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Agenda

 Review Process
 Introduction to docuBridge

* docuBridge Explorer

* The Submission Workbench
 The Navigation Bar

* Reviewing Submissions

* Audit Trail Report
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Review Process
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docuBridge Explorer

III docuBridge Explorer

+ New v Reports v [ Paste & Refresh M Layout

Navigation 3 Searches > My Applications: 02 CO-PTL *e67*

[ Export to Excel

@) My Applications:
Q) My Applications:
Q) My Applications:
@) My Applications:
Q) My Applications:
Q) My Applications:
@) My Applications:
@) My Applications:
Q) My Applications:
&) My Applications:
@) My Applications:
Q) My Applications:
&) My Applications:
@) My Applications:

Q) My Applications:

02 CO-PTL

02 CO-PTL "e57*

02 CO-PTL "eb8™

02 CO-PTL "e59*

02 CO-PTL *e60*

02 CO-PTL "e61™

02 CO-PTL "e62*

02 CO-PTL *e63*

02 CO-PTL "e64*

02 CO-PTL "e65*

02 CO-PTL *e66™

02 CO-PTL "e6 7™

02 CO-PTL "iSub™

‘ Status

- ‘ ‘ Object Locked

Drag a column header and drop it here to group by that column

£2) 6799999
£2) 6788890

£2) e6788890

02 CO-PTL by e-identifier

03 Internal Evaluator

6799999

6788890

e6788890

@ Mv Applications: 04 External Evaluator
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Submission Workbench

MY JocuBridge Submission Workbench
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& [0000] Cover Letterasdasdasaasc
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Nodes: 43 Documents: 19 Pages: 25
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Reviewing Submissions

ODULE 3
UALITY

State Download File Annotations v Reports v IEMICAL-PHARMACEUTICAL AND BIOLOGICAL INFORMATION
IR CHEMICAL ACTIVE SUBSTANCES AND BIOLOGICAL

. IDICINAL PRODUCTS. ®
n Draw Highlight ’ _ A, Volume 2B, CTD-Module 3 ADMIN  5/9/202...

tion July 2004 @

bmission Workbench

Cumulative Draw Note SN O) O O
ncerning chemical pharmaceutical and biological
—_— Draw Hyperlink » stance(s) and biological medicinal products
‘ ‘ 1 ‘ ‘ 1 ‘ s principle of GMP and the detailed guidelines are ap, ire
J J 2 CONFIDENTIAL authorization referred to in Article 40 of Directive 2 0
wvant for all other large scale pharmaceutical manufa
i ODULE 3 lertaken in hospitals, for the preparation of products Mr use in chmcalﬁa[s. and for
iner Closure System vALITY slesaling, were applicable.
EIE‘L“HC;“:;("':'L‘ifffvit‘ifdng‘L':fﬁ"L,;’“ﬂ'tffﬁ[f analytical test procedures described in the various sections of the chemical, pharmaceutical
ty i 3 biological documentation must be described in sufficient detail to enable the procedures to
‘epeated if necessary (e.g. by an official laboratory). All procedures need to be validated and
Blueberry
ABC CONFIDENTIAL Color:
Fuar dmivmomdilsnaunts
MODULE 3 &
QUALITY
8 ™ - F
daudmivmaunelumsnmy
H ¥ -
L@zl THUIN
r -
Concerning ch I phar ical and biological doc ion for chemical active i | . L) e
substance(s) and biological medicinal products i Ell“ dad ‘ii"TI-l 'iuclcﬂ'ﬂl' TH#]
The principle of GMP and the detailed guidelines are applicable to all operations which require i

the authorization referred to in Article 40 of Directive "0()1 /83/EC as modified. They are also
relevant for all other large scale pharmaceutical manufacturing processes, such as that
undertaken in hospitals, for the preparation of products for use in clinical trials, and for
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Audit Trail Report

t'a 6788888 6788888 0000 Options
t—a e6788888 3 0001 Include events of the entire DVO structure
Open clude ¢ er
£Z) 6700052 2 0000
Open in SWB
£2) 6700189 ) 0001 Filters
Copy » )
FQ e6700189 ] 0000 Date filter ‘ 5/3/24 — 5/9/24 g ‘
Custom Procedure » J
£2) 6700112 2 0000 :
User filter ‘ ADMIN X - ‘
iD) e6781234 4 0000 '
Delete Event category filter ‘ Created X - ‘
£Z) 6700249
New »  Audit Trall
£Z) 6700071
Edit Attributes

"-a 6700110 Cancel

Share » Advanced Submission Content

a =) AA7NNNARR
Reports 4 Deleted Documents Audit Trail
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