SmartBatch"

Electronic Batch Record System

SmartBatch Electronic Batch Record System helps pharmaceutical companies meet the critical
challenges of increasing productivity while maintaining compliance levels required by the FDA in the
new “Risk based approach to the GMPs for the 21 century.” SmartBatch is a procedure execution
and electronic batch record solution. It’s a standard product alternative to complex, highly
customized MES systems.

SmartBatch frees operators, supervisors, managers and quality assurance analysts from devoting large
amounts of time consumed by manual activities that are done to ensure that batch records are filled
in completely and correctly. By automating these labor intensive activities, savings of 50% or more are
realized, primarily in areas of data capture, document preparation, and QA review.

Operators use SmartBatch as they use paper batch records. A procedure is opened electronically, data
captured electronically, and then the operator signs. Another operator can sign in to continue that
procedure, while the original operator moves on to another record. Managers can assign, review, and
approve operators’ work. Trending reports and batch certificates can be automatically generated for
review. Data can be exported to other corporate systems such as LIMS, MES, or ERP.

Risk of non-Compliance is reduced by Productivity is increased by SmartBatch. The
SmartBatch. The system assures: system automates:
e Proper initiation of a procedure, e Batch Administration

preventing usage of outdated SOPs e Electronic availability of procedures—no

e Only trained operators use approved need for paper printouts

supplies and equipment e Collection of data—no more paper logbooks,

e Alerts operators to usage of non-approved binders, or data forms!

components in real-time e Calculations—built into the procedure and

e All collected data values are within validated (no more manual calculators)
approved and validated limits, reducing

. L e Electronic Batch data review—cut review
downstream investigations

cycle times by 75%
e Elimination of transcription errors from

paper or data entry to other systems e Transfer of data to corporate systems
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Procedure Management

» VelQuest ePMC - Piocedure Execution
Fie Edt View Help |

@ Back | #8 | [ Ammotate | P Procedue Status +| & GoTo +| (5 Data Review | /iy Suspend

Routines followetiOiHESESERS
are readily transferred to the N -
SmartBatch system. PHARMA THERAPEUTICS
L] SOPs and batch records are Manufacturing Master Production Order

maintained in a Microsoft R S AR TSRO

Populating Specifications for 10mg Tablets

WO rd or & N RTF format N They Populating Specifications for Smg Tablets

Record Production Order Information:

can be Sto red in an existi ng Issuance of Lot Mumber: Verify that the Lot Number issued was correct and corresponded to this Production Order.

List Supplementary Documentation

Document Management Review Supplementary Documentation:
System, or as files on a BillorMaterisly
secure server. Instructions:
° Loading procedures into Cunll?“.zﬁn:::::?::rs.kot numbers and allocations have been properly assigned
the system is direct and ! R : — L _of!
5 A ) £ Coiectall ] Racomect || Sorwen To banusl (04 Pant i Captire | 2y Gop)From gy Camon Capy | @1 Biock Gpemtions =] S Fiter =
efficient by using a wizard. CEemee o g Bl Fimceawdns]
e Wireless tablet PC’s allow ] Fiim Costing & Aecein ]
operators mobility on the maeoos | - SR [tes]
. - User: Ian Edmonds /TS: 194 /PS: 159 Status: In Process 11/17/2005 11:16:16 AM
plant floor while executing  ssuw|| & & = & »|[Fveuer s Pro Elviessi poroi-isn| CERT @ A
the batch record.
[ Veldueur cPUE Proceduobrecuton ieix
Fie & Ve Heb |
W Back | # | [ Avoisie | P Procedus Stsha = % GaTo = | { Dot eviewr | (o, Suspersd
Procedure steps are always Pharina Munufarturing Master Production Order | IRGEOOL Stop#: 11 poas.an
highlighted, making it easy for Bill of Materials -
the operator to see the current | mstructions: J
step in order of Component Allacation
. o 1. All code numbers, lot numbers and allocations have been properly asngned
|mp|ementat|0n ) This step should be attested by a sustably quatified analyst

