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5) HOWTHOARBEINTVS, CTD ITiX IF 18 (£V=2—1 1) . BEELSTHERRY
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EMSITEHER AN —FE2EEL, BT 5, ZEMTOMHDORFAN T — ML DERFE
FOFeF—va yHAMETRITAIER LR, JE ICH REA VY — MEHOZ T AN FIRENE
WOV TUIHIR OB HIY RBICHERT S Z &,

BRI D B — P

CTD I LER->T. KEBBOREILS 01— NV Thb, Thbb, SHRCESShRED
TE Bz, (RE T22—ANOXE) 2BRVT, § 28 (EVa—n 2) »bE 5 1
(EV=—/L 5) ETHAHBIEETHD, B 15 (EV2—1 1) ik, TOEE»S LT, #
BEATH B,

ICH M2 EMZFIEXBENEERTS DID X, FRXFE2H (EV=2—12) POFESH (V=
—/ b) ILEALZBX, eCTD D*BRYDEEEZREL TS, EUBRBERTEIEY 22—/
1 IERT 5% XML A VT v 7 A7 7AN~DY V7 bAEREL 2> TV, HIRIC L - CCE
OERBENRAXLLBRARBZEND, D EODHRIED eCTD BFENBEI N, FHIROHH
WEBRMOHMIKOBENEYER L VR TAZ Lick Y, SR~ X Shdinws 2
RIS TRV,

FAZHA I NEEE

BEEHEIL, AHEEREER L. TOoREERNL. LOEBROBULRREGIICRTFESND, #5E
EVRPEIRFEEZLURDICRHETD L. YRTIIHHFLZ. b BARRESTCRET S, £4
BB T AREFROFECEEIL. eCTD ORMETIIR, MEHFFIECEENTHD L,
THRPLYERFIILTOXELES. MORFFE~OBRETLI LIIRV, MOBFE~DSR
DLERFEL, HIRTA X2 2BRIMT,

MERHE., HESIPHEOEECEERFREOEFHER L BMBHTE 5, EHTIX. LIAT
DHRBERNOXER*BRTX S, EFHEHL, YHEDH I VL, TRUBEOT TCITRH S BFE
B A=Y g VEBICK o TERICREF LoD, RESBHCe— FTED L5 KR ShRTH
bRV, XML Ny 7 R—ZiE, BEHFEHIIL. REOERICIIENIHIELTHES
—YaVEXBETAEODORAZT—EEEDS,

CTD 2 EFWICHEHTE4IE. BAEFEXELANLELBRER OKXIIBRWT, BFEEE

SUENBFERTHIIENEE LY, #HIOBHIZSOWTR, & b 28ROz L, HMEET
RO &5t CTD ORHFEIZS>VWTIE, &6 28BInn,
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£16%2: eCTD HIZH

#E

AfHEETIX eCTD BEOHEBRBEMOMEE T T 5, eCTD PFELIX. BILEFDLZ A, XML
eCTD A Y AEZ VA, BEE, T—4., TOMWORHBERR LD, B2 T7 7 A NVBBRBT 4
V7 FUBETHHEVRD, eCTD RIBIIHEESHE OIS, BT ~0OXS % XET 3,

eCTD §#3¥

eCTD HEix. eCTD I ESWF—# - F 7V 7 VOEATHD, eCTD BFEDOES
BReix, 7AW TH B, eCTD BFEEZLETHDITIIFERV AT AEER L2TIERS
2V, eCTD B, FEABRPXBT AL IRBR VAT ACRYAEN SRV RE R
PRERETDEELZONS, LML, eCTD BFEERHIY = TRITIZRoTWADT, =T
77U TCHRTE S,

eCTD HFHIIUT X VR IN 3,
. "7':‘/( vz ]‘U%iﬁ
e XMLeCITDAVAZFLR

s HEEXRTTI77AN

F4Vv7 MU HEE

FAVvZ FIEELIX. TAVIZ R ET7ANBBRYMNOEETHD, T4V 7 P HI2Y
DOBEEE (F4 L7 PIBITGT7 70 OBEKIZONTIE, B82 ERERITARETHS,
T4 V7 FIBEORAICOVWTRERT S, 774 NVD74+—<y ME, LTFTTRTLIICE
HATEETH B,

TZ7ANVBEOGT 4 V7 b OABIIERAFTHY . BRIFRESTRETH D, 77141
AZTF—FEBADTHDLDTIIRVE, ZHICEDOBEREFLEDLIIFATHY, T
b ORATIIBET DXETH S,

HRIZEBOIANFEBIVT 7 A VAR 41077, BHEEEI. eCTD HEOBMT 1
V7 FYRT 7 A MBS CEE I OBRA LRI E DT B L,

XMLeCTD A Y RAZ VR

AVAE AL, BiEEET 417 bV (submission sequence number directory) Z33< (fF
&6 28R, RFEEET A L7 PJITiE 2RKED 22007740k, 1 DUEDT 4 L7
FIVEBL, 2290774100535, 1 DFAVAFVAT, bH—DFA VA Z U AD MD5
Fzy 7Y ATHBH, XML utyHid, 1 VAF U ANLABERIAT S,

A VARV ADELFIL, eCTD OHEEHETEEL—o0 XML XE4ERT 0 TIEEAL,
eCTD HED 77 AN~DY VIBAVAFZVADY) —TEBRIELES, EWVWHHDOTHS,
AVARBE VR =T~ (BTFE) OAFF—2HLEaH5,
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eCTD 7> 71— h

ICH web %4 b (httpi//estri.ich.org/eCTD) 121X eCTD BED 7 + VA EEOHIE LT, 2
D7 FNET VT — b BBEINTWD, eCTD ZANET T L— MIftE 4 TERS
NTVWBEY 2=V 2005 5 FTOTXCOFBARERZ ANV T ERLTEY, BEEDOT
— 2 HEEBL. BBEZS U TURETAIENTES Bl IbHT 74NV BNTE, F
TR BRER 7 A NVFHEIBRT ), EHICHEERIIYUEMEOEY2—)V 1 OT7FNVEE
FUORELZBML, #8722 utility 74V BIUCARZENL, XMLAYT v IR 774
NEVERR L, B%)72 eCTD BEZERTHI L,

Zg =k
RASBOFHEEICETHRY ERO) 74—<y NI, 272 & bRHI ELERER, Fi
ZEBTERITNE LR, LELRYRIX. EECRHOBALWRIE 50 FRELLND,
TOZEMND, PIZIEARDEETH S LOERMEE, (FEOY 7 by =T) RUF—ILEKRF
L2RWHD, T7FAMEROLIRBDRE, PUBHT +—~<y FORIEPREND, & 7T
X, Thbn7 7 ANVOERFIERRET,

BEHRBERL, il hBERELZ SN T, ABENE7 44—~y MO U R MIEF EN S,
XML Z2 ToEEDT—Z I LTEE LI +—<vy b TH D,

HF74—v> F
eCTD HEBIZRIH CE 2d@m 74—~y MILLTOBY TH D,
e FCtAY : PDF (Portable Document File)

o &b : XML (Extensible Markup Language)

o UI5T74v7: FRERBAIEIZPDFEAWVSG, ROT7+—< v bX, FIARER
BaE. BT PDF BERATER2WIEAIZHAT 5 JPEG (Joint Photographic
Experts Group). PNG (Portable Network Graphics)., SVG (Scalable Vector
Graphics) . 33X % GIF (Graphics Interchange Format), HB&ICX - Tk, BEME
BECHELEFBRR 7 +—~y FRBENRIELHVED,

HIBBIZBIBMD T 34—~ > F DFIF

HERLREmEEL, LRoLET7+—<y MISNOTF—<y bR, EERLIRRRIFETO
HE7+—<y FOERRZ Y. HENCHO 7+ —~y FOBEREEAETEX S, LrL, Bhk
BT+ —~y MEERTBEZENEELL, OT74—< v FOEARHL ETHLRITHEBTH
STHBEEIND LD TRV,

T3 —=y bOBITICIXKRD 2BV OBERH B,
o BWEOBIT: BEMNLBE~; Thbb, B7r—<y FpbRI73—<y b~
1To
o [GEDOBIT: BEMNDEE~; ThRbb, BI7+—vy " bFHI+—~ vy b~
DO¥IT, BE. FILWIr—~y MI@ET+—~y VOB L 2D,
V4
CTD DHEZRIL eCTD IZBVTNANRN—V V7 OFERIZE W HET 5, eCTD HEEAM, BiE

TEBELEFICRA XTSI, eCTD BENOA 7V =7 MEODY v 7 3B TRITHh
by, BEERAVTWASAXRIEETHENILEDI I bD LT3,
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T AN~DBRIIEIZFRETHIN, 77 A NVRNOBEDOBFEEBLRTZ LN TEE0EN
i RIAT LY 7 BRICEFEL, FIRFRRY Y7 ERIIRAVWDS 7+ —<y MTX YV RRS,
ZhIZOWTIIA&E 7T2B8ROZ L,

E. 20

RRE 74—~y b EBBIEET S, RAXANY— T 7 ANEBEEMT DD, BEY
JEHEFRLEGUIRELRY, XFAAT—F BIZ7ANDEbHD) EF—FT774
NEO D 7 IR TRINER LRV, EHREAIZOVWTHLEXALERDB, 1 DOV 7
ANEEEDARAZFAN—IBHDET b h Y, FLE—2IEERTH. b —2IEOFR
B3 k5, FRTAIRZFANL— MIBKICEIVESEENS,

Fx v YA

eCTD H#EiZiE, eCTD XML A VX F LV RIZRTHATF = 7V LAT7 74 b FDHT, ecn7
FANMIRTEF o2y 7V AEEDDE L, BIETF =y 7V A MDE A vEe—U - (Y
A b« TITY XA (MD5 Message Digest Algorithm) ZHWAZ ¢, 77 A NMIRT S
Fxy 7 FLEEDDILIZLD, UTOX > 2FARELNS,

o TrANEEIEBHEINEF =y 7P AEHBELEF =y 7V AZEBTHIEICL
D, B77ANVDTEEZRIETE 5,

e FxyuZYAiid AHURTRFCOLEVEERRELTCVBRET, 77 M VRER
ERNTWRVWZ LERETDDORIMATE S, BBRT =TI T v 7T 55880
XD, 77 ANEDHDERKEED CMORRKER BB TIHGIHTARATHS,

FrART s L2 P YDIEDHHIZONT
UTFOHRAZHETS:

o T7ANBIUOT 4V b IZEATSUTORRBBEELET D,

o T7ANMIHITT HILRTF 2N D,
o WYITHIHE, BHITKT,

Z 7 A NRF
ETODT77ANMI 1 DEFTHEEFELTRITE, 77 AVEEFRE, 7741007 %
—<y bERTHDETE, FIXIELLTOEY

hello.pdf PDF
hello.rtf RTF

Ta—wyv M LIETF EORISIZONTIE, UTO&EY,
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JEZBOBEEHAT A, FEOBRETIRETHOY —7ERIX FH (new)] THD., 2EIH.
3 EH. 4 BRSO®BFE TR, HEEEhD Y —T7ERIZ, UAICRHLEY —TBRED .
BROFECLVLSTRARBAV—vaVEEERDLED, £ 6-3 LA —a VEHER
BYEBAEOEKREHATS,

#6-3 4N —a vREOHMRE

FRL— UMRBERY 7 =2TEB
vavh i AEEBICHTHRADH
HEDE Bk EXT77A4N | BIOTFALN

New AV —7EREIMCBHENEY —7EFR & BHE | Current
B2, A—0RHAHIWEBEDT A 7HA
ZAVADNTHhIZBWTH, 020D eCTD BEXR
PIZBVWTEEDOY —7BEEREMN Mnew) DAL
—avBEEOI LA ShS,

