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(- )#& 1— tw-envelope % 7 ¥ 34l

1.

T
,%:

tw-envelope
% eCTD = HH WA E TR > § i F4 twenvelope R 2 FTH -

"Drug permit license ; 2z *t » H & 305 S EF = >

Element Attribute Description/Instructions Example Occurrence
tw-envelope Root element that provides meta-data for the submission. NA Unique
Identifier Ay =~ UUID » 4p I chUUID#-* 3:eCTDE i ¥ G A 7] NA Unique
submission Provides administrative information associated with the submission. N/A Unique
2F:3 Unique
type (Domestic)-
Tierl Tier2 Tier3 Tierd Tierb FTHE L e
- - (New Drugs
ORA MEERY O e O & & (New ication)-
. L Application)
(Domestic) (Prescription) ) ) A
([hﬁj %t) e Prues 0025 e ™ (Over ;hff:n);?l(ilntlty’ " (Prescription)-
mpor Application) wrpx (New & 4 (New
Ok 4 The Counter, OTC) | |ndication) Chemical( Entity
(Export OF#1%& &5 O > (New NCE) '
Only)
(Controlled Drugs) | Combination)
O+ %5 7 O #73%] (New

23




(Nuclear Medicine)
O Hi (Others)

Dosage Form)
O7ie * i/ (New

Administration)

O#7i * #E (New
Dosage)

O#7H =7 & (New
Strength)
O #is (Others)

ArERLRE
:

(Biological Drugs
Application)

=

HEEZ 22
(Biological Drugs)
02 = 4p 02 22 5
(Biosimilar Drugs)
Of 2 F5% LA
(Regenerative

OAF &5

(Genetic Engineering)
0% w %% (Vaccine)

D‘?’if‘ﬁ?’?&

(Plasma Derivative)
O e i o5 B A

037 & 4 (New
Chemical Entity,
NCE)

O #7F < (New
Indication)

047> (New
Combination)

Medicine) (Cell Therapy) O #7%1%] (New
O A& Flie @A (Gene|  Dosage Form)
Therapy) Of7ie * @i
BEE N AL (New
(Tissue Administration)
Engineering) Ozri * &£
0§57k % & (New Dosage)
(Allergen) O#E =3 &
O4# & (Others) (New Strength)
O # = (Others)
g rE iy | Ok O £ 4R (Safety OF &A%
(Generic Drug (Prescription) Monitoring) (Comply with
Application) O 2% ™ (Over The| O 2% 41 (Non-
OTC Criteria)

Counter, OTC)
OF 1% 5
(Controlled Drugs)

24

Safety Monitoring)
O # i (Others)

O7 &A%




Ja #- % (Active O 412 5 (Not Comply with

Pharmaceutical (Controlled Drugs) o
O## (Others) OTC Criteria)

Ingredient) O H # (Others)

Element Attribute Description/Instructions Example Occurrence
B W A R P f(DETY R QBT 5 Q)BuE  (4)ms New Unique
objective

The high-level handling of the information submitted as part of variation(s) and extension applications. The
following are the valid values:
(1) New: A new submission with the pre-assigned application number.
(2) Change: A subsequent submission in order to make any variation in comparison to previous submission.
(3) Extension: An activity to apply for extension of drug permit license.
(4) Expiration: An activity to apply for cancellation of drug permit license.
submission- | i i 6 45 WP A EE R ER o (D) A ER S QFEYR Q)T (@)t L ~(B)L I - (6) | response Unique
unit 7 Fal:
type

Submission unit type describes the content at a lower level (a “sub-activity”) which is submitted in relation

to a defined regulatory activity. The following are the valid values:

(1) initial: Initial submission to start any regulatory activity

25




(2) validation-response: For rectifying business validation issues.

(3) response: submission unit type that contains the response to any kind of question, out-standing issues

information requested by the agency

(4) additional-info: Other additional Information (could include, for example, missing files) and should only

be used, if validation-response or response is not suitable

(5) corrigendum: Correction to the published annexes in the national procedure (usually shortly after

approval)

(6) reformat: Intended to support the reformatting of an existing submission application from any format to
eCTD, i.e. a baseline eCTD submission containing no content change and which will not be subject to

review (see example below). This type will always be used together with the submission type ‘none’.

Element Attribute Description/Instructions Example Occurrence
Vo #2eCTDY e @ 7 o Pharma Company Unique
PR name
. The name of the company submitting the eCTD. L.
applicant
Corporate 291 7 B EICH B o MG000000000 Unique
Certificati 00005
on Authority Applicants should use Corporate Certification Authority IC Card for submission.
SE R
phone number Repeatable
Phone number of the company.
NPT I
Email address ’ Repeatable

Email address of the company.
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Py 4 BEARR o PR LT - TRFERS ) STFRE - national Unique
q Defines the procedure in use with the submission
procedure |4 e
(1) national (default and the only option to be chosen)
Element Attribute Description/Instructions Example Occurrence
invented- B L The name of the medicinal product. WonderPill Repeatable
name name
B EET G o Each drug permit license is defined by unique invented name, dose and ingredient. L s ¥
) 001375%% Repeatable
Drug permit Drug permit license need to be provided by applicants only when submission objective is ‘change’ or
license ‘extension’.
PELELAS .
. LR ) RS il 2020031101 Unique
pre-  assigned
application The number as the evidence of permission to submit. (e.g. YYYYMMDD##)
number
B H R R BB AEN AR E NP > T b MAE - 202003110150 Repeatable
code The code to link drug permit license. (e.g. YYYYMMDD##DOSE) mg
S VY A KT A - Pioglitazone Repeatable
inn International Non-proprietary Name, used to identify pharmaceutical substances or active pharmaceutical hydrochloride

ingredients. Each INN is a unique name that is globally recognized and is public property. A non-proprietary

27



https://info.fda.gov.tw/mlms/H0001D.aspx?Type=Lic&LicId=01001375
https://info.fda.gov.tw/mlms/H0001D.aspx?Type=Lic&LicId=01001375

name is also known as a generic name.

B 7| This is the sequence number of the submission — this should start at 0000 for the initial submission, and then | 0000 Unique
increase incrementally with each subsequent submission related to the same product, e.g. 0000, 0001, 0002,
sequence 0003, etc.
Element Attribute Description/Instructions Example Occurrence
AP BB 7 gryn = iE AN eh kB 7 o 0001 Repeatable
related- This is the sequence number of previous submission(s) to which this submission relates,
sequence e.g. the responses to questions to a particular variation. In the case of submission unit types “initial” and
‘reformat’, related sequence is identical to the sequence number.
B A4 it SRS CE NNE R TR TR Response o Unique
submission- This element is used to provide a free text description of the submission. D120L0Q
description
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2. FEEH
FeliBiErFfe 2 ml Fp 4 » 27 Sapg
%‘Q%T%,\o;ﬁ‘_%ﬁ%\q?‘i ;i;_.g\;z;]% 3} Kﬁ-f;«&._\
Directory / File Structure for TW Module 1 -
2 A ‘%s‘zg 1_f—r,}’{P«}J. ’%'E‘\;q[‘
& 8L Description W %
1 m1 Administrative ml [FEFHR 2 ™ T
Information and
Prescribing Information
1.1 m1.1 Official Letter and mll =< % pki & & .
Document
1.1.1 m1.1.1 Application Form/ | ml1.1.1 # &% %% % v
Official Letter #3 /f% (Y g3/
YR 5 R RGP
Xy
1.1.2 m1.1.2 Type of Application | m1.1.2 % 2 %] £
Form (TBD)
1.1.3 m1.1.3 Regulatory mll3 A AFH 2L
Information Form (TBD)
1.1.4 m1.1.4 Refuse to File ml.1.4 RTF % # #
Checklist
1.15 m1.1.5 Data Exclusivity ml.15 FH & FHE 2 A
and Domestic/Foreign ph TR R SR T A
Clinical Study Information
Form
1.1.6 m1.1.6 Patent Information | m1.1.6 2 % 3
1.1.7 m1.1.7 Declaration form of | m1.1.7 % & & 4}k i %
the status of pharmaceutical | * #
patents
1.1.8 m1.1.8 Receipt ml.1.8 3% s
1.2 m1.2 Affidavit ml2 » %%
1.2.1 m1.2.1 Affidavit A ml2.1 &4 (7)
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& 8L Description W %

1.2.2 m1.2.2 Affidavit B ml22 > 2% (2)

1.2.3 m1.2.3 Affidavit C ml.23 = %2 ()

1.3 m1.3 Labeling and Artwork | m1.3 &4 i ¥

13.1 m1.3.1 Labeling ml1l.3.1 # ¥

1.3.11 m1.3.1.1 Chinese Labeling | m1.3.1.1 # < i ¥

1.3.1.2 m1.3.1.2 English Labeling | m1.3.1.2 &< & &

1.3.1.3 | ml1.3.1.3 Origin Labeling m1.3.13 h~ 7 ¥

1.3.2 m1.3.2 Medical/patient m13.2 FH&/p AL
information, medication Biie
guides

133 m1.3.3 Labeling Change ml1.3.3 7 5 % { ¥®
Comparison

1.3.3.1 | ml.3.3.1 Change ml1.3.3.1 S { HE
Comparison

1.3.3.2 | m1.3.3.2 Labeling history | m1.3.3.2 % { fF{ & &

134 m1.3.4 Artwork (Mock-up) | m1.3.4 &4 ~ ¢ £ ~ 4%

(4 ERB-R LS
%)

