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<leaf ID="N920ba24c74b24a5fa8cebc8clc49e9d3"
xlink:href="m2/22-intro/introduction.pdf"

checksum="2al8f%eaedccd56443a2c641beb87e83" checksum-type="MD5">
<title>CTD5| ii</title>
</leaf>

operation="new"

e

B 6.RREEEBETH
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<leaf ID="Ndb479cdc0bed4438fbe652c11387c08c6" operation="new"
xlink:href="m2/22-intro/introduction.pdf"
checksum="adc32a921b3809dfa%6e21a3717b8024" checksum-type="MD5"

xml:lang="en">
<title>Introduction</title>
</leaf>

K 7985 B R E N ZE R~
2. EEBMXENLKNE, wTE 8 Far:

<leaf ID="Ndb479cdc0bed4438fbe652c11387c08c6" operation="new"
xlink:href="m2/22-intro/introduction.pdf"
checksum="adc32a921b3809dfa%96e21a3717b8024" checksum-type="MD5"
xml:lang="xyz">
<title>Introduction</title>

</leaf>

K 8. 8= BHIRE N TRWETHA

3.5.2 REEEBHEWEGEAHER

£ ] eCTD A4 B B @EEE”, HuF T FRZH
SR B e 9 3T SCAE BE B e B SU A 3 SUPE R EL A AR 6] B
EEEME. BRI R B — 10 O IR BT AR
¥, MINXHFHFTRR YT — 09 X5F TR k.

3.6 eCTD FEEMHFRTERE

eCTD BRBHHEFHR T ER —EHEF A ET N X
EMHESLS, BT AN 43 EF R EXNEHTEZER
PL K ICH eCTD B AME V3.2.2) F & Xk — A4
FJE M.

27 / 43



eCTD HAHIE V1. 0

THEZHFFAAE I —ZHERLETHXBERE TR E
iRRERfE R

ICHeCTD DTD #H & X TR — ZH R A A FE T
FB M AL B M (6 dm 2.3.S K 3.2.S H BB I R o K A
BOASLEEM, 23P K 32P HH&TmRAMR. AR, AFH
AHHEEENE)., XLBMRN T 2R EET N EHATH
BAR R, DHET XA RSHATR o fo 4l

g AT ICH LA 24T B AT B, DL B 4 25 1% 8
XL e A AR A AR E . N R RCR B R AR
B AT O TR SATE R, A & 3 n it
Wr, POTH MR NEHATRE. A,
A EH 2.3.S F13.2.S o E MR Fu A PR R LB B, 00
BUMER B A8 23.8 1328 WA, FFEHH 2.3.5F13.2.S
B AR A B A K YR

F 4k T &34 eCTD # 3k — 5 4 b 71 71 B35 1Y
S EN, #H5% (ICHeCTD IWG A @A fu bk EE
K UF V131,

KT EHTERUENER, FHENRAXE 43 ET,

3.7 T EFX
YETEAAHFFARBTEEXEZTERNEE, AU

28 / 43



eCTD HAHIE V1. 0

¥ BHAMG L EH eCTD HEXLEEMN, ZHAHZ A
TEEHRXEFTE TAER R,

¥R R AUV e KA £ MR R T 7 B
32REWHMEA.

3.8 HAMEXMH

BB E 42X EX BT HH 53.1.X53.5X &
W B BT A X4 L E I STEF.

s RK L T 5% CTD Mkt * = thE X4
AT 28, FE4 F “pre-clinical-study-report A7 & # AT AF 1T .

s KA R AR 4 7 5% (ICH E3 s JRAF 58 40 4 iy 45 Al fo
AAN B E SR, H & Y H STF STHARZ R & 3L AL i A
. RIZEE ICH E3 A8 K 48 5 4 09 e KB 50 R & W s X %
89 PDF X4, F£14# F “legacy-clinical-study-report AR 2 # 4T
ARG

K PRAFF 5T 34 AH ok B i R X B 3K 48 S N 7E eCTD W AR
B —JF8R 20, TR B AR UM AL TR R B e IR R R X
&, FERE S H STF AR E#HATR R, E S eCTD # i Rk
B BRUE S B Rk PRt W AR E K L K2 i RO B 2R 9
A B (ERAT D,

BRE AW 5.2 Fra e KA R G &, 5.3.6 LT )5 )& 4
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5.4 2 Sk W DLAGE B STE, 1E N 4 Loy X R . B4 %
F STF W1z B., &5 (ICH #F RAFZE XHEH eCTD B 28 X
ARG V2.6.1),

3.9 A4 EAMEME

£ ICH $AR A, 4 A X T T 4 M A
M RERA: . Bk, MikFE4).

