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1.3.1 Report Info
1.3.2 Trial Master File
1.3.3 Sharing
1.3.4 Template Management
1.3.5 Structure Management
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1.3.7 Settings Management
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(g“)\h €TMF +  TMF Archive ~ B

The file is available for download until a new file is generated. Make sure to download the existing file if you need it. Generating a new file will
replace the existing one

xlsx CompleteAuditTrailReport-Unicorns-20210831082441 xlsx
' 49.12 KB, Generated 2021-08-31 10:24 by Lina Gaggi (31)

\_/ Audit trail report

Trial level, All countries, All sites, All milestones

Generate a new file

® Audit trail report

Include
Trial level documents: Trial level X
e Country level documents All countries X
Site level documents All sites X
Filter by
L Milestones: All milestones X
Generate
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TMF &) eTMF . Trial Master File - -3
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7__ \/7 l/— I‘%iﬁ @ €TMF +  TMF Admin ~

TMF structure Templates Settings

Eﬁ Organization templates 2 templates

NoneDevice
Imported 2021-08-05 14:19 by Manage |Export v Select
11 zones - 50 sections - 262 artifacts

new org template
Renamed 2021-08-04 15:03 by Manage | Export v Select
2zones - 3 sections - 6 artifacts

=
Oi Study templates 1 template

NoneDevice
Imported 2021-08-06 10:45 by. Manage |Export v Select
11 zones - 50 sections - 262 artifacts

©Viedoc Technologies AB 2021 Terms of Use - Privacy Policy.
Viedoc™ version 4672108150 [2021-08-06T11:39 UTC]

X ]\ 5 7 9: Y _%IE @ €TMF +  TMF Admin ~ =

TMF structure Templates Settings
IS NoneDevice [customized]
MAINTENANCE
oﬁ Last modified 2021-08-06 10:53 by S

1] Milestones View

TMF structure 11 zones - 50 sections - 262 artifacts
[ Trial Management

Central Trial Documents

B2l Regulatory

I3 IRB or IEC and other Approvals
[EA site Management

[E2 1P and Trial Supplies

[EA safety Reporting

[EA Central and Local Testing

[ Third parties

[E3 Data Management

A stati

Export structure

7—hA 7‘%{2 & eTMF - TMFArchive - -]

@ T P el v A e e s eerted MaleS i Eo Hmioad Hie G i e 5 ieed K Gereratig s e 18
will replace the existing one.

E Generate a new file

®  Audit trail report

Include
Trial level documents Trial level X
Country Level documents All countries X
Site level documents Allsites X
Filter by milestones All milestones X
Generate
© Viedoc Technologies AB 2021 Terms of Use - Privacy Policy

Viedoc™ version 4 67.2108.150 [2021-08-06T11:34 UTC]




&Y €TMF . TMFAdmin -

TMEF structure Templates Settings

Filters

« Enable milestones filter

Review process

Automatically lock documents on approve

Drop zone

Status

Give reason for unlocking documents

+ Enable shared dropzone  +# Enable private drop zone

Document name templates

Display {CountryCode} {SiteCode} {DatingCo
template:

Download | {StudyName} - {CountryCode}{SiteCc
template:

Archive {DocumentName}

template:

@Y €TMF + TMF Admin -

TMF structure Templates Settings

Instantiated

Lock the 6TMF. W

s to the structure and users can

Status

LR—bORABIF—BEBEATIN. UTOEI> 3> TR 77MILAOES — MY 35FMIBHREz BV

ITET,

1.31 Report Info

COP—hiiE. LR—FBLUHRICEAT 52— MHNABHRAZ EN TV E Y, First document added date/time &
Last document added date/timeld. RIIEFREDRFaA XY FOWDTMFICZ Yy 7O— RSN ERLET,
lF. CINSDOXEDQEBIMHFHILA—MIEENTULIDESHCERBELERRSINE T,

Complete Audit Trail Info

Items

Settings

Originator

VIEDOC

Instance

https://abc.viedoc.net

System version

4.67.2108.150

Printed by

Printed date/time

2021-08-06 09:20:54

Study name

Unicorns

Study GUID

74qhi3f37-xa02-421b-ajec-e4f2c5ba7cac

First document added date/time

2021-08-04 12:36:00

Last document added date/time

2021-08-05 09:16:14

Included documents

Trial level, All countries, All sites

Filtered by

All milestones

All dates in this report are according to the UTC standard.
Disclaimer: The overall structure of this report with regards to names and the order of columns can change to reflect future extensions and development of the eTMF.
This report includes a detailed audit trail of the eTMF. Every change that has been made to the content (and structure) of the eTMF is listed in this report.



