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http://www.google.co.in/imgres?imgurl=http://www.spartasystems.com/uploadedImages/Sparta_WebSite/Side_Bar_Content/trackwise_ad.jpg&imgrefurl=http://www.spartasystems.com/news-and-events/media-coverage/benefits-enterprise-wide-quality-management/&usg=__qEOrH3SW3bGMx-KjklKTgilgjrA=&h=98&w=206&sz=5&hl=en&start=6&zoom=1&tbnid=TLjzVIU1bDNX6M:&tbnh=50&tbnw=105&ei=wp4GUOPbGYj5rQfdg7y9Bg&prev=/search?q=TrackWise&um=1&hl=en&safe=active&gbv=2&tbm=isch&um=1&itbs=1
http://www.google.co.in/imgres?imgurl=http://i01.i.aliimg.com/photo/v0/110580761/BBA211_Mettler_Toledo_Scale.jpg&imgrefurl=http://www.alibaba.com/product-free/110580761/BBA211_Mettler_Toledo_Scale/showimage.html&usg=__bDvTznQbwtnKiGm-KIUcIA_oawY=&h=259&w=185&sz=7&hl=en&start=7&zoom=1&tbnid=wfwdWdr1ZT5ibM:&tbnh=112&tbnw=80&ei=VJsHULSSNMWsrAfb3szBAg&prev=/search?q=meter+toledo+scale+manufacturing&hl=en&safe=active&gbv=2&tbm=isch&itbs=1
http://www.google.co.in/imgres?imgurl=http://www.capplustech.com/softgel/images/tumble_drying.gif&imgrefurl=http://www.capplustech.com/softgel/drying.htm&usg=__TTaVst53HI_xegh7Ub0x4hLUZWM=&h=505&w=417&sz=125&hl=en&start=8&zoom=1&tbnid=95kOECvTm9tIgM:&tbnh=130&tbnw=107&ei=PacHUKiJN8KmrAfDysTgAg&prev=/search?q=tumble+drying+capsules&hl=en&safe=active&gbv=2&tbm=isch&itbs=1
http://www.google.co.in/imgres?imgurl=http://www.srindustry.com/images/rapid_mixer_granulator_rmg.jpg&imgrefurl=http://www.srindustry.com/granulating_equipments.htm&usg=__1Qf0sR5ex4k_CEHm092fHTPjvpE=&h=503&w=500&sz=53&hl=en&start=1&zoom=1&tbnid=1xleX8MwRRQOYM:&tbnh=130&tbnw=129&ei=yacHULipGYLLrQeM_snTAg&prev=/search?q=rapid+mixing+granulator&hl=en&safe=active&gbv=2&tbm=isch&itbs=1
http://www.google.co.in/imgres?imgurl=http://www.niroinc.com/images/pharma_systems/fluid_bed_processor.jpg&imgrefurl=http://www.niroinc.com/pharma_systems/fluid_bed_drying.asp&usg=__lN5V-h4wR7vImAaLGh6a8B1VAeY=&h=284&w=233&sz=12&hl=en&start=1&zoom=1&tbnid=9k1mKDbkzdJqUM:&tbnh=114&tbnw=94&ei=86cHUOaHIY3rrQfOmPjlAg&prev=/search?q=fluid+bed+processor&hl=en&safe=active&gbv=2&tbm=isch&itbs=1
http://www.google.co.in/imgres?imgurl=http://www.vitropharmamachinery.com/images/table_compression_machine.gif&imgrefurl=http://www.vitropharmamachinery.com/table_compression_machine.html&usg=__Md2cgglRUOeQRQhK932VcoMwCUM=&h=249&w=220&sz=35&hl=en&start=1&zoom=1&tbnid=4R56zZZjBmIK0M:&tbnh=111&tbnw=98&ei=VqgHUOmvN4nSrQesu5DXAg&prev=/search?q=compression+machine+tables&hl=en&safe=active&gbv=2&tbm=isch&itbs=1
http://www.google.co.in/imgres?imgurl=http://www.pharmaceutical-int.com/upload/image_files/suppliers/gallery/167/checkweighers/track-trace-system.jpg&imgrefurl=http://www.pharmaceutical-int.com/gallery/checkweighers/track-trace-system_01.html&usg=__oWCoFiRCgqVWwvti1cnqmXLKEYI=&h=630&w=600&sz=35&hl=en&start=3&zoom=1&tbnid=2pyCQ5OxwvIInM:&tbnh=137&tbnw=130&ei=_KIHUOOxI4bwrQeowIzgAg&prev=/search?q=track+and+trace+system&hl=en&safe=active&gbv=2&tbm=isch&itbs=1
http://www.google.co.in/imgres?imgurl=http://www.scientific-computing.com/images/suppliers/lw_logo copy.gif&imgrefurl=http://www.scientific-computing.com/suppliers/supplier_details.php?supplier_id=136&usg=__itYziMtfCl4gs_WabdHdVJGNir8=&h=180&w=240&sz=8&hl=en&start=7&zoom=1&tbnid=YJ4EmncHrrK8sM:&tbnh=83&tbnw=110&ei=pAANUMruLs6trAewxajJCA&prev=/search?q=labware+LIMS&hl=en&safe=active&gbv=2&tbm=isch&itbs=1
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’ ﬁ%[J % E(] /EE F LIZ\ Zﬁ Eﬁ ,f% é F;rinted on: January 31, 2005
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L ACME MANUFACTURING
— B IR Pharna PROCEDURE