Append | BEFY — TV BERICBHETIHRY —Z7ER TH | Current Current -
%, WziE, RELTCWe, BBV EHERIE Appended
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T — WREKBY 7 o TICB
avig Bk ' T AEREB T BRTO
WA RMT BEBIZAVS, ) Append IXE— DR
HizBWT, BEL2 >0V —7EBERICAVAR
W L BHRT S BRE, T AN A XDE
McfE, HETs 584 o Ll BE
Append BIR CHRHEND V-7 BRI, X
L ZF0EH)MRE CERHNTRESHDBITE,
Append DERBIIENTHIBEENH D, F—D#F
HAT2o0Y —7EHK% Append & FiV TREEA
iJ BRI, HIRORBSRHMERTHZ &,

Replace TOHRY —TERCBEXHBIONEBEFY —7 | Current Replaced
EEXLDHILEBEKRTH,

Delete W77 ANORBIZZRL, V—T7BROFL— No longer
Ta VB Tdelete (BIBR) | TH D, modified relevant to the
file] B, LIXPBEICRBKRNEELILN review

AERHOV —TERFEET S, BHEND T
FANABEELARVDT, Fxv 7 ABHEER
2. FIOTEICATEEZ b ERVSIRZC & 2
5,

modified-file BHED BRI, HLIE V—TERICE->T, FEEND (DF D, Bk, BMN
HAVIEIBENT) V—TEROMBREBERET I LIEH B, A — 3 VRIENEMN,
B#b WIIEIKROBEELET 5HE. modified-file BHESLEDERZ L H5XETH D,
modified-file BiEiL. lindex.xml] BIUVEREINTWAEY —ZERKDNY—7 ID 2R LTS,
modified-file BIEIE—D) —T7EROLERT, EbIK, —EHDV—T7BRPHIDY —T7F
FEBRELAVEREIKREND L, ZESNEY 7 BRI HIEIRLAZTIEL< 2D, modified-
file B L > TR DBEED Y — 7 BRPH HIBETE 2V,

modified-file BHAE D ERHI % LA FIZRT, :
modified-file="../0001/index.xmi#a1234567"

“hix. T0001) OEETFNVFEENICHD Mal1234667) L LTHEV U THNLY —TER
ID 2857 7 A VOMNBEEREZREL TV,

modified-file BHEDENBEORETERENTWAHES GIABHEICXFH D VIIAN—ZARBR
VY : modified-file=") . V—TVERIIBHEZRERVOLERTH S,

UTFIeAR L — 3 VBHEOKEICOWTERAZRYT, UTOML. RRETORRE, T
LITHBBETHLOTIIRY, AL —va VBHEOFERCEL TERRD 2BEE, MUKAHS
BICHE S, XML £ VA2 ABEBICERTA XX, 77 VvE2BRBRTH0IZ)
—7ID #ERTHZ L,

=5 1 -HEREEOYERSG

#64
BHEGES T ANV FRVv—| BEENBZT7AN | BEY—NVTO
vav WERARROB]
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0000 0000\.. \structure.pdf | New structure.pdf
(current)

=2 2 2 EORMAH DHR. #2H 0000 IAERHORFETH D, #H 0001 iXTDOED
BEE-IILE T, BEFITERY 0000 @ structurepdf 77 A VOBEHEXEZERL TS,
+Thbb, TOT7 7 A/ structurepdf ZBEOLLDICHRFETIN., FEITIZ
0001/structure2.pdf I NEFET B Lichkd, TH0BTHS, Zhd 2 BORHBITRO
LOCHHATE D,
- #0000 L. 77 A lstructure.pdf] OHERHTHY . ZhBR7 7 A VDK
FRRTH D, v
- #0001 (0000 LV ETRHEEND) 1. 774N [structure2.pdf] OE|HTH
B, D77 ANVRBRATES 72D, #£H 0000 D7 74 /v [structure.pdf] %
BEX#HBX 5,

SATYA INVOEEOBIC 7 7 ANLER—ICEOZ L RERINZRV, KB FECE
WTHB AR P DBMTEED 7 7 A VEFRFICBEC L W, 77 ANVAPREBMICRERD
ZL3HERATHD,

#65
RHERES 77 ANE ARV — | BEENDT AN | FEY—-NVTO
vars FREBRIRT OB
0000 0000\.. \structure.pdf | New structure.pdf
(current)
0001 0001\.. \structure2.pd | Replace 0000\...\structure.pdf | structure.pdf
f (replaced)
structure2.pdf
(current)

=G 3 —- 2 EOEHRHIHE, BH 0000 IXFEREBORFERTH S, #H 0001 IHEEE
FIILET, BEEXIINTREO (BH 0000 TR ENTE) 77 A/ [structure.pdf] ZHF
BEEMTEZL2ERTS, TRLLEEFINL. M7 7ANVOREEBRFICEBETIHO
LLTRIAHLTLLI ZERZBRHLTWS, b 2EOEHIX. UTOX S ICHATE S,
- 32 0000 iX. 77 A/ [structure.pdfl DOFERHT, ThHBRT7 7 A VORHK
THd,
- #H 0001 (0000 &V ETI®RHEND) iX. 774V Istructure2pdfl DRHTH
By THREH T 7 ANERBN, #H 0000 D7 7 AV [structure.pdf] ~OD3BEHM
BHEESATEY., Zo07 7 A VTHITEEICEET 5,

SATHAL INVDEEORBICZ 7ANALER—ITR2Z L3ERI MRV, EE FEICB
WTHER OB THEIDZ 7 ANEERBRICBEL L EITE, 77 ANVAPREBAOICERSD
ZEIEERATHS,

#66
RHERES 77 AN ARv— | EEShBT77AN | BEY—NVTOHK
‘ vayv BRORROH
0000 0000\.. .\structure.pdf | New structure.pdf
(current)
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0001 0001\.. \structure.pdf | Append 0000\...\structure.pdf | structure2.pdf
(current -
appended)
structure.pdf
(current)

=l 4 - 2 EORMAEHHIHA, £ 0000 iX. MERHOFFERTH S, #H 0001 [HEE
FHREEC, BHERERHO 7 7 AV EEIBRTAZLEBERL TS, Thbh, FEEI
BRHEHDT7 7 A Ve CEOBRERICRHTRETIIRIP-2LEEZLNDED) BRLTHL
5L ThHD, Zhb 2EDEHIIUTOLSICHATE S,
- $BH 0000 1%, 77 AV [structurepdfl] OFMEHRHTHY ., ZhBRT7 7 A NVDE
FRTH 5,
- 20001 (0000 XY & THRIHEN D) 1, #HH 0000 D7 7 A/ [structure.pdf]
ZHIBRL, BEOFEEICIIBERNWELRT L 2ERT D,

#® 67
RHERES 77 AN FRL— | BEShDT7 74NV | BEY—NVTO
| vav R ET OF

0000 0000\...\structure.pdf | New structure.pdf
(current)

0001 Delete 0000\..\structure.pdf | structure.pdf (no
longer relevant to
the review)

Z 7 A B

T ANE ) —TEROENZARICEMAT S Z L3 eCTD OHRMLFADIDICEHET
H5b, HEELE eCTD QRMEPEETHEITIE, AFANV—PZBLT, HD5VideCTD
BEY—AZAVTOVTRTHoTH, NAETZ 7 A NVOEROFETRIL index.xml 7 7 A /v
DFEDY —T7EROEBRICE S, XML RNy 7 R—VNoBREIND T 7 A NVOHEEE R
A7HICiE, eCTD OENOERERTHAI 77 AN T ANV IHEEZIEE TR,
eCTD O - ORIEIZE > THEER, U207 7 ANVEBRTIBERDY —T7ERLEM
FTHILICEY, DD T 7 ANE—EREL, EREEROBPIICERSEDZ LR T
X3, XeCTDHEZOFAHRIIVESOBHIIBWTZ 7 ANVE—ERIEL LEITSL
TEDT 7 ANEBRT DL EAD)V—TBREBRETE D, 77 ANVOEHIIEETI
L, TANZBEOBI LB —EEIEENRE & THD, eCTD HEY — 1 OREM
ERE DL RBAEEENEREBRENTVAR 77 ANBENTHLINERZHICRD
FARZLDTED LI REBTRHEFRETRETHD,

TO7FANEBRAFEE, FOT77ANVEBRBL TS Y —T7EROD xlinkhref Btz 7
T ANVDEHARERICEESNTE2 VAT, COBEFEELLIWVIIHEL LWV THEA
FTAZEREARTHDIERLTVS, eCTD BEY —NVOREFIISEIORNTOT 74
NEBRLTWAY—TERYL UHORETOIZ7ANVEBRLTVWARY—T7ERLDE
WRDMNE LI RETRHFEZEETRETHD, ZOLIRRRTIE, XML Ny 7R—
PHBRENBE 7 7 ANDEFEEDZLUMHERIL, JOBHOZ7 7 A NV%2B BT 5 xlinkhref
EFHBETRETHY, thoBEHS LITYUBAYUEICEL S %% eCTD OMELEH T Tidw
72V, A eCTD HEZOHAEREHL I WVIIREL I LB INEOSREITINIC, H
BORFRLBIZHERTEZ &,
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DID =272 « 5/

eCTD DayF Y « 7N CTD ORRICESHNTWE, avyT Y - EFAO—BELT
KRRT 5, arFyyY - EFA Tectd] 2hAEY, BFEEHIEDOIREEHERETTE-T
W BB L e TV B,

g 6-2

BORERYRRLEDS XL, K 6-4), <leabERLEH (K 65) ZAVTHHEAOT 7
ANVERET D, FHICOVWTIIAMNED TeCTD 0ER/BECETIREA 28RO L

6-4
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’0 m2-2-introductiol
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6-5

eCTD EF# BrEIC BT 555
eCTD I 5 DDEARET 2— A0 bR EN S,

e ml-administrative-information-and-prescribing-information
e m2-common-technical-document-summaries

e m3-quality

e m4-nonclinical-study-reports

o mb-clinical-study-reports
5 ODEVa—NE, FREN 1 DU LOERY IHHRY ., £OFERIE CTD O HRDOBFT

2R TUBEOBINTFERHEO, UTORT v 7%, BICRL>TETTH, ELIZTE. 15
L5 ETDEDa— MR LETD7 7 ANVBRHBENDI D LTS,

1. BHTAXEEFR 7 7ANCRIET 5 CTD BROBFHIZHRTERY V2 8BIRT 5, HlxiT,
BANAEDHORELEFRMTHHE61L. ERYF 7 <m2-7-3-summary-of-cliical-efficacy>
FBRT 5,

EBNMOERY VOBMXBOCKET D, SEOFTHE 2.7.3 AYMBEONREBET D,
lindication| BM*%ET 3,

<m2-7-3-summary-of-cliical-efficacy>D Fi2, FD<leafl>ERZ BT 5.