1.34.1 m1.3.4.1 Container labels m1.3.4.1 & &

1.34.2 m1.3.4.2 Outer package m1.3.4.2 *t £

1.3.4.3 | m1.3.4.3 aluminium foil m1.3.4.3 455
package

1.3.4.4 m1.3.4.4 Auxiliary/Medical | m1.3.4.4 ﬁ:p“gl:/%ﬁ HEH
Devices

135 m1.3.5 Reference Labeling | m1.3.5 & & iz ¥5

1.3.6 m1.3.6 Product Appearance | m1.3.6 # & *t g

1.4 m1.4 Certificate/License ml.4d P

1.4.1 m1.4.1 Pharmaceutical ml4l E5EHFv AR
Company Certificate

14.2 m1.4.2 Business mld2 =@ g F ¥
Registration or Certificate | Z:z2#M ~ 2

1.4.3 m1.4.3 Product License ml.4.3 & 557 %

1.4.4 m1.4.4 Local ml4.4 RA 1 R E et
Manufacturing Certificate | /&3

1.4.5 m1.4.5 GDP Approval ml45 % & & &k 2iE
Letter 44 (GDP) 2z #p ~ 2/
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& 8L Description W %
T2 &

1.5 m1.5 Letter of ml5 £33
Authorization

1.6 m1.6 Reference Country ml.6 %% B 7% HEM
Approval

1.6.1 m1.6.1 Certificate of ml.6.1 # &z
Pharmaceutical Product

1.6.2 m1.6.2 Free Sale ml.6.2 & * ZEP [ = 2
Certificate / Official E
Fomulary

1.7 m1.7 Formulation Basis m1.7 r™ &5

1.8 m1.8 GMP Certificate / ml8 i+ & HF g AW
Approval Letter 4 (GMP) 2 2 < /9%

1.9 m1.9 Bridging Study ml9 &R TR
Evaluation

1.10 m1.10 Local Clinical Study | m1.10 B} ik 3#5% i
Status

1.11 m1.11 Local ml1l.11 ®p» BA/BE #Z%
Bioavailability / 1A
Bioequivalence Study
Status

1.12 m1.12 Contract ml.12 £ z= %3
Manufacturing

1.12.1 m1.12.1 Application Form | m1.12.1 &3¢ ¥
for Contract Manufacture

1.12.2 m1.12.2 Copy of Contract | m1.12.2 £z=%:g 3 43
Manufacturing Agreement | # #

1.12.3 m1.12.3 Description of m1.12.3 #p # 472 A E
Contract Manufacturing LB T
Process

1.13 m1.13 Risk Management | m1.13 k& ¥ =% %
Plan

1.14 m1.14 DMF Approval m1.14 DMF % & &
Letter

1.15 m1.15 Designation ml.15 245 S
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& 8L Description W %
Approval Letter
1.16 m1.16 Assessment Report | m1.16 # i B ®%F &4 3F 2
from Reference Agency
1.17 m1.17 Others ml1l.17 H i
.: T LG S
(D) 2T * phpee B
Pl r < R PDF RV B o B 2(R 4 )hF R & B

e M2 7 BRI * Pjise B E 2 e 2 % et m2 Fop

A R e T O RALA A E S FRF F R R g

MR

V3.2.2, Appendix 4: File Organization for the eCTD) -

R 22— v e PR

* P 2 2 4p B AL 4 (ICH eCTD Specification

) 18 Description Fp B

2 m2 common technical m2 % Py &
document summaries

2.2 m2.2 introduction m2.2 @3

2.3 m2.3 quality overall m2.3 &7 &
summary

2.3 m2.3 introduction m2.3 #§ 1

2.3.5 m2.3.s drug substance m2.3.s il &

2.3.p m2.3.p drug product m2.3.p % 5

2.3.a m2.3.a appendices m2.3.a *iféx

2.3.r m2.3.r regional information | m2.3.r % 3 |+ L

2.4 m2.4 nonclinical overview | m2.4 29k 3

25 m2.5 clinical overview m2.5 ek SLim

2.6 m2.6 nonclinical written m2.6 292k 7 & P2 & £
and tabulated summaries
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& B Description Fp Bz

2.6.1 m2.6.1 introduction m2.6.1 i 4

2.6.2 m2.6.2 pharmacology m2.6.2 %72 8 g
written summary

2.6.3 m2.6.3 pharmacology m2.6.3 %32 % 5|4 £ 8
tabulated summary

2.6.4 m2.6.4 pharmacokinetics m2.6.4 %# & {7 g
written summary

2.6.5 m2.6.5 pharmacokinetics m2.6.5 &# 5§ 5| &L
tabulated summary

2.6.6 m2.6.6 toxicology written | m2.6.6 & 52 & %2 &
summary

2.6.7 m2.6.7 toxicology m2.6.7 4 2 H 5| L L&
tabulated summary

2.7 m2.7 clinical summary m2.7 Tes P&

2.7.1 m2.7.1 summary of m2.7.1 2 3 E &R G
biopharmaceutic studies Hiph 247> 2k
and associated analytical
methods

2.7.2 m2.7.2 summary of clinical | m2.7.2 &/ % 12 3% £
pharmacology studies =

2.7.3 m2.7.3 summary of clinical | m2.7.3 & % *xfE &
efficacy

2.7.4 m2.7.4 summary of clinical | m2.7.4 f&/k % > e
safety

2.75 m2.7.5 literature references | m2.7.5 %% < /—‘%

2.7.6 m2.7.6 synopses of m2.7.6 %7 &
individual studies

(E)Ked3—&F

B 3(4 L) F A & LA E M3

B3 EFRIATmM

] 2 ZQZ
FEE




eCTD specification V3.2.2, Appendix 4: File Organization for the
eCTD) -

FOB32r 2 B FTHGE WA ARES (7 THE)A M
SRR
- 3 4 wiFi@ * Node Extension » & 2k 3.2A ~ 3.2R % 3.3 K,éf

¢k oo

4 e 3—&F

& B Description Fp B
3 m3 quality m3 & &
3.2 m3.2 body of data m3.2 #cfp TN F
3.2 m3.2.s drug substance m3.2.s il
[Drug Substance Name]
[Manufacturer]
3251 | m3.2s.1 general m3.2.8.1 — S FHR
information (name,
manufacturer)

3.25.1.1 | m3.2.s.1.1 nomenclature m3.2.s.1.1 & &
(name, manufacturer)

3.2.5.1.2 | m3.2.5.1.2 structure m3.2.5.1.2 ﬁ'&
(name, manufacturer)

3.2.5.1.3 | m3.2.:s.1.3 general m3.2.5.1.3 — A
properties (name,
manufacturer)

3.2.5.2 m3.2.s.2 manufacture m3.2.5.2 i

(name, manufacturer)

3.2.5.2.1 | m3.2.5.2.1 manufacturer(s) | m3.2.5.2.1 # i A
(name, manufacturer)

3.2.5.2.2 | m3.2.5.2.2 description of m3.2.5.2.2 @Az @WirE
manufacturing process and | #12 fa iff

process controls  (name,
manufacturer)

3.2.5.2.3 | m3.2.s.2.3 control of m3.2.8.2.3 +iL g #l
materials (name,
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& B Description e %
manufacturer)

3.2.5.2.4 | m3.2.s.2.4 controls of m3.2.5.2.4 M4tz v
critical steps and R g
intermediates (name,
manufacturer)

3.2.5.2.5 | m3.2.5.2.5 process m3.2.5.2.5 ®WAgFrrcz [
validation and/or Bl
evaluation (name,
manufacturer)

3.2.5.2.6 | m3.2.5.2.6 manufacturing | m3.2.5.2.6 ®WALH &
process development
(name, manufacturer)

3.2.5.3 m3.2.s.3 characterisation m3.2.5.3 % ﬁ;g;?;
(name, manufacturer)

3.2.5.3.1 | m3.2.5.3.1 elucidation of m3.2s.3.1 HiEfEir 2 2
structure and other ts AT
characteristics (name,
manufacturer)

3.2.5.3.2 | m3.2.5.3.2 impurities m3.2.8.3.2 % 4~
(name, manufacturer)

3.25.4 m3.2.s.4 control of drug m3.2.5.4 Fil % g ]
substance (name,
manufacturer)

3.2.5.4.1 | m3.2.s.4.1 specification m3.2.5.4.1 #
(name, manufacturer)

3.2.5.4.2 | m3.2.5.4.2 analytical m3.2.5.4.2 & {77 %
procedures (name,
manufacturer)

3.2.5.4.3 | m3.2.5.4.3 validation of m3.2.5.4.3 %~ 477 /2 FErT
analytical procedures
(name, manufacturer)

3.2.5.4.4 | m3.2.5.4.4 batch analyses m3.2.5.4.4 =% & 47
(name, manufacturer)

3.2.5.4.5 | m3.2.5.4.5 justification of m3.2.5.4.5 4L & 4 2
specification (name, i ¥
manufacturer)

3.285 m3.2.s.5 reference m3.2.5.5 ¥pe {58 55 4
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& B Description e %
standards or materials R g
(name, manufacturer)

3.2.5.6 m3.2.5.6 container closure | Mm3.2.5.6 % B4k s
system (name,
manufacturer)

3.2.8.7 m3.2.s.7 stability (name, m3.2.8.7 % z_{+
manufacturer)

3.25.7.1 | m3.2.s.7.1 stability m3.2.8.7.1 % T +{EE %
summary and conclusions | %
(name, manufacturer)

3.2.5.7.2 | m3.2.5.7.2 post-approval m3.2.8.7.2 ¥ H 1 % T
stability protocol and W E D 2 K
stability commitment
(name, manufacturer)

3.2.5.7.3 | m3.2.s.7.3 stability data m3.2.5.7.3 % T #icdy
(name, manufacturer)

3.2.p m3.2.p drug product (name, | m3.2.p # &
dosage form)

3.2.p.1 | m3.2.p.1 description and m3.2.p.1 FRPfk2zmE> | A
composition of the drug RN
product (name, dosage
form)

3.2.p.2 | m3.2.p.2 pharmaceutical m3.2.p.2 ZFH B3
development (name, dosage
form)

