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B e ml 1341 SERADIBEEE . =

i 112411 IREI BT IR m o

ip m11342  EAEBBEARLEH () i =

b m1135: (CTOOR A ST A ESES " d

~ mi2 common technical document summaries | .

T ‘ -'-""---””---‘"-‘---r‘"-- b J:IIIIIIIIIIIII;'IIIIIIIIIIIIIIIIIIIIIIIIIIIIIII:I

6-6 CoUNDXETI7A1ILDER

6.3.1 BYEL/ —FADXET 7/ ILOERF

ML/ — K 1238, 123.P), 1328, [32P), 13.2.A3], 12.73], [53.5] 23,
6-7 27" 3 &L 91T TEdit Repeated Structure Keyword] A == —2>5if8 0 iR Uik & ERL
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74, 1P eCTD Test Toal prototype v0.1 [Edit] [E=2ECR 5

Eile Edit View Help

i EEEEEEEEEEEEEEEEEER
|l Save | Edit eCTD Extension | Edit Review | Keyword Definition Lifecycles % Edit Repeated Structure Keywords ®Add SubmissionUnit | Generate eCTD
EEEPEEEEEEEERERRERY

n
My fmz (w3 | Mal | ms || Expand All | Collapse All || Group Title qfd’lrﬂe * "'..
e

P
GTD Receipt Humber 20730001, aw " " -
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e
GColl Gode Se. GroupTitle Yo, Frigrit.. Document Title
fpplication Extension 1D £,

Submission Extension I0 : Edit Repeated Structure Keywords [E=H [ E=H
SubmissianLnit Extension 10 535 Jas [2ar [er [a243 278 [535 |
Sequence Number
Substance Substance Description Manufacture Manufacturer Description
Gurrent Wiew
= eCTD
ml
ip other : %mfﬂ
m113 EDits
jpm1131 B fadd
jpm1132
jpml133
G sz
=] ipmll2
ip ml R TS T
Jp ml 1242 EAEREEADIEEER(E)
o ml135: CTOORAI RS2 BESAE
m? common technical document summariss il

‘ S ’

B 6-7 Edit Repeated Structure Keyword * =1 —

rEdit Repeated Structure Keyword| A == — D3l C’Db‘“ﬂi T A MY — VEETIA
2RI L2 L, e, #URUICKERBHESUIERICHRET NS EIZHOWTE, L
T@WJ’E’;}% &I,

23S OV IEL /— FOFREHBICIEK, K 68 [Z-~r7 X 91 [Substance | &
[Manufacturer] 231, WIHOBIMEES, UD CV & LT, HOMNLEDOARY —ILIZERE
L7cfEEFEHT 5,

Adding 2.3.5 ==

Substance

M NAAEAsNsEEEEssEEEEEEssEEEEEEsEEEEEEEEEEg

o [i-PiEmE B

ol n (ERRNERERRNENRRNRRNRRERNNNNNNDNN]

= Code suesom .4--...... [ ' " H

- . "y - NS 2% 485 o

= CodeSystemOID:  21684011138833989221 1 yy = ", . %bb L&)Eﬁ%éhi‘_ H

“tiiznesd UD CVOAS, EIRAEE L G
. = —_

e s e oW W o W W A W W W W W WM W 8 TR W W R W WM W R WM R & T CRERSNhB, .

: [ExumTERRTS B Lot Sassssssssssssssnsenennnnnnns’

& Gode MANLODT :4..---“

EOudeSyslemOID 216240171132833020221 0wy l

) (o)

6-8 2.3.5 MERFEIER

23P OV IEL/ — RFOEREHEB X, K 69 229 L 512 I Product |,
[Manufacturer] & [Dosage form| &V, WTFHDOEMIES, UD CV £ LT, &600
OARY — VIR E LTl E T 5,
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Adding 2.3.P [l
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. . < < .
2 Code PRODOCT :ﬂ-'-----.... s hohLOEHREINT
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® 69 2.3.P DERFEHEE
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W U T
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K 6-10 3.2.5 OEXFEIAHE

32P O IRL ) — FOREHEHBIZ B 6-11 (Z7F X 9 1Z [ Product ],
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=Lt
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10. AlF avrkA—JLEF -

101

AK—HE1Z, eCTD

R¥r ISy - —K

ICH ayvra—JLK-KRFx¥TS5Y
v40 TARNY—VEFHT S ET, FEEEZEEL, A ST % ICH eCTDv4 0 Step2 CV_DRAFT.xlsx

R SN b O ThHY, —UMNEEIEL TV,

10.1.1 ICH CoU
codeSystem 44 | ICH CoU
B Y% CoU N HIFHRLLENHMAT < CTD B2 v 3 &
XPATH /PORP_IN000001UV/controlActProcess/subject/submissionUnit/comp
onent/contextOfUse/code/@code
codeSystem 2.16.840.1.113883.3.989.2.2.4.1.1
OID
(Step 2 )
a— K Al (A AGE A CoU 23 FH C & % Keyword Type
(R=I7H, O={T-)
m2 CTD O (Y~ —)
ich2.2 m2.2 s
ich 2.3 m2.3 dhE IR DA AR
ich 2.3.i m2.3 #E
ich2.3.s m2.3.s JR3K substance (R), manufacturer (R)
ich 2.3.s.1 m2.3.s.1 —%IEH substance (R), manufacturer (R)
ich2.3.s.2 m2.3.s.2 ik substance (R), manufacturer (R)
ich2.3.5.3 m2.3.s.3 FFiE substance (R), manufacturer (R)
ich2.3.s.4 m2.3.s.4 JFEDEH substance (R), manufacturer (R)
ich 2.3.5.5 m2.3.s.5 FEUES N IARUEY) substance (R), manufacturer (R)
ich 2.3.5.6 m2.3.5.6 ek OVHite R substance (R), manufacturer (R)
ich 2.3.s.7 m2.3.s.7 BEM substance (R), manufacturer (R)
ich2.3.p m2.3.p HA| product name (O), dosage form (O), manufacturer (O)
ich2.3.p.1 m2.3.p.1 ®AKZONS product name (O), dosage form (O), manufacturer (O)
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ich 2.3.p.2 m2.3.p.2 HHIBHF DR product name (O), dosage form (O), manufacturer (O)
ich2.3.p.3 m2.3.p.3 Hlik product name (O), dosage form (O), manufacturer (O)
ich2.3.p.4 m2.3.p.4 KO B product name (O), dosage form (O), manufacturer (O)
ich2.3.p.5 m2.3.p.5 HA|DE product name (O), dosage form (O), manufacturer (O)
ich2.3.p.6 m2.3.p.6 FEUEN K UM HEY) S product name (O), dosage form (O), manufacturer (O)
ich2.3.p.7 m2.3.p.7 Fask OhEre R product name (O), dosage form (O), manufacturer (O)
ich2.3.p.8 m2.3.p.8 ZZEM product name (O), dosage form (O), manufacturer (O)
ich2.3.a m2.3.a FDfh product name (O), dosage form (O), manufacturer (O)
ich2.3.a.1 m2.3.a.1 B e M OF% product name (O), dosage form (O), manufacturer (O)
ich2.3.a2 m2.3.a.2 SRR E O 22 AR product name (O), dosage form (O), manufacturer (O)
ich2.3.a.3 m2.3.a.3 WA product name (O), dosage form (O), manufacturer (O)
ich2.3.r m2.3.r BMROERE K}
ich 2.4 m2.4 FERIRRER OBES FHAIG
ich 2.5 m2.5 IR B9 % S A