=} e i | . PROCEDURE NO. FAGE
—_ il’;,g’ﬁf}\y—\l IEE% Aspirin, Preparation BA1000 2 of 3
YE -'P'm:;: 0;131 ) ‘ mBJ;;;a;é ™
— AIE Sl —

Per'dBy | Ver'd By
Instruction | Parameter | Actual | | Date | I Date

1 Preparation

Equipment Verification Before Use

11 Ensure the following equipment is ready for use per SOp | Mixing Tank T-1000

5000.

Reactor R-1000

1.2 Label equipment with “In Use” label per SOP 5001

Components
Item ‘ Item # | Vessel Theo. Amount | I I

WAl zois b W 85afin O 1% & 0= 4 _P
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+EEEMEMBVERR ST R - Syncade

Resource Solution

e e W Equipment Tracking
ANAGERSE, s Siapunc (ET) Module
Tazmene = — opeats -;chrxﬁ?ivcﬁ‘zua‘ .
Eeehe DA Training Module
Rl Material Management

(MM) Module and
Weigh and Dispense

o LIUNHIZHAT IR (WD) Module
. PN Y Document Control and
i 21CFR Part 11 Archiving (DCA) Module

o TEYULAITE YRR W Order Management
(OM) Module

o 100% mJZHA Hic Workflow Module

o ETRAMEIRAE A SRR sty [0 Recipe Authoring

R4 Fr Security and Audit (SA)
Module
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Syncade &R

- Weigh and Dispense (WD) F#RE&ELR

- Equipment Tracking (ET) 1% & IREEIREIR
- Document Control and Archiving (DCA) TS ETERIR
- Recipe Authoring (RA) Bt 75 5% &E R

- Electronic Batch Records(EBR) B Fitid®E
- Material Management(MM) 41 & IE&EIR

- Security and Audit(SA) Z£FE it

- Training and Development (TD) 3&1)IIF1% &

(® sYNCADE

e . e =
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+  Execute Change Requests /T HE FK
«  Users only access effective documents 7 R 865 B 24 BiA 20K 30k
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Instruction

PordBy [ Verd By
| Paramaior | Aciual |,mI ey

1  Preparation

Verification Before Use

14 Ensure the following equipment is ready for use per SOP |

5000,

1.2  Label equipment with “In Use” label per SOP 5001

Iom

T e
[ees * 65 B ATD B e st

TR



http://www2.emersonprocess.com/en-US/brands/syncade/Quality/document/Pages/DocumentControl.aspx