Unit Operation Temn Leader Review

2 All comp dlocations and calculations are acceptable
Recript of Materials

Other i nfo I’mati 0 n i m po rtant to Co?-l’l:::;;:u amount of each matenal, as hated on these pages, was receaived

the operator can be displayed e
- b Code 288
electronically, such as: ¢ Staadard Weight 700,005
d  Standard Quantity. 10,000,000 tablets
This ttep should be atrested by a suitably qualified analyst
o Bill of Materials Cn;up;l[:ulczms Suspension for Caticizine 10 mg Tablets
B | 4] _ | ;lll |
e Protective gear [ Oine | e e S o Pt W oGy | B 853 i |
| Lot Mumbera _;umom: 3 ___ Actusl Bulch Size Grams 3
588 |11/ ¢ 2008 - {1 fLeoonon
L4 MSDS | Actusl Potency Percent 1 ) Ehmul-kwwtrﬁrml = i 5
et - [eso000 ~ |Attested bt
e Environmental conditions (imoeao | [es=]
I User: lan Edmands /TS: 194 /PS1 189 Status: In Process 10/17/2008 11:18:55 AM
Wlsten| | L) 8 3 ) |[FVaRiuest oPHE - Pro_ [ Pumebind -5 | (2w d@ale nasam

j& Collect A J Recolect | — Corvert To Manual 'C_-T'-Q Poir & Caphime | |f'j Cooy Fram L‘;j Carbon Copy | H Block Operaton -| [','1 Filter

Lot Number 1 Review Date 1 Actual Batch Size Grams 1
] jLnass H |11/ 9 /2005 =] F] [1on0000
_ Actual Potency Percent 1 _ Actual Activity Grams 1 ~ Component 1

- [+5 {-{-| [+s0000 M| [attested =]

Data collection Boxes are created dynamically, E:] Compliance Flags alert the operator
automatically conforming to the procedure step. and reviewer to issues such as out of
Error checking routines and limits are built into specification results, audit trails, and
the procedure, eliminating out of range data date expirations. Files can be viewed by
before it is accepted. clicking the flag.
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Security & Access Control

Security and access control is centrally administered. A manager can change the Status of users, as
appropriate. The Security Manager maintains a complete audit trail for all changes. Reason Codes,
as well as e-signatures, are required and maintained for changes made.

Users can be entered and tracked. New Users
are easily entered as a standard template or an
existing user may be cloned and then modified.
Former users who have left the company or
changed roles may be designated as “inactive”,
to deny access but maintain history.

Associated Tasks

Installed Sub Systems

Security Manager
Instrument Manager
Report Manager

Can Set Reviewed

Can Set Approved

Can Set Redo

Can Set In Process

Can Set Completed

Can Start Procedure

Can Set Reviewed + Locked
Can Wiew Other Users

re Execution

Data Exchange
Session Manager

Recollection Allowed
Manual Override Allowed
Mew Std Reason Code
Mon Std Reason Code

e B R R e e R e e

[ < VelGuest UDA - Security Manager

System  User X180 Help
Elone
4 Back Registered Users
Sub-Systems [Department - &0} L! [Status - Al Register
Full Mame Departrnent
Development :
Damien Steiger Development Active
Mike Condon
%% Wayne Domeier Development Active
Bill Buote CTO Active
"ﬁm Janine Steiger sQaA Active
Joe Perrault sQa Active
Bull Shannon QA Inactive
=% John Doe Analysis Active
|| Cluade Hatfield Development Active
ot David Mancini Development Active
Manager  |Fred astaire Development Inactive
Buck Rogers QA Active
Tom Jefferson Development Active
== David Hasselhoff Development Active
EE Fred Penner Development Active
Pro, Barbara wWalters Development Active
Flinlal e iean Harlow Actress Inactive
Fred McNeil Development Active
Kevin Lettko Customer Support Active

Audit Trail information is maintained and can be
reviewed for any changes made to each operator,
system and instrument in the SmartBatch system.

A Blue Compliance flag alerts a reviewer to the
presence of a change.

L& Reason Code Entry [P Step Annotation
Security Attributes Existing ¥alues Rights
Lecation * ReazuniCods This is a standard set of technician rights that
o Hopkinton [Entry Error = e assign
¢ Read/write Wi ign.
[" Save as New Standard Reason Code
£ Read Only
User Signature
' No Rights Lagon Id: [ePMC ]
Full Name: [ePMC Administrator ]
: e Date/Time: [03/06/2002 8:46:04 AM ]
Assigned Permissions
AT [ sttribute Password: [
== *
| prazsi) ‘ _pceept | concel |

Security Manager controls Data
Exchange and the viewing rights
between operators, using such
configuration factors as: assigned
production line, location, project
number or product type.

