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=G 2021022601 1101490016 eNDA202102260001  eNDA 12321, 3213 s

/

DR BN eCTDE R THRSE -
Xczbns
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eCTDZEAR-#

TEE(NDA) BB S50 Bra i

EURSvalidator
Responsible: Date/Sign:
vickychen2 28 October 2020
Submission folder: D\ eCTDmanager-Data\ Export\ 2020102701\

2020031101 0000

Validation Set:

TW-eCTD v1.0 (DTD 1.0}

eCTD 3.2 with TW M1 regional part
Version: 1.0

Last modification date: 15 September 2020

Validation Comp. / Lib. Version:

Check Resuit:

Envelope Information:

Basg ok R BT (R 1)

Identifier

Sequence

Submission description

Submission Unit

3.0.0.0072/1.2.26.009

Submission Objective new

Submission Type 1 domestic

Submission Type 2 new-drugs-application
Submission Type 3 biclogical-drugs

<l

8|

Valid : 78 7= g
Valid with minor Issues :
HH= %ﬁ%
Invalid : K78

Validation Report:

A T

EVAS

y

Status

PathiFile

Rules

Severity

(Submission)

Submission level tests ' I
Ll T

f ETERIN

index xml
index-md5 bt

@l

Imiter
tw-regional .xml|
The identifier format is not valid.
tw : Format of Th322c5c-5134-4ecd-aB50-21024077a’ is not valid.

Hint The identifier must hawe a value in form of ISOYIEC 11578:1098 and
ITU-T Rec X.667 | ISCVIEC 9634-8:2005. UUID in form of xoooooo-oom-
ooCC-Ana-nonnoonona, showing 32 digits and 4 hyphens. The '’ will be
replaced by a number or a letter.

The envelope does not have valid related sequence number.
fail-n.02.01 : Related sequence number is not valid for: tw

tw : submission unit type=additional-info, sequence number=0000, related
sequence number=0000

Hint: If the submission unit type is not equal to initial’ or ‘reformat’ then the
entry for related sequence must not be equal to the value for the cument
SEqUENCE.

No. 1.O7

No. M.02
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eCTDERI B semmsmmmng) 2 e

9 vicky-1 - File systemn - eCTDmanager (Version 7.1 - HF1)

MABTRIEZEmNER - ZEmaiE
|| RE M AR RZ PR R m LB

File Edit View | Dossier  Submission  Section Foren Docoment  Hunerlink
Mew Dossier ... | @ New Dossier |
) .. Directory of 5ubmissions *
New Submission Dosgier Properties (can be changed later)
Add Requlatory Activity Select the destination directory for the submission export.
g : ! Dossier Namg| | 2020102701
Archive Dossier . - D,HIEC-I-D . 131'|E ﬂ'zuzn 02701 = Windows (C2) A
Unarchive Daossier SRR mlssmnsl ) manager~ata mpor v . Data (D)
- — CTDmanager-Data
e - Create Initial Submission I v oLlne g
Delete Dossier .I \\ DB-1
. ; DB-2
Import eCTD Submission ... | Limeaasos o
A . po
Import ASMF Submission ... DossigZ#k |ECID Version 3.2 20201006
(e Y s e B o] e T = Region [l 2CTD Version 3.2 without regional description 2020102701
EL: eCTD Version 3.0.1 To
FDA: eCTD Version 3.3 Ry v

ASMF

2ENE.

COLESE of AMIAKCAH PATHOLOGETS

CA: eCTD Version 2.2

ZA: eCTD Version 2.1
GCC: eCTD Version 1.5

Folder

CH:

elZTD Version 1.5
JP:  eCTD Version 1.0 y
ALl eCTD Version 3.1 4
TH: eCTD Version 1.0

10 eCTD Version 1.1 EETD 1.1:E|

Ell: eCTD Version 3.0
FlI: TN Version 2.0
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Qw:lyvl - File system - eCTDmanager (Version 7.1 - HF1)
File Edit View Dossier Submission Section Form Document
=R} R A ANy &
- in  Cument Project

Window Help

1 Administrative Information and Prescribing Information
L] 2 Common Technical Document Summaries

£ 2 Quality

{1 4 Monclinical Study Reports

{5 Clinical Study Reports

| Submission-Explorer | Document-Explorer
Irecay

" ? ) mEA

-‘/—)_\.