m2.6 FEERRFER O 2 S0 O 23
ich 2.6.1 m2.6.1 f5
ich 2.6.2 m2.6.2 FEPREAER O 2T
ich 2.6.3 m2.6.3 FEPEEABRM R
ich 2.6.4 m2.6.4 HEhREEER O E L
ich2.6.5 m2.6.5 FEYBhRE BT 2%
ich 2.6.6 m2.6.6 FEMEFUER O E ST
ich 2.6.7 m2.6.7 mEMERB R

m2.7 BRI
ich2.7.1 m2.7.1 WA K OB 5 ik O
ich2.7.2 m2.7.2 AR O
ich2.7.3 m2.7.3 ERPRAIA Zh i O indication (R)
ich2.7.4 m2.7.4 BEIRA)Z VE O
ich2.7.5 m2.7.5 5% 3Tk
ich 2.7.6 m2.7.6 filx OFRBROE L

m3 EICRT 5 E

m3.2 T — % XITHiEE
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m3.2.s JREK

substance (R), manufacturer (R)

m3.2.s.1 —f%IFEH

substance (R), manufacturer (R)

ich3.2.s.1.1 m3.2.s.1 1 4% substance (R), manufacturer (R), group title (O)
ich3.2.s.1.2 m3.2.s.12 #iE substance (R), manufacturer (R), group title (O)
ich3.2.5.1.3 m3.2.s.1 3 —fFEE substance (R), manufacturer (R), group title (O)
m3.2.s.2 G substance (R), manufacturer (R)
ich3.2.s.2.1 m3.2.s.2.1 Bl substance (R), manufacturer (R), group title (O)
ich3.2.5s.2.2 m3.2.s.2.2 BEHFELRN TR s o he—)L substance (R), manufacturer (R), group title (O)
ich3.2.5.2.3 m3.2.5.2.3 JFA B D B substance (R), manufacturer (R), group title (O)
ich3.2.5s.2.4 m3.2.s2.4 EETREEKOHEERBEOEE substance (R), manufacturer (R), group title (O)
ich3.2.s.2.5 m3.2s2.5 FutR - NS — g2 /7 at A substance (R), manufacturer (R), group title (O)
ich3.2.s.2.6 m3.2.s.2.6 i TR OBRF O substance (R), manufacturer (R), group title (O)
m3.2.s.3 FpiE substance (R), manufacturer (R)
ich 3.2.s.3.1 m3.2.5.3.1 #EE OMOFHEDfREA substance (R), manufacturer (R), group title (O)
ich3.2.5.3.2 m3.2.5.3.2 Al substance (R), manufacturer (R), group title (O)
m3.2.5.4 JFERDOEH substance (R), manufacturer (R)
ich 3.2.5.4.1 m3.2.5.4.1 HIE K OFRER 7154 substance (R), manufacturer (R), group title (O)
ich3.2.5.4.2 m3.2.s.4.2 #ABRI7IE (O ilE) substance (R), manufacturer (R), group title (O)
ich3.2.54.3 m3.2.s.4.3 RERE (O HIE) o) TF—va v substance (R), manufacturer (R), group title (O)
ich3.2.s.4.4 m3.2.s.4.4 T NOHT substance (R), manufacturer (R), group title (O)
ich3.2.5s4.5 m3.2.5.4.5 B R OGRER 51k D24 substance (R), manufacturer (R), group title (O)
ich3.2.s.5 m3.2.s.5 EEUER I HEY) R substance (R), manufacturer (R), group title (O)
ich3.2.5.6 m3.2.5.6 Fan M O R substance (R), manufacturer (R), group title (O)
m3.2.s.7 EENE substance (R), manufacturer (R)
ich3.2.s.7.1 m3.2.s.7.1 BEMDE & kO substance (R), manufacturer (R), group title (O)
ich 3.2.5.7.2 m3.2.5.7.2 AL DL EMERER T OB K OV fi substance (R), manufacturer (R), group title (O)
ich3.2.5.7.3 m3.2.5.7.3 ZEMET —# substance (R), manufacturer (R), stability (O), group title (O)
m3.2.p HA| product name (O), dosage form (O), manufacturer (O)
ich3.2.p.1 m3.2.p.1 ®AIKZOS product name (O), dosage form (O), manufacturer (O), group title

)
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ich3.2.p.2

m3.2.p.2 BUAIBHFE OFRHE

product name (O), dosage form (O), manufacturer (O), group title

(®)

ich3.2.p.2.1 m3.2.p.2.1 A%y product name (O), dosage form (O), manufacturer (O), group title
©)

ich3.2.p.2.2 m3.2.p.2.2 S product name (O), dosage form (O), manufacturer (O), group title
©)

ich3.2.p.2.3 m3.2.p.2.3 BiE TRE DR ORRE product name (O), dosage form (O), manufacturer (O), group title
©)

ich3.2.p.2.4 m3.2.p.2.4 K&k ke % product name (O), dosage form (O), manufacturer (O), group title
©)

ich3.2.p.2.5 m3.2.p.2.5 WEMFRIE S D AT R product name (O), dosage form (O), manufacturer (O), group title
(®)

ich 3.2.p.2.6 m3.2.p.2.6 EMEIECHEAFF O ER /B & omeNE product name (O), dosage form (O), manufacturer (O), group title
(0)

m3.2.p.3 HlE product name (O), dosage form (O), manufacturer (O)

ich3.2.p.3.1 m3.2.p.3.1 #iEHE product name (O), dosage form (O), manufacturer (O), group title
©O)

ich3.2.p.3.2 m3.2.p.3.2 B product name (O), dosage form (O), manufacturer (O), group title
(®)

ich3.2.p.3.3 m3.2p33 HWETEE TR - 2y br—/L product name (O), dosage form (O), manufacturer (O), group title
©O)

ich3.2.p.3.4 m3.2.p.3.4 EE TN OEEFREOEH product name (0O), dosage form (O), manufacturer (O), group title
©O)

ich3.2.p.3.5 m3.2p3.5 FutRX e RYF— g /T a A5 product name (O), dosage form (O), manufacturer (O), group title
©O)

ich3.2.p.4 m3.2.p.4 ¥RINA| D& product name (O), dosage form (O), manufacturer (O), excipient
(O), group title (O)

ich3.2.p.4.1 m3.2.p.4.1 B OB 1k product name (O), dosage form (O), manufacturer (O), excipient
(O), group title (O)

ich3.2.p.4.2 m3.2.p.4.2 REHE (O HIE) product name (O), dosage form (O), manufacturer (O), excipient
(O), group title (O)

ich 3.2.p.4.3 m3.2.p4.3 RERGE (O HE) OV TF—a product name (O), dosage form (O), manufacturer (O), excipient
(0), group title (O)

ich3.2.p.4.4 m3.2.p.4.4 KK ORER F1ED 20 product name (O), dosage form (O), manufacturer (O), excipient

