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About Company

Industry: Pharmaceutical Industry
Organization: Vega Baja, Caguas, Guayama, Barceloneta and Carolina
Project Location: Puerto Rico, Carolina
Carolina Marked Served: Parenterals Product Area
Critical Process Factors:
*Sterility
*Particles material
-Stability
*Environmental conditions
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OSlsoft Products

Pl Server

Pl ProcessBook
RtReports

Pl DataLink

Pl OLEDB Provider
Pl SDK

o0k wbdE
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OSlsoft.
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RTM Background

Objective: Efficient deployment of the maintenance plan to target equipment reliability
and cost reduction.

This initiative consists of automatically collecting and transmitting the run time and
equipment status information from the field into a Historian engine and to a

Counter Base Module (CBM) in the Data Analysis and Reporting Tool (DART). The CBM
then calculates the total running hours of each configured equipment. The (SAP-PM)
system then triggers the execution of maintenance actions and activities based on the
actual hours of operation or a combination of hours and schedule.
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Strategy - Assessment

|dentifying the target data sources (equipment list), points (process robustness) and integration
approach

Connection/Interface Classification
Connection Class 1: Equipment already in Pl System
Connection Class 2: Equipment not in Pl System but have Ethernet capability

Connection Class 3: Equipment not in Pl System but required minor/major
changes for Ethernet topology

Connection Class 4: Equipment not in Pl System that require control system
upgrades

PLC Register Assessment
PLC Class 1: Equipments with an on/off status (Motor/Machine/Process)
PLC Class 2: Equipments without status indication

OSlsoftt REGIONAL SEMINARS 2012 © Copyright 2012 OSlsoft, LLC. 3



rategy

Implementation
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Strategy - Implementation

Execution strategy
* Pl System implementation
Interface installations/configurations
Addition of points/digital states
« Installation of PI OLEDB Provider
» Development of the DART system
DART was developed by IS corporate division and includes:
- Algorithms executed every 24 hours to calculate equipment runtime

- Point mapping between Pl System points and SAP measurement
points
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Strategy - Implementation

Execution strategy
« SAP configuration

Universal Data Source (UDS) instance configuration. SAP XMIl UDS
iInstance allows connection between the Pl System and DART system

SAP measurement point creation per equipment

Maintenance plan creation for target equipments / counter base
maintenance method

OSlsoftt REGIONAL SEMINARS 2012 © Copyright 2012 OSlsoft, LLC. 11



Strategy —
Implementation

Counter Based Maintenance
General Maintenance

Description: |RTH F SAP Value:
Tag: IT' |_BIT Filler401 {Runn SAP TimeStamp: |20
DART appl |Cat|0n Suspect Reason: d Current Valug:

Current TimeStamp: [21

mapping SAP point P
| cear J ptror | seet ] oot | seetas Joeseeata

Wlth PI Systel I l Undats V=rify Currsnt Data
Ste: [140 Sites] =l Fiter Mode: 8 Al Points " Suspect Values € Wanual Entry € Manual Entry Due € Sepcted

points

s Jomwsieean

O0-Fe 00:41

Feb-2011 200045 0
1089 RTM HUBER TY&ACIL 212.115020508408 HR  21-Feb-201120.00:48 212.115020508408 20-Feb-201120:00:41 N N 0 Nt
1080 RTM HUBER ZOSYN 130.10479380636  HR  21-Feb-201120:00:46 121620005407424 20-Feb-201120:00:41 N ¥ 0 N
Cou nter Current 1107 | RTM AHU3S RETURN 2750063205840 HR | 21-Feb-2011 2000046 2726.06021245461 20-Feb-2011 2000042 N ¥ 0 N
1108 RTM AHU3S SUPPLY 275005666180714 HR  21-Feb-201120:00:47  2726.05716280008 20-Feb-201120:00:42 N ¥ 0 N
I 1100 RTM AHU2S DEHUMIDIFIER 271345403506302  HR  21-Feb-201120:00:47  2604.40265005587 20-Feb-201120:00:42 N ¥ 0 N
Va ueS 1110 RTM ARUZ501 EF 3518 275122806774108 HR  21-Feb-201120:00:47 2727 226668833  20-Feb-201120:00:42 N ¥ 0 N
1112 RTM Trayloader 401 436 081044702621 HR  21-Feh-2011 2000047 435 081944702621  20-Feb-2011 20000:42 N ¥ i N
1121 RTMWFDO1 AHU 1 320415044707 168 HR  21-Feh-2011 2000047 | 3270 1GR06816367  20-Feb-2011 20000:42 N ¥ i N
1122 RTM FAN1 AHUA 3201 11306882152 HR  24-Feb-2011 200048 3267 11166004381  20-Feb-2011 200043 N ¥ i N
1123 RTM FANZ AHUA 2066 02044680078 HR  21-Feb-2011 200048 2031 02806780277  20-Feb-2011 200043 N ¥ i N
1124 RTM FANZ AHUA 2066 D2444680070  HR  21-Feb-2011 200048 2031 02306780278 20-Feb-2011 200043 N ¥ i N
1126 RTM FANS AHUA 2066 D20B3668966 HR  21-Feb-2011 200048 203101944678165 20-Feb-2011 200043 N ¥ i N
1126 RTM FANG AHU1 2055.01760236632 HR  21-Feb-201120.00:48 | 2031.01611344832 20-Feb-201120:00:43 N ¥ 0 N
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Strategy —