1.3.2 Trial Master File

ZDOY— hCiE. A—F—HTrialMaster FileE 2a—D RF a2 XY ML TIT271IRTO 7o 3 VICET 3B
BHAEENTUVET, COV—MIEENTVWBR TS aVIFUTERD £,

s NETNIERFaIXD DA,

» A—H—HFEIRLIZL AL (Trial/Country/Site) () > EN. A—HF—DRT1IWLEZVVTLEIAIL
A h=viZUroENTWABartifact ICT 7AILENTWVWB RFaX2 bk,

v A=AV EHTAMOERO-ILZFHORFaXT |,

A s c ) 3 3 G il 1 s K L M N o 3
1 User Actions on Dacuments
2 ‘Action Document Version | File Version Date/Time. 0id Value New Value Reason DoneBy [ Zone# Zone Name Section® | Section Name | Arifact # ‘Artifact Name Document Name Document 1t
‘Approve document 20230907 11:4023 Document 1 [Trial Management 0101 [Trial Oversight  [01.0101 [Trial Master File Plan _|CompleteAuditirailReport-2 65 ni
spproved
Publish document |2 2023-0-07 113759 |File = device_templatesxisx | File = CompleteAuditTrailReport- | Document o1 [Trial Management 0101 [Trial Oversight  [0L0L01 _[Trial Master File Plan _|CompleteAuditTrailRepori2.65 ni- |1
File date = 2023-09-07 11:35:52 |65 n1-20230901074318 xI5x published 2023090107491 x1sx
File date = 2023-09-07 11:37:59
Upioad file to structore |2 B 20250907 113758 Griginal file name = Fiie upioaded 01 [Trial Management 0101 [Trial Oversight  [0LOLO1 _[Trial Master File Plan | CompleteAud TrrailRepori2.65 ni- |1
CompleteAuditTrailReport-4.5 ni 20230901074518.x15%
Ceate newversion |2 2 20230907 113728 New document o1 [Trial Management 0101 [Trial Oversight 010101 [Trial Miaster File Plan _|CompleteAuditirailReport-2.65 ni- |1
|version created
‘Approve document |1 20230907 113625 Document o1 [Tria Management 0101 [Trial Oversight 010101 [Trial Master File Plan _|CompleteAuditTrailReport-2.65 ni- |1
spproved 20230901074918 x15%
Publish document |1 20250907 113607 = “Wainarifac  |Decument o1 [Trial Management 0101 [Tria Oversight  [0LOLO1 _[Trial Master File Plan _|CompleteAud trraiIReport2.65 ni- |1
[T evel = (Trial Master File Plan) published 20230901074518.x15%
|Version Date = [Tme 1ever = Trial
[Version Date = 2023-08.07
Upioad file to structure |1 1 20230907 113552 Original file name = File uploaded o1 [Trial Management 0101 [Trial Oversight  [0L0L01 _[Trial Master File Plan _|CompleteAudifrrailRepori2.65 ni- |1
device,

1.3.3 Sharing

D — kZIE. Viedoc Share ¥ Viedoc TMFD/NA VA — I T3 IRTDIA—H—T o> 3 VICET 3 ERLE
FNTVLET,