<leaf>ER DB (xlink'href] 1=, EEQT 7 A NVOBMORBHE 7 7 A VEEZRET 5.
<leaf>M<title>ERIZ, 77 A M 2 HANPOBRRRBEETLAT D,

<leaf>ER OB 2BM_(X 6-8) KHEBELATD,

N

o G W

#6-8 T, ThHDERLBHICOVWT, BRICHMAEZHRATL,
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#6-8

B3R R B 1 il
<m2-4- BRERIXI CID ®, dEIvav
nonclinical CEETS 1 2EREREROT 7 AV
-overview> DEVEERT, BREROKIIEDIC
®EDH BHOEBI L > CEEENS,
KRER eCTD DTD I3 ¢CTD O X XERBFT

TUTORBH2ERT 5 substance,
manufacturer, product-name, indication,
excipient, dosage-form (] 238 BL T
3.2.S Tl substance & manufacturer @ 2
DD 7YV —F%Z2b | BEEHD
5.3.5 CF indication %8500 7Y —
FxAb) BHETHB), CID O—#
B QKA L DEEAMDEDI, Zhb
DOBRMEDOEIIEY L EhIBCEE
he_&ThHd, RENODOBHEIC
SWTEENLZABEO—BEIFEY
T, BEER N OBRMEOENBE
SATHAINDORIICEBCEREEN
iRV ES, HECRTLEZES
_RETHD

1 DERIIEFEOF O<leal>ER T, B
DEBRERICHLBITHZILNTE
5. BREHKII<node-extension>ER %
BWTHETAZENTE D, LR
X, EBENEBRERORTALA
NTORHREMENDEXETCHDE, /—
FHLERMRE SN 3, o nERE
BlZBoTITHIZ &, /— FHBRDME
BORNICHIBRIA X A2 BRTH
&, AftHEo [XML eCTD DTD QLR
BT AR oEERZZROZE_(F

6-5), ' (
ID XML £ YA Z v AROZOFFFICRId403 GF: 20 LVvicikny
35 EE O#HNF T. IDIMEETHB)
xml:lang HEEOEREI var2&n7 7 A4V Tlen

FERENSEEESE, 1S0-639 HED
EEMETERT 5,

<leaf> Y—TBERIEIT7ANDBRTH
5, | DOBRERDRNT 1 2F
IEEDY —TEREFEETED,

application- |37 7 A AVOERICER LY 7 FPDF 14
version YT DT Y r—a LD RE
LI 77 ANT A=<y hDNRA—T 7
Y THB,

font-library |5 OERIZHEZX 5. .

D 1D JBiEIE XML CERTH S b DA 5 [id050520
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B3

Bt

Dol i1

Bl

ML DEBBTHEDICAVLIL,

O COEBOBBICETS

BEIZBLWT—EBERNRLDOTH DL,

BHICO>WVWTiX, W3IC DY

XML ID OEIREFEFLEFE T F—R

7Y% A4 b wwww3l.org D

a7 Ch¥ED, REENRFOLEZH

XML-ID #IRHTESF SR,

WARE ID ARY—AEERL T

586, ERENEEFOEBRICET

FRT U —AaTEMANTIEL

WIDfEE 2D,

checksum

BHT3 770V TH5F 7Y
ADAE

€854d3002c02a61fe5cbe926fd
97b001

checksﬁm-type

ERALEFzy 7L - THIY XA

MD5

modified-file

modified-file BED BRI, V—T7E
ZTEEERTWS (DFY, &
B, BNH D VTHIBREINRE) Y —
TEROMNEFRBETEI LD
%, A_Vv—a BENEMN B
BhVNIEIBROBHIEERZE TS5
4. modified-file B T DEEX LD
_RxTh D, modified-file BHEIZ.
lindexxml] BLXUOEEXINL TS
Y—TEEOY—7 ID ZRLTY
B,

../0001/index.xml#a1234567

operation

Imodified-file] XL CEAINSE
BWEEERT, AHREILTORE
D, ZOWVWFNIH—DOEBIRT B,

* npew :

e replace

e append

e delete
ZEOBROFMT OV TIIARMNED
(F~=v—va VBt OBE3R,

new

version

T 7 ANEKT BT 74 NVRBEON
BHAR—a VEEF NN~V a Vi
BF

V235

xlink:actuate

SHOEBEZ D,

xlink:href

EERIIARERT 77 ANV~DBRY

iy A
ABETFT 7 7 ANME, ERIZ2WVT

ERTHV—7ERLEALEETHD

HBET 20,

0000/m2/27-clin-
sumy/literature-references.pdf

xlink:role

SHROERITHERD

xlink:show

SBOERICEX 5,

xlink:type

Isimple] DEEE

simple

keywords

SBOERICHEZ D

<title>
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J—ERO—HE LT, IDERIC

Y —EEMSBREBIRDI TV

Study Report 1234
& AEROEIIBETH

DEBRRAUMPEEND,

BT l, B 1024 /34 b




BER BRiE i i il

(512 X)) B/ h
Do

ID XML A VR Z v ZAROZ DFBETIZ X |al234567
FTRABEOHBATF V—7 ID REFENE I ZOFROERICET
Fix 7 v A—Aa7hbixUoiiTh|dERICOVTiE, W3C D
s, v x 7 ¥ A b
www.w3.org/TR/xml-
id#iproccessing @ XML-ID #

FE2ZOLVTHE DI
EETH B,

<link-text> SBOERICHZ S,

<xref> SBOERICHX D,

01 6-1: FHDFHFELT 5 FEDF5/& 7
DT, AN 3 BAREEEY 1 >0 PDF X# & LTRET 5880 XML 0OFIThH
B,

<?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/stvle/ectd-2-1-x.xs]"?>
<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 xmllang = "en">
<leaf ID="5123456" operation = "new" xlink‘type = "simple" checksum-type="md5”
checksum ="e854d3002c02a61fe5cbe926fd973401" xlink href =
"m2/25-clin-over/clinical-overview.pdf’ application-version =" PDF 1.4">
<title>Clinical Overview</title>
</leaf>
</m2-5-clinical-overview>
</m2-common-technical-document-summaries>
</ectd:ectd> '

CTORFBFIANT 4 L2 Y Tm2/25-clin-over/] (Fiebb, BEFEEREET AV 7 FIVOTH
MBI EBLD) WO T 7 A A [clinical-overview.pdfl &, Z07 7 A MiE Tnew (Fr
$#)] T v . Clinical Overview] &5 FHABFFNTNB,

BABEOEEL AT AT, ZOESE CTD EVa—0 1 HIRER) THRISHBRHEICHED
FHOBHE LTHRDNS,

THMREE CTD 123456 It TAMERHTHIRLIE, KBHFOLET7 7 A NVITEE ctd
123456/0000 7 4 L7 PUBXCGENRUTOTF 4 V7 PIIKEEND,

0 6-2: FIE, BWMFEIEEDFEF &
FDFTiE. EEREIETME (clinical overview) MM &N, UTOFITIE, ThixEHah
R TBE®RZ S,

T -0 XML IR BFIRTH- T, eCTD BHEBTHLZEMTIBIERALRTNERD
RNERBIUOBHEOETEALTLLEEN TV AT TR,
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T7ANEBEXBRZBTDITIT. TOT77ANVERCERF JOTICBRT 7 4 VD<leal>BFH
BT 5, FlE. ZnaHsE CTD 123456 [2x415 2 MBORHMTH A 61T, KBFO
277 A MIBE ctd-123456/0001 T 4 L7 P BIVTENLUTOT 4 V7 PVIZEEND,

<?xml version = "1.0" encoding = "UTF-8"?>
<IDOCTYPE ectd:ectd SYSTEM "util/dtd/ich-ectd-3-x.dtd">
<?xml-sylesheet type="text/xsl" href="util/style/ectd2-1-x.x1s"?>
<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 xmllang = "en">
<leaf ID="a123457 operation = "replace" xlink'type = "simple"
checksum-type="md5” checksum ="502¢9ab5827431f077340cea3b5e465a"
xlink:href = "m2/25-clin-over/clinical-overview-revised.pdf"
application-version = "PDF1.4" modified-file ="../0000/ index.xml#a123456">
<title>Clinical Overview</title>
<fleaf>
</m2-5-clinical-overview>
</m2-common-technical-document-summaries>
</ectd ectd>

b 6-3: B DBISIED B S & DF5[ &

BEEOERKEN B S LA X <m2-7-3-summary-of-clinical-efficacy> & <mb-3-5-reports-of-
efficacy-and-safety-studies>ERDEZNFHIZ, b 1 >DOBMEEZERT S, HEZLLORBRMK
OWTEBEN RO —BXFAEY T, BFFRILOOREDENBFET A 731 7 VDR
RBSEEBISNBZLORVES, HECKREE2RERETHD, BEINEERTLIHE—D
FiEik, RERBHEEZ -V —TVEREZTCHIBRL, ThbD77ANVDEDDERL
EREEEESOH LW —VERPRHTHIZ L THE, BEERI N OOBHELEE T S0
2, BEREDNNE S0, - ZORIEHEC OV THIRORH M BICHETEZ L, UTOXR
W ZDOREDENE ZRT,

# 69
EES ‘ BiE A Vi1 il
<m2-7-3-summary-of-clinical-efficacy> Indication I E A Pain
<mb5-3-5-reports-of-efficacy-and-safety- Indication © EREA Pain
studies> -

# 4 Y B iX <m2-7-3-summary-of-clinical-efficacy> & <mb5-3-5-reports-of-efficacy-and-safety-
studies>ERLUTOETOBRERCEGERELZ BN TS ZLICBET S &, UTOHIX

2 SOBWRVE (EREBLUVEDL) KHTAEROBHETRIAVAZ VAR I LIZHEMIZHIR L
T35, X 5T, <category>EE R FORROEFEIL, <file-tag>BRPAVCT, 7744 NVDA
BOSHIH > THAANDND, '

<?xml version ="1.0" encoding = "UTF-8"?>
<IDOCTYPE ectd:ectd SYSTEM "util/dtd/ich-ectd-3-x.dtd">
<?xml-sylesheet type="text/xsl" href="util/style/ectd2-1-x.x1s"?>
<ectdectd xmlnsectd = "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 ID="8123456" operation = "new" xlink:type = "simple"
checksum-type=“md5” checksum ="5aa5c0e630a7002af8693e4c72535{c922"
xlink:href ="m2/27-clin-sum/summary-clin-efficacy-pain.pdf">
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<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 ="bde4d34dc80678a266352af450c3962"
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">
<m5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the-claimed-indication>
<leaf ID="a123458” operation = "new" xlink:type = "simple"
checksum-type="md5” checksum ="a4529c4a257f07{8a0ec591dde854578"
xlink:href ="m5/53-clin-stud-rep/535-rep-eff-safety-stud/pain/pain-srl.pdf">
<title>pain study report 1</title>
<fleaf> )
</m5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-
</m5-3-5-reports-of-efficacy-and-safety-studies>
<m5-3-5-reports-of-efficacy-and-safety-studies indication = "nausea">
<m5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the-claimed-indication>
<leaf ID="a123459” operation = "new" xlink:type = "simple"
checksum-type="md5” checksum ="c5c39f594b2070a57bea66e58860efct"
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="a2123460" operation="new" xlink:type="simple"
checksum-type="md5" checksum="15af198015f3599acabb7755¢2d6b0c"
xlink:href="m5/53-clin-stud-rep-535-rep-eff-safety-stud/nausea/5351-stud-rep-
contr/xyz0015/nausea-sr15.pdf">
<title>nausea study report 15</title>
</leaf>
</m5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the-claimed-indication>
</m5-3-5-reports-of-efficacy-and-safety-studies>
</m5-3-clinical-study-reports>
</mb5-clinical-study-reports>
</ectd:ectd>

b 6-4: WEDFR, BEREL L BHPH SHEDFFE

BEEOBENH HBAIE. <m3-2-s-drug-substance>ERICABEIN TV I BHEEZRAVHZ LT
Iy, EEAL LEEEEOREOELSDEERINTBEZENTE S, BEZALDEHIZOW
TEENZAEO—ERFEYT, RHEERIhOOBREOERFHETA T A I VORICES
CEFANSIEORVWED, HBERERREYBERXTHD, BEINEERT IME—DFEI,

to-the-claimed-indication>

RSO BEEE o — 7 ERE T NTHIRL, ThbDT7 7 ANVOREDDOER LI RERE
RESOH LW —TERFBRHTIILTHDS, BEERINOOBMELZETE T DA, BE
RBEIM Y D H, TEEFORMEFEICOWTHBROREILBICHEETE L, UTORIZZOR
HOEWEERT,

