3-2-s-drug-substance
Yoatt;
substance CDATA #REQUIRED
manufacturer CDATA #REQUIRED
>
<!ELEMENT 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?)>
<!ATTLIST m3-2-s-1-general-information
Yoatt;
>3
<!ELEMENT m3-2-s-1-1-nomenclature {((leaf | node-extension)*)>
<!ATTLIST m3-2-s-1-1-nomenclature
Yoatt;
>
<!ELEMENT m3-2-s-1-2-structure ((leaf | node-extension)*)>
<IATTLIST m3-2-s-1-2-structure
Yoatt;
>
<!ELEMENT m3-2-s-1-3-general-properties ((leaf | node-extension)*)>
<!ATTLIST m3-2-s-1-3-general-properties
Yoatt;
>
<!ELEMENT m3-2-s-2-manufacture (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-of-critical -steps-and-
intermediates?, m3-2-s-2-5-process-validation-and-or-evaluation?, m3-2-s-2-6-manufacturing-process-development?)=>
<!ATTLIST m3-2-s-2-manufacture
Yoatt;
=
<!ELEMENT m3-2-s-2-1-manufacturer ((leaf | node-extension)*)>
<!ATTLIST m3-2-s-2-1-manufacturer
Yoatt;
>
<!ELEMENT m3-2-s-2-2-description-of-manufacturing-process-and-process-controls ((leaf | node-extension)*)>
<!ATTLIST m3-2-s-2-2-description-of-manufacturing-process-and-process-controls
Yoatt;
>
<!ELEMENT m3-2-s-2-3-control-of-materials ({leaf | node-extension)*)>
<!ATTLIST m3-2-s-2-3-control-of-materials
Yoatt;
>
<!ELEMENT m3-2-s-2-4-controls-of-critical-steps-and-intermediates ((leaf | node-extension)*)>
<!ATTLIST m3-2-s-2-4-controls-of-critical-steps-and-intermediates
Yoatt;
>
<!ELEMENT m3-2-s-2-5-process-validation-and-or-evaluation ((leaf | node-extension)*)>
<IATTLIST m3-2-s-2-5-process-validation-and-or-evaluation
Yoatt;
>
<!ELEMENT m3-2-s-2-6-manufacturing-process-development ((leaf| node-extension)*)>
<!ATTLIST m3-2-s-2-6-manufacturing-process-development
Yoatt;
>
<!ELEMENT m3-2-s-3-characterisation (leaf*, m3-2-s-3-1-elucidation-of-structure-and-other-characteristics?, m3-2-s-
3-2-impurities?)>
<!ATTLIST m3-2-s-3-characterisation
Yoatt;
>
<!ELEMENT m3-2-s-3-1-elucidation-of-structure-and-other-characteristics ((leaf | node-extension)*)>
<!ATTLIST m3-2-s-3-1-elucidation-of-structure-and-other-characteristics
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Yoatt;
>
<!ELEMENT m3-2-s-3-2-impurities ((leaf | node-extension)*)>
<!ATTLIST m3-2-s-3-2-impurities
Yoatt;
5=
<!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-4-4-batch-analyses?, m3-2-s-4-5-justification-of-
specification?)>
<!ATTLIST m3-2-s-4-control-of-drug-substance
Yoatt;
>
<!ELEMENT m3-2-s-4-1-specification ({leaf | node-extension)*)>
<!ATTLIST m3-2-s-4-1-specification
%att;
>
<!ELEMENT m3-2-s-4-2-analytical-procedures ((leaf | node-extension)*)>
<!ATTLIST m3-2-s-4-2-analytical-procedures
%att;
>
<!ELEMENT m3-2-s-4-3-validation-of-analytical-procedures ((leaf | node-extension)*)>
<!ATTLIST m3-2-s-4-3-validation-of-analytical-procedures
%oatt;
>
<!ELEMENT m3-2-s-4-4-batch-analyses ((leaf | node-extension)*)>
<!ATTLIST m3-2-s-4-4-batch-analyses
%att;
>
<!ELEMENT m3-2-s-4-5-justification-of-specification ((leaf | node-extension)*)>
<!ATTLIST m3-2-s-4-5-justification-of-specification
%att;
>
<!ELEMENT m3-2-s-5-reference-standards-or-materials ((leaf | node-extension)*)>