COT—hICIF. PT—FERX T IVERTERZINAVRZ—ICHT RT3 >DHANEENTVET,

o
A [ c D 3 F G H a
1 User actio
2 ‘Action Binderid Document Version File Version File Integrity File Size File Date Original File Name Recipients
3 [Document viewed Jass 1 1 fQrCk 9354 KB Clinical Trial PIAC Form.pdf SE-001-17 -
4 [Document signed = 1 1 ksc/+Lioveg kIS LksnAl 104458 Clinical Trial Protocol Form.pdf Super Investigator (14869) -
Document signed a4 1 1 ksc/+LionvegkosLksnAw= 104,45 KB Clinical Trial Protocol Form.pdf Super Investigator (14869) -
s
6 [Document viewed = 1 1 ksc/+Lioveg kIS LksnAl 104458 Clinical Trial Protocol Form.pdf Super Investigator (14869) -
7 [Certified copy created = 1 1 ksc/+Lioveg kIS LksnAl 104458 Clinical Trial Protocol Form.pdf Super Investigator (14869) -
& [Binder created = 1 1 ksc/+LiovegkISLksnAw: 104458 Clinical Trial Protocol Form.pdf Super Investigator (14869)
9 [Document viewed = 1 1 frQrCk 9354 KB Clinical Trial PIAC Form.pdf SE-001-30
10 |Document signed = 1 1 frQrCk 9354 KB Clinical Trial PIAC Form.pdf SE-001-30
Document signed = 1 1 Cbj62zpknlbzyQAFKQ+CK 93.54 KB Clinical Trial PIAC Form. pdf SE-001-30
1
12 Document failed = 1 1 9354 KB Clinical Trial PIAC Form.pdf SE-001-30
13 Document viewed = 1 1 9354 KB Clinical Trial PIAC Form.pdf SE-001.30
14 |Document signed |a48 1 1 fkarck 9354 KB 2024-10-02 09:28:58 Clinical Trial PIAC Form.pdf SE-001-17
Document signed [asg 1 1 Cbj62zpknlbzyQAFKQ+CK 93.54 KB 2024-10-02 03 Clinical Trial PIAC Form. pdf SE-00117
15
16 Document viewed |ass 1 1 frQrCk 9354 KB 2024-10-0205 Clinical Trial PIAC Form.pdf SE-001-17
Document downloaded [aa7 1 1 Cbj62zpknlbzyQAFKQ+CK 93.54 KB 2024-10-02 09:28:58 Clinical Trial PIAC Form. pdf SE-00114
17
18 Document viewed [aa7 1 1 frQrCk 9354 KB 2024-10-02 09:28:58 Clinical Trial PIAC Form.pdf SE-001-14
Document downloaded [aa7 1 1 Cbj62zpknlbzyQAFKQ+CK 93.54 KB 2024-10-02 09:28:58 Clinical Trial PIAC Form. pdf SE-00114
19
20 |Document signed |47 1 1 Cbj62ZpknlbzyQAFKQ+CK [s3.52kB [2024-10-02 09:28:58 Clinical Trial PIAC Form.pdf [sE-001-14
Document signed [aa7 1 1 Cbj62zpknlbzyQAFKQ+CKw: 93.54 KB 2024-10-02 09:28:58 Clinical Trial PIAC Form. pdf SE-00114
2
22 Document viewed 247 1 1 9354 KB 2024-10-02 09:28:58 Clinical Trial PIAC Form.pdf 00114
23 Document viewed 247 1 1 9354 KB 2024-10-02 09:28:58 Clinical Trial PIAC Form.pdf 00114
24 Document viewed 452 1 1 EqukicMeFdmo0YMLUXSBw: 765.7K8 2024-10-02 09:58:13 Clinical Trial Protocol Form.pdf Super Investigator (14869)
25 Document viewed 452 1 1 EqukicMeFdm00YMLUXSBw: 765.7K8 2024-10-0205 Clinical Trial Protocol Form.pdf Super Investigator (14869)
26 Document viewed 453 1 1 EqukicMeFdm00YMLUXSBw: 765.7K8 2024-10-0205 Clinical Trial Protocol Form.pdf Super Investigator (14869)
Document downloaded [aa7 1 1 Cbj62zpknlbzyQAFKQ+CKw: 93.54 KB 2024-10-02 09:28:58 Clinical Trial PIAC Form.pdf SE-00114
27
28 Document [aa7 1 1 frQrCk 9354 KB 2024-10-02 09:28:58 Clinical Trial PIAC Form.pdf SE-001-14
29 |Document signed 247 1 1 frQrCkw 9354 KB 2024-10-02 09:28:58 Clinical Trial PIAC Form.pdf SE-001-14
Document signed [aa7 1 1 Cbj62zpknlbzyQAFKQ+CK 93.54 KB 2024-10-02 09:28:58 Clinical Trial PIAC Form. pdf SE-00114
30
oo IFT——m— = B e e e e = e v
> Reportinfo  Trial Master File ~ Sharing  Templates Structure Archive Settings. H »
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3.4 Template Management
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User Actions on Templates
Date/Time Action Details Done By Template Name Template Type
o i
stud
o