#6-10
B3R ' B B/ B &
<m3-2-s-drug-substance> substance 1 DOFREDLH Acetaminoph
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ER | B B/ BR Bl

n

manufacturer FREOBEREE DL [My supplier |

1]

4 6-4A:

PLTFIX. 2 2OEE (FTEFTI ) 7=2vBIUaFAy) KBET2HERERETIHEDA
REVADEEGY 7Y a OB ThD, I TIREERDO—FIX, 2 >OREEEMLREINS
HLOETH,

<m3-2-body-of-data>
<m3-2-s-drug-substance substance = "Acetaminophen" manufacturer = "My supplier">
<leaf ID="a123456” operation = "new" xlink:type = "simple" checksum-type="md5”
checksum ="b002e4544c02361fe54be926ae777012" xlink:href="m3/32-body-data/
32s-drug-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="a123457" 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="2123458” operation = "new" xlink'type = "simple" checksum-type=“md5”
checksum ="{555a3234f65623fe54be926ee435354" xlink href="m3/32-body-data/
32s-drug-sub/codeine-drug-company-2/codeine-quality-data.pdf">

<title>codeine — drug company2 data</title>

</leaf>

</m3-2-s-drug-substance>

</m3-2-body-of-data>

HEOBFNH 5HE1E, <m3-2-p-drug-product>BRIZABINTWHIRELZHVD Z LIZX
Y. BETAIRAL L AROEEORLBADEERTRTHIENTED,, BELODBHIC
SWTEENBEO—BREEET, FEER L OBMOERRET A 74 7 VOB
BREREENBZLoRVES, MBCRRYRERETHD, BENETERTIME—DF
Hit, FEORBREEZE LY —TVEREZTTHIRL, ThboD77 A NDEODER LI
BREEZEOHLWVWY —VERPEMTIZLTHD, BEERINOOBRMELER T DHIIC,

FENEDNE I D, FEEZOREFECOWTHIRORHMBICHR TS L, UTORIK
32PIBITA ZOBEDENEERT,

* 6-11
HR B P Vi il
<m3-2-p-drug-product> product-name 1 DOELDATR wonder drug
dosageform £ OB DAAY Capsule
manufacturer REDOREEE DA Company A

% 6-4B:

BT, 2 208H (W 7B L UERD) BT AERERHTIHEDOAN VAV ADE
7 aroflths,
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<m3-2-body-of-data> .
<m3-2-p-drug-product product-name = “Wonder drug” dosageform="Capsule”
manufacturer=Company A”>
<Jeaf ID="2123456" operation = "new" xlink'type = "simple" checksum-type=“md5”
checksum ="f27cd9e659d8acfTbaab10cc753d733¢" xlink href ="m3/32-body-data/
32p'drug-pr0d/capsule-5mgl32p1-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 ="7490d74c3d5e442ad57daa 155253eb16" xlink href ="0000/m3/32-body-data/
32p-drug-prod/tablet-5mg/32p 1-desc-comp/description-and-composition.pdf">
<title>Wonder drug tablet product data</title>
</leaf>

</m3-2-p-drug-product>
</m3-2-body-of-data>

41 6-5: XML eCTD DTD EFE ¥ #3573 HEDF5/ &

ML, EEsN-BREREDOTIZ, /— NI (node extensions) &{TH Z &IZLY
EROEEFEETE S, / — FiE#E_(node extensions) DEF AR IRV YD, e
PETUERBEEORTHIZ L, /— FHE (node extensions) & 1 5 AN HUR AT A ¥
VABBRINIV, HICERT S EK/ — FZ i, FER<node-extension>% AT
5. <title>EROEFBERNOZIHC, EBENEERORTHO V-V TOLIIRT
%= L. flxiF, <m2-3-rregional-information>ERIZILR T E 525, <m2-3-quality-
overall-summary>lX BRICEBEN L H THOER TRV O THIRTE 2V,

UFTEHBAHYBEMOESSA L HIRERZRET 5200, BFEE D <m2-3-rregional
information>%#E L TW5S eCTD A v A #  ADOFT, BEWH %Y. <node-extension>
LESET B title ERIVEOARTEBAL T 5, UTOFOMRERIT, /— FikiRE AV
5 L72< . <m2-3-rregional-information>ER D FD<leaf>ERTRHTHI L HTE D,

<m2-common-technical-document-summaries>
<m2-3-quality-overall-summary>
<m2-3-r-regional-information>
<node-extension>
<title>gpecial-summary</title>'
<leaf ID="a123456” operation = "new" xlink:type = "simple" xlink'href =
"m2/23-qos/extra-quality-sum.pdf’ checksum-type="md5"
checksum="7490d74c3d5e442ad57daa155253eb16">
<title>Extra quality summary </title>
</leaf>
</node-extension>
</m2-3-r-regional-information>
</m2-3-quality-overall-summary>
</m2-common-technical-document-summaries>

BESNE ) — L LTREENE7 7 AVEEHTHICE,. 2<ALERL. /— FLRER
( <node-extension>IZ X3 B <title>EE b FHT) EAVWTERT 7 A VERET S, TR
IVBEFNBIRITO T 7 A VOBRFEHEL, TOREBEZEHFTE 5,
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bl 6-6: BEDFE T—H 5 2 BIHT S HFEDFF X

CTD DRAREFHRHIBITTHM., BRI LoTE—HOE I v a VE2RIETORTEREL
THERWVWELTWS, RIS WTRHETA F L 2A2BRENTWV, EOHAEIE. XML
eCTD AV AX VAL, DI a v ORELBEFEREL PDF 77 A NVEEHDHTE, £
@ PDF 7 7 A Wi%, #lxiE CTD XEDL4RTE . HEORE, BIU¥ 7HAlFERLELE 1 X
— TG L7z, XMLeCTD A A & v AD<title>BR T, ZhBHORHTHIZ &
BRTILENRTED,

T IS T R A M CRINT 3 2 L 2FT A VR F VADFIThH B,

<m2-common-technical-document-summaries>
<m2-5-clinical-overview xmllang = "en">
<leaf ID="a123456” operation = "new" xlink'type = "simple" checksum-type="md5" checksum =
"e854d3002c02a61fe5cbe926fd973401" xlink href = "m2/25-clin-over/clinical-overview.pdf"
application-version = "PDF1.4">
<title>Paper Submission </title>
<fleaf>
</m2-5-clinical-overview>
</m2-common-technical-document-summaries>
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&7 BFEEET = —~ v bO4R

%5 ~
AR T eCTD IZEDH BT 7 A VEMERT B FHEICOVTRRS, ZI Tk, EFFHFET K
KEBERTWA T 7ANT A —y MEIZOWTERD, D7 +—< v FOERIZOWTIE,
BHIRDO N A F 2 RAZHES,

PDF

Adobe Portable Document Format (PDF) it Adobe A7 Atk (http//www.adobe.com) 7%
BRLEARESNET7+—~<y FThb, PDF XEZRERT HDIZ. Adobe #HR, T OMOFF
FOLLEOMREERT A SLEIZZV, PDF BAE TERIN I XEICHTHEEL LT
FARBNG, UTICRTHRE, YXREADEMICEETESL 5% PDF 77 A VOERICH
AT 5, Adobe Acrobat D BAZBE NN~ a v, HBHVRT 7 A VCBEBREFET HHEGOML
BCOWTIHUR Y A ¥V ZARBROT L,

PDF 7 7 A MR 7 7 B ATE 3 L 5I12T B, PDF 774 /Wit 100 A H /XA FELF
IZF_RETHY . WebiZEBILTHZ &,

R—Pa v

A% EU SHBD& 4B, PDF N—Y a2 14 THRELEZPDF 77 ANVERFALI EBTE
%, MEM PDF 77 ANVERALY, TESF—bTH0I, BMY 7 M 2RBLTHI DS
S Ti2 5720y, PDF/A-1 (ISO AB¥E-1S01900-1:2005) IXMEREAOEATHY ., eCTD FIH
43 ICH COEEERE I8V, PDF OO/ A—Va v RIHTIBE, Mg A SR
BRI HTL,

7% b

F% 2 FEERTABCEALE 7+ Y FEFEFOaVEa—F TRHATER2VWES, PDF
BHEY7 MNITEXA MERRTAEDICHEBNC 7+ FEBERXD, 742 FPOEBERIT, X
EOIBERHEE. HOIVIIBAIL Lo TIIXEREZAFERICL, BEERETILLHD. B
/51X Times New Roman. Arial. Courier 3 X T} Acrobat &ty FEKTIR—-rEND T+
v RBAHZOWTIE, 7Y FBRIBTRETH D Z EERIETE RV, LEB->T, PDF 77
AATRANESTOBMOZ + M, BEERBICRI LN TED LI, HDRALT &,
T4y FEEDRAL L XX, XEBECERAISNAXELT TR, EDOT7 4V FORXTOXFLIE
WHATeZ &,

T4y MEDALERFERT AL AL a— ZORBAERRDICSLELRS, 71 FOEDIA
HTEROLNBREAN—AZERTEHEL LT, UUTD 32855,

o BENETHERATH7 v MIEHIRT D,
e True Type ¥£7-1% Adobe Type 1 7 4 v hDHEHERT S,

o BAREwAXENFT+ v PEER LRV,

BAEDZ7+ v b QAL 74V F) B, a—~vF7+x b A 7232 F) XDbRE
Wi, TRTDAARE 7+ Mo LTEDOY Ty FEBORAL T L2 FRTIRFT L
¥R, XBOREER A=Y I Ea—FEERAL, A—074+Y FEAV A b—vEN
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T&(TBE%K%®X§®§%EWMﬁ?%6I5Kf6l&ﬁ7zyFE@%&WE%fB
3, LENR-T, ETORKET ¥ FEEDRALLEIRY, BEFE7F OV TRy b2
BDRADITHFITHERT DI LT D,

YTy FOESE

Ty b e, XECHEAISNTWAIEFTE2BDAL I LZERTH, 7y M 2HED
A dit. XBICFERIRLTWEVWTELEHD TLTOXFEEKRTS, BAENL IR 21
r7av I, 2T 7Ty M LTEDRDIE,

AARFE7 + v FOBEDAARCETIEER:

T4 v MEEDADREIZIX. UTOAICEETS,

FA:

o TxY MEDRARIZLY., ZEED PC BET PDF 7 7 A VHBERICRRINHREND
Erich B,

o AVEa2—FIZTDT+V haA VA M=VTBUNERRN,

ARFRA:

o TV IBHEDAEND LT FANEEREMTS,

o NERELDN—VUREEND L., HRCHBE»NDZ EBH B,

o %< eCTD XEIEFZBBDR—IVEEATEY, HIRIRFEN (B 22z EM) BaIhd,

o BAZBT7+VIMERERTAIRICE, BEHLZEELOMTERL-NVEED TR, (&
BOHA X AEBROZE)

o REFWAETAVIMETEFERTAZLELT, 742 FEEDRADRI 2L, EEFLZEEN
YXEATERICRDZENTE, HIRTEZENTEDILITRS,

7%V AR

ELDIIXERPETEC, XEOVHA XFEXRTNIERS2VOTREDRTHD, AXF
THEA LTV Times New Roman 12 R4 > M, BRXEFTLOICEN YA X THEDT,
ARELESIHVSTHLERT I, FPRIC 12 KAV FEV AT PE2ERLEWE
SLEZDLNAN, FARELEAIFICETIZ L, EDOBAIR. FEEXT —FEHBRLEWVE
A2 1 R=VRIZEREZID D Z L LRFRC, RIS A ARNEBERVESEETII LD
BETHY ., YA XOBRICIINT VARLETHD, RAV P - YA XEKRELTHE, XY
L OEBBRELRZY, F—2RXBxDRICEENTHEBBEHICRZIZLEHVED, —RIC,
FWZOWTHEHBA Y P A X 9~10 ZF-TH I WA, ThED/hEWIHf XI5 &,

