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PharmaSuite f&ER4Y,Z254] Automation

Phase PackagesIjigE&d

EBR Basic Phases Dispense Phases Iiiégament Tracking gé%pmgnt Automation IPC Phases
BFH#ticR MHEERM BER #3573

Zies

De5|% n FrameworkigitHiEze Execution Framework{THES2

ReC|pe Workflow Designer Data Manager (Equipment)  Production Management

Productlon Execution Production Review
IEEMEY  ETREEE | &

ProductionCentre Enterprise Integration Gateway Upgrade Engine
MESFE SERFE FHRSIE
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Get IPC value
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lz‘ Recipe Designer - Batch - Rockwell Software PharmaSuite
i File Edit View Window Help

|| |4 i [ (5

nox

YT = F e

PMX_SOP_1010
Page 10fX
Version: 01
Valid from: 01.05.2004.

FactoryTalk
Pharma Suite

SCOPE

Line Setup 21 InScore
22 OUT oF Score

3

31 MEASURES
2 PERIODS OF CHECKS

] 3
2 w re Pouy egan et FactoryTalk'
b R e e N v e
= 051172010 01:46 AMPOT

Identifier Levels Description

Pause-enabled Allows an operator to paus
[ ; I £ Detachable @] @] Allows an operator to deta
== = 11 4 2 0 [ Abort-and-reacti... [@]  Alows an operator to abor
Produce Material IFC Summary Event-triggered Allows event-triggered ope =
(- Filtration - - & =
- Change Filter L
- Execute
- Identify IBC
- Belect Scale AT ITS BEST
Tare Scale N
- Scale Value Attachment
- Release Scale
- Produce Intermediate
- Chedk Yield
Change IBC Status
- nbind TBC

DWO-002-Production - BX27
Filtration

ChangeFilterClip Change the filter according to the video:

Final Confirmation

B racioging |
[T

W @
MDI_3001 The operation has no outgoing link. (Identify Mix)
= S:eoondary Manufacturing The components cannot be reached from the start step.
= Packaging
[ IPC Summary

e TPC Values Summary
[=)- SPC Graph H The Trigger-enabled capability contains a trigger that specifies an unavaiable trigger phase. (operz

The attribute's expression contains a reference error. (phase: IPC Values Summary, parameter: De
The attribute’s expression contains a reference error. {phase: SPC Graph, parameter: Definition, &

- SPC Graph The attribute's expression contains reference errors. (phase: Process Duration, parameter: Instruc
- IPC Operation
(=)~ Attachment

Phase Previeu\\Messages @Gloloy ]

PharmaSulte™
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Smation Start Order Step Rockwvell

= B AR 2 = T — e

= - rowe |1 ramm |1 o Factor
T — N A
e

R T P e T R N FactoryTalk Pharma Suite - Production Execul
I—————l.,
J b Roclwell .. :
pelowell Operation-01 _ Automation MiXing

000399RMO1 Marathon raw mat... 300 g Set mig ece

Recipe name

© MDIB0O1 $L00000310
Fill mixer with all necessary materials

- Net weighing MDI1
conm st or 2 pH value has to be adjusted.
Tare 6499 upper lmit = 7.1
S Acualvalue:8
Record room

temperature in °(

Record mixer sp
pm

lower limit

Measure and record
the pH value

“_
Q= N N FT HS b

COMPANY CONFIDENTIAL - Internal Use Only




Rockwell
Aufomation

? R

Cirl+F4

RS LHEERTE]

R SZALATE] HEAA

COMPANY CONFIDENTIAL - Internal Use Only



Rockwell

_:|J H/\J WE |‘Ej Automation

COMPANY CONFIDENTIAL - Internal Use Only



Rockwell
Autfomation

E=¥? Select scale

EEBTD?L%EJ:'FBE%D*%F PLECHIFR _
WERARE. MRS, BV m-
FFTIHRFRE (g RwS )