<!ATTLIST m3-2-s-5-reference-standards-or-materials
%att;
>
<!ELEMENT m3-2-s-6-container-closure-system ((leaf | node-extension)*)>
<!ATTLIST m3-2-s-6-container-closure-system
%att;
>3
<!ELEMENT m3-2-s-7-stability (leaf*, m3-2-s-7-1-stability-summary-and-conclusions?, m3-2-s-7-2-post-approval-
stability-protocol-and-stability-commitment?, m3-2-s-7-3-stability-data?)>
<!ATTLIST m3-2-s-7-stability
%att;
>
<!ELEMENT m3-2-s-7-1-stability-summary-and-conclusions ((leaf | node-extension)*)>
<!ATTLIST m3-2-s-7-1-stability-summary-and-conclusions
%att;
>
<!ELEMENT m3-2-s-7-2-post-approval-stability-protocol-and-stability-commitment ((leaf | node-extension)*)>
<!ATTLIST m3-2-s-7-2-post-approval-stability-protocol-and-stability-commitment
%att;
=
<!ELEMENT m3-2-s-7-3-stability-data ((leaf | node-extension)*)>
<!ATTLIST m3-2-s-7-3-stability-data
%oatt;
>
<!ELEMENT m3-2-p-drug-product (leaf*, m3-2-p-1-description-and-composition-of-the-drug-product?, m3-2-p-2-
pharmaceutical-development?, m3-2-p-3-manufacture?, m3-2-p-4-control-of-excipients*, m3-2-p-5-control-of-drug-
product?, m3-2-p-6-reference-standards-or-materials?, m3-2-p-7-container-closure-system?, m3-2-p-8-stability?)>
<!ATTLIST m3-2-p-drug-product
%att;
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product-name CDATA #IMPLIED
dosageform CDATA #IMPLIED
manufacturer CDATA #IMPLIED
>
<!ELEMENT m3-2-p-1-description-and-composition-of-the-drug-product ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-1-description-and-composition-of-the-drug-product
Yoatt;
>3
<!ELEMENT m3-2-p-2-pharmaceutical-development {((leaf | node-extension)*)>
<!ATTLIST m3-2-p-2-pharmaceutical-development
Yoatt;
>
<!ELEMENT m3-2-p-3-manufacture (leaf*, m3-2-p-3-1-manufacturers?, m3-2-p-3-2-batch-formula?, m3-2-p-3-3-
description-of-manufacturing-process-and-process-controls?, m3-2-p-3-4-controls-of-critical-steps-and-intermediates?,
m3-2-p-3-5-process-validation-and-or-evaluation?)>
<!ATTLIST m3-2-p-3-manufacture
Yoatt;
>
<!ELEMENT m3-2-p-3-1-manufacturers ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-3-1-manufacturers
Yoatt;
>
<!ELEMENT m3-2-p-3-2-batch-formula ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-3-2-batch-formula
Yoatt;
=
<!ELEMENT m3-2-p-3-3-description-of-manufacturing-process-and-process-controls ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-3-3-description-of-manufacturing-process-and-process-controls
Yoatt;
>
<!ELEMENT m3-2-p-3-4-controls-of-critical-steps-and-intermediates ({leaf | node-extension)*)>
<!ATTLIST m3-2-p-3-4-controls-of-critical-steps-and-intermediates
Yoatt;
>
<!ELEMENT m3-2-p-3-5-process-validation-and-or-evaluation ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-3-5-process-validation-and-or-evaluation
Yoatt;
5=
<!ELEMENT m3-2-p-4-control-of-excipients (leaf*, m3-2-p-4-1-specifications?, m3-2-p-4-2-analytical-procedures?,
m3-2-p-4-3-validation-of-analytical-procedures?, m3-2-p-4-4-justification-of-specifications?, m3-2-p-4-5-excipients-
of-human-or-animal-origin?, m3-2-p-4-6-novel-excipients?)>
<!ATTLIST m3-2-p-4-control-of-excipients
Yoatt;
excipient CDATA #IMPLIED
>