2021-08-05 12:19:47 Imported template NoneDevice xls
2021-08-05 12:19:15 Imported template NoneDevice xls
20210804 13:04:34 Imported template Human body.xs Human body
2021-08-04 12:34:49 Selected template RestuarantCh:

2021-08-0412:34:30 Imported template RestuarantChain.xi

i RestuarantChain stud)
RestuarantChain stud)

Reportinfo | Trial Master Fie R ANAMAMIA  iucture Management | Archive Management | Settings Management | @

1.3.5 Structure Management

CDT—RICIE. eTMFEEED 1 VR RAVRAILENFTEA RS IFvy—ICR L TITo =70 arhgEnfd, 1
—HF—HTMFAdMInE 2 —IC 7 7 REDNBRWVBEIEZ DT — MMEEICED £,

User Actions on Structure

Structure Version Date/ Old Value New Value Done By

Delete artifact 2021-08-17 11:21:50 01.01.01 [Trial Master File Plan
Delete artifact 2021-08-17 11:21:50 01.01.02 i

[ Apply changes 2021-08-17 11:21:50
[Add zone 2021-08-16 11:29:23 01

[None Device
Zone name = Trial Management

[Add section 2021-08-16 11:29:23 Zone name = Trial Management
Section name = Trial Oversight

01.01.01 Zone name = Trial Management
Section name = Trial Oversight

|Artifact name = Trial Master File Plan

Definition = To describe how records for the trial will
be managed and stored during and after the trial,
including study-specific processes and documentation
for archiving and destruction. To include TMF filing

Add artifact 2021-08-16 11:29:23

but not limited to: plan, reports, checklists, etc.
Sub artifacts = Core Document List, TMF Report, TMF
[ Transmittal Form, TMF Setup Request

Sponsor document = X

Investigator document = NO

Trail level document = YES

Country level document = NO

Site level document = NO

Dating convention = Version Date

Reportinfo | Trial Master File | Templates Management [N ER I NPT rchive Management ettings Management | @

1.3.6 Archive Management

CDY—MIIE TMF7—AA TR=ISTiIThnfca—4—702 a3 Vg ENTVETD,

User Actions

Action Date/time Included Documents Filtered By TME Side User Roles User Perr

Create audit trail report 2021-08-06 09:20:54 [Trial level, All countries, All sites  |All milestones Sponsor study, Sponsor country, Sponsor site,  |Download audit trail
eTVF Manager

Sponsor study, Sponsor country, Sponsor site, |Download audit trail

eTVF Manager

Sponsor study, Sponsor country, Sponsor site, _|Download audit trail

eTVF Manager

Sponsor study, Sponsor country, Sponsor site, |Download audit trail

eTVF Manager

Al milestones Sponsor study, Sponsor country, Sponsor site, |Download audit trail
eTVF Manager

Sponsor study, Sponsor country, Sponsor site, |Download audit trail

eTVF Manager

Download audit trail report |2021-08-06 06:25:39 [Trial level, All countries, All sites | All milestones

Create audittrail report  |2021-08-06 06:24:52 [Trial level, All countries, All sites | All milestones

Download audit trail report|2021-08-05 09:45:04 [Trial level, All countries, All sites | All milestones

Download audit trail report|2021-08-05 09:44:57 [Trial level, All countries, Al sites

Create audit trail report |2021-08-05 09:44:25 [Trial level, All countries, All sites_|All milestones

User log on TMF Archive.

Report Info | Trial Master File | Templates Management ructure Management  [NNTIEIUIRIPTINSEY  Settings Management | @




1.3.7 Settings Management

CDI—MIIE. eTMFEIEREENTMFAMIn EDBRETIT 27 a Vg EnEd, I—F—HTMFAdmInE

ATV E AN B VERIFC DY — MIZBICHED T,

User Actions on Settings

Action

Date/time

0Old value

New Value

El Edit Settings

2021-08-05 09:44:06

Enable Milestones filter =true

Enable Milestones filter =false

2021-08-05 09:43:50

Enable Milestones filter =false

Enable Milestones filter =true

=

(O]

! Report Info | Trial Master File \ Templates Management | Structure Mana: ...