R, MR RE LR, BRxt STF
PATO B, HAFT B S BIE XA

Wi ATt STF DAAM e SO #EATHE MR 1, 44 2 B0 R
FHIOE B o B A2 &, x b W F AR O O AR
Xt STF #ATHE #MEAE, BiER & EAELEE K.

3.10 ¥ &4
e (PR AREWERTEL Y EXNETELS

3.11 eCTD X F &

HiE A& eCTD B AR F @I W HEE FHENRK.
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AAFE X DVD 23 2 89 W o oR B B A R AP
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4, ER—BEEREN
«ICH eCTD #H A& V3.2.2) A% T —fud 4 X
B ENATE X R A RER. R —NA ST ERS
W €M4: A 25 4 iE M o9 3 R BOR A ) AR e — ST
Fig AT ERXME S — NG ARHR— XX
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4.1 QEER—FRXH

B —FR X XML Rt &. EHTE. EXTHE
EANEER. FiF AT IRE T FRA % 075 #AR
P — o B 2R U

1. Bl — e H XML XK XML R T 4.

2. Ml EmENGEHER, FAX#RZF7.

3. PR (M4: AR 25 4 v M A R BOR SRS ) Ak

— XA A, AEIZFF TR E SRR A G
%
(1) BEFu%E, 58 CTD B3k —H B F &4,
(2) "rm&k, GeF5 TR mEAN a5
Mot I o K A B RS R
4, 4 —H eCTD &2 X4 cn-regional.xml,
TR EEAE R — 8 on F UK,

4.2 XML B TE

Bt A A S — B B 2R U B B XML AR & . B
& BEHE XML # ¥ DL RAR T & <cn_ectd>, ZARTT & 00 & 1
B A XML X8 2|35 T8 XML E XX, T E 10
BT s :
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<cn_ectd schema-version="1.0"

xmlns ”cn_ectd
:si="http://www.w3.0rg/2001/XMLSchema-instance"
xsi:schemaLocation="cn ectd ../../util/dtd/cn-regional-1-0.xsd"

xmlns:xlink="http://www.w3.0rg/1999/x1ink">

Xmlns

& 10.XML # 7C &
4.3 fEHITE

FEHTEAAHWEREEL TR 6T, £BMN N
JA A HFE R (2.1 9 ). “EMATHER”(2.2

Bk 5
EW). “FAERE” (23FT).

RO6EHTLE

A EHTEEK MR % ¥ 18]I

W& 5| | application-id HiE 5
application-type HiF KA H
product-type KA A
product-number JE 46 % =

AT A | related-sequence M x 77

il regulatory-activity-type | = 4T KA

75| %5 | sequence-number )=2ilR=2
sequence-type 5| KA
sequence-description JF 7| H3A
sequence-contact>>name | J¥ 7| Bx &2 A 4
sequence-contact>>phone | J¥ 7| Bx & A H.iE
sequence-contact>>email | JF 7| Bx & A Ml 45

St T # I AR X BN B
AHHE—AME. ER—®iFET, Him AT L ER R iER
AWEHTRREGER, WHFEHET. FiFEA., FRXA

, PR B 135 A ST, 5
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folR e 5. R —EMATAE, Wig AT A ESEMT
AR EH TR BEERE, WHEXF . EMATH LA,
HTAZEELHEH TR BN, TR X ILRN
B AR 0o N Z R IE XA 2 LR A 4 B, TR H 52T
BrE R R RSN ARDNE S E.
BHITRFEFRXGFWEIAN XA TE 11 frr:

<cn-envelope>
<application-id>x202112345</application-id>
<application-type code="cnapt2" version="1.0"/>
<product-type code="cnprtl" version="1.0" />
<product-number>2021123456</product-number>
<related-sequence>0000</related-sequence>
<regulatory-activity-type code="enratl" version="1.0" />
<sequence-number>0000</sequence-number>
<sequence-type code="cnsgtl" version="1.0" />
<sequence-description>iti WhE NxxFBr 24 |1l Hi5</sequence-description>
<sequence-contact>
<name>%k —~<</name>
<phone>136xxxx8888</phone>
<emall>xxx@xxx.com</email>
</sequence-contact>