<!ELEMENT m3-2-p-4-1-specifications ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-4-1-specifications
Yoatt;
>
<!ELEMENT m3-2-p-4-2-analytical-procedures ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-4-2-analytical-procedures
Yoatt;
=
<!ELEMENT m3-2-p-4-3-validation-of-analytical-procedures ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-4-3-validation-of-analytical-procedures
Yoatt;
>
<!ELEMENT m3-2-p-4-4-justification-of-specifications ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-4-4-justification-of-specifications
Yoatt;
>
<!ELEMENT m3-2-p-4-5-excipients-of-human-or-animal-origin ((leaf | node-extension)*)>
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<!ATTLIST m3-2-p-4-5-excipients-of-human-or-animal-origin
Yoatt;
>
<!ELEMENT m3-2-p-4-6-novel-excipients ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-4-6-novel-excipients
Yoatt;
>
<!ELEMENT m3-2-p-5-control-of-drug-product (leaf*, m3-2-p-5-1-specifications?, m3-2-p-5-2-analytical-
procedures?, m3-2-p-5-3-validation-of-analytical-procedures?, m3-2-p-5-4-batch-analyses?, m3-2-p-5-5-
characterisation-of-impurities?, m3-2-p-5-6-justification-of-specifications?)>
<!ATTLIST m3-2-p-5-control-of-drug-product
Yoatt;
>3
<!IELEMENT m3-2-p-5-1-specifications ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-5-1-specifications
Yoatt;
>
<!ELEMENT m3-2-p-5-2-analytical-procedures ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-5-2-analytical-procedures
Yoatt;
>
<!ELEMENT m3-2-p-5-3-validation-of-analytical-procedures ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-5-3-validation-of-analytical-procedures
Yoatt;
>
<!ELEMENT m3-2-p-5-4-batch-analyses ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-5-4-batch-analyses
Yoatt;
>
<!ELEMENT m3-2-p-5-5-characterisation-of-impurities ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-5-5-characterisation-of-impurities
Yoatt;
>
<!ELEMENT m3-2-p-5-6-justification-of-specifications ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-5-6-justification-of-specifications
Yoatt;
>
<!ELEMENT m3-2-p-6-reference-standards-or-materials ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-6-reference-standards-or-materials
Yoatt;
>
<!ELEMENT m3-2-p-7-container-closure-system ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-7-container-closure-system
Yoatt;
>
<!ELEMENT m3-2-p-8-stability (leaf*, m3-2-p-8-1-stability-summary-and-conclusion?, m3-2-p-8-2-post-approval-
stability-protocol-and-stability-commitment?, m3-2-p-8-3-stability-data?)>
<IATTLIST m3-2-p-8-stability
Yoatt;
>
<!ELEMENT m3-2-p-8-1-stability-summary-and-conclusion ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-8-1-stability-summary-and-conclusion
Yoatt;
>
<!ELEMENT m3-2-p-8-2-post-approval-stability-protocol-and-stability-commitment ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-8-2-post-approval-stability-protocol-and-stability-commitment
Yoatt;
=
<!ELEMENT m3-2-p-8-3-stability-data ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-8-3-stability-data
Yoatt;
>