W%ﬁLL%M SUFRE T8 E
Sl (BFER , VEREENNES

Select weighing method and scale

7 FactoryTalk Pharma Suite - Production Execution

Autockwell Operation-01

% 000399RM01 Marathon raw mat... 300 g
MDIBOO1 SLO0000310

537 Net weighing MDI1

Tare 6499

00g

5 MDI0000001 Active 1 MDI-BOO!
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5 FactoryTalk Pharma Suite - Production Execution

Autigckwell Start Order Step

Order sten a Material 0|
FactoryTalk Pharma Suite - on Execution

Bl auhockwell b weoot

Startable Workflows Running Workflows

Production Production

> FactoryTalk Pharma Suite - Production Execution

Aunockwell | ine preparation
WI_PIC_04_filling Assemble equipment as shown.
% FactoryTalk Pharma Suite - Production Execution

Roclawell ;)
Automation

pH-yalue

51 0t Lnner limita

> a
% FactoryTalk Pharma Suite - Production Execution ; ﬁ

Autockwell yaterial produce

Add acid

pH-value

Material Id Sublot Planned guantity Produced guantity
D 1 At i

Add acid

pH-value

FactoryTalk’
Pharma Suite
0172002011 01:05 PM CET
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% FactonTolk Pharma Site - Production Bxection [ rocton Talk Pharma sute —productionxecation = ]
ﬁ-m D PDF 001-UP01 BX120 - SS—- WO-002 . 20/05/2013 06:08:08 HHH Alarm: Intervention
emo_ — 7 = g DWO- -Production — DemoBA-021 20/05/2013 06:08:25 HHH Alarm: Intervention

ATITS BEST

INC. UPOQ1-1 IPC color check s pH check

double click to open pH value check Select "Confirm" to start this workflow.

the list of pending
o ¢ process controls
Lashdechion Please, enter pH value:

Upper limit: 8
Lower limit:

Please upload the
Adjust according to SOP 110
IPC end ~  double click on process

control entry to jump to

the related check list
(IPC operation)

Warning Delay 2
Trigger time left 00:01:22

Timer control (1)

Controller state Started

Cycle count Please, enter pH value:

Roclwell ( Roc
Automation Automm::

Pharma Suite ‘ — — ' Pharma Suite
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& FactoryTalk Pharma Suite - Production Execution

Rockwell Sonolin_1027-Production - BX24
Automation proqyction

Material shart description Batch ID Sublot ID Planned quantity | Prc 200.00
SL00000082 m
200.00 g

Account Materials

Material ID Materlal short description Batch ID Sublot ID Identified | Consumed | Wasted
001-03 A uri = »

D003-04

D080-30

Palp ) FactoryTalk’
Navigato Pharma Suite
02/20/2012 01:24 P GMT+...

IaFaU:wTaltPromcﬁonC Ik:‘)urdaf_labekmms || FactoryTalk Pharma... o) Untitled - Notepad |g@ﬁ$ 1:24 PM
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Ctrl+F4

R | FRRE | EMEE

TR

5L00000175 |D120-m Atropa belladonna solution
£ FactoryTalk Pharma Suhe%f’mﬁ - s - ]
PHARMA )
AT ITS BEST JEl0latllal
INC.
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BXE =] Active_02_1

Active_02 |

WO-001-Packaging — BX72
Identify Mix
\dentsy 180

Aegures can

oc (0

Scan 8C Seal

vt ey
PharmaSuine™
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'ockwell Software PharmaSuite - Data Manager
i File View Window Help
: X 5 H
1) i) ) i
/" Searchl | +

Rockwell
Aufomation

l

Class + } [

Entity v

H Property type l |Q Type your search term

* Blender_003 - Entity

Og # =

_/E’Spedﬁmﬁcn rProcess rEngineenng I Class I Logbook rChange History ]

Blender_Small_RQ

A blender is a laboratory
appliance used to mix,
puree, or emulsify subs. ..

Equipment dass

Drum

Labaratory Drum
(Container); drum for
corrosives, dass B pais. ..

Equipment dass

Hopper

Silo discharge unit. Used
for in-plant handling of
powders and granules,

Equipment dlass

Outlet
Part of the hopper.

Equipment class

Printer

Generic dass for label
printer,

Equipment class

Class to group reactors
of Type small

Equipment dass

Reactor_Small_G...