Ha

V—d

>~ /\\"

)‘I__.r,
o

Attributes
Title
Sequence # 0000
Comment
Directory
Export File Naming Mode eCTD Default - the exported file name and directory are generated ac
Last Export App Version 7.1.0.102
Last Export Date
Last Export By
Regional eCTD-Version tw-regionalml
Regicnal eCTD-S Typestwstw-k Dath=...../util/dtd/tw-regicnal.dtdStyle=...../
Regional eCTD-Directory m1..ftwlw—1 0;tw-regional-md3.oxt;modified=xmiref
Document References Enabled ||
Last Finish Date
Last Finished By

i I‘I'i(be: The title of this submission.

|Mrihuhu_[ Hyperlinks| Where Used | Search Results | Tasks | Generations View | Scratch Book | Document

|_:_|C| 1 Admlnlstratwe Information and Prescribing Information
E‘B Taiwan Envelope

EE Envelope

...... xd |dentifier 7

...... oA Submission: 7

------ oA Submission Unit: 7

[—]B Applicant

~mad Corporate Certification Authority: 7
------- - Phone Number: ?

------- g Email Address: ?

Procedure: 7

Invented Mame

MM 7

Sequence: 0000

Related Sequence: 7

Subrnission Description: ¥

2 Common Technical Document Surmmaries
3 Quality

4 Menclinical Study Reports

5 Clinical Study Reports

35
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eCTDERI B cmesmamni™” | @i

‘9 vicky-1 - File system - eCTDmanager (Version 7.1 - HF1)

File Edit View Dossier Submission Section Form Document  Hyperlink  Publishing  Administration Window

BIo@loc|e@E|n alta - e
{Search -~ B3] in | Cumert Project + [ Does [ ToC [ Atrbutes ]
Project-Explorer oo . .
@ vicky-1 ” _ o N
T wmem i [, |dentifier: ? Edit Attributes ... F2
(2 oo vl d Submission: 7 Create External Shortcut
Submission-Explorer a3 . . .
..... 7
Courtry Fiter: | Courtris = oA Submission Unit: 7 Lock

Permissions ...
2-[] 1 Administrative Information and Prescribing Information

: w
EE Taiwan Envelope -

E‘E Envelope
-xd  dentifier:

|l Submission: ? Invented Name | LCLE

t-ud  Subrmission Unit: 7

Create External Shortcut
o BT aa— 1:‘ IMM: 7
g Name:? _ Permissions ...
d Corporate Certification Authority: 7 Attributes k.4
x#d Phone Number 7 Title M
oo Email Address: 7 Sequence #
o Procedure: 7 Comment
o Invented Name =
Lad INN:? Directory
A Sequence 0000 Export File Naming Mode eCTD Default -1
~-ud Related Sequence: 7 Last Export App Version 7.1.0.102
-y Subrmission Description: 7 Last Export Date
-[]....E Taiwan Module 1 || Last Export By




@ vicky-1 - File system - eCTDmanager (Version 7.1 - HF1)
File Edit View Dossier Submission Section Form  Document  Hyperlink Publishi Window

eCTDERI R EIE cmrmpammmnin™”

User >

License QOptions Management ...

Project-Explorer 3o
@ vicky-1 ~
E| ij 2020102701

(g o000 v
Submission-Explorer [ 4

Country Fiter: INI Courtries

@ 0000 of 2020102701

E| D 1 Administrative Information and Prescribing Information

= E Taiwan Envelope
CoEe H Envelope

|dentifier: ?
...... i Submission: 7
...... i Submlssmn Unit: 7

lI‘ Email Address: T
Procedure: 7

Invented Name
IMM: 7

Sequence: 0000
Related Sequence: 7

[ t| Taiwan Module 1

Edit Attributes ... F2

B0 | EECEAEY = |z == W Audit Trail ..
 Search - [ in Cument Project + [ Does [ ToC [ Atrbutes ] Lock Manager ...