(O), group title (O)
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ich3.2.p.4.5

m3.2.p4.5 t R UIEWEIROEINA

product name (O), dosage form (O), manufacturer (O), excipient
(O), group title (O)

ich3.2.p.4.6 m3.2.p.4.6 FIREINA product name (O), dosage form (O), manufacturer (O), excipient
(0), group title (O)
m3.2.p.5 FH|DE A product name (O), dosage form (O), manufacturer (O)
ich3.2.p.5.1 m3.2.p.5.1 B K ORER F ik product name (O), dosage form (O), manufacturer (O), group title
0)
ich3.2.p.5.2 m3.2.p.5.2 REHE (O HIE) product name (O), dosage form (O), manufacturer (O), group title
(®)
ich3.2.p.5.3 m3.2.p.5.3 AR HIE (O HE) O TF—v 3> product name (O), dosage form (O), manufacturer (O), group title
(®)
ich3.2.p.5.4 m3.2.p.54 2 v Mot product name (O), dosage form (O), manufacturer (O), group title
0)
ich3.2.p.5.5 m3.2.p.5.5 ) D ReE product name (O), dosage form (O), manufacturer (O), group title
0)
ich 3.2.p.5.6 m3.2.p.5.6 B K OFRER 51k D2 2410 product name (O), dosage form (O), manufacturer (O), group title
0)
ich3.2.p.6 m3.2.p.6 FEYEN AR HEY S product name (O), dosage form (O), manufacturer (O), group title
0)
ich3.2.p.7 m3.2.p.7 Fas OVitite % product name (O), dosage form (O), manufacturer (O), container
(O), group title (O)
m3.2.p.8 ZEME product name (O), dosage form (O), manufacturer (O)
ich 3.2.p.8.1 m3.2.p.8.1 ZEMD F & DKL product name (O), dosage form (O), manufacturer (O), group title
0)
ich3.2.p.8.2 m3.2.p.8.2 G DL EMRERETHE DO /ERK e OV S product name (0O), dosage form (O), manufacturer (O), group title
(0)
ich3.2.p.8.3 m3.2.p.8.3 ZEMT —# product name (O), dosage form (O), manufacturer (O), stability
(O), group title (O)
m3.2.a & Dfh,
ich3.2.a.1 m3.2.a.1 85 hE % M OVR% i substance (O), product name (O), dosage form (O), manufacturer
(O), group title (O)
ich3.2.a.2 m3.2.a.2 S RMEEYLYEWE O 22 R substance (O), product name (O), dosage form (O), manufacturer
(O), group title (O)
ich3.2.a.3 m3.2.a.3 U group title (O), excipient (O)
ich 3.2.r m3.2 1 SARDIRL B group title (O)
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ich 3.3 m3.3 2% 3k group title (O)
m4 FERRAR B
m4.2 R E
m4.2.1 HEFEAER
ich4.2.1.1 m4.2.1 1 2077 % BT %508 study id (R), study title (R), group title (O), document type (R)
ich4.2.1.2 m4.2.12 EIRASEFRER study id (R), study title (R), group title (O), document type (R)
ich4.2.1.3 m4.2.1 3 23R study id (R), study title (R), group title (O), document type (R)
ich42.1.4 m4.2.1 4 TR SRR A VE R R study id (R), study title (R), group title (O), document type (R)
m4.2.2 Y B)REEER
ich4.2.2.1 md.22.1 HSHNERONY F— a vfisE (lEZE L LTA | study id (R), study title (R), group title (O)
FTEBHA)
ich4.2.2.2 m4.2.2 2 RV study id (R), study title (R), group title (O), document type (R)
ich4.22.3 m4.2.2.3 5340 study id (R), study title (R), group title (O), document type (R)
ich4.2.2.4 m4.2.2.4 study id (R), study title (R), group title (O), document type (R)
ich4.2.2.5 m4.2.2.5 i study id (R), study title (R), group title (O), document type (R)
ich42.2.6 md 2.2.6 K BYIEE SR AL IE study id (R), study title (R), group title (O), document type (R)
ich4.2.2.7 m4.2.2.7 % OO FKYyEhREFER study id (R), study title (R), group title (O), document type (R)
m4.2.3 wEMERER
ich4.2.3.1 m4.2.3.1 B EMERER species (R), route of admin (R), study id (R), study title (R), group
title (O), document type (R)
ich4.2.3.2 m4.2.3.2 AE B G- aER species (R), route of admin (R), duration (O), study id (R), study
title (R), group title (O), document type (R)
m4.2.3.3 EfnatEER
ich4.2.3.3.1 m4.2.3.3.1 In Vitro 352 study id (R), study title (R), group title (O), document type (R)
ich4.2.3.3.2 m4.2.3.3.2 In Vivo 7Rk study id (R), study title (R), group title (O), document type (R)
m4.2.3.4 3 A SRR
ich4.2.3.4.1 m4.2.3.4.1 EEID AR ER species (R), study id (R), study title (R), group title (O), document
type (R
ich4.2.3.4.2 m4.2.3.4.2 RIS HE D AR R S}'[]lll)dy( id) (R), study title (R), group title (O), document type (R)
ich4.2.3.4.3 m4.2.3.43 FOMORER study id (R), study title (R), group title (O), document type (R)

m4.2.3.5 B A RER
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ich4.2.3.5.1

m4.2.3.5.1 ZIRREK OVEIR £ COMMIRTE AR 2B

study id (R), study title (R), group title (O), document type (R)

ich4.23.52 m4.23.52 Jf - JRIE3A I B4 A RER study id (R), study title (R), group title (O), document type (R)
ich4.23.53 m4.2.3.53 HARTE O AES OFA QNS RHEOREEIZ B3 5 study id (R), study title (R), group title (O), document type (R)
ich42354 mé4.2.3.54 FEIR % - 3RER study id (R), study title (R), group title (O), document type (R)
ich4.2.3.6 m4.2.3.6 Je TR LB study id (R), study title (R), group title (O), document type (R)
m4.2.3.7 £ OO EMERER
ich4.2.3.7.1 m4.2.3.7.1 HrE MR ER study id (R), study title (R), group title (O), document type (R)
ich4.2.3.7.2 m4.2.3.7.2 EEM AR study id (R), study title (R), group title (O), document type (R)
ich4.2.3.7.3 m4.2.3.7.3 BHFEEOFEIZET 235 study id (R), study title (R), group title (O), document type (R)
ich4.23.7.4 m4.2.3.7.4 {RFEMRER study id (R), study title (R), group title (O), document type (R)
ich4.2.3.7.5 m4.2.3.7.5 R O mk R ER study id (R), study title (R), group title (O), document type (R)
ich4.2.3.7.6 m4.2.3.7.6 Ry ok ER study id (R), study title (R), group title (O), document type (R)
ich4.2.3.7.7 m4.2.3.7.7 F DO ORER study id (R), study title (R), group title (O), document type (R)
ich 4.3 m4.3 BE R
mS AR &
ich 5.2 m5.2 R — &
m5.3 AR R N O BEE iR
ms 3.1 WA A .
ich53.1.1 m353.11 XA FTT_ALFEYT 1 (BA) RERHPEE study id (R), study title (R), site-id (O), group title (O), document
type (R)
ich5.3.1.2 m5.3.12 i BA & & O 7RI (BE) aBREE = study id (R), study title (R), site-id (O), group title (O), document
type (R)
ich 5.3.1.3 m5.3.1 3 In Vitro-In Vivo @ BEE & Wit U 7= sk Bk ity £ study id (R), study title (R), site-id (O), group title (O), document
type (R)
ich53.14 mS 3.1 4 AR B OB L0 2y U b 5 study id (R), study title (R), site-id (O). group title (0), document
type (R)
m5.3.2 b MEEREE A 7238y B e B E O R BRI S &
ich5.3.2.1 m5.3.2.1 MHEE AkE SR B4 study id (R), study title (R), site-id (O), group title (O), document

type (R)
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ich5.3.2.2

m5.3.2.2 I K& O SR ALAE B &

study id (R), study title (R), site-id (O), group title (O), document
type (R)