3.2.p.3 m3.2.p.3 manufacture m3.2.p.3 %3
(name, dosage form)

3.2.p.3.1 | m3.2.p.3.1 manufacturer(s) | m3.2.p.3.1 # i fx
(name, dosage form)

3.2.p.3.2 | m3.2.p.3.2 batch formula m3.2.p.3.2 $+=x fie >
(name, dosage form)

3.2.p.3.3 | m3.2.p.3.3 description of m3.2.p.3.3 Wiz WAz E
manufacturing process and | #12 s it
process controls (name,
dosage form)

3.2.p.3.4 | m3.2.p.3.4 controls of m3.2.p.3.4 R4 2 v

critical steps and

B
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Description

L

intermediates (name,
dosage form)

3.2.p.3.5 | m3.2.p.3.5 process m3.2.p.3.5 @ EFErcE [
validation and/or Bl
evaluation (name, dosage
form)

3.2.p.4 | m3.2.p.4 control of m3.2.p.4 BRA5H F 41
excipients (name, dosage
form)

3.2.p.4.1 | m3.2.p.4.1 specifications m3.2.p.4.1
(name, dosage form)

3.2.p.4.2 | m3.2.p.4.2 analytical m3.2.p.4.2 & 477 %
procedures (name, dosage
form)

3.2.p.4.3 | m3.2.p.4.3 validation of m3.2.p.4.3 & 77 2 FEx
analytical procedures
(name, dosage form)

3.2.p.4.4 | m3.2.p.4.4 justification of | m3.2.p.4.4 R & T2
specifications (name, i Jx
dosage form)

3.2.p.4.5 | m3.2.p.4.5 excipients of m3.2.p.45 % & & kiR
human or animal origin IR A AR
(name, dosage form)

3.2.p.4.6 | m3.2.p.4.6 novel excipients | m3.2.p.4.6 A7R&A)H|
(name, dosage form)

3.2.p.5 | m3.2.p.5 control of drug m3.2.p.5 # & ¢ 41
product (name, dosage
form)

3.2.p.5.1 | m3.2.p.5.1 specification(s) | m3.2.p.5.1 A%
(name, dosage form)

3.2.p.5.2 | m3.2.p.5.2 analytical m3.2.p.5.2 & 477> %
procedures (name, dosage
form)

3.2.p.5.3 | m3.2.p.5.3 validation of m3.2.p.5.3 & #7 > % FErk
analytical procedures
(name, dosage form)

3.2.p.5.4 | m3.2.p.5.4 batch analyses m3.2.p.5.4 3= & 47
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Description

=2 g

P

L

(name, dosage form)

3.2.p.5.5 | m3.2.p.5.5 characterisation | m3.2.p.5.5 7 4 4Fjic %
of impurities (name, dosage | % H-#
form)

3.2.p.5.6 | m3.2.p.5.6 justification of | M3.2.p.5.6 R4 & L2
specifications (name, i ¥y
dosage form)

3.2.p.6 m3.2.p.6 reference m3.2.p.6 ¥ Pe{E % 55 4
standards or materials e
(name, dosage form)

3.2.p.7 m3.2.p.7 container closure | M3.2.p.7 % B|AFH k5L
system (name, dosage
form)

3.2.p.8 m3.2.p.8 stability (name, m3.2.p.8 % Z_|+
dosage form)

3.2.p.8.1 | m3.2.p.8.1 stability m3.2.p.8.1 % T P& 2
summary and conclusion 2
(name, dosage form)

3.2.p.8.2 | m3.2.p.8.2 post-approval m3.2.p.8.2 %815 % =
stability protocol and WERIE D 2 K
stability commitment
(name, dosage form)

3.2.p.8.3 | m3.2.p.8.3 stability data m3.2.p.8.3 % #_+ H#cdy
(name, dosage form)

3.2.a m3.2.a appendices m3.2.a *iéx

3.2l m3.2.a.1 facilities and m3.2.a.l k&% % K E
equipment (hame,
manufacturer)

3.2.a.2 m3.2.a.2 adventitious m3.2.a.2 *tiRF]F 2% >
agents safety evaluation Bl
(name, dosage form,
manufacturer)

3.2.a3 m3.2.a.3 excipients m3.2.a.3 BRA5H|

3.2r m3.2.r regional information | m3.2.r % & (£ TR

3.3 m3.3 literature references m3.3 %+ <t
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(2 ) Boie 4—2L 0ok (REh4F 2
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ip B 2= (ICH eCTD Specification V3.2.2, Appendix 4: File
Organization for the eCTD) -

- e 4R R R

& B Description Fp B

4 m4 nonclinical study m4 LRk RS AF 2
reports

4.2 m4.2 study reports m4.2 #F% 3% &

4.2.1 m4.2.1 pharmacology m4.2.1 %53 %

4211 m4.2.1.1 primary m4.2.1.1 i & Z»x ¥
pharmacodynamics

4212 m4.2.1.2 secondary m4.2.1.2 = & &8
pharmacodynamics

4213 | m4.2.1.3 safety m4.213 % > #E2 ¥

pharmacology
4.2.1.4 | m4.2.1.4 pharmacodynamic | m4.2.1.4 Z»xit A 2 % 5
drug interactions I e

422 m4.2.2 pharmacokinetics m4.2.2 %## &

4221 m4.2.2.1 analytical methods m4.22.1 » 473 23 Hzxr
and validation reports (if

separate reports are e
available)

4222 m4.2.2.2 absorption m4.2.2.2 %z

4.2.2.3 m4.2.2.3 distribution m4.2.2.3 %~ i#

4224 m4.2.2.4 metabolism m4.2.2.4 3%

4.2.2.5 m4.2.2.5 excretion m4.2.2.5 ¢

4226 | m4.2.2.6 pharmacokinetic | m4.2.2.6 & 380 2 ¥ 5
drug interactions T3 iEH
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Description

=2 g

P

L

(nonclinical)

4227

m4.2.2.7 other
pharmacokinetic studies

m4.2.2.7 H 5 ZHiE %

4.2.3

m4.2.3 toxicology

m4.23 4128

4231

m4.2.3.1 single-dose toxicity
(in order by species, by

route)

m4.2.3.1 ¥ - # &3 4

4.2.3.2

m4.2.3.2 repeat-dose
toxicity (in order by
species, by route, by
duration, including
supportive

toxicokinetics evaluations)

m4.2.32 & RAlE 3+

4233

m4.2.3.3 genotoxicity

m4.2.3.3 5 4 4

42331

m4.2.3.3.1 in vitro

m4.2.3.3.1 =44 ¢

4.2.33.2

m4.2.3.3.2 in vivo (including
supportive toxicokinetics

evaluations)

m4.2.3.3.2 EFEgp

4234

m4.2.3.4 carcinogenicity
(including supportive

toxicokinetics evaluations)

m4.2.3.4 R

42341

m4.2.3.4.1 long-term
studies (in order by
species, including
range-finding studies
that cannot be
appropriately included
under repeat-dose
toxicity or
pharmacokinetics)

m4.2.3.4.1 & H :75%

42342

m4.2.3.4.2 short- or
medium-term studies
(including range- finding
studies that cannot be
appropriately

included under repeat-dose
toxicity or
pharmacokinetics)

m4.2.3.4.2 EHp & ¢ Hp R
S
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Description

o

L

4.2.3.4.3 | m4.2.3.4.3 other studies m4.2.3.4.3 H & FE%
4.2.3.5 | m4.2.3.5 reproductive and m4.235 # 7T &
developmental toxicity
(including range-finding
studies and supportive
toxicokinetics evaluations)
4.2.3.5.1 | m4.2.3.5.1 fertility and m4.2.351 2 5 4 &5 4
early embryonic RS Sy
development
4.2.3.5.2 | m4.2.3.5.2 embryo-fetal m4.2.3.5.2 SaP5-FAs2E T
development
4.2.3.5.3 | m4.2.3.5.3 prenatal and m4.2.353 A# % & {82
postnatal development, BOLET oow 7R MR
including maternal function
4.2.3.5.4 | m4.2.3.5.4 studies in which | m4.2.354 + & (& > #
the offspring (juvenile P) LEEZIR S ER
animals) are dosed and/or | # %
further evaluated
4.2.3.6 m4.2.3.6 local tolerance m4.2.3.6 k3%t
4.2.3.7 | m4.2.3.7 other toxicity m4.23.7 H© F [R5
studies (if available)
4.2.3.7.1 | m4.2.3.7.1 antigenicity m4.2.3.7.1 R+
4.2.3.7.2 | m4.2.3.7.2 immunotoxicity | m4.2.3.7.2 £ & # |+
4.2.3.7.3 | m4.2.3.7.3 mechanistic m4.2.3.7.3 & T
studies (if not included
elsewhere)
4.2.3.7.4 | m4.2.3.7.4 dependence m4.2.3.7.4 ik ig
4.2.3.7.5 | m4.2.3.7.5 metabolites m4.2.3.7.5 i~ H4e
4.2.3.7.6 | m4.2.3.7.6 impurities m4.2.3.7.6 7 &3
4.2.3.7.7 | m4.2.3.7.7 other m4.2.3.7.7 H
4.3 m4.3 literature references m4.3 %% < /I;Je
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Fﬁg Tk i ok 3F 2 %