BF—7 v hOER

Bous+y MOFEAREELWL, "M2—-FFZA - V7R FRO7+ VEERATE S,
BapStoT+y VEZERTIESIR. TV A r—n (BEER) 7Y ¥ TEIICHRB S
NRVBEANVEEREITS, 742 FEAOERMEIZOWTIE., BRI VA RT—N - TY U F—
TXEOH I N_R—JFHRLTRTZENTE D, ERIEELZ DT HOITEIT S,

R—IDHE

FHEOR—JIFLETHEBZIC, MEOR—VHETREBZCREND LS, —VOREE2ED
WEBLAD, ZOEDRENRET PDF XEXRETIHC. MEROX—VOmET, REXIZ
RET B,
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R=TP AL B LV —T

~R—POHRBEEIE A4 FA X (210 x 297 mm) EFVF—FA X (85 x 119 WKEET D
EOERETII L, BEER, —BOREROLOA—UEHRBIL TR LB, FEARN
RN S I E—COEMIC TSR —YY (256em HE) ERITD, BEROMEOX—VOE
BiE BIAERCHEMOBE). LV ELOBFBEUHR—VIERTTHED, v—VViERZ
S hEARLEb IV (B 2.0cm BLE, AT 0.8cm BLE), Ny X LTy HERIT. v
VRICERIE NS DI LR ZRVR, MICFVBETHRPAL bR LORVWE I ICERT
5.

~AvFBIURTIVE

M4 75=2F0)F 4 LETIH, XEDTATDR-VINEERBFIHETEDL—ED
S HETIZT v EEDTBEIE L LTS, eCTD CHEAERIEOHEEZASICTEE
DOKED A ZEBRHEIN, TRNTHIXEOER—Y (~vFFRET7vF) B
RIFRHH I ENEDTHD BT, IENHRENEZHEC, BROXELER L TH
BB T388), —BERENFRNTLY CTD BEEX0L0MO A Z ERE BN EIT
VWV, XEO—MRHBLRAE FxE, RBRES NvFEF) THHTHD,

BYXEDY—R

FOXEEAX v L TR L PDF XF, —RCEFY —ALENLERINEBOLY
%5, Ax ¥ LEXBEHHICSL, ELEERNMREOTLDICXEZRRLELY o —o
—AFETBHIEBTERY, WEAHRIR. AF v LIEXEZERALRV,

PDF &6 L CEROER S E

PDF CEOER T, KOXELBELBBUTEIFEZRAVD L, MORE PDF DX
ERFLTHE I L BRIET A5, XEIX PDF B SHRE 52, TLMFIATE 20
XEOHEE, 2 Ca—FEELLHRFOVTATHHRTE IMBETAI Y THIL,
BEC, 77 ANV XEGIBTE L, UL 77 ANV X2 BETH L, 300dpi DFF
BETAZ YU TAERHERENE, 77ANVFAL RDENL, TVA R —ARHT—DE
BIEE Ly, Ax ¥ R8I, BRBE~OBY 7Y V7T L,

Bz &t PDF 77 A VEERT B & &3, BREF VI TALiani e, Uy
Yy X TCREOEBOLY 7 EARREES LV, PDF BRIZOWTIX, ST ORI HER
(lossless compression) DEAHMTEAND,

o« HI—BLUT LA Rr—AVEROTHEEMCIL, ZipFlate (1 S>OEHIT 2 SOLHNRSH
3) #EW3, REHFIZOV T Internet RFC 1950 8 X *RFC 1951 IKEEE STV 3
(hitp/iwww.ietf.org/rfc/rfc1950.txt)

o BEE®OTNERICIL, CCITT Groupd Fax EREH#ERT 5. REMcO VT
CCITT 4% T6 (1988) — [N —F 477 7 VI VEBIIMNTE 7773 - a—F
4V AF—ABIUa—F 4 7RI L LTHERED R TV,

FEXATEELHEOCEIX 300dpi YU LOBBETAX Y5, FEEATHIARICT S
DItEEA FTEL L, AF vy Y LEXBICEEXFUSN BFI2IE, BF) BEFLI5E
B, SHICEVREREENERSN, 600dpi AHEREND,
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BHEIZOWTIHL, 600dpi ORRMEE CEGEINGT 5, AREELRHTSHE. 8bit VA X
r—NEREERTA L, W —BELRHTHHEEIL, 24bit RGB EREBRE T &,
¥ v FF ¥ LEERIZES— R X r—Y 7 (Thbbh, 4PV 7)) Ehidani e,

LB EEN S T EEAX ¥ 752 L & L, ZOHE 600dpi, 8bit DI LA R
F—n&t5, ‘

Fay Z—HADT T 7 47 AL 300dpi TARAEXTENT A VENVERNTEX Y TF ¥ T 5,

BEKEY o N7 T 72 IXEEOERIT 300dpi TAX Yy 95, BREEFRIBHORERZR

NANR—FFAPN YU F U ITBICT I <w—7

NANR—FFAR Y I7BIVOTvr~w—2i%, PDF XEOFE S~ aremblsdsT
I =9I ThB, "MA—FERL - Y2k, BRORSHCEEY. FAOTIX MILY
BETE 5, .

— iz, BRNEXOXBIZHOWVWTIE, 2 Tok. M. HEY. ZothosE s L UH&E2S
BT, BRICRENEFERICHT AT v r~v—2 215, Ty r<v—27ik. BROKEV
RALIBFICLERY Z, Ty r7— 2 BXEOHRNRTES —2a VOTDITLATH D,
— AT, BEYEIRREY 2 NVOFERBRICT v I v— I REDLILIXFERATHD, 7
w7 w—7 OEBITEREEEEL L., BROEBBL LD v 7 <=—7 D V~VEERIT RV, bR
AEBMTAZ LI Ty 7~v— 0 BFLIODAR—ABYBELRD, 4 BEEZEXRVWHFEET
OFI A EHLRT 5,

TEAENEL, F—R—Y ECRVWERPEEE Y V3, BEIR. AR, RELZR~DON
A=Y EHERTHY, FEF—Ta v OpReMEEEDE, TARI FFATHTT7 4V
FEBE T BEBONA =Y 7 BRROBAER/NMNITERED, N =T - V7 &2
BT AESIE A EHATRE L, BEDRFATROV— T4 V7 Y 2BRTHIERSY
Vo, BEEERYBOXy NU—2 - = N—jlu— FIh=HBIIBE L 2< 25,

Ty g e— LA =Y I EBERT BBEIE, JERRED Inherit Zoom ¥ AT D, Zh
i, BEERROEDOR—VERBHBIZ, IMRVSABREDLLZ ER{KREND,

F o e— 0 FERLREPBALAREIENEDODVTDARRIA T L AEBRET DITHI> T,

HERU BRI L > TUEBBRREAREL TS, T _TDT v 72— #BL DX, BRICE-T
EHEVICLETETCEECAERTR oY, V=TT %D THH) BHCEELE
257, BELET LIV, BB, IT3TnT v rv—72BL A3, BE
EREIERLEFEIRTEIRLRVED, BEL @IV, £Z T, B
ﬁ%ﬁﬁﬁgoi5K7y97~7%§%féﬂ%%ﬁb\%@$%®&#fﬁﬁ%@i§
KOWT—BLET vy 7 —<— BB FOZ LRHERIND,

R—VEEIT

A DD LS IEXBOREOR—BEDOLLEL 2D, XBEROX—VEFLMNI, XEZEL
BB [R—VESHE BATLERRY, BFXEREDOTES— ML, £TOXEE PDF 77
ANDR—VEEBRALTHDB EEHTHD, INEERTHDITIL, XFBEORNDN—VF
B% 1LL, FRCBELETOR—Y (MRLBAEREEYAT) . TI7ETRF TERES %
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3B, #4 MAR=JPERN—VEIZ o —<EFEZES RV, TEEBSHFTORVAR—Y
(ZA PAR—DE) BRIV, ZOXICESMT T LY, XERROR—VES
£+ & Acrobat DB BT ER—EKTH LIRS,

= OBANCKT AM— OIS L, XEOVA XBKEV (FixiE, 100 MB 282 5%) HITH
BEANTWBEBATHEIN, 2 BEFERBHEDO T 7 AN BRFHIKTTEZ7ANH
LiEGEEEMITD,

XEERT 4 —NVF
BEORBEICNTALEFRT 4 — 1 FOHRTONT, #HIEV A ¥ A TRT,

F—F e HA4TaS Ry TR

T ANBRITEIBEOXEY 2—%F—F v - FA4T0T - Ry 7 ATRET S, PDF 771
NOBEFADE2—X TLBY &=V TRET S, T I=—7 BRVWEEIR, BIIOE 2—
BR—COBIIRETHI L, BABLOR—D - LA TY V2T 74NV e LTRET 5,

F2YT4

PDF Z 7 AN T BEX 2V FABREFRAART—FIZL2REIIEZDR, X2V T
4 - 74— R, BRI, XBICHTAER, TXFAMETT 7407 AOBR, BLUTERE
T —b o 74—V FOBMPEERTE DL LIICRET D

PDF X&DA VF v 7 1T
HAE, ICHHUIRIZBN T, XA VT v 7 AZAVDTERZ,

Acrobat 7F 74 »OFIA

BEEROERTRIIT T /A VR ERTAEIEI THHHE, YRS T 74 v DBMERD
B LIERESTHEI LD, BHEEEEOEEIC Adobe Acrobat TREINBZLUANDT T 7 A
VIELRWI EET S,

XML 7 7 A /&

XMLIE7—AV R U4 Koz« aryy—7 5 (World Wide Web Consortium: W3C) @

U—%Lvy c IA—FILVBERENT., WH~—27 7 v 78 (standard generalized

markup language: SGML), NA X—FF X b » =—27 7 v 7 &i# (hypertext markup

language: HTML) 72 ¥, Th¥ETO~Y—2 7 vy 7ERYHRRT D DICHRE S FHEERD
(nonproprietary) EaTH 5,

XML 77 A VAOERIE, A7 V=7 PELRERL LT 3BTRS TS, EFR
L. 1 >OEBREZBYT 5, FlxiE, BERIC eCTD BRTARBFL R T 5 EXDOARHIT
TR <applicant>THANEN B, ETOERBOALKIE< >E WV IFHRLREFT TS BN D,
XML XE Tk, ERELIL. ThERTHEROEMEERICE D, Thied 7T vI,
LENR-T XML 7 74 Tk, B F X <applicant>Worldwide Pharmaceuticals
Inc.</applicant>D & S i # 7} &b, BREOWMCH S | ORFIL. THVRFECHET
AEBROBRETHBIZ LEFRT,