B - - T
Edl % UUID Generator et

| fb322c5c-5134-9ec4-a853-21b34077a564 |

Ccreatemew ||\ copy) | [ [ cancel) |

Submission Description: 7

&5 Attributes *
Create External Shortcut
Lock 1 | Title Identifier: $tw-1-0/identifiers
o Comment |4 UUID as specified by ISO/IEC 115781996 and ITU-T Rec X.667 - ISO/IEC
Permissions ... —
Multiplicity |1
Lo
_ Identifier  |fb322c3c-53134-decd-aB39-21b34077a5604 | hd
Directory
Export File Naming M
Last Export App Versiof
Last Export Date 37
|l Last Export By




eCTDE R} FR syt ctr

|\) 0000 of 2020102701

|_:_||:| 1 Administrative Information and Prescribing Information

EI]] Taiwan Envelope

,] Envelope

Identifier: fb322c5c-5134-decd-al859-21b34077a564

- Type7-2-7-2-17
------- r‘ Submission Unit: ?

. ] Applicant Edit Attributes ...

]

- d Mame: ¥ Create External Shortcut
....... v Corporate Certificatio Lock

....... vd Phone Mumber: ?
b Emnail Address: 7

Permissions ...

¥

'9 Attributes

Title Submissien: $tw-1-0/submission/objective

Comment | Provides administrative information associated with the submission.

Multiplicity

ﬁ'l IRAER

%EE&WD cen

&y Attributes 4
Title Type: Stw-1-0/typestier]§ - Stw-1-0/type/tier2§ - Stw-1-0/type/tier3s -
Comment | The type of regulatory activity to which the content will be submitted. Each
Multiplicity |1
Tierl Domestic ;I
Tier2 Mew Drugs Application ;I
Tierd Biclogical Drugs ;I
Tierd MNew Dosage Form _I
Tiers

Mew Dosage Form I_l

Cancel relp

A

Objective | 4|

Mew
Change

ACCREDITE j Extension

COUESE of AMEAKCAN PR Expiration

-38



BlR R

eCTDERIFBIGE trapmemas)

(4 000D of 2020102701

E'D 1 Administrative Information and Prescribing Information

= .] Taiwan Envelope

=1 B

------- A Identifier: fb322c5¢c-5134-decd-aB39-21b34077a564
I:—j*:] Submission: Mew

Submission Unit: [nitial

Appieant

------- A Mame: GGA

-x# Phone Mumber 7

-r A Phone Mumber +886 2 2785 1777
~pd Email Address: ?

-7 Email Address: gga@qgga.asia
....... A4 Procedure: MNational

....... A Invented Name

....... o INM:?

....... rd  Sequence: 000D

....... v FRelated Sequence: 7

------- i Submizzsion Description: 7

H--I ] Taiwan Module 1

w5 AP
.ﬁ.CCFE‘EDITED

COLESE of AMIAKCAH PATHOLOGETS 20 ‘ ] A’ !/LL Ht‘j /fl [W [‘:{TII]: ﬁ[i ‘,%_‘ E‘?‘ :"r:\‘ V_‘T r “ ;U[‘

- ; ' ew Drugs Application - Biclogical Drugs €

------- A Corporate Certification Authority; GNO0OD00123456728

Attributes >
le Submission Unit: $tw-1-0/submission-unit/types
mment | Submissicn unit type describes the content at a lower level (a "sub-activity")
Altiplicity |1

Yalidation Response

Response

Additional Info

Corrigendum

Reformat

P Concel | [ i
TRAZEER - & )

r 7 4 f&%;uxaf)\éjgi °
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(L4 0000 of 2020102701
|_—_|t| 1 Administrative Information and Prescribing Information Iﬁﬁfﬁ\p |i‘ 5}:E

EE Taiwan Envelope
= E Envelope

HH Subrmission: Mew

...... u_;g Submission Unit: Initial
oA Applicant

------ IT_?! |dentifier; fh322c3c-3134-decd-a839- 21340773564

H16HE

------- xA Type: Domestic - New Drugs Application - Biclogi ugs -

...... A MName GGA

------ lﬂ Corporate Certification Authorityy: GMOO0001 23456739

...... x# Phone Number: 7
...... 15! Phone Mumber: +386 2 27951777

...... xd Email Address: ?