ich 5.3.2.3 m5.3.2.3 fthod v FAEFEE AWV 2R B RS & study id (R), study title (R), site-id (O), group title (O), document
type (R)
m5.3.3 HREDERE (PK) B E
ich 5.3.3.1 m5.3.3.1 fEFEHEERE 1T 1T D PK K OIS MR B & study id (R), study title (R), site-id (O), group title (O), document
type (R)
ich 5.3.3.2 m5.3.3.2 BFEIZH T D5 PK K OWII AR B E & study id (R), study title (R), site-id (O), group title (O), document
type (R)
ich53.33 m5.3.3 3 NEMEERK Z#ET L7~ PK BRErHsE study id (R), study title (R), site-id (O), group title (O), document
type (R)
ich53.34 m5.3.3.4 FAMRPETER 2 kSt L 72 PK R BR R & E study id (R), study title (R), site-id (O), group title (O), document
type (R)
ich 5.3.3.5 m5.3.3.5 Rt =2 L —3 3 PK RBREE study id (R), study title (R), site-id (O), group title (O), document
type (R)
m5.3.4 REES Y (PD) RBRE &
ich5.3.4.1 m5.3.4.1 REEEAEERE 21T B PD 3Bk & (O PK/PD R ER A E study id (R), study title (R), site-id (O), group title (O), document
type (R)
ich 5.3.4.2 m5.3.4.2 BFIZFBT 2 PD bR K O PK/PD kR i & study id (R), study title (R), site-id (O), group title (O), document
type (R)
m5.3.5 A& OV e B s &
ich 5.3.5.1 m5.3.5.1 HEET D EIC BT 5 bl RS & indication (R), type of control (R), study id (R), study title (R),
site-id (O), group title (O), document type (R)
ich5.3.5.2 m5.3.5.2 FEx GRS indication (R), study id (R), study title (R), site-id (O), group title
(O), document type (R)
ich5.3.5.3 m5.3.5.3 B ORBRAHE 2 - THRAT L7l & indication (R), study id (R), study title (R), site-id (O), group title
(O), document type (R)
ich 5.3.5.4 m5.3.5.4 F D DGR B A& indication (R), study id (R), study title (R), site-id (O), group title
(O), document type (R)
ich 5.3.6 m5.3.6 TRt O HRER B4 5 HiEE study id (O), study title (O), group title (O), site-id (O), document
type (R)
ich 5.3.7 m5.3.7 BE T — & —B K OVEHI Rk study id (O), study title (O), site id (O), group title (O), document

type (R)
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ich 5.4

m5.4 5 3Rk group title (O)

AR 1 AT BAD Document 23FAE L7202, ZORHLL~ULD7ZH® CoU 22— RiX eCTD v4.0 XML A vb&—3 « f VAKX L AITEL
BENR, eCTD fREEE 72 IFMEY — L OBHICH W T, BEHEZ ST 7201, ZAHOORHL LNV OBEbLRRESND Z EBREEL

Wy,

10.1.2 ICH CoU Status

codeSystem 44 ICH CoU Status
Wi CoU DAT—H A
XPATH /PORP_IN000001UV/controlActProcess/subject/submissionUnit/component/contextOfUse/statusCode/@code
codeSystem OID 2.16.840.1.113883.1.11.20523
(Step 2 )
=—F ]
active GE
suspended &1k
obsolete B

10.1.3 ICH CoU Keyword Definition Type

codeSystem 44

ICH CoU Keyword Definition Type

B CoU (23 ] =415 Keyword OFEFH
XPATH /PORP_IN000001UV/controlActProcess/subject/submissionUnit/componentOf/submission/componentOf/application/ref
erencedBy/keywordDefinition/code/@code
codeSystem OID 2.16.840.1.113883.3.989.2.2.4.1.2
(Step 2 )
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a— R

B!

A Keyword Definition Type %
WHTE% CoU 2— R

R=47H, O={E&

ich keyword type 1

ich2.7.3

ich 5.3.5.1

ich 5.3.5.2

ich5.3.5.3

ich53.5.4

ich keyword type 2

ich2.3.s

ich3.2.s.1.1

ich3.2.s.1.2

ich3.2:5.1.3

ich3.2.s.2.1

ich3.2.s.2.2

ich3.2.52.3

ich3.2.s.2.4

ich3.2.s.2.5

ich3.2.5.2.6

ich 3.2.s.3.1

ich3.2.s.3.2

ich3.2.s4.1

ich3.2.s.4.2

ich3.2.5.4.3

ich3.2.s.4.4

ich3.2.5.4.5

ich3.2.s.5

ich3.2.5.6

ich3.2.5s.7.1

ich3.2.s.7.2

ich3.2.s.7.3

ich3.2.a.1

ich3.2.a.2

O|O|R|IARARRPRAARRAARPRPRAARRAAAR R AR
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ich keyword type 3

ich2.3.s

ich 2.3.s.1

ich2.3.s.2

ich2.3.s.3

ich2.3.s4

ich 2.3.s.5

ich 2.3.5.6

ich2.3.s.7

ich2.3.p

ich23p.1

ich23p.2

ich2.3.p.3

ich2.3.p.4

ich 2.3.p.5

ich 2.3.p.6

ich 2.3.p.7

ich2.3.p.8

ich23.a

ich2.3.a.1

ich2.3.a.2

ich2.3.a.3

ich3.2.s.1.1

ich3.2.s.1.2

ich3.2.:5.1.3

ich3.2.s.2.1

ich3.2.s.2.2

ich3.2.s.2.3

ich3.2.s.2.4

ich3.2.s.2.5

ich3.2.s.2.6

ich 3.2.s.3.1

RARARARR AR OIOIOOIOIOIO|IOO|IOOIOIOIRARAR A=A
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ich3.2.s.3.2

ich3.2.s4.1

ich3.2.s.4.2

ich3.2.s4.3

ich3.2.s.4.4

ich3.2.s4.5

ich 3.2.s.5

ich3.2.s.6

ich3.2.5.7.1

ich3.2.5.7.2

ich3.2.5.7.3

ich3.2.p.1

ich3.2.p.2

ich3.2.p.2.1

ich3.2.p.2.2

ich 3.2.p.2.3

ich3.2p24

ich3.2.p.2.5

ich3.2.p.2.6

ich3.2.p.3.1

ich3.2.p.3.2

ich3.2.p.3.3

ich3.2.p.3.4

ich3.2.p.3.5

ich3.2.p.4

ich3.2.p.4.1

ich3.2.p.4.2

ich 3.2.p.4.3

ich3.2p44

ich3.2.p.4.5

ich3.2.p.4.6

O|O|O|O|O|O|O|O|O|O|O|O|0|O|0|O|QO|O|Q|0| R R AR RARA R AR=N&R
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ich3.2.p.5.1

ich3.2.p.5.2

ich 3.2.p.5.3

ich3.2.p.5.4

ich3.2.p.5.5

ich3.2.p.5.6

ich3.2.p.6

ich3.2.p.7

ich 3.2.p.8.1

ich 3.2.p.8.2

ich 3.2.p.8.3

ich3.2.a.1

ich3.2.a.2

ich keyword type 4

ich2.3.p

ich2.3.p.1

ich2.3.p.2

ich2.3.p.3

ich2.3.p.4

ich2.3.p.5

ich 2.3.p.6

ich2.3.p.7

ich2.3.p.8

ich2.3.a

ich2.3.a.1

ich2.3.a.2

ich2.3.a3

ich3.2.p.1

ich3.2.p.2

ich3.2.p.2.1

ich3.2p22

ich3.2p.2.3

O|O|O|O|0|O|0O|O|O|0|O|O|O|0|0O|0|0|0|0|0O|0|0|0|0|0|0|0|0|0|0|0
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ich3.2.p.2.4