VelQuest Corporation

25 South Street

Hopkinton, MA 01748 USA
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Audit Trails are maintained
for all changes made to indi-
vidual’s rights including the
user name, time/date stamp
and a reason code.

Annotations are available to
document special notations and
rationale for all changes made.
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VelQ uest’

Equipment & Instrument Management

Certain key activities must be routinely performed and the results become critical elements of the
compliance metadata required to assure that the only systems being used to generate data are
current. Installation of new systems requires validation. The SmartBatch software allows new
equipment and instruments to be added directly from a library in a similar manner to adding a new
printer to a computer. Central Administration facilitates implementation and increases compliance.

Eligibility

Installed Sub Systems

Associated Tasks

Instrument Manager
Report Manager
Procedure Manager
Procedure Execution
Data Exchange
Session Manager

Register Instrument
IUpdate Registration
Change Status

Local Library Access
Mew Std Reason Code
Mon 5td Reason Code

2 .

For Informational

Purposes Only =

General Panel Information

Library Source;
Library Version:
Manufacturer;
Model Number:
EIN:

Serial Number;
Connection Type:
Status;
Location:

Lad;

Instrument Type;
Description;
Calibration Type;
Vi Version:

i

WQ_INITRUMENT LIBERARY
Bl

Hettler

AT261 DeltaBange
T3314DR

S5Z98NM

VO-IE

ictive

Hopkinton

Quality Control
Ealance

Balance dedicated to the asp

Periodic
-
| »

Instrument and Equipment Trending Reports can

1.0
+ Print

be used to review individual system performance
against validation and calibration criterion.

VelQuest Corporation
25 South Street
Hopkinton, MA 01748 USA
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Equipment and Instrument Eligibilities are very
granular. Each task associated with equipment
management and operation can be granted to
individual operators and technicians.

Audit Trails are maintained for every change to
an operator’s eligibility. A blue flag identifies the
presence of an audit trail.

Device and System Libraries are provided to
facilitate installing and validating most common
production equipment and systems.

Instrument Data Source Yersion
|vo_INSTRUMENT_LIBRARY =l 1.1.2
Manufacturer Model Number
Malvern -
MTE

OHaus = PG5002-5
CORION |
Serial Number ¥0Q ¥Yersion
|5298NM [t.0 |
Instrument T¥pe Instrument ETH
|Balance - US314DR
Location Lah
Hopkinton LI IQuaIity Control LI
Connection T¥pe - Status
|va-1e =] ®active |
Description Calibration
Balance_ t_:Iedica_ted to ;l i* Periodic
the aspirin project ' Daily

LI " None

Mettler AE 400 5298AM

0.

Welght

o
0.01

0.001
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Test and Session Management

SmartBatch Session Manager allows you to perform batch administration in the plant. You can easily
create work orders for individual tests or process steps, which can be forwarded to a manager for
assignment to individual operators. Simply establish a standard suite of steps for a product or product
code. Enter the product code and link it to a batch, and all of the individual procedures are
automatically set up and forwarded. A supervisor can then review the requests and assign them to

appropriate operators.

Either the Session Manager, LIMS system or ERP system can be used to enter the products, create
the necessary batch settings, and assign the work to individual operators. If the information is set up
in LIMS, or an ERP system, the Session Manager will verify the selections and forward the work to the
individual operator’s clipboard for implementation.

T~

Begin New Procedure Session(s)

Procedure Name: [Aspirin Indentifcation & |

Yersion: i Revision: :l

\

Procedure ID: [Aspirin

Enter Sample ID{s)

Assign Security Attributes Yalues

+ Accept Cancel |

Sample 1D Assigned Sample IDs \
1235V 0-240 1234V0-840 N
Add »
Edit/Replace
Remove 4

Product Groups can be entered so a suite of
operations can be automatically linked to a batch.

The Correct Version will be provided to the
operator. A manager may select a previous version
for comparison testing.

N
Materials are logged in and assigned to a location
and a particular plant area directly in the Session
Manager. All of this information may also be sent to
the SmartBatch system from a LIMS or ERP system.

The system maintains a complete 21 CFR part 11
Audit Trail noting all necessary aspects of the batch
request and subsequent changes.