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<!ELEMENT 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?)>
<!ATTLIST m3-2-a-appendices
Yoatt;
>
<!ELEMENT m3-2-a-1-facilities-and-equipment ((leaf | node-extension)*)>
<!ATTLIST m3-2-a-1-facilities-and-equipment
Yoatt;
manufacturer CDATA #IMPLIED
substance CDATA #IMPLIED
dosageform CDATA #IMPLIED
product-name CDATA #IMPLIED
>
<!IELEMENT m3-2-a-2-adventitious-agents-safety-evaluation ((leaf | node-extension)*)>
<!ATTLIST m3-2-a-2-adventitious-agents-safety-evaluation
Yoatt;
manufacturer CDATA #IMPLIED
substance CDATA #IMPLIED
dosageform CDATA #IMPLIED
product-name CDATA #IMPLIED
>
<!ELEMENT m3-2-a-3-excipients ((leaf | node-extension)*)>
<!ATTLIST m3-2-a-3-excipients
Yoatt;
>
<!ELEMENT m3-2-r-regional-information ((leaf | node-extension)*)>
<!ATTLIST m3-2-r-regional-information
Yoatt;
>
<!ELEMENT m3-3-literature-references ({leaf | node-extension)*)>
<!ATTLIST m3-3-literature-references
Yoatt;
>
<!ELEMENT m4-nonclinical-study-reports (leaf*, m4-2-study-reports?, m4-3-literature-references?)>
<!ATTLIST m4-nonclinical-study-reports
%oatt;
>
<!ELEMENT m4-2-study-reports (leaf*, m4-2-1-pharmacology?, m4-2-2-pharmacokinetics?, m4-2-3-toxicology?)>
<!ATTLIST m4-2-study-reports
Yoatt;
>
<!ELEMENT m4-2-1-pharmacology (leaf*, m4-2-1-1-primary-pharmacodynamics?, m4-2-1-2-secondary-
pharmacodynamics?, m4-2-1-3-safety-pharmacology?, m4-2-1-4-pharmacodynamic-drug-interactions?)>
<!ATTLIST m4-2-1-pharmacology
Yoatt;
>
<!ELEMENT m4-2-1-1-primary-pharmacodynamics ((leaf | node-extension)*)=>
<!ATTLIST m4-2-1-1-primary-pharmacodynamics
Yoatt;
>
<!ELEMENT m4-2-1-2-secondary-pharmacodynamics ((leaf | node-extension)*)>
<!ATTLIST m4-2-1-2-secondary-pharmacodynamics
Yoatt;
>
<!IELEMENT m4-2-1-3-safety-pharmacology ((leaf | node-extension)*)>
<!ATTLIST m4-2-1-3-safety-pharmacology
Yoatt;
=
<!ELEMENT m4-2-1-4-pharmacodynamic-drug-interactions ((leaf | node-extension)*)>
<!ATTLIST m4-2-1-4-pharmacodynamic-drug-interactions
Yoatt;
>
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<!ELEMENT m4-2-2-pharmacokinetics (leaf*, m4-2-2-1-analytical-methods-and-validation-reports?, m4-2-2-2-
absorption?, m4-2-2-3-distribution?, m4-2-2-4-metabolism?, m4-2-2-5-excretion?, m4-2-2-6-pharmacokinetic-drug-
interactions?, m4-2-2-7-other-pharmacokinetic-studies?)>
<!ATTLIST m4-2-2-pharmacokinetics
Yoatt;
%
<!ELEMENT m4-2-2-1-analytical-methods-and-validation-reports ((leaf | node-extension)*)>
<!ATTLIST m4-2-2-1-analytical-methods-and-validation-reports
Yoatt;
>
<!ELEMENT m4-2-2-2-absorption ((leaf | node-extension)*)>
<!ATTLIST m4-2-2-2-absorption
Yoatt;
>
<!ELEMENT m4-2-2-3-distribution ((leaf | node-extension)*)>
<!ATTLIST m4-2-2-3-distribution
Yoatt;
>
<!ELEMENT m4-2-2-4-metabolism ((leaf | node-extension)*)>
<!ATTLIST m4-2-2-4-metabolism
Yoatt;
>
<!ELEMENT m4-2-2-5-excretion ((leaf | node-extension)*)>
<!ATTLIST m4-2-2-5-excretion
Yoatt;
=
<!ELEMENT m4-2-2-6-pharmacokinetic-drug-interactions ((leaf | node-extension)*)>
<!ATTLIST m4-2-2-6-pharmacokinetic-drug-interactions
Yoatt;
>
<!ELEMENT m4-2-2-7-other-pharmacokinetic-studies ((leaf | node-extension)*)>