ich3.2.p.2.5

ich 3.2.p.2.6

ich3.2.p.3.1

ich3.2p3.2

ich3.2.p.3.3

ich3.2p3.4

ich3.2.p.3.5

ich 3.2.p.4

ich3.2.p.4.1

ich3.2.p.4.2

ich3.2.p.43

ich3.2.p.4.4

ich 3.2.p.4.5

ich 3.2.p.4.6

ich3.2.p.5.1

ich3.2.p.5.2

ich3.2.p.5.3

ich3.2.p.5.4

ich3.2.p.5.5

ich 3.2.p.5.6

ich 3.2.p.6

ich3.2.p.7

ich 3.2.p.8.1

ich 3.2.p.8.2

ich 3.2.p.8.3

ich3.2.a.1

ich3.2.a.2

ich keyword type 5

T

ich23.p

ich2.3.p.1

ich2.3.p.2

O|O|O|O|0|O|0O|O|O|0|O|O|O|0|0O|0|0|0|0|0O|0|0|0|0|0|0|0|0|0|0|0
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ich2.3.p.3

ich2.3.p.4

ich 2.3.p.5

ich 2.3.p.6

ich2.3.p.7

ich2.3.p.8

ich23.a

ich2.3.a.1

ich2.3.a.2

ich2.3.a.3

ich3.2p.1

ich3.2p2

ich3.2.p.2.1

ich3.2.p.2.2

ich 3.2.p.2.3

ich3.2.p.2.4

ich3.2.p.2.5

ich3.2.p.2.6

ich3.2.p.3.1

ich3.2.p.3.2

ich3.2.p.3.3

ich3.2.p.3.4

ich3.2.p.3.5

ich3.2.p.4

ich3.2.p.4.1

ich3.2.p.4.2

ich 3.2.p.4.3

ich3.2.p.4.4

ich3.2.p.4.5

ich3.2.p.4.6

ich3.2.p.5.1

O|O|O|O|0|O|0O|O|O|0|O|O|O|0|0O|0|0|0|0|0O|0|0|0|0|0|0|0|0|0|0|0
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ich3.2.p.5.2

ich 3.2.p.5.3

ich3.2.p.5.4

ich3.2.p.5.5

ich3.2.p.5.6

ich3.2.p.6

ich3.2.p.7

ich 3.2.p.8.1

ich 3.2.p.8.2

ich3.2.p.8.3

ich3.2.a.1

ich3.2.a.2

ich keyword type 6

I

ich3.2.p.4

ich3.2.p.4.1

ich3.2.p.4.2

ich 3.2.p.4.3

ich3.2p44

ich3.2.p.4.5

ich3.2.p.4.6

ich3.2.a.3

ich keyword type 7

ich3.2:5.7.3

ich3.2.p.8.3

ich keyword type 8

S nn

A

ich3.2.p.7

ich keyword type 9

ich4.2.1.1

ich4.2.1.2

ich4.2.1.3

ich4.2.1.4

ich4.2.2.1

ich4.2.2.2

ich4.2.2.3

ich4.2.2.4

RARARARROIO|IOIOC|IOOIO|IOIO|IO|OIO|O|IO|OI0|0|0|0|0|0|0|0
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ich4.2.2.5

ich4.2.2.6

ich4.2.2.7

ich4.2.3.1

ich4.23.2

ich4.23.3.1

ich4.2.3.3.2

ich4.23.4.1

ich4.2.3.4.2

ich4.2.3.4.3

ich4.2.3.5.1

ich4.2.3.52

ich4.2.3.5.3

ich4.2.3.5.4

ich4.2.3.6

ich4.2.3.7.1

ich4.2.3.7.2

ich4.23.7.3

ich4.2.3.7.4

ich4.2.3.7.5

ich4.2.3.7.6

ich4.2.3.7.7

ich5.3.1.1

ich5.3.1.2

ich5.3.1.3

ich5.3.1.4

ich5.3.2.1

ich5.3.2.2

ich5.3.2.3

ich5.3.3.1

ich5.3.3.2

ARRARARPRPRAARRBAAAPRRAARRRAARRAAR R
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ich 5.3.3.3

ich5.3.3.4

ich 5.3.3.5

ich5.3.4.1

ich5.3.4.2

ich5.3.5.1

ich5.3.5.2

ich5.3.5.3

ich5.3.54

ich5.3.6

ich 5.3.7

ich keyword type 10

R X A bV

ich4.2.1.1

ich4.2.1.2

ich4.2.1.3

ich4.2.1.4

ich4.2.2.1

ich4.2.2.2

ich4.2.2.3

ich4.2.2.4

ich4.2.2.5

ich4.2.2.6

ich4.2.2.7

ich4.2.3.1

ich4.2.3.2

ich4.2.3.3.1

ich4.2.3.3.2

ich4.2.3.4.1

ich4.2.3.4.2

ich4.23.43

ich4.23.5.1

ich4.2.3.5.2

ARRARARPRPRAARRBAAAPRRAARO|IOIRARRAAR R
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ich4.2.3.5.3

ich4.2.3.5.4

ich4.2.3.6

ich4.2.3.7.1

ich4.2.3.7.2

ich4.23.7.3

ich4.2.3.7.4

ich4.2.3.7.5

ich4.2.3.7.6

ich4.2.3.7.7

ich5.3.1.1

ich5.3.1.2

ich5.3.1.3

ich5.3.1.4

ich 5.3.2.1

ich5.3.2.2

ich5.3.23

ich5.3.3.1

ich5.3.3.2

ich5.3.3.3

ich5.3.3.4

ich5.3.3.5

ich5.3.4.1

ich5.3.4.2

ich 5.3.5.1

ich 5.3.5.2

ich 5.3.5.3

ich5.3.5.4

ich5.3.6

ich 5.3.7

ich keyword type 11

iR BT

ich5.3.1.1

O|O|O|RIARPRPRAARPRAAAAPRRAARRPRAARRAAR R
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ich5.3.1.2

ich5.3.1.3

ich5.3.1.4

ich5.3.2.1

ich5.3.2.2

ich5.3.2.3

ich5.3.3.1

ich5.3.3.2

ich5.3.3.3

ich5.3.3.4

ich 5.3.3.5

ich5.3.4.1

ich5.3.4.2

ich 5.3.5.1

ich 5.3.5.2

ich 5.3.5.3

ich53.5.4

ich5.3.6

ich 5.3.7

ich keyword type 12

NELALT

ich4.2.1.1

ich4.2.1.2

ich4.2.1.3

ich4.2.1.4

ich4.2.2.2

ich4.2.2.3

ich4.2.2.4

ich4.2.2.5

ich4.2.2.6

ich4.2.2.7

ich4.2.3.1

ich4.23.2

RARARARRARAROOIOIOIO|IOOIOOIOOIO|IOO|IO|0OI0|0|0
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ich4.2.3.3.1