Reactor_Small_RQ

Class for reactor of Type
small

Equipment class

Room

Generic dass for rooms.

Equipment dlass

Scale

Generic dass for scales.

Equipment class

Scanner

Generic dass for scanner.

Equipment class

Blender_003

Laboratory mixer
(Section 003)

Equipment entity

Drum_003

Labaratory Drum
(Container) (Section 003)

Equipment entity

Hopper_003

Silo discharge unit
(Section 003)

Equipment entity

Outlet_003

Part of the hopper
(Section 003).

Equipment entity

Printer_003
Label printer #003

Equipment entity

O

Dispense_Room_...

Dispense room #003

Equipment entity

Manufacturing_o...

Manufacturing room
#001

Equipment entity

Manufacturing_0...

Manufacturing room
002

Equipment entity

Manufacturing_0...

Manufacturing room
#003

Equipment entity

El Asset Attributes

Identifier

Short description
Description
Inventory number
Manufacturer
Model

Serial number
Manufacturing date
Disposable

Level

Barcode

Logbook enabled

Blender_003

Laboratory mixer (Section 003)

GTM
R_2013_0984321
Rockwel Automation
model GTM
91112392
01/07/2013

Equipment module
Blender_003

El Automation Attributes
Automation Integration server name (de...

Automation Integration server name

Live Data Area path (default)

Live Data Area path

[ Live Data Test Client C:\_AR\ProductLine001-OPC(selection)xml B

Fle Group Data View Help

AutomationIntegrationServerl

RMA:/{§Global fPharmaSuite /APTProduction

iBix]

Add Group...

o ERE

Rate (mSec): |250

Lab_Scale_003

Remove Group | _ftem Propeties
it... | Run Avg.

I [ Barcode_Scanne...

70 of 70 objects
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S FactoryTalk Pharma Suite - Production Execution

~ .. DWO-002-Production — DemoBA-021

ATITS BEST |
INC. Line check

Temperature check
(value read via OPC)

Check homogenizer (status must be: False = OFF)
status

Check if the following components are properly settled

S

Pressure gauge Pressurs gatge.

[ OO ST

Max temp:
Min temp:

False

R axae

| Sight glass B .

l‘ —J Fe l

| [N R R
Pharma Suite
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Rockwell
Autfomation




=} b S TE AutE R on
% HE*[H*ID\ = f:

[Ek ESit] BHEENX

Boolean CIP or SIPFmR

Integer IREY

% Rockwell Software PharmaSuite - Data Manager

. 7\_ H i Fle View Wndow Help

Time XEHA 1 R
" search1 | + 4 b @ | CIP_capable - Property Type (R)

it

El Basic Attributes.

= Identifier CIP_capable

CIP_capable Short description Clean-in-Place (CIP) is a methed of dean..
Clean-in-Place (CIP) is a methed of deaning the Desription GT™

interior surfaces of eaipment Usage Spedification

Data type Boolean

Content

Usage Spedification
Data type Boolean

30f 76 objects

CIP_capable - Property Type ®) |

| Grossmann, Andreas (agr) | FTPSPRODUCTION | 01:36 PM CEST

SIP_capable Stainless
‘ Sterilization-in-Place (SIP) is a method of Stainless
"x\\\l

sterilization the interior surfaces

{
i

i

Usage Specification Usage
Data type Boolean Data type

|

i
k
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AGPEFIRERY | BesfYIRHISRE

5 Rockwell Software
i File View Window Help

=R R 7 1
~ Search1 | + |
Search ‘000982ETO101 ‘000982ET0102 ‘000982ET0201 ‘000982ET0202 ‘000982ETO501 000982ET0502

O Type your . Equipment dass Equipment dass Equipment class Equipment dass Equipment dass Equipment dass
ype your search term 000982CL01 000982CL01 000382CL01 000382CL01 000382CL01 000982CL01

Equipment entity Equipment entity Equipment entity Equipment entity Equipment entity Equipment entity

‘000982ETO201 ‘000982ET0302 ‘000982ET0401 ‘000982ET0402

Equipment ciass Equipment ciass Equipment ciass Equipment dass
000982CL02 000982CL02 000982CL02 000982102