DCA — T F0F

2008-02-20

% Orders TrReports

[Kinew window | Zaprine | = [100% =1 & 13 B O Ziseteor Getting Started
2| Recent Documents
& ({7 Reposkories =1
&1 1 Production =?
= o Confirmed Orders. =
..
DOCUMENT NUMBER SOP SUPERSEDE PAGE: 1 of 7 T
REVISION NUMBER: DATE
B I Recipes Author: EFFECTIVE DATE:
B ¢ soP's - -~
@ (7 Manufacturing Author’s Signature/Date: »
3 Qualty 43S
Standard Operating Procedure P
P-K V-Blender Operation, Calibration, and >
B . S
Beiiz Preventative Maintenance =
@ (1) AL43-ME Super Sack FINAL APPROVAL SIGNATURES: Lt
@ (15 Attachment 04.2 Approval: Date: Approval: Date: s
@ (15 B3l op Cal P S
2009-01-29
@ L]y Blomedical Freezer Op_Cal_PM CXIZ)
1 L) Counting Equipment Operation and Maintenance QA Approval: Date (Issued): b
@ L]y Filing Workflow S
@ L]3 Finandial SOP 1 ~
1 L]y LLBOM - Thyro o—
@ 13 Op Cal PM Biosafely Cab o
S fer Operation, Callration and Preventative Mantenance - »
1 23 P V-l Operation, Calbxaion and Prevecttive Moten O — ]
lender Operation, Calibration and Prevent tive Mantenance o sen oo % o
el e et a7 The purpose of this Standard Operating Procedure (SOP) is 1o outline the operational and
& 0y 0e 100 J preventative maintenance procedures for the P-K V-Blender. k=]
e
2.0 SCOPE [} Reminders
(a8 &
The following subsections describe the scope in terms of its purpose, organization, Kol
reporting. and applicable documents. g
] =
@ [ 508 140 3.0  RESPONSIBILITY 3
@ 1) sop 150 w
@ [ sop 170 i 3.1 It is the responsibility of the Senior Director, Manufacturing. or his’her -—
@ L1y Sop 502 designee, to maintain all logs and files, and to update the operational portion of 5
™ sz S0P 505 = this SOP when deemed necessary. I
)
L Repositories 3.2 Itis the responsibility of the Research Associate to understand and ad ly [
> — rform this procedure. Additionally. the Manufacturing Associate is responsible o
Loenoe, for prompily reporting any aberrant resulis and/or problems (o the Supervisor, =) e
P rackages o7 DAEeEEWREOT N Imes T 7T ]
= el
[&] current User: demo [T T N3 tocalntranet

o AFMEEAIC AR E
o SCHFFOCREEAE o A VE BLEAE SORPIRAS
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Check In —— Check Out

- ¢cGMP document life cycle / Electronic routing / Versions control
- Engineering practice and good documentation practice

Phafma-T FC
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Material Management 44} 38

PEFMRTT R

- Define Material Masters

- Receive, Ship, and Manage Inventory
- Allocate, Weigh, and Dispense

« Track, and Provide Genealogy

iﬂwz Y =

neology
@ Lot Genealogy
I View the genealogy of this ot

L ——
£ =

=
by 7 SEUEH | NEEEEER ) 4.
[ 5.000]. Opesator Traned: &

L, 1
e e
E 3  TEEEEER — ;
AZaD e — :
- Grows W[ MB00KI peermemning v 16800|...  soale Cobrorst: @
119340 kg

h,“, itﬁﬁﬁ'ﬂn
--ﬁ_<‘ r_-&;i-i‘ﬁi.

1 o. Q. 117
— Dy pel n| 1]
4 -— " )R @ —, -
N e g | k) |
Allocaton: 0.  bstory (osotBeniol| | e ocot Tare Compicte

W

0000 ka
Press 'Complete’ to finish the dispensing operation.