ich4.2.3.3.2

ich4.2.3.4.1

ich4.2.3.4.2

ich4.23.43

ich4.23.5.1

ich4.2.3.5.2

ich4.2.3.5.3

ich4.2.3.5.4

ich4.2.3.6

ich4.2.3.7.1

ich4.2.3.7.2

ich4.2.3.7.3

ich4.2.3.7.4

ich4.2.3.7.5

ich4.2.3.7.6

ich4.2.3.7.7

ich5.3.1.1

ich5.3.1.2

ich5.3.1.3

ich5.3.1.4

ich5.3.2.1

ich5.3.2.2

ich5.3.2.3

ich5.3.3.1

ich5.3.3.2

ich 5.3.3.3

ich5.3.3.4

ich5.3.3.5

ich5.3.4.1

ich5.3.4.2

ARRARARPRPRAARRBAAAPRRAARRRAARRAAR R
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ich 5.3.5.1

ich 5.3.5.2

ich 5.3.5.3

ich5.3.5.4

ich5.3.6

ich 5.3.7

ich keyword type 13

TN—TH%A k)L

ich3.2.s.1.1

ich3.2.s.1.2

ich3.2:5.1.3

ich3.2.s.2.1

ich3.2.s.2.2

ich3.2.52.3

ich3.2.s.2.4

ich3.2.s.2.5

ich3.2.5.2.6

ich3.2.s.3.1

ich3.2.s.3.2

ich3.2.s4.1

ich3.2.s.4.2

ich3.2.54.3

ich3.2.s.4.4

ich3.2.5.4.5

ich3.2.s.5

ich3.2.s.6

ich3.2.5s.7.1

ich3.2.s.7.2

ich3.2.s.7.3

ich3.2.p.1

ich3.2.p.2

ich3.2.p.2.1

ich3.2p22

O|O|O|O|O|O|O|O|O|0O|0|O|0|0O|0|0|0|0|0|0|O|0|0O|0|0|R| A= R =R
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ich3.2.p.2.3

ich3.2.p.2.4

ich3.2.p.2.5

ich 3.2.p.2.6

ich3.2.p.3.1

ich3.2p3.2

ich3.2.p.3.3

ich3.2.p.3.4

ich3.2.p.3.5

ich 3.2.p.4

ich3.2.p.4.1

ich3.2.p.4.2

ich3.2.p.43

ich3.2.p.4.4

ich 3.2.p.4.5

ich 3.2.p.4.6

ich3.2.p.5.1

ich3.2.p.5.2

ich3.2.p.5.3

ich3.2.p.5.4

ich3.2.p.5.5

ich 3.2.p.5.6

ich 3.2.p.6

ich3.2.p.7

ich 3.2.p.8.1

ich 3.2.p.8.2

ich 3.2.p.8.3

ich3.2.a.1

ich3.2.a.2

ich3.2.a3

ich3.2.r

O|O|O|O|0|O|O|O|O|0|O|O|O|0|0O|0|0|0|0|0O|0|0|0|0|0|0|0|0|0|0|0

46




ich3.3

ich4.2.1.1

ich4.2.1.2

ich4.2.1.3

ich4.2.1.4

ich4.2.2.1

ich4.2.2.2

ich4.2.2.3

ich4.2.2.4

ich4.2.2.5

ich4.2.2.6

ich4.2.2.7

ich4.2.3.1

ich4.2.3.2

ich4.2.3.3.1

ich4.2.3.3.2

ich4.23.4.1

ich4.2.3.4.2

ich4.23.43

ich4.23.5.1

ich4.2.3.5.2

ich4.2.3.5.3

ich4.2.3.5.4

ich4.2.3.6

ich4.2.3.7.1

ich4.2.3.7.2

ich4.2.3.7.3

ich4.2.3.7.4

ich4.23.7.5

ich4.2.3.7.6

ich4.2.3.7.7

O|O|O|O|0|O|0O|O|O|0|O|O|O|0|0O|0|0|0|0|0O|0|0|0|0|0|0|0|0|0|0|0
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ich5.3.1.1

ich5.3.1.2

ich5.3.1.3

ich5.3.1.4

ich5.3.2.1

ich5.3.2.2

ich5.3.23

ich5.3.3.1

ich5.3.3.2

ich5.3.3.3

ich5.3.3.4

ich 5.3.3.5

ich5.3.4.1

ich5.3.4.2

ich 5.3.5.1

ich 5.3.5.2

ich5.3.5.3

ich53.54

ich5.3.6

ich 5.3.7

O|O|O|0|O|O|O|O|0|0O|0|O|0|0|0|0|0|0|0|0|0

ich5.4

10.1.4 ICH Document Type

codeSystem 44

ICH Document Type

A Document D Ffi%H
XPATH /PORP_IN000001UV/controlActProcess/subject/submissionUnit/componentOf/submission/componentOf/application/referencedBy/k
eywordDefinition/code/@code
codeSystem OID 2.16.840.1.113883.3.989.2.2.4.1.3
(Step 2 H)
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a— R

Wi

Document @ N

E3 ~D %R

ich document type 1

preclinical study report

Pre-clinical study report - refer to M4:
Organisation Document, Granularity Annex for
instructions on how to typically construct study
reports

ich document type 2

legacy clinical study report

Clinical study report submitted as one file - refer
to M4: Organisation Document, Granularity Annex
for instructions on how to typically construct study
reports

ich document type 3 synopsis Study Report Synopsis 2

ich document type 4 study report body Study Report Body 1,3to 15

ich document type 5 protocol or amendment Protocol and/or amendments 16.1.1

ich document type 6 sample case report form Sample CRF 16.1.2

ich document type 7 iec irb consent form list IEC and IRB and Consent Form 16.1.3
Listings

ich document type 8 list description investigator site Description of Investigators and Sites 16.1.4

ich document type 9 signatures investigators Signatures of principal or coordinating 16.1.5
investigator(s) or sponsor’s responsible
officer

ich document type 10 list patients with batches Listing of patients receiving test drug(s) from 16.1.6
specified batch

ich document type 11 randomisation scheme Randomisation Scheme 16.1.7

ich document type 12 audit certificates report Audit Certificates or similar 16.1.8
documentation

ich document type 13 statistical methods interim analysis plan Documentation of statistical methods 16.1.9
and interim analysis plans

ich document type 14 interlaboratory standardisation methods quality assurance Documentation of Inter-laboratory Standardization 16.1.10
Methods and Quality Assurance or similar
documentation

ich document type 15 publications based on study Publications Based on the Study 16.1.11
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ich document type 16 publications referenced in report Publications Referenced in the Study 16.1.12
Report

ich document type 17 discontinued patients Discontinued Patients Listing 16.2.1

ich document type 18 protocol deviations Protocol Deviation Listing 16.2.2

ich document type 19 patients excluded from efficacy analysis Patients Excluded from Efficacy 16.2.3
Analysis Listing

ich document type 20 demographic data Demographic Data Listing 16.2.4

ich document type 21 compliance and drug concentration data Compliance and/or Drug Concentration 16.2.5
Data Listing

ich document type 22 individual efficacy response data Individual Efficacy Response Data 16.2.6
Listing

ich document type 23 adverse event listings File contains Adverse Event Listings 16.2.7

ich document type 24 listing individual laboratory measurements by patient Individual Laboratory Measurements Listed by 16.2.8
Patient

ich document type 25 case report forms CREF for an individual subject. If you 16.3

are submitting in the US, you should also provide a
"property" element, described below, with its "name"
attribute = "site-identifier" and its value the site
identification where the study was performed.

ich document type 26

available on request

A file listing documents available upon
request for a single study. Consult regional guidance
for use.

