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22 eCTDICEDINEZEHER SR : eCTD i@ 5% 2
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1) 7 4L
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3) V=774V
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4 H 27 BT SEEEOR R 0427001 FAHSTATBOE N 5 3K 5 PR an i A B Al Uk HEAR5E
wEHEER ) (BLF, THERTA R Enwo, ) R22RT2528, 2B,
8L NRATER—%) ICEBE T — X ORMAREZTH T L, 20L&, &l
HETCOT—Fty hae—% RIZHRT 20481370 FRlBRICHEEST 2E T —4
OFRIHBITEIT I,

W

221 RAALNLI—t
A B AN — MTICH-M2 DRt g DIFHER Z A Vv — b FEY /P REETD5
1EREMER 2 A L — N UTHFEEPER LT AZ AN — 2G5k, 1272
L. HEEEMERT 2 AZ AV — MIERER X A )L — b ERBRICEET 5 2 & %
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51 EOAERRIX CTD @ANCFEH T 280D THH M, eCTD & L THEET H5A I2HIE
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SATBUE A VR SCEICET 2168 Bk 2) 2583252 L,
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eCTD i "—L % — (8 1) 1L, eCTD HFED 7= DA TH Y . HEEER O
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T7ANTAZXRRETED &, BEASOFRRHEITEL 525, PDF 7 7 A /LVLS}
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O
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HlET 5, 72720, FRED T 4 > ME eCTD BANZHEVWMERT 5 Z &,
eCTD @ Tl H ARGEBRBEIC fé#7k;%@@@ﬁ@&ﬁm%éﬂ WAINIZED
OB, 7+ ey NOMDIAIITT 7 A VYA IR RIC2 DT, HARGEICE
JHOWRAARFET 4> b2 LFLo@E Y EH, 74+ ey NOMDIAREMRITEET 5 2
LT D, L, ZHUTHEERARGE T + > My NUSNOEER 215 5 & O TIEARw,
HRAARFE 7+ by NOZRERHWALLETHNIX, 74 NLDIALZ WD ME
NI, BARGECHEREAARGEZ + v NSO 7 5> b M T DB, L2307
JEHOIALY Ty NMEOIAREZ WD Z &,

422 AKXDI+2bH4X
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4.2.3 PE AL
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eCTD HEIDEY , 7 L—2 47—/ (AERMEH) 77V 2 THEUNICHB S 72 0B 50
BERET D L, Ty MIIABER PRI 22 &y
NAN=FTF AL« U7 OFEX eCTD BAIOFHKICIES N, FaAD7 4+ b
FEHTHZEDREE L,

43 Tvovw—o (LEY)

Ty r~w—73FAIE LTEARBE CERTTHI L, 2L, HESHEEUTIZD
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v 7= ERRRICIILL T OFEEZZET H 2 L,
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bDEFEET D,



@ TV INABKROHKEE M7 FANCEENDE T v I ~— T TR ET D LB
RN, 7272 L. 7 7 ANV A AOHIBRIZ LV [Rl—3CE (M4 Granularity Annex 2 )
EEBOMELT 7 A VTR T 25 E 12X, FA—CERIROT v 7 ~— 7 2 ET
L, BEOT7 7 A LTRSS TOWAS ZENRBBTEHLIITTDH L,

® PDF 7 7 A NOBEIRT v 7 ~—71%, B35\ 0% 2 BEELLFIE UIREIC
TLHRE, AT IEEZET DL,

44 NAINR—TFTFXLYY
[M—3CEN (Fl— PDF 7 7 A V) KON 5 3CEM (B72% PDF 77 A V) OA
N=FF A NY 7 1E, FEOVDRILOZDITHINCRETRELOTH D, 2 Hn
5 3E~EHBSHADNAA /N=FTF A R U7 IFRERROBRET D ENMLETHD
N

45 RFZ¥YUXEDREBE
A% % T D SCEOMGEEITRAI eCTD AN S 23, HEBEHIIHRE YR O
TIEEBEBL, BELRETH I L,

46 T7AILDIELE
) —7 7 7 A L% PDF JE= & O Microsoft Office JE= LIS D 7 7 A4 VIR TIRHT 5
VA UT-5E1E, FRNCEE Y /ICHZRT L2 &,

47 BEREBEED)—TIT7AILIZDUT

471 EHI—EZX
JEBI—F2 KD 7 7 A VIERIL PDF R E T 503, FEZITH Lo L s n- 8
A%, Microsoft Excel IEREETORMZNIERO D Z LR HDH, ZOHE, T CICERDM
L7PDF 7 7 A V& R A7 E & BRI —H S L LBV, TR 7 7 A /V[H
THNEDTJENAET RN &,