‘ Phafma-T FC |
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http://www2.emersonprocess.com/en-US/brands/syncade/ResourceMngt/Materials/Pages/Materials.aspx
http://www2.emersonprocess.com/en-US/brands/syncade/Quality/security/Pages/Security.aspx

IRIEIER - MM

- Material specification ¥k B+

- IR
— SEHEH, JERLEH, R

- Quality Assurance disposition

— Expiration, retest dates, Quarantine status

- EEEH I B Inventory management functionality

— Receiving, shipping, ... I&f?, Kkt

- Track material genealogy EREEYIRRE

- Real-time update for Inventory Control FEE35 i) i) Sei 58 357

‘ Phafma-T FC |
Emerson Confidential *IJ % l[k




IRIEIER - MM

rne!

fal |4 | @acionsy S Searchesw [view~ [Maxinice | 4 Legend @

N

Lot Genealogy

@ Lot Genealogy
> View the ganealogy of this [ot.

< Lot Composition

3
U
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WD — fr4a= “Material Weighing” Procedure

MFRER

ITRITEE TiTRR %~ IR B
_ ZHeE

SRR q , J,
K

Pre-weigh
Checks

~ Room Temperature, =
Pressure etc -
Weigh & Dispense
Terminal

FRE

Bench Scales;

= Order: 70001041
Phase: Production
Product Code: 132453
=] Material Code: 90-876

o Material Name: Tris Base
J Net: 12.10

: Tare: 5.00

Gross: 17.1000

UoMm: g
Container Number: 1

Floor Scales

: e .
By: cp (Chris Prindle)
Printed On Date: 11/22/2010 1:52:40AM
i R TN T
“ -0 A97A9FEOFAT7OGGLS =

Phafma-T FC
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FRE & 3EE - WD

- BORH) R R

- Operator guidance BAEFE S wT"”m S T— =
Al A Net Wt: 1,000.00{or sl o Net Wt: 122,00 or —— a
— Protection equipments PR 1% %% e 1 22'099, T

— Environmental warnings #5355 _

— Safety indications %4187~ Si——

Hstory Fesat Solc » e Feget T Completz Exit WD
Press 'Complete’ to finish the dispensing operation.

- FEERP AR AL B R BN o |
— Toxic Material H &8}
— Explosion-proof roomsff; 1% 5 18]

- R FEER f

- Real-time update for Inventory Control FE7£3% %] i 2 5357

‘ Phafma-T FC |
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FRE & 3EE - WD

2} -- Web Page Dialog =101 x|
Product: Product & Component: Microcrystalline Cellulose
Order :|BJC_070819 | Product Code:|Pr0duct 5 | Component Code:|M—007 | Log Comment:
[l
0perat0r:|bcare)«r | Standard Quantity: 11.7000| kg Required Qty: 11.7000|kg Dispensing SOP
Material M35
Module T)rpe:|Master Dispensary | Dispensing Module:|Di5pensary Room #1 | Tolerance:|+11.9340/-11.583 kg = — ]
—
Vessel Type:|Drum | Scale:|ManuaI Weigh | Scale Precision:|+,’- 0 | Help:
Weighing Panel
Source: |INVAU9U5t1 ” j Select Source H £ Next Source ‘ r Use the Receiving Container as the Dispensing Container?
Source Container Dispensing Display Destination Container Status
. . Operator Trained:
Tare Wt:|  10.0000/kg Tare Wt: 50000  Qeerator Trained: )
Scale: kg Module Ready: &9
Net Wt: 24 .8000| k Net Wt: 11.8800| ...
_ g [ ] _ Module Conditions: @
Gross Wt: 34.8000/kg Remaining: 11.7000 kg Gross Wt: 16.8800| ... Scale Calibrated: @
11.5830 kg 11.9340 kg
0.0000 kg 11.7000 kg 13.1274 kg
Dispense Properties and Scale Control
Source Container L *b : ¢ .
Lot: INVAugustl + A [ [
Container: 1 ll\-.M '
Available: 24 8000 kg
Allocated: 0.0000 kg History Reset Scale Set [are Resets Tjare Complete Exit WD
] ] = - = -
Press '‘Complete’ to finish the dispensing operation.