I m p I e m e nt ati 0 n Measuring Point  Edit Goto  Estras  Environment
aldH I @@ IEHRER Do EHE @
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Texut
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Strategy - Summary

Equipment Pl System DART SAP-PM
TTET \ \,\l \\'
¥ L&(iﬂ ta \ Via MIl UDS NS N
i 0 Q Q
l]l § X X
Collects data from = Maps Pl System tags
PLC DCS systems to SAP-P Equipment: Equipment X
Equipment: Device X measurement points. Measurement Point: Ru_n Hr
Tag: Run Hr » Reads & transfers run Maintenance Plan 1:
Value: 100 hours hours to SAP-PM — B ey x hours
counters. = Task 2 every x hours
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Optical Particles Transmitter
Background

Objective: Monitor optical particles transmitter data from critical rooms at the
aseptic complex area.

This initiative consists of maintaining a more efficient continuous monitoring of
non-viable particles. The graphical representations of the Optical Particle
Transmitter (OPT) will be displayed on the existing monitors (Thin Client) used
by the Manufacturing Execution System (MES) located at strategic locations in
the aseptic area. The operation and integration of this screen will be managed
using OSlsoft Pl ProcessBook software installed in a Citrix server environment.
Data that provides the OPT conditions through the display is obtained from
existing Pl server.

OSlsoftt REGIONAL SEMINARS 2012 © Copyright 2012 OSlsoft, LLC. 15



Pl System Architecture
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Implementation

Execution strategy

« System architecture design and implementation

« Development of the Pl ProcessBook application

« Installation of Pl ProcessBook in a Citrix environment
« Installation of Citrix client (ICA files)

* Deployment of Citrix instances

OSlsoftt REGIONAL SEMINARS 2012 © Copyright 2012 OSlsoft, LLC. 17



Strategy —
Implementation

System
architecture

Pl Server
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Strategy — Timer ATTACHMENT 1: OPT INFORMATION | fPpicetion
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Strategy —
Implementation
RtReports application
21 CFR Part 11
Compliance

B Ek me Favmes lods b
Qe - (- [¥] (] | s e €] (2 L 3

s [1€) it Jrweasttn1 tRopoets Wolages FagortSearh.asp

36 reports match your cntenia. Select 1 or more to proceed.

RepurtBame  vession Desermion Template] RunTime
St
|7 |Zosyn Cor 500 Poricies (10| Zomyn Carrvkr 500 oriles epert Reiensed (0000
| | Zown com. 301 Parcles (10| Zomyn Camvkr 301 Paricies Repert Rieazed (0000
| T [ ZosynCor 30zPartides 10| Zosyn Comir 302 Pariicies Reert Reteosed 0000
[ |Zozyn Cor J0zAPatices |10 | Zosyn Came 3024 Paricies Report |reeszea 0000
[ |Zosyn Cor ESSPartkiss |10 | Zosyn Comvder 555 Paribles Resert Reieased (0000
[ |ZosynRoom 101 Partcies |10 | Zosyn Firg Reem 101 Patcies Fepart Resred[0000
[ |Z05ynRoom 101 Putiies |20 | Zasyn Fing Rem 101 Paucies Reprt recazea (0000
[ |ZosynRoom 105 Putcies |10 | Zosyn P Reem 103 Partcies Fepart rered[0000
| | zosynRoom 13partcies (20| Zosyn Famg Fcem 103 e Repert |eensea [0.000
= [zoem Pticias (10| Zosyn oo 105 Patices Rt resasea (0000
| [Zooyn Room 08 Prticies 1.0 | Zomym oo 106 Parices fepert Reenzea |0.000
[ [Zosymmoom iz Pwtices (10| Zowyn rone 112 Partices Rt Ressa (0000
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[T | Zosyn Foom 401 Povicles (10| Zosyn Pl Foem a0 Paices Feport rekensed (0000
= 8 |zeam st Rieazed (0000
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Sl crwectxoptd]l - Remote O.
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© Copyright 2012 OSlsoft, LLC.

20



Benefits

*Real time data and events management infrastructure
Integration
Availability
Notifications
*Process robustness capability
Improvement of troubleshooting through data behavior analysis
Data redundancy
Release by exception
Improve manufacturing investigation support
Effective deployment of preventive maintenance order
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Conclusion

1. Pl System gathers and stores data efficiently and securely

2. Links process control systems or data sources with business
management systems

3. Process robustness capability
4. Effective deployment of preventive maintenance order

5. Reliable System - No data loss events experienced since
Installation/qualification on 2008/Data integrity

6. The use of the Pl System as a Real-time Data Infrastructure provides a
substantial solution for industry business needs

OSlsoft. REGIONAL SEMINARS 2012 © Copyright 2012 OSlsoft, LLC. 22



Brought to you by @ OSl=o'.