* T * 2 4p

& B Description Fp Bz
5 mb5 clinical study reports m5 Rk ;RS AF 2
5.2 m5.2 tabular listing of all m5.2 #73 Tk A7 g chi
clinical studies teif i
5.3 m5.3 clinical study reports | m5.3 T/ E % 3F 2
53.1 m5.3.1 reports of m5.3.1 2 F % H|:x5% 4R
biopharmaceutic studies =
5311 m5.3.1.1 bioavailability m5.3.1.1 24 2+ * % (BA)
(ba) study reports WRAR 2
"Study Report 1" FriEEL L
"Study Report 2" FTiRE 2
"Study Report 3" 3y iEE 3
5.3.1.2 | m5.3.1.2 comparative ba m5.3.1.2 ip ¥4 4g¥ * ¥
and bioequivalence (be) 2 4 #4p ¥ 14 (BE):# 5% 3
study reports 2
"Study Report 1" FriELl
"Study Report 2" ?g FE 2
"Study Report 3" T IRE 3
5.3.1.3 | m5.3.1.3invitro-invivo | m5.3.1.3 % 548k 22 g p
correlation study reports 1P B R B AR 2
"Study Report 1" FriEL L
"Study Report 2" FTiRE 2
"Study Report 3" FraEd 3
5.3.1.4 | m5.3.1.4 reports of m5.3.14 A §E%R2Z 2§
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Description

P

L

bioanalytical and analytical
methods for human studies

R AT 2 2472 E R

532 m5.3.2 reports of studies m5.3.2 i€ * A g4 f g
pertinent to 2 B EskE L
pharmacokinetics using
human biomaterials

5.3.2.1 m5.3.2.1 plasma protein m5.3.2.1 = :ch v B LR
binding study reports o 3R 4
"Study Report 1" FriEdl
"Study Report 2" FTiRE 2
"Study Report 3" FriEL 3

5.3.2.2 | m5.3.2.2 reports of hepatic | m5.3.2.2 #FuE N H43 &F 5
metabolism and drug IR s
interaction studies
"Study Report 1" FriEdl
"Study Report 2" FyAEE 2
"Study Report 3" Fy AL 3

5.3.2.3 | m5.3.2.3 reports of studies | m5.3.2.3 His 4 f 4 i
using other human 2 AR
biomaterials
"Study Report 1" FriELl
"Study Report 2" FyAEE 2
"Study Report 3" FTIRE 3

5.3.3 m5.3.3 reports of human mM5.3.3 * §§E b 5 x5
pharmacokinetic (pk) F 2
studies

533.1 | m53.3.1 healthy subject pk | m5.3.3.1 it < &4 &
and initial tolerability study | % A=4sf 2 12385 3R 2
reports
"Study Report 1" FriEEL L
"Study Report 2" FriRE 2
"Study Report 3" FraEL 3

5.3.3.2 | m5.3.3.2 patient pk and m5.3.3.2 i * Fh: & A2 4

initial tolerability study
reports

£ LR

"Study Report 1"

Frapdl

"Study Report 2"

Frapd 2
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& B Description e %3ir
"Study Report 3" Fy AL 3

5.3.3.3 | m5.3.3.3 intrinsic factor pk | m5.3.3.3 p F||LF]F & #
study reports WHRAR 2
"Study Report 1" PriEEL L
"Study Report 2" FTaRE 2
"Study Report 3" FraRd 3

5.3.34 | m5.3.3.4 extrinsic factor pk | m5.3.3.4 ¢t F| L]+ & #
study reports PRAR 2
"Study Report 1" FriEEL L
"Study Report 2" FyAEL 2
"Study Report 3" 3y AL 3

5.3.3.5 | m5.3.3.5 population pk m5.3.3.5 & & E%
study reports £y
"Study Report 1" Pyl
"Study Report 2" FrAREE 2
"Study Report 3" Fy AL 3

5.3.4 m5.3.4 reports of human m5.3.4 X R & 0 H E 5%
pharmacodynamic (pd) i
studies

53.4.1 | m53.4.1 healthy subject pd | m5.3.4.1 i B < 24 %%
and pk/pd study reports o3 SRR AL R

=

"Study Report 1" PriEEL L
"Study Report 2" FTiRE 2
"Study Report 3" FraRd 3

5.34.2 m5.3.4.2 patient pd and m5.3.4.2 5 4 LrrE
pk/pd study reports B[ FE AR AR
"Study Report 1" FriELl
"Study Report 2" FyAREL 2
"Study Report 3" 3y iEE 3

5.3.5 m5.3.5 reports of efficacy | m5.3.5 e % > 2
and safety studies PRI

5.35.1 m5.3.5.1 study reports of m5.3.5.1 & 7 fLif BmAp

controlled clinical studies
pertinent to the claimed
indication

B %R TR AT L 2 RS
3F 2

"Study Report 1"

Frapdl
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& B Description e %3ir
"Study Report 2" FyAEE 2
"Study Report 3" FraRd 3

5.3.5.2 | m5.3.5.2 study reports of m5.3.5.2 & ¥R e iRk A7
uncontrolled clinical 1 2RI
studies
"Study Report 1" FriEEE L
"Study Report 2" FTiRE 2
"Study Report 3" FraRd 3

5.3.5.3 | m5.3.5.3 reports of m5.3.5.3 & § BFE%k#EK
analyses of data from more | ¥ 2 4 173F £
than one study
"Study Report 1" Pyl
"Study Report 2" FyAREE 2
"Study Report 3" Fy AL 3

5.3.5.4 | m5.3.5.4 other study m5.3.5.4 H i xR 2
reports
"Study Report 1" FriELl
"Study Report 2" FyAEE 2
"Study Report 3" FraRd 3

5.3.6 m5.3.6 reports of m5.3.6 F # {&i * 5ok
postmarketing experience | 3¢ %

5.3.7 m5.3.7 case report forms m5.3.7 5 bl4R 4 & 2 B
and individual patient B A7
listings

54 m5.4 literature references m5.4 %4 < IS
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ik -

Directory / File Structure for TW Module 1

1 Number
Title tw
Element ml-tw
Directory ml/tw
Comment Top level directory for the Taiwan Module 1 as per ICH eCTD Specification.
2 Number
Title
Element
File m2l/tw/tw-regional.xml
Comment The TW Regional XML instance including the envelope information. Note
that the operation attribute for the tw.regional.xml should always be set to
‘new’.
3 Number 11
Title Official Letter and Document
Element m1-1-offdoc
Directory m1/tw/11-offdoc
File m1/tw/11-offdoc/offdoc-VAR.EXT
Comment Official documents and related forms. (Mandatory)
4 Number 1.11
Title Application Form / Official Letter
Element m1-1-1-form
Directory m1/tw/11-offdoc/111-form
File m1/tw/11-offdoc/111-form/form-VAR.EXT
Comment Drug inspection registration application / change registration application /
official letter
5 Number 1.1.2
Title Type of Application Form
Element m1-1-2-applform
Directory ml/tw/11-offdoc/112-applform
File ml/tw/11-offdoc/112-applform/applform-VAR.EXT
Comment Type of Application Form. (Mandatory)
6 Number 1.1.3
Title Regulatory Information Form
Element m1-1-3-reginf
Directory m1/tw/11-offdoc/113-reginf
File ml/tw/11-offdoc/113-reginf/reginf-VAR.EXT
Comment Regulatory Information Form. (Mandatory)
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7 Number 1.1.4
Title Refuse to File Checklist
Element m1-1-4-rtfcheck
Directory ml/tw/11-offdoc/114-rtfcheck
File m1l/tw/11-offdoc/114-rtfcheck/rtfcheck-VAR.EXT
Comment RTF checklist.
8 Number 1.15
Title Data Exclusivity and Domestic/Foreign Clinical Study Information Form
Element m1-1-5-dataexc
Directory m1/tw/11-offdoc/115-dataexc
File m1/tw/11-offdoc/115-dataexc/dataexc-VAR.EXT
Comment Data Exclusivity and Domestic/Foreign Clinical Study Information Form.
9 Number 1.1.6
Title Patent Information
Element m1-1-6-patinf
Directory m1/tw/11-offdoc/116-patinf
File m1/tw/11-offdoc/116-patinf/patinf-VAR.EXT
Comment Patent Information.
10 Number 1.1.7
Title Declaration Form of the Status of Pharmaceutical Patents
Element m1-1-7-decfor
Directory m1/tw/11-offdoc/117-decfor
File m1/tw/11-offdoc/117-decfor/decfor-VAR.EXT
Comment Declaration form of the status of pharmaceutical patents.
1 Number 118
Title Receipt
Element m1-1-8-receip
Directory m1/tw/11-offdoc/118-receip
File m1/tw/11-offdoc/118-receip/receip-VAR.EXT
Comment Receipt.
12 Number 1.2
Title Affidavit
Element m1-2-affi
Directory m1/tw/12-affi
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Comment

Affidavit. (files are not allowed)

13 Number 121
Title Affidavit A
Element m1-2-1-affia
Directory mi/tw/12-affi/121-affia
File ml/tw/12-affi/121-affia/affia-VAR.EXT
Comment Affidavit A.
14 Number 1.2.2
Title Affidavit B
Element m1-2-2-affib
Directory ml/tw/12-affi/122-affib
File m1/tw/12-affi/122-affib/affib-VAR.EXT
Comment Affidavit B.
15 Number 1.2.3
Title Affidavit C
Element m1-2-3-affic
Directory m1/tw/12-affi/123-affic
File ml/tw/12-affi/123-affic/affic-VAR.EXT
Comment mAffidavit C.
16 Number 1.3
Title Labeling and Artwork
Element m1-3-labart
Directory m1/tw/13-labart
Comment Labeling and Artwork. (files are not allowed)
17 Number 1.3.1
Title Labeling
Element m1-3-1-lab
Directory m1/tw/13-labart/131-lab
File m1/tw/13-labart/131-lab/lab-VAR.EXT
Comment Labeling.
18 Number 1.3.1.1
Title Chinese Labeling
Element m1-3-1-1-chilab
Directory m1/tw/13-labart/131-lab/1311-chilab
File m1/tw/13-labart/131-lab/1311-chilab/chilab-VAR.EXT
Comment Chinese Labeling.
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19