<!ATTLIST m4-2-2-7-other-pharmacokinetic-studies
Yoatt;
>
<!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?, m4-2-3-5-reproductive-and-developmental-toxicity?, m4-2-3-6-local-
tolerance?, m4-2-3-7-other-toxicity-studies?)>
<!ATTLIST m4-2-3-toxicology
Yoatt;
>3
<!ELEMENT m4-2-3-1-single-dose-toxicity ((leaf | node-extension)*)>
<!ATTLIST m4-2-3-1-single-dose-toxicity
Yoatt;
>
<!ELEMENT m4-2-3-2-repeat-dose-toxicity ((leaf | node-extension)*)>
<!ATTLIST m4-2-3-2-repeat-dose-toxicity
Yoatt;
>
<!ELEMENT m4-2-3-3-genotoxicity (leaf*, m4-2-3-3-1-in-vitro?, m4-2-3-3-2-in-vivo?)>
<!ATTLIST m4-2-3-3-genotoxicity
Yoatt;
>
<!ELEMENT m4-2-3-3-1-in-vitro ({leaf | node-extension)*)>
<!ATTLIST m4-2-3-3-1-in-vitro
Yoatt;
>
<!ELEMENT m4-2-3-3-2-in-vivo ((leaf | node-extension)*)>
<IATTLIST m4-2-3-3-2-in-vivo
Yoatt;
>
<!ELEMENT m4-2-3-4-carcinogenicity (leaf*, m4-2-3-4-1-long-term-studies?, m4-2-3-4-2-short-or-medium-term-
studies?, m4-2-3-4-3-other-studies?)>
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<!ATTLIST m4-2-3-4-carcinogenicity
Yoatt;
>
<!ELEMENT m4-2-3-4-1-long-term-studies ((leaf | node-extension)*)>
<!ATTLIST m4-2-3-4-1-long-term-studies
Yoatt;
>
<!ELEMENT m4-2-3-4-2-short-or-medium-term-studies ((leaf | node-extension)*)>
<IATTLIST m4-2-3-4-2-short-or-medium-term-studies
Yoatt;
5=
<!ELEMENT m4-2-3-4-3-other-studies ((leaf | node-extension)*)>
<!ATTLIST m4-2-3-4-3-other-studies
%oatt;
>
<!ELEMENT m4-2-3-5-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-including-
maternal-function?, m4-2-3-5-4-studies-in-which-the-offspring-juvenile-animals-are-dosed-and- or- further-evaluated?)>
<!ATTLIST m4-2-3-5-reproductive-and-developmental -toxicity
Yoatt;
>
<!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
Yoatt;
>
<!ELEMENT m4-2-3-5-2-embryo-fetal-development ((leaf | node-extension)*)>
<!ATTLIST m4-2-3-5-2-embryo-fetal-development
Yoatt;
>
<!ELEMENT m4-2-3-5-3-prenatal-and-postnatal-development-including-maternal-function ((leaf | node-extension)*)>
<!ATTLIST m4-2-3-5-3-prenatal-and-postnatal -development-including-maternal -function
Yoatt;
>
<!ELEMENT m4-2-3-5-4-studies-in-which-the-offspring-juvenile-animals-are-dosed-and-or-further-evaluated ((leaf |
node-extension)*)>
<!ATTLIST m4-2-3-5-4-studies-in-which-the-offspring-juvenile-animals-are-dosed-and-or-further-evaluated
Yoatt;
5=
<!ELEMENT m4-2-3-6-local-tolerance ((leaf | node-extension)*)>
<!ATTLIST m4-2-3-6-local-tolerance
%oatt;
>
<!ELEMENT m4-2-3-7-other-toxicity-studies (leaf*, m4-2-3-7-1-antigenicity?, m4-2-3-7-2-immunotoxicity?, m4-2-3-
7-3-mechanistic-studies?, m4-2-3-7-4-dependence?, m4-2-3-7-5-metabolites?, m4-2-3-7-6-impurities?, m4-2-3-7-7-
other?)>
<!ATTLIST m4-2-3-7-other-toxicity-studies
Yoatt;
>
<!ELEMENT m4-2-3-7-1-antigenicity ((leaf | node-extension)*)>
<!ATTLIST m4-2-3-7-1-antigenicity
Yoatt;
>
<!ELEMENT m4-2-3-7-2-immunotoxicity ((leaf | node-extension)*)>
<!ATTLIST m4-2-3-7-2-immunotoxicity
Yoatt;
>
<!ELEMENT m4-2-3-7-3-mechanistic-studies ((leaf | node-extension)*)>
<!ATTLIST m4-2-3-7-3-mechanistic-studies
Yoatt;
>
<!ELEMENT m4-2-3-7-4-dependence ((leaf | node-extension)*)>