Phafma-T FC
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WEIRER - ET

- WO FEBF BT R
— FEAPIROL, ZEME, 183, £, RES, FHd=x
— HAR

- BREX &R TE DL
— WSCER I AE A P o SIS 8l

- BN IETEME A I RS

- BB T ERREHE
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WEIRER - ET

" Documents ':'_"'E'Training @Equipment ©"Recipe Authoring +:Materials % Orders 'EE'Reports

| 1 custom Yiews | £} New Equipment | % Equipment Classes 4.} Deleted Equipment | » Requests ' Work Orders | = search ¥ Material Histary | 4 Legerd @

B N []
E 5P _R10t Day Week Month Year K< »

'@ ©J Eaupment August, 2007
\ =l ] Events
qullgrsn:nt Wy Production Sun Mon Tue Wed Thu Fri Sat
Wy L3 29 30 31 fug 1 2 3 4
$ 'y Cther Cleaning % % %
Code B WLz SP_R103 P R101
7 2006-D1-15 18:03:03 L L
@ 5 20060115 15:02:10 2007-08-02 2007-08-03
PM G 2008-01-15 18:01:05
g L1
33
m W , 5 3 7 5 9 10 1
My Wiark 'y Maintenance
Slie B ) PRI % R ® ® O LR
. . SP_R203 SP_R202 SP_R102 SP_R102
LE} () Eaipment Lz Lt Lt Lz
By Floar & (] Events 2007-08-06 2007-08-07 2007-08-08 2007-05-09 |
Wy L2
'y Maintenance LR LR L
. SP_R203 SP_R103 SP_R202
¥ Production " e e
¥y Other Cleaning 2007-08-07 2007-08-08 2007-05-09
L3
m more items
g 3uL3
B WLl 1z 13 14 15 16 17 15
G 2007-09-14 13:26:01
G 2007-08-06 130803 L
4 SP_R103
@ 5P_Ra0t 19 2 21 2 2 24 2
[ 5P R202 i — &

|@ Current User: bearey l_ l_ l_ l_ l_ g Local intranet

Phafma-T FC

Emerson Confidential




4y

T

IN USE <

[ e ANBERREHRE

Inactivate Tank Complete
v — M BEAR SRR
-RIBHEHEX-FTABETER

\ RERELEALE - FIERFISMERANE
wroRinsew § | - Fai TEFEEXRFTIRER, 5T

CPd | o | CLEAN | visuallCheck | LR ERANERBRINAR

Pass
CIP
Out of
Service \
OUT OF SERVICE AVAILABLE In-Use/
Start

Phafma-T FC



5 TAEV - EWI

- FRIEAET I AR P AL

- BifRIEFE(E A IEFHISOP

- BN Z PR FPIRES

- AP HAFEHD R

- SEERFE B VAR BR R A P B
- BB K2 Re

‘ Phafma-T FC |
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BFT1ER

Eﬁ SeleckOrder '& Return To OM "% Sean Yerify . Instruction Functions « G Wigw » @ Reassign @ Help @ v ﬁ V

-l

Product: IBPN_FG_200
Order Number: FG-042008d

||I1I|

{3 W 2 - Current - Yerify that the Tablet Press Changeover is Complete El a I]']

1 Training Check

E Instructions:

Scan the barcode label or bype the barcode value of the tablet press that will be used, Upon excution of this work instruckion, verification will be performed in Equipment
Tracking (ET) to werify that the equipment has been properly changedover From the prior product and thak it is currenthy in a clean, ready to use state,

¥

2 Werify that the Tablet
Press Changeover is

Complek
E Bt Parameters
Parameter Description Actual
% Equpment Barcode [ 1
3 Scan containgr ko
charge .
Signatures:

-_af Operator (Required)