Number 1312
Title English Labeling
Element m1-3-1-2-englab
Directory m1/tw/13-labart/131-lab/1312-englab
File m1/tw/13-labart/131-lab/1312-englab/englab-VAR.EXT
Comment English Labeling.
20 Number 1.3.13
Title Original Labeling
Element m1-3-1-3-orilab
Directory m1/tw/13-labart/131-lab/1313-orilab
File m1/tw/13-labart/131-lab/1313-orilab/orilab-VAR.EXT
Comment Original Labeling.
21 Number 1.3.2
Title Medical/ Patient Information, Medication Guides
Element m1-3-2-mpimg
Directory m1/tw/13-labart/132-mpimg
File m1/tw/13-labart/132-mpimg/mpimg-VAR.EXT
Comment Medical/ patient information, medication guides.
22 Number 1.3.3
Title Labeling Change Comparison
Element m1-3-3-labcc
Directory m1/tw/13-labart/133-labcc
Comment Labeling Change Comparison. (files are not allowed)
23 Number 1331
Title Change Comparison
Element m1-3-3-1-chco
Directory m1/tw/13-labart/133-labcc/1331-chco
File m1/tw/13-labart/133-labcc/1331-chco/chco-VAR.EXT
Comment Change Comparison
24 Number 1.3.3.2
Title Labeling History
Element m1-3-3-2-labhis
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Directory

m1/tw/13-labart/133-labcc/1332-labhis

File m1/tw/13-labart/133-labcc/1332-labhis/labhis-VAR.EXT
Comment Labeling history
o5 Number 1.34
Title Artwork (Mock-up)
Element m1-3-4-art
Directory m1/tw/13-labart/134-art
Comment Artwork (Mock-up). (files are not allowed)
26 Number 1.34.1
Title Container Labels
Element m1-3-4-1-conlab
Directory m1/tw/13-labart/134-art/1341-conlab
File m1/tw/13-labart/134-art/1341-conlab/conlab-VAR.EXT
Comment Container labels
27 Number 1.3.4.2
Title Outer Package
Element m1-3-4-2-outpac
Directory m1/tw/13-labart/134-art/1342-outpac
File m1/tw/13-labart/134-art/1342-outpac/outpac-VAR.EXT
Comment Outer package
28 Number 1.3.4.3
Title Aluminium Foil Package
Element m1-3-4-3-afp
Directory m1/tw/13-labart/134-art/1343-afp
File m1/tw/13-labart/134-art/1343-afp/afp-VAR.EXT
Comment Aluminium foil package
29 Number 1.3.44
Title Auxiliary/Medical Devices
Element m1-3-4-4-amd
Directory m1/tw/13-labart/134-art/1344-amd
File m1/tw/13-labart/134-art/1344-amd/amd-VAR.EXT
Comment Auxiliary/Medical Devices
30 Number 135
Title Reference Labeling
Element m1-3-5-reflab
Directory m1/tw/13-labart/135-reflab
File m1/tw/13-labart/135-reflab/reflab-VAR.EXT
Comment Reference Labeling.
31 Number 1.3.6
Title Product Appearance
Element m1-3-6-proapp
Directory m1/tw/13-labart/136-proapp
File m1/tw/13-labart/136-proapp/proapp-VAR.EXT
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Comment Product Appearance
32 Number 1.4
Title Certificate/License
Element m1-4-lic
Directory ml/tw/14-lic
File ml/tw/14-lic/lic-VAR.EXT
Comment Certificate/License.
33 Number 141
Title Pharmaceutical Company Certificate
Element m1-4-1-pharmalic
Directory m1/tw/14-lic/141-pharmalic
File m1/tw/14-lic/141-pharmalic/pharmalic-VAR.EXT
Comment Pharmaceutical Company Certificate. (Mandatory)
34 Number 1.4.2
Title Business Registration or Certificate
Element m1-4-2-busilic
Directory m1/tw/14-lic/142-busilic
File m1/tw/14-lic/142-busilic/busilic-VAR.EXT
Comment Business Registration or Certificate. (Mandatory)
35 Number 1.4.3
Title Product License
Element m1-4-3-prodlic
Directory m1/tw/14-lic/143-prodlic
File m1/tw/14-lic/143-prodlic/prodlic-VAR.EXT
Comment | product License.
36 Number 144
Title Local Manufacturing Certificate
Element m1-4-4-locmanuflic
Directory m1/tw/14-lic/144-locmanuflic
File m1/tw/14-lic/144-locmanuflic/locmanuflic-VAR.EXT
Comment Local Manufacturing Certificate.
37 Number 145
Title GDP Approval Letter
Element m1-4-5-gdpappro
Directory m1/tw/14-lic/145-gdpappro
File m21/tw/14-lic/145-gdpappro/gdpappro-VAR.EXT
Comment GDP Approval Letter.
38 Number 15
Title Letter of Authorization
Element m1-5-letauthor
Directory m1/tw/15-letauthor
File m1/tw/15-letauthor/letauthor-VAR.EXT
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Comment

Letter of Authorization.

39 Number 1.6
Title Reference Country Approval
Element m1-6-refcountryappro
Directory m1/tw/16-refcountryappro
File m1/tw/16-refcountryappro/refcountryappro-VAR.EXT
Comment Reference Country Approval.
40 Number 1.6.1
Title Certificate of Pharmaceutical Product
Element m1-6-1-pharmaprodcerti
Directory m1/tw/16-refcountryappro/161-pharmaprodcerti
File m1/tw/16-refcountryappro/161-pharmaprodcerti/pharmaprodcerti-VAR.EXT
Comment Certificate of Pharmaceutical Product.
41 Number 1.6.2
Title Free Sale Certificate / Official Fomulary
Element m1-6-2-salecerti
Directory m1/tw/16-refcountryappro/162-salecerti
File m1/tw/16-refcountryappro/162-salecerti/salecerti-VAR.EXT
Comment Free Sale Certificate / Official Fomulary.
42 Number 1.7
Title Formulation Basis
Element m1-7-formulbase
Directory m1/tw/17-formulbase
File m1/tw/17-formulbase/formulbase-VAR.EXT
Comment Formulation Basis.
43 Number 1.8
Title GMP Certificate / Approval Letter
Element m1-8-gmpcerti
Directory m1/tw/18-gmpcerti
File m1/tw/18-gmpcerti/gmpcerti-VAR.EXT
Comment GMP Certificate / Approval Letter.
44 Number 1.9
Title Bridging Study Evaluation
Element m1-9-bridgevalu
Directory m1/tw/19-bridgevalu
File m1/tw/19-bridgevalu/bridgevalu-VAR.EXT
Comment Bridging Study Evaluation.
45 Number 1.10
Title Local Clinical Study Status
Element m1-10-locclinicalstudy
Directory m1/tw/110-locclinicalstudy
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File m1/tw/110-locclinicalstudy/locclinicalstudy-VAR.EXT
Comment Local Clinical Study Status.
46 Number 1.11
Title Local Bioavailability / Bioequivalence Study Status
Element m1-11-lochabestudy
Directory m1/tw/111-locbabestudy
File m1/tw/111-locbabestudy/lochabestudy-VAR.EXT
Comment Local Bioavailability / Bioequivalence Study Status.
47 Number 1.12
Title Contract Manufacturing
Element m1-12-contractmanuf
Directory m1/tw/112-contractmanuf
Comment Contract Manufacturing. (files are not allowed)
48 Number 1.12.1
Title Application Form for Contract Manufacture
Element m1-12-1-contractmanufform
Directory m1/tw/112-contractmanuf/1121-contractmanufform
File m1/tw/112-contractmanuf/1121-contractmanufform/contractmanufform-
VAR.EXT
Comment Application Form for Contract Manufacture.
49 Number 1.12.2
Title Copy of Contract Manufacturing Agreement
Element m1-12-2-contractmanufagreementcopy
Directory m1/tw/112-contractmanuf/1122-contractmanufagreementcopy
File m1/tw/112-contractmanuf/1122-
contractmanufagreementcopy/contractmanufagreementcopy-VAR.EXT
Comment Copy of Contract Manufacturing Agreement.
50 Number 1.12.3
Title Description of Contract Manufacturing Process
Element m1-12-3-contractmanufprodecrip
Directory m1/tw/112-contractmanuf/1123-contractmanufprodecrip
File m1/tw/112-contractmanuf/1123-
contractmanufprodecrip/contractmanufprodecrip-VAR.EXT
Comment Description of Contract Manufacturing Process.
51 Number 1.13
Title Risk Management Plan
Element m1-13-riskmanagplan
Directory m1/tw/113-riskmanagplan
File m1/tw/113-riskmanagplan/riskmanagplan-VAR.EXT
Comment Risk Management Plan.
52 Number 1.14
Title DMF Approval Letter
Element m1-14-dmfletter
Directory m1/tw/114-dmfletter
File m1/tw/114-dmfletter/dmfletter-VAR.EXT
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Comment DMF Approval Letter.
53 Number 1.15
Title Designation Approval Letter
Element m1-15-desigapproletter
Directory m1/tw/115-desigapproletter
File m1/tw/115-desigapproletter/desigapproletter-VAR.EXT
Comment Designation Approval Letter.
54 Number 1.16
Title Assessment Report from Reference Agency
Element m1-16-refagenassessreport
Directory m1/tw/116-refagenassessreport
File m1/tw/116-refagenassessreport/refagenassessreport-VAR.EXT
Comment Assessment Report from Reference Agency.
55 Number 1.17
Title Others
Element m1-17-others
Directory ml/tw/117-others
File m1l/tw/117-others/others-VAR.EXT
Comment Others.
%2 = : TWeCTD M1 checksums f&