1.3.8 Status management

ZD>— M. TMFAdmin O Status 2 7T eTMF &E18E BT o7/=70 a3 >vhEEhTunWExd, 1—H—»
TMFAdmIn IC7 72 A TERWMEEIFCOR TIFERICED T,

er Actions on eTMF Status
New Value

Date/time Old Value
2022.02-0112:17:59
20220201 10:49:35
20210816 11:29:23
2021-08-16 11:26:36

Reason
Unlocking the eTMF to finalize a document
Locking the eTMF for archiving

initiate structure

Enable eTMF

Done By

El ot status Locked

Locked

Enabled

Bl ot status
[l ot status

Enabled

Bl user changelog of eTMF status.

Structure Management | Archive Management | Settings Management  [RS e VR Ty

| Reportinfo | Trial Master File | Templates Management

2
2.1

elTMF-EMS repository
LIS
6TMF-EMS URI b UIE AR —BL W/ EFBBREEREMAIO T -1 TELV/ELIZR S F v—IC

BENBIXEDIVRAR—MIEARATZ M TEFEI, Exchange Mechanism Standard (EMS)ICXIG L TUWLE
Fo EMSOEMICOVWTIZC B 5% BT,

eTMF-EMSU RS kU IE. X&E, (R, B. eTMFAQI—HF—O—JLE 7o XEICEL T,


https://tmfrefmodel.com/ems

22 EMSURIS NUDEREATO—R

(:-w'.] eTMF » TMF Archive ~

The file is available for download until a new file is generated. Make sure to download the existing file if you need it. Generating a new file will
replace the existing one.

Unicorns_eTMFArchive_20211118121612.zip o

4.23 MB, Generated 2021-11-18 13:16 by
eTMF - EMS repository
Sponsor, Investigator, Trial level, All countries, All sites, All milestones

Generate a new file

® c&TMF - EMS repository

Include

TMF side: Sponsor X | Investigator X
Trial level documents: Trial level X

Country level documents: All countries X

Site level documents: All sites X%

9 Filter by
Milestones: All milestones X
e Generate

UARD b DOERBIBUTOFIRICRE ST ZE L,

1LT7—=HAT LIEEVWRFaX I rDATSa > () ERELEF T, eTMFOREEREISE L < IERAKR > H—AIIC
T7AILENBREa XY b, BB/E/MELANILTIZ7AIILEINBZRFa XY e ENSICHL
BHERICEDTEDIDESHZEIRLET,

TMFA] (RAR B —FIFBRBREEER) ICBIDYHTSNTULARW artifact &, VRIS KU EE
BT BBICHHTNEEA. TMFRIICEID HTSNTUVWAW artifacth'S REF¥ a2 XY b aHd 312
& INS5DOToIILRZHN LT BIDEMSU RS FUZERLET,
2.74INR) VT LIEWIAILAR—2%(2)THRELE T,

JAINRAM=2DEDYTSENTULAWartifactid. VRS MU EERTZEICHESNEE A
RANZAS=2FEERAINR =TI —TFHED B TE5A TV A Vartifacth 5 RF 2 X2 bz
TBIIE CDTrIILEEHBRL T, BIOEMSU RS FUEERLET,

ERREVEIVYILET, (3)
4EBESNIERFaXI DU ORI ITRE, ZiplERD 7 # LA —DE o >vO—RENET
(4)

2.3 zip7 A LA DEHEAR
ZipRD 7 A LA HEEIE. UEARTERA LeIMFR RS F v DOBEERMLTED. UTOLSICHED XS,

. -CODOLRNIILICEFNSDD
« BEIDSRDT A=<y FDXA VzipT LA
StudyName_eTMFArchive_DatetimeStamp
« StudyName - 5B
= eTMFArchive -BHTFX b+
= DatetimeStamp - eTMF-EMS Z4 R L 7= UTC BfJ & B YYYYmmDDHHMMs s

| Unicorns_eTMFArchive_20211112104206.zip



. SCDLRIVICEEFND DD
= TransferlD (eTMF-EMSURT M) DERBED XX > ) % YYYYmMDDHHMMss @D 7 #—<
w b TCRLUIEY TRFIZF OV T 7+ ILA
« BIREINABEIACILA =2 exchangexml 7 71 )L
xml 7 7LILDODABRRCY > FILECEENSTEWLTEITET