XEOAE L XML TR &V ) — i @EmABSEh TWD, Lrl, RECHRE
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XML ##EERIERTAZLOREHBELTNS, 2D hb, MELHREE, Lo
BRLEO XML A TORBIZAMEE TIRBERS L TRV, KIEHNE & BEE 3
BRICBWTEOMOBREZFATHZ AR TA I M TE S CGLBEADRLR & 3R 5F]
BEEXSte), %0, BEENTRXEIC XML OfBE2HET 50 THIIE, EOHIROD
HEDL MR XML 7 7 AAESFARRO S LRV L 2B 5 X T, HIRORHEIXNE
AR THZ &,

BEEIC LY. XML T 2 S FOBERZEEMT 3 LR TES, ZhITE, 1 DOER
P OERNICARFITTRIE LY,

ERMCHET 5 EMERIIBE TREND, BERERBEOPZEIAK (") THATANSD,
BlziE, PHEELAVBEBTERINTVBEELRLEVES, ZOFREZBEE LTHMTE,
XML 7 7 A A TRKRO L S iR &b,

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

XML 7 7 A i, A2 F—F 9 b+ 75 9FDOA—FI Lo THRRSN, 75 7FRROED
DF. T+ b, BREOBRIIRAZANY— DT UFICEEINS,

XML OERM L BHEOLH, BLC XML BERXZEET5ZU2BC0ME. X3, #F#H
. %% (document type definition: DTD) &WH 7 7 A MIEFENSD, XML XFED DTD IZHEHL
LTRWESIZITZ 7 A VEBRBIICHAT I Z LB TERNY,

XML 7 7 4 VD5 3 fTiit, XML O —Ta v RAFANY—DFALTET FVA, BX
'DTD D4&BIET FLAE2ED D,

XML OIRICEET 2 8MERIT W3C DY =7 ¥4 + www.wdc.org IZREN TS,

SVG 7 714/

SVGIX XML C2RTENDT T 74 v 7 AEERTBODOER/TH D, SVG TiE, ~7 ¥ -
757497 0OFR BT, ERBIVCHBIOBRINDAR), BRBIVTFA IO
SEEOIF T4 IR -FTV=7 b efld, 77497 - FT V=7 M, FA—7fk
DA ZANHT, B, BLUBIERENTZZT V27 PEOERNBRFETHD, TFA b
. BEICELAEED XML X—ARAR—ZXTEY, ZHhICEY SVG 757 4 v 7 ADK
BT/ AOHMEREED, Bty X, ARTFIZAZ>7E#H (nested
transformation), 7V o ¥y « NRR, FPAT 7RI, TANVE—R, T v—F -
AT V=7 B I UHBRERE N 5,

SVG WEZFATFTIvITAVETIF AT THDB, SVG AD KX 2 AV b - FT V=)
b - =5 (DOM) (£ XML DOM #&te) 13227V 7 ML EEN T, ROR~7
B TFT 4o TR -T=RA—aVyEAICTD, SVG 7574y 7 - F7 V=7 MIIE,
onmouseover X onclick 2 FDBERA RV N NV FT—RBVETEHIIENTED, £
OHEBMEY  OY = TEEOERICLY, ALY/ R—YANT SVG BFL, Edx—
AAR—ZADMD XML BERIZH L, RABICRZ YV FT 4 v IR EOBBEERVWL I LRTE
59,

HEEICRIT 5 SVG oFIACE L T, RRYFE ARSI hy,

9 SVG IZf89 5 = DT#IX. w3c web ~2— http//www.w3c.org/graphics/svg X D F TV 5,
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£1¢%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

Version 1.0 - March 6, 2002
Version 3.0 - Sept 11, 2002
Version 3.0 - Oct 1, 2002
Version 3.0 - Oct 8, 2002
Version 3.1 - Nov 11, 2003
Version 3.2 - Nov 21, 2003

Changes in version 3.1
ID was changed to REQUIRED in the following four locations:
<IENTITY % att " ID ID #REQUIRED
xmllang CDATA #IMPLIED">

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

<!IELEMENT xref EMPTY>
<IATTLIST xref
1D ID #REQUIRED <attlist continues>

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

Changes in version 3.2

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

<IATTLIST m5-3-5'repofts-of'efﬁcacy-and-safety'studies
%att;
indication CDATA #REQUIRED

Since ID is only needed for files referenced in a LEAF, changed ID back to IMPLIED for:
<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>

End of changes
>
<IENTITY % att"ID ID #IMPLIED
xml:lang CDATA #IMPLIED">
<!-- -
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<!-- Top-level element -->
<I-- >
<IELEMENT ectdiectd (ml-administrative-information-and-prescribing-information?, m2-common-
technical-document-summaries?, m3-quality?, m4-nonclinical-study-reports?, mb5-clinical-study-
reports?)> :
<IATTLIST ectd:ectd

xmlnsectd CDATA #FIXED “http://www.ich.orglectd”

xmlnsixlink CDATA #FIXED “http://www.w3c.org/1999/xlink”

xml:lang CDATA#IMPLIED

dtd-version CDATA #FIXED “3.2”

>
<!-- -->
<!-- Leaf content -->
<1-- >
<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
xlinkactuate (onLoad | onRequest | other | none) #IMPLIED
xmllang CDATA #IMPLIED

>
<IELEMENT title #PCDATA)>
<!ATTLIST title
ID ID #IMPLIED
>
<IELEMENT link-text #PCDATA | xref)*>
<IATTLIST link-text
ID ID #IMPLIED
>
<IELEMENT xref EMPTY>
<IATTLIST xref
ID ID #REQUIRED
xmins: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)+)>
<IATTLIST node-extension
ID ID #IMPLIED
xml:lang CDATA #IMPLIED
>
<i-- -->
<1-- CTD Backbone structures -->
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<!-- >
<IELEMENT m1-administrative-information-and-prescribing-information (leaf*)>
<IATTLIST m1-administrative-information-and-prescribing-information

%att;

>
<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

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

%att;
>
<IELEMENT 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?)>
<IATTLIST m2-3-quality-overall-summary

%att;
>
<IELEMENT m2-3-introduction ((leaf | node-extension)*)>
<IATTLIST m2-3-introduction

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

%att; .

substance CDATA #REQUIRE

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

%att;

product-name CDATA #IMPLIED

dosageform CDATA #IMPLIED

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

%att,
>
<ELEMENT m2-3-r-regional-information ((leaf | node-extension)*)>
<IATTLIST m2-3-r-regional-information

%att,
>
<IELEMENT m2-4-nonclinical-overview ((leaf | node-extension)*)>
<IATTLIST m2-4-nonclinical-overview

Y%att;
>
<ELEMENT m2-5-clinical-overview ((leaf | node-extension)*)>
<IATTLIST m2-5-clinical-overview

%att;
>
<IELEMENT m2-6-nonclinical-written-and-tabulated-summaries (leaf*, m2-6-1-introduction?, m2-6-2-
pharmacology-written-summary?, m2-6-3-pharmacology-tabulated-summary?, m2-6-4-
pharmacokinetics-written-summary?, m2-6-5-pharmacokinetics-tabulated-summary?, m2-6-6-

toxicology-written-summary?, m2-6-7-to:dcology-tabulated'summary?)>
<ATTLIST m2-6-nonclinical-written-and-tabulated-summaries
Y%att,
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>
<IELEMENT m2-6-1-introduction ((leaf | node-extension)*)>
<IATTLIST m2-6-1-introduction
%att;
>
<IELEMENT m2-6-2-pharmacology-written-summary ((leaf | node-extension)*)>
<!IATTLIST m2-6-2-pharmacology-written-summary
%att;
>
<IELEMENT m2-6-3-pharmacology-tabulated-summary {((leaf | node-extension)*)>
<!ATTLIST m2-6-3-pharmacology-tabulated-summary
%att;
>
<IELEMENT m2-6-4-pharmacokinetics-written-summary {(leaf | node-extension)*)>
<!ATTLIST m2-6-4-pharmacokinetics-written-summary
%att;
S .
<IELEMENT m2-6-5-pharmacokinetics-tabulated-summary ((leaf | node-extension)*)>
<IATTLIST m2-6-5-pharmacokinetics-tabulated-summary
%att;
>
<IELEMENT m2-6-6-toxicology-written-summary ((leaf | node-extension)*)>
<IATTLIST m2-6-6-toxicology-written-summary
%att;
>
<IELEMENT m2-6-7-toxicology-tabulated-summary ((leaf | node-extension)*)>
<IATTLIST m2-6-7-toxicology-tabulated-summary
Y%att;
>
<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
%att,
> .
<IELEMENT 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
%att,
>
<IELEMENT m2-7-2-summary-of-clinical-pharmacology-studies ((leaf | node-extension)*)>
<IATTLIST m2-7-2-summary-of-clinical-pharmacology-studies
%att;
>
<IELEMENT m2-7-3-summary-of-clinical-efficacy ((leaf | node-extension)*)>
<!ATTLIST m2-7-3-summary-of-clinical-efficacy
%att,
indication CDATA#REQUIRED
>
<IELEMENT m2-7-4-summary-of-clinical-safety ((leaf | node-extension)*)>
<IATTLIST m2-7-4-summary-of-clinical-safety
%att;
>
<!IELEMENT m2-7-5-literature-references ((leaf | node-extension)*)>
<IATTLIST m2-7-5-literature-references
%att,
>