TWDTD %=: TWeCTD-R1

DTD Checksum i&

tw-regional.dtd

059d3afda67c5e2f0a75¢c95c035b6¢8f

tw-envelope.mod

6b434f174e558f53242342a53769ce2a

tw-leaf.mod

f3a2621f1a32a2c60b9cdf61d70ff970

tw-regional.xsl

€59f2721841fb854b0642663ch97b761

1 F

#

1.101 # 7 * 24 p ¥ 5 3 % 1011405725 5. 2> 2

2.101 # 10 * 15 p ¥4 & F % 1011408090 &L = 4

3.102 # 10 * 18 p "y v F % 1021452529 5. > 4

4.102 & 10 * 25 p " s F % 1021453148 5. £
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5.100 & 11 " 19 p 442 & 3 % 1091410000 3£ 2 2

6. ICH eCTD Electronic Common Technical Document Specification
V3.2.2

7. Specification for Submission Formats for eCTD v1.2

8. ICH electronic Common Technical Document - eCTD v3.2.2
Specification and Related Files
https://ich.org/page/ich-electronic-common-technical-document-ectd-
v322-specification-and-related-files

9. EU eCTD Module 1 Specification
http://esubmission.ema.europa.eu/eumodulel/index.htm

10 EU Module 1 eCTD Specification version 3.0
http://esubmission.ema.europa.eu/eumodulel/docs/EU%20M1%20eCT

D%20Spec%20v3.0.pdf

11. US- The eCTD Backbone Files Specification for Module 1
https://www.fda.gov/media/76776/download

12.110 # 2 * 9 p FDA # 3 % 1101400539 % 5
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T~ SRIBARP|Z %fil]
i PR SR HEAR R R R REARE 2 P R e b A S

£XT 0 AL 23 LFE 4 ICHeCTD 2 4p b4 -

Lo BBEAMZ PO

D P T S iiz 3 R d o
s = "R e LR

Al [ICHDTD (The specified filenameis |P/F [ICHDTD #% %47 % lich-
used. ectd-3-2.dtd ; -

A2 [ICHDTD |[Thefileisplacedinthe |P/F |#% [lich-ectd-3-2.dtd ; % /&
correct folder. g add FH AN > FHA
FLE 5 IXXXX/util/dtd -
XXXX &5 B 7548 -

A3 |ICHDTD |Acurrently acceptable  |P/F |2 checksum #x3% » iF 5 %% |ich-ectd-3-2.dtd i * ICH = £ & o

version of the DTD is %2 eCTDV3.2 4% lich-
used (checksum matches ectd-3-2.dtd |, & ICH = £ &3
the published value). fFos > 2 pFEEH - ICH

22 eCTD V3.2 # % Tich-
ectd-3-2.dtd ; #checksum &

v
"

1d6f631cc6b6357f0f4fe378e5f7

9a27 -
B.1 |ICH The specified filename is |P/F |ICH stylesheet 4% - 45 &
stylesheet  |used. Mectd-2-0.xsl | o
B.2 |ICH The file is placed inthe  |P/F |4 % Tectd-2-0.xsl | < 7f &% %
stylesheet |correct folder. tstyle T & p o T AR 0001+ il + s
&5 IXXXX/util/style - .
KAKX # ):};- ;lj%"'};'% ° % ectd-2-0.xsl




! £
NI T P 2 Aol
B.3 |ICH The checksum for the P/F |14 checksum sxzn @ 75 23 | % ICH £ 4 * (eCTDv3.2
stylesheet  [stylesheet used must %2 eCTDV32 #% stylesheet % ectd-2-0.xsl) o
match the published Mectd-2-0.xsl ; 2 ICH 22 ¢
checksum for the MiFTHERr ) PR FEBH
stylesheet associated with ICH =4 eCTD V3.2 # %
the DTD used for the ectd-2-0.xsl ; 7 checksum
sequence. [z
3a07a202455e954a2eb203c5bb4
43f77 -
C.1l |TW M1 The specified filename is [P/F |[TW M1 DTD #% #4£7
DTD used. M tw-regional.dtd | - o 3 Fae)
| tw-regional.dtd DTD 8%
C.2 [TWM1 The file is placed inthe  |P/F |#% % "tw-regional.dtd | < /f &
DTD correct folder. T add FA AN > TR AR
&5 IXXXX/util/dtd « XXXX
B 5LAG o
C.3 |[TWM1  |Acurrently acceptable  |P/F |12 checksum 3% @ 1T 5 B2 |tw-regional.dtd & * & & % =& 44 o
DTD version of the DTD is T2 TWMLZHEEE Ttw-
used (checksum matches regional.dtd |, 2 8 % & 2 ¢h
the published value). MFwRHs> P pFaERH
TW M1 %z 46 % T tw-
regional.dtd ; 7 checksum i&
LaFEL gl o
D.1 |TW M1 leaf|The specified filename is |P/F | #h% ¢ 4F = T tw-
MOD file |used. leaf.mod ;| -
o tw-leaf.mod OD B
D.2 |TW M1 leaf|The file is placed inthe  |P/F |4 % Ttw-leaf.mod | = /g &£ 3%
MOD file |correct folder. fedtd FAL Ap o T A RIT

& IXXXX/util/dtd o XXXX &
B 7 57 o




! £
o | mmwE | i B A bl
D.3 |TW M1 leaf|The checksum for the tw- |P/F |4 checksum #&: » i 5 %3 |tw-leafmod i * & & § 22 x4 -
MOD file |leaf.mod file used must T2 TWMLZ#EEE Ttw-
match the published leaf.mod | % & Z % £ I
checksum for the tw- FRoRA > IR FEBH -TW
leaf.mod file associated M1 2z 4% % T tw-leaf.mod |
with the DTD used for the &1 checksum & L & 2 % 4 =k
sequence. oS o
E.l |TWM1 The specified filename is |P/F |#h% 45 = T tw-
envelope  |used. envelope.mod ; -
MOD file
E2 |[TWM1  |Thefileisplacedinthe |P/F |4 % T tw-envelope.mod | =
envelope  |correct folder. R add FARAR S TR
MOD file B E & IXXXX/util/dtd -
XXXX & B 7|8 o
E.3 |TW M1 The checksum for the tw- |P/F |12 checksum 3 » 1% 4 23 |tw-envelope.mod i¢ * & Z§ 2 2 4 & o
envelope  |envelope.mod file used &2 TWMIL B % Ttw-
MOD file. |must match the published envelope.mod | 3 & &% = 2
checksum for the tw- RIRLTARA o E R FERE o
envelope.mod file TW M1 sz 4% T tw-
associated with the DTD envelope.mod | 7 checksum
used for the sequence. BLEEE a2 o
F.1 |TW M1 The specified filename is |P/F |#h% 403 5 T tw-
stylesheet. |used. regional.xsl ; -

Jin

4 tw-regional.xsl

b4

anl




A

i 5 LA sh i I FEf B
F.2 |TW M1 The file is placed inthe  |P/F |4 % T tw-regional.xsl ; & /g &
stylesheet. |correct folder. 7 fstyle FAL A o FALA
BT 5 IXXXXutil/style o
XXXX & B 7558 o
F.3 |[TWM1 The checksum for the P/F |14 checksum #Ez3 0 1% % Bh#  |tw-regional.xsl @& * & # % 22 A o
stylesheet. |stylesheet used must T TWMIL Z&#EAEE Ttw-
match the published regional.xsl | 3 & Z % = 2 ¢
checksum for the BfFHEH™> EpFERER
stylesheet associated with TWML %+ 5 Ttw-
the DTD used for the regional.xsl ; #7 checksum &
sequence. REEE g o
G.1 |Index XML |The fileis placed inthe  |P/F |#5% Tindex.xml | = 7 &% 7% &
correct folder. FREEFTHR AP TR ARE
2 IXXXX o XXXX % B 755
e
G.2 |Index XML [The file is named PIF | #h% ¢H-7 &
correctly. Findex.xml | -
G.3 |Index XML [The file is well formed.  |P/F | % & 72 XML 4% % $25¢ > |index.xml 5 & 7ze0 XML #§ % $25¢ o

bl4cfsF & FEETE & LA o




.7 . BE . i
ws 5 LA oh R LR I FEf 0
/T9Y
G.4 |Index XML |The file is valid. PIF |#p%& 78 # & util/dtd FaL & ¥
ICH eCTD DTD ¢4 4 -
G.5 |Index XML |The reference to the DTD |P/F |45 % 7 ## & util/dtd F2 & #
in index.xml is directed to ICHeCTD DTD &3.45 » ® e aitaton o]
the DTD provided in the # util/dtd ¥ 0 ICHDTD % #
util folder £ AL-A3 L - Bk izt K75 0001 $HmAe 5 ml 2
: £ A 3 4
m3 -
G.6 |Index XML |The reference to the PIF |Fh& 78 1 & util/style T4 & 7
stylesheet in index.xml is ICH stylesheet 2245 » & 7
directed to the stylesheet util/style ¥ &7 ICH stylesheet %
provided in the util folder. & B1~B3 cif o
H.1 [Index MD5 |The file is placed inthe  [P/F | & 4 % & Jf &% 1% f it FEeniz
txt correct folder BooORHARES IXXXX .
XXXX % B 7505 o
H.2 |Index MD5 |The file is named PIF [#% 47 % [index-
txt correctly md5.txt ;