Equipment entity Equipment entity Equipment entity Equipment entity

‘000993ET0102

000993 EQUIPMENT
ENTITY SHORT
DESCRIPTION

Equipment entity

ablTestEntity
ablTest short description

237 of 237 objects

: D009B2ETO202 - Equipment Entity
" Basic | Spedfication | Process | Engineering Cla§ Logbook rChangEHismryl

Between [ and 01/17/2013 11:55:59 PM CET [

Timestamp Category Action old status New status Property type  Information Workflow Order Productbatch  Product material Uit procedure  Operation Phase Work center  Station User

01/17/201304:34:23PM CET  Binding release Bound Available 0009820R 10 X 000982FG01.1  UPO1 0oP01 000%82WCo1 0009825T01 Marathon Redi...

01/17/2013 04:34:23PM CET  Manual Manual text enterd from the phase 0009820R 10 000982FGO1. uPO1 0OP01 000982WC01 0009825701 Marathon Reci
01/17/2013 04:34:22 PM CET Transition_2 State_2 State_1 000932FTO1 0009820R 10 iX. 000982FG01. UPO1 0OP01 000382WC01 0008825T01 Marathon Redi...
01/17/2013 04:34:22 PM CET State_3 State_2 000982PTO1 0009820R 10 i 000982FGO1. upP01 0P01 000982WC01 0009825701 Marathon Redi...
01/17/2013 04:34: 22 PM CET State_2 State_3 000982PTO1 0009820R 10 X 000982FGO1. UPD1 0OPD1 000382WC01 0005825701 Marathon Redi...
01/17/2013 04:34:22 PM CET Transition_1 State_1 State_2 000982PTO1 0009820R 10 i 000982FGO1. upP01 0P01 000982WC01 0009825701 Marathon Redi...
01/17/2013 04:34:21 PM CET  Binding bind Identified Bound 0009820R 10 X 000982FGO1. UPD1 0OPD1 000382WC01 0009825T01 Marathon Redi...
01/17/201304:34:20 PM CET  Binding identify Available Identified 0009820R 10 i 000982FGO1. upP01 0P01 000982WC01 0009825701 Marathon Redi...
01{17/2013 04:34:20 PM CET  Binding release Identified Available 0009820R 10 000982FGO1. uPO1 0P01 000982WC01 0009825701 Marathon Reci...
Denial Identification denied, equipment is identified elsewhere. WF 13000006 UPD1 0PD1 000382WC01 0009825T01 Marathon Redi...
Binding identify Available Identified 0009820R 10 000982FGO1. uPO1 0P01 000982WC01 0009825701 Marathon Redi...
Binding release Bound Available 0009820R0% X 000982FGO1. UPD1 0OPD1 000382WC01 0003825T01 Marathon Redi...
Manual Manual text enterd from the phase 0009820R09 i 000982FGO1. uP01 0P01 000982WC01 0009825701 Marathon Redi...
Transition_2 State_3 State_1 000982PTO1 0009820R0% X 000982FGO1. UPD1 0OPD1 000382WC01 0003825T01 Marathon Redi...

State_2 State_3 000982PTO1 0009820R09 i 000982FGO1. uP01 0P01 000982WC01 0009825701 Marathon Red.

Transition_1 State_1 State_2 000982PTO1 0009820R0% X 000982FGO1. UPD1 0OPD1 000382WC01 0003825T01 Marathon Reci.

Binding bind Identified Bound 0009820R09 X 000982FG01. upPo1 0oP01 000982WC01 0009825T01 Marathon Red.
Binding identify Available Identified 0009820R09 000982FGO1. UPO1 0OP01 000982WC01 0005825701 Marathon Redi...
Binding release Identified Available 0009820R09 X 000982FG0L1  UPOL 0OPD1 000382WC01 0009825701 Marathon Redi...
Denial Identification denied, equipment is identified elsewhere, WF 13000005 upP01 0P01 000982WC01 0009825701 Marathon Redi...
Binding identify Available Identified 0009820R0% X 000982FG01.1  UPO1 0OPD1 000382WC01 0003825701 Marathon Redi...