Velﬂuesl ePMC - Session Manager
Svstem  Session  Filter Help

4 Back Pending Procedure Sessions

LR U PR (Procedure 1D - All T

Procedure Namne Proc. ID

[0

Areas of Concern will be
highlighted in yellow.

FPE01.01

Sample 1D Analyst Reason codes will be

Aspirin Indentifcation &
Aspirin test suite 1 CoA

Aspirin Indentification A
Aspirin Test Suite 1 CoA

(1

Procedure
Manager

4& Reason Code Entry b,

test 7:2
test 712

Lab Analyst t

linked to each change in
the batch assignment.

Session Manager transfers
ready-to-implement work
lists automatically to the

operator’s tablet PC.

: [ePMC |

: [ePMC Admi

istrator |

: [03/08/2002 10:43:11 AM |

Procedure
Egecution Reason Code
|Operat0r Error
g a
Data
Exchange %
User Signature
= Logon Id
L
=3 Full Name
Session
Manager DatefTime
Password: l****|
(| |
User: ePMC Administrator fTS: 62
\/ Accept

| Cancel |
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Process equipment and
instruments are connected
directly to the system for
automated data capture.

Process steps are viewed
electronically in the upper
portion of the screen for
the operator to follow,
and the data capture
boxes are presented in the
lower part of the screen
for each process step.

Data can be captured in
several ways:

e Electronically
e Drop down menu
e Free text

Should any captured data
values fall outside of an
expected norm, the user
will see a compliance flag
pop up on screen. The flag
will alert the operator to
the problem, and advises
a specified action step(s)
to follow, as defined by
production line managers.

VelQuest Corporation
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Data Collection

= VelQuest ePMC - Piocedure Execution

File Edit Yiew Help

@ Back | @4 | 12 Annotate | P Procedure Status +| 7 GoTo »| (5 Data Review | /i, Suspend

Pharma Manufacturing Master Production Order \ IRGE001

Preparation for Coating — pan set up. For each pan load the following:

6. Charge pan with cores/tablets and record source contaners and actual pan weight below.

Parameter Setting
Procedure KYZ-190
Component #1, 10 mg Tablets
|
£ Colettal [ Recolect | P Corvert To Menual 5% Port & Capture | By Copy From iy CabonCopy | 8 Biock Operations = || IS Fiker, =
Source C i (1) Actual Pan Weight (1)
R ] e

Source Container (2) Actual Pan Weight {2)
el = a—

Source Container (3) Actusl Pan Weight (3)

EE{ [3 m [z40
Source Container (4)

Actual Pan Weight (4

EHF EHfos

Source Container (5} Actual Pan Weight (5)
s [ 260
_ Source C i (6) _Actusl Pan Weight (6)
Bl FH [0

Source Container (7) Actual Pan Weight (7)
EHF [ [so7

Actual Pan Weight (8}

e s

trGEOOL |
‘User: lan Edmonds (TS: 194 /PS: 159 Status: In Process

9 Start |J o] & =3 ”|] P=Veluest ePMC - Pro...  [B]Mictosolt PoweiPaint - (Sm..|

11/17/2005 11:24:50 AM

= VelQuest ePMC - Procedure Execution

Fils Edit View Help
@ Back | 3| (i Annctate | D Procedus Status = | ) GoTo =] 5 Data Beview | /ity Susperd

Pharma Manufacturing Master Production Order \ IRGE001

11. Calculate the final weight gain by sampling 3 sets of 100 tablets and recording the averages below.
Calculate Average Final Weights
Calculate Average Net Weight Gain below.

12. Repeat steps 7-11 for each pan.

= Collect A1 ) Recosct | P Conver To Manal % Port & Captue | [y Copy From iy Carbon Copy! || @ Bloch Operaticns | PS Fier. +

Sample 1 Ave Final weight (1) Sample 2 Ave Final Weight (1) Sample 3 Ave Final Weight (1)

[ [ros i [re7 [ [ro8

Sample 1 Ave Final Weight (2 Sample 2 Ave Final Weight (2] Sample 3 Ave Final Weight (2]
[ [1os o FH 1o

Sample 1 Ave Final Weight (3) Sample 2 Ave Final Weight (3) Sample 3 Ave Final Weight (3)
E.E“nz EE“na E.E“na