472 ARFEN—E
INFHEE—E 1%, PDF ERX KL O Excel XA T35 Z &, Excel B TO—ERIER
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u$‘emDXML4/x&/x¢ TERENA V=TT ANDENL— a5 VE
PEEIZE L C. eCTD SN Z Ml /27 %,

new :

WIEHEER & 5 WIEHGER . TRl T 27 74 4T, BRUZIBH L7 7 AV &
W T 2 MBEO R NGAEIZHW S BMEETH S, modified-file &K OVEMAEIX eCTD
XML A > A H > ZTFEH L7220,

append :

HEREERE (0000) | HIEIHGEICKHT 2MEE (0001) T2 LIBEOIEIE (0002~)
DT 7 A MK LT, Bl REEBINT 5V BEETH D, BERTDOT 7 A
NEEBIZSBH - LT D 9 2 EEEKT 5, modified-file JEMEAE L LT, Hi%iz
HE LR 5 I PR AF S AU72 indexxml 225 | FIEHEH L TW e 7 7 A v D U —7 ID ZFtib
ERAR

replace :

HIEIHREERE (0000) . MIEIHGEEIC)ET HIEE (0001) IXZENLAEOEIE (0002~)
D77 ANEBEBEWRZ HEICHOCIBMIEETH D, EEROT 7 A WXZEDFE FEFKRT D,
DIRE DFANTITMHEH S 4u7evy, modified-file JEMEME & LT, Mkl 5 IR F S
7z index.xml 225, HIEHEH L TW27 7 A 4DV —7 ID itk T 5,

delete :

77 A M T 2B REIC RSBV S BIHETH 5, ZRAEIC o727
7AMVTEBRICHIBR SN D Z L1320, DIEOFERITITMEM 41720, modified-file
JEYEE & LT, MRZR HERE 5 ISR AF S 472 indexxml 225 FiEHEH L T o7 7
ANDY =7 ID ZFeikd 5, delete BIEMEZ(EH] 95 B%, eCTD XML A > AKX > ATIE
xlink:href J& M & OV@MEAE % 5k L7220,

(1)
WA HEE (0000) (2331F % index.xml FE#f5] (0000/index.xml)
<leaf 1D="a1234567"checksum="?????" checksum-type="MD5” operation = “new”
xlink:href = ”“m2/25-clin-over/clinical-overview.pdf”>
<title>O OO OO O O«ftitle>
</leaf>

1 [A H OEIETHIEIFEE (0000) O 7 7 A v (U —7 ID:al234567) % i & #ix ZHFED
index.xml OFC#H] (0001/index.xml)
<leaf 1D="a2345678" checksum="2???" 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>O OO OO0 O«ttitle>
</leaf>

2 HOEETLHIHZRE (0001) D7 7 A (U —7 1D:a2345678)/N S BAT(Z 72 -
72 BED index.xml 5] (0002/index.xml)
<leaf ID="a3456789" checksum="" checksum-type="MD5” operation = “delete”
modified-file = ”../0001/index.xml#a2345678" >

<title>O OO OO0 O«ttitle>
</leaf>

JRENE L CRORE LR AR A L— o o RIS replace JBTE(, A 2B E0RHE
HOGEIEA N — 3 BYEEIC append BYEE A2 5, R SE 1L, RIS
FEYRITHR I NI,

9. tXxal)T+«

91 FzIwvHiHYL
Fxy 7Y AE, MDs 7T XLEHNS, £V —T 77 A ILDF = v 7% LT,

eCTD XML A > A% > A (index.xml) HIZF%Y4 U — 7 B3 D checksum-type J& M (77 /v

=1 XA) | checksum @M (F =74 Lh) OFEMMEE L TR 5,
(1))

checksum-type = “md5”
checksum = “ccd13cc43f41a6a3711fba042634b7c4”
eCTDXML A Vv AZ L AIZHOWTIE, T2 v 7V LETHRA RN T 7 AR L, 7

7 A V4 % index-md5.txt & L C index.xml & [E U7 W FITk&NT D, Fim, ZDOF =
v 7 W LME % eCTD H A1/ N— L X —|ZiE# 7 5,

9.2 E=1t
WAy DO eCTD IZRBWTH A bIZ T 720,

10. £ Dith
N COABHFEER R SICBWTHARTIZER L CWaenwTr —4% BIziETy—4t
v M EREEZE O — A1 — RE) DEFENRTHTH, HIBRZRD 2 DO TIEeWn, 7=
721, kETHWL TV Study Tagging File (STF) (3HIBRT 2 Z &,
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11. BERIE
PR 3R RS AR S 1. REEE M COBEMGE 21T 5 7o O & LT, A%
fE (CPU, #EV) \ HHOS, 77V r—r a7 b KRONR—V g VBEFED YA
T LBREENRT D,
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