! £
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H.3 |Index MD5 |The regenerated PIF |& Z % gt ﬁgrl »IE A
txt checksum for the o EATREL AL - X
index.xml matches the checksum » 4 * #Fv index-
value in the file index- md5.txt p iE EF - K oo
md>.txt.
1.1 |TW The fileis placed inthe  |P/F | & 4% % & ff 3% B FEehix
regional |correct folder BFooFMABELA
XML IXXXXIm1/tw o XXXX % B 7
B o
1.2 |TW The file is named PIF #h% &4E7 5 Mtw-
regional correctly regional.xml ; -
XML
13 [Tw The fileis well formed  |P/F | F 2 XML & <h Fi e 5 o [tw-regional.xml 5 & 7o XML 4 % #5.5¢
regional
XML
1.4 |TW The file is valid PIF |Fh& 7 # & util/dtd T4 & ¥
regional TW M1 DTD s34 o
XML
15 |TW The reference to the DTD |P/F |# % 7F # & util/dtd 4L & #
regional in tw-regional.xml is TW M1 DTD miﬁ,;pc S
XML directed to the DTD util/dtd # s~ ICHDTD g # &
provided in the util folder. C.1-C3 it o
16 |TW The reference to the PIF |Fh& 78 # & util/style T4 & 7
regional stylesheet in tw- TW M1 stylesheet g » 2
XML regional.xml is directed to v util/style ® = ICH stylesheet
the stylesheet provided in F & FLI-F3 i -
the util folder.
1.7 |TW The UUID is well formed |P/F |iB3# UUID #23% 8% & 4% © 550e8400-e29b-41d4-a716-446655442895 -
regional according to ISO/IEC UUID s & 8 5 32 B 3
XML 11578:1996 and ITU-T o B FEA LT R AN

Rec X.667 | ISO/IEC
9834-8:2005

% 8-4-4-4-12 > 4 : 550e8400-
e29b-41d4-a716-
446655442895 -




! £
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18 |TW The UUID in this PIF |UUID &2 - B2 Aslp UUID /T Bk BY %7 > &0 B 5
regional  |incoming sequence must Pm2big hr ¥ A |UUID - & o
XML be identical to the one in oo MERERME N A
the previous sequence. # o
Lifecycle needed.
J.1 |Submission |All the lowest level PIF | & i 2 ik 84 > 30
Structure |heading elements in the ¢ 7 BREEIY
XML (including node-
extensions) included in
the submission contain at
least one leaf
new]
K.l |leaf The leaf attribute P/F |Checksum & = i 4p % %
attributes  |'checksum-type’ has a & ¥ L3 CRC32 -~
value of md5 or MD5 MD5 ~ SHA-1 ~ SHA-256 ~
SHA-512 > fpfef % it * 2 F
HuFE ¢ B h P RAENEF R A LB o md5 & MD5 35
checksum & » #&& B Z/2 |7 o
# & 2 md5 checksum 3+ & o
MD5~md5 # A %] B o

10



. 5 H LA - SEILE I FEfe ol
Wy ' =R '
K.2 |leaf The regenerated PIF |8 ERcitpr, & BRER/
attributes  |checksum for each file it & 273+ 5 4 e checksum &
matches the value in the gy ?p‘*ﬁ‘a‘f‘i PEE B AR RS
leaf attribute ‘checksum'. < # gichecksum & - & o %]
Lifecycle needed. Lo oge ;ﬁ—iﬁ 5J:", index.xml
thEE A EL L H ml-mb F
Fp iz R/ E o FY
Ffa‘;ﬁ’\ﬁ i 4750 A gy g\
index.xml #% % p 7 A 12 2
TOAASIR iR o S REAR A
HA HEE o
K.3 |leaf For every leaf the 'title'  |P/F |# B F & 0 T ER4E /| * &
attributes |attribute is not empty LEERTE BAX/
GRS R S R A
#2375 M4 & index.xml A % R
B T A4S i o
K.4 |leaf Al leaves with an PIF [#h%/~ 2E 5 a7, ~ B 7] 0000 #73.2.5.4.1 % T % B4R (Hh %
attributes |operation attribute value Mg  BmTRE 272 US Spe-1), » i 2 (544 & 4 A% 7| 0001 p*
of new, replace or append sl > F &3 xlinkhref | U
must have a value for the F AR o R EE %#(ﬁj rEUSped), -
cross reference feptif 7 5 0001 rvindex.xml > H
(xlink:href) xlink:href 45 = EU Spe-1 ; modified file 45 =
US Spe-1 -
L H B B BT (AR R 4R o
K.5 |leaf All leaves with an PIF W%/~ 2% % FMB% e i3
attributes |operation attribute value rgri » AT RRGLF 5 R ITR
of delete must have no ¥ 33 e xlink:href & » &
value for the cross xlink:href % 2 5 & -
reference (xlink:href) T
K.6 |leaf The file referenced by the |P/F |42 R 51 % ehff & /> 22
attributes |cross reference Gk AT EREAY

(xlink:href) must exist in




! £
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the same or a previously oo LB E NS &
submitted sequence within b/ )
the same eCTD
application. Lifecycle
needed.
K.7 |leaf All leaves with an PIF |#%/~ 235 T, -
attributes |operation attribute value '—N'J“,frt JHEERE F R -
of replace, delete or i# modified-file & - ]t 1% 2%
append must have a value HEAMEREF o LT ;jﬁ—sﬁf 2%
for modified-file 428 F 5 4145 & index.xml
FEPN FV R B T
K.8 |leaf All leaves with an PIF |#h %/~ 255 D78 & IF
attributes |operation attribute value B> 2 ¥ 15 % modified-file
of new must have no B N R T FIPr IR
value for modified-file FERE 0 AT ¥ ;ﬁ——f; 2
A2 a0 i gs & index.xml A
TN R T ARG o
K.9 |leaf The leaf referenced by the |P/F | & AL 12 scernfih x/~ 12 & JF 3
attributes |modified file must exist in iE

a previously submitted
sequence within the same

eCTD application.

Lifecycle needed.

12




] kE
! AR i I FEH O
kY 2R ‘%’
K.10|leaf For all leaves (except P/F ",ft T g BEET m3.2A 2
attributes |leaves within node b g Rl E(FHEE P
extensions— and leaves in ",/TT)‘L/» BEM e R R/ 24
module 3.2.A) with an FPenCTD £ ® o L REHR
operation attribute value RlEad el o Fole o EE131 R4 4 JF'K'E‘L
of replace, delete or d B 131 ATefhR/e 2B 9131
append, the modified file EYERT
must be present in the .
P bk h HEL10 R/ EE G
same CTD section of the g/o
. . 131 crf &/~ 2R 54838 -
dossier. Lifecycle needed. th nr
K.11|leaf Two leaf elements should |P/F | & B4 %/< 225 - Bip ool
<n3-quality>
attribUtes not have the same Ieaf ID. _,}s eh ID ° qmzﬁ%ig?g?&ﬁ:z:%;tance manufacturer="mymanufacturer” subs
<m3-2-s-1-general-information>
<m3-2-g-1-1-nomenclature>
claaf IN="1NNNNANARA" annlircatian_wvareian="PNF 1 4"
SMO-L-S-1-Z-SLruciure>
<leaf ID="1D00060481" application-version="PDF 1.4"
‘ftiglemontrol-critical-steps-ldtitle>
m3.2.s.1.1 # 3 TIH%’,—;%;K',S L a3 oID
Rk oo
K.12|leaf For all leaves with an PIF [Ip— #% /= i 2 i g4t A7) 0000032524 % & 5 T M4t e
attributes |operation attribute value M‘,f - e MR R A

of replace, delete or
append the modified file

must not have been

FiEd o

HhE Ly 2 ek o 710005 PRI T REGE
#FHhE 1, > A7) 0008 pF e @ik E =
A% TR IHE L, -

13
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o | mmwE | i B A bl
replaced or deleted by any
other leaf element in any
sequence including the
current one. Lifecycle
needed.

K.B |leaf For all leaves within node [BP | ¥ & 8L m3.2A # » iz |3 % % KI10

P1 |attributes |extensions or module o AN (= A M“f)&é B
3.2.A with an operation ARt El2 2 4p 7 CTD
attribute value of replace, BEe o AR NS &
delete or append, the T oo
modified file should be
present in the same node
extension or attribute-
defined section.
Lifecycle needed.

K.B |ICH ICH attributes mustnot  |BP [XML &4 =% ix 12 7 f& ¢

P2 |Attributes |contain leading or trailing BEFFERFFNFE o BRE | crpomens
spaces, nor start or end HPIR A G o " s oo
with hyphens. Lifecycle "l common tecnicl doeumen- s

- 25 drug-substan 1) fubstance: EXTEDO substnce]

needed.

L.1 [Node For every node-extension |P/F |5 2t # & 8hep MR8 | iE

extensions |[the 'title' attribute is not PELZzE AL

empty GERER S R E G OHRAE

M.1 [Sequence |The sequence folder name |P/F |5 7] 5 4 7% » ¢ 0000 4= %

number is a 4 digit number 9999 -

14




then the related-sequence
attribute must have a
value equal to the current

sequence.

sequence)«& g & 3t gt =t i i B

Z o

(sequence):0000 - 4p B

sequence):OOOO o - i

2.8 34
R A LR I FE - b
B Y. w ¥
M.2 |Sequence |The sequence number PIF | diehY 3R 5] 3 B 45 o
number (folder name) has not dol H - it o Bl
already been used. 0000 % = i iEz2 ¥ %‘rr 7|
Lifecycle needed. %0001, tapdar B E
A oo M ERTARN E KA ’%i
# o
M.3 |Sequence |The sequence folder name |P/F ﬁis?] FTAL AR 7T & tw-
number matches the sequence reglonal.xml i envelope =5
number in each envelope - % o
in tw-regional.xml
M 4 [Sequence  |Sequence number follows |P/F |i¥ HAIF A & - s Ez Y R s 00000 % - =i
number correct order. Lifecycle “‘E}i— ’ ‘7"1 EE B o P ERTEAR (122 @ #5475 0001 -
needed. Bl Z a2 o
N.1 |Envelope |If the submission unit type| P/F |i¥ i % 4| 4 initial & reformat |submission unit: initial » 3% =% 1% & & 7|
Attributes |is 'initial' or 'reformat’ P > 4p B B 7 (related-

B 7 (related-

5
>

TR 0 LS 5 R A

15
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N.2 |Envelope |If the submission unit type| P/F |i¥ i* g 3] 2 initial & reformat |4 &]-

Attributes |is not equal to “initial’ or BF > 4p M B 5 (related- submission unit: validation-response » 3% =t i¥
‘reformat’ then the entry sequence)? ¥ E 3L X EE R |ap 7 (sequence):0003 - #p B 5 71 (related-
for related sequence must Z o sequence):0002 -
not be equal to the value %1% A 7] 0002 validation % F< » 2§ % 4 %
for the current sequence.