000382ET0102 - Equipment Entity | 000382ET0302 - Equipment Entity | 000382ET0402 - Equipment Entity *, 000382ET0202 - Equipment Entity |
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% Rockwell Software PharmaSuste - Production Execution

g DWO-002-Production — BX27

AT ITS BEST I 5
INC. Filtration

Attach report

Ci\Users\Public\Documents\Recipe_Test_Data\lPCiPressure ipc.pdf 02/25/2013 04:42:15 PM CET

Time Temperature Pressure
0:01:00 210 20,82730569
0.02:00 200 416184581 Pressure
0.03:00 19.0 62.33736669
0:04:00 210 2294306835
0.05,00 200 1034147798
0.06:00 190 1237019796
0.07:00 210 143.7744502
0:08:00 180 163.5973484
0:08:00 220 183.1362645
0:10:00 18.0 202.3572818
0:11:00 210 221.2270351 -
0:12:00 220 239.7127693 Page 1 of 1
0:13:00 ! 257.7823957 M y

0:.14:00 3 275.4045479 9 111315171821232527293133353739414345

r Potp Pg0n Fs
Rockwell Software
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Rockwvell
ERBMS, EMSINERIER S Automation

automation Room setup

Room: Check the cleaning status of the room.

Mixing vessel: Check the cleaning status of the mixing vessel.

Dump valve: Check ifthe dump valve is closed.
e — Room Record value between [

0" DEGT temperature: 20"Cand 25 °C.

30 % OPEN

Room humidity: Record value between _
35 % and 40 %. m Confirm

COMPANY CONFIDENTIAL - Internal Use Only
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R =1=251)

W Rockwell Software PharmaSuite - Production Execution

Rossi (aro)
Packaging1 - Pack1-Gray
Startable

Production

Recipe Processing
Weighing without Order
UP Direct Weighing
Inventory
Material Receipt
Material Issue

Relocation
Sublot Split

Inventory Correction

Maintenance

Running

Production

WO-001-Packaging

0418 PM

Account Material

Produce Material
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Identify secondary packaging materials: $SL00000106BX23

Material short description Batch ID

SL00000104
Leaflet EU
S1'J0000106

| Sublot ID
I
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QAR THEER FITHZT, {1 Z=55#% Review by Exception

I~ FactoryTalk Pha
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UP0 $ER . #E/OP-27 $EE : E[1/PH-06
#EHhEai

006-01 3]
ZHIFIP s High

007 [ Operation (OP-27 $EE : %|#1) was detached by FFis UP-19 $BF: HE/0P-27 $ER : Hlk/PH-12
supervisor action. HEREL

00701 — Operation has been restarted.

Exception Recording Panel

Drescription

Add exception

Risk. Status

I IOpen - Add comment

CAPA ID Reference
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Planning 11X

Risk Assessment (Template) XIB&iF4h ( #&#k ) , Validation Master Plan 3&iF=Eit¥,
Quality Plan FR&Eit#l, Test Plan fUixitl, Configuration Management Plan B5EE

J

Specification 154BERISE

User Requirement Specification FAP& KB , Functional/ Design Specification Ifgg
i%iHiHBE , Requirement Traceability Matrix (Template) ERIBIFAEME ( 154K )

System Build ZR&eaiE

Configuration/Coding Building H&/4wt9%E3Z , Source Code Review (Optional) J7/€
fEEZ (k) |, Internal Test PIERL , Version Control frANEH|

Verification FEIA

Factory Acceptance Test TJ WUl , Site Acceptance Test TZIGMETIE
(HW/SWy21 CFR Part 11......) , Installation Qualification Z&hfA , Operational
Qualification 1=17H8IA , Performance Qualification (Optional) 45555/ ( Ri%k )

Reporting g &5

Validation Summary Report IGIERZEHRE , Documents Handover 323245 , Risk
Assessment integrated with the life cycle £#pEEASEMXIEF(L , Requirement
Traceability Matrix integrated with the life cycle &apEHEISER T KIBER EE
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