<!ATTLIST m4-2-3-7-4-dependence
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Yoatt;
>
<!ELEMENT m4-2-3-7-5-metabolites ((leaf | node-extension)*)>
<!ATTLIST m4-2-3-7-5-metabolites
Yoatt;
5=
<!ELEMENT m4-2-3-7-6-impurities ({leaf | node-extension)*)>
<!ATTLIST m4-2-3-7-6-impurities
%oatt;
>
<!ELEMENT m4-2-3-7-7-other ((leaf | node-extension)*)>
<!ATTLIST m4-2-3-7-7-other
Yoatt;
>
<!ELEMENT m4-3-literature-references ((leaf | node-extension)*)>
<!ATTLIST m4-3-literature-references
Yoatt;
>
<!ELEMENT mb5-clinical-study-reports (leaf*, m5-2-tabular-listing-of-all-clinical-studies?, m5-3-clinical-study-
reports?, m5-4-literature-references?)>
<!ATTLIST m5-clinical-study-reports
Yoatt;
>
<!ELEMENT m5-2-tabular-listing-of-all-clinical-studies ((leaf | node-extension)*)>
<!ATTLIST m5-2-tabular-listing-of-all-clinical-studies
Yoatt;
>
<!ELEMENT m5-3-clinical-study-reports (leaf*, m5-3-1-reports-of-biopharmaceutic-studies?, m5-3-2-reports-of-
studies-pertinent-to-pharmacokinetics-using-human-biomaterials?, m5-3-3-reports-of-human-pharmacokinetics-pk-
studies?, m5-3-4-reports-of-human-pharmacodynamics-pd-studies?, m5-3-5-reports-of-efficacy-and-safety-studies*,
m5-3-6-reports-of-postmarketing-experience?, m5-3-7-case-report-forms-and-individual -patient-listings?)>
<IATTLIST m5-3-clinical-study-reports
Yoatt;
>
<IELEMENT mS5-3-1-reports-of-biopharmaceutic-studies (leaf*, m5-3-1-1-bioavailability-study-reports?, m5-3-1-2-
comparative-ba-and-bioequivalence-study-reports?, m5-3-1-3-in-vitro-in-vivo-correlation-study-reports?, m5-3-1-4-
reports-of-bioanalytical-and-analytical-methods-for-human-studies?)>
<IATTLIST mS5-3-1-reports-of-biopharmaceutic-studies
Yoatt;
>
<IELEMENT m5-3-1-1-bioavailability-study-reports ((leaf | node-extension)*)>
<IATTLIST m5-3-1-1-bioavailability-study-reports
Yoatt;
>
<IELEMENT mS5-3-1-2-comparative-ba-and-bioequivalence-study-reports ((leaf | node-extension)*)>
<IATTLIST m5-3-1-2-comparative-ba-and-bioequivalence-study-reports
Yoatt;
¥
<IELEMENT m5-3-1-3-in-vitro-in-vivo-correlation-study-reports ((leaf | node-extension)*)>
<IATTLIST m5-3-1-3-in-vitro-in-vivo-correlation-study-reports
Yoatt;
>
<IELEMENT mS5-3-1-4-reports-of-bioanalytical-and-anal ytical-methods-for-human-studies ((leaf | node-extension)*)>
<IATTLIST m5-3-1-4-reports-of-bioanalytical-and-analytical -methods-for-human-studies
Yoatt;
>
<IELEMENT m5-3-2-reports-of-studies-pertinent-to-pharmacokinetics-using-human-biomaterials (leaf*, m5-3-2-1-
plasma-protein-binding-study-reports?, m5-3-2-2-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
Yoatt;
>
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<!ELEMENT m5-3-2-1-plasma-protein-binding-study-reports ((leaf | node-extension)*)>
<!ATTLIST m5-3-2-1-plasma-protein-binding-study-reports
Yoatt;
>
<!ELEMENT m5-3-2-2-reports-of-hepatic-metabolism-and-drug-interaction-studies ((leaf | node-extension)*)>
<!ATTLIST mb5-3-2-2-reports-of-hepatic-metabolism-and-drug-interaction-studies
Yoatt;
>3
<!ELEMENT m5-3-2-3-reports-of-studies-using-other-human-biomaterials ((leaf | node-extension)*)>
