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About Janssen janssen

. @) ::AI!IIAC!U'HCAL COMPANIES
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= Medical Devices & ¥ PREZISTA
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= Prescription Products </ INTELENCE

(etraviring) 52

= JSC API Supply Chain
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= Biologics - 5 sites UsEEKInUMaD

= Worldwide Pharmaceutical sales of
$24.5 billion in 2012
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Who we are W@rum

Werqm US HQ Werum Germany HQ,
oy Lueneburg
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Toulouse, - * R ; ’ ' ‘ Wi K.
France ‘jj\.“ W J Bt ‘ T:I:;g,‘ ‘Il(apKan
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U et . P

2009 2010 2011 2012 2013(e.)

490 Employees g ; A=y 4 Singapore,
; i Subsidiary Bangk
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What we do werum

Ustn Riowrs &

o ELECTRONIC Administration = has . Wemnom
Deve Masrin
Specification ! BATCH 4
d d RECORDING
o Reporting  pusoms e Loes
Execution m.., p.,.,... E““"'"" ﬁaul-
Tccs Process Libraries a:::( C::‘u Sou [ Fue & Py Pacxaoma
Compliance °‘“’" St ,
1 Eourmant
Equipment Libraries “swam
Performance (S
A=
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Overview W@rum

Material Master SOP’s
E RP Overall Inventory D M S Drawmg_s
Production Orders Instructions

e ——

Master Batch Records
DCAI:A Production Resource Management (
L eviations ) Electronic Batch Recording | LDAP / AD
Material Management in Production g Users
' From Weigh & Dispense to Packaging *
LIMS P e T anes i Eeommkfmmm
Samples
\ J
s Pl System
Q )
c
21 ¢
wl| $
c Process data Process data
‘?V Alarm & Events 4
Process Control Building Automation IPC Sc;:es
System(s) System(s) instruments Printers
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Electronic Batch Recording Werum
with PAS|X

Electronic Batch Approval Process
Recording Review by Exception

Master Batch Records

N 4

OSlsoft. USERS CONFERENCE 2013
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Integrated Approach yverum

*  PAS|X Commands & Set Points to Process Control System

* Process Data, Alarm & Events collected in the OSlsoft Pl System
+  OSlsoft Pl System data referenced in the PAS|X EBR

+  PAS|X EBR batch execution data referenced in the Pl System

OSlsoft. USERS CONFERENCE 2013



The Detalls

Attributes of
Equipment Classes &
Equipment
Tag 1: Value-Type Tag ID

Tag 2: Value-Type Tag ID
Tag 3: Value-Type Tag ID

OSlsoft. USERS CONFERENCE 2013

Actual values

t—,

Alarms
Events

Tag 1: 39.25 C°
Tag 2: 47 RPM g
Tag 3: 1.37 Bar

Pl System

werum

SOFTWARE & SYSTEMS

Batch Interface

BO: St 09:00 am
BF: St 12:00 pm

BF: Fi 01:00 pm

Trend data
Events
Batch data

© Copyright 2013 OSlsoft, LLC.



Integrated Solution - Benefits

Pl System

Seamless integration of process data into Master
Batch Record definition and Electronic Batch
Recording

Handling of Alarm & Events according regulatory
requirements

Batch analysis at the EBR level

Long-term archiving of process data

OSlsoft. USERS CONFERENCE 2013

‘werum

SOFTWARE & SYSTEMS

Using industry standard
MES and Historian

Pro-active development
of new features &
functionality

Predefined, configured
and reliable integration

© Copyright 2013 OSlsoft, LLC.
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PAS|X to Pl Event Frames
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| — 46d T2d 564 12 0a [l 071222012 16:06:05

- OSlsoft and Werum collaborated | . Ty T
to develop the Werum PAS-X ———— [\ |\

P 0020_Media WaD 105

Batch Interface which will become |’ eoszes -

P 0030_Media Preparation

standard OSlsoft product e ™ u
. ¥ 0020_Media WD

P WDSETUP_WSD Equipment Setup:0

*  This enables us to perform batch
analysis at the EBR level from a s
Basic Operation (BO) or Basic A )

PUTWAYMN_Put Away Raw Nateriis0
F t B F t b 0010_ed Vessel & Line SP U =]
unction perspective. T - a
a17ss1 (817561
b 0020_Media WeD i]
W' 0010_Media Vessel & Line SIP =] 35
P STSCHG2_Set Stesmed statie'd i | | | |