Sample 1 Ave Final Weight (4 Sample 2 Ave Final Weight (4 Sample 3 Ave Final Weight (4
[ Bl ]

Sample 2 Ave Final Weight (4]
Sample 1 Ave Final Weight (5) Sample 2 Ave Finial Weight Sample 2 Ave Final Weight (5)

s CO e ] i

= __ Sample Z Ave Final Weight (6) ___ Sample 3 ave Final Weight (6)
FH 21 i (e i

Sample 1 Ave Final Weight (7} Sample 2 Ave Final Weight {7} Sample 3 Ave Final Weight (7}
[ 124 EH fres [ [2e

Sample 1 Ave Final Weight (&)

_ Sample 1 Ave Final Weight (8) _ Sample 2 Ave Final Weight {(8) Sample 3 Ave Final Weight (8)
EH [127 [128 [138

1RGE00L |

 User: lan Edmonds /TS: 194 /PS: 156 Status: In Process 11/17/2005 11:27:35 AM.

;gsm”] o & =2 ”H T=VelQuest cPMC - Pro...  [6] Miciosalt PowerPoint - (5m. |
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Data Review

Batch Record Review time is reduced by as much as 80% using a “Review at a Glance” summary
screen. Data collected for each step is displayed, along with a series of compliance flags indicating
any issues or notations that should be reviewed. Compliance metadata is captured electronically and
immediately available to the reviewer.

=l=i]
| 5 Samples ¥ Fietds | (5 Approve i3 Attest 2 Review ([ Annot | €52 GoTo | P Procedure Status ~| & Print Aepott | Il PS Histors
Procedure Name: Pharma Manufacturing Master Production Order
Sample ID:  IRGE0DL Procedure Status: In Process
1D: Fharma i Batch Name: 001
werison: a Revision: 1 Hyperlink: \\vaestd\ePMC\Core\Drilldown\4SE9334C - 7570-4453-9607-DO1BF3BCE
Somple I | " [®Jnotes [oL [oD [SD [an. [app. Fiold Label [Field value  [who  [Logon...[Hc
] Slippery when wet Understood  Ian Edmonds  iane M
18  Temperature deg F 70.9 Ian Edmands  iane 11/17/2005 10:5
- 18 Relative Humidity % 67.1 Len Edmonds  iane EC 11/17/2005 10:
18  Environmental Measureme... Out of Range lan Edmonds  iane MM 11/17/2005 11:
19 Reported to Supervisor
20 Mozzle Size and Air Cap Verified Tan Edmonds  iane ] 11/17/2005 10:58;:24
21 Spray Guns Calibrated  Ian Edmonds  iane ] 11/17/2005 10:58:31
22 Procedure »xvz-98 Ian Edmonds  iane MN DB 11/17/2005 10:58:52
2z Min Pan Weight 270 tan Edmonds  iane MN DB 11/17/2005 10:58:52
22 Max Pan Weight 330 Ian Edmonds  iane MN DB 11/17/2005 10:58:53
22 Desired Pan Load weight 301 Ian Edmands  iane MN DB 11/17/2005 10:58:54
23 Equipment ID EQUID987  Ian Edmonds  iane M 11/17/2005 10:53:13
24 Source Container (1) i Ian Edmands  iane MM 11/17/200S 11:00:22
24 Actual Pan weight (1) 301 Ian Edmands  iane MM 11/17/2005 11:00:23
24 Source Container (2} 2 Lan Edmonds  iane MM 11/17/2005 11:00:23
24 Actual Pan weight (2) 302 Ian Edmonds  iane M 11/17/2005 11:00:24
24 Source Container (3) 3 Ian Edmonds  iane MM 11/17/200S 11:00:24
- 24 Actual Pan Weight (3} 240 Ian Edmonds  iane MM 11/17/2005 11:31:00
(] 24 Source Container (4} a Ian Edmands  iane MM 11/17/2005 11:00:25
24 Actual Pan Weight (4} 304 Lan Edmonds  iane g 11/17/2005 11:00:25
24 Source Container (5} s Ian Edmonds  iane MN 11/17/2005 11:00:25
m - 24 Actual Pan weight (5) 280 Isn Edrmonds  iane M 11/17/2005 11:31:58
24 Source Container (&) 6 an Edmonds  iane M 11/17/2005 11:00:26
24 Actual Pan weight (8} 306 Lan Edmends  iane M 11/17/200% 11:00:27
] 24 Source Container (7) 7 Ian Edmonds  iane M 11/17/2005 11:00:27
24 Actual Pan Weight (73 307 an Edmands  iane MM 11/17/2005 11:00:27
24 Source Container (&) El fan Edmonds  iane MM 11/17/2005 11:00:28
24 Actual Pan weight (8) Ian Edmonds  iane MM 11/17/2005 11:00:28
- 25  Gun to Bed Distance an Edmonds  iane N 11/17/2005 11:01:14
@ 26 Sample 1 Ave Initial Wei Lan Edmonds  iane MM 11/17/200S 11:03:30
a 26 Sample 2 Ave Initial Wei Ian Edmands  iane MM 11/17/200S 11:03:31
a 26 Sample 3 Ave Initial Wei Ian Edmonds  iane M 11/17/2005 11:03:31
a 26 Sample 1 Ave Initial Wei Ian Edmonds  iane ] 11/17/2005 11:03:32
a 26 Sample 2 Ave Initial Wei Ian Edmonds  iane M 11/17/2005 11:03:32
a 26 Ssmple 3 Ave Initial Wei Lan Edmonds  isne MM 11/17/2005 11:03:32 w
| >
Mstan| | ) & =2 > | [ElMicrosont PoweiPoint - (5m.| T=Vemluest sPME - Procedur. | e g Bl 11:33am