<!ELEMENT m2-7-6-synopses-of-individual-studies ((leaf | node-extension)*)>
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<!ATTLIST m2-7-6-synopses-of-individual-studies
%att;
>
<IELEMENT m3-quality (leaf*, m3-2-body-of-data?, m3-3-literature-references?)>
<!ATTLIST m3-quality
%att;
>
<IELEMENT m3-2-body-of-data (leaf*, m83-2-s-drug-substance*, m3-2-p-drug-product®, m3-2-a-
appendices?, m3-2-r-regional-information?)>
<IATTLIST m3-2-body-of-data
%att;
>
<IELEMENT m3-2-s-drug-substance (leaf, m3-2-s-1-general-information?, m3-2-s-2-manufacture?,
m3-2-s-3-characterisation?, m3-2-s-4-control-of-drug-substance?, m3-2-s-5-reference-standards-ox-
materials?, m3-2-s-6-container-closure-system?, m3-2-s-7-stability?)>
<!IATTLIST m3-2-s-drug-substance
%att;
substance CDATA #REQUIRED
manufacturer CDATA #REQUIRED
>
<IELEMENT m3-2-s-1-general-information (leaf*, m3-2-s-1-1-nomenclature?, m3-2-s-1-2-structure?,
m3-2-s-1-3-general-properties?)>
<IATTLIST m3-2-s-1-general-information
%att,
>
<IELEMENT m3-2-s-1-1-nomenclature ((leaf | node-extension)*)>
<IATTLIST m3-2-s-1-1-nomenclature
Y%att;
>
<IELEMENT m3-2-s-1-2-structure ((leaf | node-extension)*)>
<!ATTLIST m3-2-s-1-2-structure
%att;
>
<IELEMENT m3-2-s-1-3-general-properties ((leaf | node-extension)*)>
<IATTLIST m3-2-s-1-3-general-properties
Y%att;
>
<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?, m3-2-5-2-6-
manufacturing-process-development?)>
<IATTLIST m3-2-s-2-manufacture
%att;
>
<IELEMENT m3-2-s-2-1-manufacturer ((leaf | node-extension)*)>
<!IATTLIST m3-2-s-2-1-manufacturer
%att;
>
<IELEMENT m3-2-s-2-2-description-of-manufacturing-process-and-process-controls ((leaf | node-
extension)*)>
<IATTLIST m3-2-s-2-2-description-of-manufacturing-process-and-process-controls
%att;
>
<IELEMENT m3-2-s-2-3-control-of-materials ((leaf | node-extension)*)>
<IATTLIST m3-2-5-2-3-control-of-materials
%att;
>
<IELEMENT m3-2-s-2-4-controls-of-critical-steps-and-intermediates {(leaf | node-extension)*)>
<IATTLIST m3-2-s-2-4-controls-of-critical-steps-and-intermediates
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%att;
>
<IELEMENT m3-2-s-2-5-process-validation-and-or-evaluation ((leaf | node-extension)*)>
<IATTLIST m3-2-s-2-5-process-validation-and-or-evaluation
%att;
>
<IELEMENT m3-2-s-2-6-manufacturing-process-development ((leaf | node-extension)*)>
<IATTLIST m3-2-s-2-6-manufacturing-process-development
%att;
> )
<IELEMENT m3-2-s-3-characterisation (leaf*, m3-2-s-3-1-elucidation-of-structure-and-other-
characteristics?, m3-2-s-3-2-impurities?)> ’
<IATTLIST m3-2-s-3-characterisation
%att;
>
<IELEMENT m3-2-s-3-1-elucidation-of-structure-and-other-characteristics ((leaf | node-extension)*)>
<IATTLIST m3-2-s-3-1-elucidation-of-structure-and-other-characteristics
%att;
>
<IELEMENT m3-2-s-3-2-impurities ((leaf | node-extension)*)>
<IATTLIST m3-2-s-3-2-impurities
%att,
>
<IELEMENT 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?)> :
<IATTLIST m3-2-s-4-control-of-drug-substance
%att;
>
<IELEMENT m3-2-s-4-1-specification ((leaf | node-extension)*)>
<IATTLIST m3-2-s-4-1-specification
Y%att;
>
<IELEMENT m3-2-s-4-2-analytical-procedures ((leaf | node-extension)*)>
<IATTLIST m3-2-s-4-2-analytical-procedures
%att,
>
<IELEMENT m3-2-s-4-3-validation-of-analytical-procedures ((leaf | node-extension)*)>
<IATTLIST m3-2-s-4-3-validation-of-analytical-procedures
%att;
N .
<IELEMENT m3-2-s-4-4-batch-analyses ((leaf | node-extension)*)>
<IATTLIST m3-2-s-4-4-batch-analyses
%att;
>
<IELEMENT m3-2-s-4-5-justification-of-specification ((leaf | node-extension)*)>
<IATTLIST m3-2-s-4-5-justification-of-specification
%att;
>
<IELEMENT m3-2-s-5-reference-standards-or-materials ((leaf | node-extension)*)>
<IATTLIST m3-2-s-5-reference-standards-or-materials
%att;
>
<IELEMENT m3-2-s-6-container-closure-system ((leaf | node-extension)*)>
<IATTLIST m3-2-s-6-container-closure-system
%att;
> .
<IELEMENT 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?)>
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<!ATTLIST m3-2-s-7-stability
%att;
>
<IELEMENT m3-2-s-7-1-stability-summary-and-conclusions ((leaf | node- exbenswn)*)>
<IATTLIST m3-2-s-7-1-stability-summary-and-conclusions
%atty
>
<IELEMENT m3-2-s-7-2-post-approval-stability-protocol-and-stability-commitment ((eaf | node-
extension)*)>
<IATTLIST m3-2-s-7-2-post-approval-stability-protocol- and stability-commitment
%att;
S .
<IELEMENT m3-2-s-7-3-stability-data ((leaf | node-extension)*)>
<IATTLIST m3-2-s-7-3-stability-data
%att;
> .
<IELEMENT m3-2-p-drug-product (leaf*, m3-2-p-1-description-and-composition-of-the-drug- product?,
m3-2-p-2-pharmaceutical-development?, m3-2-p-3-manufacture?, m3-2-p- 4-control-of-excipients*, m3-2-
p-5-control-of-drug-product?, m3-2-p-6-reference-standards- or-materials?, m3-2-p-7-container-closure--
system?, m3-2-p-8-stability?)>
<IATTLIST m3-2-p-drug-product
%att,
product-name CDATA #IMPLIED
dosageform CDATA #IMPLIED
manufacturer CDATA #IMPLIED
>
<IELEMENT m3-2-p-1-description-and-composition-of-the-drug-product ((leaf | node-extension)*)>
<IATTLIST m3-2-p-1-description-and-composition-of-the-drug-product
%att;
>
<IELEMENT m3-2-p-2-pharmaceutical-development ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-2-pharmaceutical-development
Y%att;
>
<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
%att;
>
<IELEMENT m3-2-p-3-1-manufacturers ((leaf | node- extensmn)*)>
<IATTLIST m3-2-p-3-1-manufacturers
Y%att;
>
<IELEMENT m3-2-p-3-2-batch-formula ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-3-2-batch-formula
Y%att;
> .
<IELEMENT m3-2-p-3-3-description-of-manufacturing-process-and-process-controls ((eaf | node-
extension)*)>
<IATTLIST m3-2-p-3-3-description-of manufacturing-process-and-process-controls
%att;
>
<IELEMENT m3-2-p-3-4-controls-of-critical-steps-and-intermediates ((leaf | node-extension)*)>
<IATTLIST m3-2-p-3-4-controls-of-critical-steps-and-intermediates
%att;
>
<IELEMENT m3-2-p-3-5-process-validation-and-or-evaluation ((leaf | node-extension)*)>
<IATTLIST m3-2-p-3-5-process-validation-and-or-evaluation
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%att;
>
<IELEMENT m3-2-p-4-control-of-excipients (leaf*, m3-2-p-4-1-specifications?, m3-2-p-4-2-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?)>
<IATTLIST m3-2-p-4-control-of-excipients
Y%att;
excipient CDATA #IMPLIED
>
<!ELEMENT m3-2-p-4- 1-specifications ((leaf | node-extension)*)>
<IATTLIST m3-2-p-4-1-specifications
%att,
>
<IELEMENT m3-2-p-4-2-analytical-procedures ({(leaf | node-extension)*)>
<tATTLIST m3-2-p-4-2-analytical-procedures
%att,
>
<IELEMENT m3-2-p-4-3-validation-of-analytical-procedures ((leaf | node-extension)*)>
<IATTLIST m3-2-p-4-3-validation-of-analytical-procedures
Y%att;
>
<IELEMENT m3-2-p-4-4-justification-of-specifications ((leaf | node-extension)*)>
<IATTLIST m3-2-p-4-4-justification-of-specifications :
%att,
>
<ELEMENT m3-2-p-4-5-excipients-of-human-or-animal-origin ((leaf | node-extension)*)>
<IATTLIST m3-2-p-4-5-excipients-of-human-or-animal-origin
%att;
> .
<IELEMENT m3-2-p-4-6-novel-excipients ((leaf | node-extension)*)>
<IATTLIST m3-2-p-4-6-novel-excipients
%att,
>
<IELEMENT 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?)>
<IATTLIST m3-2-p-5-control-of-drug-product
%att,
> .
<IELEMENT m3-2-p-5-1-specifications ((leaf | node-extension)*)>
<IATTLIST m3-2-p-5-1-specifications
Y%att;
>
<IELEMENT m3-2-p-5-2-analytical-procedures ((leaf | node-extension)*)>
<IATTLIST m3-2-p-5-2-analytical-procedures
%att,
>
<IELEMENT m3-2-p-5-3-validation-of-analytical-procedures ((leaf | node-extension)*)>
<IATTLIST m3-2-p-5-3-validation-of-analytical-procedures
%att;
> R
<IELEMENT m3-2-p-5-4-batch-analyses ((leaf | node-extension)*)>
<IATTLIST m3-2-p-5-4-batch-analyses
%att;
>
<IELEMENT m3-2-p-5-5-characterisation-of-impurities ((leaf | node-extension)*)>
<IATTLIST m3-2-p-5-5-characterisation-of-impurities
%att; .
>
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<IELEMENT m3-2-p-5-6-justification-of-specifications ((leaf | node-extension)*)>
<IATTLIST m3-2-p-5-6-justification-of-specifications
%att;
>
<IELEMENT m3-2-p-6-reference-standards-or-materials ((leaf | node-extension)*)>
<IATTLIST m3-2-p-6-reference-standards-or-materials
%att;
>
<IELEMENT m3-2-p-7-container-closure-system ((leaf | node-extension)*)>
<IATTLIST m3-2-p-7-container-closure-system
%atts
>
<IELEMENT 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?>
<!ATTLIST m3-2-p-8-stability
Y%att;
>
<IELEMENT m3-2-p-8-1-stability-summary-and-conclusion ((leaf | node-extension)*)>
<IATTLIST m3-2-p-8-1-stability-summary-and-conclusion
%att;
>
<IELEMENT m3-2-p-8-2-post-approval-stability-protocol-and-stability-commitment ((eaf | node-
extension)*)>
<IATTLIST m3-2-p-8-2-post-approval-stability-protocol-and-stability-commitment
%att,
>
<IELEMENT m3-2-p-8-3-stability-data ((leaf | node-extension)*)>
<!ATTLIST m3-2-p-8-3-stability-data
Y%att;
>
<IELEMENT m3-2-a-appendices (leaf*, m3-2-a-1-facilities-and-equipment*, m3-2-a-2-adventitious-
agents-safety-evaluation*, m3-2-a-3-excipients?)>
<IATTLIST m3-2-a-appendices
%att,
>
<IELEMENT m3-2-a-1-facilities-and-equipment ((leaf | node-extension)*)>
<IATTLIST m3-2-a-1-facilities-and-equipment
%att;
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)*)>
<IATTLIST m3-2-a-2-adventitious-agents-safety-evaluation
%att;
manufacturer CDATA #IMPLIED
substance CDATA #IMPLIED
dosageform CDATA #IMPLIED
product-name CDATA #IMPLIED
>
<IELEMENT m3-2-a-3-excipients ((leaf | node-extension)*)>
<!ATTLIST m3-2-a-3-excipients
%att;
>
<IELEMENT m3-2-rregional-information ((leaf | node-extension)*)>
<!ATTLIST m3-2-r-regional-information
%att;
>
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<IELEMENT m3-3-literature-references ((leaf | node-extension)*)>
<IATTLIST m3-3-literature-references
%att;
>
<IELEMENT m4-nonclinical-study-reports (leaf*, m4-2-study-reports?, m4-3-literature-references?)>
<!ATTLIST m4-nonclinical-study-reports
%att;
>
<IELEMENT m4-2-study-reports (leaf*, m4-2-1-pharmacology?, m4-2-2-pharmacokinetics?, m4-2-3-
toxicology?)> :
<IATTLIST m4-2-study-reports
%att;
>
<IELEMENT 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
%att;
>
<IELEMENT m4-2-1-1-primary-pharmacodynamics ((leaf | node-extension)*)>
<!ATTLIST m4-2-1-1-primary-pharmacodynamics
Y%att,
>
<IELEMENT m4-2-1-2-secondary-pharmacodynamics ((leaf | node-extension)*)>
<IATTLIST m4-2-1-2-secondary-pharmacodynamics
%att;
>
<IELEMENT m4-2-1-3-safety-pharmacology ((leaf | node-extension)*)>
<IATTLIST m4-2-1-3-safety-pharmacology
Yatt;
>
<IELEMENT m4-2-1-4-pharmacodynamic-drug-interactions ((leaf | node-extension)*)>
<!ATTLIST m4-2-1-4-pharmacodynamic-drug-interactions
%att,
>
<IELEMENT m4-2-2-pharmacokinetics (leaf, md4-2-2-1-analytical-methods-and-validation-reports?,
md-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?)>
<IATTLIST m4-2-2-pharmacockinetics
%att;
>
<IELEMENT m4-2-2-1-analytical-methods-and-validation-reports ((leaf | node-extension)*)>
<IATTLIST m4-2-2-1-analytical-methods-and-validation-reports
Y%att;
>
<IELEMENT m4-2-2-2-absorption ((leaf | node-extension)*)>
<!ATTLIST m4-2-2-2-absorption
%att,
S .
<IELEMENT m4-2-2-3-distribution ((leaf | node-extension)*)>
<tATTLIST m4-2-2-3-distribution
%att,
>
<IELEMENT m4-2-2-4-metabolism ((leaf | node-extension)*)>
<IATTLIST m4-2-2-4-metabolism
%att;
>
<IELEMENT m4-2-2-5-excretion ((leaf | node-extension)*)>
<IATTLIST m4-2-2-5-excretion
%att;
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>
<IELEMENT m4-2-2-6-pharmacokinetic-drug-interactions ((leaf | node-extension)*)>
<!ATTLIST m4-2-2-6-pharmacokinetic-drug-interactions
Y%att;
>
<!IELEMENT m4-2-2-7-other-pharmacokinetic-studies ((leaf | node-extension)*)>
<!ATTLIST m4-2-2-7-other-pharmacokinetic-studies
%att;
>
<IELEMENT 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?)>
<IATTLIST m4-2-3-toxicology
%att,
>
<IELEMENT m4-2-3-1-single-dose-toxicity ((leaf | node-extension)*)>
<!ATTLIST m4-2-3-1-single-dose-toxicity
%att,;
> .
<IELEMENT m4-2-3-2-repeat-dose-toxicity ((leaf | node-extension)*)>
<IATTLIST m4-2-3-2-repeat-dose-toxicity
%att;
>
<IELEMENT 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
%att;
>
<!ELEMENT m4-2-3-3-1-in-vitro ((leaf | node-extension)*)>
<!ATTLIST m4-2-3-3-1-in-vitro
%att;
>
<IELEMENT m4-2-3-3-2-in-vivo ((leaf | node-extension)*)>
<!ATTLIST m4-2-3-3-2-in-vivo
%att;
>
<IELEMENT 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?)>
<!ATTLIST m4-2-3-4-carcinogenicity
%att;
>
<IELEMENT m4-2-3-4-1-long-term-studies ((leaf | node-extension)*)>
<IATTLIST m4-2-3-4-1-long-term-studies
%att:
>
<IELEMENT m4-2-3-4-2-short-or-medium-term-studies ((leaf | node-extension)*)>
<IATTLIST m4-2-3-4-2-short-or-medium-term-studies
Y%att;
>
<IELEMENT m4-2-3-4-3-other-studies ((leaf | node-extension)*)>
<!ATTLIST m4-2-3-4-3-other-studies
%att;
>
<IELEMENT 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
%att,
>
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<IELEMENT m4-2-3-5-1-fertility-and-early-embryonic-development (Qeaf | node-extension)*)>
<IATTLIST m4-2-3-5-1-fertility-and-early-embryonic-development
%att;
>
<ELEMENT m4-2-3-5-2-embryo-fetal-development ((leaf | node-extension)*)>
<IATTLIST m4-2-3-5-2-embryo-fetal-development
%att;
>
<IELEMENT m4-2-3-5-3-prenatal-and-postnatal-development-including-maternal-function ((Jeaf |
node-extension)*)> .
<IATTLIST m4-2-3-5-3-prenatal-and-postnatal-development-including-maternal-function
%att;
>
<IELEMENT m4-2-3-5-4-studies-in-which-the-offspring-juvenile-animals-are-dosed-and-or-further-
evaluated ((leaf | node-extension)*)>
<!IATTLIST m4-2-3-5-4-studies-in-which-the-offspring-juvenile-animals-are-dosed-and-or-further-
evaluated
%att;
>
<IELEMENT m4-2-3-6-local-tolerance ((leaf | node-extension)*)>
<!ATTLIST m4-2-3-6-local-tolerance
Y%att;
>
<IELEMENT m4-2-3-7-other-toxicity-studies (eaf*, m4-2-3-7-1-antigenicity?, m4-2-3-7-2-
immunotoxicity?, md4-2-3-7-3-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?> )
<IATTLIST m4-2-3-7-other-toxicity-studies
%att;
> v
<IELEMENT m4-2-3-7-1-antigenicity ((leaf | node-extension)*)>
<!ATTLIST m4-2-3-7-1-antigenicity
%att;
>
<IELEMENT m4-2-3-7-2-immunotoxicity ((eaf | node-extension)*)>
<IATTLIST m4-2-3-7-2-immunotoxicity
%att;
>
<ELEMENT m4-2-3-7-3-mechanistic-studies ((leaf | node-extension)*)>
<IATTLIST m4-2-3-7-3-mechanistic-studies
Y%att;
>
<ELEMENT m4-2-3-7-4-dependence ((leaf | node-extension)*)>
<IATTLIST m4-2-3-7-4-dependence
Y%att;
>
<IELEMENT m4-2-3-7-5-metabolites ((leaf | node-extension)*)>
<IATTLIST m4-2-3-7-5-metabolites
%att;
>
<IELEMENT m4-2-3-7-6-impurities ((leaf | node-extension)*)>
<IATTLIST m4-2-3-7-6-impurities
%att,
>
<IELEMENT m4-2-3-7-7-other ((leaf | node-extension)*)>
<IATTLIST m4-2-3-7-7-other
%att;
>
<IELEMENT m4-3-literature-references {(leaf | node-extension)*)>
<!ATTLIST m4-3-literature-references
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%att;
>
<IELEMENT m5-clinical-study-reports (leaf*, m5-2-tabular-listing-of-all-clinical-studies?, mb5-3-
clinical-study-reports?, m5'_4-literature'references?)> '
<IATTLIST mb-clinical-study-reports
%att;
>
<!ELEMENT m5-2-tabular-listing-of-all-clinical-studies ((leaf | node-extension)*)>
<!ATTLIST m5-2-tabular-listing-of-all-clinical-studies