------ xA Email Address: gga@ggga.asia
...... x# Procedure: Mational

.y Invented Name

EH Invented Mame
------ A MName: WonderPill
...... x# Drug Permit License: 7

JE ABExpressHl{F

HIECTD#m 31k

eCTDERIREIFE wrewpsm s

------ A _Drug Permit License: BRI 2200137558
------ lT_.'! | Pre-Assigned Application Number: 2020031101

O aA Code 202003110150mg

- - } el = o
)

MM 7

IMM: Arnozacillin
Sequence: 0000
Related Sequence: 7
Related Sequence: D000

Submission Descrniption: First submitsion

[ 4
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BlR R

=S\ GGA
 eCTDERIR B H o eumamse)
f-) 0000 of 2020102701 |
EI D 1 Administrative Information and Prescribing Information Tasks
,] Taiwan Envelope 'J 0000 of 2020102701 Complete Type Origin Node Message

|_——_|E| 1 Administrative Information and Prescribing Information ] @ Validation 0000 The submission ic valid
D Tamwan Module 1 A Taiwan Envelope

=] Taiwan Module 1
-7 1.1 Official Letter and Document
....... +'E§ 1.1 i mE
------ L] 1.1.1 Application Form / Official Letter

EILI 1.1.2 Type of Ap;.:l.lication Farm El - ﬂ 2020102701
g B 12 EHEERIE Sy

[—]D 1.1.3 Regulatery Information Form Freaee jﬂ 0000
e T LI EBEFEHSE RIS S0

------ ™9 1.1.4 Refuse to File Checklist

------ D 1.1.5 Data Exclusivity and Domestic/Foreign Clinical Study Informatior
------ L] 1.1.6 Patent Information

------ L] 1.1.7 Declaration Form of the Status of Pharmaceutical Patents

------ ™9 1.1.8 Receipt

-] 1.2 Affidavit

-] 1.3 Labeling and Artwork

[_jD 1.4 Certificate/License

E| L] 1.4.1 Pharmaceutical Company Certificate

CAP - o 140w ATHER
ACCREDITED o o EIL] 1.4.2 Business Registration or Certificate
COLLEGE of AMERICAH PATHOLDGETS 204 UJHL‘J( T HTI[I [

........ + T 142 _J%ELEEHK{# o

a 8 =



- ‘gg’ Bl
eCTDERI R BUHS-PE H e emmss =)

oject-Explorer

7 vicky-1
E| rﬁ*] 21]21}11]2?1}1

e TD Export Options >

New Submission
Open Subrmission
Unfinish Submission

Yalidate Submission

Export Submission ..

|| [r

Create BExternal Shortcut

Save Submission 4s ...

=1 Print... Ctrl+P
Publish ...

5 Clini

Permissions ...

£«

+CAP
ACCREDITED

COLLESE of AMEAICAN PATHOLOGETS 20 ‘] U.IHN ;‘il l(f '["‘ 3 <

Directories

Base Directory of Submissions :\eCTDmanager-Data\Export\ 2020102701

Directory of Exported Submission | D:\eCTDmanager-Data\Export|2020 102701120200

Options eCTDmanager

[]indude Section Mumbers in Title o i
o The submission is successfully exported to directory

D Indude Table of Content Documents 'DMeCTDmanager-Data' Export\2020702701\202003 11010000 index.xm|

I:‘ Export All Documents Unmodified Do you want to open the submission?

Validation Yes : No

Skip Technical Validation
Validate Business Rules after Export

Export Cancel Help

AR (i B 2 L e

42



= =
v am Data (D:)
v eCTDmanager-Data

» DE-1
» DE-2
W Export
> 20201006

W 2020102701
W 202003111
> 0000
Q%:(:ﬁhF}

ACCREDITED

COLESE of AMIAKCAH PATHOLOGETS

204EANAI AT FaE (R R B e

eCTDERIREF-EH

]

Mame

- ml

- util

D index
index-md53

% mn | TR

(%ﬁ%ﬁ”ﬁ%%ﬁ%@ﬂ)

« Data (D:) » eCTDmanager-Data » Export » 20201027071 » 2020031101 » 0000
I ——

T~

eCTDE R} IR H
FllE ErR

[EEHBE N
Z154EH

T
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I

@ Validate Business Rules 1

""" Total g
ACC
FRUESE Finished

Rule Set: | TW-eCTD 1.0 (OTD 1.0)

