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LTBLZE, BREDETF 77 ML B 1SIBEICEDD I L,
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FIERE RO L TEEFERTDH L,
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TEEEEL, MEELYRETDHL,

46 TrFAIDIERE
) — 277 7 A V% PDF B3 O Microsoft Office B D 7.7 £ MR T T3
VERECTGAIE. FANCEELYRICHR T 2 &,

47 BERBEEDOY—IIT7F7AILIZDONT

471 EH-BR
HER—BRD 7 7 A WIEKILPDF B LT 583, FEEZAT O L CHLBLHW S5
&, Microsoft Excel ENE TORBEHIRRKDDZENRHD, ZDHFE. + CICEH
L7ZZPDF 77 ANERIBREZFENN—BIEDILEIT VD, BEXDO T 7 4 L H
THNEDOFEBRE LRV &,

472 HIFEH-B
AT EE—E1X. PDF Bz O Excel JTE THRH T 5 2 &, Excel B TO—&EFIER
WHTe>TE, 7—FDY— FROHEAFREE 25 X 512, LLTFTOEBZ 1 {TiICIL®
ZRCle
BfTER—EROEA -
l. BT ERES
2. ZA b
3. BFE
4. BRI N HAR
5. RERFESR ST



WA (EPY, M)
B
FHERE - SERHOT
T — SR A

R RS

473 XEHFE (B)
AEEHEE (F) (L FDHFEY 7 Mo Shi-i5#% PDF B CHRMAT 5 2 &,

474 BEIZERSHAE-EHORIEL
V=77 740% PDFER & T HHA. eCTD DAARICAl - - EFEE % {Epk+ 5 =
Lo B, B3I, B4, FESWIRMNTIBEELED S B, ERL 184F 3 A LIS
AEE L LT CisfER S o BB, FIFAREChIE, AERERICT Lzt
HDPDF (AFx %=X VEERLI=PDF %) ThH-oTh, eCTDICEHTELE %
e, JFRRNE LT, TRUBIER S A EEHIBI L Tk, EF 7 7 A 55 PDF 7 7
AN (TH X K PDF) Z2Epi+52 &,

5. JANLEFHERIZEET HEE

51 HEFXT7ALTHEE BREH - eCTD BRI %2, 4. 6
eCTDBENIE [T A L2 b U (7404 ) SERBIIEL XN HEBRARECH S,
AERBEETIE (D40 ¥ ] THEEE—T5,
BEAT + N FHEREL eCTD BH M8 4 ICESEIERT B 2 L BB R T 4 L XK
IXICH-M2 &LV leCTD 77 L— | ¢ LTHREBEEINEZDT, R IAEW,
7 AN FBFRNIRA] eCTD 3@ {1 4 IS HLT B, BEE B EA ER T
TAPIILU T OL—MZESEERTE 2 L,

5.1.1 FyTLRIL - THILES BIREHT : eCTD @5 14 6
HEEHEIL, BEYRPLHLNUDRITIND eCTD SHEES F v P L~UL - 74
NEHETHIE, 2B eCTD ZTEBIILERMORIETER SHMATLY . HERE
DIZHDHEFEZITV, eCTD ZNEBREFOFHEEXAITH L, “OFEXICEAL TR
GlEZSES o ar
512 BmMm7+.L4
G| Bk, HFERRREEL NIRRT MEE L 2T AL TOEY 7 41
ZEERL L. ®hisd B L,
51.2.1 EH—ERXRIAILE

CTD #H TIZLL T ORI —ERE UK ZE SED [53.7. BEFT — & —E3 % UEH|
RLEK) KB TRHET D & & oTuvs,

-5



1) FEREDORIL 2> - FELRRARR CEERGEMED R D AEF|—
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W AEFT — X BT Dstudy id fiss lise] 7 + NV F L R—DLFRET A L,

5123 S18AI4ALY BRER : B2
mlfp 7 A /VHEUTICUEITIE U7 45 2 ERT 5 2 LIZELE AR,

6. XML A > RE VRERICEHTHEER BB : cCTD @5 (182, 6, 8

6.1 eCTD A v AR URERICHT 2 BEEIE

6.1.1 Node Extension SBEEP - eCTD @ 18 6
J2R & LT Node Extension i3fEH L72vy, 7272 L. ®IGSEREZR FEEAMIZ 2V 41T
FEYPICEINIFERO I 2FEHTAH L TELX 220,

62 Fv¥IFH484—Ta—FK BREFT . eCTD BAE {16k 2
X¥x¥ 7/ —xra—F (XFa—F) OF—XETFICCESRET 57 DI00E
THD, 7 Unicode UTF-8 Z{FHT 5= &,



63 H1HOA R VRAHNETICHT 2BEFIE BT : cCTD @50 15k 6
eCTD @A {16k 6 12 [E 4 DRHICH VT, HUBITE XML Ny 7 R—r T 7 A L%
BRIV —TERDOARL—2 3 VEMIZEID Tnew) Thd, | L OTEHERH DR,
B 1 MONBEERTHHEIL 183 DAL —va VB LREICRVES =& b
L. eCTD A Y RAZ LV AMBBE 1 DAV RAZ VA BBTAY —TEEDOF L —
a3 VBMEIL Treplace) &4 52 &,

7. RHICET 5318
71 RIFTEL (Rbk. SHERER

7.1.1 R %
T =t xA AT LEN LT eCTD BRI ERET BHEIL, BT FE2 B0
THZE, V= bU=A VAT LRERETICHEET HHAIL. CTD GhH % EELE
FHSSRAEEICIER T 2 b,