Data Approval with signatures is done electronically. Final batch approval and electronic signatures
are fully electronic. Each electronic signature is accompanied by a time and date audit trail.

A ==l
& Samples % Fiekds | ) Approve iy Attest (i Review [ Aot | (32 GaTo | PL Procedure Status ~| & Pint Report | [l PS History
Procedurs Name: Pharma iring Master Production Order
Sample 1D: IRGEDO1 Procedure Status: In Process
Procedure ID: Pharma Manufacturing Batch Marme: 001
Werison: ik Revision: 1 Hyperlink: W\wacsta\ePMChCore\Drilldown\45E9334C-7570-4453-9607 -DO1BF3BC2

a -1
Ssmple 1D AT+ = z Lol =]
1 Procedure Name: Pharma M. ing Master Pr Order 7 711

Sample 1D: IRGEODL /17/2005 11:07:12

Procedure I1D: Pharma Manufacturing /17/2005 11:07:12
/17/2005 11:07:12

Version: 1
e /17/2005 11:07:13
Revision: 1 /17/2005 11:07:13
/17/2005 11:07:14
O Fisld Inidsx: 1 /17/2005 11:07;:14
C i . v /17/2005 11:07:14
= Field Label: Production 17/2005 11:07:15
: O Field Value: Approved /17/2005 11:07:15
0 - = = = /17/2005 11:07:25
Action | Logon1d | Who [ Date/Time | Reason /17/2005 11:07:26
Record iane Ian Edmonds 11/17/2005 11:10:18 AM /17/2005 11:07:27
Approve edh Ed Halpin 11/17/2005 11:11:09 AWM  Production Approved /1772005 11:07:28

|/17/2005 11:07:28
|/17/2005 11:07:29
/17/2005 11:07:30
/17/2005 11:07:30
1/17/2005 11:07:40
/17/2005 11:07:40
/17/2005 11:07:41
/17/2005 11:07:41
/17/2005 11:07:42
/17/2005 11:07:43
/17/2005 11:07:43
/17/2005 11:07:47
/17/2005 11:08:22
/17/2005 11:08:40
. '17/2005 11

& Bt | [ gee |0 o

T 37 Production Doc Review Attested Tan Edmonds  1ane N 11/17/2005 11:
37 Quality Control Doc Review  Attested Tan Edmonds 11/17/2005 11

it 38 Quality Control Approved Lan Edmonds 11/17/2005 11:

#ston||| & & 3 @ > | ElMicrosoh PowerPoint - (Sm..| T=*Velluest ePMC - Procedur. | [eBmy 0@l 1:38aM
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Data Reporting & Trending