Kanwb»

¥
4 Select the Packaging

IMethod
E < % 3 of9 - Scan container to charge @ F
< % 4 of 9 - Select the Packaging Method @ F
¥
5 Scan Packaging Material
< % 5 0f 9 - Scan Packaging Material @ F L]
< % 6 of9 - Set up Complete @ F
¥
| 6 Setup Complete | [=]| % & 7 of9 - In-process Weight Checks

g il

Emerson Confidential




TARU — ZATHI D R

=ACB6ID4E-28C9-4625-85C3-37089B8BFET1 - Microsoft Internet Explorer

default.aspx?orderGUI

File Edit View Fawvorites Tools Help

EReturn Loy S | @Workﬂows | =3 5o To Current Step | E\p‘iewv | §-° Hiskory | @F\uto Refresh | ;‘QSessiDn | “#* Legend | ﬁSettings | &) Help |

OP_EQUIP_VERIFICATION:1 - Equipment Verification

= Order Number: 200808259

Product Code: B_LMN240

Product Description: Blended Uranyl Mitrate

| =2 MR_PDCF_ELEMDIMG J PS_PDCF_ELEMDIMG:1 [ PR... | =]
) © 7o =1 @ 2 || || W scerty Equiment ™
MANUAL WORK INSTRUCTION - Current = [ L)
START Unique ID: 1-1-1-2-1 (1} Stakus: Current

Stark Time: 2005-05-25T17:50:03

=mn Identify the Blender bo use For this procedure.

The systermn will perform a Lockout stakus werificakion.
I | Signaktures:
=1z =13 Ciperataor Required
| |
Equipment Theck Accepltable Equipment Theck Unaoce
1 Parameters:
J I Description Actual ¥alue
™ EE select Equipment |zavon1 =1
Ml:
" Z4y001
o p=____J
= Tz - 'wI_EQUIF_IDEMTIFY: 1JBSTATUS = '$phase_skate:Complete’ AND “WI_EQUIF_IDEMTIFY:1/WI_STA...
= T3 - 'WI_EQUIP_IDEMTIFY: 1JBSTATUS' = '$phase_state:Complete’ AND "WI_EQUIP_IDEMTIFY:1MWI_STA...
E1 I3 |, iAd|

T v

Emerson Confidential
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EWI — [A] i I B

fdefault.aspr?orderGUID =ACB6904E-28C9-4625-85C3-37089B8BFE7 1 - Microsoft Internet Explorer == x|
File  Edit ‘iew Favorites Tools Help |Links 3 _'!'; |
B return bo oM | |==| WorkFlows | =& G0 To Current Step | [ Wiew + | FF History | &% Stop Suto Refresh | Ay Session | 4= Legend | I'% Settings | & Help |
MR_PDCF_BLENDING - Blending
= Order Number: 20080825-9 Product Code: Product Description:
‘ = | Page Size (ALLY i3 Autoplay Settings (all Steps 2 seconds)  ## Stark Autoplay  #jg Pause Autoplay |
|~ |
=]
P P a Identify Material
@ [1o0w =] © fl
MANUAL WORK INSTRUCTION - Complete [ ] 0
Unique ID: 1-1-2-5-0-2 (1) Skakus: Complete
START Start Time: 2008-08-25T15:00:29 End Time: 2008-08-25T18:01:55
Identify the IUMZ40, Uranyl Mitrake by scanning the barcode on the conkainer.,
50 kg kaotal is needed.
_
| 0 kg has been charged so Far.
Elerding
Signatures:
Operator - boarey (Bill Carey) - 2008-08-25T18:01:55
;: =2 Paramekters:
Description Actual ¥alue Signatures or Date Executed
ARY Scan inventory barcade: -I1120ADZ525335% Operator - bearey (Bill Carey) - 2008-03-25T18:...
K1 I[»]
EE E NS EEEEEEE S EEEEEEEE SN SN SIS SN SN SN SN NN EEEEEEN
Wl _WaCUUM_START: 1 WI_WaZUUM_CHECE: 1 W'l _MATL_IDEMTIFY: 1 W'l _MATL_CHARGE:1 Wl _SAMPLE_TAKE:1
= e = e
ag:00:02 oo:00:0z2 oo:00:02 ao:oo: 0z ag:00:0z
HEE EEEEEEEEEEENEEEEE NSNS SN S SN SN SN SN S NN EEEEEEN