*  The capability to store basic oot

I SUPUTLTP_SS Recipe 817548

: ity | N
function activities as batch events | s @850 v oo TV ¥ vV

I suPBSTH S8 vae
» SPTYPEZ
=/ MateriaisOut <l 235#5000#Kiogram
P> VETXLSIP_Ves r
e > 305694 _517545C002_(CD-Hyb A) '
Vents - seri o
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I sTsCHG1_Set
= Materialsin R B i
I PREPASSN_B1
- 108526 ROS6853_(Bag 5L) 1#08Each
b PRLTASS P
- 108526 ROS6E29_(Bag 5L) S#0#Each —
- novsASS ) -
H H . TR e L) ST g V] BB = 15.41080 °C cntecoin04041 PD12500TIOD PV CV (3236381, 0010_Wedia Viessel & Lne SP) VE2S0 Temperature
. Material and equipment usage SR B . | e B o = o T 0 G b s e v oo
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Pl Asset Framework — From Pl AF to eBR

OSlsoft. USERS CONFERENCE 2013
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Removing Paper

*  pH testing before PAS|X & OSISoft PI:

Paper Batch Technician
Record manually
instructs checks
technician to Paper
take pH equipment
sample. logbooks.

OSlsoft. USERS CONFERENCE 2013

Technician
takes sample
and performs
test and prints
out result on

Technician
copies result
and attaches it
to Batch
Record and
records result.

Result in
batch record,
printout and
copy are
reviewed
before batch

© Copyright 2013 OSlsoft, LLC.
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Removing Paper

*  pH testing after PAS|X & OSlsoft Pl System:

EBR prompts Technician
Technician to. g scans pH
Take pH meter for

OSlsoft. USERS CONFERENCE 2013

Technician PAS|X

performs pH [} requests result [ 3 evaluated,

test and from Pl AF

result is sent
to the
Pl System

Result is

during EBR
execution.

© Copyright 2013 OSlsoft, LLC.
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Benefits of PAS|X and PI AF

Batch

* One Screen, -

Eq Status

B17547C001
305672

2448 kg

Not Allocated.

Expiry Date  15/0572012 00:00:00

multiple sources ==
of live data. e

Quantity
Eq Status

817546C001

Expiry Date  15/05/2012 00:00:00

Ll
- Visual

Equipment
status

OSlsoft. USERS CONFERENCE 2013

Baich 816300C001
Mat No 300000
Quantity 2455kg

Eq Status Not Allocated.
Expiry Date 02/05/2012 00:00:00

QA Status Approved

NO DATA Batch Batch
NO DATA Mat No Mat No

2190 kg Quantity -15kg Quantity

Out of Service Eq Status Eq Status

QA Status <null>

<null> Expiry Date Expiry Date 15/05/2012 00:00:00

QA Status <null> QA Status

B175673C001 Baich 817669C001 Batch

305675 Mat No 305672 Mat No
2425 kg Quantity 2460 kg Quantity

Not Allocated. Eq Status Not Allocated. Eq Status
20/05/2012 00:00:00 Expiry Date  20/05/2012 00:00:00 Expiry Date

QA Status Approved

Batch
Mat No

Quantity
Eq Status

Approved QA Status

816299C001 Batch B15879C001
305672 Mat No 306672

2471 kg Quantity 1732 kg
Not Allocated. Eq Status Not Allocated.

Expiry Date 28/04/2012 00:00:00 Expiry Date 1910412012 06

QA Status

Approved

No of bag Stations Available 2 .

B17546C001
300011

2422 kg

Not Allocated.

Batch 817546C001
Mat No 300011

Quantity 1840 kg
Eq Status Not Allocated.
Expiry Date 15/0512012 00:00:00

Approved QA Status Approved

NO DATA

NO DATA
-1kg

Not Allocated.
<nui>

Baich 817545C001
Mat No 300000
Quantity 2428 kg
Eq Status Not Allocated.
Expiry Date 15/0512012 00:00:00

QA Status Approved

pH Meter
Baich 815879C001

Mat No 305672
Quantity 792 kg
Eq Status Not Allocated.
Expiry Date 19/04/2012 00

Buffer Vessels

MES data

il

QA Status Approved

© Copyright 2013 OSlsoft, LLC.



Benefits of PAS|X and PI AF

One location for multiple
data sources:

OSlsoft

MES data

SAP data

OSlsoft Pl System data
QA information

. USERS CONFERENCE 2013

Batch 817569C001
Mat No 305672
Quantity 2460 kg
Eq Status Mot Allocated.

Expiry Date 20/05/2012 00:00:00

QA Status Approved

© Copyright 2013 OSlsoft, LLC.



Benefits

Removal of over 1000 paper
documents (to date) from

Manufacturing

* Interface of Scales to the
Pl System and PAS-X
eliminates manual entries

» Automated
pH/Cond/Osmo/Filter
integrity testing. Result
retrieval directly from the
instrument to the Pl System

OSlsoft. USERS CONFERENCE

Greater Visibility on Status of
Orders

* Process is tracked from
Warehouse to
Manufacturing to
Warehouse

Exception Free
Manufacturing

» Mistake proofing in area of
GDP errors and partially
completed ‘Paperwork’
eliminated

* No more searching for Docs
| SOPs; automatically linked
to Master Batch Record

© Copyright 2013 OSlsoft, LLC.
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