Validation Results

*
S‘mrt'.’alldahon Stop Validation I Report | | Close Help |

1-$ﬁ

. 00.BP0O1 |Referenced Seq.. Submission level ... |Context of other eCTD

Description
Read envelope attribute values

TestFile

Severity

Test Mame

Mo,
& (0.1

tw-regional. xml

Envelope Attribu. .. |Succe

25055 R

Test Result

The test was successful. ‘ ‘

Location
Sm 1A

LR Sk S

Validation Summary
"

:B%(Validation) g secB

submission validation result

validation Start : 28 October 2020, 01:33:
validation End : 28 October 2020, 01:33: 14

3. Bt 2

File Level Tests
W

14 files

Eﬂﬁi?ﬁ

r'nH

U:I_
O
£ 5
-

1. H B AT

Em=E4£E (validation set)

2. ARkE:E

( Validation)
HEREEZHY
BmaE An

3. EEWE
0 EE(FFA)ERREIRS

ARG o S R T
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eCTDE PRI B - BRaa w5

eCTDmanager
Re SpﬂnSiblEZ DatefSign:
vickychen2 28 October 2020
Submission folder: D\ eCTDmanager-Data\ Export\ 2020102701\

2020031101 0000

Validation Set:

TW-eCTD 1.0 (DTD 1.0}

eCTD 3.2 with TW M1 regional part
Version: 1.0

Last modification date: 15 September 2020

<l

8|

‘g,,‘ tllﬁii‘w

ESi= Iy )

Valid : 78 7= g
Valid with minor Issues :
HH= %ﬁ%
Invalid : K78

Validation Report:

A T

7%

Status

PathiFile

Rules

Severity

Validation Comp. / Lib. Version:

3.0.0.0072/1.2.26.009

Check Resuit:

Envelope Information:

(Submission)

Submission level tests ' I
Ll T

f ETERIN

index xml
index-md5 bt

Identifier f322c5¢c-2134-4ec4-aB59-2103407 TaSe4
Sequence Qooo

Submission description First submitsion

Submission Unit initial

Submission Objective new

Submission Type 1 domestic

Submigsion Type 2 new-drugs-application

Submicsion Tune 3

hiclogical-druns

@l

Imiter
tw-regional .xml|
The identifier format is not valid.
tw : Format of Th322c5c-5134-4ecd-aB50-21024077a’ is not valid.

Hint The identifier must hawe a value in form of ISOYIEC 11578:1098 and
ITU-T Rec X.667 | ISCVIEC 9634-8:2005. UUID in form of xoooooo-oom-
ooCC-Ana-nonnoonona, showing 32 digits and 4 hyphens. The '’ will be
replaced by a number or a letter.

The envelope does not have valid related sequence number.
fail-n.02.01 : Related sequence number is not valid for: tw
tw : submission unit type=additional-info, sequence number=0000, related
sequence number=0000

Hint: If the submission unit type is not equal to initial’ or ‘reformat’ then the
entry for related sequence must not be equal to the value for the cument
SEqUENCE.

No. 1.O7

No. M.02
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eCTDERI e -BRME L

v 4 [ ] « 2020031101 > 0000 » v 4[] « 2020102701 > 2020031101 > ¥ P L« 2020102701 > 2020031101 »
. Export & Marme ¢ | Export = Mame ¢ Export - Mame
> [ ] 20201006 3 m > || 20201006 o000 > | 20201006 0001
v || 2020102701 3 i v | | 2020102701 v || 2020102701
v || 2020031101 ] index v | 2020031101 O v | 2020031101 O
> oooo =] index-md5 > [T o000 > [ 0001

v )« 2020102707 > 2020031707 »

v | | Export 2 Mame
> 20201006 ] 0000
s 2020102701
- | 0001
w | 2020031101
»> | 0000
CAP > 10001

ACCREDITED . -
COWLESE of AMEAKCAN PATHOLOSETS ZOF?HH@/S% H‘AH: 46




B, MR
GGA

Value In Science, Success In
Quality.
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