—15]x]
| Bt Hone : EAR D -
|
PHARMA i
raerapevTIcs | Production Order Manufacturing Instructions 1:?!?’?;:“9 Date Lot No. LN7
Product Generic Name Stage Rewvision - Altemate Nunber Product Code Page
Film Coated Tablets 10mg Film Coating 6' Accela Cota with Comp Comtr MPRANOOL PCMPO02 10 of 10
Pan Ave Final Wi ‘Ave Final Wi Ave Final Wit Final Ave Wimg Ave Net Wit Cain Performed By Verified By Date
Sanple]l mg 5 le2 g Sanple 3 mg
1 106 107 108 1070 50 Ian Edwonds
2 109 110 110 1097 4.7 Ian Edmonds
3 112 113 114 1130 50 Tan Edmonds
4 115 115 117 1160 53 Tan Edwonds
5 118 119 120 1190 50 Ian Edmords
I3 121 122 123 1220 50 Ian Edwonds
T 124 125 126 1250 50 Tan Edmoxnds
8 127 128 138 1310 80 Tan Edwonds
SmartBatch allows use of standard report writers to create configurable reports. Typical reports
provide trending information on areas such as number and types of batches that each operator has
completed, environmental monitoring results, people and equipment performance, vendor and
materials tracking metrics, as well as compliance to procedures by monitoring and displaying the
number of unplanned deviations.
£ VelQuest ePMC - Procedure Session Summary Report =|E| x

| Report Name: | |

I

PHARMA PDO Effective Date
THERAPEUTICS | Production Order Master Signature Page e Lot No. LNTD7
Product Genene Nﬁe Stage EBeviion - Altemate Hunber Product Code Page
Film Coated Tablets 10mg Film Coating 6’ Accela Cota with Comp Contr MPRANOO] PCMPD02 1 of 10
Manufacturing Master Production Order
Originaer: Sign & Dae : Dmlopmgm!: Sign & Date ! Quality Corarel: Sign & Das : Praduction: Sign & Date J
Ian Edmonds 11/17/2005 10:48:42
AM
Theoretical Vield: dctivit St stch DF M Number: DFIM Effective Date:
No Data tablets LRG0 DFM707 11/9/2005
Instructions Signature Date
1. Document Reproduction:
This Production Order is an accurate reproduction of the master. No Data
2. Issuance of Lot Number:
Lot number issued was verified to be correct and to comrespond to this Production Or der, Correct & Corresponds
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Data Exchange

The Data Exchange Manager in SmartBatch provides bi-directional communication with other
enterprise IT systems, such as LIMS, ERP, and Document Management Systems. System administrators
have the ability to register connections to these other systems within Security Manager.

A wide range of communications formats are supported including XML and ASCII. The Data Exchange
technology enables configuration of process input information, work lists, and output information.
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External source data can be processed via the Data Exchange module in SmartBatch. Data Exchange
stores the data in the SmartBatch database, then exports it via a template format to the location
specified in the URL. Internal interface file definitions link the application to external systems, such
as ERP, etc. SmartBatch uses an Input and Output type interface for this link.

e The Input interface types use a listener service to detect and import an external system
file, which is then assigned to the Session Manager for processing.

* The Output interface types export the file system after the data has been processed to

the originating user.

e SmartBatch provides a user interface method for checking, confirming and releasing

pending user sessions.

* Work lists created in other systems can be automatically transferred to SmartBatch.

* Data generated in SmartBatch can be transferred to other central computer systems.
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- Training

At VelQuest’s Customer Education Center, we are committed to providing you with the knowledge and
competencies that guarantee your success with VelQuest’s products and their application within your
operation. We believe in practical, effective, and targeted training that transfers the necessary
knowledge to our customers and assures a successful implementation of your solutions.

Our philosophy enables you to independently operate and expand the system throughout your
company using internal resources. VelQuest can partner with you to supplement your staff.

e System Operator Training (VelQuest headquarters)
e System Operator Training (Customer Site)

e System Administrator Training

e Procedure Conversion Training

e Instrument—Equipment Interfacing

e Train-the-Trainer Certification

Customer statements about measurable gains with VelQuest software:

® 65% Liberation of resources from Data/Results Review.

® 50% Liberation from Paper Notebook and Log book activities.

®  75% reduction in Data/Results Review Cycle Time.

® Eliminate 1 Month Review Process in Stability Programs with on-line Review.
® Very easy to use, relative to paper based methods/procedures.

®  First Time Quality reduces rework loops, will prevent errors.
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