ich document type 27

assay validation

ich document type 28

biomarkers

ich document type 29

data monitoring review committees

ich document type 30

device information

ich document type 31

diagnostic tests

ich document type 32 gene therapy

ich document type 33 patient reported outcomes
ich document type 34 pharmacodynamics

ich document type 35 pharmacogenomics
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ich document type 36 pharmacokinetics
ich document type 37 quality of life
ich document type 38 stem cells

ich document type 39

abuse liability

ich document type 40

antibody

ich document type 41

healthcare utilization

ich document type 42

other data not specified

ich document type 43 pk/pd relationship
ich document type 44 specialty report
ich document type 45 bimo

ich document type 46

foreign clinical studies not under ind

ich document type 47

data tabulation dataset legacy

Data tabulation dataset

ich document type 48

data tabulation dataset sdtm

ich document type 49

data tabulation dataset send

ich document type 50

data tabulation data definition

Data definitions for data tabulation
datasets

ich document type 51

data listing dataset

Data listing dataset

ich document type 52

data listing data definition

Data definitions for data listing datasets

ich document type 53

analysis dataset adam

ich document type 54

analysis dataset legacy

Analysis datasets

ich document type 55

analysis program

Program file for analysis dataset

ich document type 56

analysis data definition

Data definition for analysis datasets

ich document type 57

annotated crf

Annotated CRF for datasets

ich document type 58 ecg Annotated ECG waveform dataset

ich document type 59 image Image files

ich document type 60 subject profiles Subject profile. You should also
provide a "property" element, described below, with
its "name" attribute = "site- identifier" and its value
the site identification where the study was
performed.

ich document type 61 safety report IND safety report

ich document type 62 antibacterial Antibacterial microbiology report
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ich document type 63

special pathogen Special pathogens (e.g., fungi,
parasites, mycobacteria) and immune modulator
microbiology report

ich document type 64

antiviral Antiviral microbiology report

ich document type 65

iss Integrated analysis of safety —
integrated summary of safety report

ich document type 66

ise Integrated analysis of efficacy —
integrated summary of efficacy report

ich document type 67

pm description Postmarketing periodic adverse event
drug experience report description

10.1.5 ICH Submission

codeSystem 44

ICH Submission

B! Submission O FEFH
XPATH /PORP_IN000001UV/controlActProcess/subject/submissionUnit/componentOf1/submission/code@code
codeSystem OID 2.16.840.1.113883.3.989.2.2.4.1.8
(Step 2 )
a—F B
ich sub 1 Current View D17 A vt — 3 ® Submission

10.1.6 ICH Submission Unit

codeSystem 4

ICH Submission Unit

A Submission Unit O FELE
XPATH /PORP_IN000001UV/controlActProcess/subject/submissionUnit/code@code
codeSystem OID 2.16.840.1.113883.3.989.2.2.4.1.9

(Step 2 )
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=N

L]

ich sub unit 1

Current View BAT~< v B 7 X v —TOM)EIHRE

ich sub unit 2

Current View BAT~< v B 7 X v —TU D% KRG

10.1.7 ICH Species for Non-Clinical Study

codeSystem 44

ICH Species for Non-Clinical Study

B CoU (23 Fl =415 Species ¥— 17— K
XPATH /PORP_IN000001UV/controlActProcess/subject/submissionUnit/componentOf/submission/componentOf/application/referencedBy/k
eywordDefinition/code/@code
codeSystem OID 2.16.840.1.113883.3.989.2.2.4.1.4
(Step 2 )
=—F ]
ich species 1 <17 A
ich species 2 Z v k
ich species 3 ININA B —
ich species 4 Z DOMLT - it
ich species 5 7R
ich species 6 A4 X

ich species 7

t NUSADOERHE

ich species 8

F o WL D F O L

ich species 9

Tk L

10.1.8 ICH Route of Administration for Non-Clinical Study

codeSystem 44

ICH Route of Administration for Non-Clinical Study

i

CoU Z3# fl £415 Route of Administration ¥ — 7 —

XPATH

/PORP_IN000001UV/controlActProcess/subject/submissionUnit/componentOf/submission/componentOf/application/referencedBy/k
eywordDefinition/code/@code
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codeSystem OID 2.16.840.1.113883.3.989.2.2.4.1.5
(Step 2 )

a— R BLs

ich route 1 o hs

ich route 2 ke 5

ich route 3 RS

ich route 4 R e N e 5-

ich route 5 & T 5

ich route 6 W AEE.

ich route 7 JRpT ¥ 5

ich route 8 Z D,

10.1.9 ICH Duration

codeSystem 44 ICH Duration

B! CoU (21 ffl =415 Duration ¥—7V — K
XPATH /PORP_IN000001UV/controlActProcess/subject/submissionUnit/componentOf/submission/componentOf/application/referencedBy/k
eywordDefinition/code/@code
codeSystem OID 2.16.840.1.113883.3.989.2.2.4.1.6
(Step 2 H)
a— K it B
ich duration 1 A
ich duration 2 Ho HH
ich duration 3 £

10.1.10 ICH Type of Control

codeSys
tem £

ICH Type of Control
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B! CoU |Z3# F =115 Type of Control F—7 — K
XPATH /PORP_IN000001UV/controlActProcess/subject/submissionUnit/componentOf/submission/componentOf/application/referencedBy/k
eywordDefinition/code/@code
codeSystem OID 2.16.840.1.113883.3.989.2.2.4.1.7
(Step 2 )
S— R ]
ich type of control 1 77BN
ich type of control 2 ML
ich type of control 3 &S
ich type of control 4 FEHK
ich type of control 5 A 6 R

10.2 JP IV FA—LFK - R¥X¥ TS5V
AL, «CTD v4.0 7 A MY —VZFIHT 5 LT, FIMEEZSEL, KBS TS JP_eCTDv4_0_Step2 CV_DRAFTxIsx LV #x
WSNIZbDOTHY, —GIMEELEL TV,

10.2.1 JP Submission Unit

codeSystem 44 JP Submission Unit |
A Submission Unit OFEE % <7,

XPATH /PORP_IN000001UV/controlActProcess/subject/submissionUnit/code/@code
codeSystem OID IEX72HIL Step 4 £ TIZER SN D,

(Step 2 )

Step2 Ti, LTOEEZHNS :

Jjp-submission-unit

a—F al (FEh) Bl (HAGR

jp other other Z D
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jp draft

submission of draft ectd

KZ 7 b (aka. ~—H—hK)

jp official

submission of official ectd including both original and reference

RZ 7 MRS O ERp R (2ERELET)

10.2.2 JP Category Event

codeSystem 44 JP Category Event
A 23% Submission Unit Z BT D EDH A I vV TRIHT A0 &2 77,
XPATH /PORP_IN000001UV/controlActProcess/subject/submissionUnit/componentOf2/categoryEvent/code/@code
codeSystem OID IERZ2 BT Step 4 £ TIZEFRSND,
(Step 2 )
Step2 Ti, LTOEZHNS :
jp-category-event
a—FK il () il (RAGE
jp other other Z DAt
jp first first submission of ectd HIEFEH

jp revision during review

revision of ectd during review

B e T e < AR T o GET

Jjp expert discussion

for expert discussion

EARNET !

jp committee meeting

for committee meeting

HIEJf!

jp after committee meeting

after committee meeting

N Rre

jp after department review

after review by department on drugs

2}
SRR

10.2.3 JP Context of Use

codeSystem 44

JP Context of Use

B!