</cn-envelope>

B 1.5 5 F R XA

&+ L E 8 LR B M BT 12 B
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R —

Schema Jili 4= 1.0
FE X SCHFREA 1.0

HiE S 5 x202112345
I 28 A B i
T Eith b 224 5
R GETRSE 2021123456

AR KA1 0000
FEMHT MR HIRHIE

7514 0000

JFHI A ER/¢

S Eiipas T NFE x5 24 LT EE

BN

pEE K=

L1 136xxxx8888
HIFE R XXX(@XXX.com

A 1R2.EHERERE RTH

LA A B AR A KRR AT . ERH
B RIKEH (FT%), FRAFRZ AT 0y At ] R B .
i A TEAE R D B R VE R R R AROA B JF 46 A 2R BB A R
WE M, SR AR A,

F AR L XA AR A TS E 13 T

36 / 43



eCTD H AR HE V1. 0

<controlled-vocabulary na
<description xml:lar

=="application-type">
h> 1 i XK K< /description>

<description xml:lang="en">Application Type</description>
<version m ="1.0" valid-from="2021-9-1">
<!-- I I T 25 400l R X 56 3 ] By B HE 0% v JR 3

<code name="cnaptl">
<description xml:lang="zh">IfiK iK% H1#l</description>
<description xml:lang="en">Investigational New Drug</description>
</code>
<!—— FZHEIER TFZ 0128, 228, 5. 128U Wil Al il bl . 3697 A Gh 00 bl A2 Bl J5 28 B8 s 4k

<description xml:l nzh">HFr 24 1 i </description>
<description xzml:lang="en">New Drug Application</description>
</code>
<l—— {72 E ] TR 2 3. A%, 522600 Bali & Rl S AR iR ——>
<code name="cnapt3'">
<description xml:lang="zh">{jjfil| % i¥</description>
<description zml:lang="en">Abbreviated New Drug Application</description>
</code>
</version>
</controlled-vocabulary>

A 13.% 3538 I X R B
4.4 HEHXTE

BNEFRTLHFNANZE —NHEAN TR,

"t LEE AT (ICH eCTD A V3.2.2) o & X
<title>TLEZ K — 27 BEMH, W “operation” . “xlink:href” .
“checksum-type”. “checksum”%¢ . £ # “checksum-type” & £ #J
8% E K “MD5” 5 “md5”.

oF I E B AR AL N AR Y AR WA R IR A R R

BEXTERERRXEFH AL L TE 14 iz
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<cn-1-0>
<leaf ID="N7ed2cf704al124700bf93827d8da214dl" operation="new" xlink:href=
"00/cover-letter.pdf" checksum="2c8bl1043705bfceB8c4781b7eaf50clee"
checksum-type="MD5">
<title>@EWIpR</title>

</leaf>
</cn-1-0>
<cn-1-2>
<leaf ID="N34f0ced5450c454b8531cB8566fa9465a" operation="new" xlink:href=
"02/application-form.pdf" checksum="c4abb5170804e9634719cbe35c8216£f£f"
checksum-type="MD5">
<title>HIHfE</title>
</leaf>
</cn-1-2>

K 14.B X T X B R XA

BRTHRERERELLTHE 15 ir:

RIR—

1.0 iRBEER
= JHBHEA (new)

12 EEE
L] @ﬁ(new)

1.3 ~m{EREXAE
1.3.1 wRigH
L3.1.1 R MRIEBREITIRE (ERTFIGAKRIEHRE)

13.12  Eh@miiiBRETRE (ERFLHR LHEEERE
» EHRmRABRIEITIRA (ew)

&l 15.BH X T & LR B fE R p
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5. 5%°

VLT SXAS LG R A A — A2 AE A 5%, DLBR B R
BAF6 eCTD AR ER . BHHILT, BRERAIHEF 5H
PO, D RLIESF DL T X S A LR . kb, BRAEFE €eCTD
SRR V0.0Y AR, WiF AR BT A H e KR
My CTD 45 5 X 1F.