712  B4ARER
F—bUxA VAT LENLT CTD BEARIHSNEHE, EXLERISSERAH
BIIVANAF = v 7 RONRY F— 3 o OETR, SRAGOHWEELY ¥ — R«
A VAT DEN L THEEICERT D, ¥'— U =d VAT AR EREPICRIE SR
BAE, EESEFSBEAMEITRHNER LR L, SHARETH D LM S L8
B, eCTD Al AN— L& —OHHAMRICZEE 243, .
MEEE T, = b Y= A VAT KB LI ZE AR OB UL A % b o T 55
BRARINELO LTS,

72  RHEE
F—= b0 xA VAT LEERETICRIET S84, BRHEETFEET. BEEIE LT
CD-R/RW, DVD—RAM/R/RW XX PCMCIA Type2 #— K (IW—FF 4RI AF Y&
DOFRLEEE) &5, Flo, 14AMB KBOBAEIIFDICLABRHTHLELX 22\, £
OMOBERIZ L M E2HRLET 25410, BHEACENCER TS 2 &,
RETDEFEEIZE, BT HOOUTONEEZTE LT A2 55,
MIFEERR T 5, 0. HEOMEEL—D0 eCTD THRGT 2541, AF T 5HE
B TR,
1. eCTD 3 fH3%& %5
2. HEXS
3. HFEA
4. EEHEHA



BR7E4

. HWHEE4A
7. RHEEFEESEHE L-oT25E ., HADIEFSHEAI T 5E 5 (4l
B A
8. EHHHKEES
9. {gE
8. A4 IEH BRER : «CTD @4 186
8.1 HIEEERBA
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&,
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LIFIZ eCTD XML A Y A F  AFIZGRB END V=T 77 A A DAL — 3 V&
HFIZBE LT, «CTD BHEHZE T 2,

new ;.

FIEIHRGEEF 8 5 VTR, SRR T2 7 7 A LT, BEICEBH L7 7 AL 0
ET T 2 BEDRVBEICAVDEBEMETH S, modified-file JBHER OBHEIL eCTD
XML A Y RE  RAZEE#H L2V,

append :

MEREERE (0000) . FIBIEHGEICRT BEL (0001) XiTENLBEOIEE (0002~)
DT 7AW LT, FFREEMT 5BICAVWBHETH S, BFFOT7 74
e EBHICER - BRELTH 55 2 L2 ERT 5, modified-file BYMEE LT, Y
HEREE BT RAF Sz indexxml 225, BIEHRH L CWETZ 74/ LD Y —7 ID % 30k
T3,

replace :

PG AR (0000) | FEIHEHICXT BMEE (0001) XixZhLEDEE (0002~)
DZ77ANEEBERIDBAVIBHEMETH D, BERIDT 7 A VT EDE EETH,
LI DHEEICIIHER IRV, modified-file BHEE L LT, YUHBHEERESICEEX
U7z index.xml 206, FIEHEHL W7 7 A LD U —7 1D %?ﬂﬁ?‘évo

delete :

T 7 AN T HBRBERBIIR > EBEICHAVWSBHETH D, BRAEIC -7
7ANVIERERICAIBREND Z L1320V A5, DIBEOFEEICIIER S22V, modified-file
BHEE LT, SR E SR E I N7 indexxml 75, BIERE LW -7 7
ANDY —7 ID LR T D, delete BYEMEEFEH T HHE, eCTD XML A > R ¥ > R (Ti%
xlink:href JBHE & VBB % Fo#E L 72v,

(%)

PIEIHEE (0000) I12384) % index.xml TB#A (0000/index.xml)

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

<title>O OO OO O O<ttitle>
<fleaf>

I [B1 B OEIE THIREEE (0000) D7 7 AL (Y —7 ID:al234567) % B Xz 380
index.xml D ECHE ] (0001/index.xml)
<leaf ID="22345678" checksum="?22?" checksum-type="MD5" operation = “replace”
xlink:href = “m2/25-clin-over/clinical-overview.pdf”

modified-file = ”../0000/ index.xml#al1234567 ">
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<title>OQ O OO0 O O«ftitle>
<fleaf>

2EIADEIET 1 EBAZER (0001) D7 7 A4V —7 ID:a2345678)MBMAREIZ /2 -
7-BR® index.xml FEHBFI (0002/index.xml)
<leaf ID="a3456789" checksum="" checksum-type="MD5" operation = “delete”
modified-file = ”../0001/index.xm1#a2345678">
<title>O OO0 00O O<ttitle>
</leaf>

FRIE L TEMZEZELEZRIARL— 3 VBRI replace BYEE. iR BN s
HOBEITA L — 3V BHEMEIC append B Z SR 5, RHRAEAIE, FHlIC
BELBICHRINZL,

9. txaYT~«
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Y X L) | checksum BYE (Fx o279 20) OBMMESE L TERT S,

(%)

checksum-type = “md5”

checksum = “ccd13cc43f41a6a37111ba042634b7c4”

eCTD XML A S AZ L AIZDOWTHE, T2y VL2 TFA N7 7 A NVIRHRBL, 7
7 A V4% index-mdS.txt & LT index.xm! &R U7 # V2T 5, /2. 2DOF =
v 7 b{E% eCTD A S— L & — 28T 5,

02 mEit
WD eCTD IS BWTREB{LIT{THR0,

10. € Dfth
WA CTORBHFERN L EICBWTRARTHERL TWRWT —4% (BIZET—7 &
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