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eCTD v3.2.2
2L — MMCEDWeb T SHHTRETS

eCTD ooz

Web 7 5 tf

eCTDERNDF5EIE  (584.1hR) KD5EIA

eCTD v4.0

AF1ILE— bR E SNV EsS, BECE
Ea1—7HhiwE

<7?xml version="1.0" encoding="UTF-8"7>
- =PORF_INDOOOO1IUY xsi:schemalocation="urn:hl7-org:v3 PORP_INOOOOO1UV.xsd” ITSVersion="XML_1.0"
wmins: xsi="http:/ fwww.w3.org/ 2001/ XMLSchema-instance" xmins="urn:hl7-org:v3">
<ldf >
<creationTime/ >
<interactionld/>
<processingCode/>
<processingModeCode/ >
<acceptAckCode/>
= <racaiver>
- =device determinerCode="INSTAMNCE" classCode="DEV">
- <id>
<jtem roct="2.16.840.1.113883.2.989.2.2.1.13.1" identifierName="ICH IG Version"/>
<item root="2,16.840.1,113883.3.989.5.1.3.3.1.16.2" identifierfame="]JP eCTD v4.0 EFEH1F"/>
</id>
</device>
</receivar>
<sender>
- =device determinerCode="INSTAMNCE" classCode="DEV">
<idy=
<fdevice>
</sender>
- =controlActProcess classCode="ACTN" moodCode="EVN">
- <subject typecode="SUBJ">
- =submissionUnit>
<ld root="89e5408¢c-fc90-441a-a723-052472157d37"/>
<code codeSystemn="2.16.840.1.113883.3.989.5.1.3.3.1.1.1" code="jp_ctd"/ >
- <component>
<priorityNumber value="1000"/>
- <contextOflUses
<id root="9c9e7d15-5b7d-4fee-a8c6-2ad02eefcddd"/ >
<code codeSysten="2.16,.840.1,113883.3,989.5.1.3.3.1.4.2" code="jp_m1.1"/>
<statusCode code="active"/>
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& m2-2-introduction
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s 23FEE [new]
s m2-3-s5-dug-substance [manufacturer: JPMA Pharmaceusticals Tokyo] [s

w 238 [FE (A —7-(15EHE QARETEHNTTIR) [new]

* m2-3-p-drug-product [mamufacturer; JPMA Phammaceuticals Tokyo] [pr
o 23PEEITAYIF 53— 1 0medF. TTE]D [new]

* m2-3-p-drug-product [manufacturer: JPMA Pharmaceuticals Tokyo] [pr
o 23PHE|(171Y — L. 20mg#E. FTH) [new]

2 -
[new]
= m2-4-nonclinical-overview
o 24 IFEER LR T EE EHE (new]

* m2-5-climcal-overview
o 25 ERG (CET S B ETHE [new]
= m?-f-ponclinical-written-and-tabulated-summaries
* m2-6-1-mntroduction
® 261F5= [new]
* m2f.2 -pha.lmacolog\ -Written-summary
= 262 FERHES O [new]
. -&J—phmmﬂulog\-tabulatcd -summary
o 263 FIEHEEOEEE new]
*  m2-6-4-pharmacokinetics-written-summary
o 264 FPIBHASITEROEEEE T [new)
* m2-6-5-pharmacokinetics-tabulated-summary
o 265 FVFRSSHEROEEIEE [new]
®  m2-6-6-toxicology-written-summary
s 266 BT EsDIEET | [new]
s m2-6-T-toxicology tabulated SUMMATY
o 267 EMIEEOEESE [new]

eEThR (JIVA 2 RB5 > ADH)

& m.l-common-technical-document-summanss
* m2-2-mtroduction
= 22 [new]
® m?-3-gquality-overall-summary
= m?-3-iniroduction
= 23S [new]

» m2-3-3-drug-substance [manufacturer: JPMA Pharmacewticals Tokoya) [¢

o 238 BF((—F1EEE AFRFTEFTTIR) [new]

® m2-3-p-drug-product [manufacturer: JPMA Pharmaceuticals Tokyo] [pr
o 23 P BRIETA7IF 35— 10meldE, TFFH]D [replace]