%att;
>
<!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?)>

<!ATTLIST m5-3-clinical-study-reports

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

study-reports?, m5-3- 1-4-reports-of-bioanalytical-and-analytical-methods-for-human-studies?)>
<IATTLIST m5-3-1-reports-of-biopharmaceutic-studies
%att;
> .
<IELEMENT m5-3-1-1-bioavailability-study-reports ((leaf | node-extension)*)>
<IATTLIST m5-3-1-1-bioavailability-study-reports
%att;
>
<IELEMENT m5-3-1-2-comparative-ba-and-bioequivalence-study-reports {((leaf | node-extension)*)>
<IATTLIST m5-3-1-2-comparative-ba-and-bicequivalence-study-reports
%att;
>
<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
%att;
>
<!IELEMENT mb5-3-1-4-reports-of-bicanalytical-and-analytical-methods-for-human-studies ((Qeaf |
node-extension)*)>
<!ATTLIST m5-3-1-4-reports-of-bioanalytical-and-analytical-methods-for-human-studies
%att;
>
<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?)>
<!ATTLIST m5-3-2-reports-of-studies-pertinent-to-pharmacokinetics-using-human-biomaterials
%att; .
>
<IELEMENT m5-3-2-1-plasma-protein-binding-study-reports ((leaf | node-extension)*)>
<!ATTLIST m5-3-2-1-plasma-protein-binding-study-reports
%att;
>
<IELEMENT m5-3-2-2-reports-of-hepatic-metabolism-and-drug-interaction-studies ((leaf | node-
extension)*)> .
<IATTLIST mb5-3-2-2-reports-of-hepatic-metabolism-and-drug-interaction-studies
%att,
>
<IELEMENT 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
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%att;
>
<IELEMENT 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?,
mb5-3-3-3-intrinsic-factor-pk-study-reports?,  mb5-3-3-4-extrinsic-factor-pk-study-reports?, = m5-3-3-5-
population-pk-study-reports?)>
<IATTLIST m5-3-3-reports-of-human-pharmacokinetics-pk-studies

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

<IELEMENT m5-3-3-2-patient-pk-and-initial-tolerability-study-reports ((leaf | node-extension)*)>
<!ATTLIST m5-3-3-2-patient-pk-and-initial-tolerability-study-reports
Y%att;
>
<IELEMENT m5-3-3-3-intrinsic-factor-pk-study-reports ((leaf | node-extension)*)>
<!ATTLIST m5-3-3-3-intrinsic-factor-pk-study-reports
%att;
>
<IELEMENT m5-3-3-4-extrinsic-factor-pk-study-reports ((leaf | node-extension)*)>
<!ATTLIST mb5-3-3-4-extrinsic-factor-pk-study-reports
%att;
>
<IELEMENT m5-3-3-5-population-pk-study-reports ((leaf | node-extension)*)>
<IATTLIST m5-3-3-5-population-pk-study-reports
%att;
>
<IELEMENT m5-3-4-reports-of-human-pharmacodynamics-pd-studies {(leaf*, m5-3-4-1-healthy-subject-
pd-and-pk-pd-study-reports?, m5-3-4-2-patient-pd-and-pk-pd-study-reports?)>
<!ATTLIST m5-3-4-reports-of-human-pharmacodynamics-pd-studies
%att;
>
<IELEMENT m5-3-4-1-healthy-subject-pd-and-pk-pd-study-reports ((leaf | node-extension)*)>
<IATTLIST m5-3-4-1-healthy-subject-pd-and-pk-pd-study-reports
%att;
>
<IELEMENT m5-3-4-2-patient-pd-and-pk-pd-study-reports ((leaf | node-extension)*)>
<!ATTLIST m5-3-4-2-patient-pd-and-pk-pd-study-reports
%att;
>
<IELEMENT m5-3-5-reports-of-efficacy-and-safety-studies (leaf*, m5-3-5-1-study-reports-of-controlled-
clinical-studies-pertinent-to-the-claimed-indication?, = m5-3-5-2-study-reports-of-uncontrolled-clinical-
studies?, mb5-3-5-3-reports-of-analyses-of-data-from-more-than-one-study?, m5-3-5-4-other-study-
reports?)>
<!ATTLIST m5-3-5-reports-of-efficacy-and-safety-studies
%att;
indication CDATA #REQUIRED
>
<IELEMENT mb5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the-claimed-indication
(Qeaf | node-extension)*)> ,
<IATTLIST m5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the-claimed-indication
%att;
>
<IELEMENT m5-3-5-2-study-reports-of-uncontrolled-clinical-studies ((leaf | node-extension)*)>
<IATTLIST m5-3-5-2-study-reports-of-uncontrolled-clinical-studies
%att;
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>
<IELEMENT  m5-3-5-3-reports-of-analyses-of-data-from-more-than-one-study  ((leaf
extension)*)>
<!ATTLIST m5-3-5-3-reports-of-analyses-of-data-from-more-than-one-study
%att;
>
<IELEMENT m5-3-5-4-other-study-reports ((leaf | node-extension)*)>
<!ATTLIST m5-3-5-4-other-study-reports
%att;
>
<IELEMENT m5-3-6-reports-of-postmarketing-experience ((leaf | node-extension)*)>
<!ATTLIST m5-3-6-reports-of- postmarketing-experience
%att,
>

<!IELEMENT m5-3-7-case-report-forms-and-individual-patient-listings ((leaf | node-extension)*)>

<IATTLIST m5-3-7-case-report-forms-and-individual-patient-listings
%att,
> .
<IELEMENT m5-4-literature-references ((leaf | node-extension)*)>
<!ATTLIST mb5-4-literature-references
%att;
>
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