WzZ CoU BB T AIERLENED CTD B 3 3 VBB 2R,
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XPATH /PORP_IN000001UV/controlActProcess/subject/submissionUnit/component/contextOfUse/code/@code
codeSystem OID ERRMEIL Step 4 £ TIZEERIND,
(Step 2 F)

Step 2 Ti&, LATOEZEHWS -

jp-context-of-use
a— K i (9E5E il (A AGE
jp other other Z D
jpml.1 table of contents B (EV=2—01) 250HEEROHRKR
jpml.2 application form (copy) ARHEE (5)
jpml.3 certificates AIERA A
jpml.4 patent status LRI
jpml.5 origin, discovery and development R S8 S D e K OV FE D e
jpml.6 use in foreign countries SENZIS T DRI IZBE 3 5 BB
jpml.7 list of related products IR A28 b — B
jpml.8 package insert (draft) WACE ()
jpml.9 documents concerning non-proprietary name — R4 BRI AR D S0
jpml.10 data for review of designation as poisons, deleterious substances, etc. A B DI EEREERIOE &0
jpml.11 risk management plan (draft) EIL Y A7 B E (R)
jpml.12 list of attached documentation NTER—%
jpml.13.1 documents of approved product BEAGRIE S 6% D &k
jpml.13.2 pre-submission consultation record (copy) iRt ELER (5
jpml.13.3 inquiries(copy) and responses (copy) HaFHE () RUORSFRIIHT2EZE (5)
jpml.13.4.1 documents for pmda (copy) KA ~ DI HHE R
jpml.13.4.1.1 novel excipient FRMICBE T A&k
jpml.13.4.2 documents for mhlw (copy) S A S EE ~DIRHER (B)
jpml.13.5 points to consider regarding ectd format eCTD ORI T 5 B FIHE

jp m5.3.7 other

other documents under m5.3.7

M5.3.7 IZHEM S D F Do &R

S7




jpm5.3.7.1 patient listings BRREORILE 72 o - FERRBRE NFEE A
BVE D RRRERRBR OER] — T

jpm5.3.7.2 list of adverse events Fehte S V72T O RRIRFERIZ W TRIEH 238152
SNTIERI Ok

jpm5.3.7.3 serious adverse event list FEh SN~ ETORERRICBWTEERAEE
EBIREINTIEGI DO—FaFk

jpm5.3.7.4 list of abnormal laboratory test values FEHi & 724 T DGR BRI 3\ TG R R A
WAEBDBILE SNVIIER DO — R

jpm5.3.7.5 list of figures showing abnormal laboratory test values Tl SN 7= TORKRBRIZB W CTEE I N E

R O LB 2 )2 oR L 724

10.2.4 JP Submission

codeSystem 44

JP Submission

B Submission DAZE-DT (f] « IEALRN, ZFREMH, L) 2R
o
XPATH /PORP_IN000001UV/controlActProcess/subject/submissionUnit/componentOf1/submission/code/@code
codeSystem OID ERXZREIE Step 4 £ TIZEFR S NLD,
(Step 2 F)
Step2 TiX, UTOEZEZHWS :
jp-submission
S—F Byl O B (1 Ak
jp other other Z Dt
jp original ectd official submission IEAHE
jp reference ectd official submission for reference ERRH

10.2.5 JP Product Cate

codeSystem %,

ory
? JP Product Category ‘
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B TR & 7T

XPATH /PORP_IN000001UV/control ActProcess/subject/submissionUnit/componentOf1/submission/subject2/review/subject2/pr
oductCategory/code/@code

codeSystem OID EX72fEIX Step 4 £ TIZTERIND,

(Step 2 A)

Step2 TiX, LTOEZHWD -
jp-product-category

a— R B (EER) B (B AHE

jp other other Z DAth,

jp 1-1 drugs containing new active ingredients A Rk & A E S

jp 1-2 new ethical combination drugs HE R FHECEH

jp 1-3 drugs with a new administration route e 5 I 1 3

jp 1-4 drugs with a new indication HhREE SN

ip1-5 drugs in new dosage forms HAE 3,

ip 1-6 new dosage drugs A EEHKN,

jp 1-7 biosimilar drugs XA F 1% ke i

jp 1-8-1 drugs supplied in an additional dosage form (under A BB AESKS (FBEEHETOHO)
reexamination)

jp 1-8-2 drugs supplied in an additional dosage form (not FIEEIMfR A ESKES (FEEHE T TR VWH D)
under reexamination)

jp 1-9-1 similar ethical combination drugs (under BT EREARESS (BEEHETOHO)
reexamination)

jp 1-9-2 similar ethical combination drugs (not under B EEARSH (FBEEHETP TR0V 0)
reexamination)

jp 1-10-1 other drugs (under reexamination) ZOMOEIRS (FREHEFO L D)

jp 1-10-2 other drugs (drugs such as biologics which fall in FOMOEIHKST ((10) OBFETH- T, EWiAIZED

category JP-01-10-01 and whose production method is
modified)

BEFEOEFIEDL B D)
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ip 1-10-3

T OMOESS FHFEAEHFHT TRV H0)

other drugs (not under reexamination)

ip 1-10-4

ZOMOEIL ((10 D 3) DFETH- T, LA
EEDEEHIEDOERIHED B D)

other drugs (drugs such as biologics which fall in
category JP-01-10-03 and whose production method is
modified)

10.2.6 JP Substance Name Type

codeSystem 44 JP Substance Name Type
i — A O Z R,
XPATH /PORP_IN000001UV/controlActProcess/subject/submissionUnit/componentOf1/submission/subject2/review/subjectl/manufactur
edProduct/manufacturedProduct/ingredient/ingredientSubstance/name/part@code
codeSystem OID B2 fE1L Step 4 £ TIZER SN D,
(Step 2 )
Step 2 Ti&, LATOEEZHWS -
jp-substance-name-type
a—F il (HAGEE
jp other Z D
jpjan JAN
jp ns RIEFE
10.2.7 JP Application
codeSystem 44 JP Application

A Application OFfiFH (RLEIREAFEHEE, 70L) Zord,
XPATH /PORP_IN000001UV/controlActProcess/subject/submissionUnit/componentOf1/submission/componentOf/application/code/@co

de
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codeSystem OID IERX72fEIL Step 4 £ TITEFR SN D,
(Step 2 F)
Step 2 Ti&, LAFDOEZ MWD -
jp-application

a—F Bl (9E5E) i (A AR
jp other other D
Jjp maa market authorization application B RS2 A ER R 35

10.2.8 JP Application Reference Reason

codeSystem 44 JP Application Reference Reason

it B BEE F EF ORI 27”4,

XPATH /PORP_IN000001UV/controlActProcess/subject/submissionUnit/componentOf1/submission/componentOf/application/reference/
applicationReference/reasonCode/item/@code

codeSystem OID IER72fHIL Step 4 £ TIZER SN D,

(Step 2 F)

Step2 Tix, U TOEZHWS :
jp-application-reference-reason

a— R B E ) Bl (A AGE
jp other other Z DAt

jp ichihen partial change —5

jp related non-ichihen but related — B PIA DR E

10.2.9 JP Study Type

codeSystem 44 JP Study Type

B! AR O &2 7R T,
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XPATH /PORP_IN000001UV/controlActProcess/subject/submissionUnit/componentOf1/submission/componentOf/application/referenced
By/keywordDefinition/code/@code

codeSystem OID IERZ2fEIT Step 4 £ TIZEFRSND,

(Step 2 H)
Step2 Ti, UTOEEZHNS :
jp-study-type

a—F il (SEER) At (HAGEE)

jp other other D1t

jp clinical pharmacology clinical phamacology study [ S T
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