<!ATTLIST m5-3-2-3-reports-of-studies-using-other-human-biomaterials
Yoatt;
>
<!ELEMENT m5-3-3-reports-of-human-pharmacokinetics-pk-studies (leaf*, 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?)>
<!ATTLIST m5-3-3-reports-of-human-pharmacokinetics-pk-studies
%att;
>
<!ELEMENT m5-3-3-1-healthy-subject-pk-and-initial-tolerability-study-reports ((leaf | node-extension)*)>
<!ATTLIST m5-3-3-1-healthy-subject-pk-and-initial-tolerability-study-reports
%att;
>
<!ELEMENT m5-3-3-2-patient-pk-and-initial-tolerability-study-reports ((leaf | node-extension)*)>
<!ATTLIST mb5-3-3-2-patient-pk-and-initial-tolerability-study-reports
%att;
=
<!ELEMENT m5-3-3-3-intrinsic-factor-pk-study-reports ((leaf | node-extension)*)>
<!ATTLIST m5-3-3-3-intrinsic-factor-pk-study-reports
%att;
>
<!ELEMENT m5-3-3-4-extrinsic-factor-pk-study-reports ((leaf | node-extension)*)>
<!ATTLIST mS5-3-3-4-extrinsic-factor-pk-study-reports
%att;
>
<!ELEMENT m5-3-3-5-population-pk-study-reports ((leaf | node-extension)*)>
<!ATTLIST mb5-3-3-5-population-pk-study-reports
%oatt;
%
<!ELEMENT m5-3-4-reports-of-human-pharmacodynamics-pd-studies (leaf*, m5-3-4-1-healthy-subject-pd-and-pk-
pd-study-reports?, m5-3-4-2-patient-pd-and-pk-pd-study-reports?)>
<!ATTLIST mb5-3-4-reports-of-human-pharmacodynamics-pd-studies
%att;
>
<!ELEMENT m5-3-4-1-healthy-subject-pd-and-pk-pd-study-reports ((leaf | node-extension)*)>
<!ATTLIST m5-3-4-1-healthy-subject-pd-and-pk-pd-study-reports
%att;
>
<!ELEMENT m5-3-4-2-patient-pd-and-pk-pd-study-reports ((leaf | node-extension)*)>
<!ATTLIST mb5-3-4-2-patient-pd-and-pk-pd-study-reports
%oatt;
>
<!ELEMENT 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?, m5-3-5-3-
reports-of-analyses-of-data-from-more-than-one-study?, m5-3-5-4-other-study-reports?)>
<IATTLIST m5-3-5-reports-of-efficacy-and-safety-studies
Yoatt;
indication CDATA #REQUIRED
¥
<IELEMENT mS5-3-5-1-study-reports-of-controlled-clinical -studies-pertinent-to-the-claimed-indication ((leaf | node-
extension)*)>
<IATTLIST m5-3-5-1-study-reports-of-controlled-clinical -studies-pertinent-to-the-claimed-indication
Yoatt;

AL 8-14



ICH eCTD#L3t V3.2.2 20084£07 fl 16 H

>
<!ELEMENT m5-3-5-2-study-reports-of-uncontrolled-clinical-studies ((leaf | node-extension)*)>
<!ATTLIST mb5-3-5-2-study-reports-of-uncontrolled-clinical-studies
%att;
>
<!IELEMENT m5-3-5-3-reports-of-analyses-of-data- from-more-than-one-study ((leaf | node-extension)*)>
<!ATTLIST m5-3-5-3-reports-of-analyses-of-data-from-more-than-one-study
%att;
>
<!ELEMENT m5-3-5-4-other-study-reports ((leaf | node-extension)*)>
<!ATTLIST m5-3-5-4-other-study-reports
%att;
>3
<!ELEMENT m5-3-6-reports-of-postmarketing-experience ((leaf | node-extension)*)>
<!ATTLIST mb5-3-6-reports-of-postmarketing-experience
%oatt;
>
<!ELEMENT m5-3-7-case-report-forms-and-individual -patient-listings ((leaf | node-extension)*)>
<!ATTLIST mb5-3-7-case-report-forms-and-individual-patient-listings
%att;
>
<!ELEMENT m5-4-literature-references ((leaf | node-extension)*)>
<!ATTLIST m5-4-literature-references
%att;
>
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