i ’ = Extract Unicorns_eTMFArchive_20211118104... - m] s
Home Share View Compressed Folder Tools o
« “ A | <« Downloads » Unicorns_eTMFArchive_20211118104206.zip v O Search Unicorns_ge...
~
~  Name Type Compr
b o
20211118104206 File folder
01 First Country RA Approval_exchangexml XML Document
02 Clinical Infrastructure Ready_exchangexml XML Document
03 Site Live _ Ready _ Open fer Enrollment_exchange.xml XML Document
08 Database Lock_exchangexml XML Document
a 11 Ongoing_exchangexml XML Document
|
E |
(YRR 4 >
6 items =
. -COLRIICEFEFNBZ DD
— _ o N
« ANSOFv—H5. FFENBEzoned ZonelD.ZoneName ZHFD T A /LA
| = = | 2021118104206 - O x
Home Share View o
= v <« Downloads » Unicorns_eTMFArchive 20211118104206 » 20211118104206 v O Search 202111181...
s MName - Date medified Type
y 01.trial management 11/18/2021 1:03 PM File folder
11.dropzene 11/18/2021 1:03 PM File folder
L
|
1
i
Py < >
2items =]
. -COLRILICEEFNB DD
—_ — .o . . . »
« ANSUFv—ICEE NS Esection® ZoneID.SectionID.SectionName Z#FD7T #J/LA
| B = | 01.trial management - m} x
Home Share View o
« v 4 <« 20211118104206 » 01.trial management v | O Search 0.trial ma...
s MName - Date medified Type
y 01.01.trial oversight 11/18/20 03 PM File folder
01.02 trial team 2021 1:03 PM File folder
L
|
1
i
Py < >
2items =]

. SCDLRIVICEEND DD
» AT UFv—ICEENDZartifact® ZoneID.SectionID.ArtifactID.ArtifactName
DT IS


https://tmfrefmodel.com/wp-content/uploads/eTMF-EMS-Specification-v1.0.1.pdf

< | 01.01.trial oversight

1 < 202111128104206 » Ol.trial management » 01.01 trial oversight

Home Share Wiew
« -
G Narme
L 01.01.03.quality plan
01.01.05.0perational procedure
n 01.01.06.recruitment plan
01.01.08.monitering plan
|
1
i
#v <
4items

=

~

g

v <

3 items

e ¢

3 items

*: A

~

-ZOLRILICEENDDHOD

- o x
@

O Search 01.01.trial ...

Date modified

Type

File folder
File folder
File folder

File folder

« FERL A Tartifactic 7 7rILEINfcRFa X2k
» ERFEARTAXYFROY T T4 IILA
« EO-RELHIC LERBRERSEOY T 7 4ILY

Share

#

Mame

au

iq

%] QualityPlan -01.pdf

= | 01.01.03.quality plan

. 4

Wiew

< 01,01 trial oversight » 01.01.03.quality plan

Date modified

11/18/2021 1:03 PM
11/18/2021 1:03 PM

11/18/2021 1:03 PM

-CDLRNIILICEEFNS DD
= HE (LRIL6 TEIRSIN) OHEBEREArtfactiC 7 7IIIL TN RFa X2k
« BREBEARFAXENBOY T T HILR*
» BFEEOHREE G LY T T74IILA

> | au

Home Share

MName

canberra

B Australia Quality Plan-07.xlsx
B Australia Quality Plan-02.xlsx

View

<« 01.01.03.quality plan » au

e

- o X
L)

Search 01.01.03.qu...

Type

File folder
File folder

Adobe Acrebat Document

>

- O X

w |0 2 Search au

Date modified
11/18/2021 1:03 P
11/18/2021 1:03 P

11/18/2021 1:03 P



. SCDLRIIICEENDZ DD
« BEBEARFAXYNBEOYTT T IR
« BFEOHSR (LAJILT TREIRSNT) DdfitifactiC7 7rIILEnfcRFFa X2k

[ 5 = | canberra - O K
Home Share View o
\ v <« au » canberra v | O 2 Search canberra
)
) MName Date modified
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