FALIw o 0 A 3R 7] 0003 -
N.3 |Envelope |The INN attribute is given | P/F [3% 2 #g3] 5 initial p¥ » — % |2 2 %3] 5 initial %> 5 3 INN -

Attributes |if submission unit is £ 3 INN -

initial’
N4 |Envelope (Drug permitlicenseneed | P/F |¥ 3 "% 4 , ~ "Bz »

Attributes |to be provided by Pirsd | 'pFo PR EEF TN
applicants only when VT o e TRy > TRu s Td e
submission objective is FHEEEFTETR
‘change’ or ‘extension’ or
‘expiration’.

N.5 |[Envelope |The invented name code | P/F | invented name code 7 # invented name code -

Attributes |of the envelope should be (YYYYMMDD##DOSE) 3 =&
filled in for the regulatory AR i o A T KEL o
activity.

O.1 [Files/Folders |The files provided inthe | P/F [m1 F4L & p 2 % v &% # |# 2 PDF -
folders for Module 1 are 3 XML - PDF -
in acceptable formats JPEG/JPG ~ PNG ~ SVG -
GIF(%+ TW M1 #.4) -
0.2 [Files/Folders |The files provided in the |[P/F [M2-M5 ¥ #% ¢~ 58 |#& < PDF -

folders for Module 2-5 are

in acceptable formats

d ICH R z_-

16
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. i i ”ﬁ”iﬂ’ﬁgﬁ‘ 1 B F Ry 4 s N s — 214 A5 e
0.3 [Files/Folders |Total file folder path PIF |#% % B5 f F4z16 180 B = Wk pem A 180 BE A KK - BE
Ao K Y- BxB L2l
length must not exceed ) - BFH R4 E T )
230 characters (# 24 2%)-
0.4 [Files/Folders |File names, including the |P/F (#4% & (& 2 BlFL &) 7 (F42E
extension, must not 64 BFE A o Pk t(e ZRIMRE)PALEGL BT ~ -
exceed 64 characters
0.5 [Files/Folders |Folder names must not PIF |FH 2472 B4RE64BF
_ FTHLAAHZAAZH64 BF ~ o
exceed 64 characters oo FR A v R AL
0.6 |Files/Folders |Only valid charactersare |P/F | w3Fié * -] BE < 32 ~ #icF
used in file names 0~9 % @ F HEAINEE LA o } .
BT ERIHR A AL BELFER BT 09235 H5
AR LA
0.7 [Files/Folders |Only valid charactersare |P/F | /ezF i * -]} B &~ 32 ~ #icF
i ~0 Z i F PEAFTH & 2 , [N - h o s
used in folder names 0~9 2 & 3 5L T z, R RESEA BT 002 @3 BE
# BT LA
0.8 |Files/Folders |There are no unreferenced |P/F |#75 M1~M5 chgfl 4« 2 H 3
files in M1, M2, M3, M4 TR AP gk R AR 3t
and M5 folders index.xml o & i 2 2 util 742
<m2-5-clinical-overview xml:lang = "en"
I Sl DT oy gt ke i s ek
! S| "PDF 1 fied-fil . /0000 456"
<title>Clinical Overview</title>
</leaf>
0.9 [Files/Folders The only files in the P/F é_ﬁi%] HERXP 5 EF = E
sequence folder index.xml f= index-md5 £_1% mi 2020/5/13 ©
m2
(IXXXX/...) are the EoBBPFHFLIFTRL ) S
index.xml and index- m5
util 2020/5/13 F
md>5. txt £ indexxml 2019/6/4 T 12
index-md5.txt 019/6/4 T
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exceed 500 MB in size

500MB -

ZEAHP 2 % &
2.5 . P RE S iiz R
! 2 Tr E A 1 Fade v
¥ =A v L
0.10|Files/Folders |There are no empty P/F ﬁi%l MELY 2w 2FH
folders & oo
O.11|Files/Folders |The sections 1.1.2, 1.1.3, |P/F |m1.1.2 ~ m1.1.3 - m1.4.1 ~ m1.1.2 ~ml1.1.3~ml41-ml42 3 3%&j %
1.4.1, 1.4.2 contain valid m1.4.2 54| & 225G sefh &/~ Bkl 2 o
documents (E)
0.12|Files/Folders |The section 1.1 contains at|P/F [m1.1 & > & 2c— B »cff %/ MLl F 2cf sep %/~ & -
least one valid document AR
O.13 Files/Folders | The folder name of the  |P/F | ! TR & ehB 7R & (highest) |58 % (highest » ™ Bl & 5 145085) F 4 & %
highest folder should be T AR BRI - FLo PELELAE o
the same as pre-assigned o
application number
0.14|Files/Folders |Individual files do not PIF |8 - %~ % F4:8 ¥ - #% <] X428 500MB -

TW specifications are

used for all files

O.B [Files/Folders [The recommended folder |BP |iZ3k ¢ * ICH 2 TW 4 eeh |2 S % F 24 eCTD 43l F k2 Tt 5
P1 structure and folder names TR ASEE TR L S 2T LfEETFEE -

in the ICH and TW % a R A58 XMLARE

specifications are used o
O.B |Files/Folders [The recommended file ~ |BP |23k @ * ICH 2 TW S gteh |2 S F 22 eCTD4p51 R 2 4%k L4
P2 names from the ICH and kR LA BEDIER
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o | mmmE | mm 2Rl
P.1 |PDF Files [No PDF has been created [P/F |# # % PDF 1.3 % { & #x |#% * PDFL.7 -
and saved as version 1.3 o ok 2 E 2 jﬁ‘%{PDF 1.3
or earlier UV B S jﬁ‘;ﬁ‘ 7
JE# & PDF 1.4~1.7 %% » %
igd T 7 & B2 A WDAT
Wbkl P R B A 2
iz ﬂ‘”@fﬂ‘%a‘ﬁ °
P.2 |PDF Files |The submission does not |P/F |# & F 3F H 1 PDF 4% o PDF #4¥ A& % B f o
contain corrupted files ¥ 7 ?ﬁ £ 1SO 32000-1 =i %8
® 4B PDF #h %/~ & %P
o Ak R/ EFRILG
43 B PDF /> 2 2
£ & fo
P.B |PDF Files |Files have been created |BP | * PDF 1.4~1.7 % & %k gz |i¢ * PDFL7 -
P1 and saved as PDF 1.4, 1.5, 2 EEthk
1.6,or PDF 1.7
P.B |PDF Files |Hyperlinks and BP |F-Ah%k/ri2pcdgiiezr |(R*¥ QB2 IARVEIZImFPE
P2 bookmarks within FTREER - BY RO
documents, or between AAgsdig » Zav (8% o
documents within the AR e - B aR Y A 50
same sequence, have a Bicaig % PR BT F
valid target. ELRERT I I & R - N N
AR RFE
ek L AEE S F AR
W S T B R
R Y A R St
FREE -
P.B |PDF Files |All hyperlinks and BP |#7F ez i3 Mk SRR (AR Bl #R 5 AR S
P3 bookmarks are set to AT o
'inherit zoom' ki R AR A
BRI E/ A & F
PR EAAREARR
P.B |PDF Files |PDFs must have 'Fast BP | /E% 5 #-i& Web #li if | 5 -1 Web fgils iz it -
P4 Web View' active v B T
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! £

o | mmwE | i B A bl
P.B |PDF Files [PDF Document Properties |BP | & fi & 2 453 ik 5 FF3k |R & 7 2 ek SR E o
P5 for the Initial View are set E o

for 'Page Layout =

Default' and

'Magnification = Default'
P.B |PDF Files |All PDF hyperlinksand |BP |#7% :hPDF 4zi¢ %533 & & |PDFACi 2133 HK B S AP HE T -
P6 bookmarks are relative KE NPT -
P.B |PDF Files |The bookmarks pane BP |# PDF } %3 # > ek, |PDF 8 2 BiEhEre —F‘ LR
P7 should be visible if =S 'F': %o # o

bookmarks are included

within a PDF document
P.B |PDF Files |The bookmarks pane BP |4-% %> PDF ﬁ‘j/}.“)‘a #* > PDF fhix 22 F > 2 BEihd A 5 5!
P8 should not be visible if S VR ER E LI

there are no bookmarks

included within a PDF

document
P.B |PDF Files |All hyperlinks and BP | Jf iz p& 1SO32000-1:2008 ¢ | P& 1SO32000-1:2008 .4~ » fic & PDF
P9 bookmarks between two fﬁ.f v fe ¥ PDF Fedgid % |Bremdgag 22 8

PDFs must be configured P

as specified in 1SO 32000-

1:2008
P.B |PDF Files |All non-standard fonts are |BP |244&2& 5 g8 & d 3% i% JF‘]‘ BoiFa | R TRY
P10 embedded. »~ PDF ¢ » 4% 294 8

o Pl R TR o

P.B |PDF Files |There is no security BP |7V E#MHixPDF 4 > 2= |7 L& fcPDF# -
P11 setting to open any R 2T PR

individual file #E % >3, T adobe policy

P PR EE o

P.B |PDF Files |There are no further BP | B4k 0iL s en T |7 A5 PDF A -
P12 security settings applied to DT B A B S A

any individual file HWEF Lo
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