1. ICH eCTD Specification and Related files
——ICH eCTD H A HL & FoAH X XM, A1 & B 44
. R F A KA A0 R & A

2. ICH Electronic Common Technical Document

Specification V3.2.2

— (ICH eCTD £ A M B V3.2.2)

3. ICH The eCTD Backbone File Specification for Study

Tagging Files V2.6.1
—— KICH #F Z A& XA eCTD &4 XA
V2.6.1»

4. ICH Specification for Submission Formats for eCTD V1.2

— (ICH eCTD XA A V1.2)

5. ICH eCTD IWG Question and Answer and Specification

2 M Ak HELHET SN ICH Wk (https: //www. ich.org/ ) . 2§ % % 3F &0 K 3%
(https: //www. cde. org. cn/)
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https://www.ich.org/page/ich-electronic-common-technical-document-ectd-v322-specification-and-related-files
https://www.ich.org/page/ich-electronic-common-technical-document-ectd-v322-specification-and-related-files
http://estri.ich.org/eCTD/eCTD_Specification_v3_2_2.pdf
http://estri.ich.org/eCTD/eCTD_Specification_v3_2_2.pdf
http://estri.ich.org/STF/STFV2-6-1.pdf
http://estri.ich.org/STF/STFV2-6-1.pdf
http://estri.ich.org/ssf/Specification_for_Submission_Formats_for_eCTD_v1_2.pdf
http://estri.ich.org/eCTD/eCTDQAV1_31_xlsx.zip

eCTD HAHIE V1. 0

Change Request Document V1.31
—— (ICH eCTD IWG 7] #2056 % B & R X4
V1.31»

6. ICH E3 Structure and Content of Clinical Study Reports
—— (ICH E3 I& JRA 5T ffc 4 0y 254 Ao g 250

7. (M4 S ATHE XA B fE B

8. (2 4y R B B 9 i AX 4 3 RN (GIRAT D
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http://estri.ich.org/eCTD/eCTDQAV1_31_xlsx.zip
http://estri.ich.org/eCTD/eCTDQAV1_31_xlsx.zip
https://database.ich.org/sites/default/files/E3_Guideline.pdf
http://www.cde.org.cn/guide.do?method=downloadAtt&codeStr=55&type2=2
https://www.cde.org.cn/main/news/viewInfoCommon/99593ac731ab51b87ad7892a84e17924
https://www.cde.org.cn/main/news/viewInfoCommon/99593ac731ab51b87ad7892a84e17924
https://www.cde.org.cn/main/news/viewInfoCommon/99593ac731ab51b87ad7892a84e17924
https://www.cde.org.cn/main/news/viewInfoCommon/f649995d3a9ade8dcd67f6a2ced36f0b
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6. RiEX

4 1
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T3 R N XS R T2 R A
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Y 25 AR R DLW T AR R #EAT
AR, i E .

P AT — MR EE B
(il AR E B 3F ) SR B I An gl 2 i
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R 5 6 — A5 A

AW

(leaf element )

"t L& eCTD &R XMF 6 — 2,
FETE D 3R 2 H AN SR 5] R
s BT AR AR I A R A R
BIEFEENES.

CERERS {2 312 B &2 eCTD R 3B 28 X —
W, AETHAHEEZFARBLALE
2 4R AR TR B R B T AR

Z 37 % Y218 IS X R M AL E R IE B
R 2 5| 5% .

H4 F & 48 iE AW B DU T A gk
A 2 AN R AR R #
e % eCTD & & B EMAT A .

¥R A FREFTRNHFIFEARSET B ZEXE

( node extension )

RILE %A, F LY EH A+
BLEH eCTD B XL E &4, LK
ZAMTEAEEEXEHELE T4
&R TR

R & X
( Study Tagging

Bt ST AR A S LB eCTD B 2R
SRR R 8 B R TR T E AL A

Files, STF ) AR ME WG R, flwf R0, o
T ID, ARFEROHE, BiER,
BB, xR AR A

MD5 MD5 # B EH = (MD5 Message-

Digest Algorithm ), — ) 2 1% F
0w AL T A, T A AN
AR BT AR S0 B A A,

R Fr ( checksum )

£l MD5 ¥ B4 % 5 ik 7= A 8y SUIF
BRI, JH DL R4 B A% e 2
o —FE.

DTD

X #4 K A E X ( Document Type
Definition ) 52 —Z& & T #1712 )7 & #y
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