® m2-3-p-drug-product [mamufacturer: JPMA Pharmaceoticals Tokyo] [pr
o 23 P WHIET7F 3L 20mgiF, $FH] [replace]

m2-3- a—appcm:llcl:a

* ml-4-nonchmcal-overview
o 2.4 FEEEG SEE (TR T SHEIEEE(E [new]
= m2-5-clinical-overview
o 25 BERE (CR T SEEIEIHE [replace]
= m2-f-nonclhimcal-wrtten-and-tabulated-summarnies
= m2-6-1-mtroduction
= 261 S [new]
= m2- G-h-phmm.a.mlug} written-summary
o 262 EMPHEEOMET [new]
= m?-f-3-pharmacology-tabulated-summany
» 263 BFEIREROOAEESS [new]
»  m2-G-4-pharmacoknetics- Writlen-sunmary
o 264 FEVEESEESOEEEETT (new]
= m2-6-5-pharmacokinetics-tabulated-summary
= 265 EVTEEGE O HTEEE [new]
= m2-§-O-tomcology-written-summary
s 266 BTAEEOEEY [new]
= m?-§-T-tomicology-tabulated-summary
o 26 7 HEIIEEOEER (new]

ZENRVEDEELHSND

XIEBDTZED, v3.2.2MFRIFEICHATLND

* ml-commeon-technical-document-summarnes
= m)-3-quality-overall-summary
& m2-3-p-drug-product [manufacturer: JPMA Pharmaceuticals Tokyo]

eCTDiRE

23 P BB (05 3— L 10mgdE, $F5) [replace]

eEThR (EDA > AR5 > ADH)

= m2-3-p-drug-product [manufacturer: JPMA Pharmaceuticals Tokyo]

= 23 WE (7

® m2-5-chmcal-overview

= 25 BER (CA T SRR [replace]

ReplaceZs

ZEENHDEDT DIy

)L 20ma3F. 3TH] [replace]

CEk
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VIE] l
- Module 5

> xmlI 7 A )V 2IEEN S 11ERICTIE D

54



| 2.17 SNBSS LSO ABEDRBIL—IHEDS

- eCTDEZ{IES
EHE DR B > faE &30 21117 (CEB ERD
eCTD v3.2.2 310401001 (9%7)
s BAR  ES
eCTD v4 20200401 001 (11#7)
s BH  EE
- SATHALI)ILDHD > MMER
eCTD v3.2.2 “0000”"M58RFED . HETEBIC1I DIEX B
( 0000, 0001, 0002 ... nnnn )
eCTD v4 “QarsiaED. RETBIC1IDIEX B
( 1, 2, 3 .. n)
}‘FHZIIJET”HF_-

v4.0:ZRR4n/Slide 2751H

E eCTDIRR

55



|2 18 A ISBEBHLIERILEIND (1/2) | TA NS IBELH

e eCTD v3.2.2

- B—REIAIILY—2I,

- BB A NS4,
) ]

- B=EBICIE, TCTD&EBDIAILSY (M1, m2, m
3, M4KRU'mM5) | RV lutill Z&&E. CTD&Module
A IISF—TICHEBEENDIERESNS

- BHEEEF—F1%, m5] JAISI—[CEFNIZL

[eCTD Z{I&HES |
[{BHhEHRES (0000, 0001

7 ctd-123456
=1-{_1 o000

;I ml

. ;I me

: ;l 13

_ ;I e

_ _I S

e
-1 o001
_1 oooz

- EEHETFT I3,

« Module5TIlZ, Hs

« eCTD v4.0

- B—EEIA ISR,
- BEEIA ISR,
- B=REE,

[eCTD Z{I1&S ]
MRHERES (1, 2--) |

[CTD &EDIAILS (m1, m2, m3, m4
RU'm5) | ZftiE. CTD&ModuleJ # LAY —T (CHIEEE
BhEmEThs

* Module4, 52T 342 DHEEF, —HEESZ &IC

TAINIZERT D

Im5]1 IAIAT, SBEKBEBIC T
datasets] JA IS &EEET D

E@|/DStudy idEBHBEEFT—FD
Study idzZz—ctE35

= 20200401001

1 531-biopharm
532-pkbiomat
| sha256.txt

533-humanpk
| submissionunitaxml 534-pd
535-eff-safe
ml 536-pms
537-listing
54-lit
m3 datasets
[studly id)fissfise]

mé

md

m3

eCTD/RER

56



|2.18 JAIYBEHIEE(LEENS (1/2) | Module2

e eCTD v3.2.2

« Module 2 @I A)ISF4IE Tm2] (GE=ERE)
e Tm2] IAINI—TFTDIAINS AIUTDEDETS

=] m2

[ ] 22-intra

[ ] 23-qoz

] 24-nonclin-over
] 2B-clin-over
] 2B-nanchin-zum

] 27-clin-sum
CTD 0 L3 PR
t7v3
72 = 22-iniro
23 I B ABIEE R 23-qos
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