F] [ &I | | & Trustedsites
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Po mm:l:uments "iféTraining T&‘Equipment iMaterials 5 Orders rEE*‘Repl:lrts Administration
inds | y @ Back. e Forward 0 Up |  Searchw E Wigw » | EFederations | 4 legend &) Help
Reposito [Rnew window | oprint | = [iooe <] & | [0 [ [ Pleeteor Getting Gtarted
Pending Press SPACERAR. or ENTER to activate and use this control] Recent Documents
& [[Z] Repositories m]
& [T Production ]
(] Analytical Methods Compliance Suite &
Closed Orders
8¢ Batch Report |
(] 0107001 4
c
() 08-0205d 2 Batch Header Information
. = Orter Number: | 080206 | Guenity | 1000.0000 L | versien: | 45
S| ‘J..j 08-020¢] S Frodet: 132453) Ts-HCLI O pH 7.2
t] Attachments woSkat: [ osFab20RiTOnst  [EWISk: [ 08Feb-200e 170143 [EWIEnd: [ 06-Fob-200 17260 [ Ondor Slgnoft | 08 Fab-oa 1732
W Self-Certification
) Bl of Mateial Cala Cparakr
ﬂj MED5 Empty. ampty 0268 5 MINE 2 [SA Admiristrainry @ 2003-01-03 ﬂ
=] ‘Lj Recipes QeSS smply 0268 5 MINS 2 [SA Admiristrainry @ 2009-01-03
L OrieMSouea: smpy 2885 NaN %2 [SA Administratory
ﬂ_:] Deviation Documents Orests e mply 202068 & Mak:1 s (SA Aminstrator) @ 2003-01-03
|:.'] 132453 Empty. ampty F0-206-8 & MaN:1 sa [3A Aimirisiratnr) @ 2009-01-03
b Instructions Cala Cparakr
(] sor 8@ | st msinclonTaminaliongig | contiug O Fot 2008133 £ [BA Aminiiratory = 2009-01-03
quraining Instructions [F OR € E D] Dala Cparakr = AN 1 N9
g | w_sampl_opca [ torca navigation 6 Fab 2008 T 7.08 sa A Adminisirator)
(] ZTrash 16180 | Wi_dma Dispamsa:t [ torewa 6 Fab 2008 173554 sa [SA Adminisirator) Reminders
|E’ Validation Bl of Materals
Standard Dispense q}
- Companent: [D0-676) THs Base
Q Repositories : 1210000 Lowar { Lippar 11858 /12342 1200
Dispansa Confgner | Eourcs Lot Quartily Expiry Datn Dispansa Localion | Dafa Parformed Iclpnnr
E;EI Change Requests 1 e T T danzoon s, | SERSPONAE  op poyg0gs 170750 |sn¢s.k.qumnmm
Complianca Suita 80208 Fage 10l &
n Packages
] 4] 10fE P M 1xBEn O] =5 W 0= 4
2 &) Dl =

Qstartl J @Gen > “ {& ACME Pharma - (5 20... 14 manufacturing reviewb. . | J
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- Users, profiles and access management

- Interfaces with domain management Microsoft Windows™ Active
Directory

- Provides a full audit trail history

- Uses encryption and check sum data protection

- Ensure compliance with 21 CFR Part 11

Phafma-T FC



AR E - TD

- Maintains training requirements

- Training reports and department views

- Ability to self-certify

- Linked to DCA for document training use before approved
document promotion to effective status occurs

— Create a rule for effective status: When XX% operators trained in SOP123,
it is promoted to effective status.

Phafma-T FC
Emerson Confidential *IJ % llk
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- URS

o BEVENL A H B (with S95 breakdown w/other systems)

- RG24 — hardware & software (including interfaces defined on next
slide)
- High Level Guideline Documents supporting User Requirements:
— DCA(Integration with Docspace)
— Equipment Management(Integration with SAP PM)
— Material Management/W&D(Integration with WMS and SAP)
— Order Management/Recipes(Integration with SAP)
— Interfaces — see next slide (does not include PLM or Operational Intelligence)
— Training Management(Integration with Compliancewire)
— Reports & Dashboard - Batch End Reporting and Review by Exception process

- Prototype — Syncade/DCS interface
- Estimate for Project execution

Phafma-T FC
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Today September October

Start Finish
oA 7/14/14 Frl 10,1014
Task Name _Dution Sttt Finish 204 August2014  |Septemher 2014 |October2014  November 2014 ||

2 | W13 | Augd | Augdt | Sepl4 | 05 | Octde | Novib

1 Emerson Intemal Planning 5 days Mon7/14/14  Fri7/18/14 =
1 Kick-off Meeting and Initial 5 days Mon 7721014 Fri7/25/14 =3

Data Gathering
3| SyncadefInBatch Interface 5 days Mon 8/4/14  Fri8/8/14 ]

Mesting
4 | Development of Basis of 35days  Mon8/11/14  Fri9f26/14 | S——————

Design Document and

Syncade/InBatch Interface

Prototype
5 Deliver Basis of Design 5 days Mon9/29/14  Fri10/3/14 =

Presentation and Prototype

Demonstration
6 | Update Basis of Design 5 days Mon 10/6/14  Fri 10/10/14 =

Document and Prototype

PharmaTEC
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WMS
Vs ErEERE
CEEERMY MER%

Master material data
inventory

Material lot status
Production Plan
Maintenance schedule
Production orders
Calibration status

Production order status
Material consumptions
Production plan status
Inventory update

Resource usage data

MEEERS

. LIMS E
SRESTRG .

verification
UserID & PW

(R EETE)

raining
Rec
CheckK

{%w%&%%]

DCS

Environmental data Alarm & Events

Interface Prototype and Guidelines for:
*Syncade Integration to Automation Layer

High level Guidelines for Interfaces to:
*SAP

‘WMS @G FEE B R4 Swisslog

*eLIMS Sample Management
*Compliancewire Training

*Docspace Document Management

*OSI Pi Historian

Loftware Labeling system

*Serialization Site Repository Z

*SAP PM CMMS Maintenance

TBD:
- TrackWise
- Scheduler

Process
Control

} EMS/BMS
_ System(s) _

Emerson Confidential
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&2 Bristol-Myers Squibb  LONZCA Am,w_ay
/PM&S ' biogen idec i R eph Gen CO OK

! PHARMICA

r 1 8] T - HANDOK
L= Fhigeo  PhiliMorrisUSA s OS2

annah River Nuclear Solutions, LLC 4
s uclear Solutions ‘ elﬂﬂ |S()|dg( n - £hlre

tengien T <> MENTOR

Nestis fohmonsfohmon — ganeka PharmaTEC

MMMMMMMMMMMMM

Emerson Confidential ﬁu % IE
-


http://www.repligen.com/
http://www.isolagen.com/index.htm
http://www.centocor.com/centocor/index.html
http://www.elan.com/

T FREIAE -

: » &2 Bristol-Myers Squibb @
Tayge—e
RCK Genentech c centocor

1SOl lagen
sanofi aventis

PHARMICA Corporation
0' Schering-Plough
A ™\ Boehri 1)
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http://www.lonza.com/group/en.html
http://www.isolagen.com/index.htm
http://www.tycohealthcare.com/
http://www.janssenpharmaceutica.be/index_N.asp
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BRIGHT SCIENCE. BRIGHTER LIVING.

Lonza Engineering Ltd
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